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Name of Service 

Issuance of Drug / Cosmetic Manufacturing License through “Online National 
Drug Licensing System” (ONDLS)  

Name of Department 

Health & Medical Education Department (Office of State Drug Controller)  

Policy/Government Order  

Drugs & Cosmetic Act, 1940 & Rules thereunder  

Introduction to Online National Drug Licensing System (ONDLS)   

The National Drug Authority of the Country viz CDSCO has designed & 
developed an Online Module/Portal in collaboration with Centre for 
Development of Advanced Computing, Noida. The said portal is extended to 
all types of Regulatory Clearances in terms of Licensing / Certifications for 
Manufacturing, Blood Centres & Sales. 

Guidance for Applicant Stakeholders  

The module is based on the principle of self – registration on the portal by Firm 
/ Blood Centre & Technical Person. 

Accessibility to the ONDLS module: -  
 

• The individual / firm intending to register on the portal may logon at 
https://statedrugs.gov.in 

•  On the Homepage of the Module at top right corner, click on Sing on 
/up.  

• Enter Mobile No. & OPT will be sent on Mobile Number. Enter OTP with 
60 seconds.  

• Enter email ID. OTP will be sent on email ID. Enter OTP within 60 seconds.  
• New Page will open up which provides below tiles: Firm : Technical 

Person : Firm & Technical Person  
• The Firm / Individual has to select one tile as per requirement. The 

selection of tiles is simplified as below: 
 
 a) If user is a Firm or Corporate, Tile “Firm” is required to be 

selected & proceed accordingly.  
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 b) If user is an individual & intends to register as a Technical 
Person, Tile “Technical person” is required to be selected & 
proceed accordingly. 
Note :  If applicant firm intending to obtain Manufacturing / 
cosmetic License  & have  a separate Registered Corporate 
address & Manufacturing Site address , then Corporate & Site are 
required to be registered on portal separately through different 
email IDs & Mobile No. by using Firm Tile in both cases.  The 
Corporate is advised to be registered first followed by site. Once 
site is registered , a link will be sent to corporate & corporate need 
to approve the proposed site. Registered Corporate shall use CIN 
during registration & individual based firm have the option to 
initiate registration on the basis of PAN.  
 
 

Submission of Application by Firm / Uploading of Details by Technical Person: 
 

• A person who has registered himself / herself as technical person 
(Manufacturing Chemist or Analytical Chemist / Microbiologist) has to 
update below details along with uploading of relevant documents. 
 

A) Add Academic Qualification  
B) Add Professional Experience  
C) Add Technical Registration.  
 

After completing the details, System generated Technical Registration 
Number is allotted to Technical Person which is available in the profile 
option. 

Application Submission by Firm/Blood Centre  

• The firm after successful Registration / Approved by Coporate as the 
ccase may be shall  hire technical  person (Manufacturing Chemist / 
Analytical Chemist) through add technical member tile by using 
Technical registration Number to be provided by Technical Person. After 
hiring , the technical person will be available in Hired Technical Member.  

• The user has to click on Fresh Application & update basic details about 
the premises, add technical person details & selection of License Forms.  

• Proceed to checklist of documents related to type of License Form(s) 
selected 

• Upload documents against the checklist & proceed.  
• Fill Payment details form.  
• Download Legal Form viz Form 24 / 27  
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• Sign the legal form & proceed to upload.  
• Submit the application & message will be displayed that your 

application has been submitted successfully. Kindly note your File No. for 
future correspondence. 
 
Note: The module provides option of hiring of technical person by the 
firm. The Technical person has to share his system generated Technical 
Registration Number with the firm. The firm searches this number in the 
Hiring of Technical Staff option. After completion of offer & acceptance 
by & between firm & technical person, the hiring process is complete & 
the services of such hired person can be utilised as Competent Technical 
Staff on Licenses if fulfilling eligibility criteria for same. 
 
Further, the technical person already approved by any Licensing 
Authority of the Country under D& C Act, 1940 is eligible for registration 
over the portal.  

Procedure to obtain Technical registration Document by a proposed 
competent person is as below:  

The proposed technical person (Physically hired by applicant firm) 
having requisite qualification & experience as provided under D& C Act, 
1940 but do not possess any sort of documentary approval from the 
Competent Authority need to apply before State Drug Controller 
through proper channel . The application  is then  referred to 
empowered committee for examining his / her  eligibility & experience  
so as to dispose of his / her  application on merits. 

