Guidelines for the Pharmaceutical manufacturers

Central Drug Standard Control Organization
(CDSCO)
Guideline Document
For Uploading Manufacturing Sites and Formulation Data
Version 1.0 Release Date: 9/7/2018

Summary

This guideline is intended for the Pharmaceutical manufacturers for uploading data of permissions and licenses issued to them
by State FDAs. All manufacturers have to upload their manufacturing Sites and Formulation data on the SUGAM Portal and also
time to time update the information as per the approved amendments. The submitted & approved information will be available on
the manufacturer dashboard of SUGAM portal.

1. Three Simple Steps to upload Manufacturing Sites and Formulation Data

!
Register Upload Data

' Get Approval ’ Submit ' Get Approval
from State FDA amendments from State FDA

1.1 Registration

Applicant has to first register on the portal for all his manufacturing Sites separately. If already registered on the portal, than
directly Login to the portal otherwise first register and verify the account.

1.2 Upload Data

Once the Registration Process is completed applicant can Login to the portal to upload the Manufacturing Sites and
Formulation Data

1.2.1 Manufacturing Site Detail: (Click here to view details)

Manufacturing Sites needs to be entered once after that it will be fetched automatically and applicant will be required to only
enter all the licenses detail on this manufacturing site.

1.2.2 Formulation Detail: (Click here to view details)

Applicant needs to enter the formulation Detail for the licenses that he selects. Applicant can enter multiple Formulations for
same License. Once applicant submits the application it will go to State FLA for Approval. All the approved applications will be
visible in Approved Formulation Detail Section.

1.2.3 Formulation Production Detail: (Click here to view details)
Applicant needs to enter the production Details for each Formulations Quarterly/ Yearly basis.
1.2.4 Product Production Capacity: (Click here to view details)

Submit the volume of products that are generated by the Manufacturing Site.
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1.3 Approved Formulations / Amendments

It will show all the Approved Formulations. In case applicants wants any amendment in the Formulation detail, he can
communicate to State FLA through the option ‘reply to official’ and asked for the amendment . Official can also reply back to
applicant.

2. Detailed Steps

2.1 Registration

> Homepage: - Open link “www.cdscoonline.gov.in” The homepage of the SUGAM portal is shown in the figure 1. To
upload data for Manufacturing Sites and Formulation data click on the link “Guidelines for uploading data for
Manufacturing and Formulation data, as shown in Figure .

l/‘ “\‘ Central Drugs Standard Control Organisation L * o L i
\ g /

Directorate General Of Health Services
Ministry of Health &Family Welfare, Government of India Home AboutUs Downloads ContactUs  iConnect

N ;‘: SUGAM « An e-Governance solution for CDSCO \ ¢ Online System for Medical Devices
S

l (7 Guidelines for uploading data for Manufacturing and Formulation dau]

ot CDL Kasauli and receive batch release certificate online Fums can add their License details issued by State FDAs an SUGAM

& LOGIN/SIGN UP ¢ click hers to loginvaign up to the partal (7 Older Ver:

Apply online On“ﬂt%NOC Data Upload

conduct CT

Figure 1 : Homepage
> Once the user clicks on the link he will be redirected to Guidelines Page. They need to read the Guidelines carefully.
* New Registration :

> If the applicant is not registered on portal click on the link as shown in figure to register on the portal and you will be
redirected to Registration page.
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http://www.cdscoonline.gov.in/

V4 \ Central Drugs Standard Control Organisation
: aﬁo i Durectorate General Of Health Services
& i Mutustry of Health & Family Welfare, Government of India
\ wow anh ¢
ot SUGAM - An e-Governance solution for CDSCO

