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T 
he Haryana Pharmaceutical 

Manufacturers Association (HPMA) 

successfully organized a seminar on 

the topic of “Opportunities and 

Growth of the Pharmaceutical Industry in 

Haryana” on January 11, 2026, at Hotel The 

Vivanta, NH-44, Karnal. More than 125 

pharmaceutical manufacturers from various 

districts of Haryana participated in the event. 

The program began with a welcome address by 

HPMA President, R.L. Sharma. HPMA General 

Secretary, Vikas Paruthi, shared the association's 

achievements over the past two years and 

highlighted future goals. 

He outlined the major problems faced by the 

industry and presented some important demands 

to the government and regulatory authorities. 

The main demands were as follows: 

1. An extension of at least two years for the 

implementation of the revised Schedule-M for 

MSME units. 

2. Issuance of GMP 

and GLP certificates 

from the zonal office, 

similar to other tender

-related certificates. 

3. Early 

establishment of the 

Karnal Pharma Park 

to promote 

investment and 

employment. 

4. Provision of technical support and guidance to 

micro and small units for upgradation and 

compliance. 

5. Continuation of the hybrid mode (online + 

offline) until the ONDLS portal becomes fully 

functional. 

The Chief Guest, MLA Karnal, Jagmohan Anand, 

appreciated HPMA's efforts and assured his full 
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Rakesh Dahiya 

Editor-in-Chief 
DCOIWA Newsletter 

 

Two Years of Excellence: 
Strengthening the Fabric 
of Drug Regulation 

I 
t is with immense pride and a 
deep sense of responsibility that 
we present the 24th Edition of 
the DCOIWA Newsletter. 

This milestone marking exactly two 
years of consistent, monthly 
communication arrives on February 1, 
2026 at sharp 9:00 AM, as a 
testament to our collective 
commitment to the professional 
growth and welfare of the Drugs 
Control Officer (I) Welfare 
Association. 

As we turn the page into this new 
chapter, our focus remains steadfast: 
bridging the gap between policy and 
practice, while celebrating the human 
stories behind the regulatory uniforms. 

A New Chapter in Leadership 

This edition serves as an introduction 
to the hands that will steer our 
narrative for the next three years. 

We are thrilled to introduce the Newly 

Constituted Editorial Board for 
2025-2028. This diverse group of 
professionals is dedicated to ensuring 
that every voice in our association is 
heard. 

Alongside this, our National and 
Working Presidents provide an 
inspiring "curtain raiser" for the 4th 
National Annual Congress, an event 
that promises to redefine how we 
collaborate on a national scale. 

Recent administrative milestones, such 
as the EC Meeting in Chandigarh 
and the historic DCOIWA Founders 
Meeting, remind us that our 
association is built on a foundation of 
visionary leadership and shared goals. 

Strengthening Borders and 
Standards 

Regulation doesn't stop at state lines. 
The recent meeting between the FDA 
Haryana and DCA Himachal 
Pradesh represents a significant leap 
forward in interstate coordination. 

By streamlining how we work 
together, we ensure that the "regulatory 
net" remains tight and effective. 

On the technical front, we delve deep 
into the updates that are currently 
shaping our industry: 

(Continued on page 4) 
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• Revised Schedule M: A 
comprehensive guide on how these 
changes are strengthening India’s 
regulatory oversight. 

• The Launch of IP 2026: 
Exploring the new standards set by 
the Indian Pharmacopoeia. 

• QR Codes in 
Pharmacovigilance: A look at how 
technology is revolutionizing 
Adverse Drug Reaction (ADR) 
reporting. 

 

Celebrating Excellence and 
Vigilance 

Our officers are the silent guardians of 
public health, and it is only right that 
their bravery and dedication are 
recognized. 

We are proud to highlight the officers 
from Haryana, J&K, Punjab, 
Tripura, and Telangana who were 
honored on Republic Day 2026. 

However, vigilance remains our 
priority. This month, we cover the 
extensive raids conducted in 
Telangana and Haryana, alongside a 
detailed list of NSQ (Not of Standard 
Quality) drugs from November 2025.  

These reports are not just news; they 
are essential tools for every officer in 
the field. 

Knowledge at Your Fingertips 

In our quest to be a truly helpful 
resource, this edition is packed with 
exclusive technical articles, ranging 
from the regulations surrounding 
Codeine Phosphate to the procedural 
nuances of licensing Commercial 
Testing Laboratories. We’ve also 
included a "Laughter  

ose" and a collection of "FDA 
Memorable Moments" to remind us 
that while our work is serious, our 
community is a family. 

As we look toward the 4th National 
Annual Congress, let this newsletter 
be your guide and your forum. 

We are more than just regulators; we 
are the frontline of safety in a rapidly 
evolving pharmaceutical landscape. 

Happy Reading, and stay vigilant.                        

—— 

(Continued from page 3) 
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31st January 2026, 

Panchkula, Haryana. 

 
Dear Esteemed Members of 
DCOIWA, 

T 
hank you very much 
for your continuous 
support in making our 
DCOIWA News “e-

Newsletter” reach all members 
every month, punctually on the 
first day at 9:00 AM. 

Your encouragement and 
cooperation have been the key 
strength behind this 
consistency. 
 
We take this opportunity to 
express my sincere gratitude to 
the Editorial Board members 
(2022–2025) for their valuable 
support and timely inputs, 
which have greatly contributed 
to the quality and success of 
the newsletter. 

As per the guidance of our 
National President, Shri G 
Koteshwar Rao Ji, and 
Working President, Shri Lalit 
Kr. Goel Ji, and also based on 
requests from a few present 
board members, we have 
reshuffled the Editorial Board 
(2025-28) by adding a few new 
members and relieving a few 
existing ones, with the 
objective of ensuring better 
administration and efficiency. 

The list of the newly 
constituted Editorial Board will 
be announced in the February 
Newsletter. 
With sincere thanks and warm 
regards, 

Rakesh Dahiya 
Editor-in-Chief 
 
P. K. Jaggi 
Co-Editor 

Message from Editorial Board: 

DCOIWA News  
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support. 

He said that he would raise all these demands with 

the state government and would take up the 

demand for an extension in the revised Schedule-

M with the central government through Union 

Minister Manohar Lal Khattar. 

He also assured that he would seriously pursue the 

demand for the Pharma Park. 

Lalit Goyal, State Drug Controller, Haryana, 

provided detailed information on the guidelines of 

the revised Schedule-M and emphasized 

maintaining quality standards. 

Dr. Ajay Sachan, Deputy Drug Controller (India), 

shared his views on export opportunities and 

regulatory coordination. 

Ripan Mehta, Deputy State Drug Controller, 

emphasized the need to strengthen cooperation 

between regulators and the industry. 

The program concluded with a vote of thanks by 

Mr. Rajiv Garg, Executive Member of HPMA. 

Rakesh Dahiya, Asstt. State Drugs Controller, 

Sunil Chaudhary, SDCO, Gurcharan Singh along 

with Drugs Control Officers of the FDA Haryana 

were also present in the event. 

This seminar served as a strong platform for 

dialogue between the industry and regulators and 

reaffirmed HPMA's commitment to the 

sustainable development of the pharmaceutical 

industry in the state. 

