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1. Introduction

» The DAHD officials will register themselves from Admin end. Applicants will register
themselves on the SUGAM portal of CDSCO. They can login on DAHD portal with
SUGAM credentials. The profile of the user with information like name, address,
address for communication, PAN No, telephone, mobile number for receiving alerts, e-
mail address etc. should be captured.

> Design & Development, Enhancements, improvements/new features, and support to the
Online NOC Approval System for Veterinary shall be provided. This shall facilitate
Drug Manufacturing license, Drug Import license, Registration Certificate Issuance,
and the related forms to all above said processes. The stakeholders that can use the
software system are DAHD officials, CDSCO officials, ECAH Sub-Committee
Members and the Applicant.

» For Veterinary, Online licensing system enables the drug manufacturers to apply for
licenses for manufacturing of the import and/or field trial or for approval to manufacture
a new drug/vaccine/strain or fixed dose combination or subsequent permission for
already approved new drug.

1.1. Review

> All received applications may be sent to experts for review. The experts are identified
for each broad by Officers. The Officers are members of DAHD who have expertise in
specific broad areas. Hence the received applications are first sent to the Nodal Officers,
who in turn identify the field experts, who then can review the applications.

> Each application can be sent to one or more experts who review the applications and
send back their comments.

» The applications are further reviewed by committees with pre-decided members.

1.2 Home Page

» To access DAHD online portal URL is https://www.nandi.gov.in.

» When the user enters this URL, the home page appears as shown in figure
givenbelow:
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Apply For NOC

& Market Authorization

& Import and Manufacturing License for Veterinary
Vaccines/Biologicals/Drugs

& Drugs not in Approved list
& Amendment in already Approved Product
& To Import Veterinary medical devices

Check-List

& DAHD NOC to obtain further permission from CDSCO R, 4
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DAHD NOC Checklist Committees Approved Drugs

Figure 1: DAHD Homepage

1.3 Scheme Guidelines

» The scheme guidelines are classified into respective schemes as shown in figure
givenbelow:

NOC Approvals for New Drugs and Inoculation

g System QL Q l‘)"“"" . l@ %
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Let's Explore

Gallery |

Figure 2: Scheme Guidelines
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2. Login & Registration

» By Click on the Login & Submission

» If the applicants are not registered on CDSCO portal so, they cannot login on
DAHDportal.

» For the registration, please see Scheme Guidelines page

e » 0@
NOC Approvals for New Drugs and Inoculation
System
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Easy Registration
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Follow the Steps to Register w Visit the COSCO Online Website and Click on LOGIN/SIGNUP

¥

Click on SIGNUP and Select the Registration Purpose by drop dawn fist

<

Fill the All Required Field of the form with valid Email Id and Password.
>

Figure 3: Registration Page

» The user will be redirected to the CDSCO portal after clicking the Sign-Up
button,where they can register.
» These are the steps for registration on this portal.

@ hitps/ieamupgra.. @ C-Frograms @ TCSAPTTITUDE @ English - GeeksforG... @ My Profile | Monste.. @ TCSOfi Campus On. @ Free Civil Services C.. @ cgiplsgl @ Careers|Amdocs »|

St . 2
Central Drugs Standard Control Or ion
7 e\ : 9 Sy a T o (% i
] 1 Directorate General Of Health Services
\ j Ministry of Health &Family Welfare, Government of India Home AboutUs Downloads ContactUs  iConnect
Ny ':4' SUGAM - An e-Govemance solution for CDSCO & Application for Written Confirmation Certificate & Guidelines for uploading
B Manufacturing and Formulation data

¢ Feedback Form (Annexure-I) for SUGAM online portal

& LOGIN/SIGN UP ¢ click here ok

Apply Online For
New Drugs
Subsequent New Drugs
Investigational New Drugs

Figure 4 : CDSCO Homepage
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> After selecting the LOGIN/SIGN UP option, select the Sign Up Here button if you

area new user.
» Existing users can log in directly by entering their username and password along with

thecaptcha code and then entering the login button.

