Government of India
Directorate General of Health Services
Central Drugs Standard Control Organization

Notice

File No.: IT-13011(11)/1/2023-eoffice Date; 4' 5 JAN 2024 ’
Subject — Launching of additional Forms on National Single Window System (NSWS)
Portal- reg.

This is in continuation to this office notice dated 01.01.2024 whereby 3 Forms i.e. MD-01, MD-
12 and MD-16 were made ‘Live’ on NSWS portal w.e.f. 01.01.2024.

Now following additional Forms have also been developed and will be made ‘Live’ on NSWS
w.e.f 16.01.2024:-

1. Application for grant of permission to manufacture new drug or investigational new drug
for clinical trial or bioavailability or biocequivalence study or for examination, test and
analysis- CT-10.

2. Application for grant of permission to manufacture formulation of unapproved active

pharmaceutical ingredient for test or analysis or clinical trial or bioavailability or
bioequivalence study-CT-12.

3. Application for grant of permission to manufacture unapproved active pharmaceutical
ingredient for development of formulation for test or analysis or clinical trial or
bioavailability or bioequivalence study-CT-13.

4. Application for grant of licence to import new drug or investigational new drug for clinical
trial or bioavailability or bioequivalence study or for examination, test and analysis -CT-
16.

Further Form 12 i.e. ‘Application for licence to import drugs for purpose of examination, test or
analysis’ will also be made ‘Live’ on 24.01.2024.

In view of above, it is requested that all concerned stakeholders henceforth should submit
application related to above said five activities through NSWS portal only and the existing
SUGAM online portal for the said activities will be disabled w.e f. 10.02.2024.

The NSWS portal can be browsed through https:/www.nsws.qov.in and a user guide is also
attached herewith for guidance for ready reference.

This is for information of all concerned stakeholders.

Encl.: As above

: ngh Raghuvanshi)
Drugs Contrdller General (India)

To:

1. All the concerned stakeholders
2. CDSCO Website
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How to view, add approval from ‘All Approvals’
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Hover over 'Central Approvals’

and click on "All Approvals’
PESO Approvals

Explore, Apply and Get all the approvals
required to start your business in India

Central Approvals | O Search Approvals

"We are laying a red carpet for all global companies

Don't know which approvals are required? Click Here & Know Your Approvals to come and establish their presence in India. Very
few countries will offer the kind of opportunities
India does today."

Hon'ble Prime Minister Narendra Modi

© =) National Single CENTRAL APPROVALS +, p VS A
« Window System asued by Mitres of Gov. ofIndia . S%

W FILTERS 58 Approvals =

Ministries

fter by: | Directorate General of Health Services X

Ministry of Health and Family Welfare

116 Application for grant of license to import new drug o
investigational new drug..

FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF

LB Click on “Add to

Public Distribution (24 C7-13 Application for grant of permission to manufacture
unapproved active pharmaceut

nm
Dashboard
Form 8 (See rule 24A) Application for License to Import Form CT-10 Application for grant of permission to manufacture Form CT-12 - Application for grant of permission to manufacture
lJngS(EItlIJﬂ\I‘Ig those specifi new drug or investigati... formulation of unappr...
Departments
F EVICES FOR THE MO-16 - APPLICATION TO IMPORT MEDICAL DEVICES FOR THE
11 H PURPOSES OF CLINICAL INVESTIGAT..
Select “Directorate General of Health

Services" from the list of Departments
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How to view, add approval through Central KYA
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Access over 61 | Approvals and 41 ate Approvals

Explore, Apply and Get all the approvals

required to start your business in India

Central Approvals ~ ~ | O Search Approvals

"We are laying a red carpet for dll global companies
to come and establish their presence in India. Very
few countries will offer the kind of opportunities
India does today."”

Don't know which approvals are required? Click Here & Know Your Approvals

Hor'ble Prime Minister Narendra Modi

Click on ‘Know Your Approvals’
on the NSWS homepage

©=— National Single
o Window System

Begin your journey through KYA which helps generate a list of Centre and State
approvals that may be required to start your business operations in India. This list of
approvals is for guidance purposes only.

Which one would you like to go with first?

State

Click on 'Continue with Central’ to
open the central KYA

S , National Single
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How to view, add approval through Central KYA

. . INVEST INDIA
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Click on ‘Business Activity Details’

Business Registration Business Activity Details Foreign Investment Details Project Land Details

Additional Information

BusIness Reglstration

Business Activity Detalls

Which sector(s) best describes your project/ business activity?

) Click here to read
| more information
. Select "Healthcare” and Answer
NN [y RO the questionnaire and find
applicability of different
approvals to you

P National Single CENTRAL APPROVALS STATE APPROVALS GOVERNMENT SCHEMES ()

» Window System Iesued by Miniies of Gowt of indis osued by St of Gt of i el e enekes by Gort. of i

Know Your Approvals - Central

Business Registration Business Activity Details Foreign Investment Details Project

Click on ‘My Approvals'
tab to view the list of
to added approvals

To save a draft of the KYA
answers, users must be
logged into NSWS

step3
Forelgn Investment Detalls

& ;Ervn‘Ject Land Detalls

Click ‘'Submit to Know Your Approvals’ Click on ‘Reset form' to remove all
to view the list of approvals previous responses to the questions

db
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How to add identified approval to the Dashboard
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@ Window System

My Approvals(4)

Based on the Information provided by you In the previous step, below Is the list of
approvals Identified. This list of approvals Is for guldance purposes only and does not
constitute legal and/or officlal advice.

CENTRAL APPROVALS {4 To add the list of approvals on
the Dashboard, log into NSWS

1 Form CT-10 Application for grant of permission;

ilability or bioequival study or for e TToT;TesTan ¥
elails ¢ Issued by Direclorate General of Health Services o Ministry of Health and Fa
2 CT-13 Application for grant of permission to manufacture unapproved active phar ical ingredient for development Save POF

of formulation for test or analysis or clinical trial or bioavailability or bioequivalence study

3 MOH_Permission to manufacture new active pharm: _Save the eXiSting ||St Of approvals
s o lssued by Directorate Gengl 11N pdf fOFmat USIng ‘Save PDF’

4 MOH_Licence to manufacture drugs for purposes of examination, test or analysis

tails o Issued by Directorate General of Health Services o Ministry of Health and Fa

P National Single
o Window System

Sign In

To access your dashboard and apply for approvals.

We have

28 Ministries

Existing users can 'Sign In’
with their credentials

New users can create an

Don't have an account? e ,
PESIL SIS account using ‘Sign Up Now
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How to login and apply for approval (New User)

P National Single
o Window System

We're so happy you're here, let's start by signing up.
Mukul Kumar

mukul123@gmail.com

9999999999

—-— 191 ~

the Terms & Conditions and Priv

Have an account?

.C:' National Single
o Window System

Welcome

We have

28 Ministries

New users can create their login credentials.

Add their Email ID & Phone Number and verify

both of them

acy Policy

Setup your profile

Select your legal entity type

You have been successfully registered on NSWS

| Select the appli

cable option ]

G WA
DEPARTMENT FOR PROMOTION OF
INDUSTRY AND INTERNAL TRADE
MINISTRY OF COMMERCE & INDUSTRY
GOVERNMENT OF INDIA

Select if you have a CIN

O
A

SOLE PROPRIETOR

NONE OF THESE, I'M PLANNING TO

ACEIETER A AP EATITY

2>

LIMITED LIABILITY PARTNERSHIP
Select if you have an LLPIN

i

OTHERS

‘ LOGOUT ‘

NONE OF THESE, FDI IN INDIA

Enter the CIN / LLPIN / Business Name

and click on ‘Next’

National Single Window System (https://www.nsws.gov.in/)
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How to fill the application form