Source: FDA Haryana 

(Continued from page 1) 
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11th January 2026 

Chandigarh. 

 

The Drugs Control Officers’ Indian 

Welfare Association (DCOIWA) 

congratulated and honored Smt. 

Navdeep Kaur, Drugs Control 

Officer, Punjab, on her recent 

achievement of being awarded Mrs. 

Supranational. 

The felicitation was attended by Shri 

Lalit Goel, Shri Rakesh Dahiya, Shri  

Dhilip Kumar, Shri Baldev 

Chowdhry, and Shri G. Koteshwar 

Rao. 

 

On this occasion, all present 

extended their heartfelt 

congratulations and wished her 

continued success and many more 

such accolades in the future 
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Meeting of State Regulatory Heads of FDA Haryana and DCA 

Himachal Pradesh on 10-01-2026 to streamline interstate co-ordination. 
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Lalit Kr. Goel  

 

State Drugs Controller, 

FDA Haryana 

 

Codeine Phosphate 
Know all about Codeine Phosphate and its 
preparations and Download all 
notifications related to Codeine 
Phosphate, the links are given below: 

1. Codeine Phosphate: 

An official drug listed in the Indian 
Pharmacopoeia (IP). 

2. Dosage Forms: 

Primarily available in syrups and tablets. 

3. Narcotic Drug Classification: 

Codeine Phosphate API is classified as a 
Narcotic Drug under the Narcotic Drugs & 
Psychotropic Substances Act, 1985 (NDPS 
Act). 

4. Drugs and Cosmetics Act 
Coverage: 

Codeine Phosphate and its formulations 
are included in Schedule H1 of the Drugs 
and Cosmetics Act, 1940 (serial 
number 20). 

5. Manufactured Drug Status: 

Notified as a “Manufactured Drug” under 
the NDPS Act, 1985 (serial no. 35 vide 

notification S.O. no. 826 (E) dated 
14.11.1985). 

6. Quota Allotment for Purchase 
and Use: 

Allopathic Drug Manufacturers require a 
quota allotment issued by the Excise & 
Taxation Department for purchasing and 
using Codeine Phosphate API. 

7. Exemptions from NDPS Act: 

• Codeine Phosphate formulations: 

• Up to 100mg per dosage unit. 

• Up to 2.5% concentration in undivided 
preparations. 

• Exempt from NDPS Act, 1985, subject 
to compliance with Drugs and 
Cosmetics Act (1940) and Rules (1945). 

8. Plain Codeine Phosphate: 

Covered under the NDPS Act, 1985 
(without combination with other drugs). 

9. Drug Sale License 
Requirement: 

A Drugs Sale License (Retail/Wholesale) 
under the Drugs Act is mandatory for 
selling Codeine Phosphate formulations. 

10. Storage, Possession, Sale, 
and Distribution License: 

A license issued under the provisions of 
State NDPS Rules of the respective State 
Government is required. 

11. Record Keeping: 

Licensees must maintain sale/purchase 
records of Codeine Phosphate. Failure to 
do so is a contravention of Rule 65A of the 

(Continued on page 20) 
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Regulations in India 
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NDPS Act, 1985. 

12. Unlicensed Activities: 

Unlicensed manufacturing, stocking, and 
sale of Codeine Phosphate and its 
formulations are offenses under the NDPS 
Act, 1985. 

13. Offence Severity for 
Unlicensed Stocking: 

• Depends on the quantity: 

• Small quantity: 10 grams (vide 
notification S.O. no. 1055 (E) dated 
19.10.2001). 

• Commercial quantity: 1.0 kilogram. 

 

14. Labeling Requirements: 

• “NRx” labeling is mandatory for single-
ingredient Codeine Phosphate drugs. 

• Not mandatory for formulations/Fixed 
Dose Combinations (with other drugs) if 
the condition specified at serial 
number 35 of the NDPS Act is fulfilled. 

15. Banned Combination: 

Fixed Dose Combination of Codeine 
Phosphate + Chlorpheniramine Maleate + 
Menthol Syrup (vide notification S.O. no. 
2404 dated 02.06.2023). 

16. Essential Narcotic Drug: 

Codeine (narcotic drug) is notified as an 
essential narcotic drug for medical and 

scientific use (vide notification S.O. no. 
1181 (E) dated 05.05.2015). 

17. Possession by Medical 
Practitioners: 

A Registered Medical Practitioner can 
possess up to 2,000mg (equivalent to 2 
grams) of narcotic drugs for use in their 
practice, not for sale or distribution. 

18. Codeine Stock by Recognized 
Medical Institutes: 

Vide notification GSR 359 (E) dated 
05.05.2015, recognized medical institutes 
can possess codeine upon approval from 
the State Drugs Controller of the State. 

----- 

 

Click here for more article of the Author 

(Continued from page 19) 
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Rakesh Dahiya 
Editor-in-Chief, 
DCOIWA News 
Organising Secretary, 
DCOIWA 
Asstt. State Drugs Controller, 
FDA Haryana 

 

How to obtain License for 

Commercial Testing 

Laboratories 

We have provided the procedure to 

obtain license for commercial testing 

laboratories, documents required, 

application form, fee required, 

conditions of licenses and procedure 

for retention fee etc. 

Documents required 

For obtaining license for Commercial 

Testing Laboratory, the list of 

documents required is provided 

below. Download the pdf file and 

prepare the documents accordingly. 

Documents-required-for-

obtaining-Lab-license  

Procedure for obtaining 

license 

Procedure for obtaining license for 

Commercial Testing Laboratory. 

Download the pdf file for more detail 

and prepare the documents 

accordingly. 

Procedure-for-obtaining-Lab-

license  

Application Form 

List of Forms & Fee for obtaining the 

said license is provided below. 

Download the pdf file and prepare 

the Form accordingly and submit the 

required fee. 

Form-36 

Download the below pdf file 

Form-36  

For Cosmetics 

Form-Cos-22 

For Medical Devices 

Form-MD-39 

Download fee structure 

Click below link to download the fee 

structure of all types of drug 

licenses 

License fee structure for all 

licenses  
(Continued on page 22) 
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Download area requirement 

Click below link to download the 

requirement for the manufacturing 

of Drugs, Cosmetics, Homoeopathic 

and Blood Centre 

Area requirement for 

manufacturing  

Schedule L 1 

Schedule-L-1  

Submit your application (Online 

and / or hard copy) to State Drugs 

Controller / Licensing Authority of 

your area after completing all the 

required documents. 

Note: Requirements of some of documents and 

procedure for submission of application may 

vary from State to State 

Requirement and condition 

of license 

Conditions of licenses is to be 

maintained after obtaining the 

required license for Commercial 

Testing Laboratory. Download the 

pdf file for ready reference. 

Requirements-and-Conditions-

of-Commercial-Testing-

Laboratory  

License retention fee 

Procedure for submission of license 

retention fee. Download the pdf file 

for more detail and prepare the 

documents accordingly. 