# Home @ FAQ 4 Downloads @ Contact Us W Video Tutorial % iConnect

Guidelines for uploading data for Manufacturing and Formulation data

) are mandatory Only PDF documents with size not more than 10 MB are permitted

b If the
If the Unde:

directly in Actobat Reader

SIe] again. >ame user cre ormulation data

Fill & Sign tools to fill out the form Save the form on yot

entials are used for filling the

computer, and then open it

All the docume Id be self-attested by the person who signs on undertaking with stamp and seal of the company

o upload Copy of Manufacturing License issued by States

¢ [t is mandatory ¢

Figure 2 : Guidelines for uploading data for Manufacturing and Formulation Data
> When the applicant registers on the portal, he will be given 2 roles as shown in figure.
* Manufacturing Sites and Product Formulation: To upload Manufacturing and Formulations Data.
+ Applicant for COPP and GMP: To submit COPP and GMP applications.
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Applicant Registration

Note
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Figure 3 : Applicant Registration

> Each Manufacturer has to create separate logins for all his sites (Loan or Own) .The applicant has to select the sites

for which he is registering as shown in figure
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Figure 4 : Manufacturing Sites

> User needs to fill all the information on the registration form and then clicks on Submit button as shown in figure.
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Applicant Registration
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Figure 5 : Filled Application
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> Once user fills all the details and clicks on Submit button he will be redirected to another page to verify the account
.The applicant has to enter the user name that he used while filling the registration as shown in figure.

I//‘\'"\ Central Drugs Standard Control Organisation
, -%— * B e ettt
\\- - '] SUGAM - An e-Covernance solution for CDSCO
# Home @ FAQ 4 Downloads @ Contact Us & Video Tutorial % iConnect
UserName v
Please select a method of choice to receive a new One Time PIN (OTP), which you can use to verify the Application \

* Email Mobile Number
@ Submit to CDSCO

&
3a; Desigoed, Developed and Matotained by C DAC

Figure 6 : Verify Registration

> To verify the account select either Email or Mobile Number to send the OTP and click on Generate OTP button as shown
in figure. The OTP will be send to selected option.

—
7N 3 2
7 \ Central Drugs Standard Control Organisation
! -—n‘m i Directorate General Of Health Services
& | Ministry of Health & Family Welfare, Government of India
\\— -‘l

N SUGAM - An e-Governance solution for CDSCO

# Home ® RAQ & Downloads @ Contact Us & Video Tutorial % iConnect

UserName mmonika@cdac i p

(S

Please select a method of choice to receive a new One Time PIN (OTP), which you can use to verify the Application

» Email Mobile Numbe:
@ Submit to CDSCO

%\

'335 Designed, Developed and Maintained by C-DAC

Figure 7 : OTP Generation

> In case if applicant did not receive the OTP click on the ‘Resend OTP’ Button as shown in figure, a new OTP will be
sent to applicant.
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rd N\ Central Drugs Standard Control Organisation

$ _ﬂ- ' Directorate General Of Health Setvices

\ ad Munistry of Health & Family Welfare, Government of India
—— ek 4
N SUGAM - An e-Governance solution for CDSCO

# Home @ FAQ 4 Downloads @ Contact Us W Video Tutorial % iConnect

UserName

Enter Email OTP:

g

@ Submit to CDSCO

Figure 8 : Resend OTP

> Applicant needs to enter the OTP in the text box as shown in figure.

o 2 z

7 N\ Central Drugs Standard Control Organisation

‘ _.ﬁ.‘ i Directorate General Of Hoalth Services

\ 7 Minustry of Health & Family Welfare, Covernment of India
———
e SUGAM - An e-Governance solution for CDSCO

* Home @ FAQ 4 Downloads @ Contact Us W Video Tutorial % iConnect

UserName A v
Enter Email OTP: | 5144

v *| D Resend OTP

@ Submit to CDSCO

Figure 9 : OTP Submission

> If the entered OTP is correct applicant will see the message box as shown below. Further the applicant needs to click on

‘Submit to CDSCO’ button. Applicant will be redirected to https://cdscoonline.gov.i
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<

Entered otp is correct

Figure 10 : OTP Correction Modal

> Your registration is completed and now you canlogin on the SUGAM Portal

* Already Registered:

> If the applicant has already registered himself on the portal, click on ‘upload data for manufacturing
and formulation data’ link as shown in figure and you will be redirected to homepage.

