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Regulations….

 Drugs & Cosmetics Act 1940 

 Drug Rules 1945

 Cosmetics Rules 2020

 The Medical Device Rules 2017

 Drugs & Magic Remedies( Objectionable Advertisement ) Act 1954 & 

Rules 1955

 Drugs Price Control Order 2013( under Essential Commodities Act 

1955)

 Kerala Drugs & other Stores (Unlawful possession Act) 1971

 Kerala Poison Rules, 1996 issued under the Poison Act, 1919.

 Kerala Essential Articles Control Act 1986.



Drugs and Cosmetics Act 1940

& Drugs Rules 1945

Cosmetics Rules 2020

Medical Device Rules 2017



Regulations on pharmacies & Role of 

Community Pharmacist….. …..
 Service of Registered Pharmacist

 Maintenance of Records

 Sales

 Purchase

 Maintenance of Registers

 Schedule H1

 Stamping of prescription

 Duplicate copy of prescription

 No substitution

 Government sale

 Storage of drugs- label directions, veterinary drugs

 Date expired drugs



Schedule H1 drug (Midway between Schedule H and Schedule X)

Why Schedule H1 was implemented?

 Central Drugs Standard Control Organization (CDSCO) implemented 

Schedule H1 in India starting March 1, 2014

 47drugs were placed under the Sch.H1 list. (Antibiotics, Anti TB drugs 

and Habit forming Drugs)

 H1 list includes 24 antibiotics, such as third- and fourth-generation 

cephalosporins, carbapenems, antituberculosis drugs, and newer 

fluoroquinolones 



Schedule H1 drug



Schedule H1 drug



Register for Schedule H1 drugs

Sl no.
Bill no. and 

Date

Name of the 

drug sold
Batch no.

Quantity 

sold

Name of the 

patient

Name and 

address of 

the Doctor

To be maintained for 3 years



Punitive actions….

 Departmental 

 Suspension 

 Cancellation

 Prosecution 



Offences vs Case laws...

 NSQ

 Without Service of RP

 Without Drugs Licenses

 Substitutions- Inj.DMPA Kannur- Paracetamol

 Stocking drugs with inscription “Government Sale Only”

 Manufacturing products with misleading claims 

 Sale of date expired drugs

 Non maintenance of records



Current trends in Misuse…

Prescription misuse

Online purchase- 1MG,India Mart, Net Med

Courier- Mephenteramine, Tapentadol

Photo frame- Pregabalin



Penalties related to 

Manufacture
OFFENCES PENALTIES

Manufacture of any spurious drugs a) NLT 10 years imprisonment – life &

Rs.10 Lakhs fine

b) NLT 7 years imprisonment –life &

Rs.3 lakhs Fine

Manufacture of adulterated drugs a) NLT 10 years imprisonment – life &

Rs.10 Lakhs fine

b) NLT 3 years-5 years imprisonment &

Rs.1 lakh Fine

Manufacture / sale- Without Valid Drug

licence

Manufacture of misbranded drugs

Or in contravention of the provisions

a) NLT 3 years-5 years imprisonment &

Rs.1 lakh Fine

a) NLT 1 year-2 years imprisonment &

NLT Rs.20,000 Fine 13



Tackling AMR……
Regulations………

1.
OPERATION AMRITH

(ANTIMICROBIAL

RESISTANCE INTERVENTION FOR TOTAL HEALTH)

• Effective implementation of

preventing the sale of antibiotics

without prescription

IMPACT- reduction of Rs 1,000 crore in

the sale of antibiotics was observed

in the state. Substantiate data for

300 crore with DCD

• Posters with statutory warning

designed and being printed





Tackling AMR……Sl.No ACTIVITIES ACTION TAKEN

1.

2.

3.

OPERATION DOUBLE CHECK

OPERATION VETBIOTICS

PACKAGING REGULATIONS

• Devised to Monitor the movement of

NSQ & Antibiotics

• To tackle use of antibiotics in

veterinary feeds

Inspections- 73, Prosecutions-02

Value of drugs seized- 2 Lakhs

• Blue Envelop implementation-Part of

the ongoing ROAR program, to curb the

unscientific and excessive use of

antibiotics.