/ "'""‘\ Central Drugs Standard Control Organisation & W o % &

5" % Directorate General Of Health Services
\ & Fi Ministry of Health &Family Welfare, Government of India Home AboutUs Downloads ContactUs  iConnect
."'_::,-‘ SUGAM - An e-Governance solution for CDSCO & Application for Written Confirmation Certificate & Guidelines for uploading
- Manufacturing and Formulation data [

& Feedback Form (Annexure-1) for SUGAM online portal

LOGIN/SIGN UP

u u liGwL

o o

Forgot Password

Q

Login

43 nm

Sign Up Here

Bioequivalence

Assess the equivalence of two
proparations of same drugs

Sign Up Here

Figure 5: Login/Sign Up

> Please choose "Registration purpose™ before pressing the "Submit™ button.

-
—— = 2
v \ Central Drugs Standard Control Organisation
L rmﬂw i Directorate General Of Health Services
& j Ministry of Health & Family Welfare, Government of India
\ wowee weh o
Svne” SUGAM - An e-Governance solution for CDSCO

Home = Registration Purpose

Registration Purpose

(Note: - Notified Body registration is closed on this portal as it is now available on cdscomdonline gov.in

Registration Purpose:* Select Purpose of Reqgistratio:

-

Figure 6: Registration Purpose

AP Designed, Developed and Maintained by C-DAC.

COAC
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» After clicking on Submit button Applicant Registration form will appear then
fill inall details and upload all required documents and then click on Submit
button .

c_Registy
4 If the Undertaking PDF
in Acrobat Reader

5. All the documents should be self-attested by the person who signs on undertaking with stamp and seal of the company.

Applicant Details

Applicant Type:

Figure 7: Registration Form

User-Name:

Password:*

Confirm Password:

Name: M1 v

Mobile Number: 191
Gender. & Male Female
Nationality-* . v
D Plb?l Details Select One v No file chosen
. iy If identity proof is other tha adhar card, then Applicants are required to upload their Aadhar details in SUGAM Portal within 2
months of obtaining Login Credentials
Authorization letter Choose File | No file chosen oW
ingle PDF < 10 MB {5 une
Designation:

Alternate Email ID
~

Registering for
D

Figure 8: Registration Form (Continue a)

» Please provide all essential documents in their correct sizes and formats.
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Registered Indian Address  (This address will be referred in all the forms submitted to CDSCO office,
Organization Name
Organization Type:

CIN (Corporate
Identification
Number):

Address Line 1* Address Line 2

Country State District

City/Taluka/Mandal/Tehsil Pin Code

Contact No de STO Fax No

+9 +a1

Upload Your Corporate Address Proof Details (C Choose File | No file chosen

Copy of BA/BE site registration{Approved by CDSCO) Choose File | N

dia v Select ~ elect v

Figure 9: Registration Form (Continue b)

Contact No. € e ST L ! Fax No.*
+91 +91
Upload Your Corporate Address Proof Details (Certificate of Incorporation):* Choose File | No file chosen
DF « 10 M

Copy of BA/BE site registration(Approved by CDSCO)* Choose File | No file

Please tick (v) this option if you want to receive SMS alerts.

8U90P c

1agree to the terms, conditions and privacy policy laid down by Central Drugs Standard Control Organisation, DGHS, Ministry of Health & Family Welfare for
availing the online services provided under this portal.

@ sem

HSh Designed, Developed and Maintained by C-DAC.
€dAC

Figure 10: Registration Form (Continue c)

» After filling all fields then click on Submit button.
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Reguslratlon completed successfully

am e K YOLE et A

Figure 11: Registration Form (Continue d)

»  After register on the CDSCO Online , you can login on NANDI portal by following
link directly: https://www.nandi.gov.in

» Only registered users can use this system. A new user must register first. Already
registered Users can log in with their username and password by clicking on the Login
option present on the Home Page of DAHD.