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

—
7/ \\ Central Drugs Standard Control Organisation
! i
\% J
s SUGAM - An e-Governance solution for CDSCO

o o ¢
-,

# Home @ RO 4 Downloads @ Contact Us ™ Video Tutorial % iConnect

Guidelines for uploading data for Manufacturing and Formulation data

Authornzed Signatory / Responsible person of the organization should fill the form
All fields marked with asterik (*) are mandatory Only PDF documents with size not more than 10 MB are permitted
Registration Steps
a After submitting the Registration Form, Check Registered email for E-mail Ventfication
b. If the applicant is registered with CDSCO , then there is no need to register again Same user credentials are used for filling the formulation data
e [f the Undertaking PDF does not contain interactive fields, you can use the Fill & Sign tools to fill out the form Save the form on your computer, and then open it
directly in Acrobat Reader
All the documents should be self-attested by the person who signs on undertaking with stamp and seal of the company
It 1s mandatory to upload Copy of Manufacturing License issued by States

& Click here to register on the portal (For New users)

here to upload data for Manufacturing and Formulation data (Already Registered on portal)

Q

ga; Designed, Developed and Maintained by C-DAC

DAC

Figure 11 : Already Registered

> To login into the portal, Enter Username and Password and click on ‘login’ button, as shown in figure.
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ave an » Forgot Password
Sign Up Here

Apply Online For

a2 o

Figure 12 : Login

> Once applicant click on ‘login’ button he will be redirected to the user’s Dashboard.

P Central Drugs Standard Control Organisation & w o % ‘z_‘
4
i Directorate General Of Health Services
. -%"' ; Ministry of Health &Family Welfare, Government of India Home AboutUs Downloads ContactUs tConnect
\:--o s SUGAM - An e-Governance solution for CDSCO & Online System for Medical Devices

& Guidelines for uploading data for Manufacturing and Formulation data

i their Formulations Data on SUGAM Portal New drugs approved by CDSCO is published under drugs@) CDSCO section. Firms can request 1o test vaccine sampiles at COL Kasauli and receive batch release c|

> The applicant can change the role by clicking on switch role button as shown in figure. By default Manufacturing
sites and Product formulation role is selected where applicant can upload Manufacturing Sites and formulation data.

> In case the applicant wants to apply for COPP and GMP, he needs to select Applicant for COPP and GMP role and he

will be redirected to another dashboard.

Weicome Ms Monika Choudhary (Manufacturing Sites and Product Information) # Home < Change Password ©
'/_t.\ Central Drugs Standard Control Organisation
! '
\ a Directorate General Of Health Services
i Ministry of Health & Family Welfare, Government of India

Logout

L Dashboard

(a1

Submit Manufacturing Site Details

Approved Formulations Details

8

L gq; Desianed. Develoved and Maintained bv C-DAC.

Figure 13 : Applicant Dashboard
2.2 Upload Data
2.2.1 Manufacturing Site Details

> To submit the Manufacturing Sites Detail Click on Submit Manufacturing Site, as shown in Figure.

-
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Central Drugs dard Control Organisation

\
aa Duectorate General Of Health Services
\ )/
N’ Ministry of Health & Family Welfaze. Government of India

L1 Dashboard

Submit Manufacturing Site Details

Figure 14 : Submit Manufacturing Site Details

> Once the applicant clicks on ‘Submit Manufacturing Site Details’, applicant is redirected to the page of Manufacturing
Site details.

> LoanSite

* If during registration the applicant has registered for Loan site the user can select a site which is not registered on
his/her name, but that is used by him for manufacturing.

* In this case state and district is to be selected, and then all the manufacturing units entered in the portal are
populated in premises select box as shown in figure.