Procedure-for-License-

retention-fee  

Compiled by: 

Rakesh Dahiya 

Asstt. State Drugs Controller 

FDA Haryana 

 

Click here for more articles of the 
Author 

—— 

(Continued from page 21) 
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Dr. Bharatesh R Jagashetty  

Former National Adviser (Drugs 

Control) to MoHFW, GOI & CDSCO | 

Former State Drugs Controller, FDA 

Karnataka | 

 

 The Imperative for Systemic 

Transformation 

T 
he recent directive by the Central Drugs 

Standard Control Organisation (CDSCO), 

operationalized through different state-level 

Drugs Control Administration circulars, 

marks a watershed moment in the trajectory of public 

health safety in India. By mandating the prominent 

display of Quick Response (QR) codes and toll-free 

numbers (1800-180-3024) for Adverse Drug Reaction 

(ADR) reporting at all retail and wholesale pharmacy 

outlets, the regulator has signalled a decisive shift 

from a passive, professional-centric surveillance model 

to an active, consumer-driven ecosystem. This 

initiative, grounded in the broader Pharmacovigilance 

Programme of India (PvPI), attempts to democratize 

drug safety surveillance by placing the reporting 

mechanism directly into the hands of the consumer, 

thereby addressing the persistent challenge of under-

reporting that has historically plagued the Indian 

pharmacovigilance landscape. However, the transition 

from a "press release" to a functional "monitoring and 

redressal mechanism" exposes profound infrastructural 

and systemic gaps.  

 The current operational landscape is 

characterized by a dichotomy: a regulatory intent 

focused on "unified compliance" and "public 

empowerment", juxtaposed against a fragmented 

healthcare ecosystem grappling with technological 

obsolescence, data silos, and a lack of integrated 

redressal frameworks for patients harmed by marketed 

drugs.  

 The scale of data anticipated from 

direct-to-consumer reporting—characterized by high 

volume, velocity, and variety (vernacular audio, 

images, unstructured text)—far exceeds the processing 

capacity of traditional manual workflows currently 

employed by the Indian 

Pharmacopoeia Commission 

(IPC).  

 However, this 

transition from "press release" 

to a functional "redressal 

mechanism" exposes significant 

gaps in technological 

infrastructure and legal frameworks. Addressing these 

necessitates a radical architectural overhaul, 

integrating Generative AI and a move toward no-

fault compensation for victims of drug-induced harm. 

1. The Regulatory Pulse: 

Enforcement under the Drugs & 

Cosmetics Act 

 The mandate for QR codes is not 

merely an administrative request; it is a coercive 

regulatory instrument designed to ensure safety at the 

"last mile" of drug delivery. 

The Evolution of the Pharmacovigilance 

Programme of India (PvPI):  To understand 

the magnitude of the current mandate, one must 

situate it within the historical evolution of drug 

safety in India. The PvPI, formally launched in 

2010, was established to safeguard the health 

of the Indian population by ensuring that the 

benefits of medicines outweigh the risks. 

Initially, the program relied heavily on a 

limited network of Adverse Drug Reaction 

Monitoring Centres (AMCs), primarily located 

in government medical colleges. The flow of 

information was hierarchical and slow – 

clinicians identified an ADR, documented it on 

paper or basic digital forms, and submitted it to 

the National Coordination Centre (NCC) at the 

IPC, Ghaziabad.  

Legal Basis for Compliance: Under the Drugs 

and Cosmetics Act, 1940, and Rules, 1945, 

licensing authorities have the power to ensure 

that drugs marketed are safe and effective. 

Failure to comply with license conditions, 

including new safety display mandates, can 

(Continued on page 24) 
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lead to the suspension or cancellation of 

licenses. 

Mandatory Pharmacovigilance: Since December 

2023, the establishment of a pharmacovigilance 

system is mandatory for all manufacturers 

under Revised Schedule M (Clause 6.11). Non

-compliance is punishable under Section 18 

read with Section 27 of the Act. 

Bridging the "Iceberg Phenomenon": For over a 

decade, the system struggled with significant 

under-reporting. This under-reporting is termed 

the "iceberg phenomenon," where only the 

most visible, severe or unusual cases are 

reported, while the vast majority of drug-

induced harms remain submerged in clinical 

silence. Thereby historically, Indian 

pharmacovigilance suffered from massive 

under-reporting. The QR code initiative aims to 

bypass professional bottlenecks—such as a 

doctor's fear of liability—by placing the 

reporting trigger directly in the hands of the 

consumer. 

2. The Infrastructure of Intelligence: 

Generative AI for Mass Reporting 

 The "present scenario" of mass public reporting 

requires a cognitive, adaptive, and scalable 

infrastructure. Manual processing by the Indian 

Pharmacopoeia Commission (IPC) cannot handle 

the anticipated "data tsunami". 

Multimodal Data Ingestion: AI must process high

-velocity data including vernacular audio clips, 

photos of rashes, and handwritten 

prescriptions. 

Intelligent Intake Layer: Utilizing models like 

OpenAI's Whisper or Google's Universal 

Speech Model, the system can transcribe and 

translate 22 scheduled Indian languages into 

standardized English for MedDRA coding. 

Automated Case Processing: Generative AI 

reduces case narrative writing from 30 minutes 

to 30 seconds. Large Language Models 

(LLMs) excel at 

mapping layperson 

terms (e.g., "walking on 

cotton wool") to 

medical terms like 

"Paraesthesia". 

3. Closing the 

"Redressal" Void: Legal and Financial 

Evolution 

 A critical ambiguity exists in the term 

"redressal". While the New Drugs and Clinical 

Trials Rules, 2019, provide a robust compensation 

framework for trial subjects, no such automatic 

protection exists for the general public using marketed 

drugs. 

The Failure of the Tort System: Proving 

"negligence" in a civil court for an 

idiosyncratic ADR is nearly impossible for an 

average citizen. 

The Architecture of Intelligence: The user 

correctly surmises that the "present scenario" 

of mass public reporting "needs lots of Ai 

generative infrastructure." The volume of data 

generated by 1.4 billion potential reporters 

cannot be managed by human 

pharmacovigilance associates alone. The 

infrastructure must be cognitive, adaptive, and 

scalable. 

No-Fault Compensation (NFC): India must move 

toward NFC model where patients receive 

compensation from a central fund for severe, 

scientifically linked drug injuries, regardless of 

manufacturer "fault". 

Safety Cess: This fund could be financed by a 

microscopic levy (e.g., 0.05%) on 

pharmaceutical turnover, effectively socializing 

the risk of drug consumption. 

4. Digital Convergence: ABDM and the 

Unified Health Interface 

(Continued from page 23) 

(Continued on page 25) 
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 The Ayushman Bharat Digital Mission 

(ABDM) provides the backbone for an interoperable 

safety ecosystem. 

ABHA Integration: Linking reports to a patient’s 

unique health ID (ABHA) allows regulators to 

access longitudinal health records with consent, 

providing vital context for causality 

assessment. 

Health Facility Registry (HFR) & Health 

Professional Registry (HPR): Every doctor 

and hospital is registered in ABDM. The PvPI 

system can validate the credentials of a 

reporting doctor instantly against the HPR, 

filtering out fake reports.  

