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About Online Licensing System

Introduction
% Online Licensing System provides an opportunity for user to apply for licenses through online
Licensing System. It also provides an option to track the status of application online through an
Application Reference No. provided by the system during the submission of application.

¢ User can register themselves online for the username and password and can access the portal by
logging through valid login credentials to apply for licenses.

¢+ An online interface for user to submit fresh applications, upload supporting documents, respond
to queries from CDSCO officials . The user account lists out all the licenses held by it through
the country, licenses issued, suspended and cancelled, details of the facilities for manufacturing
at each location, import licenses details, details of the technical staff working at each facility etc.

How to Access the System?
«»+ The system can be accessed by using the link http://cdscoonline.gov.in using any standard web
browser like Firefox, Google Chrome etc.

< Itis a web enabled system, hence can be used 24* 7 by all the stakeholders. The stakeholders can
access this online system through any web browser.
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1. Check Eligibility

Who can apply for the Licenses?

«» Applicant who can apply for the Licenses are:
e Importer (Application in Form 8)
e Indian Agent
e Corporate
o Foreign Enterprise holding Indian Subsidiary
e Manufacturing Unit

«»+ Corporate will create login credentials for the manufacturing unit.

A mail with login credentials will be sent to the registered email-id of manufacturing unit.
Manufacturing unit can apply for the license by logging on the portal , using the login credentials
created by corporate.

@
0.0
@,
0‘0
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2. How to create login credentials to sign in?

«+ User can create its own login credentials by clicking on the link ‘Sign Up Here’ to create a new

account.
fc"""“'“‘» Central Drugs Standard Control Organization
\ Director General Of Health Services Search n
Ministry of Health & Family Welfare, Government of India
Online Application issi y For Li Home FAQ Downloads ContactUs

v Application
 Track Status of App

Sign In Forgot password?

2 | username or email

& | password

opedrg

l:l
[+
Login

Don't have an account! Sign Up Here‘

1$®

€bAC

© Approvals & Clearances

9

ONLINE SERVICES
What does it offer?

Online Submission
» Applicant can apply for any licence under various divisions of CDSCO.
© Track the status of submitted application
© Applicant can alsc upload essential documents required for Clinical Trail, BA/BE study, Registration Certificate, Import
Licence, permission to market/ manufacture a drug and other related activities.
« Experts can also enroll as a Subject Expert Committee in the peer review process.

Review Grant of NOC/ Permission

@ REPORT A PROBLEM
 C i @ x !
For Patients For Industry Drugs @ CDSCO
Learn about drug/device Guidance, Registration and Search registered drugs at
approvals listing cDSCo Report suspected problem

or incidence to us.

Designed, Developed and Maintained by C-DAC.
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¢+ The screen below shows the Sign-up form for CDSCO

ubmission System For Licensing

Applicant Registration

Note Autharized Signatory / Responsible person of the organization should Bl the form *
Applicant Details

Applicant Type:

ID Proot Detatls: Select One ~ Browe No file selected
Power of Attormey Browse. | No file selected

Details:*

Designation:*

Email ID (Alternate
Email ID):

Registered Indian Address  (This address will be refe,

Organization Name:*

Organization Typa:

Address Line 1 Adaress Line 2-

Country* State* District*

Indis - Select - Select ~

City/Taluka/Mandal/ Tehsil* Pin Code*

Comtact Ho.* (Fleass inclids STD Code - Phone Number) Fax Mo.* (Plesss include STD Codé - Fax Rumbes

491 +91

Upload Your Gorparate Address Proof Detafls-

Do you want 1o racieve SMS alerts?

usgis -

11 agree 1o the CDSCO terms of service and privacy policy”

«+ Fill the form and click on “Submit” button after accepting the terms & conditions to complete the
sign-up process.

« Enter avalid & active email id to receive alerts on e-mail.

+« Enter a valid mobile no to receive alerts via SMS.

% Once typed the User-1D the system will check for the availability. If the User-1D already
exists in the system then an alert message “This UserID already exists.” will appear.
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< Password length should be atleast 6 characters with atleast one number, one lowercase and
uppercase letter and one special character .

2.1. After successful sign-up
% SMS and E-mail will be forwarded confirming the successful sign-up.

3. Login

3.1.  How to login into the system?
¢+ User can login to the system with the User Name and password created during Sign up process as
shown below:-

r,\c"‘""‘“"» Central Drugs Standard Control Organization
53' Y Director General Of Health Services Search n
< enseo) Ministry of Health & Family Welfare, Government of India
";mrnwu\éo Online Application ission System For Li g Home FAQ Downloads ContactUs

ONLINE

LICENSING
<\/

Application
« Track Status of 2
 Grant of NOC and

Forgot password?

Sign In
ONLINE SERVICES

2 | username or email What does it offer?

Online Submission Review Grant of NOC/ Permission

B | password
Applicant can apply for any licence under various divisions of CDSCO.

opedirg

Track the status of submitted application.
Applicant can also upload essential documents required for Clinical Trail, BA/BE study, Registration Certificate, Import
Licence, permission to market/ manufacture a drug and other related activities.

| | ~

~ Experts can also enroll as a Subject Expert Commitiee in the peer review process.