. INVEST INDIA

STRY AND INTERNAL TRADE

;_:NatmnalSmgle d  CENTRAL APPROVALS
Window System 8 ey

l’h ERNST AND YOUNG INDIA PRIVATE LIMITED

rated 24/07/2002 U74140DL2002PTC116314 \
Add the details in the Profile (it ¢ 4N A
My Documents Members Profile . ‘l‘ " — . . :‘ L 1} ..
My Dashboard — -
Manage and track the status of your application C||Ck on :Apply Nowr tO
central Approvals in List (2 approvals) proceed with the Application
pproval ppli submittedBy  Assigne g n stat
EXAMINATION,
[ et oRanavsss - Mukul Kumar i‘!'?:w"'ﬁahh‘": Famiy £] ho ubjective*
+New Application Helere
= :::i;:?ﬁ:::;ﬂmuum performance evaluation of Rew in vitio . ikl Kt i‘:‘r(‘r:‘a‘h and Family €1 o —

®= National Single @  CENTRAL APPROVALS STATE APPROVALS GOVERNMENT SCHEMES
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Fill Application Form Click here to expand

all section at once

Submit all the mandatory details(*) in the application form to apply

o

FILL FORM

FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION,

TEST, OR ANALYSIS
Navigate through
PartA different forms
FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, ... for the approval
from here

Pre Registration Form

Click on the downward arrow
against the section names to
Applicant Address Detalls | expand and fill the form

Test or Analysls Site

Forelgn Manufacturer detalls

db
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How to fill the application form
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Window System & 1ssued by Miniries of Gow.of India

Pre Registration Form
The "*" indicates a mandatory field to

be filled by the user

Select Department *

Biological - Blood Products

CDSCO Applicable zone/HQ *

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

Applicant Address Detalls

Name of the Applicant * .
Some Data will be pre-populated as

filled up in the profile

Mukul

City *

Product Detalls

For each strength make new section application
Type of Drug * Name of Drug/Formulation *

Bulk Drug Finished Formulation

Class of Drug *

Select -

Quantity
Quantity Unit *
Selet v
- This button will create a duplicate
section for the selected section
Product Detalls 2 o
For each strength make new section application
Type of Drug * Name of Drug/Formulation *
Bulk Drug Finished Formulation
Class of Drug *
EOp . .
e SR . National Single
DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) .
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How to fill the application form

BA/BE Study Detalls

Comparator Drug Details

Comparator Drug Name * Name of Company

Select - ‘

i This button will create a duplicate
B ‘ - group for the selected group

Name of Country *

Comparator Drug Details 2 O

Comparator Drug Name * Name of Company

Name of Country *

‘ M ‘

Forelgn Manufacturer detalls

Name of the Foreign Manufacturer * Country *

‘ ‘ Select -

Address Line 1 *

Address Line2 *

State/Province/Region * City *

Please include Country Code - State Code- ———————

‘ ‘ ‘ Landline Number ‘

Zip/Postal code * Landline No * (O

FaxNo * t

‘ ‘ Click on *(i)" icon to read

Additional Information

DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) e Na.tlonal Slngle
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How to fill the application form

Yes No Yes No
An explanation about whom to contact for trial related queries, rit The anticipated prorated payment, if any, to the Subject for partic
Yes No Yes No
Subject's responsibilities on participation in the trial Statement that participation is voluntary, that the Subject can wit
Yes No Yes Nao
PI's undertaking International prescribing information
Yes NO Yes NO
Justification
. Use this button to save the progress
‘ Save as Draft . . .
of the filled up application
1 PartC Move to the Checklist form for
Checklist-F12-BI0-BP-FFBD uploading the required documents
Checklist
1. Name of Applicant (Applicant Details)
Name of Applicant (Applicant Details) * .
e SOV R e . Select Document type and Click on
RRECES—- 2 | e~ ‘Browse File' to add attachments
Supported files are POF
Name of Applicant (Applicant Details) - Remarks *
2. Drug Details
Drug Details * . . .
— This button indicates that the user needs
Rty to Download a format, fill it up and o
Supported files are POF upload the same on that particular field
Drug Details - Remarks *
e SR _ . National Single
DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) .
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How to fill the application form
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An undertaking that the device in question conforms to the requirements of these rules, apart from aspects covered by evaluation and apart

from those specifically itemised in the undertaking, and that every precaution has been taken to protect the health and safety of the
patient, user and other persons
*

Browse File

Supported files are PDF
dummy.pdf

Remarks *

Document

10. Performance evaluation report from a laboratory designated under sub-rule (1) of rule 19
Performance evaluation report from a laboratary designated under sub-rule (1) of rule 19 *
Browse File

Supported files are POF
dummy.pdf ®

Remarks *

Uploaded

\ ﬁ Once filled, click on Review and Submit

© =) National Single @  CENTRAL APPROVALS STATE APPROVALS GOVERNMENT SCHEMES Q ® W"\ MY DASHBOARD ~
Window System et by Mivtnes of Gont. ofInsie Issoe by States of Gont. of ke vmi he beretts by Govt of nda 4 Bl

FILL FORM REVIEW FORM

FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION,

TEST, OR ANALYSIS
PartA N )
FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, ... - B -
Applicable
000 O fee will be

| Pre Reglstration Form visible here

Select Department Biological - Blood Products

Purpose of Application For Examination, Test or Analysis

(DSCO Applicable zone/HQ (DSCoHQ

1agree that | will provide accurate information and | will be solely Accepted

responsible for any false or inaccurate information provided to the division

| Applicant Address Detall

© | have reviewed all the information provided by me and confirm that ReV|eW the appllcatlon and
it is correct to the best of my knowledge. C||Ck here for flnal submlss|on

o SR . National Single
DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) -
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How to fill the application form

Disclaimer

By proceeding with the payment, You acknowledge that the payment is
being made directly to the concerned Ministry towards application fees
(if applicable) or any other fees that may be charged by them. NSWS
shall not be obligated to pay or refund any monies to You in any

circumstance and is also not liable to facilitate refund of any payment C | IC k on th ec h ec k bOX

made by You to the concerned Ministry. You may reach out directly to the an d th en " Pay &
concerned Ministry/ State in case of any discrepancies. i
Submit” button

3 | have read and accept

€ > C @ trining.pfmsgov.in/Bh

ACA

osh/NTRPHome/C

Pay the amount using the Bharatkosh portal

ent Purpose Depe Setails Confirm lnfc =

R

Non-Tax Receipt Portal

Payment Mode Online

Address | DssO Address 2

[ City WEST DELHI District

[ State DELHI Country NDIA
pv— ow = pr———
w [m \

1
s Ministry PAO Name. D00 Name | Purpose and Payment | Payment Period / Amount (In
W Type Frequency R)
1 Section Officer, CDSCO (HQ), New Impart and Registration, | One Time 5000
Dethi(203700)
| IR five thousand only Total::5000

Home | About Us | Contact Us Sitemap | Term

DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) e Na.tlonal Slngle
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How to fill the application form

After payment, user will be redirected to
NSWS portal where the user has to Digitally
Sign the application

3 easy steps

to add Digital Signature

Step 1
Download and run emBridge
Application.

%) Download

Step 2
Insert your crypto-token Pen
Drive into system

Step 3
Fill details here to add digital
signature

Microsoft Windows Store

MOH_Certificate

Class 3 Individual Test for Reg

stration

This is the document
containing the responses
of the investor in the

application with their DSC.
Also knows as Legal Form

@

Submitted Successfully

Your application for
'MOH_Certificate for Registration of Notified
Body

This screen confirms the
submission of application

SW/MD/MD-1/2023/00000300
T25000

T1687768381684A53704L3335P22603

26 Jun 2023 02:08 pm

nuskan3675@gmail con

DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/)
INDUSTRY AND INTERNAL TRADE
MINISTRY OF COMMERCE & INDUSTRY

GOVERNMENT OF INDIA
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How to fill the application form

« STATE APPROVALS GOVERNMENT SCHEMES

o National Single @  CENTRAL APPROVALS
’ ewsed by Stasee of Cont. of ndia Avad he berwkts by Govt of ichs

Window System & rouved by M of Cort of e

My Documents

Members Profie

My Dashboard

Manage and track the status of your application

b0

My State Approvals

Central Approvals In List (1approvals)

0 1 0 0 0
Nat Applie ASER0 1) AppIOVRG asfoctac

Approval Name Appled on Last Submtted By Assigned 10 Application Status Applcation fees Actior