Manufacturing Site Details

»

2 2 454544 L4
Rl Mo &, Trvm lctuetrint Eetate Mas semoda Maposa, Con il Mapens, Con, liict s 405026

Figure 15 : Manufacturing Premises

* Issuing authority select Box will contain the list of State Issuing Authority. Applicant needs to select the
issuing authority which is mentioned on the license.
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Select selection

Chiattshgash Licening Autorty
Premises ¢ ¢ anull 4034 v
1 ] t v

Premises Name

Licence Details
Issuing Authority \hattishgarh Licensing Autorit v Form Nc Form 25A ;
Licence No tester-01 » Date of First Issue 7/08/201 F
of Licence
Vald From 7,201 > Valid Ugto 177201 &
Upload Licence Browse... | Licence Details pdf v Certif cate Held x Andoua

Documen

Figure 16 : Issuing Authority
After filling all the details (Address and license details) user can click on ‘Save Details’ button to

proceed further
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1ka Bhupathirs Manufacturnir

{/ \ Central Drugs Standard Control Organisation
\i Dtrectorate Genesal 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)

* All fields are mandatory

Address Details
(Note Please reguster patent site before associate it as a loan site )
- —
Select selection goa M North Goa -
(4 L
Premises | nullPlot No. 111, Marwasodonull, Usgaon,Goa,null, 403407 a
Premises Name | Test .,‘
Licence Details
Issuing Authority [ Chhattishgarh Licensing Autorit El Form No | Form 254 El
Licence No [ tester-01 vl Date of First Issue (07/0872018 .J
e — of Licence —
Valid From [’07/17/2013 I '] Valid Upto ‘07/!7/2018 l ']
Uplond Licence [Browse.] Licence Details pdf v Certificate Held x Andorra
Document " - . pd J

Manufacturing Site Details

Loan Premises Name ¢

¢ License Type ¢ | Premises Name $ | Address $  LicenseNo$  Remarks $  License Type $ | Licence ¢ | Status $

No Records Found

Figure 17 : Filled details

* After clicking on ‘Save Details’ button a confirmation message will appear on screen as shown in the figure below.

Are you sure?

Are you Sure you want 1o Suomt Site detais 10 State FOA. as
afer this yOou won't be abie 10 modify form

Figure 18 : Confirmation form to submit Application
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« If applicant clicks ‘OK’ then the details entered are saved successfully and the message appears as shown in the figure
below.

<

Data has been saved successfully

Figure 19 : Submit Details Successfully

* Once the user submits the application the details of manufacturing units added by manufacturer are listed in below
section of page as shown in below figure.

* All fields are mandatory

Address Details

Name of the Company : TSER
Address : RGTHTY, YINTYJ,
K gi (Gulbarga), FGHNYJ, K. India, 546576
Licence Details
Issuing Authority Select & Form No = -
Licence No icense N Date of First Issue &
of Licence
Valid From - Valid Upto ~
Dploed Lisesice Browse... No file selected Certificate Held
Document

Premises License Remarks License Loan Premises

$  License Type Name Address S No S > Type ¢ Name $
1 < Manufacturing TSER RGTHTY, YINTYJ,, FGHNYJ, 436457 NA Own E2 Submitted to
Site Karnataka, India, 546576 License StateFDA

Figure 20 : Saved Manufacturing Site Details
> OwnSite

« If during registration the applicant has registered for Own site the user has to enter the Manufacturing Site Detail as
shown in figure.
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Welcome M: Monika Bhupathuau (Manufactuning Sites and Product Information) Home T Change Password © Logout
Central Drugs Standard Control O:

Ditectorate Genetal Of Health Services
Ministry of Health & Famuly Welfare, Government of India

Manufacturing Site Details

Note:
1 Issuing Authority Field she

ntain Name of lssuing Autho: ritten 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

