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Home AboutUs Downloads ContactUs  iConnect
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7 Feedback Form (Annexure-1) for SUGAM online portal
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your account
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ONLINE LICENSING

Grant of Permission/ Approval/
License/NOC

Jain (Manufacturing Sites and Product Information/International Cel) # Home & C Logout

Ll Dashboard

Note:
1, For WC Applicants proceed by filling the Manufacturing site & License Details in Tile 1
2 Eollogedh uc Tiled

application for WC can be applied.

Click on the tile 1 to add manufacturing site and the details of manufacturing licence. It is mandatory to add the details of these first only then the

P

¥

Submit Manufacturing Site Details

More Info (2)©

Designed, Developed and Maintained by C-DAC.
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Menu Welcome Mr. Abhishek Jain (Manufacturing Sites and Product Information/International Cell) # Home & Logout
Central Drugs Standard Control Organisation

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

Manufacturing Site Details

Note:

1.Issuing Authority Field should contain Name of Issuing Authority Written on License.

2 Date of first Issue of License Field will contain the date on which the License was first issued

3. Upload Licence Document Field can contain only Pdf (upto 10 Mb)

4.For WC Applicants kindly add the address of Manufacturing Site which s to be mentioned on the certificate to be issued
5 Please make sure that Address Added is correct as once added cannot be corrected

6. Added manufacturing site license can be deleted if no Formulation data has been added against License

Kindly add the manufacturing site address after login to the dashboard. This address can be added only once and cannot be edited.

Alfields azemandatory | yic address will be visible on th WC certificate.

Address Details
UnitName Unit No
Address Line [ AddressLine 2
State Select E‘ District Select E‘
Taluka/Mandal Village/Town/City
/Tahsil
PinCode o E-mailld @oom
ContactNo. 481 | STDCode - Phone Number FaxNo. +91 STD Code - Fax Number
STD Code - and! can "I Code - Fax Number and Multiple Fax Numbers can be
be added with comma ssparation ) added with comma separation )
Licence Details
Issuing Authority Select B Form No Select E‘
Licence o — Date of FirstIssue = Fill the licence details corresponding fo the]
of Licence manufacturing site details added above.
ValidFrom = ValidUpto =
Upload Licence Certificate Held
[ (Browse... | Nofile selected
Document

IAﬁer adding the details click on 'Save Details’ and the details will be visible in the table below.

Manufacturing Site Details

[ i T i i i o et oo R

NoRecords Found

Designed, Developed and Maintained by C-DAC

Menu Welcome Mr. Abhishek Jain (Manufacturing Sites and Product Information/International Cell) # Home Logout
Central Drugs Standard Control Organisation

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

Manufacturing Site Details

Note:

1.Issuing Authority Field should contain Name of Issuing Authority Written on License.

2 Date of first Issue of License Field will contain the date on which the License was first issued

3. Upload Licence Document Field can contain only Pdf (upto 10 Mb)

4.For WC Applicants kindly add the address of Manufacturing Site which s to be mentioned on the certificate o be issued
5 Please make sure that Address Added is correct as once added cannot be corrected

6. Added manufacturing site license can be deleted if no Formulation data has been added against License

* Allfields ate mandatory

Address Details
UnitName Test Unit Name Unit No. 123
Address Line | Test Address Line | AddressLine 2 Test Address Line 2
State delhi E‘ District East Delhi E‘
Taluka/Mandal p— Village/Town/City | 3
/Tahsil
PinCode 110024 Emailld gytty@ytyik
ContactNo w01 | 9999999999 FaxNo 491 999999999999
STD Code - and! can "I Code - Fax Number and Multiple Fax Numbers can be
beadded with comma separation ) added with comma separation )
Licence Details
Issuing Authority Delhi Licensing Autority D FormNo Form 25 E‘
Licence No AD-1234 Date of FirstIssue 01/25/2021 L]
of Licence
Valid From 0126/2021 s ValidUpto 01/26/2021 L]
glﬂﬂadlm‘enm 40_Cover_Letter_13525paf Certifioate Held [ |
ocumen

<—— click on save details after filling the details

Manufacturing Site Details

I e e e ) e e

NoRecords Found




Are you sure?

