Online Application Procedure for Sales Licenses

Visit the Drug Control
Administration (DCA)
website
"http://dca.ap.nic.in/" or
"htts://dcadls.nic.in"

Click on "Apply Online" for
Fresh and Existing
Licenses.

The applicant can pay the
License fee online.
Acknowledgement is sent
to the applicant once done.

The Assistant Director
verifies the details Online
and generates the Digitally
Signed License to the
Applicant

Click on "Online Sales
Licensing System"

The required documents
and checklist for Grant /
Change of Premises for
Retail and Wholesale
applications are displayed

The Application
automatically populates into
the Drugs Inspector of that
jurisdiction for Inspection
and verification.

The Applicant is intimated
about the Approval through
eMail.

Click on "Online Register"
for User Registration.

The applicant can provide
the details required
including Registered

Pharmacist, Competent
person and Constitution

On Completion of the
Inspection and verification,
the Drug Inspector forwards
the application including
Remarks and Inspection
report to Assistant Director

The Applicant can
download the approved
License by logging into the
Online portal

Indicates Application Process by User

Indicates Department side Processing




Inspection Procedure for Sales License’s Application

The following aspects of the Outlet or Premises are inspected by the Drugs Inspector
for Grant/ Renewal of sales licenses as per Rule 64 of Drugs and Cosmetics Act 1940
and as per the Rules defined

» Area of the outlet to verify the compliance with the statutory limits.

» Provision of good storage facility for the drugs stocked in the premises including
Cold Storage such as racks, refrigerator (for cold storage drugs) etc.

» Details of Pharmacist and Constitution of the Firm



Online Application Procedure for Manufacturing Licenses

Visit the Single Desk Potal
"https://www.apindustries.g
ov.in/APIndus/Default.aspx"

The applicant logs in the
Single Desk POrtal

Once the CAF is
submitted, the clearance of
"License to Manufacture
Drugs" appear in User
dashboard.

The applicant can pay the
License fee online.
Acknowledgement is sent to
the applicant once done.

The IPO and Drug
Inspector scrutinizes the
application and also verifies
the premises as per the
norms

The JD verifies the
application and forwards
the application to Director
for Final approval of the
Manufacturing License

The Common Application
form (CAF) is provided by
applicant and sector
selected as "Bulk Drugs
Pharmaceuticals"

The applicant selectes the
"License to Manufacture
Drugs" clearance.

The Application
automatically populates into
the login of Director of Drug

Control Administration
department.

The Drug Inspector forwards
the report online to Assistant
Director (AD) of that
Jurisdiction. The AD verifies
the application and forwards to
the Deputy Director for
Approval.

The Director after thorough
scrutiny, approves the
application for
Manufacturing License.

Indicates Application Process by User

The Investment and Land,
Plant & Machinery details
etc. are provided by the
applicant as part of
application

The applicant provides the

details for Form 24, 27 and

required Affidavits as part of
application process.

The Director forwards the
application to the
concerned IPO and Drug
Inspector of that jurisdiction
for varification and
inspection.

The Deputy Diretor (DD)
after verification forwards
the application to Joint
Director (JD) for approval of
the Manufacturing License

The applicant receives the
Auto-intimation of Approval
of the Manufacturing
License

Indicates Department side Processing




Inspection Procedure for Manufacturing License

The following aspects of the Manufacturing facility are inspected for the Grant/ Renewal
of Manufacturing License as per the Schedule M of the Drugs & Cosmetics Act 1940

» General Requirements

» Location & Surroundings

» Buildings & Premises as per the Factories Act 1948

» Water System

» Disposal of Waste
» Warehousing Area

» Adequate areas which confirm to warehousing of various categories
» Production Area

» Designed to allow Uniform Flow and Logical Sequence of Operations
» Ancillary Areas

» Rest & Refreshment Rooms

» Facilities for changing, storing and washing of clothes

» Written instructions for cleaning and disinfection of such areas
» Quality Control Area

» Quality control labs which are independent of Production areas

» Separate areas for physio-chemical, biological, microbiological analysis.
» Personnel

» Competent staff with required qualifications and experience
» Health, Clothing and Sanitation of Workers

» Employees undergoing periodical medical examinations and their records

thereof



