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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
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How to view, add approval through Central KYA
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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’
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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

-3 National Single {ir  CENTRAL APPROVALS *, STATE APPROVALS @ COVERNMENTSCHEMES () B MY DASHBOARD ~

Issued by States of Govt. of India Avail the benefits by Govt. of India

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
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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
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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
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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
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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

8 National Single
Window System


https://www.nsws.gov.in/

13

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/)

c
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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

DEPARTMENT FOR PROMOTION OF National Single Window System (https://www.nsws.gov.in/) e Na.tlonal Slngle
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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)
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