Are you sure you want to Submit Site details to State FDA, as
after this you won't be able to modify form

I =Manufacturing Test Unit Test Address Lime 1 Test AD-1234 NA own 0/26/2021  Submitted  to

Site Name Address Line 2,, k], Delhi, India, License StateFDA
110024

ContactNa: 9999999999

FaxNo: 999999999999

FormNo: Form 25

Issuing Authority:

Certificates: Delhi Licensing Autority

IssueDate: USFDA

ExpiryDate: 01/26/2021

eveloped and Maintained by G-DA

Menu Welcome Mr. Abhi in (Manufacturing nd Product Information/International Cell) # Home Logout

Central Drugs Standard Control Oxganisation

Ditectorate General Of Health Services
Ministry of Health & Family Welfare, Govermment of India

L1 Dashboard

Note:
1. For WC Applicants proceed by filing the Manufacturing site & License Details in Tile |
2 Followed by Applying the WC Application in Tile 4

1

3

Submit Manufacturing Site Details Approved Formulations Details

4

‘After adding manufacturing site and licence details

= | apply for written confirmation by clicking on tile 4.

Apply for Written Confirmation

Designed, Developed and Maintained by G-DAS




Welcome Mr (Manufacturing Sites and Product Information/International

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

0O Dashboard

F  UserGuidelines

an

“, User Profile Your Profile is ready for application submisston] Subnit 4 +*

Click here to fill the application

é Submitted Applications +

H Saved (Draft) Applications 38 application +
Most recent : Writt HIS/2021/266)
Modified

- Approved Applications ; +
Most recent Wit m (File Na - No Res
Modified Date22.Jan-2071

E Rejected Applications 0 Applications *
Most recent : o Application Found

® Suspended/Withdzawn Applications 0 Applicat ¥
Most recent : Ho

[— View Historical Apphications ssages

[y

Post Approval Applications ¥

[

View Here

Notifications -y

.

Designed, Developed and Maintained by C-DAC.
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K, %, Central Drugs Standard Control Organisation
f _;g.., Vet GevraOf et ervios
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Online Forms Submission

Select Department Int ai Cell ¥

———Select the respective division and form

Select Form:

Confirmation -

{81 agree that I will provide accurate information and I will be solely responsible for any false or inac

(=

Click on Proceed to fill the application

curate information provided to the division

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

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

3. Please ensure that you have all the required documents ready to upload them m checklist section. Please view the checkiist

om here

%Eg Designed, Developed and Maintained by C-DAC.




Welcome ek Jain (Manufacturing Sites and Product Information/International Cell) # Home & Change Password ® Logo

K, = %, Central Drugs Standard Control Organisation
i _%.., ¥ Dt G 1 et s
\ 28,/ Ministry of Health & Family Welfare, Government of India
e
Written Confirmation
Premises Details

Cdac, Notda, Notda -123456, Uttar Pradesh, india 4~—This Address will be displayed on the WC Certificate Issued.
Phone: 0-9801236789, Fax:0-9876345670, Email: — EC IN

Manufacturing Unit |CIJAC

A

Sy

Chose the purpose or type of application from the drop down

00se purpose

Purpose |

Click on Next button to proceed further.

Welcoma Mr ‘Manufacturing Sites and Product Information/International Cell) # Home & Change Password & Logout

Central Drugs Standard Control Organisation

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

Written Confirmation

ERUETEEIEY 5 wiritten Confirmation Preview

Premises Details

Manufacturing Unit: ¢

Purpose [ Fresh v

Select Licenses :

Select your respective license against which WC is to applied and
then fill the drug details respectively

Drug Details

Purpose of Drug Select Purpase - Drug Type @ Bulk Drug

Generic name® N Phan:‘ﬂ;ﬂﬂlﬂgmﬂl Select classification v
classification of
Dtug (Optional)

Pharmacopoeial Shelf Life

Menograph @ i

Drug Approval Select v

Status in India

Then click on Add Drug Details Button to add the drug.

