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WHO-GMP Login
1. Homepage

» Open the link for online Licensing “www.statedrugs.gov.in” after that click on
“Login/ Register” as shown in figure 1.

i {IRT W@ | GOVERNMENT OF INDIA Skip to main content (:R g D
. . . . Se2 o ol
Online National Drugs Licensing System = ¥ e » (%
(Central Drugs Standard Control Organisation) ABOUT ANALYTICS SERVICES REGULATORS ~ CONTACT US

Verify Track Application ~

Sale | Manufacturing | Blood Center | Certificate Login/Register

Click Hed

"ONDLS portal is a single window platform for online processing of various
applications submitted by the applicants for issuance of manufacturing and
sales licenses including Blood Centers and other certificates.”

ol 240477 21nNKR7 n11a2 26R28N

Figure 1: Home Page

1.1 Login (User Name and Password)

» Login using username, password and Captcha then click on Validate and
proceed as show in figure 2.

SIGN IN

Enter User Name

Enter Password

Forgot Password?

XOQDNM

Click He

Q2

VALIDATE & PROCEED

OR

REGISTER OR SIGNIN WITH MOBILE NUMBER

> Figure 2: Sign in (Username and Password)
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1.2 Login (OTP)

> Enter registered mobile number and then Press “Get OTP” Button as shown in

figure 3.

REGISTER OR SIGN IN

An OTP will be sent to your mobile number for verification

COMC

Enter your mobile number L

Click Here

By Sign In/Registration, | agree to the Terms of Service and Privacy Policy

OR

SIGNIN WITH USER NAME AND PASSWORD

Figure 3: Sign In (Mobile number)

» You will get OTP on your Mobile number. Enter your OTP Then Press “Validate
Proceed” Button as shown in figure 4.

OTP VERIFICATION

An OTP will be sent to your mobile number for verification
HAHH KXX 8888

One Time Password

Click Here

An OTP has been sent to your registered Email Id and Mobile

Number
OTP SENT 54

VALIDATE & PROCEED

By Sign In/Registration, | agree to the Terms of Service and Privacy Policy

OR

SIGNIN WITH USER NAME AND PASSWORD

> Figure 4: OTP verification through registered mobile number
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WHO-GMP Dashbaord
2. Homepage

» After login on ONDLS portal you will be redirected to this page. Click on
Application processing as shown in Figure 5.

Click Here

GOVERNMENT OF INDIA
(g-? ONLINE NATIONAL DRUGS LICENSING SYSTEM

Manufacturer of =
Drugs Dashboard

Product Management Application Processing Technical Member Old Licence Management

Certificates Authorized Person Firm Approval Listing

0Old Products Under Review Extension Form for Past Hired Technical Online Payment Status
Schedule-M Members

Track & Trace Stock

Figure 5: Dashboard

2.1 Application Processing

» After clicking on Application processing page open like this. From here you can
see your application Draft, Submitted, Approved & the below tiles Application
for your reference. Click on Fresh Application Submission as shown in figure 6.

y GOVERNMENT OF INDIA Q

Manufacturer of
., ONLINE NATIONAL DRUGS LICENSING SYSTEM Drugs Dashboard

Click Here Applications

Fresh Application Save as Draft Submitted Applications Approved Applications
Submission

Query Raised Applications Rejected Applications Post Approval Change Request for
Request Applications Surrender/Withdrawn

Figure 6: Application Page
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> After clicking on Fresh application tiles, a page open like this as shown in figure
7(a). You have to fill all details and submit.

J GOVERNMENT OF INDIA Manufacturer of D

% ONLINE NATIONAL DRUGS LICENSING SYSTEM Dashboard

Drugs

Application Draft Initial Page

Application Type* Form Name*

Issue of Certificate ] [ WHO-GMP

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

Note:- You can apply for fresh application here ONLY.

1. In case you want to retain old license then kindly submit your old license data through old license management tile to state FDA for data verification.
2 Afterald licance data yarified by ENA val may fils for i tornost annen L

Figure 7(a): Initial Page

» This page allows users to create a new application by selecting the application
type and choosing the required form (e.g., WHO-GMP, FSC, COPP). Users must
accept the declaration and click Submit to proceed. Applicable only for fresh
applications. From here you can apply for the below listed certificates as shown
in Figure 7(b).

» WHO-GMP- Ifyou are applying for fresh application you only select WHO-GMP.

» COPP/WHO- Endorsement- If you are adding new product on the same Lab
then you have to apply for copp/who-endorsement.

