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Summary

SUGAM is e-Governance system to discharge various functions performed by CDSCO under
Drugs and Cosmetics Acts, 1940. The software system developed is an online web portal
where applicants can apply for NOCs, licenses, registration certificates, permissions &
approvals. It provides an online interface for applicants to track their applications, respond
to queries and download the permissions issued by CDSCO. It also enables CDSCO officials
to process the applications online and generate the permissions online and generate MIS
reports.

This document contains step-by-step guidance to the Applicants (Industry association) of
the SUGAM portal with screenshots of the workflow for various application submissions.
Following are the sections detailed in this document:

User Registration & Login

Applicant Dashboard SUGAM

oo

o

% Managing Sub login Accounts

% Form Submission for various processes ONLINE LICENSING

< Post Approval Changes Central Drugs Standard Control Organization
(CDSCO) is the drug regulatory agency under the
Central Government primarily vested to implement the
provisions of the Drugs and Cosmetics Act, 1940
which include approval of New Drugs, conduct of their
clinical trials, regulation of imported drugs,
Pharmacovigilance and coordinating the activities of
the States so as to achieve uniformity throughout the
country in the administration of the said Act.
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1. User registration & Login n
SUGAM portal is a single window interface for
stakeholders to access the online services provided by |

CDSCO. In order to apply for any form user needs to
register on the portal.

1.1User Registration

User is required to fill in the details of the registration form. After submission, CDSCO
administrator either approves or rejects the user registration request made by the user.
If approved, the user can login to the portal else if the application is rejected an email is
sent to the user with the reason for rejection .Once user registration is approved by
CDSCO, user can login to the portal using the login credentials.

> Note:-

e Authorized Signatory / Responsible person of the organization should fill the
registration form.

e After submitting the Registration Form, Check Registered email for E-mail
Verification.

e Submit ID proof, Undertaking, Address Proof Document in hard copy to CDSCO
office.

e Registration will be approved by CDSCO only after evaluation of the submitted
documents. Check your registered email id for all communications.

1.2 Registration Steps

» Open link "www.cdscoonline.gov.in" and then click on “Sign up here"
(highlighted) to register on the portal.

r——

P N Central Drugs Standard Control Organisation
{ H Directorate General Of Health Services
- i Ministry of Health &Family Welfare, Government of India
\s. o SUGAM - An e-Governance solution for CDSCO
TR
on SUGAM. can add their Formulations Data on SUGAM Portal New drugs approved by CDSCO is published under drugs@ CDSCO section. Firms can request to test vaccine samples &

& LOGIN/SIGNUP ¢ cuc

W
N

Figure 1 : Homepage Screen for Signup

™ O

!.‘)‘ .
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Note:-

e Applicants who can register on the portal are Corporate, Indian Agent,
Importer, Foreign Enterprise holding Indian Subsidiary, Cosmetics, Ethics
Committee, Formulation R&D Organization, BA/BE Approved Sites,
Sponsors(BA/BE & CT).

e If Applicant has more than one Manufacturing units of his organization then
Applicant must register with its corporate organization on to SUGAM portal then
he can register his different sub-units of Organization on to SUGAM portal.

e Manufacturing Unit cannot directly register on the portal.

e Corporate will create login credentials for the manufacturing unit and the
manufacturing unit for login on the portal will use these credentials.

» After clicking on "Sign up Here" link for "Registration Purpose" on the portal, a
new window will open.

fq A Central Drugs Standard Control Organisation

[, Director General Of Health Services .
% F Ministry of Health & Family Welfare, Government of India

g Online Application Submission System For
Licensing

# Home @ raQ & Downloads Contact Us M Video Tutorial % iConnect

Home | Registration Purpose

Registration Purpose

Y

Registration Purpose:* --Select Purpose of Registration-- |

Figure 2 : Screen of Registration Purpose

1.3 Purpose of Registration

> Applicant can register with different purposes with the assigned roles and forms
given below:

Table 1 : Purpose of Registration& Documents Required

Purpose of Roles on SUGAM | Document Requirement | Forms
Registration Available
Cosmetics Applicant for ID Proof Details, Power Of Form 42
Registration Cosmetics Attorney, Corporate Address

Proof
Ethics Ethics Committee ID Proof Details, Power Of Ethics Committee
Committee Attorney, Corporate Address | Registration
Registration Proof
Formulation Formulation R&D ID Proof Details, Power Of Form44,Form12
R&D Organization Attorney
Organization

Page | 8
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Import of Corporate ID Proof Details, Power Of Form 40,Form 8
drugs/Medical Importer(Appl Attorney, Corporate Address Form 8
Devices/Test ication in Proof and Manufacturing Form 40.Form 8
License Form 8) License or Wholesale '

Foreign Licenses (Form 20B & Form Form 40,Form 8

Enterprise 21B

holding Indian

Subsidiary

Indian Agent
BA/BE BA/BE Approved ID Proof Details, Power Of Form 44
Approved Sites Attorney, Corporate Address
Sites Proof
Sponsors(BA/ | Sponsors(BA/BE & | 1D Proof Details, Power Of Form 44,Form
BE &CT) CT) Attorney, Corporate Address | 12

Proof

» After clicking on the drop down, list for the Purpose of Registration is shown.

f”‘ % Central Drugs Standard Control Organisation
£ cose i Director General Of Health Services

i Ministry of Health & Family Welfare, Government of India
L, /

o Online Application Submission System For Licensing

# Home © FQ & Downloads Contact Us X Video Tutorial % iConnect

Home | Registration Purpose

Registration Purpose

Registration Purpose:* Select Purpose of Registration--

--Select Purpose of Registration--

For Cosmetics Registration

For Ethics Committee Registration

For Formulation R&D Organization

For Import of drugs/Medical Devices/Test License
For BA/BE Approved Sites

Sponsors(BA/BE & CT)

N
?ﬂﬁ _\3’_‘5 Designed, Developed and Maintained by C-DAC.

€DAC
Figure 3 : Screen of Purpose of Registration

» Note
e User can choose any of the registration purpose from the drop down list.
e After selecting the Registration Purpose, user has to submit by clicking on the
"Submit" button.
e User can cancel the Registration Purpose, by clicking on the "Cancel" button.
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Central Drugs dard Control O isation

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Online Appli ission System For Li
# Home © FaQ & Downloads Contact Us deo Tutorial % iConnect
Applicant Registration
Registration
Note: Guidelines
1. Authorized Signatory / person of the should fill the form

2. All fields marked with asterik (¥) are mandatory. Only PDF documents with size not more than 10 MB are permitted.
3. Registration Steps
a. After submitting the Registration Form, Check Registered email for E-mail Verification
b. Submit ID proof (Authorised Person), Undertaking (Issued by Government authority on the name of the Company and address ), Address Proof Document in hard
copy to CDSCO office
c. Registration will be approved by CDSCO only after of the Check your email id for all communications.
4.1f the Undertaking PDF does not contain interactive fields, you can use the Fill & Sign tools to fill out the form. Save the form on your computer, and then open it directly
in Acrobat Reader
5. All the documents should be self-attested by the person who signs on undertaking with stamp and seal of the company.
6. It is mandatory to upload Copy of Manufacturing License, in case applying for Test License Division.

Applicant Details
Applicant Type:*
User-Name:* Importer(Application in Form 8)
. Indian Agent
PEEEROL Foreign Enterprise holding Indian Subsidiary
Confirm Password:* Confirm Password
Only Best Passwords are accepted
Name:* Mr
Mobile Number:* +91 | Mobile Number
Gender:* Male O Female
Nationality:* Indian o
ID Proof Details:* Select One Browse... No file selected ID Proof No

(Single PDF < 10 MB) =
If identity proof is other than Aadhar card, then Applicants are required to upload their Aadhar details in SUGAM Portal within 2
months of obtaining Login Credentials.

Undertaking:*
(Single PDF < 10 MB)

Download Fill and Sign this Undertaking PDF Template and Upload the same here

| Browse... | No file selected _
—_— ([® Undertaking) - Available in Enterable PDF Format

Designation:* Nay nation

Alternate Email ID:

Registering for
Division*

Multiple Divisions can be selected

Registered Indian Address  (7his address will be referred in all the forms submitted to CDSCO office)

Organization Name:*

Organization Type:* Select v

CIN (Corporate

Identification

Number):

Address Line 1* Address Line 2*

State* District*

|+ Select ~| Select v

City/Taluka/Mandal/Tehsil*

uka/Mandal/Tehsil

Contact No.* (Please include STD Code - Phone Number) Fax No.* (Please include STD Code - Fax Number)

+91 ber +91

T tact ) D Code - Fax Number
Multiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation

Upload Your Corporate Address Proof Details (Certificate of Incorporation):*

(Single PDF <10 MB | Browse... | No file selected

It is mandatory to upload Copy of Manufacturing License, in case applying for Test License Division.

Copy of ing License or Licenses (Form 20B & Form 21B):*
(Single PDF <10 MB)

| No file selected.

[Please tick (v) this option if you want to receive SMS alerts.
PbjFS  — 2

[ Iagree to the terms, conditions and privacy policy laid down by Central Drugs Standard Control Organisation, DGHS, Ministry of Health & Family Welfare for
availing the online services provided under this portal. *

Designed, Developed and Maintained by C-DAC.

Figure 4 : Registration Form

WSH
CcDAC
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1.5Registration Guidelines

» User can register by filling the form.

» Username will be corporate email id and it should be unique, which can be used as
user name for future communication.

» Password length should be at least six characters with at least one number, one
lowercase, one uppercase letter and one special character.

» User must upload necessary documents like ID Proof Details, Power Of Attorney,
Corporate Address Proof and Manufacturing License or Wholesale Licenses
(Form 20B & Form 21B) and should keep these documents ready in PDF format
before sign up process.

» DST Registration Number is mandatory to fill the Formulation R&D Registration
Form.

» If you select the checkbox for “Do you want to receive SMS alerts? “At the time of
registration, you will receive the registration and verification message on your
registered mobile number.

» User can also go to homepage by clicking on the "Previous™" button.

> After clicking on "Submit" button, a confirmation link will be sent to user’s
registered email id to verify registration.

» User can verify account by clicking on the link sent to the registered email id.

» After clicking the verification link, registration application of the user will be sent
for approval to the concerned authority (CDSCO Officials).

> In case of approval/rejection of the application, a mail will be sent to user's
registered email id.

1.6 Registration Form Confirmation

» After successful submission of registration application below screen will appear.

/‘__“\\‘.
K vf .-'I
N
Registration completed successfully

Please check your registered email for email verification

Figure 5 : Screen of Registration Completed Successfully'

» Note:-
o After getting Successful Registration message, a confirmation link will be sent to
user’s registered email id.
e User can verify account by clicking on the link sent to the registered email id.
o After clicking on the link, registration application will be sent for approval to the
concerned authority(CDSCO Officials)

Page| 11



gij’q S,A.m User Manual g%”:%zg

e In case of approval/rejection of the application, a mail will be sent to user's
registered email id.

1.7 Portal Login
> After user received approval mail from CDSCO for their user registration, User can
login into the system with User Name and Password as entered in user registration
form, as shown in the Figure.

SUGAM
ONLINE LICENSING

¥ Application Submission

¥ Track Status of Application
Grant of Permission/Approval/
License/NOC

Figure 6 : Login Screen

Page| 12
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Chapter -2
SUGAM Applicant Dashboard
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2. SUGAM Applicant Dashboard

cONC

After successful login from the homepage of the portal, applicant will be directed to the
dashboard depending upon his default role as shown in the below Figure.

N\ Central Drugs Standard Control O

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Welcome Mr. New Applicant (Importer(Application in Form 8)) # Home & Change Password & Logout

O Dashboard

+ Expand All

)

i User Guidelines Importer(Application in Form 8) Manual

2
2
+

@; User Profile Your Profile is ready for application submission. Submit Application

g Submitted Applications 0 Applications View +
Most recent : No Application Found

H Saved (Draft) Applications 14 Applications View *

Most recent : Form (File No - IMP/Form8/BD/2016/7326 )
Modified Date 08-Nov-2016

(B Approved Applications 0 Applications View +

Most recent : No Application Found

Rejected Applications 0 Applications View +
Most recent : No Application Found

Suspended/Withdrawn Applications 0 Applications View +

Most recent : No Application Found

View Historical Applications 33 New Messages View

View Here

Notifications Aew/

o
?Wéa Designed, Developed and Maintained by C-DAC.

o -

Figure 7 : Dashboard Screen

2.1. Dashboard Options

Following are the options available on the Applicant dashboard of SUGAM portal

Page| 14
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A

¢ UserGudelmes  The User Guidelines is on the basis of roles.

It is mandatory to fill the complete User Profile; otherwise,

(ala)
User Profile . . .
¢« user will not be able to submit any application.

;.li submitied Applicatins - To view the status of submitted applications.

H Sued (Dl Appleations - To view the pending/incomplete applications.

A - - H H
U | mpoed Apgications - To view the approved applications.

U
5 Rejected Applications - TO view the rejected applications.
|

& J/

® signted it fpletos. To view the suspended or withdrawn applications.

To view the data of the offline permissions issued to the

. View Historical Applications applicant.

Q - To view the latest notifications for the user from CDSCO
Notifications /7

Figure 8 : Dashboard Option (SUGAM Applicants)

Page| 15
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2.2. Password Change

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

Welcome Mr. Applicant (Importer(Application in Form &) # Home & ChangePassword  Logout

Central Drugs Standard Control Organisation =z
- -
Director General Of Health Serviees ~ _ _ _ _ _ _ _ _ _ - -
\ —-n,.i Ministry of Health & Family Welfare, Government of India r~ =~
R 1
I Change Password
0 Dashboard 1
N e e e e e e e e e = = = -
= Expand All

User Guidelines Importer(Application in Form 8) Manual

ot

?
2
+

User Profile Your Profile is ready for application submission. Submit Application

% .

@ Submitted Applications 8 Applications View +
Most recent : Forml2 (File No  TL/Form12/WZ/2016/97 )
Modified Date07-Sep-2016

H Saved (Draft) Applications 19 Applications View +
Most recent : Forms (File No : [MP/Form8/CD/2016/2831)
Modified Date:06-Oct-2016

Approved Applications 3 Applications View +

Most recent : Formi2 (File No : TL/WZ/16/000001 )
Modified Date22-Jul-2016

a Rejected Applications 0 Applications View +
Figure 9 : Screen of Change Password Option

» After clicking the “Change Password” link, user needs to enter the old password and
then enter the new passwords depicted in below:

Menu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout

¥ Ti:\ Central Drugs Standard Control Organisation
{ §

M ¥ Director General Of Health Services
%, womom,/  Ministry of Health & Family Welfare, Government of India

| Change your password |

Old Password:

New Password:

ReEnter New Password:

HSH Designed, Developed and Maintained by C-DAC.

cbAc
Figure 10 : Screen of change password (Continue)

» After clicking on “save” button, your password will be updated.

Page| 16



2 4
giij S,A.m User Manual g%':%aé

2.3. Switch Role

» Switch Role is the functionality provided to the users of SUGAM portal possessing
multiple roles. E.g. A user from pharmaceutical industry can possess roles of
corporate/ Indian Agent/Importer/sponsor etc. The applications & data pertaining
to each role will be accessed through its individual dashboard but through the same
login ID. It is for this purpose switch role functionality is available on the portal.

> At the top-right of the Applicant Dashboard you can see a “Switch Role” button
there user can select the desired role approved for him and as shown in Figure.

Welcome Mr. New Applicant (importer(Application in Form8)) # Home & ChangePassword ® Logout

e g‘“\ Central Drugs Control O isation
I
b/ Director General Of Health Services
Rl Ministry of Health & Family Welfare, Government of India
O Dashboard SwitchRole  ~
= importer(Application in Form 8)
Indian Agent
~ B Foreign Enterprise holding Indian Subsidiary
p 3 User Guidelines Importer(Application in Form 8) Manual
Ef 1 Corporate
Ethics Committee
o ) y
gy User Profile Vour Profile is ready for Submit Applicatio -APPlicant for Cosmetics
g Submitted Applications 0 Applications View +
Most recent - No Application Found
H Saved (Draft) Applications +
le No : IMP/Form8/BD/2016/7326 )
Approved Applications 0 Applications View *
Most recent - No Application Found
E Rejected Applications 0 Applications View *
Most recent - No Applic: Found

Figure 11 : Switch Role
2.4. User Profile

» User can view his registration details under view profile option in user profile
section. All the details that user entered during user registration are available here.

» User can change the details like User ID& other details; however organization
details could only be changed via processes for post approval changes.

Welcome Mr. Applicant (Corporate) # Home & Change Password © Logout

User Profile

. Emai( UMPSANJLEVSOAM@GMAIL COM

—

Figure 12 : View Profile

Page| 17
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“Online Licensing System

Note: If you click on “Edit User Details” then a new pop-up window will open, where
user can make the changes, as shown in figure.

Edit User Details

User-Name: TMPSANJEEVSOAMI@GMAIL.COM

Name: Mr v

New Applicant
Gender: @® Male (O Female
Designation: Tester

Mobile No.: +91 9540346888

1D Proof Details: Adhar Card ¥

| Browse... | No file selected. abed1234

Power Of

Bi .o | Ne
= - rowse... | No file selected

Emailld tmpSANJEEVSOAM@GMAIL COM
(Optional):

Figure 13 : Screen of Edit User Detail

2.5. Request for Additional Role

e Auser on SUGAM portal can request for the additional role by clicking on “Request
for Additional Role “on view user profile page as shown in figure below.

e While applying for an additional role you are required to upload the necessary
documents for the same.

e Select the role which you want and add some remarks. After filling the details save
on click “save” button.

Request for Additional New Role

Note: If you are applying for new rol, you may require to upload some additional document. kindly check the st of documents
requited before applying for new role. In case, you do not see any opticn to upload a file then it means you have already
submitted the required documents.

[ List of Documents Required

Select Role

Reason for Enter Remarks
Addition:

Figure 14 : Screen of Request for Additional New Role

Page | 18



L Y
QOS.L—(ESVA.NM— User Manual g@%aé

Note
e Please read the points mentioned in note before filling the form.

e |If there is no option to upload a file then it means you have already submitted
the required documents for that role.

e You can check the necessary documents by clicking on * List of Documents
Required”

D i for each

Document
Department Document1 | 2

1 — Corporate Undertaking D Proof

Document  Corporate Address Proof

ocument  Copy of Manulacturing License or Wholesale Licenses (Foun 208 &
Form 21B)

< Indian Agent Undertaiing D P

- Ethics Committee Undertaking 1D P1

=
D
4
2 4 Importer{Application m Form &) Undertaking D P
a
4
5
6

ro0t
root
< Foreign Fnterprise holding ndian Subsidiary ~ Undertaking | ID Proof
Toof
Toof

+ T T&D O T ID Px

Close

Figure 15 : Screen of List of Documents Required

2.6. Additional User Profile Details

It is mandatory for users to fill the complete user profile to apply for the application
form through the portal. User can fill in his additional profile details like member
details, contact person details, wholesale/manufacturing license details and other
R&D sites & branch office details through the options available in left menu.

Welcome Mr. Applicant (Corporate) # Home £ Change Password () Logout
—
{_n_\ Central Drugs Standard Control Organisation

< View Profile ‘\ ) ’
- S Director General Of Health Services

/Add Membies Detalla Ministry of Health & Family Welfare, Govemment of India

- Contact Person Details

 Add Wholesale/ IC1 Dashboard

Manufacturing License Details

- Add R&D Site Details + Ex

=< Add Branch Offices
User Guidelines Corporate Manual
User Profile Your Profile is ready for application submission. Submit Application
Submitted Applications 0 Applications View

Most recent : Form12 (File No : BABE/Form12/TL/2016/5504 )
Modified Date:23-Sep-2016

Saved (Draft) Applications 8 Applications View
Most recent : Form44 (File No : GCT/Form44/FF/2016/471)
Modified Date:18-Oct-2016

www.cdscoonline.gov.in/CDSCO/BranchOffices

Figure 16 : Adding User Profile Details
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> Add Member Details

e Using this option manufacturer/corporate will be able to add authorized
member details, as shown in below figure.
Menu = Welcome Mr. Applicant (Corporate) # Home & Change Password ¢ Logout
Central Drugs dard Control Organisation
Director General Of Health Services
Ministry of Health & Family Welfare, Government of India
\ Add Director Details
IMPORTANT:
 Details of atleast one user is required for completion of User Profile
* On completion of User Profile, Form Submission will be enabled.
« In case, the added member resigns from the organization,status should be made Inactive by clicking the button available in the Edit column of table.
« All fields marked with asterik (*) are mandatory.
Organization Details
Name: Applicant
Organisation: Testing
Testing Enclave, Tester Group,Testocity-123123, Karnataka, India
Phone: 1212121212, Fax: 3434343434, Email: TMPSANJEEVSOAM@GMAIL.COM ,
Type of Organization: Government
Member Details
Name: * Mr v
Gender:* @ Male O Female O Transgender
Designation* Mobile No.
e -
+91
Organization L andline No. o — S ——
Member Details et :
JMultiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation
Io Proot Detaits: Select One v Browse... No file selected
—_— e ——— - - - e
~
~ N .
~ \ Status* @® Active O Inactive Email Id:*
~ < \
~ Qate Of Joining: * =1
D
N\ =
EN Add | & Reset
-~
Organization Member Details s =
N~
: <
u Search: SI~ B Delete
T~
SIse” =
* Name % Gender + Designation + Mobile No # 1D Proof Details & D 9 d d Edit $
A
(] = Mr. Ankit M Import Executive 4444444444 Adhar Card & 107294 @
______ -

-
P Designed, Developed and Maintained by C-DAC.

Figure 17 : Add Members Details

Add Director Details

IMPORTANT:
» Details of atleast one user is required for completion of User Profile.
» On completion of User Profile, Form Submission will be enabled

e In case, the added member resigns from the organization,status should be made Inactive by clicking the button available in the Edit column of table
e All fields marked with asterik (*) are mandatory.

Figure 18 : Add Director Details

Note:

e Member Details will depend on the type of organization.

e Onclicking "Add”, a new member detail will be added.

e Details can be edited and deleted.

¢ In case, the added member resigns from the organization, status can be changed
from Active to Inactive by editing the details.

e All mandatory fields are marked by asterisk (*).

Page | 20
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» Contact Person Details
e Manufacturer/Corporate can add ‘Contact Person Details’, as shown in Figure.
e Fill all the details and click on save button as shown in Figure.

Memu = Welcome Mr. Applicant (Corporate) # Home £ Change Password () Logout
) _—
K %  Central Drugs Standard Control Organisation
¢ anolth ; Director General Of Health Services
o Ministry of Health & Family Welfare, Government of India
R
Contact Person Details
* All fields are mandatory
Name: M I
Contact Number:
ct Numbers can be added with comma separation
Designation:
Department:
Email Id:
-
Contact Details
\ $  Name?® Contact Number % Designation * Department * Emailld + Edit+
[0  Mr Ankit Person 4444444444 Import Executive Test ankit@qgmail.com @
[0  Ms MeghnaGupta 8888888888 PE EGOV mm@gmail.com @
;{ﬁéﬂ; Designed, Developed and Maintained by C-DAC.
€oAC

Figure 19 : Contact Person Details
Note

e Contact person is an alternative to the registered user, whom CDSCO official can
contact in absence of registered user for any clarification.

e You can reset the details by clicking on ‘Reset’ button. Also the details saved can
be edited or deleted.

» Add Wholesale/ Manufacturing License Details
e This form is to add multiple License type (CRO Approval, Manufacturing site
etc.).

e On clicking on "Save" a new Wholesale license detail will be added as shown in
Figure.
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‘Welcome Mr. Applicant (Corporate) # Home & Change Password ¢ Logout

Central Drugs Standard Control Organisation

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

* All fields are mandatory
Licensing Details
License Type:
Issuing Authority

Licence
No./Approval

Valid From
Valid Upto

Upload Licence /
Approval

Address Details

\ Search:

«»

License Type
< Manufacturing Site
[0 = Manufacturing Site

[ = Wholesale License
Site

[0+ Wholesale License
Site

O = Wholesale License
Site

[0 ' = Manufacturing Site
[0 4 Wholesale License
Site

[0 =+ CRO Approval

Select

Add License Details

Address Details

v Choose Premises

Browse... | No file selected

Premises Name +
GHAZIABAD
GHAZIABAD

Test Dispatch

Meghna & CDSCO

Co.

M/s Unit Name

Test Pharmacy

Test Pharmacy

Test

~EEmam

Address +

Test; Test; Nicobar; Test; Andaman And Nicobar; India; 111111
Test; Test; Nicobar; Test; Andaman And Nicobar, India; 111111
119/203; A-58, Majlis Park; Kheda; Kheda; Gujarat; India; 208012

Bldg 1 & 2,119/203, Vijay Nagar; Spcl Address 2; New Delhi; Delhi; Delhi;
India; 110011

Address Line One; Address Line Two; Raigarh; Cityname; Chhattishgarh;

India; 232323

Block No.10, st Floor; Udyog Bhawan; Pune; Pune; Maharashtra; India;
400126

Block No 10, Ist Floor; Udyog Bhawan; Pune; Pune; Maharashtra; India;
400126

Tester; Testing; Chandigarh; Chandigarh; Chandigarh; India; 234556

License No +

LN-123

FF-421-24387

LN-245

LN-1234

LNo-123

280018

FF-125-607

12345

m

Licence

Download

Download

Download

Download

Download

Download

Download

Download

Edit

(SN Y

Note

Designed, Developed and Maintained by C-DAC.

Figure 20 : Add Wholesale License Details

e User can select any one of the License type, fill the required information and
upload the supporting documents.

> Add R&D Site Details

e For aFormulation R&D Centre, it is mandatory to fill R&D site details, as shown

in Figure.
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‘Welcome Mr. Applicant (Corporate) # Home < ChangePassword (O Logout

rd %, ~ Central Drugs Standard Control O:
3 et ! Director General Of Health Services
e ..-j Ministry of Health & Family Welfare, Government of India
i o
\ Add R&D Site Details

Note:
1. For a Formulation R&D Centre, it is mandatory to fill R&D site details.
2. These details may be used during submission of Test License Application.

Address Details
Enter Premise Name
Address Line 1 Address Line 2
Address Line 2
Country State District
India Vi Select L Select b

City/Taluka/Mandal/Tehsil Pin Code
ty/Ta Mandal/Tehsil o
DST Approval as R&D Site. (Please upload a pdf file)

Browse... | No file selected

Contact No. (Flease iclude STD Code - Fhone Number)
+91 | STDC

Multiple Contact Numbes

an be added with comma separation
Fax No. (Please include STD Code - Fax Number)

+91

‘Multiple Fax Numbers can be added with comma separation

-~

R&D Details

Search:
StNo.#  Premises Name % Address % File$# Edit?  Delete
1 + Gfdfgdd fdsgfd 123 Fihfh; Ffhfh; Anantnag; Hffhg; Jammu And Kashmir; India; 554456 i @

Designed, Developed and Maintained by C-DAC.

Figure 21 : Add R&D Site Details

Note
e These details may be used during submission of Test License Application.

» Add Branch Office Details
e To create Branch Office Login , User has to first register the Branch office details

through User Profile Section by clicking on ‘Add Branch Offices’ link in ‘User
Profile’ Tab.
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Walooma M1 Mew Appicant (Mmpoateri Apptication in Form 0]) @ liomes O Change Pasewors © Logeut

™, Central Drugs Standard Contral Organisation

s, Government of Indie

[ Add Branch Office Detail ]

Aidrens Line | Addyens Line 3

nnnnn v S1ate Eristrict

=S
3—"5 Dasigrad. Develoged wred Masstasmed by C-DAC

Figure 22 : Add Branch Office Details

Note

The login credentials of the users can be created, only if their details are added in
user Profile section in the ‘Add Member Details’ for manufacturer and CRO login
and ‘Add Branch Offices’ for branch office section of the ‘User Profile’.

It is mandatory for the user to fill all the details. After filling all the details, click on
the ‘Save’ button to save all the details (as shown in Figure), the saved details can be
viewed in the ‘Branch Details’ section. The saved details can be modified or
deleted.
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Guidelines for Creation of
Sub-Login Accounts
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3. Guideline for Creation of Sub-Login Accounts

» As per CDSCO policies for online portal, SUGAM allows

creation of only single account (Corporate Account)
that will be approved by CDSCO for single legal entity
of a Pharmaceutical company. However, SUGAM
allows corporate user accounts to create Sub-Login
accounts under their umbrella for filing independent
applications by manufacturing units/R &D units or any
other units. This facility allows corporate users to

wSH
coNC

create sub-login credentials for the following:-
e Branch Office

¢ CRO

e Manufacturing Site

Note: To create sub login credentials users has to first add the details of the other
offices under user Profile section in the ‘Add Manufacturing License details’ / ‘Add
R&D Sites’ / ‘Add Branch Offices’. Once you add these details, the list of offices will be

available for you to create sub-login accounts under create Sub-logins section.

To create sub-logins, follow the following steps:

3.1 Add Office Details
» To create Branch Office Login , User has to first enter the Branch office details
through User Profile Section by clicking on ‘Add Branch Offices’ link in ‘User Profile’

Tab, as shown in the below Figure.

< View Profile

Central Drugs Standard Control Organisation

< Add Member Details

Director General Of Health Services
Ministry of Health & Family Welfare, Govenment of India

< Contact Person Details

Welcome Mr. Applicant (Corporate) # Home & ChangePassword ¢ Logout

< Add Wholesale/
Manufacturing License Details

I Dashboard

- Add R&D Site Details

- Add Branch Offices

« [

User Guidelines Corporate Manual

User Profile Your Profile is ready for application submission. Submit Application

& Submitted Applications 0 Applications View
Most recent : Form12 (File No: BABE/Form12/TL/2016/5504 )
Modified Date:23-Sep-2016

H Saved (Draft) Applications 8 Applications View
Most recent : Form44 (File No : GCT/Form44/FF/2016/471)
Modified Date:18-Oct-2016

b

www.cdscoonline.gov.in/CDSCO/BranchOffices m

Figure 23 : Option to Add Branch office Details
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Waloorom Wi M Aggtcant (BmpestwrlApphicateon i Fars 01) ® llome 8 Changs Password © Logaut

.-’_zj;\ Central Drugs Standard Contral Organisation
5 Enaucts Ganarsd OF Haalth Services
‘\\T._—_:,f Mrrasiry af Haalth & Fassily Weitais, Govesnment of lnfie
| Add Branch Office Detail |
Address Detadln
Entes Hiranch Name
Addrwss Line 1 Adeseus Line T
Caunery miate Esenct
L Sal
oty Taluka Mandaat Tesail Pim Code
Contact He
sl
Fux Mo
val
— e
Bamnch Detedls
Search:
Sr Me. ® Fromises Hame & prre— Edin & Dolete 8

Esrnigried | Darrs logeesd mrst Masrdacres by C-RAC

Figure 24 : Add Branch office Details

> Itis mandatory to fill all the details. After filling the details, click on ‘Save’ button to
save the details (as shown in Figure), The entered details is visible in the ‘Branch
Details’ section which can be modified or deleted.

3.2 Create Sub-Login

» User can now create the Login Credentials for registered Branch Offices by clicking
on ‘Create Branch Office Login Credentials’ under ‘Create Sub Login’ Tab, as
shown in the below the mention Figure.