Addiess Details

Unst Name tester v Unit No

testingOl v
Address Line | tester site v Address Line 2 Leste v
State 08 Distnct 08 J’:
Taluka/Mandal district v Village/Town/City test v
/Tahsil
Pin Code 343333 v E-mal 1d test@gmail com v
Contact No 491 | 45545454544 v Fax No +91 | s444444488e v
Licence Details
Issuing Authority Taenil Nadu Licensing Autority v Form No Form 3 'i
il Nadu L ing Autor |
Licence No test v Date of First Issue V2 »
of Licence
Valid From Y7/08/2018 v Valid Upto /2018 »
Upload Licence Browsee.| c8223941-0360-41_ 144221248 Certificate Heid » Amencan Samoa

Document

B Save Details

Manufacturing Site Details

License Type ® | Premices Name & | Addiess License No ® | Remarks ¢ | License Type Licence | Status ® Loan Premises Name &

No Records Found

Designed. Developed and Maintained by C:DAC

Figure 21 : Own Site Details

* After filling all the details (Address and license details) user can click on ‘Save Details’ button to proceed further
as shown in figure.
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Durectorate Genesal Of Health Services
\J Minsstry of Health & Family Weifate, Government of India

I-g—\ Central Drugs Standard Control Org

Manufacturing Site Details

Note:

1 Issuing Authonity Field should contam Name of issuing Authority Written on License

2 Date of first Issue of License Field will contamn the date on which the License was first issued
3 Upload Licence Document Field can contan only Pdf (upto 10 Mb)

* All fieids are mandatory
Address Details
Unit Name [ tester v Unit No testmgol v
Address Line 1 l tester site v } Address Line 2 tester site 2 v
State [ o ,El District North Goa 4.3
Taluka/Mandal l distnct = Village/Towy/City 15t v
/Tahsil
Pin Code [ 3gam e | E-mail id | test@gmat com v |
Contact No [ ooﬂ 45545454544 JJ Fax No mJ_ 44444444444 .,]
(Plesse melude STD Code l';:tl Number Vlru! ;d'w Contact Numbers ¢ m"' Please include STD Code - ¥ ‘.TNum:" u:n Dl“.;"wb Fax Nuznibers can be —n
be sdded with conuma separsbon added with comuma sepa aton |
Licence Details
Issuing Authonty | Tamil Nadu Licensing Autority 3 Form No | Form 32 3
Licence No [test 7 Date of Fust Issue [orr0a208 ] »
, of Licence A - ’
Valid From (07082018 I » Valid Upto 072672018 l w
”"""“‘f""” ‘ [ Browse... | ce2a1941 0360-41 144220048 Custiiontu tieid * American Samoa

Manufacturing Site Details

=)

$  License Type &  Premises Name $ | Address © | License No ¢ Remarks § | License Type § | Licence § | Status § | Loan Premises Name ¢

No Recards Found

Designed, Developed and Maintained by C DA

Figure 22 : Fill Details

* After clicking on ‘Save Details’ button a confirmation message will appear on screen as shown in the figure below.

Are you sure?

Are you sure you want to Submit Site details to State FDA as
after this you won't be abde 1o modify form
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Figure 23 : Confirmation Window

* Once the user submits the application the details of manufacturing units added by manufacturer are listed in below section of

page as shown in below figure.

“ } Durectorate General Of Health Services
\ Mintatiy of Health & Family Wellare Government of India

Manufacturing Site Details

stharity Freld should contain Name of Issuing Authority Wiitten on License

sue of License Field will contamn the date an which the License was first 1ssued

Address Details

Name of the Company tester

Address tester site, tester site 2,

/ North Goa, test, Goa, India, 343333

Licence Details

Issuing Authonty

Select w0 Form No
Licence No Date of First Issue
of Licence
Valhd From - Valhd Upto
od Li . Hel
Upload Licence B ] o file selected Certificate Held

Document

£ Save Detals

Manufacturing Site Details

Premises
€ | License Type & Name Address ¢

/ 1+ Manufactunng tester tester site, tester site 2, test NA Own
Site

test, Goa, India, 343333

Welcome M: Monika Bhupathirau (Manufactunng Sites and Product information) # Home C Change Password O Logout
-

/ 2. o

'_t.\ Central Drugs St Control Org

{

Figure 24 : Save Details

* The applicant has to add the premises details only once, after that it will be fetched automatically as shown in

figure.