OVERNMENT OF INDIA Manufacturer of D

Dashboard

', ONLINE NATIONAL DRUGS LICENSING SYSTEM
Y Drugs

Application Draft Initial Page

Application Type* Form Name®

Issue of Certificate Select Form

Select Form
WHO-GMP
COPP / WHO-Endorsement
Free Sale Certificate(FSC)
Performance Certificate
Neutral Code
Market Standing Certificate

O agree that | will provide accurate information and | will be solely responsible for an

Note:- You can apply for fresh application here ONLY.
1. In case you want to retain old license then kindly submit your old license data through old license management tile to state FDA for data verification.

2. Afiecold liconce data vedfiod by FNA you may file for ratention/renewal orendorcement or oot anoroual

Figure 7(b): Certification page
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» This page allows users to select the licence, product, and brand for approval
under WHO-GMP. If applying for COPP, users must also select the target country
from the dropdown list. After entering the required details, users can proceed to
save and confirm the application as shown in Figure 7(c).

]

GOVERNMENT OF INDIA Manufacturer of

ONLINE NATIONAL DRUGS LICENSING SYSTEM D Dashboard
o) rugs

( Select Product For Approval with WHO-GMP. Select Country only if COPP is Required. )

Select Licence® Select Product®

EE— Clarithromycin (Film Coated Tablet) [ Export Product] [10120241201006]

*** Product could be selected from selected Dosage

Select Brand Select Country

T

Afghanistan
Albania

Algeria

[0 ERL]  American Samoa

Andorra

Figure 7(c): Add Country name from COPP

» Review and confirm your firm'’s registered details, including name, address, site
type, and license information. Select an authorized person and save the details
to proceed with the application process as shown in figure 8.

[

GOVERNMENT OF INDIA Manufacturer of
ONLINE NATIONAL DRUGS LICENSING SYSTEM Drugs Dashboard

Firm Detail Confirmation

Applicant Firm Details

Firm Name :- EmcossRisssssssbismsiaisial Firm Constitution :- Public LTD.
Firm Address :-

it G443
Site Type :- Own Site Site Id :- CHSSSSSIe=

Authorized Person

Select

Save Details

Figure 8: Registered Detail
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» Select product for approval with WHO-GMP with valid Licence. Add brand name
& select country only if COPP is required as shown in figure 9.

0
[m}

GOVERNMENT OF INDIA Manufacturer of l;l

Dashboard
Drugs Jan Rather

) ONLINE NATIONAL DRUGS LICENSING SYSTEM

Application for WHO-GMP

( Select Product For Approval with WHO-GMP. Select Country only if COPP is Required. )
Select Licence® Select Product®

select select

*** Product could be selected from selected Dosage

Select Brand Select Country

i

*** If country is selected, corresponding COPP certificate will be issued.

Confirm and Proceed

Figure 9: Product approval

2.2 Add Brand Name

» Choose the appropriate brand linked to the selected license from the dropdown
list. Only approved brands will be displayed. If the required brand is not
available, use the “Add Brand” option to create a new one.as shown in Figure 10.

&‘ GOVERNMMINT OF INDIA

M, ONLINE NATIONAL DRUGS LICINSING SYSTEM

( Select Product For Approval with WHO-GMP. Select Country only if COPP is Required. )

Select Licenco® Salect Preduct”

MLF282024 J000001 [Approved Clarithrormyen (Fim Costed Tatdet] [ Expert Praduct] 9012024201902

Select Brend Select Country

Confiem and Procesd

Figure 10: Brand Name
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» Clicking on Add Brand you will be redirected to this page. After that you have to
fill all the detail like Brand Name & Brand detail as shown in figure 11.

GOVERNMENT OF INDIA Manufacturer of l;'

Drugs Dashboard

4l ONLINE NATIONAL DRUGS LICENSING SYSTEM
faon)

Product Brand Detail
Product Basic Details

Product number -GG Product Type :- Single Ingredient
Product Name :- Clarithromycin Tablets IP 500 mg Dosage Name :- Film Coated Tablet
ONDLS Licence Number :- I 0ld Licence Number :- J—

Brand | Form 51

Brand Name* Brand Detail

Save Brand Detail

Show 10 % entries Search:

Figure 11: Brand Detail

» After filling all detail, you will be redirected to this page. You have to generate
the Form 51 and upload it as shown in Figure 12(a)

GOVERNMENT OF INDIA Manufacturer of m

Drugs Dashboard

ONLINE NATIONAL DRUGS LICENSING SYSTEM

Save Brand Detail

Show 10 % entries Search:
Select Brand Name . Brand Detail Tl Action
m} Acem - 500 NA o
ABC o

previous [ Mo

After generated Form 51 Selected Brand cannot Delete or Select

upload Form

XYZ
Generate Form 51

Figure 12(a): Generate Form 51
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» Generate Form 51 after that you have to download it and sign it and upload it as
shown in Figure 12(b).