Once submitted, user can track the

MOH_G : Suomitted v25000

‘Application Status' from here I

K¢

In case the user wants to
submit any additional
document. They can click here

Isased by Stases of Covt of indea Aval the besofts by Covt of inca

®= National Single W  CENTRAL APPROVALS *, STATE APPROVALS GOVERNMENTSCHEMES () () F R

Window System &  ionwed by Mimiries of Cort. of indla

5. Additional Documents :

s Upload the documents, add the
1.2 Organization profile of notified body including organogram, busin... ¥ information

Upicad document *

pther - Btowse File

Supported files are POF D}

rRemarks *

Click on review and submit, and
" verify the application again using
el ' DSC as shown earlier

DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) e Na.tlonal Slngle
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How to view the application form (Legal Form)

‘ INVEST INDIA

CENTRAL APPROVAL: *, STATE APPROVALS GOVERNMI

Insvond by

P National Single .
o Window System .3 by

In Case the user wishes to see the
MOH_Certl €™ Legal form they can do so by [ .
e VU clicking on this button

App 1D SW/MD/MD-1/2023/00000300
g Directorate General of Health Services
Ministry of Health and Family Welfare

Processing Details

26 Jun 2023, 02 23°M @ Submitted
Upload Document
" " o s o o You have successfully uploaded the document
Form 1- MD-1 Application for grant of Certificate of Registration of a Notified Body
1. Form Type
26Jun2023, 02 21PM @ Submitted

=  Form MD-1

Form MD-1
(See subruie (5) of e 13)

APPLICATION FOR ISSUE OF CERTIFICATE OF REGISTRATION OF NOTIFIED BODY

1. Name Of Applicant
2. Nature and Constitution of Body Proprietorship

3. Corporate/Registered Office Address. KRISHNA NAGAR . North Delhi, Deihi, 110051
(India), -, 5756765

4. Details of accreditation

The legal form can be tsuea by Nagca
previewed/downloaded peasedon om0

Valid Upto 06/28/2023

5. Standard for which notified body has 1801
been accredited under rule 13 5013488

6. Payment Fees Details Refer detais in Payment Receipt
7. Documents enclosed as specified in the Part 1 of the Third Schedule of the Medical Devices Rules, 2017,
duly signed by me.

IWe undertake to comply with the provisions of the Drug and Cosmetic Act, 1940(23 of 1940) and the
Medical Device Rules, 2017 and other terms and conditions for working as a Notified Body as may be
specified from time 10 tme

Piace : delih Name: Shaik Gajula

Date : 26/06/2023 Designation: owner

o SR . National Single
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Fill Application Form

their Reponses in the Pre Registration Form

User will be presented with multiple tabs containing different checklists.
Only one Checklist will be enabled for the investor to fill up, based on

uTeTTUT

unapproved active pharmaceutical ingredient for test or ana

Form1
Form CT-12 - Application for grant of permission to manufacture formulation of un...

B Pre Reglstration form

Select Department * Purpose of the application: *

Select v Select

Location for processing of application *

Select -

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

TUT

is or clinical trial or...

Qa B F Mw‘unsmmuv|

®=) National Single 8  CENTRAL APPROVALS ‘, STATE APPROVALS (@) COVERNMENT SCHEVES
Window System Issued by Minitries of Gow. of India Issued by States of Govt. of Inia Avail the benefits by Govt. of India
FILL FORM

Form CT-12 - Application for grant of permission to manufacture formulation of
unapproved active pharmaceutical ingredient for test or analysis or clinical trial or...

Form1
Form CT-12 - Application for grant of permission to manufacture formulation of un...

&3 Pre Reglstration form

Select Department * Purpose of the application: *

Biological (r-DNA incl Re combinant Blood Product - Clinical Trial

Location for processing of application * Applicable HQ *

CDSCO Head Quarter - HQ - Biological (r-DNA incl Re combinant Blood Product

1agree that I will provide accurate information and I will be solely responsible for any false or inaccurate information

provided to the division. *

(
s A
DEPARTMENT FOR PROMOTION OF
INDUSTRY AND INTERNAL TRADE
MINISTRY OF COMMERCE & INDUSTRY
GOVERNMENT OF INDIA

Application Detalls

Fill up the details on Pre registration Form.
Click on the checkbox.

Post this, Once the user clicks on Next Form at
the bottom of the page, user will be presented
with the checklist they have to fill.

National Single Window System (https://www.nsws.gov.in/)
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Checklist Activation

©— National Single @  CENTRAL APPROVALS J  STATEAPPROVALS GOVERNMENT SCHEMES
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FILL FORM

Form CT-12 - Application for grant of permission to manufacture formulation of
unapproved active pharmaceutical ingredient for test or analysis or clinical trial or...

Form9
@ )
CT12-BIO-TDNA-FFBD-Clinical Trial-Checklist

& Checklist

| User will land on checklist enabled for them to fill up

1. Covering Letter

1. Covering Letter *

CDSCO Checklist - Browse File

Supported files are PDF
dummy.pdf CDSCO Checklist ®

1Remarks *

NA

2. Justification of Quantity

2. Justification of Quantity *

Select Document Type - Browse File

Sunnnrted filec are DNF

ED National Single
Window System

FLL FORM

Form CT-12 - Application for grant of permission to manufacture formulation of
unapproved active pharmaceutical ingredient for test or analysis or clinical trial or...

Form2 , A 6 ‘
CT12-ND-FFBD-Test 6 Analysis-Checklist 2
Checkilst The checklists which are disabled for the

user to fill in will appear as shown here.
SN T The user do not need to fill these up in
Supported fies e POF order to submit their application

1. Covering Letter of the firm - Remarks *

1. Covering Letter of the firm *

2 Self attested by Head of the institution proprietor or director of the company or firm (with autherity letterJCopy of manufacturing licenses
In form -25/28,/280 or foan license issued by SLA or DSIR approval in case of R&D
N

Select Document Type - Beowse Fie

Supported files are POF

2 Self attested by Head of the institution proprietor or director of the company or firm {with authority letterjCopy of manufacturing licenses
in form -25/28/280 or loan license issued by SUA o OSIR approval in case of RED - Remarks
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What are the technical Requirements for NSWS

System Requirements for National Single Window Portal
» Windows OS (XP or higher)

> MAC OS (X 10.9 or higher with latest updates)

~ View/ Download Pdf: Download the pdf reader to view and download the pdf files from
the link: https://get.adobe.com/reader/)

» Platform requires a minimum screen size of 976px wide , but using 1024px or higher is
recommended

» Digital Signature Certificate (DSC): Latest version of emBridge software need to be
installed in the system which acts a connecting link/driver between the NSWS and DSC

Web browsers best suited for National Single Window System
» Google Chrome
> Mozilla Firefox

» Apple Safari

Have any further questions?
Please submit your queries and feedback on:

https://www.nsws.gov.in/contact-us

Email: contactus-nsws@investindia.org.in
Ph: 1800 102 5841
(Monday - Saturday, 9am - 6pm)

Last Updated on 14 March 2023
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1 About This Manual

1.1 Purpose of this Manual

The purpose of this manual is to provide guidance to the CDSCO Ministry/Department users
concerning:

<& Services and Functionalities provided by National Single Window System (NSWS) for approval
application processing.

< Step-by-step guide on how to evaluate approvals applications received through NSWS.
1.2 Organization of This Manual
This manual has been organized into the following parts:

< Overview of NSWS

o

4 NSWS Ministry/Department User Services

1.3 Acronyms, Abbreviations, Definitions

Term /Abbreviation Definition / Full Form

Approval Approvals, as used in this document, refer to any regulatory or
legal clearance to be obtained from the government by any
investors, entrepreneurs, businessperson, or business entity
before commencing any business activity in India, including but not
limited to Approvals, Registrations, Licenses, Permits, Clearances,
Certifications etc.

ICC Investment Clearance Cell

Investment Clearance Cell setup under Invest India, DPIIT, to facilitate investors.
Cell Responsible for developing and maintaining NSWS

KYA Know Your Approval

National Single Window | The digital portal serving as the national single window system
System (NSWS) under the Investment Clearance Cell

INVEST INDIA Page 2




2 Introduction to NSWS

2.1  Objective of NSWS

The Hon’ble Minister of Finance, Government of India, during the budget speech on 1st February 2020,
announced the setting up of an Investment Clearance Cell (ICC). The proposed ICC has been developed
as an online portal, named NSWS, which will act as a National Single Window System (NSWS) for
investors, entrepreneurs, and businesses.