Welcome Mr. Applicant (Coaporate] # Home O Change Password @ Logout

,’_‘L\'\ Central Drugs Standard Control Organisation
7 { \
\ 8B, Direcwr General Of Health Services
- Create CRO Login N Minbstry of Health & Family Webtars, Government of tndia
Ciedentials
& Create Branch Offices Login L Dashboard
Credentials
+ Create Manufactuses Login + Expand All
Ciedentials
~
Fi User Guidelines “orparate Manual
E‘, User Profile Submut Application *
-".‘"' Submitted Applications +
H Saved (Draft) Applications +*
Approved Applications 0 apglications View +
Most recent : Mo Apphication Foand
-
a Rejected Applications +

Figure 25 : Option to Create Branch Office Login
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» The Registered Branch Office details will be shown in branch office dropdown, as

shown in Figure.

Menu =

Welcome Mr. Applicant (Corporate) # Home £ Change Password ¢ Logout

rd '“\ Central Drugs Standard Control Organi
© oo ; Director General Of Health Services
o Ministry of Health & Family Welfare, Government of India
&
ot
Branch Office Login Credentials
Branch Office \ Tirtn aasasasas, dsfsfsdfsdf, add v v] Username/E-mail | UOFOSKVFVINPQUIAROIBSUSUQ0IN x
(Only Official E-mail z
1d) ‘The value is not a valid email address
Password [ Enter Password x l Confirm Password Re-antar
The password is Tequired and can't be empty
Undertaking: Br No file selected Download Fill and Sign this Undertaking PDF Template and Upload the same here
(single PDF < 10 MB) = B ([A Undertaking) - Available in Enterable PDF Format
Contact Details of the Person Responsible for this Unit
Name Mr  |v| | First Name
Designation Mobile Number:
Designation +91 | Mobile
Gender: @® Male (O Female () Transgender
(o= |
Login Credentials
% Branch Offices + Username % Name + Gender ¥  Designation+  MobileNo+  Undertaking +  Edit+
[]  Disdfssdfsdfsd,sdsd TMPTESTER@GMAIL.COM Mr. fgdfg dfgdfg M Digdfg 5656565655 & G

Figure 26 : Screen of Branch Office Login

» Itis mandatory for the user to fill all the details of the branch office. Once the details
are saved, the login credentials for that particular branch office is created and user
can now login using that credentials.

» NOTE : It is also mandatory to upload the duly signed undertaking (as per the
template provided in undertaking section)

3.3

- View Profile
-» Add Member Details

CRO Login Credentials

Welcome Mr. Applicant (Corporate) # Home < Change Password ¢ Logout

Central Drugs Standard Control Organisation

Director General Of Health Services
Ministry of Health & Family Welfare, Govemment of India

- Contact Person Details

< Add Wholesale/
Manufacturing License Details

-» Add R&D Site Details

+» Add Branch Offices

n »

moard

[

+ Ex

User Guidelines Corporate Manual

User Profile Your Profile is ready for application submission. Submit Application

0 Applications View
Most recent : Forml2 (File No: BABE/Form12/TL/2016/5504 )
Modified Date:23-Sep-2016

Submitted Applications

8 Applications View
Most recent : Form44 (File No : GCT/Form44/FF/2016/471)
Modified Date:18-Oct-2016

Saved (Draft) Applications

“Figure 27: U

ser Profile - Add Wholesale/Manufacturing License Details
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» To create CRO Login, User has to first register the CRO Premises details through
user profile by clicking on ‘Add Wholesale/Manufacturing Licenses Details’
link in ‘User Profile’ Tab, as shown in Figure.

Welcome Mr Applicant (Corporate) # Home & Change Password ¢ Logout

rd o A Central Drugs Standard Control Organisation

“\ B J Director General Of Health Services
— Ministry of Health & Family Welfare, Govemment of India

Add License Details

* All fields are mandatory

Licensing Details Address Details

License Type: Select E! Choose Premises

Issuing Authority

Licence No./Approval

Valid From

Valid Upto

Upload Licence/
Browse... | No file selected
e | Browse.. |

Figure 28 : Add CRO details

» It is mandatory for the user to fill the details .Once the details have been saved the
same can be viewed details in table format at the bottom of the page. The saved
details can be modified or deleted.

» User can now create the Login Credentials for registered CRO Premises by clicking
on ‘Create CRO Login Credentials’ under ‘Create Sub Login’ Tab.

Welcome Mr. Applicant (Corporate) # Home &< Change Password ® Logout

=, —
N Central Drugs Standard Control Organisation
]
7 Director General Of Health Services
3 Create CRO Login oo Ministry of Health & Family Welfare, Government of India
Credentials —
3 Create Branch Offices Login 0 Dashboard
& 2
3 Create Manufacturer Login * [ErpenaAn
Gredentials
~
ﬁ User Guidelines Corporate Manual
e i i i
ﬁ. User Profile Your Profile is ready for application submission. Submit Application +
g Submitted Applications 0 Applications View i
Most recent : Formi2 (File No : BABE/Form12/TL/2016/5504)
Modified Date:23-Sep-2016
H Saved (Draft) Applications 8 Applications View =k
Most recent : Form44 (File No : GCT/Form44/FF/2016/471)
Modified Date:18-Oct-2016
Approved Applications 0 Applications View o
Most recent - No Application Found
-,
E Rejected Applications 0 Applications View &
Most recent : No Application Found

Figure 29 : Create CRO Login
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» The Registered CRO Unit details will be shown in CRO Unit dropdown

Menu = Welcome Mr. Applicant (Corporate) # Home £ Change Password (¢ Logout

Fd d;\‘ Central Drugs Standard Control Organisation

\‘ >N i Director General Of Health Services
gy Ministry of Health & Family Welfare, Government of India
CRO Login Credentials
CRO Unit Select B Username/E-mail i
(Only Official E-mail

Select
i)
Enter Password Confirm Password

Password

Undertaking: Bre B No file selected Download,Fill and Sign this Undertaking PDF Template and Upload the same here
(Single PDF <10 MB) Undertaking) - Available in Enterable PDF Format

Contact Details of the Person Responsible for this Unit

Name Mr. E‘ First Name Middle Name LastName
Designation Mobile Number:

491 | Mobile Number

©® Male © Female © Transgender

Figure 30 : CRO Login Credential

» Itis mandatory for the user to fill all the details.
NOTE: It is also mandatory to upload the duly signed undertaking (as per the
template provided in undertaking section).

» Once the details are saved, the login credentials for that particular CRO Unit is
created and user can now login using that credentials.

3.4 Manufacturing Login Credentials

Welcome Mr. Applicant (Corporate) # Home £ Change Password (9 Legout

— =
rE— !’m&.}i Central Drugs Control

= j  Director General Of Health Services
3 Al Membe: Detaie \'::i" Ministry of Health & Family Welfare, Government of India

- Contact Person Details

 Add Wholesale / A 3 Dashboard

Manufacturing License Details
- Add ReD Site Details + Expand Al

- Add Branch Offices

~ SR
ﬁ User Guidelines Corporate Manual
(3] . G % 5
User Profile Your Profile is ready for application submission. Submit Application +

3

Most recent : Form12 (File No - BABE/Form12/TL/2016/5504 )
Modified Date:23-Sep-2016

g Submitted Applications 0 Applications View +

Saved (Draft) Applications 8 Applications View
Most recent : Form44 (File No - GCT/Form44/FF/2016/471 )
Modified Date18-0ct-2016

Approved Applications 0 Applications View
Most recent : No Application Found

-
5 Rejected Applications 0 Applications View

Most recent : No Application Found

Figure 31 : User Profile - Manufacturer Login
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» To create Manufacturing Login, User has to first register the Manufacturing

Menu =

Premises details by clicking on ‘Add Wholesale/Manufacturing Licenses Details’
link in ‘User Profile’ Tab, as shown in Figure.

‘Welcome Mr. Applicant (Corporate) # Home < Change Password (¢ Logout

SO 2 .
4 \ Central Drugs Standard Control O ion
e ; Director General Of Health Services
‘\ s Ministry of Health & Family Welfare, Government of India

S

Add License Details

* All fields are mandatory

Licensing Details Address Details

License Type:

| Select | Choose Premises
. : Select
Issuing Authority CRO Approval
m—ge Manufacturing Site
Licence Wholesale License Site
No /Approval
Valid From F
Valid Upto s
Uploa Licence Browse... | No file selected.
Approval

e

Figure 32 : Manufacturer Login

Note-

It is mandatory for the user to fill all the details .Once the details have been saved,
the same can be viewed in table format at the bottom of the page. The saved details
can be modified or deleted.

User can now create the Login Credentials for registered manufacturing Premises by
clicking on ‘Create manufacturing Login Credentials’ under ‘Create Sub Login’
Tab, as shown in Figure.

>

» The Registered manufacturing Unit details will be shown in

Welcome Mr. Applicant (Corporate) # Home & ChangePassword ¢ Logout

N Central Drugs dard Control O isation
]
j  Director General Of Health Services
Mo Ministry of Health & Family Welfare, Government of India
0O Dashboard SwitchRole  ~
+ Expand All
~ .
"t User Guidelines Corporate Manual
H
an
Q@ UserProfie Your Profile is ready for application submission. Submit Application =
g Submitted Applications 0 Applications View +
Most recent : Form12 (File No - BABE/Form12/TL/2016/5504)
Modified Date23-Sep-2016
H. Saved (Draft) Applications 8 Applications View *
Most recent : Formad (File No : GCT/Form44/FF/2016/471)
Modified Date:18-0ct 2016
Approved Applications 0 Applications View +
Most recent : No Application Found
5 Rejected Applications 0 Applications View 3
Most recent : No Application Found

Figure 33 : Create Manufacturer Login

manufacturing Unit
dropdown
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Menu = Welcome Mr. Applicant (Corporate) # Home & ChangePassword & Logout =
re ’ s\ Central Drugs Standard Control Organisation
i
i ""%"’; Director General Of Health Services
5, wows et o

N Ministry of Health & Family Welfare, Government of India

Manufacturing Unit Login Credentials

Manufacturing Unit Select
Select
Username/E-mail (Only Official E- GHAZIABADTest, Test
mail Id) | Test Pharmacy,Block No.10, Ist Floor,Pune
Password nter P NOIG

Confirm Password

Undertaking: Choose file | No file chosen Download,Fill and Sign this Undertaking PDF Template and Upload the same here
(Single PDF <10 MB) ( Undertaking) - Available in Enterable PDF Format
Contact Details of the Person Responsible for this Unit

Name Mr

Designation Mobile Number:
+91

Gender: ® Male Female Transgender

= .
Figure 34 : Manufacturer Login Credentials ‘
Note-
» Itis mandatory for the user to fill all the details. Once the details are saved, the login
credentials for that particular manufacturing Unit is created and user can now login
using that credentials.

3.5 Format for Undertaking

» It is mandatory for the user to fill the details in the Enterable PDF Format and
upload the same.
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“Online Licensing System

UNDERTAKING

1. ldedarethatl s sninaaasumimsnasainsansmassmanrsho,wio;

am working as o Managing Director o Director o CEO o COO o Company Secretary

o Proprietor/Partner (select whichever is applicable)

having registered OFTICE @1 vt eceiie e e s et cassee s ssesas sebsbssae sen sss e ses sas e senebssnsaas sassessenassnns
wieeennee. (complete address).
MY CONTACE BTGNS AT LTINS . oownimisswmsss ivassnsisusvssnssiing svstiss s inminsns siuanrs sy in Mimidn @i sus st 3 b os san i
L L= T LN T OO OSSO DTS PSSR S USOPON
2. lundertake that | am representing the firm
3. | am authorised by the competent authority of the above said firm to delegate this power of

attorney.

4. | have read the terms, conditions and privacy policy of the portal www.cdscoonline.gov.in and

agree to them.
5. ldeclare that | have authorized MI/IMS ... e sss e i st s ses s srs esne sanansn s 8/ 0, W/ O
s BBE cuovasninssissisimsnsns
working in the aforementioned firm at Sr. NO. 2 @S ....cicviiiieni et s ses e s e
(designation) to register on the portal www.cdscoonline.gov.in

6. | declare that | have authorized Mr/Ms. ..o s sscsssesssssinenns. 1O @CCESS
www.cdscoonline.gov.in in addition to the person whose name is mentioned at S.No.5 to file
application under the overall supervision of the authorized person whose name is mentioned at
Sr. No. 5.

7. lundertake that the firm mentioned at Sr. No. 2 will be held responsible for all the acts and deeds

performed on www.cdscoonline.gov.in subsequent to the registration.

8. | undertake that the login password will be kept confidential and will be held responsible for
sharing with unauthorized persons.

9. The information submitted above is true and correct and no part of it is false and nothing
misleading has been stated.

10. | declare that no other person has been authorized by the firm mentioned at Sr. No. 2 above, to

register on the portal.

SIBNEA ON coeeeeeeeeeeeeee e e e e nees

Place: Name:
Designation:

Firm's Name:

Seal:

Figure 35 : Format for Undertaking
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Chapter- 4

Form Submission
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4. Form Submission

» To submit a form, user must have valid login
credentials and should fill up the basic details in
User profile section like member details & {
contact details. If the user is approved by the
CDSCO authorities he/she can login to the portal

and submit the form. -
% .Z.sﬂngagﬁ’ﬁaﬁ%

» Asshown in the figure below, after login user will SREY Suan =
be redirected to the dashboard and then click on ;—\ 1SS '

Fﬂ

submit application link to proceed further for
submission of application.

O Dashboard
-
= User Guidelines
-

s User Profile Your Profile i= ready for application submission [Eobmi Anpicaton -
Eoy Submited Applicatons -
H Sawved (Draft) Applications -
Approved Applications B
a Rejected Applications -+
(§$ Suspended/Withdrawn Applications O Applications Wicw -+
B View Histonical Application = S50 New Messages View

‘. Post A wal Ap: ons SV
L\ neuncanons o

Figure 36 : Form Submission

> After clicking on “Submit Application” user will be redirected to a new page where
he/she will select the department followed by the selection of the form. User should
also read the general instruction provided on the same page and click on the
declaration box before clicking on proceed to form as shown in the figure below.

Welcome Mr Applicant (Indian Agent) # Home o

Change Password & Logout

Central Drugs Comtrol O isation

Of ITealth Service:
£ Health & Family Welfare, Government of India

Online Forms Submission

Select Department: Subsequent New Drug =

Select Form: Foundd =

O st S i T o e surate information provided (o the division

=) Proceed

GENERAL INSTRUCTIONS
* User can proceed fo Online Form Submission only if the User Profile is complete.

Please read the below i i Iy before ing to Online Form
1. Online Form Submission is divided into few simple steps like:
© Filling of Form
oL

D
© Payment (if applicable) anda

T
he Lpload Form step

3. Please ensure that you have all the required documents ready to upload them in checklist section. Please view the checklist from here

Figure 37 : Screen of after clicking on Submit Button
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» For departments and forms available refer the table below.

Table 2 : Departments and Forms available

CONC

S. No. | Modules CDSCO Processes Forms Available
Departments /
Stakeholders
1. CDSCO HQ Import & | Fresh Registration | Form 40/ 41
Registration certificate(RC), Form8/ 10
Endorsement & re- | Form 12AA
registration, Post | 17 Cases of PAC
submission &  Post
Approval Changes (PAC)
Medical Devices & | Fresh Registration | Form 40/ 41
Diagnostics certificate(RC), Form8/ 10
Endorsement & re- | 17 Cases of PAC
registration, Post
submission &  Post
Approval Changes
Cosmetics Fresh RC, Endorsement, | Form 42 /43
Registration Re-registration 4 Cases of PAC
Ethics Committee | Ethics committee
Registration registration & re-
registration
Global Clinical | NOC to conduct Clinical | Form 44 / NOC
Trials Trials Forml12 /11
Import license for Test & | 11 Cases of PAC
Analysis
BA/BE NOC for BA/BE studies, | Form 44/ NOC
Import license for Test & | Form 12/11
Analysis
Biological — New | Permission to Market / | Form 44/45/46
Drugs-Vaccines Import / Conduct | NOC
Clinical trials
2. New Drug New Drugs/ SND/ | Permission to Market / | Form 44/45/46
FDC Import / Conduct | NOC
Clinical trials
3. CDSCO CLAA Processes Grant & Renewal of | Form27C/28C
HQ/ZONE/ST Licenses for : Form 26G
ATE FDA e Blood Bank Form 27F
e Antisera /Form28 F
e Stem Cells
4. CDSCO Port | Port Offices Permission to Import | Form 12A/ 12B
Offices (7 Locations) Drugs in small quantity
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for personal use
5. CDSCO Zone | Zonal / Sub Zonal | Import License for Test | Form12 /11
Offices & Analysis, for Drugs
more than 4 years(Old
Drugs)
6. Granting of | CDSCO Zonal/Sub | Export NOC for | Application From/
NOC's  and | zonal offices manufacturing (5| NOC
Registration Cases) — Export purpose-
of Drugs BD,FF, material transfer,
meant for Exhibit Batches-BD,FF
export

» Submission of any form involves 6 steps:

» Filling of the form: user will fill all the details required for the form. For example
for Form 44 filling of form is further divided into 3 parts. Part 1 captures the
purpose application and basic details of the drugs. Part 2 captures more details
of the drugs entered in part 1. Part 3 captures details related to CT (Clinical trial)
study.

> First Preview: Based on the details filled by the applicant first preview of the
legal form is generated. If the user has any issue with the details, he/she can
modify it at this stage. User should ensure all the details are filled correctly
because after this step the details cannot be edited.

» Checklist: Once the preview is verified by the user, they will proceed further to
upload the documents required for the form they are filling. Every form has a
different checklist of documents based on the form type. User is allowed to
upload a PDF document of size not more than 10MB

» Payment: After uploading the checklist user will be redirected to the payment
page. User can make the payment either by uploading a challan or by doing in
online.

» Final Preview: Once payment is done user can view the complete legal form with
payment details and download the system generated form for signature.

» Submit Form: After signing the form user will scan the signed copy and upload
the document after which the form will be submitted and a file number will be
generated. The status of the file can be tracked using the same file number.

Stepl Step2 Step 3 Step 4 Stepd Stepb

/)

Fill Form Preview Checklist Payment Full Preview Submit Form

Figure 38 : 6 steps for Submission of form
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4.1 Submission of Form 44

e Application for Form44 can be done for Grant of permission to manufacture, import
or to conduct clinical trial for Drugs:

» Manufacture a New Drug / fixed dose combination / subsequent new drug for
already approved new drug

» ToimportaNew Drug / fixed dose combination / subsequent new drug for
already approved new drug

» To undertake Clinical Trial (Phasel/Phase2/Phase3/Phase4)

e An Applicant can apply for Multiple Strengths for One drug Product in a Form 44
Application. However, all of them will be treated as separate Drug Products.

e In Form 44 Application, A Drug Product can have multiple indications and multiple
pack sizes. However, for one drug product only one Route of Administration, one
Dosage Form and one Pharmacological Classification of Drug will be accepted.

e Following tables depict the broad categories of cases for which application in
Form44 can be filled:

Table 3 : Reason for Form 44 Application

S. No. Drug Type Reason For Form 44 Application
1 Bulk Drug Single Ingredient Permission required for Import/Marketing
(BD) Authorization of Drug Substance
2. Finished Single Ingredient Permission required for Import/Marketing
Formulation | and Fixed Dose Authorization of Drug Product
(FF) Combination
3. Both Single Ingredient Permission required for Marketing
(BD&FF) Authorization of Drug Product as well as for
its Drug substance
4, Both Fixed Dose Permission required for Marketing
(BD&FF) Combination Authorization of Drug Product as well as for
one or more of its Drug substance
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S.No. | Division Category Detail Drug Type Remarks
1 New Drug 1. Drug Approve in another | New Drug BD, FF, | SND
country/Salt of an Both
Approved Drug
2. One or more of the | FDC is New Drug | FF, FDC CASE 1: Permission for FF
ingredients of the | and one of the | Both One of the ingredients of the FF which is a
combination is a New | ingredient is also New Drug should have status: ‘Application
Drug not approved | New Drug filed by other company simultaneously’.
individually CASE 2 (BOTH): Permission for FF and one
or more of the ingredients which are New
Drug
In this case, if Applicant also want to get the
permission to manufacture an ingredient
which is not a New Drug i.e. its status is
‘Approved by CDSCO 'then for such
permission applicant needs to file separate
Application to SND division
2 IND 1. Investigational New Drug IND BD,FF, SND
Both
2. One of the Ingredients of FDC and one of FF, FDC CASE 1: Permission for FF
the combination is an the ingredientis | Both One of the ingredients of the FF which is a
Investigational New IND IND should have status: ‘Application filed by
Drug(IND) other company simultaneously’.
CASE 2 (BOTH): Permission for FF and one
or more of the ingredients which are IND
In this case, if Applicant also want to get the
permission to manufacture an ingredient
which is notan IND i.e. its status is
‘Approved by CDSCO ’ then for such
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permission applicant needs to file separate
Application to SND division
Biological | 1. Drug Approve in another BD, FF, | SND, 5 Module checklist will get displayed
country/Salt of an Both FDC
Approved Drug
2. Investigational New Drug BD, FF, | SND, 5 Module checklist will get displayed
Both FDC
3. Approved New Drug BD, FF, | SND, 5 Module checklist will get displayed
Both FDC
4. New Dosage Form FF FDC Post Approval checklist
5. New Indication FF FDC Post Approval checklist
6. New Route of FF FDC Post Approval checklist
Administration
SND 1. New Indication FF SND
2. New Dosage Form FF SND
3. New Route of FF SND
Administration
4. Additional Strength FF SND
5. Drug already approved in BD, FF, | SND
the country Both
6. Modified Release Dosage FF SND
Form
FDC 1. Not marketed anywhere FF FDC All active ingredients are already approved
but individual components by CDSCO
used concomitantly
2. Not marketed anywhere FF FDC All active ingredients are already approved
and individual components by CDSCO
not used concomitantly
3. FDC - Marketed abroad FF FDC All active ingredients are already approved
by CDSCO
BA/BE for 1. New Drugs Approved in FF SND,
Export India within period of 1 FDC
year
2. New Drugs Approved FF SND,
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within period of more FDC
than 1 year & less than 4
years
3. Drug Product in Modified FF SND,
release form irrespective FDC
of their approval status
4. New molecule (New FF SND,
Chemical Entity) not FDC

approved in India but
approved in other

countries
7. Global 1. New Chemical Entity(NCE) FF SND,
Clinical FDC
Trial

2. Drug Approved in other FF SND,
countries FDC
3. Drug Approved in India FF SND,
and other countries FDC

outside India

Table 4 : CDSCO Division / Category / Drug type
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e The online application submission of Form44 has been divided into 5 steps :
e Select Division: Select the Division to which application has to be submitted and
then select the form as Form44.

Welcome Mr. Applicant (Indian Agent) # Home & Change Password  Logout

Menu =
Central Drugs Standard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Online Forms Submission
Select Department: Subsequent New Drug E\

Select Form: Formd4 E‘

&1 agree that 1 will provide accurate information and I will be solely responsible for any false or inaccurate information provided to the division

=) Proceed

GENERAL INSTRUCTIONS

* User can proceed to Online Form Submission only if the User Profile is complete.

Please read the below instructions carefully before ing to Online Form
1. Online Form Submission s divided into few simple steps like:
© Filling of Form
© Uploading Essential Documents in checklist
© Payment (if applicable) and
© Final Form Upload.
2. User is required to download & pdf in Full Preview step. After downloading, perform the following steps:
© Sign and Stamp the form
© Scan the Signed and Stamped Form
© Upload this form in the Upload Form step

3. Please ensure that you have all the required documents ready to upload them in checklist section. Please view the checklist from here

b3l Designed, Developed and Maintained by C-DAC.

<bdAC

Figure 39 : Select Division -- Select the Form 44

e Part-I, Application Details :Fill the following Part-1 details of the form :
0 Purpose of application - Manufacture a drug, Import the drug,
Conduct Clinical Trial for the drug
o Category of the Drug
0 Type of Drug
o Information about the Form12 , if simultaneously applied

i Welcome Mr. Applicant (Indian Agent) # Home £ Change Password ¢ Logout

Central Drugs dard Control O isation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step1 Step 2 Step 3 Step 4 Step § Step 6
£)
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for grant of permission to import or manufacture a New Drug or to undertake clinical
trial.

bl NSVl  Form44 (Part 2)  Form44 (Part 3)

Purpose of Application

Purpose Of Application * Manufacture a Drug El
Category of new drug/vaccine * New Indication E|
Application applied for * ® Finished Formulation

Type of Drug * Single Ingredient El
Do you have simultaneously applied for Form 12 No E|

2%

Figure 40 : Application Details
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e Drug Details : Fill in the following details about the Drug for which permission
has to be taken, as depicted in below figures:
o0 Generic Name

Dosage Form

Indication

Route of Administration

Pharmacological Classification

Pack presentation

Storage Conditions-Light, Humidity ,Temperature

List of Ingredients

O O0O0OO0OO0O0

Drug Detail
Generic/INN Name(s) of Drug(s) * Celecoxib Capsules 400 mg B
Intended Use * For Human E‘

Finished Formulation

Note:
1 User can enter multiple Dosage Form, Strength, Indication and Package details
2. Atleast one Dosage Form, strength, indication and Package details must be entered by clicking on the '+ button
3. It is mandatory for the User, to enter the Ingredient details for each strength
4. At least one Active ingredient should be entered.
5. Please don't copy paste the Drug Details
6. Please press the '+ button atleast once against following details to enable Save and Continue button
o Dosage Form of the Drug
o Indication of the Drug
o Strength
o List of Ingredients/Impurities

Propreitary, Commercial or Trade name of bvbnn
Drug Product
Dosage Form * Select El

Field is required

Click on the '+' sign to enter Dosage Form,
until you see your Dosage Form listed below

Nebulizer @
Nebulizer @
Blood & Blood Products (Liquid) @

Figure 41 : Drug Details

Nebulizer ®
Route of Administration * Sublingual E\
Pharmacological Classification of Drug * Antileishmaniasis [

Indication for which proposed to be used *
Field is required

Click on the '+' sign to enter Indication, until
you see your Indication listed below

bnbb @
nnhn ®
Pack Presentation(Optional)
Presentation Select E‘
Primary Packaging Material Select E‘
Field is required
Dose Select =l
Pack Size 0 Select =

Field is required

Click on the '+' sign to enter Package details,
until you see your Package details listed
below

Primary ging Material Dose No. of Dose Pack Size Delete
Ampules Bottle Single Dose 1 200 Nebulizer ﬂ

Bottle Drum Multi Dose 320 10 Inhalation Powder

Figure 42 : Drug Details (Continue)
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e An applicant may apply in Form 44 with multiple strengths for same drug.
e User can enter multiple Dosage Form, Indication and Package details.

e It is mandatory for the User, to enter the Ingredient details for each strength.
e At least one Active ingredient should be entered.

Storage Condition

Temperature *

Humidity

Light

Proposed Shelf Life *

below 25°C &
57

46
20 in months

Field is required

Ingredient *

Field is required

Percentage of Claim of Quantity *

o = 0 %
oOnly digits
and dot are

Only digits
and dot are

Strength * Select El
Field is required Field is required
Click on the "+'sign to enter Strength, until you
see your strength listed below
30 mm ®
89 %@

List of p for 0 mm )

Category *

Select E‘

Pharmacopial Menograph * Strength * Unit of Strength *

Select ~| | © Select

Field is required Only Digits and Dot aze Field is required

allowed

Label Claim 7]

allowed allowed
Figure 43 : Storage Condition & List of Ingredients
Name of Pharmacapial Percentageof Label  Sourceof Bulk Manufacturer
Ingredients Monograph Strength Category Claim Claim  Drug Name Edit
Celecoxib BEEF <58 Active  30%to40% Yes Already bgbgbg @
Capsules 400 Weight/Volume(W/v) Approved by —
mg CDSco o
List of for St %)
Category *
Select E|
Field is required
Ingredient * Pharmacopial Monograph * Strength * Unit of Strength *
select » 1] Select H

Field is required

Field is required Only Digits and Dot are Field is required

allowed

Percentage of Claim of Quantity *

o = N ~ Label Claim [

only digits

and dot are

allowed
Name of Pharmacopial Percentageof ~ Label  Source of Bulk Manufacturer
Ingredients Monagraph Strength  Category Claim Chim  Drug Name Edit
Celecoxib Capsules BP.CP <350 Active  20%1030% Yes Already Approved  gbgb @
400 mg mg/ml by CDSCO =

L]

Save and Continue

Figure 44 : Click on Save and Continue button
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¢ In Part 1, User needs to enter the Diluents details if the Dosage form selected
is of type Lyophilized (e.g. Vaccines (Lyophilized), Blood & Blood Products

(Lyophilized), Parenteral Preparation (Lyophilized), rDNA (Lyophilized) )

e Part-ll, Drug Stability Details: Fill in the following details about the stability
as depicted in below figures:

(0]

O 00O

Batch Details
Duration

Stability Condition
Storage Condition
Assay Parameters

Step 1 Step 2 Step 3
\J
Fill Form Preview Checklist

Step 4

Payment

Step 5 Step 6

Full Preview Submit Form

Application for grant of permission to import or manufacture a New Drug or to undertake clinical

trial.

I Pl Form 44 (Part 3)
Note:

1. Click on the heading of the panel to open the panels.

2.1t is mandatory to fill the details in all the panels

3. Multiple details can be entered in each panel

Stability Data of DRUG

Batch * Batch 1 E| Duration(months) * % 3 Month
Batch No. * 250 Batch Size * 226 Presentation * Capsules E‘
Date of Initiation of 06/27/2017 - Manufacturing Date * 06/27/2017 = Proposed ShelfLife * 25 T anthe
Stability *
Stability Condition * Stress E| Temperature/RH * 50°C - 60°C/Ambient RH F\
Storage Gondition 25

Parameters Specification Result(3 Months ) Remarks

Assay(Celecoxih Capsules 400 mg) 30% - 40%
Field is required Field is req

Water Content

Stability Detaile
Search:

Figure 46 : Fill Drug Stability Details
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IMPORTANT POINTS:

In part 2, Stability Data of Diluents is mandatory if the Dosage form selected
is of type Lyophilized.

e Stability Data of Drug: This panel is repeated for each drug strength.

e Under Stability Data details, the assay parameter is repeated for each active

ingredient entered for this drug strength. Also the Results column for each

parameter is added based on the selection of Duration (in Months)

e Manufacturer & Site Details : Fill in the following details about the stability as
depicted in below figures :

Stability Details

Search:

Batch Stability Batch Manufacturing Proposed Storage  Stability
Batch No. Date Size  Temperature/RH Date ShelfLife Condition Condition Parameters Specifications Results Remarks Delete

Stability Data of DRUG

Manufacturer of Drug Product (Celecoxib Capsules 400 mg)

Site Type * Manufacturing Unit *

Select E‘

Field is required

Manufacturer of Drug Substance (Celecoxib Capsules 400 mg)

Site Type Manufacturing Unit

Select E‘

Field is required

Figure 47 : Manufacturer & Site Details

e Patent ,Regulatory Status, CT & BA/BE Study Details : Fill in the following
details about the stability as depicted in below figures :
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Patent Details in India

Patent Details in India Applicable @ Not Applicable

Clinical Trial and BA/BE Study Status

Item No. Clinical Trial Status

1 Phase-1 Select E‘
2 Phase-1I Select E‘
3 Phase-1II Select E‘
4 BA/BE Select E‘

Regulatory Status of the Investigational Product in other countries, as appropriate(Celecoxib Capsules 400 mg)
Regulatory Status of the Investigational Product in other countries, as appropriate(Celecoxib Capsules 400 mg)

Animal Toxicology Status

Item No. Title Status

i Single-dose Toxicity Studies Select E|

Figure 48 : Patent, Regulatory Status, CT & BA/BE Study Details

IMPORTANT POINTS:

e Manufacturer of Drug Substance: This panel is repeated for each active

ingredient.