& Approvals & Clearances

Don't have an account! Sign Up Here l @ “3 J |
e : (e
For Patients For Industry Drugs @ CDSCO
Leam ahout drug/device Guidance, Registration and Search registered drugs at
approvals listing CDSCo Report suspected problem

or incidence to us.

Designed, Developed and Maintained by C-DAC.
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3.2.

R/
0.0

How does the Home Page of a logged in user Looks Like?
The home page for the logged in user will be displayed as shown below:-

2

coac

7 H"‘\ Central Drugs Standard Control Organization

£ ..g— i Director General 1 Of Health Gervices

\ - J Miinkstry of Health & Family Weltaze, Governmant of indis
——

O Dashboard

User Guidelines Indhan A

b

2
]

e

Submattted Applications

I &

Saved Applications

View Histerical Apllications

User Profile Your Prefile is ready for propoesal submission. Subimit Apolication

Doc.No

To view the most recent application which is submitted, saved or historical , check in front of
Most recent text against submitted application, Saved Applications and Historical Applications.
To view the status of submitted applications click on “View” link against Submitted Application.
To view the pending/incomplete applications click on “View” link against Saved Applications .
To view the status of historical applications click on “View” link against View Historical
Applications .
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USING THE SYSTEM
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4. User Profile

+« Itis mandatory to fill the complete User Profile first ,otherwise user will not be able to apply for
the application form through the portal.

«¢ Only after filling the complete User Profile details, Form Submission will become enabled.

4.1.  What all details user profile include?

«» User Profile include View Profile, Members Detail, Contact Person Details and Wholesale
License details.

« InView Profile, user can view their profile details and can also edit profile details.

< Member details include details of the members like Director, Owner ,Trustee,
Partner and Member.

++ Contact Person details includes details of the person other than the registered user ,whom
CDSCO official can contact for any communication purpose.

«» Wholesale License details includes details related to Wholesale License.

¢ Details which user will enter in Wholesale License Details page will be reflected in the checklist.
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5. Permission Owned

5.1. Why do I need to give my Permission Owned Details?
If user is holding permissions (Registration Certificate or Import License) which are issued through the
manual process in the year 2012 or later, then user needs to provide valid permission details through
permission owned into the system.

5.2.  If Permissions are issued through the manual process?

For Registration Certificate:

«» If user wants to apply for Endorsement case or Re-registration case for Registration
Certificate(RC), then user needs to fill the valid details related to RC which were issued through
the manual process into the system, before proceeding to apply for form 40 under Form
Submission Menu.

For Import License:

«» If user wants to apply for Endorsement case or Renewal case for Import License, then user
needs to fill the valid details related to import license and RC which were issued through the
manual process into the system, before proceeding to apply for form 8 under Form Submission

Menu.

«» If user wants to apply for Fresh case for Import License, then user needs to fill the valid details
related to RC which were issued through the manual process into the system, before proceeding
to apply for form 8 under Form Submission Menu.

5.3.  If Permissions are issued through the online process?

If user is holding permissions (Registration Certificate or Import License) which are issued through the
online process in the year 2012 or later, then there is no need to provide permission owned details to the

system.
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i

6. Applying for Import License/Registration Certificate

% To apply for Import License/Registration Certificate click on Menu - Application
Submission—=>Form Submission as shown below:

Welcome Apoorva Pant

# Home I Change Password & Logout

L Dashboard

< Form Submission
-+ Saved Applications

¥ View Submitted Applications

" Usar Guidelines Help Manual
rﬂ

w User Profile Your Profile is ready for propogal submission,
g Submattted Applications ApF s View
o5t T Lexquest s be thed

I'" Saved Applications

g Inbox

gﬂ; Designed, Developed and Maintained by C-DAC.
jAc

«» It will be re-directed to Page after clicking on “Form Submission” as shown below:
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Online Forms Submission
Select Department: Select =

Select Form: Select =

GENERAL INSTRUCTIONS
FPlease 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
© 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

+» Select Department as “ Import and Registration” and Select Form as either “Form 40” or
“Form 8” ,as shown in above Figure.

+« Enter the Correct information as same will be printed on the License Issued by the Authority.
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6.1. How to apply for Registration Certificate?

+ Select department as “ Import and Registration” and select form as “ Form 40” as shown below:

Online Forms Submission
Select Department: Select =

Select Form: Select =

GENERAL INSTRUCTIONS
Please read the below instructic fully before p ding fo Online Form Submission

1. Online Form Submission is divided into few simple steps like
o Filling of Form
o Uploading Essential Documents in checllist
o Payment (if applicable) and
¢ 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
¢ 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

«» After selecting department as “Import and Registration” and selecting form as “Form 40” ,it will
be redirected to “Applicant and Manufacturer Detail” page as shown below:
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Case 1: Type of Application: Fresh

Stepl N Step 2 Step 3 Step 4 Step 5 Step 6
] "
‘ o Fill Form ‘ & Preview ? Checklist 3 s Payment o Full Preview = Upload Form

