Drug Manufacturing License under
Drugs and Cosmetics Act, 1940

Process Flow, Checklist and Timelines

Food and Drug Controls Administration - Health and
Family Welfare Department, Gujarat
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Application Name:

Drug Manufacturing License under Drugs and Cosmetics Act, 1940

Process Flow

License

I Applicant submits application for Granting of Drug Manufacturing I

If application is for Non - CLAA drugs

I

Application is scrutinized by Senior Drug Inspector at FDCA HO

Y

Dy. Commissioner sends the application to Asst. Commissioner at!
District office for inspection

If application is for Injectibles / more than 2 categories of
products, Inspection conducted jointly by Dy. Commissioner
FDCA, Sr. Drug Inspector at FDCA HO and District Officer else, onl
by Asst. Commissioner &/or Sr. Drug Inspector in district

For drugs categorized as CLAA drugs

Inspection report submitted by Asst. G
district) to FDCA - Head office

FDCA (in |_

Inspection

senior Drug Inspector at FDCA HO reviews the reportand s
at FDCA - HO

rec ions to Dy. C

rec dati 1ot C at FDCA - HO

Applicant sends reply to
FDCA - HO

l

Application is scrutinized by Senior Drug Inspector at FDCA HO

. 4
Dy. Commissioner sends requestto Deputy Drug Controller
General of India (DCGI) - Central Drugs Standards Control
Organization (CDSCO) for Joint Inspection
X

Jt. Inspection conducted by FDCA - District Officer and Officer
from CDSCO
I

CDSCO preparesand submits Jt. Inspection reportto Asst.
Comm ner

ioner FDCA (in

Jt. Inspection report submitted by Asst. Commi:

rcnior Drug Inspector at FDCA HO reviews the report and submi(1

Inspection is
conducted by District
officer - FDCA or Jt.
Inspection with
CDSCO depending

uponguery

re dations to Dy. C at FDCA - HO
Dy. Commissioner at FDCA HO reviews the report and i
TECOMmIK to Jt. C at FDCA - HO

Jt. Commissioner at FDCA HO reviews the report and submits
rec ations to C at FDCA - HO

d
(3
Dy. Commissioner at FDCA HO reviews the report and submits I

Jt. Commissioner at FDCA HO reviews the report and submits
recommendations to Commissioner at FDCA - HO

A

Is there any queryin
the inspection report?

|

Notice is sent by FDCA -
HO to applicant for
clarification and / or

compliance

No |

X
If the applicant is applying for first time with FDCA, he is called
for GMP interaction to sensitize the applicant towards Public
Hegl_lh

| FDCA - HO fssues the license |

Checklist
S. No. Name of Document

T
|

Is there any queryin
the inspection report?
No

X
License is issued by FDCA HO under signature of Commissioner
FDCA and sent to Drug Controller General of India - New Delhi

I Drug Controller sends the final signed license to FDCA - HO I

x

| FDCA - HO Issues the license |

1. Application in form No.24 and 27 (Signed by all partners and directors)

2. Additional Information Form (Signed by all partners and directors)

3. Authorization letter

4. MOA / partnership Detail /LLP

5. List of Directors along with photo ID

6. Approved plan copy

7. Documents of possession of premises

Applicant sends reply
to FDCA - HO

= (B

A

|

|

Notice is sent by FDCA
- HO to applicant for
clarification and / or

compliance

8. List of technical person with appointment letter, consent letter, degree certificate
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9. List of products
10. Additional information form for product (Signed by all partners and directors)
11. Draft label
12. AHU Detail (Air Handling Unit) - Qualification details and Schematic Diagram
13. Water system Detail - Qualification details and Schematic Diagram
14. List of Manufacturing equipments
15. List of laboratory equipments
16. Flow chart
17. Listof SOP
Fees Details
INR7500
Timeline

60 Days from the date of application
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Thank You