¢ Regulatory Status of the Investigational Product in other countries: This panel
is repeated for each drug strength.

e Animal Toxicology & Pharmacology Details: Fill in the details as depicted in

below figures:

4 Female Reproduction and Developmental Toxicity Studies Study Conducted

5 Local Toxicity Literature Survey
6 Allergenicity/Hypersensitivity Study Not Required
4 Genotoxicity Study Conducted
8 Carcinogenicity

Study Not Required

Animal Pharmacology Status

0 T
Item No. Title | S ave an d : Status
1 Specific Pharmacological Actions 1 H Literature Survey E‘
1 Continue !
2 General Pharmacological Actions : : Literature Survey E‘
3 Follow-up and Supplemental Safety Pharmacology Studies S : "~ 4 Livatatue Survey E‘
4 Conditions under which Safety Pharmacology Studies are not necessary : II Study Conducted E‘
5 Timing of Safety Pharmacology Studies in relation to Clinical Development : II Sty Condtictad E‘
6 Application of Good Laboratory Practices (GLP) 1 II Literature Survey E\
v

Save and Continue

Figure 49 : Click on Save and Continue Button
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IMPORTANT POINTS

In Part-111, Clinical Trial and BA/BE Study Status: Under this panel if the status of
items is selected as Study permission required then CT Study Form or BE Study

Form will open as next part3.

e Part -Ill Clinical Trial Details : Fill in the following details as depicted in
below figures 47 :

Trial scope/objective

Sponsor Details

Comparator Drug details

Disease under investigation

Protocol Details

CT Site Details

Laboratory Details

OO0OO0O0OO0OO0OOo

e Part -1V Undertaking for checklist documents: In this section, user is
required to provide the undertaking that he will be submitting the below
mentioned documents in checklist section as shown in figure 48.
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Welcome Mr. Applicant Z Change Password Logout

Control O

Central Drugs

Directorate General Of Health Services
Ministry of Health & Family Welfare, Covernment of India

coNC

Step 1 Step 2

Fill Form Preview

Step 3 Step 4

Checklist Payment

Step 5 Step 6

Full Preview Submit Form

Application for grant of permission to import or manufacture a New Drug or to undertake clinical

trial.

Formtn Partd) | Fermat Bars® Formta Part

Clinical Trial

Scope/Objective of Trial *

Study Design *

CT Study Details

* Therapeulic

Singte Arm Trial B

Ie it a Global Clinical Trial? * © Yes @ No

Gnananr Netaila

= Modify

NOTE : Kindly select the sponsor whose address you want on your NOC.

Sponsor *
‘Sponsor Details
M/s. abc

Address Line *

) Self Sponsored © Sponsored by Others

testl
Country * State/Province ~ City ~
India E' uP Noida

Landline No. * (Flease include Country Code - STD
tione - Phone Number)
+ | 5956896325

Multiple Gontact Numbers can be added with comma

Fax * (Please include Gountry Code - STD Code - Fax
Number)
+ 2563256325

Multiple Fax Numbers can be added with comma

Pincode/PostCode *
201301
Email *

asa@gmail com

separation separation
= Modify
Gomparator Drug Details (Optional)
Comparator Drug Route of Name of Name of
SNo. Name Dosage Form < iti ini Country Delete
fl = anbv Blood & Blood Products Dermal xexxe India
(Lyophilized)

Disease Under Investigation
S.No. Diceace Name Delete
5 4 Asthma E

CT Site Details

No. of

SNo. Hespital Beds Ethics Committee Delete
£ 5 = 33-25-33, Ch. Venkala Kiishnayya Sueel,, Sutyarao Pel, Vijaywada, Nol Available, Andlhua 50 Academic Research -

Pradesh(india)

Protocol Details

S.No. ProtocolNo.  Version No.

1 -+ 564 225

Local Clinical Laboratory Details

S.No. Principal Investigator Lab Name

1 = bevb test

Central Clinical Laboratory Details (Optional)

S.No. Lab Name Lab Address

1 - aasasa

gl
P LS Designed, Developed and Maint:

Figure 50 : Clinical Trial Details

Date of Protocol  Dosing

28-Tun-2017

Lab Address

Add 1, uttar pradesh, Noida-201301(India) it

aasasa, U R Noida-201301(India)

Subject Details

Multiple Dose  Female

Age Group

Children(2-11 Years)

Projects

Proposed Study Period Delete

25 Weeks

Telephone No.  Fax Email Delete

Telephone No. Fax

1564451546156

ed by C-DAC.

321133113313

Email Delete

aaa@gmail com
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Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword () Logout
7 ""‘\ . -
4 %, Central Drugs Standard Control Organisation

‘\:m ; Directorate General Of Health Services
.:::3" Ministry of Health & Family Welfare, Government of India
Stepl Step2 Step 3 Step4 Step § Step 6
4
Fill F:orm Preview Checklist Payment Full Preview Submit Form

Application for grant of permission to import or manufacture a New Drug or to undertake clinical
trial.

Part3

Documents to be uploaded in the checklist

Note: You will be required to upload below listed documents in the checklist section for Successful submission of application.

» 1 Test specification:
u Active Ingredients:
= [nactive Ingredients:
» 2 Permission to market a new drug:
u Chemical and Pharmaceutical Information
= Bio-availability, dissolution and stability study Data
 Marketing information:
© Proposed product monograph :
o Drafts of label and cartoons:
u Application for test license :
* Subsequent approval/permission for manufactur of already approved new drug:-
= Formulation:
© Bio-availability/bio-equivalance protocol :
© Name of the investigator/centre :
o Source of raw material (bulk drug substances) and stability study data -
u Raw material (bulk drug substances)
© Manufacturing method :
o Quality control parameters and or analytical specification, stability report :
o Animal toxicity data
* Approval/permission for fixed dose combination:-
* Subsequent approval or approval for new indication-new dosage form:
 Number and date of approval/permission already granted :
u Therapeutic Justification for new claim/modified dosage form:
= Data generated on safety or quality parameters:

[T hereby declare that 1 will enclosed the above listed documents in the Checklist and I will be solely respansible for any false o inaccurate document provided to
the division

Designed, Developed and Maintained by C-DAC.

e Ve Y ol

Figure 51 : Undertaking for checklist documents
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"'\ Cenitral Drugs Standard Control Crganisation
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= .
= =
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Figure 52 : First Preview of the Form 44
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Figure 53 : First Preview of the Form 44 (Continue)
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¢ Confirmation alert to proceed to checklist

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 54 : Popup Message: Confirmation alert to Proceed to Checklist

e Checklist to upload the documents

!f‘ w‘w\ Central Drugs Standard Control Organization
g i

\ i Directorate General Of Health Services

s'_:';t’ Ministry of Health & Family Welfare, Government of India

Form44 Check List

File number : SND/Form44/FF/2017/T12
CDSCO File number : Not yet generated

Note: Click on the checklist point to view documents against it.

@1 Covering letter
© 2 Copy of valid manufacturing license in Form 25/28/26
® 3 Copy of valid Test license in Form 29
& 4 Source of bulk drugs along with current regulatory status of the source with copy of Porm 46A/45A (if obtained)
© 5Consent letter and copy of manufacturing license form supplier of bulk drug
6. Information on active ingredients

© 61Brief Chemical & pharmaceutical data

® 62Am Specification with impurity profile

& 63 Method of Analysis with method validation report

© 64 Certificate of Analysis for three batches

7. Data on Formulation:

© 71Master Manufacturing Formula

& 7.2 Manuf: ing Procedure/ Master facturing Record

® 73 Product Development report with Excipient compatibility and forced ion study

© 174 Process validation protocol/ Report

& 75Finished Product Specification

Figure 55 : Checklist to upload the documents
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6 . Information on active ingredients
& 6.1 BriefChemical & pharmaceutical data
& 624P1 Specification with impurity profile
& 63 Method of Analysis with method validation report
& 6.4 Certificate of Analysis for three batches
7. Data on Formulation:
® 7.1 Master Manufacturing Formula
& 7.2 Manufacturing Procedure/ Master manufacturing Record
& 7.3 Product Development report with Excipient compatibility and forced degradation study
& 7.4 Process validation protocol/ Report
& 75Finished Product Specification
& 7.6 Finished Product Method of Analysis
& 7.7 Finished Product Analytical method validation report
& 7.8 Finished Product Certificate of Analysis for three consecutive batches/three validation batches
& 79 process quality control check specifications

@ 7.0 Stability study data report as per requirements of schedule Y mentioning batch size. (should be presented in tabular form with details of Batch No,, Batch size,
Date of Manufacturing, Date of initiation, Packaging details)

& 711 Dissolution Release Profile (in case of oral dosage form)
® 712 Comparative Dissolution Release Profile with the Approved formulation (in case of oral dosage form)
& 713 Comparative evaluation with international brand(s) or approved Indian brands, if applicable.

& 714 Copy of proposed Package Insert which should include generic name of all active ingredients; composition; dosage form/s, indications; dose and method of
administration; use in special populations; contraindications; wamings, precautions; drug interactions; effects; dose; phar: and
pharmacokinetic properties; ibilities; shelf-life; packaging information; storage and handling instructions.

& 1715 Draft specimen of the label and carton

Figure 56 : Checklist to upload the documents (Continue)

aqdress
& 115 Compensation clause as per Rule 122 DAB
& 116 Copy of AcA€A Ethics CommitteeA¢A€A™ approval letters along with registration details.
& 117 Case record form (CRF)

& 11.85ite details, which includes Investigators name and address, Type of Hospital (Multispecialty/ Government/ Private) , Number of beds, emergency facilities,
Ethics Committee registration details, etc)

® 12Bio Equivalence study requirement (in case of oral dosage form as appropriate as per Appendix X of Schedule Y)
& 13.Justification on Clinical trial and Bio equivalence study waiver, if requested.
14. Animal toxicology data as per Schedule Y.
14.1.Systemic toxicity studies
@ uu single dose toxicity
@ ui2 1epeated dose toxicity
14.2 Local toxicity
& 1421Dermal toxicity
& 1422 0cular toxicity
& 1423nhalation toxicity
@ u24 Vaginal toxicity

& uasp y or dermal p

& 143Rectal tolerance test
& 15Published report of Clinical trial/ Journal/literature with respect to proposed Dosage Form
E s Upload Justification for Quantity applied in Form-12, if applicable
17.Form 12
(CAS T} Application in Form 44

© 197TR-6 Challan

Figure 57 : Checklist to upload the documents (Continue)
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e Payment for the form

Menu Welcome Mr. Applicant (Indian Agent) # Home < ChangePassword ¢ Logoul

Central Drugs dard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step 2 Step 3 Step 4 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Payment Details

Click here to view Fees Details

Mode of Payment * Challan El Purpose * [ byv ,,]
Challan Details
Challan No. * Challan Date * Amount (in¥)*
(2255 v]  [osr07207 [@] [ 15000 /|
Bank Name * Branch Code * Upload Challan *
[ sbi J] [ sbin J] [ Browse... | jquery_i (1).pdf J]
Total Amount of Uploaded Challans 15000

Figure 58 : Payment for the form

Fee Details

ey

Form 44 INR50,000  Drug Already Approved in our country Or Already Approved in other country Or IND Or
(Biologicals) Clinical Trial Phase I

INR 25,000 Clinical Trial Phase II, Il and IV

INR25000  New not in India but app: in other countries Or New Drugs
approved in India within period of 1 year

INR15000  New Drugs approved within period of more than 1 year & less than 4 years Or Drug
product in modified release form irrespective of its approval status

Form44 (SND)  INR15000/  INR 15000 New Drug approved in India for more than one year, or INR 50,000 of New
50,000 Drug is approved for less than one year

INR 50,000 Clinical Trial Phase I

INR 25,000 Clinical Trial Phase II, Ill and IV

Form44 (New  INR50000  New drugs going to be introduced for the first time in the country for sale or to
Drugs) undertake Clinical Trial Phase-I

INR 25,000 Clinical Trial Phase IL, Ill and IV

Form44 (IND)  INR50000  Investigational New Drug Or One of the ingredients of the combination is an
Investigational New Drug Or Clinical Trial Phase T

INR 25,000 Clinical Trial Phase II, Ill and IV

Form44 (FDC)  INR15000/  INR15000 if all active ingredients are approved in India for more than one year, or INR
50,000 50,000 in case any of the active ingredients is approved for less than one year

INR 15,000 Not marketed ‘but indi used

Figure 59 : Screen of Fee Details
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e Final preview of the form with download option

Welcome Mr. Apph

Menu (Indian Agent) # Home & Change Password ( Logout

Central Drugs dard Control O isation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step 1 Step 2 Step 3 Step 5 Step 6

Fill Form Preview Checklist Payment Full Preview Submit Form

FORM 44

Application for grant of permission to import or manufacture a New Drug or to undertake clinical trial

UWe Applicant of Mfs. Testing, Testing Enclave Tester Group Testocity -123123 No:: Fax : E-Mail
TMPSANJEEVSOAM@GMAIL.COM hereby apply for grant of permission for import of and/er clinical trial or for approval to manufacture a new drug or fixed dose
ination or ission for already app new drug. The necessary i ion/data is given below:

<> 1. Particulars of new dru

© 1.1 Name of the drug: Celecoxib Capsules 400 mg
& 1.2. Dosage form: Blood & Blood Products (Liquid)

@ 1.3. Composition Of Formulation:

SNo. = Ingredient ¢ Quantity ¢ Pharmacopial Monograph ¢ Active/Inactive *
For Strength 25.0 mm
1 = Celecoxib Capsules 400 mg 25.0 Weight/Volume(W/v) Active
™ 1.4 Test snecification
® 141 Active i in the
@ 1.4.2 Inactive it 3 in the
® 1.5. Phan ion of the drug:
& 1.6. Indication for which purpose to be used: [fgfgfl
® L7. Manufacture of the raw material (bulk drug substances)
SNeo. = Premises Name 2 Premises Type ¢ Premises Address
For Ingredient Celecoxib Capsules 400 mg
; = other [Dispatch Site] address line 1,, Noida , U P (India) -201301
@ L8. Patent status of the drug
Patent Status & Patent Number % Country Description &

<> 2. Data submitted along with the application (as per Schedule Y with indexing and page nos

& 2.1. Permission to market a new drug

@ 2.1.1. Chemical and Phar ical Information : in th

® 212 Animal pharmacology :

Study ¢ Status ¢

Specific Pharmacological Actions Study Not Required
General Pharmacological Actions Study Conducted
Follow-up and Safety Phan Studies Literature Survey
Conditions under which Safety Pharmacology Studies are not necessary Waiver Requested
LAY UL SISt CLGLUGUUIVYY OIS L1l 1 SIGUVL W UILIUaE LEYSIUpSiL Sruly Uumtuscw
Application of Good Laboratory Practices (GLP) Waiver Requested

® 213. Animal Toxicology

Study & Status &
Single-dose Toxicity Studies Literature Survey
Repeated-dose Systemic Toxicity Studies Study Conducted
Male Fertility Study Literature Survey
Female Reproduction and Developmental Toxicity Studies Study Conducted
Local Toxicity Study Conducted
Allergenicity/Hypersensitivity Study Not Required
Genotoxicity Study Conducted
Carcinogenicity Literature Survey

© 21.4. Human/Clinical y (Phase I) : (Not Appli in the

® 215. Exploratory Clinical Trials (Phase II) : (L Survey) in the

© 2.16. Confirmatory Clinical Trials (Phase III) (including published review articles) : (Study issi i in the

® 217 Bio-availability, dissolution and stability study Data : Enclosed in the checklist.

@ 21.8.Requlatory status in other counterics

Figure 60 : Final preview of the form with download option
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Reason for Withdrawl $

SNo. & Regulatory Status Approval/Withdrawl Date & Country ¢
For Strength 26.0 mm
i Approved 12-Jun-zo17 Austnia
2101 product in the i
»21.9.2. Dratts ot label and in the
@ 2110, Application for toat licenac - Enclosed in the checkliat
22 for of alieady new diug.-

® 221 Formulation:

»z211 3 protocol - in the

>2.2.1.2. Name of the inve re - in the
2.2.13. Source of raw material (bulk drug substances) and stability study data : Enclosed in the checklist.
® 222 Raw material (bulk drug substances)

method : in the

»2221
»2.2.22 Qualily control parsmeters and or analylical specificalion, stabilily report . Enclosed in the checklist.
»2223 Anmmal toxacity data : Enclosed in the checklist.

o+ 23 Approval/permiasion for fixed dosc combination:

® 2.3.1 Thermpeulic in jour L

books) . Not Applicable.

© 233 Any other data generated by the application on the satety and efhcacy of the combmation Not Applicable.

® 232 Damon pha -Net

2.4 Subsequent approval o1 approval for new indication-new dosage form.

© 2.41 Number and date ot approval/permission already granted : Enclosed in the checklist.

@ s 101 mew aosage 1oimn. Enciosea 10 e cascmasT

® 2.4.3. Data generated on safety or quality in the

2 A to1al foe of rupeea 15000(in werds) haa becn eredited 1o the gavernment under the Head of Account

Place
Date 07-Jun-2017

(Note: - Delste, whichever is not applicable]

Stability Details
Batch: Batoh 2 Batch No: 124
Batch Size: 4244524 Presentation: Creams
Stability Date: OorOB/ZOTE Manufacture Date: [T ve Proposed SheliLife: 25
Sterage Condition: Accelerated
Temperature 25°C 1 2YCAE0%IUL L S%IUL
Stability Condition: test
Parameter Specification Result( 3 Months ) Remarke
Assay(Celecoxmb Capsules 400 ma) 2558 aaa bbb

~Manufacture Details (Drug

[

GHAZIARAD TeatTeat Tear, Andaman And Nicobarindin,|

- [ormulation Site, Datch lielease Site]

Clinical ‘Irial Study Details

(~Whether Global Clinical Trial ?

e ey e e e
[ S — e ————— ]
ey e W
== o Ny [Em— e

(Lyopmhized)
—— ]
1 - Asthma
s

No. of
Hospital + Beds & Ethics Committee ¢ | Laboratory Details

& Clty Gungen ounton 8508 95 G Vel Relinlioey y Sl test Add L null Noida, Gautam Buddha Nagar
. Andhra Prade: Uttar Pradesh -2013010n
Whethier GLE/ISO/NABL/Olher Cerlified. Yes

Academic Research
Projects

Protocol Details

EXNCTTR Ry St + T

20 Jun-2017 Multiple Dose  L'emale Chaldren(2-11 Years) 25 Weelks

m_ - [oie i ceosona o

sea@ameartcom ves
'.m) - 1

Download , " continue |
PDF , e [EXL < - ———————— -~

- ————————

Figure 61 : Final preview of the form with download option (Continue)
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e Uploading & Submitting Form44: Upload the signed system generated form
after which file number will be generated.

Memu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword @ Logout
{;ﬁ«\ Central Drugs Standard Control Organisation

Ty

S i

\ & i Directorate General Of Health Services
£

¢ Ministry of Health & Family Welfare, Government of India

s,
"

Stepl Step2 Step3 Step 4 Step 5 Step 6

)’ o G—8§—B—0

Fill Form Preview Checklist Payment Full Preview Upload Form

Application for grant of permission to import or manufacture a New Drug or to undertake clinical
trial.

Upload Form 44

Application in Form 44 [ jquery_enlightenment (1) pdf v ]

Submit

Eikcon
SRE Designed, Developed and Maintained by C-DAC.
o~~~

Figure 62 : Uploading & Submitting Form44

Welcome Mr. Applicant (Indian Agent) # Home £ ChangePassword () Logout

5,\_ Central Drugs Standard Control Organisation

i
‘\‘ i Directorate General Of Health Services
S Ministry of Health & Family Welfare, Government of India

ication has b

yeen submitted
Kindly note your file no§ SND/Form44/FF/2017/712|

or future correspondence.

Figure 63 : Application Submitted Successfully
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4.2 Application Submission for Import & Registration

> Applications to Import & Registration division is done for the cases as depicted in
the below table:

Table 5 : Application Submission for Import & Registration

S.No | Purpose of Application Type of Category Form
Application Number

1 Application for grant of Fresh, Bulk Drugs, Form 40/41
Registration certificate(RC) | Endorsement & Finished
for drugs (6 Cases) Re-registration Formulation

2. Application for grant of Fresh, Bulk Drugs, Form 8/10
Import License for Drugs Endorsement & Finished
against approved RC Re-registration Formulation

» Application for Grant of Registration Certificate (RC) : Applicant can apply for
Grant of registration certificate in Form40 by selecting Import & Registration
department and choosing Form40, as shown below:

Online Forms Submission

Select Department: Import & Reaistration [=]

Select Form: Form 40 =

GENERAL INSTRUCTIONS
Please read the below instructions carefully before proceeding to Online Form Submission
1. Online Form Submission is divided into few simple steps like:
o Filling of Form
o Uploading Essential Documents in checklist
o Payment (if applicable) and
o Final Form Upload

2. User is required to download & pdf in Full Preview step. After downloading, perform the following steps
o Sign and Stamp the form
o Scan the Signed and Stamped Form
o Upload this form in the Upload Form step

3, Please ensure that you have all the required documents ready to upload them in checklist section. Please view the checklist from here

Figure 64 : Application for Grant of Registration Certificate (RC)

Note:-
e Form40 is applied for the issue of “Registration Certificate (RC)” for import of
drugs.

e Applicant can be an Indian Manufacturer or Indian Agent.

Page | 59



“Online Licensing System

User Manual

coNC

» After clicking on Proceed a new window will open, as shown in below Figure

Please select the category for which you want to apply

@ Apply as Corporate

@ Apply on behalf of Manufacturing Unit
(Permission will be issued to Manufacturing Unit Registered Address)

% Proceed

Figure 65 : Confirmation Message: Proceed

Note:-

Applicant can apply for the form for self or on behalf of other manufacturing unit.
After clicking on proceed a new window will open ,user can start filling the form

The form has been divided into following three broad sections :
0 Applicant & Manufacturer details

0 Drug details

0 Manufacturing unit details

Applicant & Manufacturer details: In this section applicant needs to select the
type of application, either Fresh or Endorsement or Re-registration. The applicants
details are automatically fetched from user registration details. Here, Applicant

needs to fill in foreign manufacturer details.

Step 1 Step 2 Step 3 Step 1 Step &

Fill Form Preview Checklist Payment Full Preview

Type of Apphication

Type of Application: Fresh =

Applicant details

Name: Mr Raj Ojha

o  f: rer Regi dd

Manufacturing Unit Name WEEER eniepriae =

Address Line 1 Adadress Line 2

Step ©

e

Upload Form

[osen

=

States/Province city Pin code/Post Code

=] [ 2] [=aases

e Gode - 1Ak Mumher)

o s1120 1251567
e wo s aeo SEL wAS ema  p fi

Figure 66 : Applicant & Manufacturer details
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» Drug details: Following drug details need to be filled by the applicant as shown
below:
o Category of Drug
Gene Name
Pharmacopial monograph
Class of Drug
Shelf Life

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6

O O O0OOo

Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs

3 R RTERITEl 3. Manufacturing Unit Details

Drug Details

Application applied for: ©® Bulk Drug < Finished Formulation

Generic Name of Drug:

Pharmacopial Monograph: Select E|

Class of Drug: Select E|

Shelf Life: o in months

Drug Details

St
= Generic Name of Drug < PM = Class of Drug & Shelf Life = Edit <
= - Sumo LP Steroids 24 (=

Figure 67 : Drug details
e Onclicking Save, Drug Details will be added.
» Manufacturing Site details: Applicant needs to select the type of manufacturing

site and the site address from the drop down. Manufacturing sites list is populated
from the site addresses entered by the applicant in user profile section.

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
)
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs

1 Applic ‘tm;iﬂmxu‘fhz;‘i‘nmrhd-fuif< 2 Drug Detail « | 3 Manufacturing Unit Details

Particulars of premises to be registered where manufacture is carried on

Site Type » Formulation Site | | = Manufacturing Site
Select Manufacturing Nagarjuna Manufacturers, C-705 Golf Greens Indirapuram, Bahrain EI
Site

Figure 68 : Manufacturing Site details
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» Case2: Type of Application :- Endorsement
¢ In case of Endorsement applications, user needs to enter a valid RC, which will
intern fetch all the relevant details pertaining to that RC number like validity,
applicant details & manufacturer registered address.

Step 1L Step 2 Step 3 Step 4

Step 5 Step 6
\D
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs

Type of Application

Type of Application:

Registration Certificate No. : [ Rc/EF oooooe o=

Date of Issue 05/26/2015 =8| Valid Upto 05/25/2018

Applicant details

Name: Mr. Raj Ojha

Address & Contact Details:

Manufacturer Registered Address

Manufacturing Unit Name

Address Line 1

©-220 Gaur global village

Mrss.

DML

Address Line 2

Crossing Republik

Country State/Province Pin code/Post Code
Barbadas uttar pradesh 201009
de - Tax

Figure 69 : Type of Application- Endorsement

» User can update the data of the additional drugs in the drug detail section, however
user will not be able to edit/add the premises data as depicted in the below figure.

Step 1 Step 2 siepa Step 4 sten s step 6
=)
Fill Focm Breview Checktist Payment Full Proview Upload Foum

Application for issue of Registration Certification for import of drugs

r Detail | 2 Drug Deran IR Y B s

Drugs Already Registered

Search:

SNo. S Generic Name of Drug = PM S Dosage < Strength =
: - I'T drugl B Tablet 400 0 Volume/Volume(V/v)
2 - I'T drug2 & 3 Cream 100.0 paraci tamol

Drug Details

Application applied for:

Gemeric Name of Drug:

Strength

Bulk Drug @ Finished Formulation

betacap

-]

[
Pharmacopial Monograph: [ Br bl
Glass of Drug: [ Syrorommc arus =]
Sheif Life: [ = o] Fmmesshos
Dosage Form [ c=bier =]
[ 100 — [ votomery B
Brand Name (optional) sun pharma
PRSI o
Ingredient Quantitative Unit
[ omcecetecaot ] [ weotumerveoramevro ~] e

Figure 70 : Update the data of the additional drugs
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» On clicking save a new window will open as shown in Figure.

Stepl Step 2 Step 3 Step 4 Step 5 Step 6
&)
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs

¢ | 3. Manufacturing Unit Details

Premises Already Registered

Search:
S.No.* Premises Type = Site Name = Telephone No. ¥ Fax ¥ Email =
1 <4 Manufacturing Site, Primary Packaging Site,  other site 1122112211 3322332233 jiggu@cdac.in
2 = Dispatch Site, Testing & Batch Release Site, Nagarjuna Manufacturers = 4455445544 3333333333 soam@gmail com

Figure 71 : Screen of after clicking on save button

» Case3: Type of Application: - Re-registration

User should apply for re-registration case if he wants to renew the validity of the RC.
In case of Re-registration applications, user needs to enter a valid RC, which will
intern fetch all the relevant details pertaining to that RC number like validity,
applicant details product related information & manufacturer registered address.
User can only select the products for which the validity needs to be renewed; the
details related to manufacturing site details cannot be altered.

Step 1 Step 2 Step 3 Step 4 Step & Step 6
\_D
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs

¥ | 2. Drug Detail 3. Manufacturing Unit Details

Drug Details

Drug Details

s =3

< Generic Name of Drug = PM =+ Class of Drug + Shelf Life Edit &
O = FF drugl BP Cytotoxic drug 67 (=)
[ conime

Figure 72 : Type of Application: - Re-registration
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» After filling the application form details, user should upload the necessary

documents in the checklist upload page, as depicted below:

& @ ~

Upload Essential Documents of Form 40

Note:
L Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.
2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload
supporting document

® 1 Covering Letter
® 2 Original Power of Attorney
3. Copy of Import permission for new drug (s) in Form-45 (formulation) or in Form-45A (new bulk drug substances)
4. Copy of Whole sale Licence(20B/21C) or Manufacturing Licence of the Indian agent/Corporate office address
5. Authorization letter
5.1 Indian Agents authorization letter (in original) for the signing of Form 40, Power of Attorney Schedule D 1and D 11 to the authorized person
5.2 Foreign Manufacturers authorization letter (in original) for the signing of Form 40, Power of Attorney Schedule D I and D II to the authorized person
5.3 Companys authorization letter (in eriginal) for the bearer to submission and collect letter.

6. Schedule D (I) and Undertaking duly signed, dated and seal/stamped with name and designation of the authorised signatory of the manufacturer or his
authorised Indian agent.

6.1 Notarized Site Master File
6.1.1 List of Major equipments in Production and QC
6.1.2 List of key personals with qualification, experience and their responsibilities
6.1.3 Organizational Chart
6.1.4 QA functional Chart
6.1.5 Plant Layout
6.1.6 HVAC system drawing
6.1.7 Water system drawing
6.1.8 Pressure differential drawing
6.1.9 Personal movement drawing
6.1.10 Material movement drawing
6.1.11 Distribution, Complaints & products recall SOP
6.1.12 List of Contract Manufacturing/analysis

7. Schedule D (II) and Undertaking duly signed, dated and seal/stamped with name and designation of the authorised signatory of the manufacturer or his
authorised Indian agent.

7.1 Notarized Drug Master File
7.11 Process flow chart
7.1.2 Manufacturing process development report
7.1.3 Control of critical steps
7.1.4 Process validation report of three batches
T.1.5 List of by-product
T.1.6 List of Impurities and related substances
7.1.7 Structure elucidation of impurities and its toxicity test report
7.1.8 List of Residual solvents and its limits
7.1.9 Analytical method validation report of drug substances, impurities, related substances and residual substances
7.1.10 Testing procedure of impurities, related substances and residual solvents
T.1.11 Details of the input raw material with their specification and sources
T.112 Source and maintenance of reference standards
7.1.13 Container and closure system and its testing procedure
7.1.14 Batch determination: batch numbering system & batch size
T.1.15 Specification of the products & material used in its manufacturing
7.1.16 Justification of the Specification
T.1.17 Certification of analysis of five batches

7118 MSDS

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6

Fill Form Preview CheckKlist Payment Full Preview Upload Form

Figure 73 : Screen of Upload Essential Documents of Form 40
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7.2 ility data both

7.21 Long term stability data
7.2.2 Accelerated stability data
7.2.3 Stability study summary

8. Copy of Original Notarised

8.2 GMP Certificate(Duly Apostilled/Notorised copy)
8.3 COPP Certificate (Duly Apostilled/Notorised copy)
8.4 FSC Certificate (Duly Apostilled/Notorised copy)

9. Attested/Appostilled copy of

9.1 Product Registration Certificate (SFDA), in case of China

9.2 Certificate of suitability from EDQM

marketed /fdistributed

(Drugs Master File)

15. Total Quantity of drugs exported to India during last three years

marketed /distributed

and real time (As per ICH Q1A(R2) and WHO TRS 953)

8.1 Manufacturing Licence/Product authorisation certificate , in case of China

10. Original label /specimen label complying with Rule 96 and indicating name of the drug with pharmacopoeial specification, the importer name & address as per
Wholesale license and Import License number. If proposed draft label/package insert whereever applicable, then duly attested either by the authorised Indian Agent or
by the manufacturer is required to be submitted along with the application.