FORM 51
{See rules 71(2), T1A(5). V1B (v). T6 (11)and 76 A (v) )

Form of undertaking to the licensing authority for marketing a drug under a brand name or trade name

Licence No: MLF282024JK000001 Issue Dale: 07-03-2009 Validity Dale: 06-03-2029

1)1 Emcura Pharmaceuticale Limited of Lane No 3 Phase Il SIDCO Industrial Complex Bari Brahmana
Jammu J and K 181133 India ,Bari Brahmana ,Jammu Jammu and Kashmir Jndia ,181133. Intend to market
the drug specified below under a brand name or trade name :

ABC

(i) Name of the drug : Clarithromycin , P, 500.0mg, Lactose Monohydrate , L., 115.0mg, Starch , LP.,
B0.15mg, Crosscarmellose Sodium, IP., 87.0mg, Microcrystaline Cellulose | 1P, 50.0mg, Methyl Paraben , LP.,
0.85mg, Magnesium Stearate , LP., 10.0mg, Tals, |P., 7.0mg, Titanium Dioxide , LP., 1.6mg, Lake Of Quincline
Yellaw , In House Specification, 0.0135mg

(Il Dosage form : Fim Coated Tablet

{iii) Gomposition : Each film coated tablet contains: Clarithromycin I 500 mg

Active : Clarithromycin . LP., 500.0mg, Lactose Monchydrate , P, 115.0mg, Starch , 1P, 80.15mg,
Crosscarmeliose Sodium, LP., 87.0mg, Microcrystaliine Cellulose , 1P, 50.0mg, Methyl Paraben , LP., 0.85mg,
Magnesium Stearate , LP., 10.0mg, Talc, 1.P., 7.0mg, Titanium Dioxide , 1.P., 1.6mg, Lake Of Quinaline Yelow , In
Hause Specification, 0.0135mg

2) 1 hereby give this undertaking that to the best of my knowledge based on search in trade marks regisiry, central
data base for beand name or trade name of drugs maintained by Central Drugs Standard Cantrol Organisation,
literature and reference books on details of drug formulations in India, and intemet, such or similar brand name or
trade name is not already in existence with respect o any drug in the country and the proposed brand name of
trade name shall not lead to any confusion or deception in the market

Place: Jammu and Kashmir

Date24/02/2026 Signature of the applicant

Figure 12(b): Form 51

» Upload form 51 and submit it as shown in Figure 12(c).

GOVERNMENT OF INDIA Manufacturer of m
ONLINE NATIONAL DRUGS LICENSING SYSTEM Dashboard

Drugs

Upload From 51

Upload Cover Letter
Download(FOR

M5112252.pdf)

Figure 12(c): Upload Form 51
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» After adding Brand Name go back to Fresh Application Page and select brand
name and country then save it Confirm & Proceed as shown in Figure 13(a).

y GOVERNMENT OF INDIA Manufacturer of g

Yy ONLINE NATIONAL DRUGS LICENSING SYSTEM [EELLLE L]

Drugs

( Select Product For Approval with WHO-GMP. Select Country only if COPP is Required. )
Select Licence* Select Product*

] Clarithromycin (Film Coated Tablet) [ Export Product] [10120241201102]

*** Product could be selected from selected Dosage
Select Brand

|| e

Select ‘

Select Country

*** If country is selected, corresponding COPP certificate will be issued

Confirm and Proceed

Figure 13(a): Select Brand Name.

» After filling all details, the page shown like this. You have to Save and then tap on
Confirm and Proceed as shown in Figure 13(b).

§ GOVERNMENT OF INDIA Manufacturer of l;l

% ONLINE NATIONAL DRUGS LICENSING SYSTEM Dashboard

Drugs

T

*** If country is selected, corresponding COPP certificate will be issued
Show 10 % entries Search:
Licence Number 11 Product Details Action
MLESGSSESta0 a0 oo
og v
Showing 1to 1 of 1entries Previous n Next

Confirm and Proceed

Figure 13(b): Confirm and proceed
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» This page displays the selected license and product details for verification. Users
can view brand, country, or product information, and perform actions like delete
if required. After reviewing all details, click Confirm and Proceed to move
forward with the application as shown in Figure 13(c).

» View Brand: Displays the selected brand details after successful upload,
allowing users to verify the brand information.

» View Country: Shows the country associated with the selected brand/product
and related certification details.

» View Product: Provides complete information about the selected product,
including composition and specifications.

