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1. Introduction

Online Portal for Medical devicesenables applicant to submit online applications for Medical
Devices regulatory process to CDSCO. It will alsenable upload of supporting documents,
respond to queries from CDSCO officials and track theapplication status. The user account
lists out all the applications submitted and licensed permissions held by them and provides
the statistical analysis of the applications for various processes & licenses issued, suspended
/ cancelled,withdrawn.

The following sections details about the various steps
1.1. User Login
% How to logininto the system?

% User can login the system with the correct User Name and Password credentials,as
shown in Figure 1.

P Online System for Medical Devices
o @ O
=

\::,,. Central Drugs Standard Control Organisation

T .
Ministry of Health & Family Welfare, Government of India Home AboutUs ContactUs Login

Online System
for

Regulation of Medical Devices

v Application Submission

jTrack Status of Application
Grant of Permission/Approval/
License/NOC

Figure 1: Login Screen

1.2. Dashboard

% Dash Board Screen : After successful login to the application the system will show a
Dashboard there you can see thenultiple informations,as shown inFigure 2.
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Menu =
P
P Online System for Medisal Devices
5’ -‘{Q&:E Central Drugs Standard Control Organisation

\“‘ i Ministry of Health & Family Welfare, Government of India
o &
g

cdAC

Welcome MsKajalSharma # Home £ Change Password ¢ Logout e}

O Dashboard

Status / Form Wise Applications Detail

Saved(Draft)
‘Applications

. Submit Application

(i)

Status Wise Applications

© Click Here

ﬁ Submitted Application

© Click Here

Approved Applications

v

Number of Applications

© Click Here © Click Here
Save As Draft Payment Done In Process

Status

®

?

Rejected Applications

i)

© Click Here

Query Raised/
Responded

© Click Here

© Click Here

Withdrawn
Applications

Number of Appiications

Form Wise Applications

Withdrawn by
Applicant

. Count

|

Form Form  Form Form  Form  Form  Form  Form  Form
MD-3 MD-4 MD-7 MD-8 MD-12 MD-16 MD-22 MD-24 MD-14

Form No

Figure 2 : Dashboard Screen
¥ Various optionsare available on the dashboard as described below :

Table 1 : Dashboard Option

Submit Application

@ Click Here

Submit application - For Fresh Application Click or
Submit Application Button.

Saved (Draft) Applications - To view the
pending/in complete appliations click on Saved
(Draft) Applications.

Submitted Application: To view the status of
submitted applications click on ‘Submitted
Application” link.

© Click Here

Rejected Applications

© Click Here

Approved Application: This session used to stor:
the Approved Application.

Rejected Applicatio n : This interface is reserved foi
Rejected Applications

wWithdrawn
Applications

© Click Here

Withdrawn Application : This link is to view all

Withdrawn Applications

Responded

‘ Query Raised/s

© Click Here

Query Raised/ Responded:This link is to help query
raised by CDSCO.

CDAC_NOIDA/UserManual_Ver._1.0
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Status / Form Wise Applications Detail

Status Wise Applications

Number of Apolicalions

— I
Save As Draft Payment Done In Process Withdrawn by
Applicant

Form Wise Applications

MNumber of Appiications

= || -
Form Form Form Form Form Form Form Form
MD-3 MD-4 WMD-8  MD-12  MD-16  MD-22 MD-24 MD-14
Form No

Figure 3 : Status / form Wise Application Detalil
1.3. Change Password

¥ If the user want to change their password then they can click on ‘Change Password’ link, as
shown in Figure 4.

Welcome Ms KajalSharma # Home £ Change Password ¢ Logout

& %"\ Online System for Medical Devices
é; P, i Central Drugs Standard Control Organisation
'\ o= .i Ministry of Health & Family Welfare, Government of India
e
Change your password /
0ld Password: 0ld Password
e Change Password

New Password: new Password

ReEnter New Password: Re-enter new Password

Please select a methed of choice to receive a new One Time PIN (OTP) to verify your self

© Email ) Mobile Number

Press the generate OTP

button.

Figure 4 : Screen of Change Password Option
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¥ After clicking the “ChangePassword” link you can see a new screen as shownkigure 5
where you can change the old password with the new one.

Welcome Ms KajalSharma # Home & ChangePassword ¢ Logout

P i ‘\ Online System for Medical Devices
5’ £ Central Drugs Standard Control Organisation
K i Ministry of Health & Family Welfare, Government of India

Change your password

OldPassword: | o0 v
This connection is not secure. Logins

New Password: % entered here could be compromised.
Learn More

ReEnter New Password: Re-enter new Password

Please select a method of choice to receive a new One Time PIN (OTP) to verify your self

(© Email () Mobile Number

Press the generate OTP

button.