11. Statement and or undertaking regarding pertaining to quality of the drug in the country of origin or regulatory Authority of any other country where the drug is

12. Details regarding any administrative action taken by the regulatory authority due to ADR ,MARKET WITHDRAWL, CANCELLATION OF AUTHORISATION ETC.

13. Statements/undertakings regarding any change in manufacturing process/packaging/labelling/testing/ or documentation undertaken during last three years

14. Statements/undertakings regarding any change in the constitution of the firm /address of registered office (Site Master File)

16. Statement and or undertaking regarding pertaining to quality of the drug in the country of origin or regulatory Authority of any other country where the drug is

4 Submit

Figure 74 : Screen of Upload Essential Documents of Form 40 (Continue)

Note:-

e Applicant should fill the complete checklist otherwise applicant will not be able to

proceed further.

e After uploading the necessary documents, user will be directed to the payment page,
that has options for challan payment as well as online payment through Bharatkosh

Payment has been calculated as below:
e A fee of 1500 USD for Registration of manufacturing site
® A fee of 1000 USD for Registration of Drugs

Step 1 Step 2 Step 3 Step 4 Step 5§ Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Payment Details

Today's Exchange Rate is:
INR/1USD = 64.0

Total Amount in USD 2500 Payable Amount in 160000 Head of 104 -- Fees and fines
INR Account

[Mode of Payment Challan -] Purpose [ Fees -]
Challan Details
Challan No. Challan Date Amount
[m «|  |osnsr2ms [ ®s] [ 160000 v)
Bank Name Branch Code Upload Challan
[ sbi v| [ 12385 v| | [Browse | challan par v| | + |
Total Amount of Uploaded Challans 160000

Figure 75

: Payment Details

> After uploading Payment the final preview of the filled form in legal form40 is

generated as shown below.

» Applicant can click on Download PDF to download the file.
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Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form
Form 40

[See rule 24-A]
Application for issue of Registration Certification for import of drugs into India under the Drugs and Cosmetics Rules 1945.

I/We Cdac, ww www hhh -211002 Tt No.: 1 Fax:

E-Mail : ashu.ojha2010@gmail.com hereby apply for the grant of Registration
Certificate for the manufacturer, M/s. KK Enterprise, c-220 Gaur global village C i Republik hhh -201000 T No.:
Fax : 252332522552 E-Mail : aaa@hh.com for his premises, and manufactured drugs meant for import into India.

L. Names of drugs for registration
S.No. = Generic Name of Drug = PM = Dosage = Strength =

1 =¥ betacap B.P -

2. I/We enclose herewith the information and undertakings specified in Schedule D (1) and Schedule D (II) duly signed by the manufacturer for grant of
Registration Certificate for the premises stated below

3. A fee of 1500 for registration of premises, the particulars of which are given below, of the manufacturer has been credited to the Government under the Head of

Account a0210-Medical and Public Health,04-Public Health, 104-Fees and Fines under Drugs and Cosmetics Rules, 1945 a Central vide Challan No. [111, ] dated,
[05/18/2015, ]

4. A fee of 1000 for registration of the drugs for import as specified at Serial No.2 above has been credited to the Government under the Head of Account a0210-
Medical and Public Health, 04-Public Health, 104-Fees and Finesa under the Drugs and Cosmetics Rules, 1945 a Central vide Challan No [111, ], dated [05/18/2015,] .

5. Particulars of premises to be registered where manufacture is carried on:
< Premises Type 5 Site Name = Telephone No. & Fax = Email

1 -§= Testing & Batch Release Site, Tata Enterprise 4512255255652 5632145221455 tataent@tata.com

6. I/'We undertake to comply with all terms and conditions required to obtain Registration Certificate and to keep it valid during its validity period.

PLACE

DATE 01-Jun-2015

Name :

Designation :

Seal/Stamp of er or his ized Agent in India.

(Note: - In case the applicant is an authorised agent of the manufacturer in India, the Power of Attorney is to be enclosed).

Figure 76 : Final preview of the filled form in legal form40

» After downloading the PDF, the user should sign & stamp, scan and upload the
signed document and submit the application.

Step1 Step 2 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs
Upload Form 40

Upload Form 40 | Browse... | Form 40 pdf ¢|

Submit

Figure 77 : Upload the signed document

» On submitting the application, a file no. will be generated for future correspondence
purpose.
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“Online Licensing System

[ —————

Central Drugs Standard Control Organization ! File no 3
Director General Of Health Services I :
Ministry of Health & Family Welfare, Government of India : |
/
e
e - 4 s
/,”

7,
Your Application has be‘err,s’ubmitted successfully.
Kindly note your file no. IMP/Form40/BD/2015/1652 for future correspondence.

Figure 78 : Application has been submitted successfully

4.3 Application for Grant of Import License

» Applicant need to apply for Grant of Import License in "FORM 8" by choosing select
department and select form from the drop down list, as shown in below Figure.

Online Forms Submission
Select Department: Import & Reaistration [=]

Select Form: Form 8 =

GENERAL INSTRUCTIONS
Please read the below inst T before ing to Online Form Submission

1. Onlinc Form Submission is divided into few simple steps like:
© Filling of Form
© Uploading Essential Documents in checklist
© Payment (if applicable) and
© Final Form Upload.
2. User is required to download & pdf in Full Preview step. After downloading, perform the following steps
© Sign and Stamp the form
© Scan the Signed and Stamped Form
© Upload this form in the Upload Form step

3. Please ensure that you have all the required documents ready to upload them in checklist section. Please view the checklist from here

Figure 79 : Application for Grant of Import License

» Applicant can apply for the form for self or on behalf of other manufacturing unit.

Please select the category for which you want to apply

© Apply as Corporate

@ Apply on behalf of Manufacturing Unit
(Permission will be issued to Manufacturing Unit Registered Address) -
-

s -
ke

,

Figure 80 : Confirmation for Proceed
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» Form 8 can be applied for the cases of Fresh, Endorsement and re-registration of the
Import License. In all the cases, the user should possess the valid RC, details of
which needs to selected by the user on the Part-I of the form as discussed below:

» Case 1: Type of application: Fresh
Select the type of application as fresh and enter the RC number on which license has
to be granted. As soon as RC number is entered by the user the , all details
pertaining to that RC will be fetched by the system. User just needs to select the
drugs for which he intends to take Import License.

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
#)
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for licence to import drugs

L LR OGRS ENEN 2 Applicant Details

Application Details

Type of Application: Fresh E|

In Order to select the drug for which the licence to be issued , You need to fetch the RC Details.

Registration Certificate Number : FF-531 7 l
Details
Application Applied For : Finished Formulation
Date of Issue : 1 November 2012 Valid Upto : 31 October 2015

Registration Certificate Holder's Details:

raj ojha

ww, www, hhh

Phone:

Fax:

ashu.ojha2010@gmail com

Name of Registered Drugs:

Select the drug(s) against which you want the Import Licence.

Name Pharmacopial Monograph Dosage Form Strength Unit
[0 Ceftazidime powder for injection 1P Injection 250 mg
[ cefuroxime Sodium powder for injection 1P Injection 250 mg

Save and Continue

Figure 81 : Type of application: Fresh

» Next, user should upload Form 9 issued by the RC holder as should in below figure
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Applicant details

MName:
Addrece & Contact Details:

caac

wwr, www, India, hhh-211002

P: 14525252525 F: 55555555555
Email: ashu.ojha2010@gmail com

Form Y Details

Fill Form Preview

Step 1 Step 2 Step 3 Step 4 Step 5

Checklist Payment Tull Preview

Application for licence to import drugs

2. Applicant Details

Mr. Raj Ojha

Issuea By Todian Agent =l
Date of Undertaking: [_os/oarzma | =]
Upload Form 9 [ [ Bicwme- | Form 9.pas ~]

Step 6

Upload Form

Figure 82 : Upload Form 9

» Case 2: Type of application: Endorsement

Step 1 Step 2 Step 3 Step 4 Step 5
Fill Form Preview Checklist Payment Full Preview
Application for licence to import drugs
1.RC and EEHEE 2. Applicant Details
Application Details
Type of Application: Endorsement -
In Order to select the drug for which the licence to be issued , You need to fetch the RC Details.
Registration Certificate Number : [ BD-0987 v J
License Number : [ bd-0987 v ]
Details
R C Details Licence Details
Application Applied For : Bulk Drug File Number: null
Date of Issue : 4 May 2015 Applicant Name: raj ojha
Valid Upto: 9 April 2016 Date of Issue:
Registration Certificate Holder's raj ojha Valid Upto: 9 April 2016
Details: ww, www, hhh,P: nullLF: null, E-mail:
Name of Registered Drugs:
Select the drug(s) against which you want the Import Licence.
Name Pharmacopial Monograph
Uglocose JP
(5 s conte

Step 6

Upload Form

Figure 83 : Type of application: Endorsement
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» In case of endorsement, after entering the RC details, user needs to enter the license

number for which user needs to take endorsement.

Step 1 Step 2 Step 3 Step 4 Step S Step 6
\D
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for licence to import drugs

AC and Drug Details « | 2 Applicant Details

Applicant details

Name: Mr. Raj Ojha
Address & Contact Details:

Cdac

ww, www, India, hhh-211002

P: 14525252525 F: 55555555555

Email: ashu.ojha2010@gmail.com

Form 9 Details

Issued By:

Indian Agent -
Date of Undertaking: [ 0as08/2015 [ =]
Upload Form 9 ‘ Browse_. | Form 9.pdf ~ J

Save and Continue

Figure 84 : For Endorsement: Enter License Number

Note:-

>

Applicant applies for Endorsement case when license number is valid but applicant
wants to apply for new drugs against that license number.

Case 3: Type of application: Re-registration
In case of Re-registration, after entering the RC details, user needs to enter the
license number for which user needs to take endorsement.

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for licence to import drugs

Application Deraila

Type of Application: Rencwal >

In Order to select the drug for which the licence to be iseued , ¥ou need to fetch the RC Detatls.
Geres : [

1-n502

License Number -

[Boses

Details

Appl n Applied For © Bulk Diug 6-1/FF/91/09-DC(Re-Rey-2012)

| February 2012 Tiaj Ojha

Valid Upto : 19 August 2017

Date of Issue:

Registration Certificate Holder's  raj ojha Valid Upto:

19 August 2017
Details: wrwr, wrwrar, WP nulLE: null, E-mails

Name of Registered Drugs:

Select the drug(s) against which you want the Import Licence.

Name

MEHImSs LP

Save and Continue

Figure 85 : Type of application: Re-registrations
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Step 1 Step 2 Step 3 Step 4 Step 5 Step 6

Fill Form Preview Checklist Payment Full Preview Upload Form

Application for licence to import drugs

¢ | 2 Applicant Details

Applicant details

Name: Mr. Raj Ojha
Address & Contact Details:

Cdac

ww, www, India, hhh-211002

P: 14525252525 F: 55555555555

Email: ashu.ojha2010@gmail com

Form 9 Details

Issued By: Indian Agent al
Date of Undertaking: [ 0a/08/2018 [ =]
Upload Form 9 ‘ Browse.. | Form 9.pdf v J

Save and Continue

Figure 86 : for Endorsement — enter License Number

Note:-
> Applicant applies for Renewal case when license no expires and applicant wants to

apply for renewal of license number.

Note:-
After applying for all the three cases i.e. Fresh, Endorsement, and Renewal a new

>

window will open and it will remain common for all the three cases.

After clicking on Save and Continue a new window will open, as shown in Figure.

Step 1 Step 2 Step 3 Step 4 Step 5

s =)

Fill Form Preview Checklist Payment Full Preview
Form 8
[See Rule 24]
Application for licence to import drugs ing those i in X) to the Drugs and Cosmetics Rules 1945.
1/We Cdac ,ww,www,hhh hereby apply for a licence to import drugs specified below red by M/s G ithkli turing S.PA. ,via Alessandro,

Fleming 237135 ,verona
2. Names of the drug to be imported
Name of drug

Ceftazidime powder for injection

3. /We Cdac ,ww,www,hhh enclose herewith an undertaking in Form 9 dated 05/09/2013 signed by the manufacturer as required by rule 24 of the Drugs and
Cosmetics Rules, 1945

4.1/We Cdac ,ww,www,hhh enclose herewith a copy of Registration Certificate concerning the drugs to be imported in India, issued under Form 41 of the rules, vide
Registration Certificate No. FF-531 dated 2012-11-01 00:00:00.0 issued through M/s. ww ,www ,hhh valid up to 2015-10-31 00:00:00.0

5. I/We Cdac ,ww,www,hhh hold a valid wholesale licence for sale or distribution of drugs or valid lisence to manufacture drugs, under the provisions of the Act
and rules made there under. A copy of the said lisence is enclosed.

Place : Signature : ...

Date : Thu May 16 16:02:39 IST 2013 Name :

Designation :

& Edit Form =) Proceed To Checklist

Step 6

Upload Form

Figure 87 : Screen of after clicking on Save and Continue
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Note:-
> Applicant can click on Edit Form to modify entered details.
» Applicant can click on Proceed To Checklist to fill the checklist.

» After clicking on Proceed To Checklist a new window will open, as shown in below
Figure.

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Upload Essential Documents of Form 8
Note:
1. Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.

2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload
supporting document

1. Covering Letter

2. Copy of wholesale Licence/ Manufacturing Licence with list of products approved
3. Copy of Valid RC duly attested by the Indian Agent/ manufacturer

4. Copy of permission under rule 122A in case of New Drug in the name of importer.

5. Original Labels/Specimen label attested by the importer for bulk drugs/ finished formulation as per Rule 96 & 97 of the Drugs and Cosmetics Act 1945 to be

imported in the country
[+ suomse |
Figure 88 : Screen of Upload essential Documents of Form 8

» When applicant will click on first point i.e. Covering Letter a new window will
open, as shown in Figure below.

Upload Certificate

Covering Letter

No file selected

Remarks
Figure 89 : Upload Certificate
Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
& @ &)
Fill Form Preview Checklist Payment Full Preview Upload Form
Upload Essential Documents of Form 8
Note:

1. Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.

2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload
supperting document.

& 1 Covering Letter

& 2 Copy of wholesale Licence/ Manufacturing Licence with list of products approved

& 3 Copy of Valid RC duly attested by the Indian Agent/ manufacturer

& 4 Copy of permission under rule 1224 in case of New Drug in the name of importer

& 5.Original Labels/Specimen label attested by the importer for bulk drugs/ finished formulation as per Rule 96 & 87 of the Drugs and Cosmetics Act 1945 to be
imported in the country

Figure 90 : Fill the complete checklist

Note:-

e Applicant should fill the complete checklist to proceed further otherwise applicant
will not be able to proceed further.
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4.4 Application for Blood Bank License

Application for Grant of Blood Bank License is applied in online Form 27C. The
application once filled and submitted by the user is automatically forwarded to the
respective CDSCO Zonal office depending upon the state under which the Blood bank
premises are located.

Following are the steps to fill the online application for Blood bank license

e Filling of the form

Menu = ‘Welcome Mr. Applicant (Blood Bank) # Home & ChangePassword & Logout

S, 5 g
g N\ Central Drugs dard Control O; ion
. A
s j

3 Directorate General Of Health Services

LS Ministry of Health & Family Welfare, Government of India
-
Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
&)
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for Blood Bank License

* All fields are mandatory
1. Applicant and Premises Detail 2 Item Details 3. Member Details

Type of Application

Type of Application: * Grant of Blood Bank o

Tentative date

Tentative date ready for inspection: * 05/31/2017 | = ]

Applicant details
Name: Mr. Applicant

Address & Contact Details:

Testing

Testing Enclave, Tester Group, Testocity, Karnataka-123123, India
P 1212121212 F: 3434343434

Email: TMPSANJEEVSOAM@GMAIL COM

Premises Address

Type of BloodBank(BloodBank run by): * Indian Red Cross Society
Contact Person name: ‘ Ms ,‘ [ e /J [ . .,‘ ‘ i 7
Organisation Name * Mfs | Testing
Address Linel * Address Line 2

sadad v| | sdsasd ,,J
Country * State/Province * District City

India b Karnataka J‘ [ Haveri .}‘ ‘ ada /‘
Landline No. * (Please include Country Code - STD Code - Phone Number) Fax * (Please include Country Code - STD Cade - Fax Number)
[ + [ omesaz2654 v [ + [ 9ssss5ezs v/
Multiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation
E-mail * Pin code/Post Code
‘ avb@gmail.com /‘ [ 201301\ 1]

B Save and Continue

Designed, Developed and Maintained by C-DAC.

Figure 91 : Application for Blood Bank License
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Menu Welcome Mr. Applicant (Blood Bank) # Home < Change Password & Logout

Central Drugs d Control O

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step 2 Step 3 Step 4 Step 5 Step 6

Preview Checklist Payment Full Preview Submit Form

Item Details

1 Applicant and Premises Detail 2. Item Details 3. Member Details

Item Name * Platelet Concentra > Pharmacopeial Monograph *

*BP|| v

(5] BP G

Fresh Frozen Plasma

Designed, Developed and Maintained by C-DAC.

SIS
coAc

Figure 92 : Application for Blood Bank License (Add Button)

Menu Welcome Mr. Applicant (Blood Bank) # Home & ChangePassword & Logout
Central Drugs dard Control Organi:

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step 2 Step 3 Step 4 Step 5 Step 6

Fill Form Preview Checklist Payment Full Preview Submit Form

Item Details

1 Applicant and Premises Detail ~ 2 Item Details 3 Member Details

Item Name * Fresh Frozen Plast ) Pharmacopeial Monograph *

N PR

=] BP G4

Fresh Frozen Plasma

Designed, Developed and Maintained by C-DAC.

Figure 93 : Application for Blood Bank License (Modify)
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Welcome Mr. Applicant (Blood Bank) # Home & ChangePassword ® Logout

Menu

= N\ Central Drugs Control O ion
i

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step1 Step 2 Step 3 Step 4 Step 5 Step 6
&
Fill Form Preview Checklist Payment Full Preview Submit Form
Staff Details
1 Applicant and Premises Detail 2 Item Details 3. Member Details

L Mr. v First Name
Mobile Number: * a1 Gender: * ® Male © Female
Email 1d: * rail D Fax Details: Fax Number
Qualification * “Select Designation* | select E

I S~ N

3 = Medical Officer Ms. vc evve cbe MBBS mmn@gmail.com

Designed, Developed and Maintained by C-DAC.

HSP
coAc

Figure 94 : Next button to Click for Next Step

> First Preview of the form

Mo Welcome Mr. Applicant (Blood Bank) # Home & Change Password ® Logout

Central Drugs d Control O
Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step1l Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview ‘Submit Form

Preview

1 I/We, Mr. Applicant, of M/s. Testing Enclave Tester Group Testocity Not Available India- (123123) hereby apply for renewal of license number strong>BD1234 dated 15-jan-
2015 to operate a Blood Bank for processing of whole blood and/ or* for preparation of its components on the premises situated at Ms asa asa, of M/s. sadad sdsdsd ada

Haveri Kamataka ,In« (201301

2 Name(s) of the item(s)

Fresh Frozen Plasma BP.

3. The name(s), qualification and experience of competent Technical Staff are as under.

e S S L N

Medical Officer Mr. ve cvve cbe MBBS mmn@gmail.com 9898263545 9898989898

4. The premises and plant are ready for inspection/will be ready for inspection on 31-May-2017

Signature
Dated 18-May-2017 Name and Designation

# Edit Form B Save and Continue

Designed, Developed and Maintained by C-DAC.

18P
cDAC

Figure 95 : First Preview of the form
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» Confirmation alert to proceed to checkilist.

Are you sure?

Are you sure you want fo proceed to checklist, as after this
you won't be able to modify form

ignature
Name and Designation

Dated :18-May-2017

Designed, Developed and Maintained by C-DAC.

S5
DAC

Figure 96 : Confirmation alert to proceed to checklist

» Checklist to upload the documents

Welcome Mr. Applicant (Blood Bank) # Home & ChangePassword ¢ Logout

iy
73 N\ Central Drugs dard Control O;
i % i‘ Directorate General Of Health Services
&%‘

\, o ¥) Ministry of Health & Family Welfare, Government of India
o

Upload Essential Documents For Form 27C

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.

2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document

3, Partially saved checklist canbe d/altered under the Saved i link available on the Dashboard

& 1 Copy of License/Last Renewal Certificate

& 2 Aplan of premises (Layout)

& 3.Listof equipment & machinery

& 4 Memorandum of association/ constitution of the firm (List of Directors)
(® 5. Member Details

& 51 Academic Qualification Certificates

&  52Experience Certificates

& 6. Documents relating to ownership or tenancy of the premises

& 7.NOC from SBIC in case of stand-alone Blood Bank

© 8. Registration Certificate of charitable trust (if applicable)

Designed, Developed and Maintained by C-DAC.

P
eonc

Figure 97 : Checklist to upload the documents
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» Payment for the form

Welcome Mr. Applicant (Blood Bank ige Password O Logont

K \ Central Drugs Standard Control Organisation
4 ?  Directorate General Of Health Services
|, o ,..,.f Ministry of Health & Family Welfare, Government of India
i
Step1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form
Payment Details
Mode of Payment * Challan 7| Pumpose (b G
Challan Details
Challan No. * Challan Date * Amount (in¥ )*
[ mhm /| [ 05/17/2017 ‘ i,] [ 200 /]
Bank Name * Branch Code * Upload Challan *
[ mjm A I jhmm 41 I | Choose File | jquery_tutorial.pdf v
Total Amount of Uploaded Challans 200

Designed, Developed and Maintained by C-DAC.

SH
€onc
Figure 98 : Payment for the form

> Final preview of the legal form with the option to download the form

Menu Welcome Mr. Applicant (Blood Bank) # Home Z ChangePassword ¢ Logout

Central Drugs Standard Control Organisation
Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Submit Form

Preview

1 I/We, Mr. Applicant, of M/s. Testing Enclave Tester Group Testocity Not Available India- (123123) hereby apply for the grant of license to operate a Blood Bankfor
processing of whole blood and/ or* for preparation of its components on the premises situated at Mr aaaa sssss, of M/s. aaaa aaaas ct Panchkula Haryana India- (565612

2 Name(s) of the item(s)

Whole Human Blood BP

3. The name(s), qualification and experience of competent Technical Staff are as under.

Technical Supervisor Mr. asasas ser Msc, Phd. aa@gmail com 5445455555 2324354546 M
4. The premises and plant are ready for inspection/will be ready for inspection on 16-May-2017

5. A fee of rupees 200 for licence/inspection has been credited to the Government under the Head of Account 0210-Medical and Public Health, 04-Public Health, 104-Fees
and Fines vide Challan No_bhmh dated, 05/16/2017 (receipt enclosed).

Signature
Dated 18-May-2017 Name and Designation ,

& Download PDF

Designed, Developed and Maintained by C-DAC.

Figure 99 : Final Preview of the Legal Form
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» Upload the signed system generated form for final submission:

Menu = Welcome Mr. Applicant (Blood Bank) # Home <& Change Password ¢ Logout
o -
7 \\ Central Drugs Standard Control O:
@ i

;

£ oot Directorate General Of Health Services

\, ot ¢ Ministry of Health & Family Welfare, Government of India

St g
Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form
Application form for Grant /Renewal of Blood Bank
Upload Form 27C

Application from Blood Bank(Form 27C)

‘ Choose File | jquery_tutorial.pdf « |

Designed, Developed and Maintained by C-DAC.

o~~~

‘Welcome Mr. Applicant (Blood Bank) # Home £ Change Password @ Logout
oy BT
dard Control O ion

Figure 100 : Generated form for final submission

4 b1 Central Drugs
£ aneot ! Directorate General Of Health Services
\, 2. 7 Minisuy of Health & Family Welfare, Government of India

Your Application has been submitted successfully.

Kindly note your file no JForm27C/2017/320for future correspondence.

Figure 101 : Application has been submitted successfully
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4.5 Application for Cosmetics Registration

» Applications to Import & Registration division are done for the cases as depicted in
the below table:

Table 6 : Application for Cosmetics Registration

S.No | Purpose of Application Type of Category Form Number
Application
1 Application for grant of Fresh, Form 42/43
Registration certificate(RC) for | Endorsement &
Cosmetics ( 3 Cases) Re-registration

Note: To apply for the application of cosmetics user must have the role of ‘Applicant
for cosmetics’.

» Applicant can apply for Grant of registration certificate in Form 42 by selecting
Cosmetics department and choosing Form42, as shown below:

Online Forms Submission

Select Department: Registration of Cosmetics B

Form42 B

Select Form:

[[J1 agree that I will provide accurate information and I will be solely responsible for any false or inaccurate information provided to the division

GENERAL INSTRUCTIONS

* User can proceed to Online Form Submission only if the User Profile is complete.

Please read the below instr fe ly before ding to Online Form Submission

1. Oniine Form Submission is divided into few simple steps like:
o Filling of Form
o Uploading Essential Documents in checklist
o Payment (if applicable) and
5 Final Ferm Uplsad.

2. User is required to download & pdf in Full Preview step. After downloading, perform the following steps:
© Sign and Stamp the form
o Scan the Signed and Stamped Form
o Upload this form in the Upload Form step

3. Please ensure that you have all the required documents ready to upload them in checklist section. Please view the checklist from here

Figure 102 : Cosmetic Registration

» After clicking on proceed a new window will open, user can start filling the form
e The form has been divided into following two broad sections :

0 Applicant & Manufacturer details

o0 Cosmetic and Manufacturing unit details.
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Applicant & Manufacturer details: In this section applicant needs to select the
type of application, either Fresh or Endorsement or Re-registration. The applicants
details are automatically fetched from user registration details. Here, Applicant
needs to fill in foreign manufacturer details.

* All fields are mandatory

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
\’)
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for issue of Registration Certification for Cosmetic Product

SSTSITENIET LR VAN S N S Tl 2 Cosmetic and Manufacturing Unit Details

Type of Application

Type of Application: * Select E|

Applicant details

Name: MI. 1eSTel LOSMETC

Address & Contact Details:
Test Org

Test, Test2, City, Bihar-121212, India

P: 1212121212

F. 1212121212

Email: SANJEEV. SOAM@GMAIL.COM

Legal Manufacturer Registered Address

Manufacturing Unit Name* [ Mss | Manufacturer Name v
Complete Address* Country

Complete Address o | Antigua and Barbuda B
Landline No.* (Please include Country Code - State Code - Phone Number) Fax* (Please include Country Code - State Code - Fax Number)
[+ | 9999999099 | + | 9999999999 ]
Multiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation

E-mail* test@123.com |

B Save and Continue

>

Figure 103 : Applicant & Manufacturer details

Cosmetics and Manufacturing Site details: Applicant needs to download the excel
sheet template and fill the data required for cosmetics products and the
manufacturing site with respect to the individual products. Following are the details
to be filled by the applicant in the excel sheet:
0 Product Category
Product Name
Product Brand
Product Pack size
Variant
Is bulk — Yes/No
Kit— Yes/No
Kit Name - if kit is yes
Actual Manufacturing Address
Manufacturing Country

OO0OO0OO0O0OO0OO0OO0Oo
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Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
™
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for issue of Registration Certification for Cosmetic Product

Note:
1. All fields are mandatory.
2. To add details in this section download the given format and upload the product details excel sheet only in given format.
3. To proceed further click on the "Save & Continue’ button (visible only if atleast one detail has been added).
4. Applicant can upload more than "S00' products in his/her whole application.

1 Applicant and Manufacturer Detail v | 2. Cosmetic and Manufacturing Details

Upload Product Details:

Guidelines to Fill Cosmetics Details in Excel Sheet

Product Details* owse... | No file selected. Upload IJuw‘nload and Fill this Excel sheet Template and Upload the same here |
(Single Excel File <10 MB)

€ Previous

Figure 104 : Cosmetics and Manufacturing Site details

» Browse the filled excel sheet and click on upload.

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6

Fill Form Preview Checklist Payment Full Preview Submit Form
Application for issue of Registration Certification for Cosmetic Product

Note:
1. All fields are mandatory.
2. To add details in this section download the given format and upload the product details excel sheet only in given format
3. To proceed further click on the 'Save & Continue’ button (visible only if atleast one detail has been added).
4. Applicant can upload more than '500' products in his/her whole application.

1. Applicant and Manufacturer Detail « | 2. Cosmetic and Manufacturing Details

Upload Product Details:

Guidelines to Fill Cosmetics Details in Excel Sheet

Details: [ Browse... | Copy of Product Delaﬂl [SGESE Download and Fill this Excel sheet Template and Upload the same here

(Single Excel File <10 MB)

Figure 105 : Upload Excel Sheet

» After clicking on upload the data will be uploaded in the system and visible to the
user.
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Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
\_j
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for issue of Registration Certification for Cosmetic Product

Note:
1. All fields are mandatory.
2. To add details in this section download the given format and upload the product details excel sheet only in given format.
3. To proceed further click on the "Save & Continue’ button (visible only if atleast one detail has been added).
4. Applicant can upload more than '500' products in his/her whole application.

3il & | 2. Cosmetic and Manufacturing Details

Upload Product Details:

Liaia upUaUEy SULUES SIULLY.
Guidelines to Fill Cosmetics Details in Excel Sheet

No file selected.

Product Details:*

L8 SLEL Il Download and Fill this Excel sheet Template and Upload the same here
(Single Excel File < 10 MB)

Premises Details

Sr. Product Category Product Name Along Pack Actual Manufacturing I
[l No. Type With Their Brand Name  Product Variant Size  Premise(s) |
|
LI ¢ KIT [NYX NYX PROFESSIONAL 3,911,12 4% 1) Zhuhai Sheencolor il |
PROFESSIONAL MAKEUP - NYX 1l41qg Biotech Co, Ltd, Lianwan
MAKEUP IN YOUR PROFESSIONAL /005 Industry Zone, Pingsha
ELEMENT AIR - MAKEUP IN YOUR oz Town, Jinwan District,
EYESHADOW AND ELEMENT AIR - Zhuhai City, Guangdong
PIGMENT PALETTE ] EYESHADOW AND Province, China 519055-
- Other face make-up PIGMENT PALETTE NYX China
products PROFESSIONAL
MAKEUP - PRESSED
PIGMENTS
= | 2 KIT [NYX NYX PROFESSIONAL 12,4,56,7,810 8x 1) Zhuhai Sheencolor
PROFESSIONAL MAKEUP - NYX 14lg Biotech Co, Ltd, Lianwan
MAKEUP IN YOUR PROFESSIONAL /005 Industry Zone, Pingsha
ELEMENT AIR - MAKEUP IN YOUR OZ. Town, Jinwan District,
EYESHADOW AND ELEMENT AIR - Zhuhai City, Guangdong
PIGMENT PALETTE | EYESHADOW AND Province, China 519055-
- Eye shadow PIGMENT PALETTE NYX China
PROFESSIONAL
MAKEUP - EYESHADOW
B 3 KIT [NYX NYX PROFESSIONAL 25789 5x 1) Zhuhai Sheencolor
PROFESSIONAL MAKEUP - NYX l4lg Biotech Co, Ltd, Lianwan
MAKEUP IN YOUR PROFESSIONAL /0.05 Industry Zone, Pingsha
ELEMENT EARTH - MAKEUP IN YOUR oz Town, Jinwan District,
EYESHADOW AND ELEMENT EARTH - Zhuhai City, Guangdong
PIGMENT PALETTE | EYESHADOW AND Province, China 519055- 2

- Save & Continue

Figure 106 : Upload the data and visible to the user

» Case2: Type of Application: - Endorsement

¢ In case of Endorsement applications, user needs to enter a valid RC, which will
intern fetch all the relevant details pertaining to that RC number like validity,
applicant details & manufacturer registered address.

e User can update the data of the additional cosmetics in the cosmetics and
manufacturing details section similarly by uploading the excel sheet of the
products to be endorsed.