2.2 Login

— € | sevennese| unlm
NOC Approvals for New Drugs and
Inoculation System f‘

W 2023 INDIA o s o
weesww  DEPARTMENT OF ANIMAL HUSBANDRY AND DAIRYING

Home About Us Committees v  Check-List Downloads v  Contact Us

Empowered Committee
for Animal Health (ECAH)

4
3 -
=5 AT ==

Creating resilient, farmaer-centric animal health systams in
India 1o erisure the long term success of India’s livestock secter

%; oy =]

DAHD NOC Checklist Committees Approved Drugs

Figure 12: Homepage
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Click on Login button on the home page, as shown in figure given below.
A dialog box will open (Figure 13)

Enter the username and password along with the captcha

Click on Sign in button

YV VYV

Welcome to
NOC Approvals for New Drugs
and Inoculation (NANDI) System

1

R AR 348 o
DEPARTMENT OF ANIMAL
HUSBANDRY AND DAIRYING

Figure 13: Login Page
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HARSHADRAI MEHTA ~

‘Welcome to HARSHADRAI
MEHTA

Dl Applicant Dashboard

. @
. Apply for DAHD NOC 0 Applications

Motz ; These are COSCE Suomitted Appiizations. Applicarts can view and pply for Fermissions.

o Drafts 1 Applications @

ol : Dowssier Saua 3 Ora | Appicalions Corraetly ol Avalabls

B Reports O Applications @

Mot ‘Trese are the NOC Status for Applications

V Submitted Applications O Applications @

Mote :These are the Cossier Submission Aoplication filed by Anplicants

‘ INole © If Nolificaticns is Avalable , You cen seen (o c/ick view Butlon
. Notifications

Figure 14: Applicant Dashboard

» Click on the eye button to check the number of submitted applications, and then
click onthe button to go to the Apply Dossier Applications.

NOC Approvals for New Drugs and Inoculation

System -
&-} et B 208 e
DEPARTMENT OF ANMAL HUSBANDHY AMD DAIYING = Clemaarma

Welcome to Nandakumar

(5 Home
€]  togOm APPLICATION SUBMISSION
- . ook FILE HO bt STATUS TEM NAME DOSSIER

<

is

0

Figure 15
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Application Id :220049

Basic Information
Please fill the details to proceed further

Name of the product

Select the Purpase(Import/Manifacture of drugs/vaccine biological)

msgredt Developes wd Martaned by

HIEEH | wma v frsra $z
CDAIC | Crsme rom oeveiome or

ADVANCID COMPITING

Figure 16

» In the form, there is a drop-down menu. Application for Manufacturer,
Applicationfor Import: When you select Application for Manufacture, the Place
of Manufacture textbox will come up to fill.

@ks. MNOC Approvals for Mew Drugs and Inoculation
System -
. “ yapter iR 3ud e e e

JEPARTMENT OF AHIMAL HUSBANDRY AND DAIRYING

HARSHADRAI MEHTA.

Wedcome to HARSHADRAI
MEHTA

Application Id :220007

Basic Information

Please fill the details to proceed further

Mame of the product

Seleet the Purpose(Impart/Manutacture of drugs fvaccine bislogical):

Place of Manufacture/import

Figure 17

» When you select Application for Import, Place of Manufacture, Reason for Import,
andCountry for Import, textboxes will come up to fill out
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HARSHADRAI MEHTA «

‘Welcome to HARSHADRAI
MEHTA

Application Id :220007

Basic Information

Please fill the details to proceed further

Mame of the product:

Salect the Purpose(impart/Manulacture of drugs/vaccing/blologleal):

Place of Manufacture,Import
Reasons for Import

Country for iImport

Figure 18

» When the applicant's data has been successfully saved, a next button will
appear toproceed to the next form of the dossier.

NOC Approvals for New Drugs and Inoculation

S ae |5

DEPARTMENT OF ANIMAL HUSBANDRY AND DAIRYING e P

Application Id :220049

Basic Information

Please fill the details to proceed further

Name of the product

Product 1

Select the of drug:

Application for Manufacture

Place of manufacture:

Agra

B -—

click to the next button to go to the next form

Designed Developed and Maintained by
wa o R
Canc CENTRE FOR DEVELOPMENT OF ADVANCED COMPUTING

Figure 19
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- CEPARTENT OF AMBMAL HUBBARDEY AND DA S'YiNG

]  LogOwm Application Id :2200489

General Details
There are two sections. Please fill the details to proceed further.