Show 10~ enties Search

No data available in table

Showing 0 to 0 of 0 entries Previou Next

- Save
hen Click on Save button to save the drug & proceed further

Designed, Developed and Maintained by C-DAC.

conc



(Manufacturing Sites and Product Information/Intermational Cell) # Home Z Change

Central Drugs Standard Control Organisation
Directorate Goneral Of Health Sarvices
Ministry of Health & Family Welfare, overnment of India

Written Confirmation

2 Drug Detsils [JERUEE

Premises Details

Manufacturing Unit: ~ CDAC
Cdac, Noida, Noida -123456, Uttar Pradesh, India
Phone: 0-9801236789, Fax0-9876345670, Email: ABHISHEKJAINGCDACIN

Purpose [ Fresh |

Select Licenses : [ ap-1234 - (Form 25) v

Drug Details

Purpose of Drug Drug Type @ Bulk Drug v
Generic name@ Pharmacelogical Antibacterial »
of
Drug Optionsl)
Phammacopoeial el 1 Shelf Life (12 months
Menograph =
Drug Approval ==
Status in India
he drugs entered
- ick here 1O add the drug
W~ enuies Click he Search

Approval Status of Drug

Nao data availsble in table

Showing 0 to 0.of 0 entries Next

Designed, Developed and Maintained by C-DAC.
AC

f>n (Manufacturing Sites and Product Information/International Cell) # Home & Change Password ® Logout

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

Written Confirmation

Premises Details

Manufacturing Unit:  CDAC
Cdac, Noida, Noida -123455, Uttar Pradesh, India
Phone: 0-9801236789, Fax:0-9876345670. Email: ABHISHEKJAIN@CDAC IN

Purpose 7|
Select Licenses J—C
lick here to select the licence to add more drugs against it
) Add Drug Deta % ) : o
——————— ick here to add the drug after selecting the licence and filling the drug details
Show 1  ~ enties Search
License No Generic Name Approval Status of Drug | Action

1234 - (Form 25) o ; :
ADTEW Gem o Inelrogdems HAopomed Click here to Edit or Delete the drugs added

Lof 1entries

fed

lick here to save the drugs and proceed further if drug addition is complete

Designed, Developed and Maintained by C-DAC.

DAC




Central Drugs Standard Control Organisation
i Directorste Generai O Health Services

\EB, 7 sinisuy of Health & Family Weltare, Government of India
e

Premises Details
Manufacturing Unit:
Purpose:
Show 1 v enties
SNo

o1 AD-1234 - (Form 25)

Showing 110 1 of 1 entries

Written Confirmation Preview

L Written Confirmation Form 2 Drug Details

CDAC
Cdac, Noida, Noida -123456, Uttar Pradesh, India
Phone: 0-9801236789, Fax:0-9876345670, Email: ABHISHEKJAIN@CDAC IN

Fresh

Search
| Generic Hame Activityies)
Test Drug Name Manufacturing & Packing

Click here to proceed the checklist

Click here to modify the form if any change is required

Are you sure?




Abhishek and Product Informat ord ® Logout

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

Upload Essential Documents For Written Confirmation

Note:
1 Click on the checklist point to upload dorument against it Only PDF documents with size not more than 50 MB are permitted.
2. All checklist items are mandatory, In case of unavatlability of document give proper justification regarding the unavailability of document and alsa upload supporting
document
3 Partially saved checklist can be undet the Saved link & the Dashboard
4 Click here to view Guidelines for PDF documents

= Click here to upload the document against the checklist
O 1[Covenng Letter/Appiication from Manuacture [

O 2.Sute master file (as specified under WHO TRS 961 Annexure 14)

O 3. An Authorization lettet in original issued by the Directar/Company Sectetary/’

ner of thefirm
O 4. Copy of GMP certifivate issusd as per WHO GMP, USFDA, EDOM, efc. if any

O 5. copy of Manufacturing License

O 6. Listof Approved APIs

o

O 8 Listof SOPs and STPs

of AP1s applied for issuance of WC

O 9. Listof Technical Staff, their Qualification, Experienc

and apptoval status & Organcgram

10, List of Equipment and In
O 1L Manufacturing Plant layout

O 12 Validation Master Plan

O 13, Good Distribution Practices followed by the firm

[ 14, Legal Undertaking and Form -1 A TN
y Click on + sign to see checklist item

0 141 Leqgal undertaking and upload the docmunets
15(1). Product Permission
16(1) . Stability studisz of 3 batches for minimum 06 months for accelerated and real time studies along with stability protocol and commitment

17(1). Process Validation for 3 batches of sach Product

18(1) . Annual Product Review for last 3 years
19(1) . Export data far last 3 years
20(1) . Analytical Method Validation
21(1) . Market Complaint Review
22(1). Data of impurity profiling
23(1) . NSQ reports, if any

o oco0o000C ©00o0

Click on Submit button when complete checklist is filled

Designed, Developed and Maintained by C-DAC.