NSWS enables investors to identify, apply, track and obtain approvals needed before starting any
business operations in India. This eliminates the need for investors to visit multiple IT platforms and
authorities to gather information and obtain approvals from different stakeholders.

NSWS aims to fulfill the following objective:

<& Establish a single window mechanism to integrate the services provided by various central
government ministries, departments, and select state governments related to starting and
operating any business activity.

R
23

Provide a single window interface for procuring approvals required to commence a business in
India.

R
23

Provide efficient, convenient, transparent, and integrated electronic services to investors.

R
L4

Provide a uniform and seamless experience to the investor through a unified interface.

2.2 Scope of NSWS

NSWS covers Central and State approvals required by any investor, both foreign or domestic, before
starting any business operations or activities in India, including but not limited to registrations, licenses,
permits, NOCs and approvals. It provides a platform for any investor to identify, apply track and obtain
final decision on their applications. The final authority of approving or rejecting applications resides with
the respective authorities.

2.3 Salient Features and Advantages of NSWS

NSWS has been designed keeping the investor at the centre, and boasts of the following features:

2
*

R
*

Provides a single unified interface to investors to identify, apply, track and obtain approvals.

<& Helps investors identify applicable approvals depending on the specific business activities being
planned and other investor-specific context.

< Provides an ‘Approval Repository’ where the investor can select and apply for any approvals, as
needed.

< Reduces the need to fill in same information at multiple places through intelligent auto-
population.

2
°o

Provides ability to track status of an application and raise reminders to authorities, as per
agreed process, if any.
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<& Provides a unified document repository to where investors can upload and save their
documents, and view and download documents issued to them by authorities.

<& Provides an intuitive and easy to use communication module to respond to any clarifications or
additional information requests raised by processing authority on submitted applications.

<& Guides investor in situations where multiple forms or approvals need to be submitted in a

specific sequence and timing.

<& Provides a scheduler to arrange and conduct meetings online with concerned authorities, as per

agreed process, if any.

<= INVEST INDIA
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3  Processing Applications on NSWS

3.1 Ministry Dashboard Overview
3.1.1 Ministry User Login

The authorised ministry officer can Login into the NSWS Ministry portal with the credentials available
with them. The user can open the Ministry Login page from the Homepage of NSWS.

W& zoim w3 sitafe 2R R ’ INVEST INDIA

@% DEPARTMENT FOR PROMOTION OF INDUSTRY AND INTERNAL TRADE

©=) National Single g CENTRAL APPROVALS +, STATE APPROVALS e GOVERNMENT SCHEMES
o Window System Issued by Minitries of Gov. of India Issued by States of Govt. of India Avail the benefits by Govt. of India

Access over 701 tral Approvals and 4563 State Approvals

Explore, Apply and Get all the approvals
required to start your business in India

Central Approvals ~ | O Search Approvals

"We are laying a red carpet for all global companies

Don't know which approvals are required? Click Here & Know Your Approvals to come and establish meirpmce in India. Ve1y
few countries will offer the kind of opportunities
India does today."

Hor'ble Prime Minister Narendra Modi

P National Single
o Window System

SignIn

To access your dashboard and apply for approvals

We have

28 Ministries

DPU1234

Forgot Password ?

Don't have an account?
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The Ministry Dashboard on Login: Upon logging-in the Ministry User will be redirected to the
Dashboard. The Dashboard contains the count of Applications:

< Assigned to me: The applications that are pending for the specific logged in Ministry User to
review.

< New Application: The fresh application that are applied by the investor and are yet to be reviewed.

<& Total Applications: The total of the above stated Applications.

- < ® Minist Family Welfar C A A+
National Slngle & Minist ry of Health and Family Welfare Contact Us FAQ AN
Window System

Applications 0 @ msar v
lllllllllllllllllllllllll.
New Applications(5) -
| ]
| ]
-
EEEEEEEEE NN EEEEEEEEEEEEEESR
New request X View All Clear All
peoval Name oo ld Organssation Nan Date of Submission Pencing Wit \ppication Status
FORM-12- APPLICATION TO IMPORT.... SW/BIO-BP) TO THE NEW PRIV. 13062023 M. Sanj. @ New Request
FORM-12- APPLICATION TO IMPORT... SW/BIO-BP, pratheeksha 06-02-2023 M. Sanj. ® New R
FORM-12- APPLICATION TO IMPORT. SW/BI0-8P, pratheeksha 03-02-2023 Me. San; @ New Request
FORM-12- APPLICATION TO IMPORT... SW/BI0-8P FACEBOOK INDIA 01022023 Mr. Sanj, @ New Reguest
FORM-12- APPLICATION TO IMPORT.. SW/BID-BP. adasdasdasd 01:02:2023 M. San), ® New Request
) »
scypoliy  Termsof o India

3.1.2 Viewing Applications

Upon opening Application tab, the system shall display status for the applied licenses. A fresh
application will appear on top of the “Total Application” tab, or they can be opened by clicking on the
“New Application” tab which will show all the new applications submitted by the users.

To open an application for scrutinization the user should click on the name of the approval

.c_, National Single ® Ministry of Health and Family Welfare ContactUs  FAQ  AA*
« Window System

Applications a S v

Total Applications(8)

Dapsmon S Licemes; HEAEEE IS NN NN NN RN RN EEE RSN R RN
-

@ MyDetails FORM-12- APPLICATION TO IMPORT... SW/BIOBP) 0 THE NEW PRIV 13062023 Mr. San) ® New Request | ]
-

EEEE I LA AR R RN ERENRERRERRERNERRERRRERAENRERRERNRRENENERRERNENNNNREDRSNEHN.]
o IMPORT.. SW/BI0E?, pratheeksha 06022023 e s © tew Reguest

FORM-12- APPLICATION TO IMPORT... EELED prathesksha 03022023 M San ® tew Request
FORM-12- APPLICATION TO IMPORT. SW/BI08%) FACEBOOK INDIA 01022023 M. San @ new Request
FORM-12- APPLICATION TO IMPORT... SWBI08P, sadasdasdasd 01022028 M San @ Hew Request

sond to
CT-13-APPLICATION FOR GRANT OF. SW/SND/CT. pratheeksha 212202 W San

CT-10 APPLICATION FOR GRANT OF. SW/FDC/CT. 2507.202 L37d .

CT-10 APPLICATION FOR GRANT OF... SWIFDC/CT. E 607.2022 orve ® INPROCESS
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User can click on each section name to review the inputs filled by the investor

National Single ~ T - .
Window System & Total Applications e

@ New Request

=) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

‘ SW/BI0-BP/12/2023/0000011 SW4473066169 13-06-2023
EEEEEEESEEESEEESEEESEEEEEESEEEEEEEEEEEEEEEEEEEEEEEE,
52 Deperiment & Licenses - Checklist-... Checklist-F12-... Checklist-... Document Communic... Payment AuditLog @

Pre Registration Form

@ wayDetails

B repons
Applicant Adaress Detalls

B Ministry Guidance.

Test or Analysis Site

Forelgn Manuracturer detalls

Address Detalls

Product Details

BA/BE Study Detalls

1aceept that | have reviewed the form carefully.

Ministry User can navigate the through a single form vertically.

National Single

= SW/BIO-BP/12/2023/0000011 SW4473066169 13-06-2023
Window System

Checklist-. Checklist-F12-_ Checklist-_ Document Communic Payment Audit Log

L}
= Pre Registration Form .

Select Department Biological - Blood Products
® MyDetais

Purpose of Application For Examination, Test or Analysis
B Peports

COSCO Applicable zone/HQ CDSCO HQ

CDSCO Applicable zone

Iwill provide acy

nformation and | will be solely responsible for any false or

nformation provided

the division. Accepted

Applicant Address Detalls

Test or Analysis Site

Forelgn Manuracturer detalls

Address Detalls

3.1.3 Unique Application ID

For each application there will be a Unique Application ID which will be displayed on Investor as well as the
Ministry portal throughout the entire scrutinization journey.