UHI – The "UPI Moment" for Safety: Rather 

than a dedicated app, ADR reporting should be 

a UHI-enabled service integrated into popular 

apps like Tata 1mg or Apollo 24/7. 

Community Pharmacists: With the new QR code 

mandate, the pharmacist becomes the first 

point of contact. Training modules must be 

rolled out to train pharmacists on how to assist 

illiterate patients in scanning the code and 

recording a voice report.  

Accreditation: For hospitals, NABH (National 

Accreditation Board for Hospitals) should 

make "Automated ADR Reporting Integration" 

a mandatory standard for accreditation. This 

forces hospital management to invest in the 

necessary IT integration.  

5. The Need of the Hour: Strategic 

Roadmap 

 To transform the CDSCO’s mandate into a 

tangible reality, the following phased interventions 

may be required: 

Phase 1 (Foundations): Issue a "Safe Harbor" 

notification ensuring that ADR reporting is a 

protected public health activity and cannot be 

used as an admission of negligence in medical 

malpractice suits. 

Phase 2 (Integration): Roll 

out the GenAI Intake 

Layer and integrate with 

ABDM for user 

authentication. 

Phase 3 (Redressal): 

Launch a pilot National 

Vaccine and Drug 

Injury Compensation Fund to rapidly 

adjudicate claims of drug injury. 

Conclusion 

 The CDSCO's press release and the 

accompanying state circulars represent a bold 

ambition: to transform every pharmacy in India into a 

listening post for patient safety. However, ambition 

without infrastructure is hallucination. The "present 

scenario" is fragile; the flood of data from a mobilized 

public will collapse the existing manual systems unless 

immediate action is taken. What is needed is not just 

"monitoring," but an ecosystem of Intelligent Trust.  

By leveraging the Drugs and Cosmetics Act 

and constructing a robust AI-driven digital backbone, 

India can leapfrog into a global leadership position in 

patient-centric drug safety.  

The National Medical Commission (NMC) 

should link ADR reporting to the mandatory 

Continuing Medical Education (CME) points required 

for license renewal.  

This requires the construction of a Generative 

AI infrastructure that can listen to the nation's diverse 

voices, an interoperable digital backbone (ABDM) that 

connects disparate agencies, and a legal framework 

that offers true redressal to those harmed. By 

executing the roadmap outlined above, India can 

leapfrog from a legacy PV model to a global 

leadership position in AI-driven, patient-centric drug 

safety. The technology exists; the imperative is 

execution.  

—— 

(Continued from page 24) 
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From Compliance to Quality Governance: 
A Regulatory Reset  

T 
he notification of the Revised Schedule M 
under the Drugs and Cosmetics Rules, 
1945 on 28 December 2023 marks a 
decisive shift in India’s pharmaceutical 

regulatory framework. More than a procedural 
amendment, the revised Schedule M represents a 
systemic reform in how drug regulators evaluate, 
enforce, and sustain manufacturing quality across 
the country.  

Good Manufacturing Practices (GMP), first 
introduced into Schedule M in 1988 and last 
amended in 2005, had largely remained 
infrastructure- and documentation-centric. Over the 
years, global regulatory expectations evolved 
significantly, necessitating a modern, risk-based, and 
system-oriented approach. The revised Schedule M 
responds directly to this regulatory need.  

Why the Revision Matters to Regulators  

India’s global role as the “pharmacy of the world” 
places Indian drug regulators under constant 
international scrutiny. Recent global incidents—
such as paediatric fatalities linked to contaminated 
medicines exported from India and quality failures 
detected in overseas markets—have reinforced the 
need for preventive regulatory control rather than 
reactive enforcement.  

The revised Schedule M aligns Indian GMP with 
international benchmarks, particularly those 
advocated by the World Health Organization, 
enabling regulators to demonstrate credibility, 
consistency, and scientific oversight in GMP 
enforcement.  

Key Regulatory Shifts Introduced  

The revised Schedule M fundamentally redefines the 

inspection and enforcement paradigm:  

• Pharmaceutical Quality System (PQS): Inspectors 
now assess management accountability, quality 
objectives, and continuous improvement 
mechanisms, not merely SOP availability.  

• Quality Risk Management (QRM): Risk-based 
thinking becomes central to inspections, allowing 
regulators to evaluate how firms proactively identify 
and mitigate quality risks.  

• Product Quality Review (PQR): Mandatory annual 
reviews offer regulators a powerful surveillance tool 
to detect trends, recurring deviations, and systemic 
weaknesses.  

• Validation and Qualification: Lifecycle-based 
validation shifts regulatory focus from end-product 
testing to process reliability and predictability.  

• Computerised Systems & Data Integrity: Explicit 
requirements empower inspectors to address data 
manipulation risks through audit trails, access 
controls, and electronic record integrity.  

Together, these provisions elevate the role of 
inspectors from checklist verifiers to quality system 
evaluators.  

Phased Implementation: Regulatory 
Pragmatism  

Recognising the scale and diversity of India’s 
pharmaceutical industry—over 10,500 
manufacturing units, with nearly 8,500 MSMEs—
the revised Schedule M adopts a turnover-based 
phased implementation:  

• Large manufacturers (turnover > ₹250 crore): six 
months for compliance  

• MSMEs (turnover ≤ ₹250 crore): initially twelve 
months, later extended  

While large manufacturers, particularly export-
oriented units, transitioned smoothly, MSMEs faced 
challenges related to infrastructure, capital 
investment, and skilled manpower.  

(Continued on page 27) 
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In response to industry representations, the Central 
Government issued a notification on 04 January 
2025, extending the MSME compliance deadline to 
31 December 2025, subject to mandatory gap 
analysis and a time-bound compliance plan. For 
regulators, this conditional extension ensures 
flexibility without dilution of standards.  

Role of CDSCO and State Regulators  

The Central Drugs Standard Control Organisation 
has taken a lead role in operationalising the revised 
Schedule M through:  

• National-level guidance and coordination  

• Training and sensitisation of inspectors  

• Promoting consistency in GMP interpretation across states  

State Drug Control Departments are progressively 
transitioning to risk-based, system-focused 
inspections, requiring continuous skill upgradation 
and harmonisation of enforcement practices.  

Capacity Building and Financial 
Enablement  

Effective enforcement requires both regulatory 
capability and industry preparedness. The 
Department of Pharmaceuticals has merged APICF, 
PTUAS, and PPDS into the Strengthening of 
Pharmaceuticals Industry (SPI) scheme. This 
initiative provides reimbursement-based financial 
assistance for facility upgradation, supporting 
MSMEs in achieving revised Schedule M and WHO
-GMP compliance.  

From a regulatory standpoint, such schemes act as 
compliance enablers, reducing resistance to 
enforcement and improving long-term outcomes.  

What Inspectors Should Focus On  

Under the revised Schedule M, regulatory 
inspections should prioritise:  

• Effectiveness of PQS and QRM, not mere documentation  

• Trend analysis through PQR and complaint data  

• Validation status of critical processes and utilities  

• Data integrity risks in computerised systems  

• Management involvement in quality decision-making  

Persistent or willful non-compliance continues to 
warrant stringent regulatory action, including show-
cause notices, licence suspension, or manufacturing 
restrictions.  