6
DAC

Note: Please write NA, in case you do not have any remarks to enter.

Upload Certificate .
Click here to upload the document

Covering Letter/Application from Manufacture o file thosen

Remarks

Enter your remarks here

Click here to upload it against “lick here to reset it to blank
the respective cheklist




me Mr. Abhishek Jain (Manufacturing Sites and Product Information/International

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

Upload Essential Documents For Written Confirmation

Note:
1 Click on the checklist point to upload document against it Only PDF documents with size not more than 50 MB are permitted.
2 All checklist items are mandatory. In case of unavailability of document give proper justification regarding the unavailability of document and

iso upload supporting

document
9. Partially saved checklist can be under the Saved link availsble on the Dashboard .
4 Click here to view Guidelines for PDF documents Once document is uploaded
.~ against the checklist then it
l & 1. Covenng Lette/Appiscation from Manufacturs ‘—I turns green

& 2.5ite master file (a3 specified undet WHO TRS 961, Annexure 14)

& 3 An Authorization letter in original issued by the Director/Company Secratary/Partner of thefirm
4. Copy of GMP certificate issued as per WHO GMP, USFDA. EDOM, etc. if any

5. Copy of Manufacturing License

6. List of Approved APls

QAR

7. List of APl applied for issuance of WC
8, List of SOPs and STPs

9. List of Technical Stat!, their Qualification, Experience and approval status & Orgenogram

RR R

10. List of Equipment and Instruments

11 Manufacturing Plant layout

QR

12 Vahidation Master Plan

®

13. Good Distribution Practices followed by the firm

¥

14 Legal Undertaking and Form

®

141 Legal undertaking

150 Product ermissian °
16(1) . Stability studies of 3 batches for minimum 06 months for accelerated and real time studies along with stability protocol and commitment °
Click + to view document list

17(1) . Process Validation for 3 batches of each Product [+]

168(1). Annual Product Review for last 3 years 4]

19(1) . Expart data for last 3 years ©
201) . Analytical Method Validation [+]
21(1) . Market Complaint Review [+)
2201). Data of impuurity profiling ©
23(1) . NSQ reports, if any ]

& 231 Test Drug Name -- AD-1224 - (Form 25)

[ submit ]. Click here to submit the application

S®  Designed, Developed and Maintained by C-DAC.
COAC

(Manufacturing Sites and Product Information/International

\ Central Drugs Standard Control Organisation
i % Directorate General Of Health Services
\ o,/ ssinistry of Health & Family Welfare, Government of India
-

Written Confirmation Preview

L Written €

Premises Details

Manufacturing Unit

Purpose: Fresh
Show ~ entries Search

SNo License No Generic Name Activity(ies)

o1 [Form 25) Test Drug Manufacturing & Packing

Showing 110 1 of 1 entries

Click here to agree Declaration

\E[ agree that 1 will provide accutate information and 1 will be solely respansible for any false of (naccurate information provided te the division

Click to here to download the pdf of your application
which needs to be uploaded in Next step

_ Click on next button to proceed further

S5 Designed, Developed and Maintained by C-DAC.
COAC




(Manufacturing Sites and Product Information/Interational Cell) # Home = Change Password ¢ Logo
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Step2 Step 3 Step4 Step 5 Step 6

@ Ei L)

Fill Form Preview Checklist Payment Full Preview

Upload Form

Application for Written Confirmation

Upload Written Confirmation . o 3
Qick here to upload the WC downloaded in previous step

o, pdf v ‘

ubmit
"\g lick here to Submit the application then the application number will be generated

once the file is submitted

Written Confirmation

Designed, Developed and Maintained by C-DAC.
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(Manufacturing Si on/International Cell) # Home £ Change Password ¢ Logo
Central Drugs Standard Control Organisation
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Your ‘has been submitted
Kindly nate your file no [WC/FR/Z621/2 Jor future correspandence.

This is the application number generated for your submitted application