ONew Request

@ FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

.| SW/BIO-BP/12/2023/0000011 : $W4473066169 13-06-2023
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3.1.4 Download Application and Documents

[ Ptiors Singie Vindew Gtem X | v 8 X

€ C @ ppe-nodal-authorty.nsws

QU 2 @ dmduton @ Deme § PEI-NSWSDatkos.. & Dt GOK @ EGNew © ME @i C. () NEWS|Ussrfoedn. (G UserSuney S5 @ hesessme-cover FyperCampres: P
- N & Ministry of Health and Family Welfare ontact Us. A
P National Slngle 2 Ministry of Health and Family Welfar Contact Us FAQ A
Window System
(& Total Applications a @ Kumar v
EEEEEEENEEN
© ew Reguest [ ] L]
[ ] now [ ]
[2) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS - -
m & Aepliationfom -
13-06-2023 ']
— —_— == LTesssnnnns
Checklist-. Checklist-F12-... Checklist-. Document Communic... Payment Audit Log
Pre Registration Form
Applicant Address Detalls.
Test or Anaiysis Site
Forelgn Manufacturer detalls
Aadress Detalls.
Proguct Detalls
[ BA/BE Study Detalls
Bl 0 1pe nece o searcn U T @ wcsumy Aeuamoc 0B

An option to download the whole application submitted and the payment details is also provided to
the Ministry User which will enable to easily visualize the Applicant’s Input by the Ministry User. The
button to preview the application is given on the top right corner as shown in the above image.

This Document will include application inputs by the investor and the Payment Receipt Details

On downloading it the application can be previewed as shown below, the same can be downloaded /
printed.

= f00b74c3-5450-4639-5239-51bac6ded%cc

SWS ID : SW4473066169

FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR
ANALYSIS

Pre Registration Form

3.1.5 Viewing Documents

To view the documents submitted by the Investor, the Ministry User can click on the field and click on
the Attached button beside such field. The Ministry User can click on the “Attached” button on the
right side of each field to download the corresponding documents.
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.C_, National Single & Ministry of Health and Family Welfare ContactUs  FAQ  AA
« Window System

@ Total Applications ae Kumar

@ New Request

_ [2) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

o n 13-06-2023
Deportment & icenoes
FORM-12- . Checklist-. Checklist-. Document Communic. Payment Audit Log
® MyDetais
& Reports. Checklist

1. Name of Applicant (Applicant Detalls)

EEEER
Name of Applicant (Applicant Detalls) B pttached -
EEE
2.Drug Detalls
Drug Detalls Attached
3. Dosage Form and Composition
Dosage Form and Composition Attached

Upon clicking the attachment option, Ministry User will be presented with a split screen which will
have two drop down lists having all the documents submitted by Investor in that particular Application
in both of them. Thus, the Ministry user can view all the documents along with the option of
comparing different documents.

.C: National Single @ New Request
o Window System

) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

SW/BIO-BP/1 n 13-06-2023

View Document

Document Selected Document to be Referred

Drug Details f Justification and Utilization breakup of the drug detal. v

178 - +1® : &

3.1.6 Payment Status

User will be shown with the payment details of the submitted application by clicking on the Payment
tab.
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FORM-12- ... Checklist-... Checklist-F12-... Checklist-... Document Communic... Audit Log

Transaction ID Transaction Date Transaction Time 30 oad R . 3
T1686645848691A53144L4194P19114 Tue Jun 132023 2:14:.08 PM = Uownload Recelp

The download invoice button will download a PDF having the payment receipt as shown below

Payment Receipt

FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF
EXAMINATION, TEST. OR ANALYSIS

License

SWSID SW4473066169

Transaction ID T1686645848691A53144L4194P19114

Payment
Reference T1686645848691A53144L4194P19114
Number

Bank Reference

Number 358800

CIN Number 20370013062300050333

Payment Amount | 5000

Currency Code INR

Payment Type CREDIT CARD

Payment Status SUCCESS

Payment Date

and Time 13/06/2023 14:14:09

3.1.7 Communication

This tab will show all the Scrutiny and Query raised between the Ministry and Investor. The terms will
be explained in the guide.

@ \inistn paltl v
¥ Ministry of Health and Family

Contact Us FAQ AAr

? National Single
» Window System

@& Total Applications e

0

) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

SW/BIO-BP/12/2023/0000011 SW4473066169 14-06-2023

FORM-12- Checklist-.. Checklist-F12-_ Checklist- Document I Payment Audit Log
Query History 01
Sarutiny History 01

Internal Communications
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3.1.8 Audit Log

Audit log shows all the actions taken on the particular application taken the Ministry users and

Investor

P National Single
®

Window System SW/BIO-BP/12/2023/0000011 SW4473066169 14-06-2023
FORM-12 Checklist Checklist-F12 Checklist Document Communic. Payment
ABCD Itd.
SW4473066169 BbBCBIZBAG 98"70096% vt;l|ui ar@tcs.com
Date Action Remark Action Taken by Attachment
Ministry User will be provided with two tabs as shown below
Q) New Request
National Single
Window System (%) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS
SW/BI0-BP/12/2023/0000011 SW4473066169 13-06-2023
Checklist- Checklist-F12-. Checklist- Document Communic. Payment Audit Log

Pre Registration Form

Applicant Address Detalls

Test or Analysis Site

Forelgn Manufacturer detalls

Address Details

Product Detalls

BA/BE Study Detalls

I accept that | have reviewed the form carefully. -

3.2.1 Take Internal Action

A ministry user can use this option when they have to communication regarding the application within

the ministry.

Click on checkbox for “l accept that | have reviewed the form carefully” and then click on “Take

Internal Action”

<= INVEST INDIA
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.(:3 National Single

Window System SWIBIO-BP/12/2023/0000011 SWAL73066169 13-06-2023

Checklist- Checklist-F12-.. Checklist- Document Communic Paymant Audit Log

Pre Registration Form
Applicant Address Detalls
Test or Analysis Site

Fareign Manufacturer detalls
Address Detalls.

Product Detalls

BA/BE Study Detalls

u | accept that | have reviewed the form carefully. u

A ministry user can perform the following Internal Actions:

3.2.1.1 Seek Info

In case the ministry user wants to ask some specific information from any other user from the workflow,
the application still remains with the same officer.

Go Back X

B Pull Back and Reassign B sendTo (2 Notesheet

Dileep kumar-Drugs Inspector-R0-Level:2

EIlE i1 g

|Mr Reviewing Officer, Please let me know under which category the application falls as per the users input

Note Maximum 2000 characters are allowed for remarks

3.2.1.2 Forward to next level

In case the user wants to forward application for review to his immediate superior officer.

GoBack X

‘ ‘ (a Seek Info | E SendTo ‘ B Generate Draft Permission License

‘ (3 Notesheet | [ Generate Draft Covering Letier |

= = B I U

Sir, i have reviewed the application and it look fine, sending it for your review and action

MNote Supported files : PDF, JPEG, PNG, GIF. :]
Maximum file size should be up to 100MB

Maximum 2000 characters are allowed for remarks

<= INVEST INDIA Page 12




3.2.1.3 Sendto

In case a ministry user wants to assign or reassign this application to any level user in the workflow.
This will transfer the application to the assignee on which they can act upon.

Go Back X
[ B Forward to Next Level ‘ (3 Seek Info ‘ | B Generate Draft Permission License
[ (3 Notesheet ‘ [ Generate Draft Covering Letter ‘
Select User *

| Mr. Sanjeev Kumar Gupta -Accountant-NO-Level:1

Mr. Sanjeev Kumar Gupta -Accountant-NO-Level:3

Mr. Sanjeev Kumar Gupta -Accountant-DDA-Level:4
Dr. Rubina Bose-Deputy Drugs Controller (India)-DA-Level:5
Dr. Rubina Bose-Deputy Drugs Controller (India)-LA-Level:6

Note Supported files : PDF, JPEG, PNG, GIF. [:]
Maximum file size should be up to 100MB

Maximum 2000 characters are allowed for remarks.