The revised Schedule M is a governance reform, not 
just a technical upgrade. Its success will depend on:  

• Inspector competence and consistency  

• Balanced enforcement with public health focus  

• Supportive transition for MSMEs  

• Continuous coordination between central and state 
regulators  

Implemented effectively, the revised Schedule M 
will strengthen public health protection, enhance 
global confidence in Indian regulatory oversight, 
and reinforce India’s position as a reliable supplier 
of quality medicines.  

“Quality cannot be inspected into a product—it 
must be built into systems. Revised Schedule M gives 
regulators the tools to ensure exactly that.”  

—— 

(Continued from page 26) 
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Dated: 31/01/2026 

T 
he State Government of Gujarat is 

pleased to announce significant 

developments within the Drug 

Control Administration, aimed at 

further strengthening the regulation and 

enforcement of drug laws across the state. 

Appointment of New Drugs Inspectors 

In a move to enhance public health and 

streamline regulatory compliance, the 

Government has appointed thirty (30) new 

Drugs Inspectors. These appointments are 

expected to bolster the inspection and 

surveillance of pharmaceutical manufacturing, 

distribution, and retail outlets, ensuring the 

continued safety and efficacy of medicines 

available to the public. 

Promotions of Assistant 

Commissioners 

Furthermore, in recognition of their exemplary 

service and dedication, four (4) Assistant 

Commissioners have been promoted to the 

rank of Deputy Commissioner. This elevation 

will empower them with greater 

responsibilities and enable stronger leadership 

within the regulatory framework. 

Transfers within the Drug Control 

Administration 

In addition to the above, the State Government 

has also undertaken administrative transfers 

involving the remaining Drugs Inspectors, 

Assistant Commissioners, and Senior Drugs 

Inspectors. These transfers are part of a routine 

exercise to optimise administrative efficiency, 

encourage the sharing of best practices, and 

ensure effective governance throughout the 

state. 

The Government remains committed to 

upholding the highest standards of 

pharmaceutical regulation, safeguarding public 

health, and supporting the professional growth 

of its officers. All newly appointed and 

transferred officers are expected to assume 

their respective roles with immediate effect. 

Source: Dr. Arvind. H. Zala  

Appointment and Administrative Reorganization in 

Gujarat Drug Control Administration 
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FDA Haryana 
Hisar 

30-01-2026 

Raid- Drugs Act, NDPS Act 
and MTP Act. 

Team: 
• Ajay Kumar DCO 
• Dr. Anamika Bishnoi, PNDT In-charge, 

Hisar. 
• Dr. Promil Garg Hissar. 
Place: Shri Balaji Clinic, Azad Nagar, Hisar. 

During the operation, a decoy customer was 
sent to the clinic for the purpose of sex 
determination. 

As soon as the decoy customer handed over 
cash to a person at the clinic, the team 
immediately raided the premises. 

During the raid, a lady was found lying on a 
bed, and a person was standing beside her, 
operating a machine on her abdomen. 

Three persons, namely Dr. Anantram, Dr. 
Surajmal, and Smt. Priyanka, were found 
present at the spot. 

During the inspection, the team recovered and 
seized one computer-like machine with probe, 
MTP kits, allopathic medicines, and NDPS 
drugs from the premises. 

The NDPS drugs were handed over to the 
police for necessary action under the NDPS 
Act. 

Accordingly, an FIR was registered for 
violations of relevant provisions of law. 

Source: Ajay Kumar, FDA Haryana 
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Sirsa 
17.01.26 

Team members; 

• Keshav Vashistha DCO 

• ABVT Staff, Sirsa 

Place : Near Kanda Colony, Gali No.  03, 
Sirsa 

Purpose: 

To investigate a secret complaint regarding 
illegal sale stocking and distribution of dual 
use prescription drugs 

Mr. Kapil and Mr. Veeru, R/o 
Near Kanda Colony, Gali No.  03, Sirsa found 
present.  

Seized 510 Tapentadol HCl tablets and 1620 
Pregabalin capsules. 

He did not show any relevant document at the 
spot.  

So, 02 types of allopathic drugs were seized 
by sampling vide form-17. 

Further action will be taken as per law under 
Drugs Act. 

Source: Keshav Vashishth, FDA Haryana 

FDA Haryana 
Sirsa 
17.01.26 

Team members; 

• Suneel Kumar, DCO 

• Police Staff Sirsa 

Drugs control officer, Sirsa-II, Mr. Suneel 
Kumar along with Police official of 
PP,Chautala,Mandi Dabwali 

Place: Village- Chautala 

Purpose: 
 
 To investigate a secret complaint regarding 
illegal sale stocking and distribution of dual 
use prescription drugs. 

Arshdeep singh VPO-Asha Khera.  
Siezed 220 Tapentadol HCl tablets and 255 
Pregabalin IP 300 mg capsules. 

He did not 
show any 
relevant 
document at 
the spot.  

So, 02 types 
of allopathic 
drugs were 
seized by 
sampling 
vide form-
17. 

Further 
action will 
be taken as 
per law 
under Drugs Act. 

Source: Suneel Kumar, FDA Haryana 
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Karnal 
12.01.2026 

Team members: 

• Ritu Mehla  

• Police person's of Karnal. 

Allopathic drugs  were  seized  from the 
residential premises of Mr. Mukesh Kumar, 
located near Dada Khera, Mallu Patti, VPO 
Salwan, District Karnal. 

Mr. Mukesh Kumar failed to produce any 
valid drug licence . 

(80 tablets of Pregabalin 300 mg and one MTP 
kit) NDPS Act were also  seized separately by 
the police, including Tramadol and 
Alprazolam. 

FIR has been registered under the NDPS Act 
against Mr. Mukesh Kumar at Police Station 
Assandh. 

Further, on the disclosure made by Mr. 
Mukesh Kumar, it was revealed that he had 
been selling drugs  to M/s Anil Medical Hall, 
VPO Salwan. 

During investigation, the proprietor of M/s 
Anil Medical Hall confessed that he had 
purchased five injections of Tramadol and one 
MTP kit from Mr. Mukesh Kumar on 
23.12.2025 without any purchase bill and had 
illegally sold the same without issuing any 
cash memo. 

Consequently, the shop premises of M/s Anil 
Medical Hall have been sealed. 

Source: Ritu Mehla DCO, FDA Haryana 

FDA Haryana 
Gurgaon  
15-01-2026 

Team members: 

• Amandeep Chauhan., DCO 

• Dr. Suresh Kumar. DCO 

• Mukesh Kumar, DCO 

Place: M/s Lenscare Vision Pvt. Ltd. Situated 
at Ground Floor, Flat No. G-156, Palam Vihar 
Extension, Gurugram. 

Purpose: 

To investigate a secret complaint that sale of 
medical devices is being done there without 
any valid license and import licenses. 

Raju Kumar was found present at the spot. 

He did not show any relevant document at the 
spot.  

So, 20 types of medical devices of worth Rs. 
447241/- was seized on form MD-35.  

Further action will be taken as per law under 
Drugs Act. 