Figure 5 : Screen of change password (Continue)

Note
X After enter the new password click on “save” button and th password will be
saved with the new one.

1.4. User Profile
¥ Click onMenu as Shown in thdigure 6. After click on Menu Button it shows “User Profile”,
“Add Address”, and “Online Payment”.

0 = - B
7 o Online System for Medical Devices
Fé
¥ i Central Drugs Standard Control Organisation
\u""' N .i Ministry of Health & Family Welfare, Government of India
M.u«-"

O Dashboard
Menu ® .
. Application

Status / Form Wise Applications Detail

Applications

© Click Here

Status Wise Applications

© Click Here

A Submitted
Application

Number of Applications
N

© Click Here 0 — -
Save As Draft Payment Done In Process Withdrawn by
Applicant
Status
Rejected Withdrawn Form Wise Applications
x Applications Applications 200 -
150

© Click Here © Click Here

Number of Applications

S R R |

Form Form Form Form Form  Form  Form  Form  Form
MD-3 MD4 MD7 MD8 MWD-12 MD-16 MD-22 MD-24 MD-14
Form No

’ Query Raised/
H Responded

© Click Here

Figure 6 : Menu Button
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¥ Click on User Prafe as shown inFigure 7.

Welcome Ms KajalSharma # Home & Change Password & Logout
Online System for Medical Devices

Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare, Government of India

Status / Form Wise Applications Detail

Saved(Draft)

. Submit

Applications

. Application

© Click Here

Status Wise Applications.

400 -

User
Profile

© Click Here

300
Submitted
Application

200

Number of Appiications

© Click Here

‘Save As Draft Payment Done In Process Withdrawn by
Applicant
Status

Rejected Withdrawn
Applications Applications

Form Wise Applications

S R e |

Form Form Form Form  Form  Form  Form  Form  Form
MD-3 MD-4 MD7 MD-8 MD-12 WMD-16 MD-22 MD-24 MD-14
Form No

© Click Here © Click Here

Number of Appiications

Query Raised/

Responded

© Click Here

Figure 7 : User Profile

¥, After clicking the User Profile, click on “View Profile” Option. Then you will get below the
mention screen i.e as shown in thégure 8.

Welcome Ms KajalSharma # Home & ChangePassword ¢ Logout

e Online System for Medical Devices

Central Drugs Standard Control Organisation
Ministry of Health & Family Welfare, Government of India

User Profile
User-Name: TESTUSER@GMAIL.COM
User Profile e il

Dfgdfg 123 Rohtak -415451, 23,193
Phone: 9996614477, Fax:, Email: TESTUSER@GMAIL COM

Type of Organization: Applicant
> Click here to add new Manufacturing Site Address / Correspondence Address

Address Proof : View_File

Registered User Details
Name: Kajal Sharma
Female , Indian
‘Senior Project Engineer,
Mobile Number: +91-9876543212, Email(Other than user name): 1257KAJAL@GMAIL. COM
< > v

Figure 8 : Click on View Profile
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1.5. Add Address

% There is two Option in Add Address (a) Add Correspondence and Site Address (b) Foreign
Manufacturer addressas shown infigure 9.

Add Address

Figure 9 : Add Address

% Click on Add Correspondence and t8i Address the screen will show as mention ifigure
10.

Figure 10 : Manufacturer Address Details
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% Fill all the mandotory details (*) as shown infigure 11, and then after click on Save
button.

Figure 11 : Click on Save Button

% After click on save button, the list will shown as below the mentiofrigure 12. User can
Edit with Edit Button I:Ior Delete the Address.

Figure 12 : Address Details

¥, After click on edit button user canmodify or Reset the detailsAs shown infigure 13.
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Modify

Figure 13 : Modify or Reset the Details

% If User wants to delete any address details, Select by Checklist button, and then click on
Delete Button, After you clicked Delete Butin, you can get Popup Message i.e “Do you
Want to Delete” then click on OK button.

Figure 14 : Popup Message: Delete

% Now click on Foreign Manufacturer address Detalils, the screen will shown as figure 13. Fill
all the required field as shown infigure 1 5.
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Figure 15 : Screen of Foreign Manufacturer address Details

Y, After fill all the detailsyou can save informationby clicking the Save ButtonAs shown in
figure 16.

Figure 16 : Filled all Required Field

% After click on Save Button Address Details list will shoviigure 1 7, user can Edit or Delete
the address.
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Figure 17 : List of address Details

1.6. Submit Application

% Click on
show,

Submit Application

© Click Here

Submit Application then below the mentionscreen will
Figure 18.

Figure 18 : Screen of after Click on Submit application

% Fill all the deails using Dropdown Menu List like Selet License Type, Select Formbken
after click on Submit Button for Online Form SubmissiorAs shown infigure 19, 20, 21,

22.