3.2.1.4 Pull Back and Reassign
If the application is with a particular officer and they may not be able to process it (for example a leave

or any official engagement), then the higher-level user to such officer can use this function to pull back
the license from such user and reassign it to another officer.

GoBack X

[ fa Seek Info ‘ | B sendTo ‘ (3 Notesheet

Select User *

Mr. Sanjeev Kumar Gupta -Accountant-Level No:4-DDA

Pulling back and reassigning to D.D.A. (Deputy Deciding Authority)

[ =3

3.2.1.5 Review Checklist items

A ministry user has to review the checklist documents one by one in order to move the application to
his higher-level officer. This process has to be done from Level 2 onwards till final level officer. There
onwards, Each level officer has to complete this process.

User has to click on Checklist from the top vertical tab and open each item. Then click on the
downward arrow beside each line item.
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SW/BIO-BP/12/2023/0000011 SWA473066169 13-06-2023

P National Single

Window System

FORM-12 Checklist Checklist Document Communic Payment Audit Log

ﬁm of Applicant (Applicant Details)

B mname of Applicant (Appiicant Detaits) Attached
]
[ ]
]
wPrug Detaits
]

|}
m0rug Detaits
L}

]
Foosage rorm and composttion

M osage form and Composition
n

4 Upload Duly Signed Application In Form-12
5. Challan of Fees Paid

6 Justification and UIIzation Dreakup of

User can either raise query on the document which will be communicated to the investor, or they can
provide their confirmation.

1. Name of Applicant (Applicant Details)

Name of Applicant (Applicant Details) Attached

Remarks

Mr. ). Suresh Kumar (Ministry)

3.2.1.6 Generate Notesheet

Once completed with the review of all items in the checklist, user has to generate Notesheet from the
showed option in order to move forward with the application
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oe National Single [2) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS
Window System

SW/BIO- 1 13-06-2023
FORM-12- ... Checklist-... ?“i :iii, Checklist-... Document Communic... Payment Audit Log
9 cneckisst

1. Name of Applicant (Applicant Detalls)

2 Orug Detalls

 3.Dosage Form and Composition
4. Upload Duly Signed Application In Form-12
5. Challan of Fees Paid

6. )ustification and Utilization breakup of t...

Additional Documents.

Provide confirmation through the comments and Generate Notesheet

Chalian of Fees Pald

usufcaton

parameters vis-3-vis Quantiies of the erugs, batch manutacturing pan

Reviewing Officer Comments

EEB I B

[checked and verified

A Ministry user has to complete “Review Checklist tems” and “Generate Notesheet” action as shown
in 3.2.1.5 and 3.2.1.6, respectively, to forward the application

In case the user has missed a checklist item to verify, the system will communicate the same by
showing this screen
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Please fill out the pending comments :

1. Name of Applicant (Applicant Details)

3.2.1.7 Send Back

In case the ministry user wants to send it back to the last user for reviewing it again

Internal Action
e G0 Back X

[ B Forward to Next Level ‘ fa SeekInfo ‘ B Send Back | E sendTo ]

[ B Generate Draft Permission License ‘ (3 Motesheet ‘ [ Generate Draft Covering Letter ]

| Dr. Rubina Bose-Deputy Drugs Controller (India)

i= = B 1 U

Please review the address details section for site again.

Note Maximum 2000 characters are allowed for remarks

3.2.1.8 View Notesheet

Internal Action
e GoBack X

[ (3 Seek Info ‘ B Send Back ‘ B Approve Application | B Reject Application ]

[ B sendTo ‘ E Generate Permission/License | Motesheet ‘ (3 Generate Covering Letter ]

B View NoteSheet

Notesheet captures actions taken by ministry users on checklist documents
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M. |. Suresh Kumar

Level Number: 2 Ui 1D : SW447:

_D002_A190-

SNo

Mz J. Suresh Kumar -Accountant 14-06-2023 10:52:45
Overall Romarks Checked and verified

1 Challan of Fees Fald

Dosage Form and Composition

3.2.1.9 Draft Permission License

2
L4

or edit the required details.

National Single
Window System

e

@R Seekinfo B Send Back B SendTo

[3 Motesheet (3 Generate Draft Covering Letter

_ B Generate Draht Permission License

RegistrationNumber

draft

Designatior
Chairman
Applicant address 2
cxvexdy
Applicant State
Arunachal Pradesh
Applicant City

cvexv

o

>

L
N

12
W

&
7l

INVEST INDIA

» Click on Generate “Draft Permission License”

®Document Ok

®Document Ok

Ministry user can generate draft license using this option. User can click on the button and update

GoBack X

Name of the Applicant

Veenus Arora

Applicant address 1

abe

Applicant Country

India

Applicant District

Changlang

Applicant Pincode

1222

Address Line 1

cxvae

as shown
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National Single
Window System

Go Back X

u

B | B cenerateDrattpermissionLicense | W

. [ ]

EEEEEEEEEEEEN

Name of the Applicant

draft Veenus Arora
Chairman abe
cxvexdy India
A
Arunachal Pradesh Changlang
evexv 111222

cvexy cxvxe

<& Click on “Generate Certificate” on bottom of the page

Zip/Postal code Landline No
CXVXC 1222222
Fax No Name of the site
344555 cXvex
Address Select Department
Xevex Biological - Blood Products

Product Details

Name of Drug/Formulation Brand Name Class Quantity Unit

vbvb Analgesic Drugs 34353 Aerosol

<& The Draft License will be generated
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Form 11
[See Rule 33]
LICENCE TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION,TEST OR ANALYSIS

Number of Licence: draft

1, Veenus Arora (Chairman), of abc, cxvexdy,India, Pradesh, C cvexv-111222 is hereby
licensed to import from cvexv, cxvxc, Xcv, Xcvxc, Xcv, American Samoa -cxvxe, 1222222,344555 the drugs
specified below for the purposes of examination, test or analysis at cxvex, Xcvex or in such other places as the
licensing authority may from time to time authorize.

2. This licence is subject to the conditions prescribed in the Rules under the Drugs and Cosmetics Act, 1940.

3. This licence shall, unless previously suspended or revoked, be in force for.a period of three year from the
date specified below:

S | Name of drugs Brand Name Class of | Quantity which may

Drug be imported
N

o

3.2.1.10 Generate Draft Covering Letter

Ministry User can generate Draft Covering Letter using this option. Click on the buttons shown and add
remarks.

P National Single . Address Detalls
Window System
Product Detalls
BA/BE Study Detalls
Go Back X
@ Seekinfo | [ SendBack B SendTo B Generate Draft Permission License

(3 Motesheet

:[Illlllllv,‘l

PrivacyPolicy  TermsofUse  © Copyright @ 2021 invest nda

The document will be generated
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Directorate General of Health Services)
Ministry of Health and Family Welfare

Dated: 14062023

1
Anunachal Pradesh
India

S
With reference to your pplcation No“ SW/IGCRI 2730331000001 1 dased 13062023 , please

ence for cxamination, 1 i et the
proviseon of Dregs and Casmetic Act and Rules 0 fmpeort fhe drug drugs menthomed therein.

Conditions, if any: Nil

Kindiy acknowledge reecipe of this ket and it éaclonss

Youns faithfully

Central Licencing Authonity

Condition: In case the user wants to “Generate Draft Covering Letter” , the ministry user has to first
generate the “Draft Permission License” first. Otherwise, user will be provided with such a message

| = |
- National Single

':_ Window System o TestorAnalysissite 0] "';r":‘:“’“""ﬁ:“;’:“i““"
will not be genera a

Permission/License is not

Farelgn Manufacturer detalls generated already.
Address Detalls
Product Detalls

BA/BE Study Detalls

Go Back X

@ Seekinfo | [ SendBack B SendTo | [ Generate Oraft Permission License

(3 Wotesheet

B Generate Draft Covering Letter

Conditions, if any

3.2.1.11 Approve Application

In case final level Ministry User finds the Application correct they would provide Final Approval using
this option attaching the License Certificate.