Application for issue of Registration Certification for import of drugs

RV IGE LGBV ES GG g c Il 2 Drug Detail 3. Manufacturing Unit Details

Type of Application

Type of Application: Fresh

Applicant details

Name: Ms. Apoorva Pant

Address & Contact Details:
ApoorvaPAnt

11, 11, India, Jaipur-999999
P:9999999999 F: 9999999999

Email: apoorvapantl010@gmail.com

Manufacturer Registered Address

Manufacturing Unit Name l M/s. ‘ Mankind Phrmaceuticals s

Address Line 1 Address Line 2

[ B-11 Malay Square Near Park Street 1 ./I [ Sydney Clock House ./]
Country State/Province City Pin code/Post Code

[ australia E ] [ svaney v| [ syaney v| [ z3s0a v
Landline No. (Piease include Country Code - State Code - Phone Number) Fax (Please include Country Code - State Code - Fax Number)

[ i | 2156347889 ./I [ i ‘ 1145623789 ./]
E-mail [ aus mankind90@mankind com ./I

Save and Continue

++ Choose Type of Application as Fresh from the dropdown.
«» Fill the form details and click on “Save & Continue” button to proceed further. It will be re-directed
to the “Drug Details” page as shown below:

NOTE

/
« Form 40 is applied for the issue of Registration Certificate Number.
+« Form 40 can be applied for Fresh/Endorsement/Re-registration cases.
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Step 1 Step 2 Step 3 Step 4 Step 5 Step b
&)
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for issue of Registration Certification for import of drugs

* All fields are mandatory

AN IGETEL TRV EL D EE S E E Rl IS Ell | 3. Manufacturing Unit Details

Drug Details

Application applied for: @ BulkDrug ( Finished Formulation

Generic Name of Drug:

Enter Name
Pharmacopial Monograph:
Class of Drug: Select -
Shelf Life: 0 in months Storage Condition: c

Drug Details
Search:
W Delete
e Generic Name of Drug + PM % Class of Drug # Shelf Life + Storage Condition ¥ Edit
O = betacap USP Cytotoxic drug 24 15 G

X3

8

After clicking on “Save” for the first time ,Next button will become visible .

Click on “Previous” to go back and on “ Next” to proceed further.

» Fill the form details and click on “Next” button to proceed further. It will be re-directed to the
“Manufacturing Unit Details” page as shown below:

X3

S

DS

NOTE

R

% Application can be applied both for “Bulk Drug” and “Finished Formulation.
 If user change the option Application applied for in Drug Details part then all drugs of Bulk
Drug or Finished Formulation will be deleted.
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Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
4)
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for issue of Registration Certification for import of drugs

* All fields are mandatory

1 Applicant and Manufacturer Detail ¢ | 2 Drug Detail * | 3. Manufacturing Unit Details

Particulars of premises to be registered where manufacture is carried on
Site Type Choose Premises

Select Manufacturing Select Sites v
Site

Premises Details
Tl Delete
% Premises Type ¥ Site Name * Telephone No. ¥  Fax % Email ¥
[0  + Manufacturing Site, Batch Release Site Zhejiang Wild Wind Pharmaceutical Co.Ltd. 8745985666 9595565545  wild@zhejiang.org

% After clicking on “Add” for the first time ,Next button will become visible .

+«» Click on “Previous” to go back and on “ Next” to proceed further.

«» Fill the form details and click on “Next” button to proceed further. It will be re-directed to the
“Preview” page.
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Kindly refer to PermissionOwned Section before filling the Endorsement case.

Case 2: Type of Application: Endorsement

«» After selecting department as “Import and Registration” and selecting form as “Form 40” ,it will
be redirected to “Applicant and Manufacturer Detail” page as shown below:

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
JIEN G L LR BRI E i S eIl 2. Drug Detail 3. Manufacturing Unit Details
Type of Application
Type of Application: Endorsement E‘
Registration Certificate No. : RC/FF-000006 ‘,I
Date of Issue 05/26/2015 | Valid Upto 05/25/2018 i
Applicant details
Name: Mr. Raj Ojha
Address & Contact Details:
Cdac
ww, www, India, hhh-211002
P: 14525252525 F: 55555555555
Email: ashu ojha2010@gmail com
Manufacturer Registered Address
Manufacturing Unit Name M/s. DMI
Address Line 1 Address Line 2
¢-220 Gaur global village Crossing Republik
Country State/Province City Pin code/Post Code
Barbados v uttar pradesh ghaziabad 201009
Landline No. (Flease include Country Code - State Code - Phone Number) Fax (Please include Country Code - State Code - Fax Number)
+ | 5555555555 + 5588774455
Multiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation
E-mail ramanujam@trai.in

++ Choose Type of Application as Endorsement from the dropdown.

«» Enter valid Registration Certificate Number (RC).

¢ In case of Endorsement new drugs can be added ,but premises cannot be added and it will remain
same.