» Case3: Type of Application: - Re-registration
e User should apply for re-registration case if he wants to renew the validity of the
RC.
e In case of Re-registration applications, user needs to enter a valid RC, which will
intern fetch all the relevant details pertaining to that RC number like validity,
applicant details product related information & manufacturer registered address.
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Application
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» User can apply for any changes or amendments in the permission issued to them.

According to a latest guidance issued by the drug regulator, in the beginning of this
month, the applicants of the biological products who change their product post
approval should apply for new drug permission, in case the change makes the
product a new drug as per definition under rule 122E of the Drugs and Cosmetics

Rules.
division:

shelf life of medical device/drug of an approved RC.

» Following are the cases which are common for Import and Drugs division, Medical

» Change of shelf life in RC Extension: In this case the user can apply to extend the

Menu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword (& Logout
™ —_
K4 ﬁm\ Central Drugs Standard Control Organisation
: sk ®  Director General Of Health Services
Ly Ministry of Health & Family Welfare, Government of India
R
Post Approval Change
¥
Note:
1 All fields are mandatory
2 A Post Approval change request can be submitted against any Registration Number whose status is 'Approved by CDSCO
3. To apply for Change in Name of Indian Agent in RC (No Constitution change) please select DCGI Division
Once the Application is approved the change will be reflected to all divisions
Select Division l Medical Devices & Diagonstic Pl I
Select Category [ Change of shelf life in RC (Extension) rd l
RC Number : ( Romp-o00n v

HsH Designed, Developed and Maintained by C-DAC.

s

Figure 107 : Change of shelf life in RC Extension

» After clicking on submit button user will be redirected to the page shown in the

figure below. The page displays the RC number; devices approved in that RC, device

category and existing approved shelf life.

User needs to select the check box of the device/drug for which the shelf life is to be

extended and then enter the new shelf life.

User can change the shelf life for multiple devices/drugs in single application of

same RC.
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Welcome Mr. Applicant (Indian Agent) # Home & Change Password ¢ Logout

1/ \i Central Drugs Standard Control Organisation
s “&“’ Director General Of Health Services
Y e J Ministry of Health & Family Welfare, Government of India

Modify Device ShelfLife

Registration Certificate Number: RC/MD-000121

Select Device(s) to change Shelf Life

¢ Device Name ¢ Device Category & Approved Shelf life ¢ New Shelf life &

\\Z Device 1-Brand Testing Disposable Hypodermic Syringes 300.0 Day(s) z\l}p 0

% Save & Continue

el Designed, Developed and Maintained by C-DAC.

Figure 108 : Screen of Modify Device Shelf Life

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Figure 109 : Popup Message: Proceed to Checklist

Once you click on ‘OK’, you will proceed to the checklist and then the shelf life
cannot be edited.
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» Checklist of documents to be uploaded for the case.

Menu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout
o, G
! %, Central Drugs dard Control O ion
£ an ! Director General of Health Services
\ wvon % Ministry of Health & Family Welfare, Government of India
amsme

Upload Essential Documents For Change of shelf life in RC (Extension)

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.
2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document
3 Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

® L Covering Letter

[® 2. Approval for the proposed shelf life from National Regulatory Autherity from country of origin
&  21Devicel

[® 3_Stability data on Zone IV b condition

&  31Devicel

4 Label

&  41Devicel

& 5. Upload OldRC

Designed, Developed and Maintained by C-DAC.

Figure 110 : Checklist of documents to be uploaded
> Preview of the change you have applied for

‘Welcome Mr. Applicant (Indian Agent) # Home < ChangePassword ® Logout

Menu =
N Central Drugs Standard Control Organisation
é’ ] Director General Of Health Services
\ “% J Ministry of Health & Family Welfare, Government of India
oy
Preview for Change of shelf life in RC (Extension)
RC Details

RC NumberRC/MD-000121
Valid From: 30-May-2017
Valid Upto: 29-May-2020

Names of the devices
S.No. Device Name Approved Shelf Life New Shelf Life

1 Device 1 300.0 Days 250.0 Days

Designed, Developed

laintained by C-DAC.

Figure 111 : Preview for change of shelf life
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» File number generated after the application is submitted.

Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout

{,"“ ﬁm\ Central Drugs Standard Control Organisation

: & Director General Of Health Services
x .l Ministry of Health & Family Welfare, Government of India

Your Application has been submitted successfully.
Kindly note your file no) MD/PostAppr/2017/1801 for future correspondence.

Figure 112 : Application has been submitted successfully

» Change of shelf life in RC Reduction: Similarly user can apply for the reduction in
shelf life of the devices/drugs of an approved RC. The application process is same as
that of change of shelf life in RC extension.

» Change of (Legal)/ (Registered) address of manufacturer in RC (No location
change): In this user can change the legal address of the manufacturer of an
approved RC.

» The page below displays the RC number and the existing approved address of the
manufacturer.

» User is required to enter the details of the new address as shown in figure below.

Menu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword (& Logout

o

P P A
K N\ Central Drugs Control O ion
s W@w ? Director General Of Health Services
\, wmma,d  Ministry of Health & Family Welfare, Government of India

P st

Modify Foreign Manufacturer Address

Registration Certificate Number: RC/MD-000121

b Current Manufacturer details

Organization Name: ing Testing

Address & Contact Details:

Address 1, Azerbaijan
P, 2536508456 F. 2515362548
Email; zenith@gmail com

New Address

Manufacturer Name * [ M/s. l Manufacturing Testing |
Address Line *

[ Addtine3 |
Country * E-mail

[ Babrain +] [ testm@gmail com ]
Landline No. * (Please include Country Code - STD Code - Phone Number Fax * (Please include Country Code - STD Code - Fax Number)

B | [+ [ 2s3c26154805] |
Multiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation

Save and Continue

gg%? Designed, Developed and Maintained by C-DAC.

Figure 113 : Enter the Details of the New Address
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» After entering the new address details, user you will be redirected to the preview of

new address.

Menu =

!’

\\—Ii 0

s’

' %\i Central Drugs Standard Control Organisation

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Welcome Mr. Applicant (Indian Agent) # Home & Change Password ¢ Logout

Registration Certificate Number:

New Manufacturer details

0:

RC/MD-000121

ion Name: M:

Modify Foreign Manufacturer Address

Address & Contact Details:
AddLine 3,, -, Bahrain

Email: testm@gmall. com

P 2565985624 F; 253626154895

ing Testing

# Modify Save and Continue

acfs V‘;
Designed, Developed and Maintained by C-DAC.

-~

Figure 114 : Modify foreign Manufacturer Address

» You can modify the details, if not correct, else click on ‘save and continue’ and then
on ‘OK’ to proceed to checkilist.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to medify form

Figure 115 : Popup Message -- Proceed to Checklist
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» Checklist of the documents to be uploaded for this case

o Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ® Logout
Poy 5 =
,/ m\ Central Drugs d Control O
£ owofMlows §  Director General Of Health Services
Y, wo=y / Ministry of Health & Family Welfare, Government of India

Upload Essential Documents For Change of (Legal) address of manufacturer in RC(No Location Change)

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.
2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document
3. Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

1. Covering Letter
2. Power Of Attorney

3. Label

[c1

(<1

&

& 4. Declaration of Conformity

& 5.FSC Certificate (Duly Apostilled/Notorised copy)
® 6.CE Design Certificate

& 7.Upload Old RC

(1

8. Schedule D (1) and Undertaking duly signed, dated and seal/stamped with name and designation of the autherised signatory of the manufacturer or his authorised
Indian agent.

© o.Ful Quality Assurance Certificate /CE Production Quality Assurance Certificate/ CE Type Examination Certificate/ CE Product Quality Assurance

Designed, Developed and Maintained by C-DAC.
Figure 116 : Checklist of the Documents

» Preview of Form 40 is generated with the new address. Download the PDF of Form
40.

Menu pplicant (Indian Agent) # Home & ChangePassword ® Logout
Central Drugs dard Control O

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Form 40
[See rule 24-A]
Application for issue of Registration Certification for import of Medical Devices into India under the Drugs and Cosmetics Rules 1945.

1/We M/s M/s Unit Name, Address Line One Address Line Two, Chhattishgarh, Cityname, Raigarh- 232323 (India) hereby apply for the grant of Registration Certificate for the manufacturer, M/s. Manufacturing Testing, AddLine
3,, Bahrain for his premises, and manufactured drugs meant for import into India

1. Names of Devices for registration.
SNo. 2 Device Name % Device Category % Shelf Life Storage Condition & Package Size % Contains Drug #

1 + Device Disposable Hypodermic Syringes 300.0 Days Cool 100 No

2.1/We enclose herewith the information and undertakings specified in Schedule D (1) and Schedule D (1I) duly signed by the manufacturer for grant of Registration Certificate for the premises stated below.

3. A fee of $0 for registration of premises, the particulars of which are given below, of the manufacturer has been credited to the Government under the Head of Account "0210-Medical and Public Health,04-Public Health, 104-
Fees and Fines" under Drugs and Cosmetics Rules, 1945 -" Central vide Challan No. NA , dated NA respectively

4. A fee of $0 for registration of the devices for import as specified at Serial No.l above has been credited to the Government under the Head of Account 'x0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines’
under the Drugs and Cosmetics Rules, 1945 Central vide Challan No. NA, dated, NA
5. Particulars of premises to be registered where manufacture is carried on

4 Premises Type * Site Name ¢ Telephone No. & Fax * Email $

1 + Manufacturing Site, Batch Release Site, Abbott Molecular Inc. 12243617000 12243617438 AM_RA_global_registrations@abbott.com

1/We undertake to comply with all terms and conditions requited to obtain Registration Certificate and to keep it valid during its validity period

PLACE
DATE 30-May-2017
Signature
Name:
Designation :
f or his Agent in India.

(Note: - In case the applicant is an authorised agent of the manufacturer in India, the Power of Attorney is to be enclosed).

& Download PDF

o
fore
ﬁ% @m Designed, Developed and Maintained by C-DAC.

CbAC

Figure 117 : Preview of Form 40

Page | 89



2 4
gijq S,A.m User Manual g%’j@r’fg

» Upload the signed legal form.

Menu = Welcome Mr. Applicant (Indian Agent) # Home & Change Password ® Logout
ﬁm\ Central Drugs dard Control O

< e Director General Of Health Services
B m Ministry of Health & Family Welfare, Government of India

Step1 Step 2 Step 3 Step 4 Step 5 Step 6
4 (1)

4 @ «

Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Post Approval Change for import of drugs
Upload Form 40 (Post Approval)

Upload Form 40 Post Approval I | Choose File | Form41_Permission_7982 (1).pdf v ]

Submit

4P Designed, Developed and Maintained by C-DAC.

o~~~

Figure 118 : Screen of Upload the signed legal form
» File number is generated after submission of the application.

Menu = Welcome Mr. Applicant (Indian Agent) # Home £ ChangePassword () Logout
ﬁm\ Central Drugs Standard Control Organisation
s Director General Of Health Services
v\ f= m Ministry of Health & Family Welfare, Government of India
4

Your Application has been submitted successfully.
Kindly note your file no.WD/PostAppr/2017/1803Jor future correspondence.

Figure 119 : File number is generated

» Change of (Legal)/ (Registered) address of manufacturer in RC (Location
change): This case is similar to that of ‘Change of (Legal)/ (Registered) address of
manufacturer in RC (No Location Change)'.

e The application process is same but user will have to pay the fees in this case.

e In this case, if the application is approved, then the current RC of user will be
suspended and a new RC with same RC number and new validity is issued to
user.

» Change of (Actual)/ (Foreign) address of manufacturer in RC (No location
change): In this case user can change the actual address of the manufacturer.
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Menu = Welcome Mr. Applicant (Indian Agent) # Home ' ChangePassword © Logout

e

"iﬁ:\' Central Drugs d Control O

S ¥ Director General Of Health Services

\ 7 Ministry of Health & Family Welfare, Government of India
St o

Post Approval Change

Note:
1 All fields are mandatory
2 A Post Approval change request can be submitted against any Registration Number whose status is 'Approved by CDSCO'
3.To apply for Change in Name of Indian Agent in RC (No Constitution change) please select DCGI Division .
Once the Application is approved the change will be reflected to all divisions

Select Division [ Medical Devices & Diagonstic v l
Select Category [ Change of (Actual) address of manufacturer in RC(No Location Ck v l
RC Number :

[ Re/mp-00121 /]

Designed, Developed and Maintained by C-DAC.

o~~~

Figure 120 : Screen of Post Approval Changes

» The figure below displays the RC number and the old address of the user. User
needs to select the checkbox for which the address is to be changed and enter the
details of the new address and then click on modify.

Menu = Welcome Mr. Applicant (Indian Agent) # Home & Change Password ¢ Logout
o, =
re \ Central Drugs Standard Control Organisation
# o # Director General Of Health Services
%, wmaa J  Ministry of Health & Family Welfare, Government of India
Pt e

Change of Address of Actual Manufacturer Address

Note:
+ Please first select the site you want to change the address for.

RC Number : RC/MD-000121
Manufacturing Site Details

Search:

Check ~Site Details

@ Abbott Molecular Inc.
1300 E Touhy Avenue Des Plaines IL,
United States
P: 12243617000 F; 12243617438

AM_RA_global_registrations@abbott.com

New Site Details

Complete Address *
1300 E Touhy Avenue Des Plaines IL

Country * E-mail *

Ukraine v AM_RA_global_registrations@abbott.com
Landline No. * (Please include Country Code -STD Code -~ Fax * (Please include Country Code - STD Code - Fax
Phone Nuriber) Nuber)

+ | 12243617000 + | 12243617438

Contact Numbers can be added with comma

Designed, Developed and Maintained by C-DAC.

Multiple Fax Numbers can

added with comma separation

€dAC

Figure 121 : Enter the details of the new Address

» Once you click on ‘OK’ you will be redirected to the checklist page after which the

address cannot be edited.
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Are you sure?
Are you sure you want to proceed to checklist, as after this

you won't be able to modify form

Designed, Developed and Maintained by C-DAC.

S
€onc

Figure 122 : Popup Message -- Proceed to Checklist

» Checklist of documents to be uploaded for the case.

Welcome Mr. Applicant (Indian Agent) # Home &£ ChangePassword ¢ Logout

Ministry of Health & Family Welfare, Government of India

!/ %\i Central Drugs dard Control O; isation
‘\'&“[ Director General Of Health Services

v

S

Upload Essential Documents For Change of (Actual) address of manufacturer in RC(No Location Change)

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.
2 All checklist items are mandatory. In case of unavailability of document give proper regarding the ity of document and also upload supporting
document.

3 Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

© 1 Covering Letter

& 2.Power Of Attorney

& 3.Label

[ 4 Declaration of Conformity

[ 5.FSCCertificate (Duly Apostilled/Notorised copy)
© ecE Design Certificate

© 7.Upload OldRC

& 8.Schedule D (1) and Undertaking duly signed, dated and iped with name and ion of the authorised signatory of the manufacturer or his authorised
Indian agent.

E 9Ffu Quality Assurance Certificate /CE Production Quality Assurance Certificate/ CE Type Examination Certificate/ CE Product Quality Assurance

Designed, Developed and Maintained by C-DAC.

-~~~

Figure 123 : Upload Essential Documents for Changes

» For change in actual address user need to pay the required fees.

Page | 92



User Manual g@?’fg

Menu

Central Drugs Standard Control Organisation
Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Welcome Mr. Applicant (Indian Agent) # Home &< ChangePassword © Logout

Step1 Step 2 Step 3 Step 4 Step 5
Fill Form Preview Checklist Payment Full Preview Upload Form

Payment Details

Click here to view Fees Details

Mode of Payment * po— Purpose * [ Test Purpose v
Challan Details
Challan No. * Challan Date * Amount (in §)*
[ 12365 ./] [05/'22/2017 ‘ "‘./] [ 200 ./]
Bank Name * Branch Code * Upload Challan *
[ SEI ,/l [ SBIN Jl l ﬁnoose FEE\ Form4l_Permi..7982 (1) pdf .tl
Total Amount of Uploaded Challans 200

Designed, Developed and Maintained by G-DAC.

Figure 124 : Screen of Payment Details

> Preview of Form 40 with the new actual address of the manufacturer. Download the

system generated Form 40.

ey Welcome M.

pplicant (Indian Agent) # Home & Change Password ® Logout
Central Drugs Standard Control Organisation

Director General Of Health Services

Ministry of Health & Family Welfare, Government of India

Form 40
[See rule 24-A]
Application for issue of Registration Certification for import of Medical Devices into India under the Drugs and Cosmetics Rules 1945

1/We M/s M/s Unit Name, Address Line One Address Line Two, Chhattishgarh, Cityname, Raigarh- 232323 (India) hereby apply for the grant of Registration Certificate for the manufacturer, M/s. Manufacturing Testing, Address 1
Country: Azerbaijan for his premises, and manufactured devices meant for import into India

1. Names of Devices for registration.

SNo.* Device Name % Device Category * Shelf Life $ Storage Condition * Package Size * Contains Drug $

1 =+ Device 1 Disposable Hypodermic Syringes 300.0 Days Cool 100 No

2.1/We enclose herewith the information and undertakings specified in Schedule D (1) and Schedule D (1) duly signed by the manufacturer for grant of Registration Certificate for the premises stated below.

3. A fee of $200 for registration of premises, the particulars of which are given below, of the manufacturer has been credited to the Government under the Head of Account “0210-Medical and Public Health,04-Public Health,
104-Fees and Fines’ under Drugs and Cosmetics Rules, 1945 -* Central vide Challan No. 12365 , dated 22-May-2017 respectively

4. A fee of $0 for registration of the devices for import as specified at Serial No.1 above has been credited to the Government under the Head of Account '0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines"
under the Drugs and Cosmetics Rules, 1945 Central vide Challan No. NA,, dated, NA

5. Particulars of premises to be registered where manufacture is carried on

¢ Premises Type ¢ Site Name & Telephone No. & Fax ¢ Email &

i + Manufacturing Site, Batch Release Site, Abbott Molecular Inc. 12243617000 12243617438 AM_RA_global_registrations@abbott.com

I/We undertake to comply with all terms and conditions required to obtain Registration Gertificate and to keep it valid during its validity period.

PLACE
DATE 30-May-2017
Signature
Name :
Designation :
f or hi: ot Agent in India.
(Note: - In case the applicant is an ised agent of the in India, the Power of Attomey is to be enclosed).

& Download PDF

~
SR
Designed, Developed and Maintained by C-DAC.

cpac

Figure 125 : Download the system generated Form 40
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» Upload the signed Legal form

Menu = Welcome Mr. Applicant (Indian Agent) # Home & Change Password ® Logout

if&;\ Central Drugs Standard Control Organisation
- W]

Director General Of Health Services

%, e w4 Ministry of Health & Family Welfare, Government of India
Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
FillForm Preview Checklist Payment Full Preview Upload Form

Application for issue of Post Approval Change for import of drugs
Upload Form 40 (Post Approval)

Upload Form 40 Post Approval [ | choose File | Form4l_Permission_7982 (1).pdf v l

Submit

~
des Designed, Developed and Maintzined by C-DAC.

P~

Figure 126 : Upload the signed Legal form
» File number is generated after submission of the application

Menu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword & Logout

-

o, dard

K4 ﬁm\ Central Drugs Control O

£ ot ¥ Director General Of Health Services

LA

\, wemwa S Ministry of Health & Family Welfare, Government of India
S

Your Application has been submitted successfully.

Kindly note your file no.jMD/PostAppr/2017/1803Jor future correspondence.

Figure 127 : File number is generated

Change of (Actual)/(Foreign) address of manufacturer in RC (Location change)
Change of (Legal)/(Registered) name of manufacturer in RC (No constitution
change)

Change of (Actual)/(Foreign) name of manufacturer in RC (No constitution change)
Change of (Legal)/(Registered) name of manufacturer in RC (Constitution change)
Change of (Actual)/(Foreign) name of manufacturer in RC (Constitution change)
Change in address of Indian agent

Change in name of the firm.

YV VY

VVVYVYYVY
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» Change of (Actual)/ (Foreign) address of manufacturer in RC (Location
change): This case is similar to that of ‘Change of (Actual)/ (Foreign) address of
manufacturer in RC (No Location Change)'.

e The application process is same but user will have to pay the fees in this case.

e In this case, if the application is approved, then the current RC of user will be
suspended and a new RC with same RC number and new validity is issued to
user.

» Change of (Actual)/ (Foreign) name of manufacturer in RC (No constitution
change): In this case user can change the name of legal manufacturer of an

Menu = Welcome Mr. Applicant (Indian Agent) # Home & Change Password ® Logout

— P

I ﬁ;\ Central Drugs dard Control O; ion

! " ! Director General Of Health Services

\ ,.,‘,5 Ministry of Health & Family Welfare, Government of India
S g

Post Approval Change
Note:

1 All fields are mandatory
2 A Post Approval change request can be submitted against any Registration Number whose status is 'Approved by CDSCO'
3. To apply for Change in Name of Indian Agent in RC (No Constitution change) please select DCGI Division

Once the Application is approved the change will be reflected to all divisions

Select Division

{ Medical Devices & Diagonstic JJ
Select Category [ Change of Name of Actual Manufacturer in RC without constituti v ]
RC Number: [ Rep-0001n ]

‘% Y éiﬁ Designed, Developed and Maintained by C-DAC.

o~~~

Figure 128 : Change the name of legal manufacturer of an Approved RC

> In the figure below, page displays the RC number, and the complete details of the
actual manufacturer address. User will check the checkbox against the address
which is to be changed and then enter the new name.

Welcome Mr. Applicant (indian Agent) # Home & ChangePassword © Logout

Change of Name of Actual Manufacturer

* Please first select the site you want to change the address for
RC Number : RC/MD-000121
Manufacturing Site Detail
Search 8 Modify
Check New Nam
g New Nam:
Abbott Mol les

Figure 129 : Check the checkbox againest the address
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» Click on ‘OK’ to proceed further for checklist.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

€oNC

Figure 130 : Popup Message — for confirmation of Proceed to checklist

» Checklist of documents to be uploaded for this case.

Menu

%, Central Drugs Standard Control Organisation

1 Director General Of Health Services

\ = Ministry of Health & Family Welfare, Government of India
ene”

Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout

Upload Essential Documents For Change of Name of Actual Manufacturer in RC without constitution change

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.

2. All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document

3 Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

®1 Covering Letter
© 2. Power Of Attorney
© 3.Label

© 4rul Quality Assurance Certificate /CE Production Quality Assurance Certificate/ CE Type Examination Certificate/ CE Product Quality Assurance

© 5.Schedule D (1) and Undertaking duly signed, dated and seal/stamped with name and desi
Indian agent

of the authorised signatory of the manufacturer or his authorised

© 6. Free Sale Certificate

& 7.Upload Old RC

® o.CE Design Certificate

® 9. Declaration of Conformity

& 10.15013485

Designed, Developed and Maintained by C-DAC.

€DAC

Figure 131 : Checklist of documents to be uploaded for this case
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» Preview of Form 40 with the name change. Download the form.

Welcome M. Applicant (Indian Agent) # Home & ChangePassword ® Logout

Central Drugs Standard Control O ion

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Form 40
[See rule 24-A]
Application for issue of Registration Certification for import of Medical Devices into India under the Drugs and Cosmetics Rules 1945.

1/We M/s M/s Unit Name, Address Line One Address Line Two, Chhattishgarh, Cityname, Raigarh- 232323 (India) hereby apply for the grant of Registration Certificate for the manufacturer, M/s. Manufacturing Testing, Address 1

Country: Azerbaijan for his premises, and manufactured devices meant for import into India

1. Names of Devices for registration

SNo. % Device Name & Device Category + Shelf Life + Storage Condition % Package Size + Contains Drug %

L = Device 1 Disposable Hypodermic Syringes 300.0 Days Cool 100 No

2. /We enclose herewith the information and undertakings specified in Schedule D (1) and Schedule D (II) duly signed by the manufacturer for grant of Registration Certificate for the premises stated below.
3. A fee of 80 for registration of premises, the particulars of which are given below, of the manufacturer has been credited to the Government under the Head of Account *0210-Medical and Public Health,04-Public Health, 104-
Fees and Fines' under Drugs and Cosmetics Rules, 1945 -* Central vide Challan No. NA, dated NA respectively

4. A fee of $0 for registration of the devices for import as specified at Serial No.1 above has been credited to the Government under the Head of Account "z0210-Medical and Public Health, 04-Public Health, 104-Fees and Fines'
under the Drugs and Cosmetics Rules, 1945 Central vide Challan No. NA, dated, NA .

5. Particulars of premises to be registered where manufacture is carried on
-] Premises Type = Site Name = Telephone No. = Fax < Email ¢

1 = Manufacturing Site, Batch Release Site, Abbott Molecular Inca 12243617000 12243617438 AM_RA_global_registrations@abbott com

I/We undertake to comply with all terms and conditions required to obtain Registration Certificate and to keep it valid during its validity period.

PLACE
DATE 30-May-2017
Signature
Name:
Designation :
p of or hi ized Agent in India.

(Note: - In case the applicant is an authorised agent of the manufacturer in India, the Power of Attorney is to be enclosed).

£ Download PDF

S
S
Kil} éﬂ; Designed, Developed and Maintained by C-DAC.

€dAC

Figure 132 : Preview Form 40 -- Download the Form

» Upload the system generated Form 40.

Welcome Mr. Applicant (Indian Agent) # Home £ Change Password ¢ Logout

Menu
—,
!f ﬁ;\ Central Drugs Standard Control Organisation
£ ouc i Director General Of Health Services
‘\ wosa ,‘l Ministry of Health & Family Welfare, Government of India
Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
e .
4 @ ® $ 2 &
Fill Form Preview Checklist Payment Full Preview Upload Form
Application for issue of Post Approval Change for import of drugs
Upload Form 40 (Post Approval)
Upload Form 40 Post Approval [ | choose File | Form41_Permission_7982 (1).pdf v l
%
—— Designed, ped and Maintained by C-DAC.

Figure 133 : Upload the system generated Form 40

Page | 97



L ¥ 4
g[Lij S,A.m User Manual g%’j@r’fg

» File number is generated after submission of the application.

» Change of (Legal)/( Registered) name of manufacturer in RC (No constitution
change): This case is similar to that of ‘Change of (Legal)/ (Registered) name of
manufacturer in RC (No Constitution Change)’.The application process is same, only
the change for registered name is captured instead of foreign manufacturer.

» Change of (Legal)/ (Registered) name of manufacturer in RC (Constitution
change): This case is similar to that of ‘Change of (Legal)/ (Registered) name of
manufacturer in RC (No Constitution Change)'.

e The application process is same but user will have to pay the fees in this case.

e In this case, if the application is approved, then the current RC of user will be
suspended and a new RC with same RC number and new validity is issued to
user.

» Change of (Actual)/ (Foreign) name of manufacturer in RC (Constitution
change): This case is similar to that of ‘Change of (Actual)/ (Foreign) name of
manufacturer in RC (No Constitution Change)'.

e The application process is same but user will have to pay the fees in this case

¢ Inthis case, if the application is approved, then the current RC of user will be
suspended and a new RC with same RC number and new validity is issued to
user.

» Change in address of Indian agent: In this user can change the address of the
Indian Agent.

Mo = Welcome Mr. Applicant (Indian Agent) # Home &£ ChangePassword (& Logout

%, Central Drugs Standard Control Organisation

)

o)

Fd
{
£ oo Director General Of Health Services
5

J

L% ko Ministry of Health & Family Welfare, Government of India
o son

Post Approval Change
! Access this section to app R

Note:
1 All fields are mandatory
2. A Post Approval change request can be submitted against any Registration Number whose status is 'Approved by CDSCO’
3. To apply for Change in Name of Indian Agent in RC (No Constitution change) please select DCGI Division
Once the Application is approved the change will be reflected to all divisions

Select Division I Medical Devices & Diagonstic v |

Select Category [ Change in Address of Indian Agent I |

RC Number : ( roMp-000121 v

Qﬂé?ﬁ Designed, Developed and Maintained by C-DAC.

P~~~

Figure 134 : Change in address of Indian agent
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Menu = Welcome Mr. Applicant (Indian Agent) # Home ' ChangePassword & Logout
P \i Central Drugs Standard Control Organisation

User Manual COMC

» In the figure below, screen displays the RC number, old Indian Agent address and a
drop down to select the new address. If the required address is not mentioned here
then the user needs to save the address in ‘Add wholesale/manufacturing license

and then select the address from here.

J’ Director General Of Health Services
\ o / Ministry of Health & Family Welfare, Government of India
i e

",

Change of Address of Indian Agent in RC

Note:

1 All fields are mandatory
2. To add new Premises First add that premise detail in ADD Manufacturing / Wholesale Licence Detail under User Profile Section

Registration Certificate Number : RC/MD-000121
Organisation Name : M/s Unit Name
Old Address

Address Line One, Address Line Two, Cityname 232323, Chhattishgarh, Raigarh, India
Phone: 1234567890, Fax:9876543210

Premise Address : M/s Unit Name, Address Line One, Address Line Twe v

2 Save &Continue

S Desigued, Developed and Maintained by C-DAC.

Figure 135 : ‘Add wholesale/manufacturing license’
After selecting the required address click on ‘OK’ and proceed further to the
checklist.

Are you sure?

Are you sure you want to proceed to checklist, as after this
you won't be able to modify form

Designed, Developed and Maintained by C-DAC.

conc
Figure 136 : Popup Message for proceed further
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» Checklist of the documents to be uploaded for this case.

Tt Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ® Logout

Central Drugs dard Control O isation

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Upload Essential Documents For Change in Address of Indian Agent

Note:
1 Click on the checklist point to upload document against it. Only PDF documents with size not more than 10 MB are permitted.

2 All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and also upload supporting
document

3 Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

QR

1. Covering Letter

K

2.Label

3.Upload Old RC

R R

4. Power Of Attorney

K

5. Notarized copy of valid Wholesale Licence or Manufacturing Licence of the Indian Agent

®

6. Schedule D (1) and Undertaking duly signed, dated and seal/stamped with name and designation of the authorised signatory of the manufacturer or his authorised
Indian agent.

veloped and Maintained by C-DAC.

Figure 137 : Checklist of the documents to be uploaded
» Payment Details

o Welcome Mr. Applicant (Indian Agent) # Home 2 Change Password ® Logout

Central Drugs Standard Control O isation

Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Step1 Step 2 Step 3 Step 4 Step 5 Step 6

s @ ® $)

Fill Form Preview Checklist Payment Full Preview Upload Form

Payment Details

Payment has been calculated as below:

Payable Amount in $ 2500 Head of 0210-Medical and Public Health, 04-
Account Public Health, 104-Fees and Fines

Mode of Payment * [ Challan »| Pupose” [ Test Purpose J]
Challan Details
Challan No. * Challan Date * Amount (in§)*
[ 12365 ,,] [95/23/2017 ‘ ] [ 3000 ,,l
Bank Name * Branch Code * Upload Challan *
E ERED ) [ [cnoose Fie | Format_pemi 7o82() pif |
Total Amount of Uploaded Challans 3000

Designed, Developed and Maintained by C-DAC.

5
eonc

Figure 138 : Payment Details
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» Preview of Form 40 with changed Indian Agent Address. Download the form by
clicking on ‘Download PDF'.