CDAC_NOIDA/UserManual_Ver. 1.0
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Figure 19 : Submit application (Continue)

Figure 20 : Three Options - Manufacturing License, Import License, Clinical Investigation

¥ Selectany Form from Dropdown Listlike — (a) Form MD- 3 (b) Form MD- 4 (c) Form MD
7 (d) Form MD- 8. As shown infigure 19.

Figure 21 : Form Type

¥% Read carefully General Instructions then after Proceeds Shown inFigure 20.
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Figure 22 : General Instructions

¥, After click on Submit Button screen will show irfigure 2 3& figure 2 4.
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Figure 23 : Screen of After Click on Submit Button

Figure 24 : Screen of After Click on Submit Button (Continue)

¥, Sekct Type of Application, Select Manufacturing Site Details and Select Correspondence
address details then tick on Save and ContinuéAs shown in the figure

CDAC_NOIDA/UserManual_Ver. 1.0 Release Date08/01/201 8 16|Page
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Figure 25 : Screen of after click on Save and Continue

% Medical Device Details : After click on save button then fill Medical Device Details like
Generic Name of Device, MedicaDevice Grouping Category, Grouping Description,
Notified Category of Medical Device, Class of Device, Sterlization, Product Description etc.
as shown in thefigure 24.

Figure 26 : Screen of Medical device Details

CDAC_NOIDA/UserManual_Ver. 1.0 Release Date08/01/201 8 17|Page
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% Accessories/Com ponents : User can Add(+) or Remove-{ the field. Referfigure 25.

(+) Add Multiple
components

Figure 27 : Accessories/Components
% Models : User can “Add Model ” or “Remove Model” with the help of Button&s shown in
figure 26

Figure 28 : Fill Model Details

CDAC_NOIDA/UserManual_Ver. 1.0 Release Date08/01/201 8 18|Page
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% Fill all the details click on Save Button, After Save the information screen will show in this
figure 27. Shows device details, user can Edit or delete the device details.

Next

Figure 29 : List of Device Details

% Then click on NEXT Button, screen will show ifigure 28. User can Edit Form or Proceed
to Cheklist.

— 4
Figure 30 : Form MD - 3

CDAC_NOIDA/UserManual_Ver. 1.0 Release Date08/01/201 8 19|Page
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% After Click on Proceed to Cheklisscreen will show likefigure 29.

Figure 31 : Checklist Item

% Then User can upload the Documents, View the documents and Reset the Document.

% For Upload the document : User can click any “Cheklist Items” like- Covering Letter,
Constitution of the firm, The Establishment /Site omership /Tenacy Agreement etc.

¥ After click on Covering Letter or The Establishment /Site ownership /Tenacy Agreement.
The screen will show likefigure 30.

Upload the file

Submit

Figure 32 : Upload document for Covering Letter

% Then Submit the Uplod Documents, If user wants to view the document or can change the
upload document, he can do so. As shown in tfigure 31.
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TView File j

| Update i

Figure 33: View Upload Document or change file

% After upload, all the documents, documents Upload status” will show as figure 33.
Uploaded documents will show,Mark as Green colour.

Figure 34 : Screen of “Documents Upload Status”

% After Click onSubmit Button the screen will show in thidfigure 33 .

Figure 35 : Payment Detail Screen
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¥ Select Mode of Payment Challan, Fill Challan Details Like Challan No., Date, Amount, Bank
Name, Branch Code, and Upload Challan.

Figure 36 : Payment Details (Continue)

%, After Fill all the details, then Click on Submit Button.

Figure 37 : Payment Details (Continue)

% After click on Submit the screen will show afigure 36. In this showsDownload PDF or
click on Next Button for Continue.
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Figure 38 : Preview of Form MD - 3

% After Click on Next Button the screen will show aigure 37.

Figure 39 : Upload Form
% After Click on Submit Button, below the mention screen will showigure 38 and Message

will show i.e “ Your Applicaion has been submitted Successfully”, note your File no.
MFG/MD/2017/915.
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Figure 40 : Screen of Application Successfully Submitted

1.7. Save as Draft

1.8. Submitted Application

% Submitted Application

© Click Here

% Click on Submitted Application under the dashbard screen,
¥ To view the status of submitted applications. In this you can Withdraw the application as
shown in thefigure 39.
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Withdraw
Application

Figure 41 : Screen of after click on Submitted Application

¥, After Click on Withdraw Application Coriirmation message will show. As shown in the
figure 42.

Figure 42 : Popup Message: ‘You want to withdraw the Application.”
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Figure 43 : Popup Message Successfully Withdraw the application
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