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Digital Transformation
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Allocation of Medicines

to Recognized Medical i
Institutions (RMIs), :
Issuance of Permits for
¢ Blood Storage Centers,

" Sampling & Legal Module

Strengthening Antimicrobial
Resistance (AMB) Measures

i Multi-pronged approach by
regulatory actions and public
i awareness campaigns

Expansion of the
nPROUD Initiatives

Building on the success of the pilot project in { ;
Kozhikode Corporation and Ulliyeri Panchayath, "
the New Programme on Removal of Unused Drugs
(nPROUD) is set to expand Statewide. i

tinel Pharmacy Network

An innovative public health surveillance program designed to transform
Model Pharmacies into Sentinel Surveillance Points that monitor patterns
i of drug purchases, detection of unusual spikes in sales of drugs which are
_likely to be misused.
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Kompouder Mobile Application
A mobile App to assist pharmacists, chemists and drug
enforcement officers in Kerala with the efficient
management and verification of drug formulations.
Enables pharmacies to maintain digital logs of drug %777
distribution.

Med Watch );- /
Mobile Application ™=
The App empowers citizens to verify the @)

authenticity and quality of medicines purchased

from pharmacies.This initiative aimed at
preventing the sale of counterfeit drugs and
reflects the commitment of the department to
leveraging technology for better healthcare

delivery.
SPECIAL PROJECTS

The Drugs Control Department of Kerala has initiated several innovative projects
to enhance public health, combat drug misuse and improve regulatory efficiency.
Some of the key initiatives are :

Operation AMRITH

(Antimicrobial Resistance Intervention for Total Health)

Significant initiative launched in January 2024
focuses on combating Anti Microbial Resistance
(AMR) by preventing Over-The-Counter(OTC)
sales of antibiotics and ensuring prescription
compliance.

*Total Firm suspension: - 77

*Total suspension:- 41

Impact of Operations

OPERATIONS NO. OF PROSECUTIONS

; PhaseI | Phase II | Phase III
Operation Soundarya
18 22 12
Operation Magic Aid 18
Operation Vetbiotics 3
Operation Shareera Soundarya 2

Public Alerts iﬁ)\ :

= Surprise inspections at pharmacies and drug distribution centers to curb
illegal sale of medicines.
X Crackdown on spurious, adulterated, misbranded & Not of Standard Quality
drugs through sampling and quality control analysis.
‘= *Monitoring prescription Complainces to prevent over-the-counter sale of
~ prescription drugs.
+9 Issuing public warnings on banned, substandard or recalled drugs and cosmetics

ﬁ“ﬂi Publishing alerts and notices on the department website and social media for
~ public information.

.+ Licensing enforcement - Action against pharmacies operating without valid
licenses or pharmacists.

% Enforcement measures against spurious, adulterated and misbranded cosmetics.

@ Regulatory action on misleading advertisements.
Online Licensing System-Apply for and renew Drugs/Cosmetics/Medical
Devices licenses online.

++” Coordination with police and excise departments for joint raids on illegal
drug networks.

q Drug Price Monitoring- Access information about the prices of essential
» drugs and report any irregularities.

B Download Pharma Sahi Daam Mobile App - An App for instant verification of
'.g&gtﬂ . . . .
prices of medicines with upgraded features

Awareness drives in schools, colleges and public forums against drug abuse
and misuse.
I Helpline number (Toll free No:1800-425-3182) for public complaints about
drug misuse, illegal sales & spurious cosmetics

VISION ]|

Health for all where use
of drugs are minimal

To make available Drugs and
Cosmetics of Standard Quality at
controlled prices.

OPERATION AMRITH

To optimize antibiotic use by
preventing Over —The — Counter
(OTC) sales and ensuring prescription
compliance.

OPERATION VETBIOTICS

Issued in Public Interest

Drugs Control Department Kerala State

Q Office of the Drugs Controller, Red Cross Road, dc-drugs@kerala.gov.in
Vanchiyoor P.O , Thiruvananthapuram - 695035
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(M 0471-2473256 (Office) | 1800 - 425 - 3182 (Toll Free)

Addresses the sale of adulterated
veterinary feeds containing
Antibiotics

OPERATION SHAREERA SOUNDARYA

State wide raid conducted to curb
illegal sale of steroidal drugs used for
body building in Gymnasiums and
fitness centers.

OPERATION DOUBLE CHECK

Ensures quality of medicines from
discount pharmacies and unauthorized
sales outlet

OPERATION SOUNDARYA

This operation highlights the
department's commitment not only
to regulate drugs but also to
safeguard consumers from harmful
cosmetic products.