O

L)

nline Licensing System

Menu

pplicant (Indian Agent) # Home & ChangePassword @ Logout

Central Drugs dard Control O i
Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

Form 40
[See rule 24-A]
Application for issue of Registration Certification for import of Medical Devices into India under the Drugs and Cosmetics Rules 1945

1/We M/s Unit Name, Address Line One, Address Line Two, Cityname, 232323, Chhattishgarh, Raigarh, India hereby apply for the grant of Registration Certificate for the manufacturer, M/s. Manufacturing Testing, Address 1
Country: Azerbaijan for his premises, and manufactured devices meant for import into India

1. Names of Devices for registration.

SNo. % Device Name & Device Category + Shelf Life ¢ Storage Condition % Package Size ¥ Contains Drug &

1 =+ Device 1 Disposable Hypodermic Syringes 3000 Days Cool 100 No

2. I/We enclose herewith the information and undertakings specified in Schedule D (1) and Schedule D (II) duly signed by the manufacturer for grant of Registration Certificate for the premises stated below.

3. A fee of $1500 for registration of premises, the particulars of which are given below, of the manufacturer has been credited to the Government under the Head of Account "0210-Medical and Public Health,04-Public Health,
104-Fees and Fines” under Drugs and Cosmetics Rules, 1945 - Central vide Challan No. [12365], dated [23-May-2017] respectively

4. A fee of $1000 for registration of the devices for import as specified at Serial No.1 above has been credited to the Government under the Head of Account "x0210-Medical and Public Health, 04-Public Health, 104-Fees and
Fines" under the Drugs and Cosmetics Rules, 1945 Central vide Challan No. [12365] , dated, [23-May-2017]

5. Particulars of premises to be registered where manufacture is carried on
+  Premises Type * Site Name * Telephone No. & Fax % Email $

1 = Manufacturing Site, Batch Release Site, Abbott Molecular Inc 12243617000 12243617438 AM_RA_global_registrations@abbott.com

1/We undertake to comply with all terms and conditions required to obtain Registration Certificate and to keep it valid during its validity period

PLACE
DATE 30-May-2017
Signature
Name :
Designation :
p of or his ized Agent in India.

(Note: - In case the applicant is an authorised agent of the manufacturer in India, the Power of Attorney is to be enclosed).

% Download PDF

é?ﬁ Designed, Developed and Maintained by C-DAC.

AC

Figure 139 : Preview of Form 40 with changed Indian Agent Address

» Upload the online generated Form 40.

Menu Welcome Mr. Applicant (Indian Agent) # Home & Change Password (& Logout
P o

F “\ Central Drugs dard Control O ion

¢ ~db ¥ Director General Of Health Services

%, e o '.J Ministry of Health & Family Welfare, Government of India

R
Step1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Post Approval Change for import of drugs
Upload Form 40 (Post Approval)

Upload Form 40 Post Approval l | choose File | Form#1_Permission_7982 (1) pdf v l

Figure 140 : Upload the online generated Form 40
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» File number is generated after successful submission of the application.

‘Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout

Menu =
{,ﬁ;‘ Central Drugs dard Control O isation
¢ ¥ Director General Of Health Services

\ ,i@., 4 Ministry of Health & Family Welfare, Government of India

Your Application has been submitted successfully.

Kindly note your file no)JMD/PostAppr/2017/1805fer future correspondence.

HeH
; ‘HAF Designed, Developed and Maintained by C-DAC.

Figure 141 : File number is generated

» Change in name of the firm: If the Organization name is changed, the user can
apply for change in name of firm and the same is received by DCGI office. If

approved an amendment letter is issued to the user.

Menu = Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout

iy

/. ﬁm\ Central Drugs Standard Control Organisation
¢ 'y ! Director General Of Health Services
\ e ¢ Ministry of Health & Family Welfare, Govemnment of India
i, o
Post Approval Change

# Access this section to apply For Post Approval Change Request

Note:
1 All fields are mandatory
2 APost Approval change request can be submitted against any Registration Number whose status is 'Approved by CDSCO'
3. To apply for Change in Name of Indian Agent in RC (No Constitution change) please select DCGI Division .
Once the Application is approved the change will be reflected to all divisions

Select Division Select
# Submit

Wéﬂ; Designed, Developed and Maintained by C-DAC.

o~~~

Figure 142 : Change in name of the firm
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» Post Approval Change (Category & RC Number)

Menu = Welcome Mr. Applicant (Indian Agent) # Home & Change Password & Logout

e, " .

I % Central Drugs d Control O; ion

£ o ! Director General Of Health Services

\ w2/ Ministry of Health & Family Welfare, Government of India
R

Post Approval Change

Note:

1 All fields are mandatory
2 A Post Approval change request can be submitted against any Registration Number whose status is 'Approved by CDSCO'

3.To apply for Change in Name of Indian Agent in RC (No Constitution change) please select DCGI Division
Once the Application is approved the change will be reflected to all divisions

Select Division [ DCGI Division bl l

Select Category [ Change in name of firm(Indian AgentImporterCorporate) 4 l

Bl
,";:‘ i Designed, Developed and Maintained by C-DAC.

Figure 143 : Post Approval Change (Category & RC Number)

> After clicking on submit, user will be redirected to a new page where complete

details of the firm will be visible along will existing name, permission and license
issued on the same.

» To change the name of the fir user should enter the new name and the same will be

applicable for all the permissions and license issued.

Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ® Logout

Ko . .
Fd hY Central Drugs d Control O ion
£ cosc A Director General Of Health Services
\ ...'.i Ministry of Health & Family Welfare, Government of India

S, one

Change of Name of Firm

0Old Detail New Detail

New Organisation Name: Advance Testing «

Organisation Name: Testing

The following re’s will be ammended

N T T T
1

RC/BD-002141 25-May-2017 24-May-2020 Import & Registration of drugs

2 C0Ss-333 02-Feb-2015 06-Jun-2018 Registration of Cosmetics

The following Licenses's will be ammended

No Records Found

- Save & Continue

=~
s
HSH Designed, Developed and Maintained by C-DAC.

€DAC
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» Confirmation alert appears before proceeding to the checklist. The name cannot be
edited once you click on ok.

Are you sure?

Are you sure you want o proceed to checklist, as after this
you won't be able to modify form

Figure 144 : Confirmation alert -- Proceed to checklist

» Checklist of the documents to be uploaded for the case.

Welcome Mr. Applicant (Indian Agent) # Home < Change Password & Logout

7 %\\i Central Drugs dard Control Organi

i

4 Director General Of Health Services

LN /' Ministry of Health & Family Welfare, Government of India
. W

Upload Essential Documents For Change in name of firm(Indian Agent,Importer,Corporate)

Note:

1 Click on the checklist point to upload document against it Only PDF documents with size not more than 10 MB are permitted.
2. All checklist items are mandatory. In case of ity of (give proper regarding the ity of and also upload supporting
document

3. Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

& 1 Covering Letter
& 2.RoC (Certificate of Incorporation)
& 3.Power Of Attorney

& 4 Wholesale License / Manufacturing License

8
Sh Designed, Developed and Maintained by C-DAC.

~

Figure 145 : Checklist of the documents
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» Preview of the new name along with the list of permissions and license where it will

be reflected.

Menu = Welcome Mr. Applicant (Indian Agent) # Home 2 ChangePassword ¢ Logout
\\ Central Drugs Standard Control Organisation

i Director General Of Health Services
Ministry of Health & Family Welfare, Government of India

‘.\—-u:‘a

Preview for Change in name of firm(Indian Agent,Importer,Corporate)

0ld Organisation Name New Organisation Name
Testing Advance Testing

The following r¢'s will be ammended

RC/BD-002141 25-May-2017 24-May-2020 Import & Registration of drugs
2 €0s-333 02-Feb-2015 06-Jun-2018 Registration of Cosmetics

The following Licenses's will be ammended

No Records Found
4 Submit To CDSCO

Designed, Developed and Maintained by C-DAC.

Figure 146 : Preview of change in name

» File number generated after submission of the application

Welcome Mr. Applicant (Indian Agent) # Home & ChangePassword ¢ Logout

Menu =
Central Drugs Standard Control Organisation

m Ditector General Of Health Services

\ o ¢ Ministry of Health & Family Welfare, Government of India

hO. _‘.*

Your Application has been submitted successfully.

Kindly note your file no{DCGI/PostAppr/2017/1799 for future correspondence.

Figure 147 : File number generated
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Online Payment with
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6. Online Payment using Bharatkosh
6.1 Pre requisites for Online Payment

e Valid User Account on SUGAM Portal

¢ Internet enabled machine like desktop, laptop etc

e Internet browser with updated version such as IE, Chrome, Firefox etc.
e Net banking facility or valid Debit or Credit Card

Important Note:

Using this online payment facility, user will be making online payment to
Government of India under the head of Fees & Fines. It may be noted the actual
fee will be credited to Payment & Account Office (PAO), Govt. of India only after
2-3 days of making the online payment transaction. Hence, users are requested
to initiate the payment through online payment services of SUGAM at least 3
days before the submission of application to CDSCO.

6.2 Steps to make Online Payment

» Loginto SUGAM web portal (URL:https://www.cdscoonline.gov.in) by using any
internet browser and enter your login Credentials in the sign in box and as shown in
below Figure

BN rommtishaiic com s B s | 82157 82157 o

SUGAM
ONLINE LICENSING

v Application Submission

'/ Track Status of Application
Grant of Permission/Approval/

Figure 148 : Login to SUGAM Portal
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» After Login, click on the left top menu and select the online payment shown in below

Wwelcome Mr. Applicant (Imperter(Application in Form 8)) # Home ' Change Password ¢ Logout

Menu =
£ ",  Central Drugs Standard Control O;
i
. ; Director General Of Health Services
\—- - Ministry of Health & Family Welfare, Government of India
—
O Dashboard Switch Role -
+ Expand All
~ e
{] User Guidelines Importer(Application in Form 8) Manual
o
ﬁq User Profile Your Profile is ready for application submission. Submit Application +
é Submitted Applications 0 Applications View +
Most recent : No Application Found
H Saved (Draft) Applications 6 Applications view +
Most recent : Form (File No : IMP/Forma/NCD/2016/1773 )
Modified Date04-May-2016
0 Applications View +
W Approved Applications Mew/ PR
® Most recent : No Application Found

Figure 149 : Select the online payment

» Click on the Online Payment Option and the fill up the Online Payment Details.

!
‘\, Director General Of Health Services

N e
,-:%n\ Central Drugs Standard Control Organisation
¥
i
“?:::c“ Ministry of Health & Family Welfare, Government of India

Online Challan Payment Details

Payment Date: 10-Jun-2016 User Name & Address: Taiyab Khan
PFMS Shivaji Stadium Annexe,Delhi-110001
Division Name Select v ‘ Purpose | Select v
Budget Head: Fee Paid:
Medical Product/Drug Payment(INR): 0
Name:

Figure 150 : Online Payment Details
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Payment Date . By Default, current date of payment is displayed.
User name &Address : User Name and Address is fetched from user registration
Division Name : Choose “Division Name” from the dropdown list to whom the
Required online application is to be submitted.
Purpose : Choose the “Purpose” of payment from the dropdown list of

payment Purposes, filler according as per the selection of
division name.

Budget head . Display the Budget Head Account on which the payment is
credited on the CDSCO account.

Medical Product/Drug . Enter the Medical Product/Drug Name for which the payment
IS to be made.

PaymentiIn (INR/USD) . Enter the total payment amount in (Rs. /USD) as per the

purpose of payment and the total fee is required to be paid as
per the table given below.

Table 7 : Purpose wise Fee’s required to be paid

Division .
S. No. Purpose Name Fee paid
Name
) ) Marketing Authorization (Form | Rs 50000 and Rs 15000 in case of
1 Biologicals o o
44) regularization of permission
Application for License to import
Rs 100 for each product and Rs 50 for
2. Biologicals drugs for examination, test or
] each subsequent product
analysis (Form 12)
) . Subsequent approval of Marketing
3. Biologicals Rs 15000
Authorization (Form 44)
4, Biologicals Clinical Trial Phase | (Form 44) Rs 50000
5. Biologicals Clinical Trial Phase Il (Form 44) Rs 25000
6. Biologicals Clinical Trial Phase Ill (Form 44) Rs 25000
7. Biologicals Registration of Site (Form 40) 1500 USD for each site
8. Biologicals Registration of Product (Form 40) | 1000 USD for each product
Rs 1000 for each product and Rs 100 for
0. Biologicals Import License (Form 8)
each subsequent product
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250 USD for each applied category

10. Cosmetics Fresh (Form 42) o
(category as per Column 3 of guideline)
1. For already registered category- no

) fees is required

11. Cosmetics Endorsement (Form 42) )
2. For new categories- 250 USD for each
applied category
a.) Foreign Manufacturing premises Fee
—1500 USD (or its Eg. Indian Currency).

Import & ) ) » b.) Registration Fee for single drug and

12. ) ) Registration Certificate (Form 40) ) )

Registration 1000 USD (or its Eg. Indian Currency)
for each additional drug in case the
manufacturing site remain same.

13 Import & Import Licence (for Schedule X | Rs 1000 for single drug and Rs 100 for
' Registration Drugs - Form 8A) additional drug.
Import & ) Fee Rs.1000 for one Product and Rs.100
14. ) ) Import License (Form 8) .
Registration for each additional Product
Medical Registration Certificate )
USD 1500 for site and USD 1000 for
15. Devices & (Fresh/Endorsement/Re-
) ) ) ) each product
diagnostic Registration - Form 40)
Grant of permission to import or
Medical manufacture new medical device
16. Devices & going to be introduced for the first | Rs. 50,000/-/Rs. 25,000/-/Rs 15,000/-
Diagnostic time in the country for sale or to
undertake clinical trials (Form 44)

Medical
Fee Rs.1000 for one Product and Rs.100

Devices & Import License (Form 8) o

17. ) . for each additional Product

Diagnostic

Medical Application for License to import
Rs.100 for One product and Rs.50 for

18. Devices & drugs for examination, test or o
) ) ) each additional product
Diagnostic analysis (Form 12)
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Application for BE NOC for Export

of new molecule (New Chemical

BA/BE for
19. entity) not approved in India but | Rs 50000/-
Export ) .
approved in other countries. (Form
44)
Application for BE NOC for Export
BA/BE for ) )
20. of New Drugs approved in India | Rs 25000/
Export o )
within period of 1 year (Form 44)
Application for BE NOC for Export,
BA/BE for of New Drugs approved within
21 ) Rs 15000/-
Export period of more than 1 year & less
than 4 years (Form 44)
Application for BE NOC for Export,
BA/BE for of a drug product in modified
22. Rs 15000/-
Export release form irrespective of their
approval status (Form 44)
Application for license to import
23 BA/BE for drugs for the purpose of | Rs 100 for single drug and additional fee
' Export examination, test & analysis (form | of 50 for each additional drug
12)
Subsequent new drug application
Subsequent for Import/ manufacturing within
24, Rs 50000/-
New Drug one year of its initial approval.
(Form 44)
Any  Subsequent new drug
application received for import/
Subsequent manufacturing after one year of the
25. Rs 15000/-
New Drug grant of initial approval for the
manufacture for sale of the new
drug. (Form 44)
Subsequent new drug application
Subsequent ) )
26. by the same applicant for import | Rs 15000/-
New Drug

and manufacturing  that drug,
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whether in modified dosage form
or with new claims, is made (Form
44)

Subsequent Application for BE NOC for
27. Rs 15000/-
New Drug subsequent new drug (Form 44)
Application  for  Licence for ) .
Subsequent o ) Rs 100 for single drug and additional fee
28. examination, test or analysis (Form .
New Drug 12) of 50 for each additional drug
Subsequent Phase Il Clinical Trial Permission
29. Rs 25000/-
New Drug (Form 44)
Subsequent Phase Il Clinical Trial Permission
30. Rs 25000/-
New Drug (Form 44)
New Dru New drug application for Import/
31 o : ’ -pp P Rs 50000/-
division manufacturing. (Form 44)
New Drug Clinical trial Phase-l1 application
32. ) Rs 50000/-
division (Form 44)
New Drug Clinical trial Phase-11 application
33. o Rs 25000/-
division (Form 44)
New Drug Clinical trial Phase-Ill application
34. o Rs 25000/-
division (Form 44)
Application for License for ) .
New Drug o ) Rs 100 for single drug and additional fee
35. o examination, test or analysis (Form o
division 12) of 50 for each additional drug
Rs 50,000 in case any of the active
] Permission to Import or | ingredients is approved for less than
Fixed Dose
36. o Manufacture of a New Drug - FDC | one year and Rs 15,000 if all active
Combination ) ) ) )
(Form 44) ingredients are approved in India for
more than one year
) Application for License to import ) .
Fixed Dose o Rs 100/- for single drug and additional
o drugs for examination, test or .
37. Combination ) fee of Rs. 50/- for each additional drug
analysis (Form 12)
38. Fixed Dose Phase Il Clinical Trial Permission | Rs 25000/-
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Combination (Form 44)
Fixed Dose Phase Il Clinical Trial Permission
39. o Rs 25000/-
Combination (Form 44)
Import small quantities of new
Import of New )
) drugs by a Government Hospital or )
Drugs in small ) o Rs 100/- for single drug and Rs. 50/- for
40. . Autonomous Medical Institutions .
quantities for ) each additional drug
) ) for the treatment of patients (Form
use in hospital
12 AA)
o Application to undertake Clinical
41. GCT Division Rs 25000/-

Trial (Form 44)

Change in CRO/Applicant for
42. GCT Division Rs 25000/-
Clinical Trial (Form 44)

Application for License to import ) .
o o Rs 100/- for single drug & additional fee
43. GCT Division drugs for examination, test or .
) of Rs 50/- for each additional drug
analysis (Form 12)

» On Clicking Submit button Payment request is forward to Bharatkosh Payment
gateway.

4 ﬁ:\ Central Drugs Standard Control Organisation

i
\% % i Director General Of Health Services
L Ministry of Health & Family Welfare, Government of India

[ransfer to BharatKosh Payment Gateway

1
Yan'

Figure 151 : Transfer to BHARTKOSH Payment Gateway
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The below page provides the facility to verify the payment details sent to BHARATKOSH
payment page. Applicant will be then redirected to BHARATKOSH Online Payment page

https://bharatkosh.gov.in/Bharatkosh/bkepay

Please Note: If payment is required to be made in the USD the actual USD

conversion rate is taken from the Reserve Bank of India (RBI).

Controller General of Accounts
Dept. of Expenditure, Ministry of Finance

w&, _ a
a8 Non-Tax Receipt Portal

Government of India

N i
r B
ri .
Iz N _ 7
‘\nm“a-o"‘ {j‘T&'TT TUTdcAT Ua Hl=Tohcll = -
e Online selution for Application Submission, Processing & Grant of Permissions
4 ' Confirm Info Pay
Payment Mode Online Payment £
Depositor Details
Name : Taiyab PFMS
Address 1 : PFMS Address 2 : Shivaji Stadium Annexe
City Delhi District :
State : DELHI Country : INDIA
Pincode [ZipCode: 110001 Email : Taiyab.rashid@gmail.com
Mobile No (91 ): 9654130494
Purpose Details
Sr. No. [Ministry DDO Name PAO Name Purpose Payment Period/ Amount Amount {In
Frequency {In INR) usD)
1|HEALTH AND FAMILY |Section Officer, PAO(DGHS), Import and Registration | One Time , 2015-2016 6400 100
WELFARE CDSCO (HQ), New |New
Delhi[203700] Delhi[o20946]
Total : INR Six Thousand Four Hundred Only 6400 100.00
e ==

Figure 152 : BHARATKOSH Payment View Details

Once user validates all his details pertaining to the payment and clicks on confirm
button, user will be redirected to payment gateway. Clicking on “Cancel” will
terminate the current transaction and then he will be re-sent to payment status
page.

Payment request processing at SBI ePay payment gateway :At the Payment page,
user will click on any of the desired payment channels, these options are displayed
on the page as tabs, and users can select either “Net Banking, Debit Card or Credit
Card” as depicted in the below figure
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oot
P .
e | =)
\"w. =.::)a - - = B o - i e —
e Online sohition for Application Submission, Processing & Grant of Permissions ==
Confirm Info 2 Pay
Met banking Debit card Credit card IMPS

@ smeray — PiciciBank

| —-Select-- ¥

View User Charge

zomivs | (S
Enter the Letters shown above: =

After you click on 'Pay’ button, you will be redirected to a secure gateway. After completing the payment you will be redirected back

Note: Please Wait and do not Press Back or Refresh button of your browser while your transaction is being processed.

Disclaimer:- Please ensure that all the Fields and Amount Entered by you are correct. Payment once made on BharatKosh will not be
Refunded.

1 acknowledge and confirm that 1 have read and agree to the Terms and Cenditiens.

Figure 153 : Payment Gateway

» If User clicks on “Net Banking “tab, user will have an option to select SBI ePay radio
button, user will select SBI ePay, all banks mapped with SBI epay will get populated
in “Select your bank” dropdown. User should select his bank of choice from the drop
down list.

» User then types the Word verification as per the words displayed in the image
shown at the bottom of this page. User will then click on “Pay” button.

» User will be navigated to the Payment gateway; in this case it will be the login
screen of the selected bank.

» User will type his/ her login credentials, enter into the bank’s website and type the
amount and click on Pay button.
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”sBIePa!, epay solution
Transaction Details Order Number 1106160000002 Amount 6400.00 INR + Convenience Fee if applicable will be charged to you.
Payment Details
State Bank Associate Banks
Wl B2 ¥

| ® State Bank of India
Net Banking With you - all the way

|

Other Banks [ select Bank ~|
prm

—y :
AMERICAN EXPRESS =9 PaLaDIoN

Ver\i’f;es(ﬁw Hasiercart: SafeKey- (¥ Symantec.

ERTIFIED

Copyright® 2013 State Bank of India. All Rights Reserved

Powered by State Bank Of India.

Figure 154 : Screen of SBI ePay

» Receipt of payment confirmation: If payment is successfully received by the bank,
user will be shown the success page at Bank payment gateway, and then the user
will be redirected back to the SUGAM portal at the online payment status page.

SBlePAY Test Bank

Orderdumber = 1106160000002
Amount : 6400.0
Successful | Decline

Figure 155 : Receipt of payment confirmation

» Tracking your Payment Status: To track your payment status click on the “Online

Payment Status” menu option.
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€ | @ | 220.156.189,68/CDSCO/viewAdvancePaymen

= View Online Payment Status

User Manual

wISh
coNC

220.156.189.68/CDSCO/ViewAdvancePayment

CEC N

E-e-@ =]

. Q Search wBe 9 % & O =
- b 0 osh 0 g ord 0qo ~
;f_ﬂgf:\; Central Drugs Standard Control Organisation
\‘-:: _:,-" Director General Of Health Services
Ministry of Health & Family Welfare, Government of India
Online Advance Payment Details
Search:
SNo.®  UserName % Purpose + Medical Product Name % Paid Amount(INR) * PaidOn # Status *
1 = Taiyab Khan Import Licence Form 8 testl 1 17-12-2015 Incomplete
2 = Taiyab Khan Import Licence Form 8 templ 1 17-12-2015 Incomplete
3 - Taiyab Khan Import Licence Form 8 testing 20 17-12-2015 Incomplete
4 = Taiyab Khan Import Licence Form 8 test 10 17-12-2015 Forward
5 = Taiyab Khan Import Licence Form 8 testing 10 17-12-2015 Forward
6 =+ Taiyab Khan Import Licence Form 8 testing 1 17-12-2015 Forward
T = Taiyab Khan Import Licence Form 8 test 1 17-12-2015 Forward
8 = Taiyab Khan Import Licence Form 8 test 12 17-12-2015 Incomplete
= Taiyab Khan Import Licence Form 8 st20001 100 17-12-2015 Incomplete
v

ENG  3:56PM

Figure 156 : Tracklng your Payment Status

L=

INTL 12/17/2015

» Transaction Status list: There are two types of status maintained at NTRP
(BHARATKOSH).

Transaction Status

list

Receipt Status

Payment Status

> Receipt Status: - Status of the transaction at Bharat-Kosh before it is being sent to
Bank’s Payment Gateway.

» Payment Status: - Status of the transaction which is received from Bank’s Payment
gateway i.e. after the transaction has been processed.
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The comprehensive list of all Transaction status maintained at SUGAM is given

below:-
Table 8: Comprehensive list of all Transaction status
.No. | Status Status Status Description
Type
1 Receipt Confirmed | User has clicked on submit button at Payment Info
Status Page
At BHARAT KOSH.
2 Receipt Payment User submits data from SBI Aggregator Page
Status Initiated
3 Receipt Incomplete | User reached on Confirm Info page at BHARAT KOSH
Status and leaves/ clicks Cancel button.
4 Receipt Submitted | User submits data from Confirm Info Page at BHARAT
Status KOSH.
5 Payment SUCCESS Transaction is completed successfully
Status
6 Payment FAIL Transaction failed
7 Status ABORT If Aggregator reference number is generated but No
Gateway response Or if Aggregator reference number
NOT generated and NO response exist.
8 Payment No records | No merchant order number present at Aggregator end
found
9 Status BOOKED The customer has not navigated on success page or left
the transaction in middle.
10 | Payment REFUND If the transaction is refunded through either manually
refund or DVP refund.
11 | Status PENDING If maker done the transaction and checker has not
authorized the transaction
12 | Payment EXPIRED If transaction stays in BOOKED condition for 5 days
then on 6th day it gets expired.
13 | Status CLOSED If the transaction is reversed due to discrepancy at
issuer Bank
14 | Payment REJECT If the transaction is reversed due to Risk & Fraud.
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Step 7: How to get payment e-Challan

coNC

GAR 6 -- Once transaction is successful, GAR 6 gets generated at NTRP
(BHARATKOSH). User will have to navigate to bharatkosh.gov.inand click on
"track your payment" link, user can login by using OTP method, after logging
user can view list of all transactions done through the mobile no., and it will
also have the GAR 6 generated for a successful transaction.

L ST " £ Banking, Credit/Debit Cards.

Non-Tax Receipt Portal Controller General of Accounts
Government of India Dept. of Expenditure, Ministry of Finance

Home AboutUs UserGuide ContactUs FAQs Terms And Conditions
- —p—

{ ‘?“*
Non-Tax Receipt Portal

Current Receipt Donate to Common Receipts Non-Registered
Available for Deposits = Swachh Bharat Kosh to Gol Users

Objectives of the Non-Tax Receipt Portal

» The objective of Mon-Tax Receipt Portal (NTRP), is to provide a one-stop window to citizens / corporates/other users
for making online payment of Non-Tax Revenue payable to Government of India (Gol).

® Non-Tax Revenue of Government of India comprise of a large bouguet of receipts, collected by individual
departments/ministries. Primarily these receipts come from Dividends, Interest receipts, Spectrum charges, RTI
application fee, purchase of forms/magazines by students and many other such payments by citizens /
corporates/other users.

NTRP will save users/citizen from the hassle of going to banks for making drafts and then to Government offices to
deposit the same for availing the services.

» NTRP shall facilitate instant payment in a transparent environment using online payment technologies such as

Login For Registered User

XBA

Text shown in Captcha is case-sensitive

Type the text shown as per the image
above

Forgat Password?

Register as user

}|  Publication Division e-Store

Track your Pavment |
| payment history

Guide Me

Figure 157 : Payment e-Challan

Track your Payment / payment history

GAR 7 -When the amount gets credited to PAO's Account and PAO's Bank has

sent the scroll for Challan to NTRP, then Challan gets generated at NTRP (Bharat-
kosh). User can navigate to bharatkosh.gov.in and click on the link “track your
payment” and login using OTP feature and view the Challan generated for the

transactions done by him/her.

Step 8: How to use online payment Challan which applying to CDSCO.

To use the online payment transaction in an application to be submitted to

CDSCO, User is required to upload the GAR-7 Challan that is generated at NTRP

(BHARATKOSH).

application submission workflow of SUGAM portal.

User has to upload the online generated payment Challan at step 4(Payment) of
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Chapter- 7
Application for Export NOC
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7. Application for export NOC

» After choosing the role as “Cooperate” click on “Submit Application” as highlighted in
the below Figure

Menu = Welcome Mr Applicant (Corporate) # Home C Change Password ¢ Logout
e =
V4 \ Central Drugs Standard Control Organisation
¢ wnﬂu& L Directorate General Of Health Services
\.= ,_/," Ministry of Health & Family Welfare, Government of India
O Dashboard SwitchRole -
+ Expand All
~
F et User Guidelines Corporate Manual
L
~
;E., User Profile Your Profile is ready for application submissionjSubmit Application +
I-.‘ Submitted Applications 0 ap +
L Most 1
Modif
H Saved (Draft) Applications +
fo EXP/NC
Approved Applications 0 Applications View +
dost Tecent - No A tion Found
-
E Rejected Applications 0 sy +
Most T
® Suspended/Withdrawn Applications 0 Applica i
Most
™ | View Historical Applications 39 New Messages View
"‘ Post Approval Applications wg¥" Ay Ham
View Here
Notifications ~ygW-
_- 7! Laboratory Test Request 0 Saved As Draft Request View +
Gy

-"?‘ﬁém Designed, Developed and Maintained by C-DAC.

conc
Figure 158 : Application for export NOC

7.1  Online Form Submission

» After clicking on “Submit Application” user will be redirected to “Online Form
Submission” page.

» Here, user has to select Department as “Zone and Select Form as “NOC”, as
shown in below Figure.

» Checkbox on terms and condition to move to the next page.
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‘Welcome Mr Applicant (Corporate) # Home & Change Password (9 Logout

e \,  CentralDrugs Standard o
fa i Directorate General Of Health
\ 7 Ministry of Health & Family W

e

emment of India

Online Forms Submission
Select Department Expert NOC (Zone)

Select Forny Export NOC

# 1 agree that I will provide accurate information and I will be solely responsible for any false or inaccurate information provided to the division.

GENERAL INSTRUCTIONS
* User can proceed to Online Form Submission cnly if the User Profile is complete.

Please 1ead the below carefully Onitne F¢
0 few simple steps like:

2 Use mioad & pdf in Full Preview step. After downloading, perform the following steps:

the form

HEH Desigred, Developed and Maintained by C-DAC.
Figure 159 : Online Form Submission

» Itis mandatory to select “Agree on Terms and Condition” to proceed further.
> Before proceeding further kindly read the ‘General instructions’ provided on

the same page.
» User can proceed for the online form Submission only if the user profile is

complete.
7.2 Application Cases

User can apply for one of the following application as highlighted in below Figure

» Procuring Unapproved/approved New Drug (Bulk) for R&D/Formulation
Development / Manufacture of Exhibit Batches for data of Export Purpose

» Manufacture for Export Purposes.
» Material Transfer (APl Manufacture)

‘Welcome Mr. Applicant (Carporate) # Home & ChangePassword & Logout

Central Drugs Standard Control Organisation
Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

Export NOC
Purpose of Application v [t SaE RS EtRR Y
Applied For: [‘Select all
Purpose of Application: | i ‘
Licence No.

ESitrd Designed, Developed and Maintained by C-DAC.
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7.3 Purpose of Application

» User can choose the Purpose of Application as either Bulk Drug or Finished
Formulation according to his requirement, as shown in Figure.