Source: Amandeep Chauhan DCO, FDA 
Haryana 
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Sirsa  
12.1.26 

Team members: 

• Keshav Vashishth, DCO 

• Police persons, Sirsa 

The team checked shop of M/s Shree 
Krishna Medicos, Village Khuiyan Malkan, 
Teh Dabwali Sirsa . 

Violating the conditions of license under 
Drugs and cosmetics act and rules were 
detected. 

In contituation of the same the team has 
also searched the residential premises of 
Mr. Om Parkash (Prop. cum R.P.) of the 
firm, situated adjacent to the firm in 
presence of Mr. Om Parkash. 

On searching the house the team recoverd 
Two strips of MTP KIT. 

Seized vide Form-16 as per D&C Act. 

To stop the furtherance of offence the said 
firm was sealed. 

Source: Keshav Vashishth, FDA 
Haryana 

FDA Haryana 
Karnal 
12.01.2026 

Team members: 

• Ritu Mehla  

• Police person's of Karnal. 

Allopathic drugs  were  seized  from the 
residential premises of Mr. Mukesh Kumar, 
located near Dada Khera, Mallu Patti, VPO 
Salwan, District Karnal. 

Mr. Mukesh Kumar failed to produce any 
valid drug licence . 

(80 tablets of Pregabalin 300 mg and one MTP 
kit) NDPS Act were also  seized separately by 
the police, including Tramadol and 
Alprazolam. 

FIR has been registered under the NDPS Act 
against Mr. Mukesh Kumar at Police Station 
Assandh. 

Further, on the disclosure made by Mr. 
Mukesh Kumar, it was revealed that he had 
been selling drugs  to M/s Anil Medical Hall, 
VPO Salwan. 

During investigation, the proprietor of M/s 
Anil Medical Hall confessed that he had 
purchased five injections of Tramadol and one 
MTP kit from Mr. Mukesh Kumar on 
23.12.2025 without any purchase bill and had 
illegally sold the same without issuing any 
cash memo. 

Consequently, the shop premises of M/s Anil 
Medical Hall have been sealed. 

Source: Ritu Mehla DCO, FDA Haryana 

Send your news and articles to: 
dcoiwanewsletter@gmail.com 
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Ambala 

11-01-2026 

Under the able guidance of 
Sh. Lalit Kumar Goel, State 
Drugs Controller, FDA 
Haryana, the members of 
the Ambala Retail Chemist Association will 
visit the Vulture Breeding Centre at Pinjore. 

The purpose of this visit is to understand the 
complete life cycle of vultures, from egg to 
fully grown bird, and how they are released 
into the open sky to support environmental 
protection. Vultures are natural scavengers and 
play a vital role in keeping our environment 
clean. 

During the visit, the Association will also 
discuss four veterinary drugs that have been 
banned. 

This initiative aims to educate and motivate 
every chemist about the importance of not 
selling these harmful veterinary medicines. 

Through this awareness drive, the Chemist 
Association will take the lead in this initiative 
under the mission name “Save Vultures.” 

Source: Lalit Kr Goel, FDA Haryana 

FDA Haryana 
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Sirsa 

09-01-2026 

Suneel Kumar, DCO, along 
with Police officials, 
conducted a raid at M/s 
Sudhir Medicose, situated 
Opposite Devi Lal Park, GT Road, Mandi 
Dabwali, District Sirsa. 

During inspection, Kapil Bansal, Proprietor of 
the firm, was found stocking the following 
drugs: 

Tapentadol Tablets – 200  

Pregabalin Capsules – 64 

Zopiclone Tablets – 45  

No purchase or sale records were produced or 
shown during the inspection. 

Subsequently, the residential premises of the 
proprietor, located at House No. 15, Ward No. 
2, Mandi Dabwali, were also raided for further 
investigation.  

A huge quantity of allopathic drugs was 
recovered from the residential premises. 

A total of 14 types of allopathic drugs were 
recovered, including: 

Tapentadol Tablets  10,950  

Pregabalin Cap  22,870  

Zopiclone Tablets – 70,770  

Gabapentin Capsules IP 300 mg – 780 
Capsules 

Pregabalin 75 mg + Methylcobalamin 
Capsules – 120 Capsules 

All 14 types of allopathic drugs were seized 
under Form-16. 

The shop premises were sealed to prevent 
further continuation of the offence. 

The raid operation continued till late night up 
to 2:00 AM. 

Source: Suneel Kumar DCO, FDA Haryana 

FDA Haryana 
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Drug & Food Control 
Organization  ( UT 
J&K)  Seizes Habit-
Forming Drugs Worth 
₹5.57 Lakh in  District 
Poonch, Courier Bust. 

 
Poonch 

30.01.2026 

In  District POONCH, Jan 30: As part of its 
ongoing drive against illegal trafficking of 
habit-forming pharmaceutical drugs, the Drugs 
& Food Control Organization (DFCO)  
intercepted and seized a large consignment of 
medicines being transported illegally through 
a private courier service in the Mendhar area 
of Poonch district. 

The seized consignment comprised 15,000 
unit doses worth ₹5,57,500, including 10,000 
capsules of Pregabalin-300 and 5,000 tablets 
of Tapentadol-100. 

The drugs were found concealed in a 
suspicious parcel without valid documents and 
were allegedly meant for unauthorized sale. 
During inspection, the DTDC parcel was 
opened in the presence of authorized 
personnel, following which the illegal stock 
was detected. 

Vikas, Drug Control Officer seized the 

consignment on the spot under Form-16, in 
accordance with the provisions of the Drugs & 
Cosmetics Act, 1940. Preliminary 
investigation revealed that the drugs were 
being routed into Jammu & Kashmir from a 
neighboring State. 

Authorities are verifying the source and 
destination of the parcel and the details of the 
consignee to initiate legal action. 

The operation was carried out by Drugs 
Control Officer Poonch, Vikas Sharma, under 
the supervision of Assistant Drugs Controller 
Rajouri/Poonch, Archana Mujoo, with active 
cooperation from the courier service provider. 

State Drugs Controller, J&K, Rajesh Kumar, 
appreciated the cooperation of the courier 
agency and urged all such service providers to 
assist the Government in curbing illegal drug 
movement. 

Commissioner, FDA J&K, Smita Sethi, also 
lauded the DFCO team and reiterated the 
Government’s commitment to eliminating 
illegal drug trafficking through sustained 
enforcement and coordinated action. 
 

Source: Shabir Ahmad Pandit (J&K) 

DFCO J&K 
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Hyderabad: 'Goat Blood 

Scandal' Uncovered – 1,000 

Litres Of Animal Blood 

Packed In Human Blood 

Bags Seized From Import-

Export Firm 

Hyderabad, January 11, 2026:  

I 
n a chilling revelation that has stunned 

health authorities and sparked widespread 

outrage, a joint raid by the Telangana 

Drugs Control Administration (DCA), 

Central Drug Control officials, and Hyderabad 

City Police uncovered nearly 1,000 litres of 

illegally collected animal blood — primarily 

from goats and sheep — stored in blood bags 

designed exclusively for human use. 