* If the applicant is holding more than one license he only has to enter the license detail, the premises details will be

automatically fetched.
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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 contatn only Pdf (upto 10 Mb)

* All fields are mandatory

Address Details

/ Name of the Company : TSER
Address RGTHTY, YINTYJ,

gi (Gu FGHNYJ, K India, 546576
Licence Details
Issuing Authonty Select v Form No Select -
Licence No Date of First Issue =
of Licence
Valid From ] Valid Upto ]
Upload Licence Browse.. No file selected Certificate Held

Document

Manufacturing Site Details

1 < Manufacturing TSER RGTHTY, YINTYJ,, FGHNYJ, 436457 NA Own k) Submitted to
Site Karnataka, India, 546576 License StateFDA

Figure 25 : Name of Company and Address
2.2.2 Formulation Details

> To submit the Formulation Details go to Submit Formulation Details, as shown in Figure.

Menu = Welcome Mr Monika Bhupathiraju (Manufacturing Sites and Product Information) # Home C Change Password © Logout

,1\ Central Drugs Standard Control Org

\
\ a8 Directorate General Of Health Services
s Ministry of Health & Family Welfare, Government of India

L] Dashboard

(a1

Submit Manufacturing Site Details

Figure 26 : Submit Formulation details

> On clicking ‘Submit Formulation Details’, applicant is redirected to the Manufacturer Formulation details page as shown
in figure.

> The Manufacturing Unit select box will fetch the Site Address which the applicant has entered and it is not editable as
shown in below figure.
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Formulation Details

Note

/Mnnuhcluunq Unit

Select Licenses

4+ Add More Ingredients

Figure 27 : Manufacturing Formulation Form

> All the licenses entered by the applicant for the particular manufacturing Site are populated in Select License
dropdown; applicant needs to select the license for which he/she wants to add formulations as shown in

below figure.

Figure 28 : Licenses List

> In the formulation form brand name, pharmacopeia classification and indication are optional and the remaining fields are

mandatory.

> In case of FDC, Generic Name is automatically generated as concatenation of Ingredient Name plus Dosage Form.

> Applicant needs to fill all the details in the form, he can add multiple indications per formulation by clicking ‘+’ button and can
add multiple ingredients by clicking Add More Ingredients as shown in figure.
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Figure 29 : To Add more ingredients

> After filling all the details click on ‘Save Details’ to save the formulation of a selected license as shown in figure.
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Figure 30 : Submit Application

> Once the applicant clicks on ‘save details’ button, a confirm box will open as shown in figure. If the applicants selects ok

than his details will be saved on the portal.
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Figure 31 : Confirmation box to submit Application

> Once the user submits the application the details of Formulations added by manufacturer are listed in below section of
page as shown in below figure.

Figure 32 : Filled Formulations Detail

> Once the user save the formulation details, then he/she can add the production Details of that particular formulation on

quarterly basis.

2.2.3 Production Details

> To submit the Formulation Details go to Submit Formulation Production Details, as shown in Figure
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J
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0 Dashboard
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Approved Formulations Details
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Figure 33 : Submit Production Details

> Once the formulation details of a particular drug is filled by user, then the user can add the production details of
that particular formulation on quarterly / yearly basis under specific licenses. For adding the production details,

user needs to click on the Add Production Details for Formulation.