Memu = Welcome Mz Applicant (Corporate) # Home £ ChangePassword () Logout

:i" W‘\ Central Drugs Standard Control Organisation

7 e i Directorate General Of Health Services
L & _"j Ministry of Health & Family Welfare, Government of India
Export NOC
b R LRl Product Detail  Drug Detail
Applied For Procuring Unapproved /approved New Drug (Bulk) for B |gp)
Burpose of Application: Select |
| a
Licence No.:
Select
Finished Formulation
Tssue Date 31/07/2012 EXpIy DatE 07T 20T

e e

i
H$H Designed, Developed and Maintained by C-DAC.

Figure 160 : Purpose of Application

> If the user’s license number entry has already been registered in the system then it
will be fetched from there and will appear on the drop down menu of the “License
No.”, as shown in Figure.

‘Welcome Mr. Applicant (Corporate) # Home & ChangePassword ¢ Logout

e, o
T4 %  Central Drugs Standard Control Organisation
] wm L ]
\ & i Directorate General Of Health Services

'::::" Ministry of Health & Family Welfare, Government of India
- ~
’ N
U

In case of Export NOC

\

|
Unapproved/ : =

| Product Detail  Drug Detail
Banned and new,

1

\

AP I ISO btal n Ed Applied For: Procuring Unapproved /approved New Drug (Bulk) for R ,p
\ —.
fI'O m Oth er \\ Purpose of Application: Finished Formulation %
v manufacturer. SN, LicenceNos Select
S / ~
~ - ) Q
s-==---r--——-——---"=-"=-=--= A\ Incase of Unapproved /
Banned and New, APlis
obtained from other

Manufacturer

a
o

il :%a; Designed, Developed and Maintained by C-DAC.
o . -
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NOTES:

» If the user’s license number is not registered in the system then the user has to first get
it registered on the system and then only he will be able to move further for Online
Form Submission.

» For License Registration go to Dashboard homepage, go to the top of menu and select
“Add Wholesale/Manufacturing Licensing Details” under user profile, as highlighted
in the Figure.

Welcome Mr Applicant (Corporate) # Home <3 Change Password @ Logout

dard Control Organisation

cDAC

Figu 161 : Add Wholesale/Manufacturing Licensing Details

Designed, Developed and Maintained by C-DAC_

» After selecting “Add Wholesale/Manufacturing Licensing Details” a new window
will open where user will fill the details to register his/her license number, as
shown in Figure.

Add License Details

08 00 @ @ @ 8@ B4 H

Figure 162 : Add License details
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» Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation
Development / Manufacture of Exhibit Batches for data of Export Purpose.

» When user select “Procuring Unapproved /approved New Drug (Bulk) for
R&D/Formulation Development / Manufacture of Exhibit Batches for data of
Export Purpose” as the purpose of application then, in case of Unapproved /
Banned and New, APl is obtained from other Manufacturer, as shown in Figure.

> If user need API from other manufacturer click on “Yes” otherwise “No”.

> Click on Save and Continue to move forward or click on Reset button to reset the
form.

‘Welcome Mr. Applicant (Corporate) # Home & Change Password @ Logout

" \ Central Drugs Standard Control Organisation
£ ousl ¥ Directorate General Of Health Services

- 3
5 cﬂg'_ #  Mnistry of Health & Family Welfare, Government of India

Export NOC

Applied For. Procuring Unapproved /approved New Drug (Bulk) for B ||

Purpose of Application: Finished Formulation v

Licence No. N1Z3

Premise Name GHAZIABAD Premise Address Test, Test, Test, Andaman

Tssue D

1/07/2012

In case of Unapproved / # YesONo
Banned and New, APTis

obtained from other

Manufacturer

Figure 163 : Click on Save and Continue

> After filling the Purpose of Application the form will go to next step i.e. Drug Details,
as shown in Figure.

» Here the user will fill all the required details and click on “Save” button after
completion of the form.

Drug Detais
Application applied for: Finished Formulation
Generic Mame of Drug:
Brand Mame (opricn an
Phammacopsial Monograph: == =
Class of Drug: == =
St Lise 5 Saiect =
Storage Condition: =re =l
Quantsty Satec =l
Export Coun o
Dosags Form Setec [=]
sssssss Se EI
Package Size
Composition S
Composition
T—— Strangtn uns
API Detail
Quanty on Manufactare Mame
Manufactare Address

Figure 164 : Fill all the required details
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> After clicking on save button the entry will be shown in tabular form at the end of
the page, as shown in Figure.

» User can have more than one entry of drug detail according to his requirement
otherwise click on Next button.

Drug Details

T T

I = frgrdeg In House Specification Enzymes 1 Week - Injection

Figure 165 : Drug Details

» At the end user will see the application for issue of NOC for Procuring Unapproved
/approved New Drug (Bulk) for R&D / Formulation Development / Manufacture of
Exhibit Batches for data of Export Purpose

> Here, the name of the city will be highlighted where manufacturing license is
holding, as shown in below Figure.

» User can download the PDF form from the button “Download PDF “visible at the left
bottom of the page.

Welcome Mr Applicant (Corporsts) # Home @ ChangePassword ® Logout

Application for issue of NOC for Procuring Unapproved / &D / Formulation Development / Manufacture of Exibit

File No: EXP/NOC/2018/9583

T

CENTRAL DRUGS STANDARD CONTROL ORGANIZATION(EAST ZONE) ,
mtroller (1) Nizam Palacs, 15t MSO Building, 7th Floos (Eastem Side) 234/4, A.J.C. Bose Road

NOC of Procuring Unapproved /approved New Drug {Bulk) for RED / Formul

22 Miligrams

far
e e
=

bulk drug for the ahove said purpose from the following manuf

%
m e ——— [

Signature
Dated: 18-AT-2018 Name and Designation ...

Figure 166 : User can download the PDF

» After clicking on “Save and continue” a pop-up will come, as shown in below
Figure.

» This pop up will ask whether the user wants to proceed to checklist, as after this he
won't be able to modify form.

Page | 126



User Manual g@?ﬁg

‘Online Licensing System

Are you sure?

Are you sure you want fo proceed to checkist, as sfter this
you won't be able to modify form

Figure 167 : Confirmation Message — Proceed to checklist

» After clicking on “OK”, a checklist window will open on the screen, as shown in
below Figure
» Before preceding you must read the “Note”, as shown in Figure.

Welcome Mr Applicant (Corporate) # Home & Change Password () Logout

Central Drugs Standard Control Organisation

!’C&, i Directorate General Of Health Services

\ i Mimistry of Health & Family Welfare, Government of India
o )

Ly

Upload Essential Documents For Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development /
Manufacture of Exibit Batches for data of Export Purpose

Note:
1 Click on the checklist point to upload document against it Only PDF documents with size not more than 10 MB are permitted.
2 All checklist items are mandatory. [n case of unavailability of document give proper justification regarding the unavailability of document and also upload supparting
document.
3. Partially saved checklist can be viewed/altered under the Saved Application link available on the Dashboard

D 1 Covering Letter

D 2. Copy of Manufacturing License

D 3. Copy of License in Form-29 issued by SLA for manufacture of AP

D 4. Legal Undertaking in Annexure-I from the manufacturer of APl

D 5. Legal Undertaking in Annexure-II from the manufacturer of Formulation

D 6. Justification for quantity of API and Purpese for which it 1s intended to be used

D 7. Upload Expert NOC Form

Designed, Developed and Maintained by C-DAC.

Figure 168 : Before proceeding read the “Note”,
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» Click on the checklist point to upload document against it. PDF document size
should not more than 100MB.

» All checklist items are mandatory.

» Partially saved checklist can be viewed /altered under the Saved Application link
available on the Dashboard.

» After completion of all the documents in checklist the window will appear in green,
as shown Figure

» Now click on “Save” button to further proceed, as show in Figure.

‘Welcome Mr Applicant (Corporate) # Home &£ Change Password () Logout

Jff \‘ Central Drugs Standard Control Organisation
2 B Directorate General Of Health Services

§ coreet
\ & _'.f Ministry of Health & Family Welfare, Government of India
Sl

Upload Essential Documents For Procuring Unapproved /approved New Drug (Bulk) for R&D / Formulation Development /
Manufacture of Exibit Batches for data of Export Purpose

F documents with size
proper just

nore than 10 MB are permitted.
ng the unavailability of document and also upl

(& 4 Legal Undertaking in
[ 5 Legal Undertaking in Annexure: e manuf Formulation
& 6. Justification for quantity of APl and Purpose for which it is intended to be used

& 7. Upload Export NOC Form

“7_"1"‘_1‘\‘5?_5 Designed, Developed and Maintained by C-DAC.

Figure 169 : “Save” button to further proceed

> After uploading all the documents a new window will appear with the text
“Application has been submitted successfully.” As shown in Figure.

Mems O Welcome Mr. Applicant (Corporate) 0 Hon
—

7~ N\ Central Drugs Standard Control Organisation
(.

¥ ! Directorate General Of Health Services
\ - “.'_.f Ministry of Health & Family Welfare, Government of India

e Ty

Your Application has been submitted successfully.
Kindly note yourfle no. EXP/NOC/2017/126for future correspondence.

Figure 170 : Message Shown -- Application has been submitted successfully
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NOTE: Future correspondence is on the basis of our generated File No.

Elaboration of File No. generated through system, as below -
» NOC - meant for - This File Number generated for ‘No Objection Certificate’
» 2017 — Meant for the current year.

» 126 - Stands for serial number generated through system.

7.4 Bulk Drug

» When user selects “Procuring Unapproved /approved New Drug (Bulk) for R&D
/ Formulation Development / Manufacture of Exhibit Batches for data of
Export Purpose” and “Bulk Drug” as the purpose of application then directly click
on Save and Continue button to move forward, as shown in Figure.

Menu = Welcome Mr Applicant (Corporate) # Home £ Change Password ) Logout
P e 1 Central Drugs Standard Control Organisation

awsiifos ¥ Ditectorate General Of Health Services

Ministry of Health & Family Welfare, Government of India

Export NOC

NP PSN Tl Product Detail | Drug Detail

Applied For: Procuring Unappraved /approved New Drug (Bulk) for R.. g

Purpose of Application: EBulk Diug I

Licence No.: IN-123 |
Premise Name GHAZIABAD Premise Address ‘Test, Test, Test, Andaman
And Nicobar, India
Issue Date :31/07/2012 Expiry Date 10/12/2015

B om0 nm |

$1S9  Designed, Developed and Maintained by C-DAC.

Figure 171 : Bulk Drug

> After filling the Purpose of Application the form will go to next step i.e. Drug Detail,
as shown in Figure.

» Here the user will fill all the required details and click on “Save” button after the
completion of the form.
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Purpose of Application «* Quantity Detail

Drug Details

Application applied for: Bulk Drug

Generic Name of Drug: [ dad v ]
Pharmacopeial Monograph: [ Any Other Pharmacopia =]
Class of Drug: [ Antiviral Drugs E|
Shelf Life: [ 4 ,,| [ weeks El
Storage Condition: [ 2°C - 8°C EI
Quantity (2 «v] [ Laver El
Export Country ([ Algena) |

Multiple options can be selected

=3 e

Figure 172 : after the completion of Form Click on Save button

NOTE:
» Further steps are same as mentioned above.

Form
Submission

IIC NG Checklist

Preview

7.5 Manufacture for Export Purposes

» When user apply for “Manufacture for Export Purpose” in Purpose of Application as
“Bulk Drug” or “Finished Formulation” then form looks like as shown in Figure.
» After completing form click on “Save and Continue” to go to next step.

Welcame Mr. Applicant (Corporate) @ Home & Change Password & Logout

Drugs Standard Control Organisation
10tate General Of Health Services
# Health & Family Welfare, Government of india

Export NOC

Purpose of Application v [REEHEEVEEHIE g e

Applied For Manufacture for Export Purpass

Purpose of Application: Bulk Drug

Ny &

Licence No.: | Lv-123

Premise Name Testing Premise Address Testing Enclave, Tester
Group, Testocity, Karnataka, India
Issue Date :31/07/2012 Expiry Date 10/12/2015

Designed, Developed and Maintained by C-DAC.

Figure 173 : Manufacture for Export Purposes
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» In Purchase Order Detail Form, purchase can be issued either by “Trader” or
“Buyer”, as shown in Figure.

» |If user selects “Trader”, then he has to fill the details of Buyer and Trader
respectively.

> Else, if user selects “Buyer” then, he has to only fill Buyer Details.

Export NOC

HNote:
1 Al fields are mandatory
2 Purchase Order should not be less than 6 Months

Purchase Order Details

Purchase Order No - [ zz3sdscra ~J
Purchase Order Date - [ 19072017 ‘ =
Issued by l Buyer E|

Buyer Detail -

Organisation Name :

Address Line 1 Address Line 2
Country State City Pin Code
Setect =
Landline No. Fax
Please include Country Code - STD Code - Phone Number) (Please include Country Cede - STD Code - Fax Number)
T e o e =
E-mail -

=== ==
' Figure 174 : Fill Buyer and Trader Details

» In next form user will fill the drug details as shown in Figure.

se Detaile® | Drug Detail EeRERTSeEH]

Drug Details
Application applied for: Bulk Drug
Generic Name of Drug [ haa ./]
Pharmacopeial Monograph: [ BEE El
Class of Drug: [ Enzymes El
Shelf Life: [ 88 /| | weeks El
Storage Condition: [ 2°C - 8°C El

Figure 175 : User will fill the drug details

> After filling the Drug Detail the user will move to next step i.e. to Quantity Detail, as
shown in Figure.
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f . 1
Export NOC | Quan“ty I
. 1
! ) : — .-~ Detail '
‘Purpose of Application « | Purchase Detaile® | Drug Detaile® | Quantity Detall S i J
A B — -
Quantity Detail
Drug Name - Purchase Order No -
[ bag kel [ 2223305010 kel
Destination Country -
|:>. American Samoa | ~|
Quantity : Pack Type Pack Size
E v [ Bottle [ [z v

Figure 176 : Quantity Detail

» Again same steps will follow as mentioned above.

Application Checklist Form

Preview Submission

7.6 Material Transfer (APl Manufacture)

» When user applies for Material Transfer then, in the Purpose of Application he can
apply only for “Bulk Drug”, as shown in Figure.
» After completing the form click on “Save and Continue” so as to go to next step.

Menu = Welcame My Applicant (Corpotate) # Home O Change Password © Logout

{f‘ Hh\‘ Central Drugs Standard Control Organisation

J Direciorate Genesal Of Health Services
N2/ vy ot vty i, et 4 ke
Export NOC
Purpose af Application « [JEEECHSETESH
Applied For Manutacture bor Expen Purpose -
Purpose of Application: Bulk Cirug -
Licence No. : LN-123 -

Premise Mame Testing

Issue Date 1072012

Designed, Developed and Maintained by C-DAC.

] Fure 177 : Material Transfer (APl Manufacture)
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» Inthis section user will fill the “NOC No.” and “Zones Name” as shown in Figure.
» User can add multiple zone names as per his requirement.

4 Previous

Export NOC

Purpose of Application Product Detail  Drug Detail

NOC No. [ NA/NOC-Export/2017/000001 v/]

Zone Name : | West Zone v

Applicant Name :Mr.Applicant
Organisation Name :Test Pharmacy
Applicant Address :Block No.10, 1st Floor,Udyog Bhawan,Pune Pune MaharashtraIndia

Purchase Order No: [ 5655 ~/]
Purchase Order Date: ( o7ns/2007 | &)
API Name : | asdas )
Quantity E v [ ¥l

3 2

Figure 178 : Fill the “NOC No.” and “Zones Name”

» After this same steps as above mentioned will be repeated.

Application

Preview

Checklist Form

Submission
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Chapter- 8
Serious Adverse Events
Reporting
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8. Serious Adverse Event Reporting

A Serious Adverse Event (SAE) is defined as any adverse drug event (experience)
occurring at any dose that in the opinion of either the investigator or sponsor results in
any of the following outcomes:
> Death
» Life-threatening adverse drug experience
» Inpatient hospitalization or prolongation of existing hospitalization (for > 24
hours)
» Persistent or significant incapacity or substantial disruption of the ability to
conduct normal life functions
» Congenital anomaly/birth defect
» Important Medical Event (IME) that may not result in death, be life threatening,
or require hospitalization may be considered a serious adverse drug experience
when, based upon medical judgment, it may jeopardize the patient or subject
and may require medical or surgical intervention to prevent one of the outcomes
listed in this definition

It is important to remember that all SAEs are adverse events, but not all adverse events
are SAEs

A “Life Threatening Adverse Drug Experience” defined as

Any adverse experience that places the subject, in the view of the investigator, at
immediate risk of death from the reaction as it occurred, or it is suspected that the use
or continued use of the product would result in the patient’s death.

“Congenital Anomaly” defined as

Exposure to a medical product prior to conception or during pregnancy resulting in an
adverse outcome in the child.

» General SAE Reporting Policy

A Serious Adverse Event report must be submitted on any event which meets the
reporting criteria specified in the relevant protocol. These criteria vary depending on
factors such as whether an investigational new drug (IND) has been given, the grade of
the adverse event, whether or not the event resulted in hospitalization/prolongation of
hospitalization, whether the event is expected or unexpected, and/or the attribution of
the event to protocol treatment.

» Timeframe for initial SAE reports submission

SAEs have to be reported immediately within 24 hours of the Site Principal Investigator
(PI) becoming aware of the event. Pl has to send initial and follow up SAEs reports to
the Trial Sponsor and Site Ethics Committees (EC) within 14 days of SAE reporting.
After receipt of 14t day SAEs reports from investigator, the EC have to send the 30t day
SAESs reports to the Trial Sponsor.
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» Recipients of SAEs reports
Site Principal Investigators (Pl), who confirmed that SAEs occurred in their trial, are
required to report the SAEs to CDSCO and also to their Trial Sponsor and Ethics
Committees. There are chains of communication that are specific to each trial but,
since not all investigators are required to send SAEs reports to their Trial Sponsor.
After receipt of SAEs reports, the Sponsor must notify CDSCO and all other
participating Ethics Committees and Site Investigators (i.e., all investigators to whom
the sponsor is providing drug) of potential serious risks, from clinical trials or any
other source, as soon as possible. Timely reporting of Serious Adverse Events (SAES)
should be tightly monitored by CDSCO. Such reporting is not merely a legal
requirement, but a necessity for safe patient care.

8.1 Workflow for Online SAE Reporting

CT SAE Reporting/Monitoring

Mapping by Sponsor
Sponsor CT NOC

Site detail EC detail PI
| Site detail EC detail PI

CT NOC
1 ! Pl ] SAE
Ethics . Registration Reporting
Committee Hospltal_/CRO Pl Name
. Details |
Details
Patient CT NOC
Details —| Patient details
- Pl details
Site details
EC details

Other details
Figure 179 : Workflow for SAE Reporting

» For any clinical trial, Sponsor is responsible person and has all the information.
After receiving the CT-NOC from CDSCO and trial registration in the Clinical Trials
Registry-India (CTRI), it is the responsibility of the Sponsor to start and monitor the
clinical trial in all the participating sites.

> Before reporting of Serious Adverse Events there are some mandatory steps to be
followed to build-up the database and for proper linking of data.

e Add Site Investigator

e Site Investigator Mapping
e Initiate Clinical Trial

e SAE Reported
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To accomplish above steps the Sponsor may login into the SUGAM portal and then click
on CLINICAL TRIALS tab under MENU from his dashboard.

» Step 1: Add Site Principal Investigator

As the Sponsor/Applicant, when receives CT NOC, it only contains details of trail sites

(i.e. Hospital), Ethics committee and Pl name (but not Pl details and each PI has to
register themselves in the portal to report SAE).

After login into the portal click on “Add Site Investigator” tab under “Clinical Trials” in
Menu as shown in below figure.

Welcome Dr. Amit Krishna Antarkar (Sponsors(BA/BE& CT)) # Home < Change Password ® Logout
‘\‘ Central Drugs Control Organisation
i

F] Directorate General Of Health Services
p Ministry of Health & Family Welfare, Government of India

0 Dashboard

Switch Role  ~

Add Site Investigator
| ——————1 + Expand All
or
-» Initiate CT o
P User Guidelines Sponsorsi (BA/BE & CT)
- SAE Reported =i
[l &
P User Profile Your Profile is ready for application submission. Submit Application +
g Submitted Applications 43 Applications View #*
Most recent : Form44 (File No : BABE/Form44/FF/2017/3614)
Modified Date:31-May-2017
H Saved (Draft) Applications 1 Applications View +

Most recent : Form12 (File No - TL/Form12/57/2017/16860 )
Modified Date:17-Feb-2017

Approved Applications 95 Applications View +

Most recent : Form44 (File No : BE/17/000471)
Modified Date:17-Feb-2017

Rejected Applications 8 Applications View - 5
Most recent : Form44 (File No : BE/17/001272)
Modified Date:26-Apr-2017

Most recent - No Application Found

® Suspended/Withdrawn Applications O Applications View E
—
~

View Historical Applications 0 New Messages View

‘ Post Approval Applications wgW--  Apply Here

View Here
Notifications ~wEW"-

T
é@ éib— Designed, Developed and Maintained by C-DAC.

o~~~

Figure 180 : Add Site Principal Investigator

After that a new window will open as shown in below figure. Applicant has to enter the
Investigator’'s basic details and click on “Submit” button. He must add all the
investigators mentioned in the CT-NOC for which trial is going to start.
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Central Drugs Standard Control Organisation

Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

iy

E

"~ e

Site Investigator Registration

User-Name:* | AMITBHARGAVA@MAIL IN .,]
Name:* Dr v ‘ Amit ./I ‘ Trilokinath JJ | Bhargava ./|
Mobile Number:* +91 | 8100391760 v
Gender:* @ Male (O Female (O Transgender
Nationality:* Indian 'V
1D Proof Details:* I Adhar Card "I Download(hrAADHAR RC pdf)
(Single PDF < 10 MB)
Aadhar Card Number:* 456789456789
MCI Registration | 4122350 v 05/09/2017 =
Number:*
Upload Resume / CV:* Download(Office Timing Circular.pdf)
Email Id(Other then [ Amit@yopmail.com ‘,'
user name)*
]
Site Investigator Details
Search:
User Name = Investigator Name = MCI Registration Number Added by Sponsor * Delete =
=+ abc@mail in Mr. Aa Bb Cc 6789 Ms. Laxmi Sharma W
=+ test@gmail.com Mr. Aaa Klkk 23333434sdd Ms. Nipa Raju Doshi W
=+ Test@yopmail com Mr. Aaaaa Maurya frgrt Mr. Parveen Jain W
= MUNEESHGARG@mail in Dr. MUNEESH Kr Garg 10021 Ms. Laxmi Sharma 1T}
= neetu pi@yopmail com Ms. Neetu Sss Maurya 100321 Mr Parveen Jain Z]
=+ SITEINVESTIGATOR@CDSCO.IN Mr. Principal Investigator 1470 Mr Parveen Jain )

Figure 181 : Screen of Site Investigator Registration

» On clicking Submit button, an e-mail link will be send to Investigator for conforming
and creating his login credentials. Once the investigator clicks the e-mail link a

window will open as shown in below figure.
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Sy T
f % Central Drugs Standard Control Organisation
£ axd i Directorate General Of Health Services
r;\ i Ministry of Health & Family Welfare, Government of India
e
6 S SUGAM - An e-Governance solution for CDSCO

# Home © FAQ < Downloads Contact Us & Video Tutorial % iConnect

Create Login Credentials

Login Details
Userld* AMITBHARGAVA@MAILIN
Password:* [ ssssssses ',]
Confirm Password:* [ sesssssss '/l

&
il -\%EE Designed, Developed and Maintained by C-DAC.

€dAc

Figure 182 : Screen of Create Login Credential

» The User Id is auto fetched (i.e. same as entered by applicant/sponsor), investigator
needs to enter only Password and Confirm Password. After clicking on “Save” button
amessage will pop-up as shown in below figure.

e g T
7 % Central Drugs Standard Control Organisation
£ o i Directorate General Of Health Services
k i Ministry of Health & Family Welfare, Government of India
W T &
iy e SUGAM - An e-Governance solution for CDSCO
# Home @ FAQ & Downloads Contact Us & Video Tutorial % iConnect

Thanks For Registering with us.

Your Email-Id has been Verified.
‘Your registration is preliminary and subject to verification by CDSCO office.
Kindly check your Registered e-mail id for further information

&
il 335 Designed, Developed and Maintained by C-DAC.

€onc
Figure 183 : Popup Message -- Thank you for Registering with us
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» Once the login credentials of Investigators are created meanwhile they must login

into the SUGAM portal, complete their user profile and send request for Approval of
User Profile.

» Step 2: Site Investigator Mapping

After approval of Investigator’s User Profile, Applicant/Sponsor will map them with
the trial Site/Hospital from his dashboard.

Click on “Site Investigator Mapping” tab under “Clinical Trials” in Menu as shown in
below figure.

Welcome Dr. Amit Krishna Antarkar (Sponsors(BA/BE&CT)) # Home & Change Password (& Logout
Central Drugs dard Control Organisation

i Directorate General Of Health Services
i
Ministry of Health & Family Welfare, Government of India

0 Dashboard

SwitchRole  ~

 Add Site [nvestigator

+ Expand All
-ﬂ Site Investigator Mapping |
 Initiate CT o S
P User Guidelines Sponsors(BA/BE & CT)
% SAE Reported el
(] . :
ﬁ’ User Profile Your Profile is ready for application submission. Submit Application +
E Submitted Applications 43 Applications View +
Most recent : Form44 (File No : BABE/Form44/FF/2017/3614 )
Modified Date:31-May-2017
H' Saved (Draft) Applications 1 Applications View +

Most recent : Forml2 (File No : TL/Form12/SZ/2017/16860 }
Modified Date:17-Feb-2017

Approved Applications 95 Applications View +

Most recent : Formd4 (File No : BE/17/000471)
Modified Date:17-Feb-2017

Rejected Applications 8 Applications View +
Most recent - Form44 (File No : BE/17/001272 )
Modified Date26-Apr-2017

Suspended/Withdrawn Applications 0 Applications View ik
Most recent - No Application Found

@ O

View Historical Applications 0 New Messages View

»

‘ Post Approval Applications g  ABRIVHere

. View Here
Notifications yEW:-

Designed, Developed and Maintained by C-DAC.

Figure 184 : Site Investigator Mapping

» After that a new window will open as shown in below figure. Applicant/Sponsor has
to select the BE/CT application, a list of sites mentioned in the CT-NOC will get
displayed just select the site investigator from drop down and check the checkbox
(as highlighted) and click on “Save” button.
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et COHNC
FT . .
! “\ Central Drugs Standard Control Organisation
¢ oo ; Directorate General Of Health Services
\, e Ministry of Health & Family Welfare, Government of India
L.NN_M’
Application Investigator Mapping Form
NOTE :
« [f you are unable to find Site Investigator name in dropdown list then inform the respective PI to kindly register on SUGAM portal https:/cdscoonline gov.in/CDSCO
(homepage
= After saving the data, kindly inform the respective Pls to login on SUGAM portal and enter the data of patients enrolled fer Clinical Trial
* All fields are mandatory
Select BE / CT Application: * | CT/17/000013 ‘_. |
~CT Site Mapping Details
Proposed Site
Investigator Select Site Investigator &
= All India Institute of Medical Sciences Ethics Committee, All India Institute of Medical Sciences, MName: Dr Shalimar | TEST@YOPMAIL.COM B |
Room No. 102, 1st Floor, Old O.T. Block, Ansari Nagar, , New Delhi, Not Available, Delhi S
v] < Government Medical College Dept of Pharmacology , Govt Medical College, Nagpur, Not Name: Dr Sudhir ,'|
Available, Maharashtra Gupta o
vl = SMS. Medical College and Attached Hospitals, Jaipur First Floor, Dhanvantri OPD Block, SM.S. ~ Name: Dr Sandeep | Q ‘
Hospital, J.L.N. Marg, Jaipur, Not Available, Rajasthan Nijhawan
[0 =~ SRKalla Memorial Gastro and General Hospital 78, Dhuleshwar Garden, Behind HSBC Bank, Name: Dr Ramesh AMITBHARGAVA@MAILIN
sardar Patel Marg C-Scheme, Jaipur, Not Available, Rajasthan Roop Rai MUNEESHGARGEMAILIN
[0 = Global Hospital Ethics Committee, Global Hospital situated at Room No.: 214, Global Hospital, Dr.  Name: Dr Samir NEETU PI@YUPMAIL COM
E Borges Road, Hospital Avenue, Opp. Shirodakar High School, Parel, , Mumbai, Not Available, Shah SITEINVESTIGATOR@CDSCOIN
S TEST@YOPMALL COM
[ = Institutional Ethics committee Global Hospitals B-1-1070/1 TO 4, LAKDIKAPUL , Hyderabad, Not ~ Name: Dr | Select "
Available, Telangana Dharmesh Kapoor
[ = VGM Hospital institutional ethics committee VGM Hospital No-2100, Trichy Road , Coimbator, ~ Name:Dr VG | Select ] If|
Not Available, Tamil Nadu Mohan Prasad :
[ == Deccan college of medical sciences and allied Hospitals PO, Kanchanbagh, DMRL X' Road, Name: Dr Mohd | Select =
Santosh Nagar,, Hyderabad, Not Available, Telangana Aejaz Habeeb :
[ == Ethics Committee Midas Multispeciality Hospital Ethics Committee Midas Multispeciality Name: Dr Shrikant | Select If|
Hospital Pvt Ltd situated at Midas Maharashtra, Nagpur, Not Available, Maharashtra Mukewar .
[0 == Sir Ganga Ram Hospital Ethics Committee Room No 1496. IV Floor , 01d Building ,01d Rajinder Name: Dr Anil | Select = |
Nagar, New Delhi, Not Available, Delhi Arora :
i 2 || >

Figure 185 : Application Investigator Mapping Form
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» Step 3: Initiate Clinical Trial: Once the Site Investigator mapping is done for any
BE /CT application the applicant/sponsor can initiate the trial.
> Click on “Initiate CT” tab under “Clinical Trials” in Menu as shown in below figure.

Welcome Dr. Amit Krishna Antarkar (Sponsors(BA/BE&CT)) # Home & ChangePassword ® Logout

Central Drugs dard Control Organi

i Directorate General Of Health Services
Ministry of Health & Family Welfare, Government of India

D Dashboard

Switch Role

2 Add Site Investigator + E il
Xpan
< Site Investigator Mapping
»fmitiate CT ~ o
| P User Guidelines Sponsors(BA/BE & CT)
2 SAE Reported oi
[ala)
ﬁ, User Profile Your Profile is ready for i Submit +
Submitted Applications 43 Applications Vie +
P!
Most recent : Form44 (File No : BABE/Form44/FF/2017/3614)
Modified Date:31-May-2017
H Saved (Draft) Applications 1 Applications View +
Most recent : Form2 (File No - TL/Form12/5Z/2017/16860 )
Modified Date:17-Feb-2017
Approved Applications 95 Applications View +
Most recent : Formd (File No : BE/17/000471)
Modified Date17-Feb-2017
< >

Rejected Applications 8 Applications View +
Most recent - Formdd (File No - BE/17/001272 )
Modified Date:26-Apr-2017

2
® Suspended/Withdrawn Applications 0 Applications View +

Most recent : No Application Found

d View Historical Applications 0 New Messages View
i‘ : Post Approval Applications ¥ Apply Here

A View Here
Notifications - wgW"-

Designed, Developed and Maintained by C-DAC.