The dramatic bust, conducted on January 8, 2026, 

targeted CNK Import Export Company in the 

Kachiguda area of Hyderabad, following specific 

intelligence inputs. 

The operation began with an initial seizure at a 

butcher shop in Keesara, where around 130-150 

blood packets (each containing 300-350 ml) were 

recovered from live animals, leading 

investigators to trace the supply chain to the 

Kachiguda firm. 

During the raid, authorities discovered: 

110 filled blood bags and approximately 60 

empty blood bags, all intended for human blood 

storage and transfusion. 

Sophisticated equipment including an autoclave 

machine (a regulated medical device) and a 

laminar air flow unit — used for sterile blood 

transfer to prevent contamination — indicating 

advanced processing of the blood. 

The blood was allegedly extracted from live 

sheep and goats in isolated locations around 

Keesara, with the firm's owner, Nikesh, paying 

butchers ₹2,000 to ₹3,000 per bag and supplying 

the human-grade blood bags himself. 

Drug inspectors expressed profound shock at the 

unprecedented modus operandi. One veteran 

inspector with 15 years of service stated: “In my 

entire career, I have never seen such a thing. 

I have never witnessed goat blood or any other 

animal blood being collected in bags meant for 

human blood. 

No licence is issued to collect blood in human 

blood bags.” 

Senior officials highlighted the grave dangers: “If 

even by mistake animal blood is supplied to any 

hospital, it can lead to fatal consequences. 

Animal blood given to humans is invariably 

fatal.” Blood is strictly regulated as a drug under 

(Continued on page 47) 

Telangana 
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the Drugs and Cosmetics Act, requiring precise 

matching of human blood groups — a mismatch 

can be deadly, and inter-species transfusion is 

catastrophic. 

The premises have been sealed, and samples of 

the seized blood have been sent for laboratory 

analysis. 

A case has been registered under Section 18(c) of 

the Drugs and Cosmetics Act at Keesara Police 

Station. 

Investigations are also probing potential 

violations of animal cruelty laws, given reports of 

extraction from live animals without veterinary 

oversight or permissions. 

The prime suspect, Nikesh, the owner of CNK 

Import Export Company (registered only as a 

general import-export entity with no licenses for 

blood handling or regulated medical devices), is 

absconding. 

He reportedly fled after removing key documents 

but left the blood bags behind. Police have 

launched a manhunt. 

Preliminary findings suggest the blood was being 

dispatched to a Haryana-based firm, 

Polymedicure Company, though the exact end-

use remains unclear and is the focal point of the 

ongoing probe. 

Authorities suspect possible misuse in: 

Unauthorized clinical trials or experimental 

research. 

Preparation of culture media for bacterial growth 

in labs. 

Extraction of serum 

(yielding about 200 ml 

from 500 ml of blood) for 

applications in skin 

treatments, hair products, 

cosmetics, or even vaccine 

production. 

This "Goat Blood Scandal" has exposed alarming 

gaps in oversight of biomedical supply chains 

and raised serious questions about how such a 

large-scale, systematic operation went 

undetected. 

It also highlights the potential risks of 

unregulated animal-derived materials entering 

medical or research ecosystems. 

The DCA and police have vowed to expand the 

investigation nationwide, tracing any wider 

networks and ensuring strict legal action. 

Health experts have urged heightened vigilance 

in blood supply chains, while animal welfare 

groups have condemned the alleged cruelty in 

live extractions. 

As the probe deepens, this bizarre and disturbing 

incident serves as a stark reminder of the need for 

robust regulation in India's pharmaceutical and 

biomedical sectors to prevent life-threatening 

misuse. 

Further updates are awaited as the absconding 

owner is apprehended and lab results confirm the 

blood's composition and potential applications. 

Source: G Koteshwar Rao 

(Continued from page 46) 
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Best Wishes 
On Promotion 

The DCOIWA family extends its best wishes for the future endeavors of the 

officers who have recently assumed their positions as the Head of Department  /  

State Drugs Controller / Controlling Authority / State Licensing Authority  

following their well-deserved promotions.  

Sh. Rajeev Bhargav 
has been appointed 
as  Drugs Controller 

of NCT Delhi 

Sh. Rajesh Kumar 
has been appointed 
as in-charge Drugs 

Controller of Jammu 
& Kashmir 

Sh. Vitthal Dobaria, 
Deputy 

Commissioner, 
FDCA Gujarat 



 

54 

DCOIWA News February 2026 24 

Best Wishes 
On Promotion 

The DCOIWA family extends its best wishes for the future 

endeavors of the officers who have recently assumed their 

positions as Deputy commissioner. 

Promotions: FDCA Gujarat 
 
Sh. PM Pusnani, Deputy commissioner  

Sh. N R Saiyed, Deputy commissioner  

Sh. V D Dobaria, Deputy commissioner  

Sh. JP Patel, Deputy commissioner  
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Best Wishes 

on retirement 
The DCOIWA family extends its best wishes for the future 

endeavours of the following officer who have recently retired. May 
God bless them with all happiness and healthy life. 

Shri. Azaz 
Ahamad, 
Assistant 

Commissioner 
Drug, UP 

 

RETIREMENTs from Bihar State: 

• Sh. Amod Kumar, ADC 

• Sh. Rajesh Gupta, ADC 

• Sh. K K Sherma, DI 

• Sh. Jamilur Rahman, DI 

• Sh. Jay Shankar Prasad, DI 
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Laughter dose 
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Source: PK Jaggi, Co-Editor  
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New Members of DCOIWA 

How to become a member 

Register Online 

Download Form 

https://www.dcoiwa.com/membership.php
https://www.dcoiwa.com/DCIOWA%20lifetime%20membership%20form.pdf
https://drive.google.com/drive/folders/1YUcYRIq4qA7HIv2Fjl7rq-pYn_zIC7Q2?usp=sharing
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Republic Day 2026 Awards: J&K 
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Republic Day 2026 Awards: Haryana 

Vikas Rathi DCO FDA Haryana 

Vijay Raje DCO FDA Haryana 
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Republic Day 2026 Awards: Punjab 

Mrs. Navdeep Kaur, DCO Punjab, Supranational,1st Runners Up. 

Republic Day 2026 Awards: Telangana 

D. Swetha Bindu, Drugs Inspector, Telangana 

Republic Day 2026 Awards: Telangana 
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Republic Day 2026 Awards: Tripura 

Biswajit SinghaRoy, 
Inspecting Officer, Tripura 

Respected Sir/Madam, 

I am pleased to inform you that I have been honored with the Best Per-
forming Officer-Enforcement category in recognition of my contributions 
and dedicated service in the field of Drugs control and Quality Assurance 
of Clinical Establishment. The award was handed over to me by Honour-
able Minister of Welfare of Scheduled Castes, Animal Resource Devel-
opment & Fisheries, Government of Tripura in presence of Honourable 
District Collector & Magaistrate sir, Honourable SP sir, Dhalai Tripura 
on the occasion of 77th Republic Day Celebration.  
This achievement would not have been possible without the continuous 
guidance, support, and encouragement from our organization and re-
spected seniors of DCOIWA. I consider this recognition not only a per-
sonal milestone but also a reflection of the collective efforts and values 
upheld by our team. 