Doc.No: CDACNOIDA / USER MANUAL_CDSCO_V 1.0 18




User Manual CDODCC

View the form details and click on “Continue” button to proceed further. It will be re-directed to the
“Drug Details” page as shown below:

Step1 Step 2 Step 3 Step 4 Step 5 Step 6
4)
Fill Form Preview Checklist Payment Full Preview Submit Form

Application for issue of Registration Certification for import of drugs

* All fields are mandatory

1. Applicant and Manufacturer Detail | 2. DrugDetail QERUEuihElihisilRbGii@venit

Drugs Already Registered

Search:
SNo. % Generic Name of Drug 5 BPM % Class of Drug % Shelf Life + Storage Condition %
1 =+ betacap 1P Enzymes 24 15
Drug Details
Application applied for: Bulk Drug

Generic Name of Drug:

Enter Name
Pharmacopial Monograph:
Class of Drug: Select »
Shelf Life: 0 in months Storage Condition: c
Drug Details
Search:
W Delete
* Generic Name of Drug PM * Class of Drug + Shelf Life 5 Storage Condition + Edit =
O < Maxgalin EP Cytotoxic drug 36 16 ]

Fill the form details and click on “Save” button .
¢+ Click on “ Next ” to proceed further. It will be re-directed to the “Manufacturing Unit Details” page
as shown below:
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Step1 Step 2 Step 3 Step 4 Step 5 Step6
g
&) @ S 3 4
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for issue of Registration Certification for import of drugs

1 Applicant and Manufacturer Detail ¥ | 2. Drug Detail ¢ | 3. Manufacturing Unit Details

Premises Already Registered

Search:
SNo.* Premises Type ¥ Site Name ¥ Telephone No.¥ Fax¥® Email ¥
1 + 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

% View the form details and click on “Continue” button to proceed further. It will be re-directed to the
“Preview” page.
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Kindly refer to PermissionOwned Section before filling the Re-registration case.

Case 3: Type of Application: Re-registration

2

()

cc

«» After selecting department as “Import and Registration” and selecting form as “Form 40” ,it will
be redirected to “Applicant and Manufacturer Detail” page as shown below:

Step 1 Step 2 Step 3 Step 4 Step § Step 6
J
Fill Form Preview Checklist Payment Full Preview Upload Form
Application for issue of Registration Certification for import of drugs
NG HEINE LR EWE N G @IS eIl 2 Drug Detail 3. Manufacturing Unit Details
Type of Application
Type of Application: Re-Tegistration v
Registration Certificate No.: RC/BD-000027 »
Date of Issue 05/27/2015 = Valid Upto 05/26/2018 B
Applicant details
Name: Mr. Raj Ojha
Address & Contact Details:
Cdac
ww, www, India, hhh-211002
P: 14525252525 F: 55555555555
Email: ashu.ojha2010@gmail com
Manufacturer Registered Address
Manufacturing Unit Name M/s. DMI
Address Line 1 Address Line 2
¢-220 Gaur global village Crossing Republik
Country State/Province City Pin code/Post Code
Azerbaijan v uttar pradesh ghaziabad 201009
Landline No. (Please include Country Code - State Code - Phone Number) Fax (Please include Country Code - State Code - Fax Number)
o 5555555555 + 5588774455
Multiple Contact Numbers can be added with comma separation Multiple Fax Numbers can be added with comma separation
E-mail ramanujam@trai.in
o . . . .
+«+ Choose Type of Application as Re-registration from the dropdown.
o . . . .
« Enter valid Registration Certificate Number (RC).
Doc.No: CDACNOIDA / USER MANUAL_CDSCO_V 1.0 21
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+ In case of Re-registration drugs can be deleted which are not to be renewed ,but premises will
remain same.

+«» View the form details and click on “Continue” button to proceed further. It will be re-directed to the
“Drug Details” page as shown below:

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

SN IGE LR U E G @ EEN R R OU DI EENE 3. Manufacturing Unit Details

Drug Details
Drug Details

] Generic Name of Drug + PM= Class of Drug ~ Shelf Life > Edit

O + FF drugl BP Cytotoxic drug 67 (£

«»+ User can delete the drug by checking the checkbox in the front of drug record.
+ View the form details and click on “Continue” button to proceed further. It will be re-directed to the
“Manufacturing Unit Details” page as shown below:
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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 issue of Registration Certification for import of drugs

1 Applicant and Manufacturer Detail * | 2. Drug Detail | 3. Manufacturing Unit Details

Premises Already Reqgistered

Search:
S.No. Telephone No.
s Premises Type ¥ Site Name ¥ = Fax ¥ Email =
1 4+ Manufacturing Site, Primary Packaging Site, Testing Nagarjuna 4455445544 3333333333 soam@gmail com
& Batch Release Site, Manufacturers

«+ View the form details and click on “Continue” button to proceed further. It will be re-directed to the
“Preview” page.
« After filling form for all these three cases ,a “ Preview” page will open and it will remain common
for all the three cases, as shown below:
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LStepl . Step3 Stepd, Step§ 1 Step
Fill Form Checklist * s * L

? = Payment Hill Preview 7 = Upioad 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 ApoorvaPAnt, 1111 Jaipur -999999 Telephone No.: 9999999999 Fax : 9999999999 E-Mail : apoorvapant1010@gmail.com hereby apply for the grant of Registration

Certificate for the manufacturer, M/s. Mankind Phrmaceuticals, B-11 Malay Square Near Park Street 1 Sydney Clock House Sydney -2138947 Telephone No.:
2156347889 Fax : 1145623789 E-Mail : aus. mankind90@mankind.com for his premises, and manufactured drugs meant for import into India

1. Names of drugs for registration.
SNo. # Generic Name of Drug = PM # Class of Drug # Shelf Life = Dosage * Strength =
1 maxgalin JP Steroids 36 Tablet 200.0 Volume/weight(V/w)
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.
5. Particulars of premises to be registered where manufacture is carried on:
% Premises Type = Site Name = Telephone No. * Fax + Email *