 Initiative launched to tackle sale of 

adulterated veterinary feeds that contain 

antibiotics.

 Initiated prosecutions 

Operation Vetbiotics





 Part of the ongoing ROAR 

(Rage on Antimicrobial Resistance) program

 Implementation of blue envelopes for the sale 

of Antibiotics

 curb the unscientific and unethical use of 

antibiotics. 

Packaging Regulations



MEDICINE POUCH MODEL





RAIDS PURPOSE ACTION TAKEN

OPERATION SHAREERA SOUNDARYA

DECEMBER 2024

Curb illegal sale of steroidal

preparations being used for

body building in Gymnasiums

and Fitness Centers across

the state.

• Busted illegal stocking and

sale of steroid drugs in

Gymnasiums and Fitness

Centers

• Prosecutions- 2

• Value of Steroids seized

1.2 Lakhs





CAMPAIGN PURPOSE ACTION TAKEN

Antibiotic literacy campaign

SPAARK- SOUKHYAM SADA

Drugs Control Department in

association with VHSE- NSS

DECEMBER 2024

Aimed to create awareness on

risks and dangers associated

with irrational use of

antibiotics and other habit

forming drugs.

•Organized an antibiotic

literacy campaign in 343

panchayat in the state to

create awareness against

indiscriminate use of

Antibiotics- New stepping stone

to battle against AMR



Disposal of unused Antibiotics…..

Discarded drugs litter the lanes of Bhagirath 

Palace, the largest wholesale market of drugs 

in the country….





PROUD 

(Programme on Removal of Unused Drugs)

Used antibiotics which are often disposed of 

carelessly seeps into the soil and water 

bodies, eventually affecting human life. In an 

effort to tackle the unsafe disposal of unused 

drugs, the State Drugs Control Department 

and All Kerala Chemists and Druggists’ 

Association (AKCDA) have jointly launched 

PROUD in the district on a pilot basis.

set to introduce the initiative across all 

districts in the state.



 100 safe drug collection boxes have been kept at 

selected places, including medical shops in TVM city 

where people can drop expired or unused drugs from 

their houses.

 About 21 tonnes of unused drugs from the city have 

been collected so far, segregated and handed over to 

Ramky Energy and Environment Ltd in Mangaluru for 

incineration.



nPROUD…..

Pilot Study- Calicut

Haritha Karma Sena

KEIL –Kerala Enviro Infrastructure Ltd



nPROUD (Programme for 

Removal of Unused Drugs) 

Project.

Identified 160 collection sites in

Kozhikkode Corporation & 25

sites in Ulliyeri Panchayat

Permanent Collection Sites identified 

and the list of PCS published in 

departmental website.

nPROUD Project was inaugurated by 

the Hon. Minister on 22.2.2025 at 

Kozhikkode



Sorting Center
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 Drugs & Magic Remedies (Objectionable Advertisement) Act 1954 & 

Rules 1955

 ACT NO. 21 OF 1954

 1st April, 1955

 OBJECTIVE

-To prevent objectionable and unethical advertisement of drugs 

-To prohibit the advertisement for certain purposes of remedies 

alleged to possess magic qualities.

-Real objective of the Act was to prevent the menace of self medication 

and self treatment rather than preventing any morale or social menace.





Drugs Price Control Order 2013

(Essential Commodities Act 1955)



Drugs Price Control Order 2013

(under Essential Commodities Act 1955)

 Made under under Essential Commodities Act 1955

 Came into force on 15th May 2013 

 to ensure that the essential drugs are available in the market at affordable 

prices for the general public.

 pricing of essential medicines based on market based policy.

 National Pharmaceutical Pricing Authority (NPPA) -Department of 

Pharmaceuticals, Ministry of Chemicals and Fertilizers- responsible for the 

implementation of DPCO 2013.