User has to first generate the “Generate Permission/License” for such Approval

L
I\

iz
713
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n ]
u - Go Back X
[ ] [ ]

L] ‘ 3 SeekInfo ‘ B Send Back | ‘ B Reject H)p\icalinn ‘

[ ]

[ ] [ ]

n ‘ E SendTo ‘ (3 Notesheet ‘ [ Generate Covering Letter ‘ 1

n [ ]

n [ ]

[ ] [ ]

n [ ]

[ ] ‘ & ‘ -

[ ] [ ]

= = =B I U =

n L]

[ ] ]

m |Approving the license ]

n [ ]

[ ] [ ]

NS EEEEEEEEEEEEEEEEEEEEEnnnd

Note Maximum 2000 characters are allowed for remarks.

3.2.1.12 Reject Application

In case the ministry user is the final approver they would provide Final Rejection using the “Reject
Application” option.

Test ar Analysls Site

National Single
Window System

Forelgn Manufacturer detalls

Address Detalls

Product Details

BA/BE Stuay Detalls

Go Back X

B Approve Applicatior

B SendTo B Generate Permission/License 3 Motesheel (3 Generate Covering Letter

i=EE B 1 U

IVour application does not fit our final criteria, Rejecting the application

Mote

3.2.1.13 Generate Permission/License

¢

< Ministry user can generate final license using this option. User can click on the button and update
or edit the required details.
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.c—) National Single
® Window System

Destibcend B SendT 3 Notesheet 3 Generate Covering Letter

Department & Licenses

@ myDetails rationhumber
SW/BIO-BP/11/2023/000002 Veenus Arora
© Roports
Designation Applicant address
Chairman abe
Applicant address Applicant €
exvexdv India
Applicant Applicant D
Arunachal Pradesh Changlang
Applicant Cit Applicant Pince
evexy 111222
Name of the Forel Addre:
evexv e
Address | State/Proving
xev xevxe

<& Click on “Generate Final Permission License” as shown

National Single
Window System

@ skl | B Sedak | B Aoporeoplicoton | B Reject pplcation
B s 3 Generate Coverng Let
mEEEEEEEEEE,
B Generate Draft Permission Licen u n
= u
AsEEEEEEEEN
RegistrationNumber Applic
_ SW/BIO0-BP/11/2023/000002 Veenus Arora
® wyesis
Designation Applicant 1
Chalrman abe
Mty Qidarce t addre ApplicantCounty
cxvexdy India
Ao pplcant Disr
Arunachal Pradesh Changlang
Aol Applicant Pi
cvexv 1222
Nams o Manuf; rer Address L 1
cverv cme
A iy tate
xev xene
Foriegn Ma ur

<& Click on “Generate Certificate” on bottom of the page

<= INVEST INDIA
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City

xcv

Foriegn Manufacturer Country

American Samoa

Zip/Postal code Landline No
CXVXC 1222222
Fax No Name of the site
344555 cxvex
Address Select Department
Xevex Biological - Blood Products
Product Details
Name of Drug/Formulation Brand Name Class Quantity
vbvh Analgesic Drugs 34353

Unit

Aerosol

:

<& The Final License will be generated

Form 11
[See Rule 33]
LICENCE TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION,TEST OR ANALYSIS

Number of Licence: SW/BIO-BP/11/2023/000002

I, Veenus Arora (Chairman), of abc, cxvexdv,India, Pradesh, Cl cvexv-111222 is hereby
licensed to import from cvexv, cxvxc, Xcv, Xcvxc, Xxcv, American Samoa -cxvxc, 1222222,344555 the drugs
specified below for the purposes of examination, test or analysis at cxvex, xcvex or in such other places as the
licensing authority may from time to time authorize.

2. This licence is subject to the conditions prescribed in the Rules under the Drugs and Cosmetics Act, 1940.

3. This licence shall, unless previously suspended or revoked, be in force for a period of three year from the
date specified below:

S [ Name of drugs Brand Name Class of | Quantity which may
. b Drug be imported

N
o

3.2.1.14 Generate Covering Letter

Ministry User can generate Final Covering Letter using this option.

\a
<* INVEST INDIA
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‘__—| National Single
-

Windew Systam Applicant Address Detalls

Test or Analysis Site

Forelgn Manufacturer detalls

Address Detalls

Product Detalls

BA/BE Study Detalls

Privacy Palicy

Click on the buttons shown and add remarks.

Forelgn Manufacturer detalls

:—' National Single
Window System

‘Address Detalls
Product Detalls

BA/BE Study Detalls

Depariment & L

| @ seekinfo ‘ B Send Back | B approve applicatior B Reject application

| B sendTo ‘ 3 Notesheet |

B Generate Draft Covering Letter

The document will be generated

<= INVEST INDIA
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1 Scrutinised Fields

Go Back X

GoBack X
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GOVERNMENT OF INDIA

CENTRAL DRUGS STANDARD CONTROL
ORGANISATION ()

(Directorate General of Health Services)
Ministry of Health and Family Welfare

Dated: 14062023

Wit ke o youfSppteton N IR 000001 dod 13062023
find encloscd herewith the Ticence for cxamination, test and analysis' bearing No- SW/BIO-BP/11/2023
000003 under the provisign of Drugs and Cosmetic Actand Rulcs to import the drug/drugs mentiancd

Conditions, if any: Nil.

ipt of this lctier and i enclosures

Condition: In case the user wants to “Generate Covering Letter” , the ministry user has to first
generate the “Permission License” first.

3.2.2 Take Investor Action

In order to have communication with the investor, user needs to click on “Take Investor Action”

- National Single ]
C_) Window Systgm ‘ ''''' ‘| | 13-86-2023

m Checklist-.. Checklist-F12-_ Checklist-_ Document Communic._. Payment Audit Log

s Pre Registration Form

- hpplicant Address Detalls.

o Testor Analysts Site

s

 Forelgn Manufacturer detalls
v hadress Detalls

v  Proguct Detalls
 BA/BEStudy Detalls

EEEEEEEEES
1 accept that | have reviewed the form carefully. ™ l ] : ]

PrivacyPolicy  Termsof Use © Copyright @ 2021 lvest ndia

User will be provided with two options.
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-e National Single
=

Window System SW/BI0-BP/12/2023/0000011 SW4473066169 13-06-2023

Checklist Checklist-F12-... Checklist-_. Dacument Communic. Payment Audit Log

Pre Reglstration Form

Applicant Address Detalls

Test or Analysls Site

Forelgn Manutacturer detalls

Aadress Detalls

Product Detalls

BA/BE Study Detalls

B soutmise ngiviol fiesds | [ Request Additionai mtormation GoBack X

PivacyPolicy  TermsofUse 4 Copynight @ 2021 Inwest India,

3.2.2.1 Scrutinize Individual Fields

Scrutiny process is a functionality added by NSWS in the Mistry User’s Dashboard which is used as an
intimation sent by Ministry to the Investor in cases where the Ministry thinks that Investor has given
incorrect information in any field(s). Consequently, the Investor will be given an option to re-fill those
fields and Resubmit the Application. Note: User will have to generate Notesheet before performing such
scrutiny.

Process for the same is captured below:

L3 Click on “Scrutinise individual fields”.