1 == Manufacturing Site, Primary Packaging Site, Hari Manufacturers 21456894201 2224564136 hari.aus@gmail.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 08-Apr-2015
Signature
Name :
Designation :

Seal/Stamp of manufacturer or his authorized 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).

m Save an ntinue

+« In preview user can view complete information filled by the user till now.
+«» Click on “ Edit” button to do any modifications in the filled form.
+ View the form details and click on “Save and Continue” button to proceed further. It will be re-

directed to the “Checklist” page as shown below:

NOTE

+« Once moved to “Checklist” page , any further modifications in the application form will not
be allowed.
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Step 2 Step 3 Step 4 Step 5 Step b
S B &3
Fill Form Preview Checldist Payment Full Preview Upload Form

Upload Essential Documents For Form 41

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 justiication r the un of t and also upload supporling
document

O 1. Covering Letter

O 2. Original Power of Attorney

O 3. Copy of Import permission for new drug (s) in Form-45 (formulation) or in Form-45A (new bulk drug substances)

O & Copy of Whole sale Licence(208/21C) or Manulacturing Licence of the Indian agent/Corporate office addiess

(® 5. Authorization letter

O 5.1 Indian Agents autherization letter (in original) for the signing of Form 40, Power of Attorney Schedule D ] and D II to the autherized person

o 5.2 Forewgn Manufaclurers authonzation letter (in orniginal) for the signing of Form 40, Power of Attormey Schedule D [and DI to the authonzed person

o 5.3 Companys authonzation letter (in onginal) for the bearer to submission and collect letter

6(1) . Schedule D (1) (dfge) o

7(1) . Schedule D (I1) (dfgthta) o

(% 8. Copy of Original Notarised

B1 ing Li Toduct i i . in case of China
O 8.1 Manufacturing Licence/Product authorisation certificate , in case of China{dfgd)

8.2.GMP Certil Duly Aposti ised copy)

0 8.:21GMP Certificate(Duly Apostilled/Notorised copy)(digd)
8.3.COPP Certi (Duly i ised copy)

0 8.31COPP Certificate (Duly Apostilled/Notorised copy){digthiy)
8.4 FSC Certificate (Duly Apostilled/Notorised copy)
) 8.41FSC Certificate (Duly Apostilled/Notorised copy){dfgthig)
(% 9. Attested/Appostilled copy of
o 9.1 Product Registration Certiicate (SFDA), in case of China
O 9.2 Certificate of suitability from EDOM

O 10 Original label /epecimen label complying with Rule 96 and indicating name of the drug with pharmacopoeial specification, the imparter name & address as per
Whaolesale license and Import License number If proposed draft label/package insert whereever applicable, then duly attested either by the authorised Indian Agent ar hy

the manufacturer is required to be sub d aleng with the application.

@

% Click on each points to upload document electronically.
«+ Document’s which needs to be uploaded will vary from point to point.

R/

A new window will open after clicking on the point as shown below:
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Upload Certificate
Covering Letter No file selected.
Remarks

(o | e

+«+ To submit the documents electronically click on ‘Browse’ button and select the file from your system
and then click on “Submit” button.

++ To Change or Replace the document ,tick the checkbox “Click to change file” , as shown below:

Upload Certificate
Covering Letter

Remarks uploaded

Upload Certificate | Browse.. | No file selected.

B Click to change File

« To submit the documents electronically click on ‘Browse’ button and select the file from your system
and then click on “Update” button.
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R/

+ Upload all the documents and click on “Submit” button on the checklist page to proceed further. It
will be re-directed to the “Payment” page as shown below:

Stepl L Step2. = Step3 Step4 Steps g ..Stepb

[m] B

Fill Form & Preview ? - Checklist ‘ ts Payment ) B Full Preview = Upload Form
Payment Details

Application for issue of Registration Certification for import of drugs into India under the Drugs and Cosmetics Rules 1945

Payment Details:

Payment has been calculated as below:
a. A fee of 1500 for Registration of Premises

b. A fee of 1000 for Registration of Drugs

TOTAL AMOUNT IN INR TOTAL AMOUNT IN USD
Flease enter a value

Mode of Payment Select [=]

++ Mode of payment can be “ Online” or through “Challan”.
«» Fill the form details and click on “Submit” button to proceed further. It will be re-directed to the
“Full Preview” page as shown below:

NOTE

+« Multiple challan’s can be uploaded ,upto a maximum limit of five challan’s.
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N Step2, = Elep I e Y o e £ ..SEps
Fill Form & Preview ? Checklist » &S Payment ? sl Full Preview ? Upload Form

Py

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

1/We ApoorvaPAnt, 11 11 Jaipur -999999 Telephone No.: 9999999999 Fax : 9999999999 E-Mail : apoorvapantl010@gmail.com hereby apply for the grant of Registration

Certificate for the manufacturer, M/s. ddd, B-11 Malay Square Near Park Street 1 Sydney Clock House Sydney -2138947 Telephone No.: 2156347889 Fax : 1145623789
E-Mail : aus.mankind90@mankind.com for his premises, and manufactured drugs meant for import into India.