Figure 186 : Initiate Clinical Trial

» After that a new window will open as shown in below figure. Applicant/Sponsor has
to select the BE/CT application enter the CTRI Registration No. and click on “Save”
button.
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Select BE/ CT Application: *

CRTI Registration No: *

Details:

Search:

SrNo. %

:_.«“" “‘\ Central Drugs Standard Control Organisation
¢ i Directorate General Of Health Services
‘a L m‘ej Ministry of Health & Family Welfare, Govenment of India
S g
To Initiate Clinical Trial
* All fields are mandatory

CTRINo. # CDSCO File No. #

CTRI/2017/123 CT/17/000013

Figure 187 : To Initiate Clinical Trial

» Step 4: SAE Reported

After the initiation of the clinical trial SAE occurring at any trial site can be reported
either by investigator or sponsor or ethics committee involved in that particular clinical
trial.
An applicant/sponsor can view the list of all reported SAEs for that just Click on “SAE
Reported” tab under “Clinical Trials” in Menu as shown in below figure.

Welcome Dr. Amit Knshna Antarkar (Sponsors(BA/BE & C1)) # Home &= Change Password ® Logout

#“g@ ™  Central Drugs Control O isation
el Ministry of Health & Family Welfare, Government of India

- Add Site Investigator

- Site Investigator Mapping

-» Initiate CT
->[EAE Reported

2 Dashboard

+ Cxpand All

~
£ User Guidelines Sponsors(BA/BE & CT)
o i pp
@g> UserProfile Your Profile is ready for application submission. Submit Application -
E Submitted Applications -
0- BABE/FormA4/FF/2017/3611)
H- Saved (Draft) Applications 1 appiications View +
Most recent : Formiz (File NO - TL/FOIML2/SZ/ 2017/ 16860 )
Modified Date17-Feb-2017
Approved Applications -
0 : BE/17/000471)
% Rejected Applications +
0 BEAT7/001272)
Modified Date26- Apr-2017
+

Suspended/Withdrawn Applications 0 Applications View
Most recent : No Application Found

View Historical Applications Onewnsssies s

Post Approval Applications — wEW: Apply Here

Notifications W&

Designed, Developed and Maintained by G-DAC.

©@
&

Vit
2o

Figure 188 : SAE Reported
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» After that a new window will open as shown in below figure. Applicant/Sponsor can

view or report SAEs by clicking on options available under actions button (as
highlighted).

List of Severe Adverse Effects Reported by Site Investigator

Search:

BE or CT NOC No. = CTRI Registration No. ¥ | SAE Terminology * Sponsor's created Subject Id + m

= BE/16/000194 CTRI/2016/11/94 Fasting Non-Death = ALK/20017/583 14th Day SAE Report Submitted o
m v
= BE/16/000194 CTRI/2016/11/94 terminology Non-Death ~ 2016/54/145 24 Hour SAE Report Submitted -
|
=+ CT/2017/000013 CTRI/2017/11/91 sea seeefge Death 2016/54/145 24 Hour SAE Report Submitted

14th day Due Analysis Reporting

View SAE Report(24 Hour) Preview

Figure 189 : List of Severe Adverse Effects Reported by site Investigator

8.2 Online forms of SAE Reporting

To report serious adverse events (SAE) there are three types of forms.
e SAE Reporting (24 hour Report)
e SAE Reporting (14t Day Due Analysis Report)
e SAE Reporting (30t Day Report)

While SAE reporting all the data (Sponsor/CRO details, Ethics committee details,
Hospital/Site details, Pl details) will be fetched automatically based on BE/CT NOC
number and rest details will be entered depending on the form.

» SAE Reporting (24 Hours) : Investigator will fill the SAE Reporting form with the
following details:

» Administrative Information
e SAE report of Death or non-death(to be filled)
e Sponsor/CRO details (Auto fetch from CT NOC)
e Clinical Site details(Auto fetch from CT NOC)
e Investigators details (from PI registration)
e Ethics Committee details(Auto fetch from CT NOC)

» Clinical Study/BE Study details
e Study title & Protocol No.(Auto fetch from CT NOC)
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» Patient/Subject details

Unique Identifier (Initials/Subject No) (to be filled)
Gender(to be filled)

Date of birth and age at the time of SAE(to be filled)
Weight & Height(to be filled)

» SAE(Ss) Details

SAE(s) Term(to be filled)
Start date of SAE(to be filled)
Stop date of SAE(to be filled)
Appendix XI(Upload)

wISh
cONC

SAE Reporting

(24 Hour)
(To be Filled and Signed by Investigator & Sponsors/CROs)

Patient/Subject Details

Selecubatient ALK/20017/582 v

Unique Identifier VB/ALK/20017/582 Gender Male Date of Birth
(Initials/Subject No.)

Weight(in Kg): 4565 Height(in cms): 152.6

Administrative Information

Sponsor/CRO Details

Name: M/s. Cipla Limited

Address: Cipla Ltd, Cipla House, Peninsula Business Park Ganpatrac
Kadam Marg, Lower Parel, Mumbai Lower ParelMaharashtra
(India) - 400013

Mobile No. : 022-24826000, 011-43563648, 011-43563647

Landline No. :

Email ID. : LAXMI.SHARMA@CIPLA.COM

Clinical Site Details

Name: M/s. Sitec Labs Pvt. Ltd

Address: M/s. Sitec Labs Pvt. Ltd, Pee-Dee Info Tech, Plot No. Gen.40,
TTC, MIDC, Behind Millenium Business Park, Near Nelco Bus
Stop, Mahap i City, M - 400710

Contact No. :

Email ID. :

Investigator Details

Name : Dr. MUNEESH Kr Garg

Site Address:

Email ID. : muneesh@mail.in

02-Aug-2003

Figure 190 : SAE (s) Reporting
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Ethics Committee Details

Name of the Ethics Ethos Ethics Committee
Committee:

EC Registartion No. ECR/139/Indt/MH/2013

provided by CDSCO:

Address: Ethos Ethics Committee ,2, Ashiv Apartment, Sector-5,
Opp.Kopar, Khaime Rly Stn Kopar Khairne, Navi Mumbai
(India) - 400709

Contact No. :

Email ID.:

Clinical Study/BE Study Details

Study Title: A 1andomized, open label, 3-treatment, 4-period, 4-sequence,
single dose, crossover, partial replicate, bioequivalence study
between the two test products Ibrutinib 140 mg capsule (Cipla
Ltd., India) and the reference product, Imbruvica (Ibrutinib) 140

mg capsule (Janssen Biotech, Inc., USA) in healthy adult
human subjects under fasting conditions.

Protocol No.: 16-08-156

Clinical Study/BE Study Details

Study Title: A 1andomized, open label, 3-t 4-period, 4-sequence,
single dose, crossover, partial replicate, bioequivalence study
between the two test products Ibrutinib 140 mg capsule (Cipla
Ltd., India) and the reference product, Imbruvica (Ibrutinib) 140

mg capsule (Janssen Biotech, Inc., USA) in healthy adult
human subjects under fed conditions.

Protocol No.: 16-08-157
SAE(s) Details
SAE report of Death or other than Death ) Death @® Non Death
SAE(s) Terminology Hgh Fever
Start Date of SAE(s) 06/12/2017 - Stop Date of SAE(s)
Appendix XI (24 hr. Report Download
submitted) [] Please Tick To Change File
(Single Pdf File < 10 MB)
Brief description of the SAE including medical management given an patient suffer from high fever
outcome

06/15/2017

Figure 191 : SAE (s) Reporting (Continue)
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SAE Reporting (14t Day Due Analysis Report)

After 24 hour SAE reporting is submitted, investigator may proceed to fill the Due
Analysis Report. This form is divided into several parts. After filling Part 1, the data
in rest form parts may be filled at the convenience of the investigator. A report may
be submitted only after all the parts of the form are completed. Before clicking the
SUBMIT button Investigator may check the filled data from preview page.

Investigator will fill the SAE Reporting form with the following details:

Administrative Information
e SAE report of Death or other than death(to be filled)
e Type of Report (to be filled)

e Sponsor/CRO details (Auto fetch from CT NOC)

e Clinical Site details(Auto fetch from CT NOC)

e Investigators details (Auto fetch from PI registration)
e Ethics Committee details(Auto fetch from CT NOC)
Clinical Study/BE Study details

e Study title & Protocol No.(Auto fetch from CT NOC)

Patient/Subject details

e Unique ldentifier (Initials/Subject No) (Auto fetch from 24 hour report)
Gender (Auto fetch from 24 hour report)

Date of birth and age at the time of SAE(Auto fetch from 24 hour report)
Weight & Height(Auto fetch from 24 hour report)

Previous disease/medical history (to be filled)

SAE(s) Details

e SAE(sS) Term (Auto fetch from 24 hour report)
SAE Management Setting (to be filled)

Start date of SAE (Auto fetch from 24 hour report)
Stop date of SAE (Auto fetch from 24 hour report)
Re challenge/De challenge Details (to be filled)

Investigational/Suspected drug(s)/Device Details (to be filled)

Any concomitant Drug(s) taken by the subject/patient.(Exclude those used for
treating SAE) (to be filled)

SAE Management (to be filled)

Baseline Lab Investigation Details (At the time of screening) (to be filled)

Details of Lab Investigation done (On and before Onset of SAE) (to be filled)

SAE case narrative and Due analysis/Causality of the SAE (to be filled)
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Due Analysis Report

Note:
1 All forms are mandatory to fill
2. Below forms should be filled sequentially.

Click the below links to fill the details

= Steps to fill SAE Reporting Form
1. Administrative Information
2. Patient/subject Details
3. SAE(s) Details
4. Investigational/Suspected drug(s)/Device Details
5. Any concomitant Drug(s) taken by the subject/patient (Exclude those used for treating SAE)
6. SAE Management
7. Baseline Lab Investigation Details (At the time of screening)
8. Details of Lab Investigation done (On and before Onset of SAE)
9. SAE case narrative and Due analysis/Causality of the SAE

= SAE Reporting 14th Day Form Preview

Figure 192 : Due Analysis Report

Due Analysis Report
(To be filled by Investigators/Sponsors/CROs)
(14th day report, Initial and Subseguent Follow-Up)

Administrative Information

SAE report of Death or other than Death * (> Death @ Non Death
Type of Report * Follow up No ~ 3
CT/BE Permiesion No. BE/16/000194 datea

(Copy to be attached)

CTRI Registration No. CTRI/2016/11/94

Sponsor/CRO Details

Name: M/s. Cipla Limited

Address: Cipla Ltd, Cipla House, insula B Park Kadam Marg, Lower Parel, i Lowes (India) -
200013

Mobile No. [ on o1 7

Clinical Site Details
Name: MM/e. Sitec Labe Pvt. Ltd

Address: MM/s. Sitec Labs Pvt. Ltd. Pee-Dee Info Tech, Plot No. Gen 40, TTC, MIDC, Behind Millenium Business Park, Near Nelco Bus Stop.
Mahape, Mumbai City, Maharashtra- 400710

Contact No. :

Email ID. :

Investigator Details
Name : Dr. MUNEESH Kr Garg
Site Address:

Email ID. : muneesh@mail in

Ethics Committee Details

Name of the Ethics Ethos Ethics Committee
Committee:
EC Registartion No. ECR/139/InauMH/2013
provided by CDSCO:
Contact No. =
Email ID. :
Clinical Study/BE Study Details
Stuay Tite: A open label, P 5 single dose, ;, partial 1 study
between the two teet producte Ibrutinib 140 mg capeule (Cipla Ltd_, India) and the ica (; inib) 140 mg
capsule (Janssen Biotech, Inc., USA) in healthy adult human subjects under fasting conditions.
Protocol No.: 16-08-156
Clinical Study/BE Study Details
Study Title: A open label, peri 3 single dose, . partial i i i study
between the two test products Ibrutinib 140 mg capsule (Cipla Ltd , India) and the 3 ica ( inib) 140 mg
capsule (Janssen Biotech, Inc., USA) in healthy adult human subjects under fed conditions
Protocol No.: 16-08-157
Study Status * < Ongoing ® Completed
i i or Wi from (2 Continued @® Withdrawn

1= B
the Study *

Figure 193 : Due Analysis Report (Continue)
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Due Analysis Report
(To be filled by Investigators/Sponsors/CROs)
(14th day report, Initial and Subsequent Follow-Up)

Patient/Subject Details

Patient Unique Identifier  EF/2016/54/145

(Initials/ Subject No.)
Gender Male Date of Birth Age at the time of SAE n Y15
Weight (in Kg) 69.04 Height (in cms) 168.0

Disease Condition/Diagnosis Since (Year)(vvvy) Duration (Years/Months)

€ Previous Save < Reset

Relevant previous Disease/Medical History

s Disease Condition/Diagnosis ¥ Since (Year) ¥ Duration (Years/Months) * Delete +

Figure 194 : Due Analysis Report (Continue)

SAE Detalls

Fill SAE Details

SAE(s) Termi(s) sea seeefge

SAE Management Setting: Slect v Date of Awareness of SAE by the B

Site Personnel(s):

Start Date of SAE(s): 06/12/2017 Stop Date of SAE(s): 06/30/2017 =
46.Re challenge/De challenge Details

(a) Did Reaction ahate after discontinuation or Select o (b)Did reaction re-appear after re-introduction of Select G

dose reduction? the drug?

4.7. How was drug regimen altered in response to the event?

v
48, Outcome of the Event at the time of the Report g PleaseSelect 9

dated

Figure 195 : Screen of SAE Details

Page | 149



L 24

Stioa

L)

User Manual

ASh
cONC

* All fields are mandatory

Generic Name: *

Dosing Frequency: *

O == brutinib 0

Fill the following details

Investigational/Suspected drug(s)/Device Details

Ibrutinib Strength: * 140

I 2timesaday | Route Administration: Oral
*

Units: *

Indication for use: *

Weight/weight(W/w)

for the treatment of
patients with mantle
cell lymphoma who
have received atleast
oneprior therapy,for
the treatment of
patients with chronic

lymphocytic

leukemia,for the
treatment of patients
with chronic
lymphocytic leukemia
with 17p deletion,for
the treatment of
patients with
Walderstroms
macroglobulinemia

Start Date: * [ oa/oarzorr | @] StopDate* | 050207 \ &

Therapy Duration: * I 1month ,} Suspected: * [ Yes ‘,l

5.1 Date of Last dose I 05/00/2017 | i,j 5.2. Whether Study \ No ‘,I

taken prior to the SAE gi altered in

= response to the SAE? *

¢ Moy
Suspected Drug Details
Search:
Generic Name  Dosing Frequency  Start Date  StopDate = Therapy Duration = Suspected Dateof Last Dose  Study regimen altered  Edit

- - > - - -

Figure 196 : Investigational / Suspected Drug (s) Device Details

* All fields are mandatory

Fill the following details

treating SAE)
Generic Name: *
Dosing Frequency: *

Start Date: *

Therapy Duration: *

Any Concomitant Drug(s) taken by the subject/patient.(Exclude those used for

Concomitant Drug Details

Yes

4
eneric Name Strength: * 0 Units: * Select v
Route Administration: Select v Indication for use: *
* |
& Stop Date: * &
Suspected: *

Select v

Save  Reset Submit Form

Figure 197 : Concomitant Drug Details
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SAE Management
* All fields are mandatory
Fill the following details
7.1. Date of Hospitalization (Admission Date) [ 04/05/2017 ‘ gg.,]
7.2. Date of Discharge ‘ 05/15/2017 ‘ -r-,J

Provide the copy of Discharge Summary/autopsy report (where

[ Browse... | TL.pdf v“
application)/verbal autopsy/antecedent events prior to the death or injury ——

7.3. Details about Drugs/treatment used in SAE Management

Generic Name: * Toidine ¢'| Strength: * 250 |  Units:* | sl |
Dosing Frequency: * ‘ 2 times a day ¢'| Route Administration: Oral "I Indication for use: * | forrashesand o
S — * \ S

Start Date: * [ os/ov2017 | ®] StopDate* | 0s/05/2017 |= ]

Figure 198 : SAE Management

Due Analysis Report
(To be filled by Investigators/Sponsors/CROs)
(14th day report, Initial and Subsequent Follow-Up)

Baseline Lab Investigation Details (At time of screening)

Lab Test Details
Test Name * [ stablitycondtion o | TestDate’ (0510972017 |#]
Test Results * | sarmal 7 ‘ Normal Values * | 02-06% v l

Classification/Remarks (Clinical Impressions) * test found normal ¢

& Previous Save m

Lab Test Details

% TestNames  TestDates  TestResults¥  Normal Values 3 Classification/Remarks (Clinical Impressions) ¥ Delete s  Edits

Figure 199 : Due Analysis Report -- Lab Test Details
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Due Analysis Report
(To be filled by Investigators/Sponsors/CROs)
(14th day report, Initial and Subsequent Follow-Up)

Due analysis/Causality of the SAE

SAE case narration

SAE case narrative should cover following points. *

Date of Screening and Date of Randomization

Disease status if any at the time of entry/randomization to the study

Date of first dose of study drug, concomitant medications etc

Lab tests reports / values before enrollment

Detailed description of the SAE and lab investigations reports at the time of the SAE
Medical management of the SAE

Possible causes of the event

NN R WM

Analysis

Pre-Existing/underlying Disease (Specify the disease condition) *

Due to Study drug (Specify the drugs related to SAE with reasoning) *

L/UE 10 LONCOMIant Meaicaton (SPECITy Ule aetaus) -

Protocol Violation (Specify) *

Medical Mismanagement (Specify) *

Others (eg. Accident, New or current illness) (Specify) *

Possible cause of Death (in case of death) (Specify) *

Re-challenge/De-challenge Information (Specify) *

Assessment
SAEA by Im i with ing for Un as per criteria under Appendix XII (5) of Schedule Y. *
SAE A by 'CRO with ing for Un as per criteria under Appendix XTI (5) of Schedule Y. *

Figure 200 : Due Analysis Report -- SAE Case Narration

» SAE reporting (30t Day Report): After 14t day SAE reporting is submitted by
investigator, the ethics committee may proceed to fill 30t day SAE Report. This form
is similar to 24 hour report.
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Chapter-9
Application for Import of Non-
Registered Drugs in India
(Personal License)
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9. How to Apply for Personal License

Application for Import of drugs in small quantity for personal use is applied online on
SUGAM portal in Form12A.This is to enable Government to citizens (G2C) services by
CDSCO through SUGAM. To apply for personal user need not get registered on SUGAM
portal. This facility is available for general public on the homepage of the portal as
shown below:

» Open link "www.cdscoonline.gov.in" and then click on “Import Drugs for Personal
Use" (highlighted) to apply for import of non-registered drugs in India, as shown

“ C 1} | & Secure | https://cdscoonline.gov.in/CDSCO/homepage Q o Y| @
gy P
/ Central Drugs Standard Control Organisation 0
i \= Directorate General Of Health Services Ll % o . &
Ministry of Health &Family Welfare, Government of India Home AboutUs Downloads ContactUs  iConnect
o/ SUGAM - An e-Governance solution for CDSCO
M e Cnline System for Medical Devicel
rocess for Biologicals(Vaccines & -DNA) is available on SUGAM. Manufacturers can add their Formulations Data on SUGAM Portal New drugs approved by CI
LOGIN/SIGN UP < ¢ Older Version

ONLINE LICENSING -
Central Drugs Standard Control Organization
(CDSCO) is the drug regulatory agency under the

 Central Government primarily vested to implement the
L ' . provisions of the Drugs and Cosmetics Act, 1940

A

v

r—

- % which include approval of New Drugs, conduct of their

‘ \“‘ ' Iclinical trials, regulation of imported drugs,
7 | s Pharmacovigilance and coordinating the activities of

@ LET'S EXPLORE 6
Go through the documents to get your Answers

Registration FAQ

o & © 3

w Video Tutorials
Guidelines for A
Form Submission
53]
5
Quick Notes to
e ‘Submit Application

Guidelines for
Creating SubLogins
Online Payment
Manual

. Repart a Problem

Import Drugs for Personal Use

Click here to Apply/Check status of the Applications

Figure 201 : Apply for Personal License

» After clicking on “Import Drugs for Personal Use” link on the portal, a new
window will open, as shown in Figure.

» User can either apply for Form 12A Application or User can check his Application
Status.

» Part 1: Form 12A Application

Page | 154


http://www.cdscoonline.gov.in

oA,

L)

User Manual gﬁb%aé

Home | Import Drugs for Personal Use

Import of Small Quantity of Drugs for Personal Use

A\ eForm |§
”

—_— Form 12A Application | Application Status

& Download Sample Template for Authorization Letter from Patient form here

Figure 202 : Import of Small Quantity of Drug for Personal Use

Note:
e User has to click on the “Form 12A Application “as shown in Figure.
e After clicking on “Form 12A Application “link on the portal, a new window will
open, as shown in Figure.

Form 12A
[See Rule 36, second proviso]
Application for the issue of a permit to import small quaniities of drugs for personal use.

A Please Do Not Refresh The Page While Filling This Form. Use The Tabs/Buttons to Move Forward And Backward

&
Personal Information Proc

Note: Kindly press the 'Save’ or 'Modify’ button to save the details.

Patient Detail

Name: Mr. v Name *

Gender: = Male Female Transgender

Mobile Number: +91 | 0 * Email Id:

You will receive OTF Code on this Number

IDE oot Detally Select One x | Choose file | No file chosen ID Proof No
of Patient: -
(Single PDF < 10 MEB)

1D Proof Details Select One b [ choose Tile | No file chosen ID Proof No
of Person collecting —

the consignment:

(Single PDF < 10 MB)

Residential Address
Address Line 1 Address Line 2
Country State District
India . Select = Select %
City/Taluka/Mandal/Tehsil Pincode
* 0 *
Contact No. (Please include STD Code - Phone Number)

+91 L

Multiple Contact Numbers can be added with comma separation

Occupation Details
Occupation Type :

Select A\

Save and Continue

Figure 203 : Form 12A Application
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Note: These form contents four steps for “Application for the issue of a permit to
import small quantities of drugs for personal use”.

» Step 1: Personal Information

o, —
it" b Central Drugs Standard Control Organisation
. i Director General Of Health Services
i\ i Ministry of Health & Family Welfare, Government of India
D
nm M,»“’ Online Application Submission System For Licensing

# Home © FaQ & Downloads Contact Us I Video Tutorial % iConnect

Form 12A
[See Rule 36, second proviso|
Application for the issue of a permit to import small quantities of drugs for personal use.

A Please Do Not Refresh The Page While Filling This Form. Use The Tabs/Buttons to Move Forward And Backward.

& @ +
Personal Information Product Details Preview Submit Form

Note: Kindly press the ‘Save’ or 'Modify' button to save the details.
Patient Detail
Name: Mr v First Name * Middle Name Last Name *
Gender: @® Male O Female O Transgender
Mobile Number: € 0 %  Emailld: Personal Email ID *
‘You will receive OTP Code on this Number ‘You will receive email PIN on this ID
1D Proof Details Select One

of Patient:
(Single PDF <10 MB)

Browse.. Nofile selected 1D Proof No

1D Proof Details Select One
of Person collecting

the consignment:

(Single PDF <10 MB)

Browse.. Nofile selected 1D Proof No

Residential Address
Address Line 1 Address Line 2
Address Line1 * Address Line 2 *
Country State District
India v Select v Select v

City/Taluka/Mandal/Tehsil Pincode

Contact No. (Please mclude STD Code - Phone Number)
+91 | STD Code - Phone Numbe:

Multiple Contact Numbers can be added with comma separation

Occupation Details
Occupation Type:

Select v

Save and Continue [Jf PRS-

o,
b éq;
‘Eﬁ Designed, Developed and Maintained by C-DAC.

conc
Figure 204 : Personal Information

Note:

e User must upload necessary documents like ID Proof Details of Patient and ID
Proof Details of Person Collecting the Consignment.

o After filling up the entire details user must click on Save and Continue on the form
as Highlighted in figure.
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o After clicking on Save and Continue on the form, Step 2 of the application (Product

Details) will open as shown in figure.

» Step 2: Product Details

Form 12A
[See Rule 36, second proviso]
Application for the issue of a permit to import small guantities of drugs for personal use.

A Please Do Not Refresh The Page While Filling This Form Use The Tabs/Buttons to Move Forward And Backward

2 i
Personal Information Product Details Preview Submit Form

Note:
L The quantity of any single drug so imported shall not exceed one hundred average doses.
2 While collecting the consignment, please furnish the original application form and prescription of doctor to the port office for verification

Product Details
Name of Drug e *
Quantity 0 * Select M
Pack Size Description

Select the Country of import

Multiple selection is possible. However, actual import could
be done from only one country.

Doctor Name Name of Doctor *

Upload Prescription: [ Choose file | No file chosen

Save and Continue —

Figure 205 : Product Details

> Note: User must fill all the details on Product details page as shown in Figure, and then
click on Save and Continue (Highlighted) to move to the next step of the application /

Form.
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» Step 3: Preview

Form 12A
[See Rule 36, second proviso]
Application for the issue of a permit to import small quantities of drugs for personal use

A Please Do Not Refresh The Page While Filling This Form. Use The Tabs/Buttons to Move Forward And Backward.

&+ ® .4
Personal Information Product Details Preview Submit Form

Note:
1 It is mandatatory to submit system generated Form 124
2 Click 'Download Form12A Button available at the bottom of this page to download system generated Form
3. Sign the Downloaded Form and upload it back into the system after scanning in the 'Submit Form' step

Form 12A
[See Rule 36, second proviso]

Application for the issue of a permit to import small quaniities of drugs for personal use

1  Ankit Kumar Chaudhary resident of C-DAC(Anusandhan Bhawan), C-56/1, Inst. Area, Sector-62, NOIDA, Uttar Pradesh -201307 by  occupation

In Government Service hereby apply for a permit te import the drugs specified below for personal use from Belgium

1attach a prescription from a registered medical practitioner in regard to the need for the said drugs.

SNo. = Names of Drugs = Quantity which may be imported +

1 Drugl 2 Eye Drops,10 ml per bottle

1 )
DATE 04-Nov-2016 \ / Signature
& Download Formi2A | 38 Save And Continue

Figure 206 : Preview Form 12A

Note: User must Download Form12A (highlighted Arrow 1) and fill the form. Then user
must click on Save and Continue to move to next step for Submit Form as shown in figure.
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» Step 4: Submit Form
Form 12A

[See Rule 36, second proviso]
Application for the issue of a permit to import small quantities of drugs for personal use.

A Please Do Not Refresh The Page While Filling This Form. Use The Tabs/Buttons to Move Forward And Backward.
& @ L
Personal Information Product Details Preview Submit Form
Note:

L Upload the Signed Form12A, downloaded from the "Preview" Step.

Upload Signed Form12A Document: Choosefied No file chosen
Where do you want to submit Select One v
Form12A Application

Please select a method of choice to receive a new One Time PIN (OTP), which you can use to submit the Form12A Application / 1

® Email Mobile Number I 0 Generate OTP I

Press the generate OTP
button.

Submit to CDSCO [0 S—
s

Note:

Figure 207 : Submit Form

User must upload Signed Form12A Document and all the necessary details.

Then user must choose the method of receiving One Time Pin (OTP) to complete the
process, user can choose either Email or Mobile Number for generating OTP and
then click on Generate OTP (highlighted) as shown in figure.

After entering the received OTP, user must click on Submit to CDSCO (highlighted)
for submit the application to CDSCO as shown in figure.

After Submitting the Application to CDSCO, user will be assigned a file no. for the
application as shown in below figure.

Application has been submitted successfully.

Your Application Number 1s 'PL/F12A/HQ/2016/XXX
Kindly check your Registered e-mail 1d for further information.

Note:

Figure 208 : Application Number

Using this File no. user can track the status of his/her application.
Here HQ in the Application Number reference for CDSCO HQ.
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EZ (East Zone) references to AIR PORT OFFICE KOLKATA,
SZ (South Zone) references to CUSTOM HOUSE COCHIN,

WZ (West Zone) references to PORT OFFICE AHMEDABAD,
SZ (South Zone) references to PORT OFFICE CHENNAI,

NZ (North Zone) references to PORT OFFICE DELHI (IGI Airport),
WZ (West Zone) references to PORT OFFICE GOA,

SZ (South Zone) references to PORT OFFICE HYDERABAD,
EZ (East Zone) references to PORT OFFICE KOLKATA,

WZ (West Zone) references to PORT OFFICE MUMBAI,

WZ (West Zone) references to PORT OFFICE NAVI MUMBAL,
SZ (South Zone) references to SEA PORT OFFICE CHENNAI

O OO0 O0OO0OO0OO0OO0OO0OOoOOo

» Check your Application Status

» For tracking the status of the application, users have to click on “Application Status
“link on the portal, as shown in Figure.

Import of Small Quantity of Drugs for Personal Use

& Download Sample Template for Authorization Letter from Patient form here.

Figure 209 : Check your Application Status

» After clicking on “Application Status “link on the portal, a new window will open,
as shown in Figure.
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Form 12A Application Status

Enter FileNo. | PUFRAH20/506 y
File No. 15 case sensitive

Please select a method of choice ta receive a new One Time PIN (OTP), which you can use o check Form124 Application Status

@ Email () Mohile Number 0 Generate OTP k

Press the generate UIF button

Figure 210 : Form 12A Application Status

Note:

e User must enter correct file no. to search the status of his application and then
choose either Email or Mobile Number to generate OTP to find the status of the
application.

e After clicking on Generate OTP (highlighted) in figure, user must enter received
OTP on his phone to view status of his application as shown in figure.

Form 12A Application Status

Enter File No. \ PL/FI2A/HQ/2016/674 v I
File No s case sensitive
Enter Mobile OTP ‘ 8770 v ‘ D Resend OTP

Enter the OTP Code you have Teceived on your Mobile No. Sending the Mabile OTP may take 5 -15
o, in

minutes, Press {
Q GetStatus | Q Get Other Status

case OTP is not received
Sulnmssmn Date Apphcmt 1D proof Prescnpuon Forml2A
Applicant Name % Drug Details s
&

{2 Drug?2 Eye Drops 10 per strip or 10 ml per 04-11-2016 Submitted To
MI AnkitKumarChaudhary  bottle} CDSCO

Figure 211 : View Status of Application

» User can check the Status of application by clicking onto the Status given, as shown
in figure, and user can also download “ld proof of Person collecting the

consignment”.
Submission Date | Issue Date | Applicant ID proof Plescnphnn Forml12A
s S S e T e
{2 Drug? Eye Drops 10 per strip or 10 ml per 04-11-2016 & &
MrAnkitKumarChaudhary  bottle} CDSCO
Permission Number: S
Email ID: chaudharyankit3@gmail com
Mobile: 7830960649
Import Country: Australia
Doctor Name: Doctor
Form12B:
ID proof of Person collecting the consignment: Ed—
Residence Contact: 7830960649
Residence Address: C-DAC(Anusandhan Bhawan),C-56/1, Inst. Area, Sector-62,NOIDA,Uttar Pradesh India
Occupation Type: In Government Service
Organization: CDAC
Designation: PA
Organization Address: C-DAC(Anusandhan Bhawan),C-56/1, Inst. Area, Sector-62,NOIDA,Uttar Pradesh,India
Reason of Approval/Rejection: i

Figure 212 : Check the Status of application
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Note: On clicking “Download Sample Template for Authorization Letter from
Patient form here." link open the Template for Authorization letter from Patient “for
import of medicine on Patient behalf along with specimen signature”.

Import of Small Quantity of Drugs for Personal Use

Form 12A Application Application Status

& Download Sample Template for Authorization Letter from Patient form here. "

Figure 213 : Clicking on “Download Sample Template for Authorization Letter from Patient form here”
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