Target species

Composition

Aetive ingredsent|s)

Dose

Figure 20

.w NOC Approvals for New Drugs and Inoculation
S}

Welcome to Nandakumar

ystem
B oguier 3R 358 Ry
- DEPARTMENT OF ANIMAL HUSBANDRY AND DARYING

(5 Home
Use during lactation/pregnancy/layers/Broiler Breeder

During Lactation

Overdose reactions/ margin of safety

Overdose reactions

Shelf life (Specify Temperature)

Storage (Temperature)

Vaccines

Designed Developed and Maintained by

T W R $%
CENTRE FOR DEVELOPMENT OF ADVANCED COMPUTING

Figure 21

» When the applicant's data has been successfully saved, a next button will appear
to proceed to the next form of the dossier. And there is a Back button to go back
if youwant to change data.
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€] togout Application Id :220049
Required documents

Please upload these documents to proceed further.

DOCUMENT NAME REMARK UPLOAD ACTION

REQUIRED DOCUMENTS DATA

Show| 10 v |entries
DOCUMENTTYPENAME REMARK ACTION DELETE

studies

of safety ® W

Figure 22

» In the form, there are multiple document names. Select a document name and it is
savedin a table where you can delete data or download an uploaded file with the
selected name. And click next button to go dossier form.

NOC Approvals for New Drugs and Inoculation

e e 2 i < |
THEA 3R 3 e = Handaxumar ~

= DEPARTMENT OF ANIMAL HUSBANDRY AND DAIRYING

DOSSIER SUBMISSION

<] Logout Application Id :220049
Data Requirements Il
Please fill the details to proceed further.
Data Requirements
Use in other Countries(Used/Registered/Patented)

Patented

Rejected/ banned by any country.

Rejected

Narcotics /any banned substance:

Narcotics

Details if GM Product:

GM Product

Environmental impact/shedding period and mode

Environmental

Figure 23
> After saved click to next button.
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Application Id :220049

Excretion in milk in livestock/eggs in poultry

Please fill the details to proceed further

Maximum residual effects in case of animal drug:

Firm /trader able to monitor the usage through retailers?:

Product is as per given in Indian 20182

No

Utility of the product for the Indian animal health sector:

Utility of the product

Publications to support the claims on the product

Impact of drug on /

mpact of drugs

Figure 24
» After saved click to next button.

NOC Approvals for New Drugs and Inoculation
System
uguiE IR 38 Rvm
= DEPARTMENT OF ANIMAL HUSBANDRY AND DAIRYING
Welcome to Nandakumar

(3  Home

Quick Note to Final Submit :

Designed Developed and Maintained by

Figure 25
» For Final submission, there is a preview button to go for a preview look. The
applicant can download the PDF, use the back button to return to the edit screen,
and then use thecheck button to complete the final submission.
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Applicant DETAILS
() Home
w| 10 v entries
L APPLICATION UBMISSION
EliNtevow FILENO BUBmeS STATUS ITEM NAME DOSSIER
NO DATE
APPLY
12/82 1 FOR
DOSSIER
12/8Z 1 5
Form12/8
&
o E

Figure 26

» The applicant has the option of viewing or downloading the report when data
submissionis completed.

NOC Approvals for New Drugs and Inoculation

System - -@
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HARSHADRAI MEHTA

Welcome to HARSHADRAI
MEHTA

L:l_Ap])licant Dashboard

. ®
- Apply for DAHD NOC 0 Applications

Motz : These are CDSCC Susminied Applizations. Applicants can view and epaly fr Parmissicns.

° Drafts 1 Applications @
Ploles s Denssier Savie Orall Appical s Conenlly ol Avaisbile
a Reports O Applications @

Motz !Trase are the NOC Status fo- Apal cations.

V Submitted Applications 0 Applications @

Mote :Thase are the Dossier Submission Adplication filed by Applicants

‘ Notifications Mole - Il Notificalions is Available , You cen seen Lo click view Bullon

Figure 27

» If the applicant fails to complete the final submission, the application will save as a
draft,which the applicant can locate in the second tile of Applications Dossier Save
as a draft.

> Applicant can see the total Dossier submitted Application in Tile four
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