> The Manufacturing Unit select box will fetch the Site Address which the applicant has entered and it is not
editable as shown in figure.

o
¢ Central Drugs Standard Control Organisation

'I’ \
i
\ / Directorate General Of Health Services

.-;' Mimstry of Health & Family Welfare. Government of India

Add Production Details (For Formulations)

* All fields are mandatory /

Manufacturing Unit JRGTHTY, YINTYJ, Kalaburagi (Gulbarga), FGHNYJ, Kamataka, India, 546576
Select Licenses : Select
Select AP / Formulation: Choose Drug

Production Details

Select Quarter Select v Year Quantity Choose unit
Pack Size Choose Pack ur MRP
Batch No

B Save Details

Figure 34 : Manufacturing Site

> All the licenses entered by the applicant for the particular manufacturing Site are populated in Select License combo
applicant needs to select the license and drug for which he/she is going to add production details.
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Manufactanng Unit

Select Licenses

e
S AR P st

Pioducuon Detads
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Figure 35 : License List

> All the Drugs corresponding to the selected License are populated in Select API/Formulations drop down;
applicant needs to select the Formulation for which he/she is going to add production details as shown in figure.

Menu @ Welcome Ma Moniks Choudhary (Manufacturmg Sites and Product Information) @ Home O (hange Passwors O Logout
/

¥
/

Manufactunng Unt Plot Mo 4 Tivim Induserial Estate, Karaswada, Mapasa, Goa, Nerth Goa, Mapuss, Goa, India, 40353 ¥
Calaet Liconsss >
Select AP/ Formulation Sele y :
" [ ot ————— . ____—1|
e . o v & y haste un .

3 % Dewsgnad, Deveisped ant Mamtmed by C DAC

Figure 36 : API/Formulations List
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/ .“, —

. A -

W & Famdy W

\ s /

Add Production Details (For Formulations)
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Figure 37 : Quarterly/Yearly List

> All fields are mandatory. After filling the form applicant needs to click on ‘save details’ button to save the details as
shown in figure

Welcorme My Mosika Chondhey (Mrmateotiing Hiles s Proded infamston) @ Hone O (hege Pasword O Loguat

Manutactsieme s Fiot §o. 4, Tivas industrial Lotate Kasaswace, Mapcea, Gos, North Gos, Mapusa Gon. lndia 4062 ¥
Select Licerses: ( o 2|

feleet APL/ Foamalation

Figure 38 : Submit Application

> Once the details are saved, they will be visible in the below table of production details as shown in figure. > User can add
multiple productions on quarterly / yearly basis.
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Figure 39 : Submit Detail
2.2.4 Product Production Capacity

> Applicant can enter the Volume of products that can be generated by clicking on production capacity as
shown in figure:

© Logout

Weicome Mr Monika Bhupathiraju (Manufacturing Sites and Product Information) @ Home £ Change Password
Fd \ Central Drugs dard Control O isation
(=
a Duectorate General Of Health Services
mbs ) Ministry of Health & Family Welfare, Government of India

L Dashboard

Submit Manufacturing Site Details

Approved Formulations Details

&

2L -4 Designed, Developed and Maintained by C-DAC

Figure 40 : Production Capacity

> The applicant will be redirected to Production Capacity Details Webpage where he has to enter the
capacity.

> All fields are mandatory and after filling the fields click on save detail button as shown in figure.

production
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o Aeronci
Tengt Selex
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Figure 41 : Submit Application

> All the details entered by the applicant will be added in the table as shown in figure below.

Wl My Mk (aondbury (Mt g St wsl Prodest lnforsaton) @ Uome O Change Basswend O Logot

Desigaed, Deveioped sad Maksatabned by © DAC

Figure 42 : Submitted Details

2.3 Approved Formulation / Amendment

> To view all the approved Formulation click on Approved Formulation Details as shown in figures
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Figure 43 : Approved Formulation Details
> The formulation approved by State FLA will be shown here as shown in figure.
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Figure 44 : Approved formulations List

> In case of any amendment, applicant can send message to officials by clicking on reply to official as shown in figure.
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Figure 45 Communication from Applicant to Official

> Once the applicant clicks on Reply to Official a modal will open as shown in below figure. The applicant can write
the message here and sends the message to official by clicking clicks ok’ button.

Enter the Application Detail that you would like to edit

Remarks

Figure 46 : Remarks Box

> Once user clicks ‘ok’ a confirm box will open as shown in figure and when applicant clicks ‘ok’ , the same message
will appear to official against the particular application and official can take the action on it.
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