1. Names of drugs for registration
SNo. = Generic Name of Drug = PM* Dosage * Strength +

1 maxgalin BP No Data -

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. 11111 dated, Wed
Apr 01 00:00:00 IST 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 "0210-

Medical and Public Health, 04-Public Health, 104-Fees and Fines" under the Drugs and Cosmetics Rules, 1945 — Central vide Challan No.11111, dated Wed Apr 01
00:00:00 IST 2015

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

1 = Manufacturing Site, Hari Manufacturers 21456894201 2224564136 hari aus@gmail 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 08-Apr-2015
Signature
Name :
Designation :

Seal/Stamp of manufacturer or his authorized 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

+«» Click on “Download PDF” button to generate the PDF of the filled form.

¢ Full Preview will consist of Details of the payment done by the user.

¢+ Click on “Continue” button to proceed further. It will be re-directed to the “Upload Form” page as
shown below:
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Stepl L Step2. = Step3 Stepd L.Steps L. oteph
= Fill Form & Preview ? - Checklist i Payment ? B Full Preview ‘ L Upload Form ‘
Form 40
APPLICATION FOR ISSUE OF REGISTRATION CERTIFICATE FOR IMPORT OF DRUGS INTO INDIA UNDER THE DRUGS AND COSMETICS
RULES, 1945
e No file selected.

+ To submit the documents electronically click on ‘Browse’ button and select the file from your
system.
+«» Click on “ Submit” button to proceed further. It will be redirected to a page as shown below:

NOTE

+ Upload Form 40 here ,which was downloaded as PDF earlier in Full Preview page.
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T .
P ’v,\ Central Drugs Standard Control Organization
§ - sco 3 Director General Of Health Services
"’s e ) Ministry of Health & Family Welfare, Government of India
Sy g

Your Application has been submitted successfully.
Kindly note your file no. IMP/Form40/BD/2015/1053 for future
correspondence.

% RC Application will be submitted successfully and online application will be forwarded to the
respective Designated Officer. Please note down the Reference Number generated for future
reference.
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7. How to apply for Import License?

Select department as *“ Import and Registration” and select form as “ Form 8” as shown below:

Online Forms Submission

Select Department: Import & Registration E‘

Select Form: Form 8 E‘

I agree that I 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 proceeding to Online Form Submission

1. Online Form Submission is divided into few simple steps like:
o Filling of Form
0 Uploading Essential Documents in checklist
o Payment (if applicable) and
© 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
0 Scan the Signed and Stamped Form
0 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

s+ After selecting department as “Import and Registration” and selecting form as “Form 8” ,it will be
redirected to “RC and Drug Details” page as shown below:
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Case 1: Type of Application: Fresh

Application for licence to import drugs

1. RC and Drug Details

2. Applicant Details

Application Details

Type of Application: Select D

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

Registration Certificate Number : Fetch Details

« Enter valid Registration Certificate Number.
«»+ Choose type of application as Fresh from the dropdown.

‘0

D)

Form 8 is applied for the issue of Import License Number.
Form 8 can be applied for Fresh/Endorsement/Renewal case.

L)

R/
0’0
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Fill the form details and click on “Save and Continue” button to proceed further. It will be re-directed
to the “Applicant Details” page as shown below:

Step 1

2

Fill Form

Applicant details

Name:

Address & Contact Details:

Cdac

ww, www, India, hhh-211002
P:14525252525 F: 55555555555
Email: ashu.ojha2010@gmail com

Form 9 Details

Issued By:

Date of Undertaking:

Upload Form 9

Step 2 Step 3 Step 4

Preview Checklist Payment

Application for licence to import drugs

2. Applicant Details

Mr. Raj Ojha

Indian Agent ~
| 040872015 | i]
| Browse... | Form 9.pdf .r‘

Save and Continue

Upload Form

Step 6

¢+ Choose Issued by from the dropdown , when you choose one of them Upload form 9 option will

become visible.
» Upload Form 9 (PDF file).
» Fill the form details and click on “Save and Continue” button to proceed further. It will be

DS

DS

redirected to “ Preview” page.

Doc.No: CDACNOIDA / USER MANUAL_CDSCO_V 1.0

33




User Manual

Kindly refer to PermissionOwned Section before filling the Endorsement case.

Case 2: Type of Application: Endorsement

2

coac

s After selecting department as “Import and Registration” and selecting form as “Form 8” ,it will be

redirected to “RC and Drug Details” page as shown below:

Step 1 Step 2 Step 3 Step 4
\.)
Fill Form Preview Checklist Payment

oL RN GLEVEENEN 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.

Application for licence to import drugs

Step 5

Full Preview

Name of Registered Drugs:

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

Uglocose JP

Save and Continue

Registration Certificate Number : [ BD-0987 s ]
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: 1aj 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: nullF: null, E-mail:

Step 6

Upload Form

7

to the “Applicant Details” page as shown below:
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% Enter valid Registration Certificate Number and License Number.
» Choose type of application as Endorsement from the dropdown.

» Fill the form details and click on “Save and Continue” button to proceed further. It will be re-directed
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Step 1 Step 2 Step 3 Step 4 Step § Step 6
£)
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for licence to import drugs

1. RC and Drug Details v | 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 “J
Date of Undertaking: [ 04/08/2015 | & ]
Upload Form 9 [ Browse.. | Form 9.pdf v ]

Save and Continue

‘0

% Choose Issued by from the dropdown , when you choose one of them Upload form 9 option will
become visible.