OPERATION MAGIC AD

Enforcement drive initiated across Kerala
against advertisements with misleading
and false claims of curing various diseases
violating Drugs and Magic Remedies
(Objectionable Advertisement) Act, 1954.
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Historical development of Drugs Control Department, Kerala

The Drugs Control Department was established in 1961, shortly
after the formation of the State of Kerala as part of a nationwide
effort to regulate the manufacture, distribution and sale of Drugs and Cosmetics
under the Drugs and Cosmetics Act, 1940. Before the formation of Kerala,
drug regulation in the region was managed separately under the
Travancore-Cochin administration. After the reorganization of states, there
was a need for a unified and structured enforcement mechanism in the newly
formed state, which led to the creation of the dedicated department.

Quality of drugs is beyond the understanding of common man. It is the
responsibility of the Drugs Control Department to ensure the availability of
quality drugs to the public and the market is free from counterfeit; spurious and
substandard drugs and no drugs are sold at a price higher than the retail price
marked on the container. Additionally, the Drugs Control Department plays a
crucial role in regulating and optimizing the use of potentially misused drugs and
antibiotics by preventing their Over - The - Counter (OTC) sale.

Role and Responsibilities
The Department enforces:
e The Drugs & Cosmetics Act, 1940 and the Rules 1945

e The Drugs (Prices Control) Order, 2013 under the Essential
Commodities Act, 1955

e The Drugs and Magic Remedies (Objectionable Advertisement) Act,
1954 and Rules, 1955

e The Kerala Drugs and Other Stores (Unlawful Possession Act), 1971

e The Kerala Poison Rules, 1996 issued under the Poison Act, 1919.

o Kerala Essential Articles Control Act, 1986

Infrastructure Development
» Drug Testing Laboratories were established at:

o Thiruvananthapuram o Ernakulam
o Thrissur o Pathanamthitta

» Laboratories at Thiruvananthapuram and Ernakulam are NABL-accredited.

» All the Drugs Testing Laboratories are equipped with sophisticated equipments/
instruments for the analysis/testing of almost all drugs (except sera/vaccines/
few oncology drugs). G

Organogram

Organizational chart of the Department

Office of the Drugs Controller, Thiruvananthapuram(Hq)
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Basic fact sheet

Recognized
Blood Blood Manufacturing Medical Poison Laboratory
Centre  Storage License Update Institutions Permit Approval  Sale License

Centre

Allopathy Homeopathy Cosmetics Medical
Devices

210 98 31 15 280 117 741 432 8 47768

" bnforcementwing R Analyical wing |

(1/01/2025 to 31/12/2025) (1/01/2025 to 31/12/2025)

7216 @ 12136 11044

Sample declared as
Suspensions Prosecutions Not of Standard
Quality

Quality
. Control .
Inspection Surv%}zllance

Enforcement Monitoring

Licensing Consumer
& Protection &

Regulation Awareness

Functions of
Drugs Control
Department

LICENCES NON - STATUTORY CERTIFICATES

* Manufacture, sale and distribution of Drugs, Cosmetics & y G00(.i Manufacturing Pra’ctice, GO.Od Laboratory Prac'tice
Medical devices Certificate, Market Standing Certificate, Non Conviction

« Sale licences for wholesale and retail sale of drugs Certificate, Production Capacity Certificate, Free sale certificate

* Blood Centers * WHO GMP/ Certificate of Pharmaceutical
* Poison Licences Products for Export of drugs.
¢ Certification of Tattoo ink

PERMITS LABORATORY APPROVAL

Licensing
© Lol By (Camiars & . * For testing Drugs and Cosmetics
* Poison Permit Regulatlon

STATUTORY CERTIFICATES OTHERS

* Issue registration for dealing Medical
* Certificate of Recognition for Devices

Recognised Medical Institutions . q q
e * Regulate and monitor drug manufacturing units,

wholesalers, retailers and pharmacies in the State

Inspection and Enforcement

 Conduct inspections of drug manufacturing units, pharmacies, hospitals and
other establishments dealing with drugs.

* Investigate complaints related to spurious, adulterated or substandard drugs
and cosmetics.

* Initiate Departmental/legal action against the offenders

Quality Control

* Sampling of drugs, Cosmetics and Medical devices for quality control
analysis to ensure their quality.

* Initiate enforcement measures against manufacturers and marketers of
substandard drugs and cosmetics.

Surveillance and Monitoring

* Monitor the sale and distribution of antibiotics, narcotics/ psychotropics/
other drugs which are likely to be misused.

Consumer Protection and Awareness

 Educate the public/stake holders on the safe use of drugs and prevent the
use of spurious or counterfeit or substandard drugs and cosmetics

« Handle consumer complaints regarding Drugs, Cosmetics and
Medical Devices. :
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