> Delete Product: Allows users to remove the selected product from the list
permanently.

| GOVERNMENT OF INDIA Manufacturer of o

p! ONLINE NATIONAL DRUGS LICENSING SYSTEM Dashboard
[2on)

Drugs
(]| Add Brand
*** If country is selected, corresponding COPP certificate will be issued

Show 10 % entries Search:

Licence Number 1. Product Details Action

————————

oo
og v

View Brand
Showing 1to 1 of 1entries t

View Country
Confirm and Proceed
View Product

" Delete Product

Figure 13(c): Product Information
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2.3 Document to Upload

> After filling all details, you will be redirected to Documents checklist which you
have to upload as shown in Figure 14(a).

g
§ GOVERNMENT OF INDIA

ONLINE NATIONAL DRUGS LICENS

Checklist Document Validation and Upload Page

show 10 &
Document
Upload
SNo CheckList ftem Status
1 on with co d by Autharized signatory ®
2 ®
Instrur
3 * List of major changes ®
4 G
5 Li e of Pharmaceutical Product ®
6 * Copy of Product sion for product(s) applied for COPF ®
7 or Central Drugs Testing L ®
9 * Application Form For € of Pharmaceutical Product ®
10 Products Wise Checklist

Figure 14(a): Checklist Documents.

» Upload all documents and proceed as shown in Figure 14(b).

GOVERNMENT OF INDIA DS T Er R =
ONLINE NATIONAL DRUGS LICENSING SYSTEM Dashboard
Drugs
S.No CheckList ltem Status
10110 * Analytical Method Validation / Verification Protocol of the each applied product @
104M * Analytical Method Validation / Verification Report of the each applied product @
104112 * List of Reference/ working/ primary standards or materials @
10113 * Stability study data report as per requirements mentioning batch size. (should be presented in tabular form with details of Batch ©
No, Batch size, Date of Manufacturing, Date of initiation, Packaging details) Accelerated (6 months, Real Time (12 months), Forced
degradation/stress studies (if applicable), Post approval Stability Protocol and Stability Commitment as per WHO TRS 1010 Annex
10
10114 * List of the major changes after last inspection conducted @
10115 * Proposed storage statement and shelf-life
10116 * Product summary Sheet @

21t0 27 Previous 1 2 n Next

Figure 14(b): Upload Documents.
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2.4 Payment Details

> After uploading all checklist documents you will be redirected to the payment
page. You have to fill all the offline payment details and tap on Save & Proceed
Button as shown in Figure 15.

GOVERNMENT OF INDIA (=]

Manufacturer of
L, ONLINE NATIONAL DRUGS LICENSING SYSTEM Drige

Dashboard

Offline Payment Details

Purpose®

LICENCE ]

Challan No.* Challan Date.

123456789 ] ’ 18/02/2026
Application Fea® Inspection Fee* Any Other Fee Total Amount of Uploaded Challans®

1235661 ] { 563656 ] [ 0 1799317 }
Bank Name® Branch Code * Challan of Foes Paid To Be Upload"

i ] [ - ] l Choose file | Detail VINIT (1).paf ‘

Save & Proceed

Figure 15: Offline Payment Detail.

» This page provides a preview of the firm’s site information, including firm name,
address, contact details, and identification numbers. Users can review uploaded
documents and verify all details before proceeding further with the application
Preview as shown in Figure 16.

GOVERNMENT OF INDIA g

Manufacturer of
Drugs

ONLINE NATIONAL DRUGS LICENSING SYSTEM Dashboard

Application Preview

Site Details

Firm Name : | Firm Address :
CIN/PAN No : [ Contact No =
Firm Address Proof: GSTN Firm Address Proof View Document

Document :
Site Type : OWN SITE Siteld: I
Fax No: I

1

Figure 16: Application Preview
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2.5 WHO- Associated Product Details

> Your product detail appears here for which you have applied for tap on Final
Submit as shown in figure 17.

Wl GOVERNMENT OF INDIA Manufacturer of =

ONLINE NATIONAL DRUGS LICENSING SYSTEM Drugs Dashboard
Y

No data available in table

Showing 0 to 0 of 0 entries Previous Next

{ WHO-Associated Product Details}

Show 10 %+ entries Search:
Licence Number 1. Product Details Action
MLF282024JK000001 Clarithromyecin Tablets IP 500 mg-1.P. 500.0mg(Bulk Drug/API) [10120241201102] oo
og v
Showing 1to 1 of 1 entries Previous Next

Final Submit

Figure 17: Product Details

2.6 Final Submit

> After Final submit your application has been submitted. And a new file no. has
been Created as shown in Figure 18.

OVERNMENT OF INDIA Manufacturer of =

ONLINE NATIONAL DRUGS LICENSING SYSTEM

Y Drugs Dashboard

Your Application has been submitted successfully. Kindly note your
file no. JK/WHOGMP/2026/00014 for future correspondence.

Figure 18: Application Number
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