< Upload Form 9 (PDF file).

«» User applies for Endorsement case when licence number is valid ,but applicant wants to apply for

new drugs against that licence number.

«» Fill the form details and click on “Save and Continue” button to proceed further. It will be
redirected to “ Preview” page.
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Kindly refer to PermissionOwned Section before filling the Renewal case.

Case 3: Type of Application: Renewal

«» After selecting department as “Import and Registration” and selecting form as “Form 8” ,it will be
redirected to “RC and Drug Details” page as shown below:

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

Application for licence to import drugs

I oL LR GLEVEEHEN 2 Applicant Details

Application Details

Type of Application: Renewal i

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

Registration Certificate Number : [ BD-0502 v l
License Number : [ BD-589 v l
Details

R C Details Licence Details
Application Applied For : Bulk Drug File Number: 6-4/FF/91/09-DC(Re-Reg-2012)
Date of Issue : 1 February 2012 Applicant Name: Raj Ojha
Valid Upto : 19 August 2017 Date of Issue:
Registration Certificate Holder's  raj ojha Valid Upto: 19 August 2017
Details: ww, www, hhh P: nullF: null, E-mail:

Name of Registered Drugs:

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

Name Pharmacopial Monograph

MEHrms IP

Save and Continue

>

*,

» Enter valid Registration Certificate Number and License Number.
» Choose type of application as Renewal from the dropdown.

*,

>

*,

*,
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/7

% Fill the form details and click on “Save and Continue” button to proceed further. It will be re-directed
to the “Applicant Details” page as shown below:

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

Form 9 Details

Issued By: Indian Agent v
Date of Undertaking: ‘ 04/08/2015 ‘ -4 I
Upload Form 9 ‘ Browss.. | Form 9.pdf v |

Save and Continue

Choose Issued by from the dropdown , when you choose one of them Upload form 9 option will
become visible.

Upload Form 9 (PDF file).

Applicant applies for Renewal case when licence number expires and user wants to apply for
renewal of licence number.

¢ In Renewal case user cannot apply for new drugs but can delete existing drugs.

%

S

7
0‘0

«» Fill the form details and click on “Save and Continue” button to proceed further. It will be
redirected to “ Preview” page.

Doc.No: CDACNOIDA / USER MANUAL_CDSCO_V 1.0 37




/7
0’0

User Manual

cDCC

After filling form for all these three cases ,a “ Preview” page will open and it will remain common for

all the three cases, as shown below:

Step 1 Step 2 Step 3 Step 4 Step 5 Step 6
’ \)
Fill Form Preview Checklist Payment Full Preview Upload Form
Form 8
[See Rule 24]
Application for licence to import drugs (excluding those sp d in Schedule X) to the Drugs and Cosmetics Rules 1945,

I/We Cdac ,ww,www,hhh hereby apply for a licence to import drugs specified below manufactured by M/s GlaxoSmithkline Manufacturing S.PA. ,via Alessandro,
Fleming 237135 ,verona

2. Names of the drug to be imported
Name of drug

Ceftazidime powder for injection

3. I/'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 I/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.

Signature :

Place:

Name

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

Designation : ..........

# EditForm | " Proceed To Checklist

*,

% In preview user can view complete information filled by the user till now.

% Click on “ Edit Form” button to do any modifications in the filled form.

+ View the form details and click on “Proceed To Checklist” button to proceed further. It will be
re-directed to the “Checklist” page as shown below:

7

NOTE

+ Once moved to “Checklist” page , any further modifications in the application form will not
be allowed.
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Step1 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

¢+ Click on each point to upload document electronically.
+«+ Document’s which needs to be uploaded will vary from point to point.

+«» A new window will open after clicking on the point as shown below:

Upload Certificate

Covering Letter No file selected

Remarks

Enter Remarks

am e
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To submit the documents electronically click on ‘Browse’ button and select the file from your system
and then click on “Submit” button.

R/
0.0

++ To Change or Replace the document ,tick the checkbox “Click to change file” , as shown below:

Upload Certificate

Covering Letter

Remarks uploaded

Upload Certificate Browse.. | No file selected.

&% Click to change File

To submit the documents electronically click on ‘Browse’ button and select the file from your system
and then click on “Update” button.

Upload all the documents and click on “Submit” button on the checklist page to proceed further. It
will be re-directed to the “Payment” page as shown below:
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Step1 Step 2 Step 3 Step 4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Payment Details

Payment has been calculated as below:
A fee of 1000 ¥ for Registration of Drugs

Payable Amount in ¥ 1000 Head of 104 -- Fees and fines
Account

Mode of Payment Challan v Purpose

Challan Details

Challan No. Challan Date Amount (in¥)

&
Bank Name Branch Code Upload Challan
Browse.. | No file selected. E
Total Amount of Uploaded Challans 0

A Submit

+ Mode of payment can be “ Online” or through “Challan”.
«¢ Fill the form details and click on “Submit” button to proceed further. It will be re-directed to the
“Full Preview” page as shown below:

NOTE

« Multiple challan’s can be uploaded ,upto a maximum limit of five challans.
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4