_3 National Single @ Assigned To Me 0w
= Window System
@ Pending

* FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

SW/BIO-BP/12/2023/0000011 SW4473066169 13-06-2023

Checklist- .. Checklist-F12-. Checklist- Document Communic. Payment Audit Log

Pre Reglstration Form

Applicant Address Detalls

Test or Analysis Site

Farelgn Manufacturer detalls

Adaress Detalls

Product Detalls

BA/BE Study Detalls

n
W equest Addrional mformation GoBack X

<& Click on the arrow for the desired section
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W renaing

National Single
FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS
e» Window System B
SW/BIO-BP/12/2023/0000011 SWA473066169 13-06-2023
Checklist- Checkist-F12-.. Checklist- Document Communic... Payment Audit Log
_ pre Registration Form
% Department & Ucenses e

L}
n Applicant Address Detalls W

@ myDetalis

Select All
Name of the Applicant Veenus Arora
Designation Chairman
City Zeexx
Address

Address Line 1 abe

Address Line 2 cxvexdv

< Click on the Circle against the field(s) where action is required and add the required remarks and
click on “Save”

W renang

National Single

™) FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS
Window System

SW/BIO-BP/1 n 13-06-2023

Checklist Checklist-F12- Checklist Document Communic Payment Audit Log

Pre Registration Form

Department & Lic

Applicant Address Details

Selac:

]
NEEEEEEEEEEEEEEEEEEEnEnnnnnEniiennnm AEEEE,
[ ] L] L] [ ]

Name
m " Veenus Arora 1 n » -
= " 1 1 er saly L [ ] n
= ] FE RN ]
n c . -
o ance =
n n
S EEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEENY

Designatio Chairman

Deexx
d abe

<& Finally click on “Submit Scrutiny” tab provided at the end of the page.
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n 13-06-2023

P National Single
@

Window System
Checklist- Checklist-F12- Checklist Document Communic. Payment Audit Log

Pre Registration Form

Applicant Address Detalls

Select All

Name of the Applicant Veenus Arora

Designation Chairman

.II:IIIIIIIIIIIIIIIIII.

e e
‘IIIIIIIIIIIIIIIIII.

< Ministry User can also add some remarks in case they want to explain the issue more clearly.

Add Generic Remarks

Note Maximum 2000 characters are allowed for remarks.

X2 The new input of the field will be visible on Ministry End once the investor will correct it and
resubmit the Application.

Note: After the Investor resolves such query raised by Ministry user of any level, the application will
automatically be assigned to the Reviewing Officer (Level 2).

3.2.2.2 Request Additional Information

<& In case the Ministry User want some general clarifications from the investor they can use this
option.

<& Ministry User has to click on “Request Additional Information” button. Add the required remarks
and send the request.
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C—) National Single Checklist- Cheeklist-F12- Checklist- Document Communic.. Payment
Window System

Audit Log

Pre Registration Farm

Applicant Address Detalls

Test or Analysis Site

Foreign Manufacturer detalls

Address Detalls

Bl Ministry

Product Detalls

BA/BE Study Detalls

B Scrutinise Individual Fiekds

-

Please let us know the Pincode of your * Test or Analysis Site”

1 Serutinised Fields

GoBack X

Note

National Single & Ministry of Health and Family Welfare
e@ Window System
< Assigned To Me

© QuERY REPLIED

FORM-12- APPLICATION TO IMPORT DRUGS FOR THE PURPOSES OF EXAMINATION, TEST, OR ANALYSIS

SW/BIO-BP/12/2023/0000011 SW4473066169 14-06-2023

FORM-12 Checkiist Checklist-F12: Checklist Document Payment

< Once the investor replies on it, the same will appear on the commination tab as shown below

Contact Us FAQ AR

ae

Audit Log

Query History 01

De. Rubina Bose

Veenus

Scrutiny History 01

Internal Communications

1accept that | have reviewed the form carefully.
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3.3 Ministry Users and Actions they can perform

Level

Officer

N.O. (Nodal Officer)

Actions they can perform

o Seek Info
e Pull Back and Reassign
e Send To

R.O (Reviewing Officer)

o Notesheet Generation

e Forward to next level

e Send To, Seek Info

e Generate Draft Covering Letter

e Generate Draft Permission/License

N.O. (Nodal Officer)

e Send To

e Send Back

e Seek Info

e Generate Draft Covering Letter

e Generate Draft Permission/License
o Notesheet

D.D.A. (Deputy Deciding Authority)

e Send To

e Send Back

e Seek Info

e Generate Draft Covering Letter

e Generate Draft Permission/License
o Notesheet

D.A. (Deciding Authority)

e Send To

e Send Back

o Seek Info

e Generate Draft Covering Letter

e Generate Draft Permission/License
e Notesheet

L.A. (Licensing Authority)

e Send To

e Send Back

e Seek Info

e Generate Draft Covering Letter
e Notesheet

e Approve

® Reject

e Generate Final Permission Letter
e Generate Final Covering Letter
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4 Approval and Form Linking

Ministry User can also use the Ministry Dashboard for knowing the status of their Approvals for KYA
and Form Linking. Ministry User upon login to the Ministry Dashboard should select the “Department
and Licenses” tab.

® Ministry of Health and Family Welfare ContactUs  FAQ A’

P National Single
o Window System

Overview a@ 5

Good Afternsce Or Rubina Bose, here are yosr updates a5 on date

_ Frosh Applcations v 14-03-2023 14-06-2023

0 0 0 0
. Department & Licenses
@ MyDetails Applications by status & Overview Mitience v
Approvals New Applications
® Reports
B mMinistry Guidance
No data found
.
No. of Applications by Monthly Al icence v Monthly v &

The page will show the list of Approvals under CDSCO. The table will show status of each approval for
their KYA and Form Alignment.

= s -, n F amily Welfar e .
.C;) National Single ® Ministry of Health and Family Welfare ContactUs  FAQ  AA
o Window System

Department and Licenses o @

Directorate General of Health Services (62)

Approval/Registration KYA Aligned Form Uploaded
CDSCO Checklists: Bulk Drug - Endorse
CDSCO Checklists: Bulk Drug - Fresh Applications
CDSCO Cheekilsts: Fresh Formulation - Endorse

CDSCO Checklists: Fresh Formulation - Fresh Applications

CT-13 Application for grant of permission to manu; pproved active ical ingredient for of formulation for test or analysis or elinical trial or

bioavailability or bioequivalence study

CT-16 Application for grant of license to import new drug or investigational new drug for clinical tral or bioavailability or bioequivalence study

Form 8 (See rule 24A) Application for License to Import Drugs(Excluding those specified in schedule X) to the Drugs and Cosmetics rules, 1945

Form CT-10 Application for grant of permission to manufacture new drug or investigational new drug for clinical trial or bioavailability or bioequivalence study or for

examination, test and analysis

Form CT-12 - Application for grant of permission to manufacture formulation of unapproved active pharmaceutical ingredient for test or analysis or clinical trial or

bioavailability or bioequivalence study

To know which forms are linked to an Approval the User should click on the Approval name (If the
Form Uploaded Status is given as Yes). Clicking on the form name will open it in “Preview Mode”.
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National Single Directorate General of Health Services (62)
‘___y! Window System

Approval/Registration

€DSCO Checklists: Bulk Drug - Endorse

CDSCO Checklists: Bulk Drug - Fresh Applications

Applcation

_ CDSCO Checklists: Fresh Formulation - Endorse

= : CDSCO Checklists: Fresh Formulation - Fresh Applications
) MyDetalls

CT-13 Application for grant of permission to manufacture unapproved active pharmaceutical ingredient for development of formulation for test or analysis or clinical trial or

bioavailability or bioequivalence study

Form CT-13 Application for grant of permission to unapproved acti ical ingredient for f formulation for test or analysis or clinical

Checklist CT13-IND-FFBD-Test & Analysis

Checklist CT13-IND-FFBD-Clinical Trial

Checklist CT13-SND-FFBD-Test & Analysis

Checklist CT13-BI0-Vaccine-FFBD-Test & Analysis
Checklist CT13-BIO-rDNA-FFBD- Test & Analysis
Checklist CT13-BIO-rDNA-FFBD-Clinical Trial
Checklist CT13-ND-FFBD-Test & Analysis
Checklist CT13-ND-FFBD-Clinical Trial

.

C

U

U

I

C

C

C

C

C

M Checklist CT13-SND-FFBD-Clinical TrialBABE
C

C

C

C

C

C

C

[ Checklist CT13-BIO-Vaccine-FFBD-Clinical Trial
[~
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5 NSWS Support Center

NSWS has set-up a dedicated team for catering to the queries by Ministry personnel. NSWS also
answers the queries of the users through the FAQs provided on the Help Page.

The SPOC (Single Point of Contact) from NSWS for CDSCO are

Mr. Agni Jasthi <ganesh.agni@investindia.org.in>

Mr. Vaibhav Yadav <vaibhavyadav@investindia.org.in>

Ministry users can directly coordinate with the SPOC for clarification of their queries.

If the Ministry wants to change anything on their Ministry Portals then they can contact the Invest
India SPOC for the same.

--- END OF GUIDE ---
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