Guidance for Official Stakeholder (Department Workflow) 

The working principle for official users is based on Mobile Number & Email ID 
based Registration of Officials on the portal, Creation of Application Type 
Zones, & Mapping of registered Officials with Created Zones. Three tier 
hierarchy system is customized for UT of J&K. 

a) Reviewing Officer (Drug Inspector)  
b) Nodal Officer  
c) Licensing Authority  

 
• The applications submitted by the stakeholders are received on the 

dashboard of Nodal Officer.  
• Nodal Officer assigns the application to concerned Reviewing Officer.  
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• Reviewing Officer after scrutiny of uploaded documents & uploading of 
Inspection Report forwards the application to Licensing Authority with 
specific recommendation. 

• Based on recommendations, Licensing Authority shall dispose off the 
application. The approved application is downloaded & uploaded 
along with Cover Letter.  

• The applicant can download the final certificate from his /her user Id 
credentials. 
 

• Department Level Processing of Application  
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1. Procedure, Checklist & Fee of Grant of Drug Manufacturing License  

 
The step wise procedure for grant of Drug / Cosmetic Manufacturing  is 
given as below: 

 
Step 1:  Application for grant of a licence on Form 25 / 28 / 28C / 28D / 
Cos-8 , shall be made in Form-24 / 27 / 27C / 27D / Cos-5 respectively  
accompanied by “a fee as per below details :  
 
For Form 24 : Rs 7,500/= (Inclusive of First 10 Products)  & Rs 300/= each & 
above 10 Products.  
 
For Form 27 : Rs 7,500/= (Inclusive of First 10 Products)  & Rs 300/= each & 
above 10 Products.  
 
For Form 27C  : Rs 7,500/= (For Whole Human Blood I.P)  & Rs 300/= for 
each component.  
  
For Form 27D  : Rs 7,500/= (Inclusive of First 10 Products)  & Rs 300/= each 
& above 10 Products 
 
For Form Cos-5  : Rs 10,000/= for each category of Cosmetics (Inclusive 
of First 10 Products)  & Rs 500/= each & above 10 Products for each 
category of Cosmetics.  
 
  

The statutory / supportive requirements to the Form-24 / 27 / Cos-5  is as: 
 

1. Constitution of the Firm / RoC / MoA. 
2. Details of Directors & Authorised Signatory  
3. Documentary evidence in respect of the ownership or occupation on 

rental or other basis of the premises. 
4. Site Plan of the Premises / Lay out as per Schedule M for Drugs & QMS for 

Cosmetics.  
5. Appointments / Acceptance of  competent technical staff. 
6. Pollution Control Certificate  
7. DIC Registration / NOC. 
8. Prescribed fee as detailed above.  
9. List of Machinery & Equipments /  
10. List of SoPs  
11. Site Master File  
12.  Water Validation   
13.  AHU Validation  
14.  Stability Studies of product s 
15.  Form 29 in case of drugs  
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16.  Form 51 in case of Drugs.  
 Note -I : Before filing of application / uploading of documents , applicant 
is required to upload details of intended products.   

 
Note-II : For more clarification on checklist documents , Please visit homepage 
of https://statedrugs.gov.in & browse “Service” tab at the top of the page & 
download checklist of required documents available against each type of 
application form.  

 
 

Step 2 :  The application  complete in all respects is forwarded to concerned 
area inspector by the Licensing Authority for on spot inspection of the facility . 
 
Step 3 :   The concerned inspector of Drugs / Joint Inspection Team inspect the 
facility  & upload the inspection report with specific observations / 
recommendations. . 
 
Step 4 : The Licensing Authority after being satisfied with the recommendations 
of concerned inspector for grant of license issue the License/s in favor of the 
applicant on Form 25 / 28 / Cos-8 
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Online Mandate Order for ONDLS  
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Weblink for the Notification: - ONDLS.pdf (dfcojk.org) 

 
 
 
 
 
 
 
 
 
 
 

http://www.dfcojk.org/pdf/ONDLS.pdf
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Notified Timelines Under Jammu & Kashmir Public Service Guarantee Act  

 

 