Slepl Step 2 Slep 3 Step 4 Slep & Slep b
Fill Ferm Preview Checklist Payment Full Preview Uplead Form
Form 8
[See Rule 24]
Application for licence to import drugs {excluding those specified in Schedule X) o the Drugs and Cosmetics Rules 1945,
L'We Cdac ,ww,www,hhh hereby apply for a ieence to import drugs specified below manufactured by Mr's M8 XYZ via Alessandro , Fleming 237135 . verona
2. Names of the drug to be imported
Name of drug
cefuroxime Sodium powder for injection
3. 'We Cdac ,ww,www,hhh enclose herewith an undertaking in Form 9 dated swgned by the as required by rule 24 of the Drugs and
Cosmetics Fules, 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. rajejha 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.
6. A fee of Rs.1000 has been credited 1o Government under the Head of Account a0Z10 & Medical and Public Health, 04-Public Health, 104-Fees and Finesa under
the Drugs and Cosmetics Rules 1945 & Central wide Challan No. [111, ] dated [05/18/2015, | (attached i onginal |
Place :
Date : Mon Jun 01 11:1%:41 IST 2015
[6 e [ som
% Click on “Generate PDF” button to generate the PDF of the filled form.
¢+ Full Preview will contain Details of the payment done by the user.
® H 113 477 H H 113 7
+«» Click on “Submit” button to proceed further. It will be re-directed to the “Upload Form” page as

shown below:

Doc.No: CDACNOIDA / USER MANUAL_CDSCO_V 1.0

42




User Manual CDOCC
Stepl Step 2 Step3 Step4 Step 5 Step 6
Fill Form Preview Checklist Payment Full Preview Upload Form

Application for licence to import drugs to the Drugs and Cosmetics Rules 1945.
Upload Form 8

Upload Duly signed and stamped filled form 8 [ Browss._ | Form 8pdt v ‘

Submit

+ To submit the documents electronically click on ‘Browse’ button and select the file from your
system.

NOTE

+ Upload Form 8 here ,which was downloaded as PDF earlier in Full Preview page.
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¢+ Click on “ Submit” button to proceed further. It will be redirected to a page as shown below:

f*"m"*a% Central Drugs Standard Control Organization
! s ¢ Director General Of Health Services
\ -— mﬁf Ministry of Health & Family Welfare, Government of India

gy i

Your Application has been submitted successfully.
Kindly note your file no. IMP/Formé/FF/2015/379 for future correspondence.

% Import License Application will be submitted successfully and online application will be forwarded to
the respective Designated Officer. Please note down the Reference Number generated for future
reference.
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SUPPORT
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8. Forgot Password/User Id

8.1. How to retrieve password/Username?
In case user doesn’t remember its Username or password than user can use the link “Forgot Password”
link (as shown in below fig.)

i Central Drugs Standard Control Organization

&
_,{ \Ei Director General Of Health Services Search n
fcmaco) ; Ministry of Health & Family Welfare, Government of India

%9..'““ ':1,‘ Online Application ission Sy For Li ing Home FAQ Downloads ContactUs

LICENSING

¥ Application Submission
 Track Status of Application
 Grant of NOC and Permission
-

Step 3

Sign In Forgot Password?

ONLINE SERVICES

What does it offer?

2 | usermame or email

Online Submission Review Grant of NOC/ Permission
* Applicant can apply for any licence under various divisions of CDSCO.
» Track the status of submitted application.

B | password
Sorry no such user exist
» Applicant can also upload essential documents required for Clinical Trail, BA/BE study, Registration Certificate, Import

&, Licence, permission to market/ manufacture a drug and other related activities.
o » Experts can also enrell as a Subject Expert Committee in the peer review process.

\ |z
|
=
| : - le
Don't have an account! Sign Up Here For Patients For Industry Drugs @ CDSCO = oy
Learn about drug/device Guidance, Regisiration and Search registered drugs at
approvals listing €DSCo Report suspected problem

or incidence to us.

I & Approvals & Clearances

Designed, Developed and Maintained by C-DAC.

CoAC

Once clicked on the link “Forgot Password” it would redirect to the page as shown below:-
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Enter Your Registered Email Id

Submit

¢ Enter valid E-mail Id.

¢+ Once user click on “ Submit” button, a verification link will be sent to the registered user’s E-mail Id.

¢+ Once user clicks on the verification link sent on registered user’s Email-Id ,a new page will open as
shown below:-
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P
o Central Drugs Standard Control Organization

{ @\
{ ouovo ©  Director General Of Health Services
"1. - a Ministry of Health & Family Welfare, Government of India
”’wM

Reset Password

New Password:

ReEnter New Password: Re-

Submit

9. Reset Password

9.1. How to change password?
+ Toreset Password click on the verification link sent to registered user’s Email-Id ,it would redirect to
the page as shown below:-

! "”\ Central Drugs Standard Control Organization

i ]

¥ ous Moo 1 Director General Of Health Services

‘i% LN "i Ministry of Health & Family Welfare, Government of India

e
Reset Password

New Password: new Password
ReEnter New Password: Re-enter new Password

Submit

¢+ User can now reset password by filling the details in the form.
¢ Click on “Submit” button to complete the process.
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