I sincerely thank you for your constant support and motivation, which 
have helped me strive for excellence in my duties. 
Kindly treat this as an official intimation of the award. I look forward to 
continuing to serve with the same commitment and dedication. 

-Biswajit SinghaRoy 
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CDSCO 
 
 

 

NSQ List: December 2025 States 
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Send your news and articles to: 
dcoiwanewsletter@gmail.com 

Sub-Standard Drugs 

Click below links to download: 

NSQ: December 2025 CDSCO 

NSQ: December 2025 STATES 

NSQ: Year wise 

Source: CDSCO Website 

https://drive.google.com/drive/folders/1YUcYRIq4qA7HIv2Fjl7rq-pYn_zIC7Q2?usp=sharing
https://thehealthmaster.com/wp-content/uploads/2026/01/Drug-Alert-December-2025-CDSCO.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/Drug-Alert-December-2025-States.pdf
https://thehealthmaster.com/drug-alert-nsq-drugs-lists/
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Important links 

PG Portal 

CDSCO 

SUGAM Portal 

Online System for Medical Devices 

State FDAs Portal 

NPPA 

Jan Aushadhi 

Pharmexcil 

FSSAI 

eCourts 

Pharma Sahi Daam 

National Medical Commission 

Clinical Establishment 

Pharmacy Council of India 

https://pgportal.gov.in/
https://cdsco.gov.in/opencms/opencms/en/Home/
https://cdscoonline.gov.in/CDSCO/homepage
https://cdscomdonline.gov.in/NewMedDev/Homepage
https://statedrugs.gov.in/SFDA/Homepage
http://www.nppaindia.nic.in/en/
http://janaushadhi.gov.in/
https://pharmexcil.com/
https://www.fssai.gov.in/
https://ecourts.gov.in/ecourts_home/
https://nppaimis.nic.in/nppaprice/pharmasahidaamweb.aspx
https://www.nmc.org.in/
http://www.clinicalestablishments.gov.in/cms/Home.aspx
https://www.pci.nic.in/
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Key Notes on Revised Schedule M: Compilation 

By Rakesh Dahiya, FDA Haryana 

To read click anywhere in the picture 

Important short notes for Industry and Regulators 

By Lalit Kr. Goel, FDA Haryana 

To read click anywhere in the picture 

https://thehealthmaster.com/2024/12/03/key-notes-on-revised-schedule-m-compilation/
https://thehealthmaster.com/2024/11/03/important-short-notes-for-industry-and-regulators/
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To read all FAQs on various topics, Click the below links 
FAQs – on Blood Pressure Monitoring Devices 

FAQs – on Alcohol (in Pharma Industry) 

Blood Centre (Bank) – requirements at a glance 

FAQs on – Cosmetics Rules 2121 

FAQs – on Mouthwash 

Fee structure: All types of drugs licenses 

FAQs – on Ear Drops 

FAQs – on Drug Permission in Brand or Generic Name 

FAQs – on Disinfectants (Series-2) 

Gist of Notification 25th September 2121: Medical Oxygen 

Salient features of Supreme Court order dated 28.08.2121 

Pharmacopoeial status of Blood and its components 

Difference between Sanitizer and Disinfectant 

FAQs on Legal Metrology & Blood Bags 

FAQs on Sanitizer, N95 Mask & Digital Thermometer 

FAQs on Medical Oxygen 

FAQs – on Cosmetics (Series-1) 

FAQs – on Blood Bank (Series-1) 

FAQs – on Blood Bank (Series-2) 

FAQs – on Blood Bank / Centre (Series-3) 

FAQs on Medical Devices Rules, 2117 

FAQs about New Drug, Banned drugs etc. 

FAQs on Disinfectant (Series-1) 

FAQs – on Disinfectants (Series-2) 

FAQs – On ‘Good Night’, ‘All Out’, ‘Hit’ and ‘Harpic’ etc. 

FAQs – on Ranitidine tablets and injections in India 

FAQs – On Narcotic Drugs, Brand Names of drug (G.S.R. no. 828 (E)  

 
by 

Lalit Kr. Goel 
State Drugs Controller,  

FDA Haryana 
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https://thehealthmaster.com/2021/03/23/faqs-on-blood-pressure-monitoring-devices/
https://thehealthmaster.com/2021/03/19/faqs-on-alcohol-in-pharma-industry/
https://thehealthmaster.com/2021/01/31/blood-centre-bank-requirements-at-a-glance/
https://thehealthmaster.com/2020/12/23/faqs-on-cosmetics-rules-2020/
https://thehealthmaster.com/2020/12/16/faqs-on-mouthwash/
https://thehealthmaster.com/2020/12/12/fee-structure-all-types-of-drugs-licenses/
https://thehealthmaster.com/2020/12/02/faqs-on-ear-drops/
https://thehealthmaster.com/2020/10/23/faqs-on-drug-permission-in-brand-or-generic-name/
https://thehealthmaster.com/2020/10/16/faqs-on-disinfectants-series-2/
https://thehealthmaster.com/2020/10/07/gist-of-notification-25th-september-2020-medical-oxygen/
https://thehealthmaster.com/2020/09/12/salient-features-of-supreme-court-order-dated-28-08-2020/
https://thehealthmaster.com/2020/08/20/pharmacopoeial-status-of-blood-and-its-components/
https://thehealthmaster.com/2020/08/03/difference-between-sanitizer-and-disinfectant/
https://thehealthmaster.com/2020/07/01/faqs-on-legal-metrology-blood-bags/
https://thehealthmaster.com/2020/05/02/faqs-on-sanitizer-n95-mask-digital-thermometer/
https://thehealthmaster.com/2020/04/08/faqs-on-medical-oxygen/
https://thehealthmaster.com/2020/04/04/faqs-on-cosmetics-series-1/
https://thehealthmaster.com/2020/03/01/faqs-on-blood-bank-series-1/
https://thehealthmaster.com/2020/03/15/faqs-on-blood-bank-series-2/
https://thehealthmaster.com/2020/09/30/faqs-on-blood-bank-centre-series-3/
http://thehealthmaster.com/2020/01/29/faqs-on-medical-devices-rules-2017/
http://thehealthmaster.com/2020/01/19/faqs-about-new-drug-banned-drugs-etc/
https://thehealthmaster.com/2020/01/01/faqs-on-disinfectant-series-1/
https://thehealthmaster.com/2020/10/16/faqs-on-disinfectants-series-2/
http://thehealthmaster.com/2019/12/10/faqs-on-good-night-all-out-hit-and-harpic-etc/
http://thehealthmaster.com/2019/11/29/faqs-on-ranitidine-tablets-and-injections-ion-india/
http://thehealthmaster.com/2019/11/24/faqs-on-narcotic-drugs-brand-names-of-drug-g-s-r-no-828-e-dated-06-11-2019-etc/
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Schedules: All types of Clinical Trials 

Schedules: All types of 
Clinical Trials under New 
Drugs and Clinical Trials 
Rules 2019 

As per New Drugs and Clinical 
Trials Rules 2019 we have 
provided all the schedules 
introduced in these rules. Click 
below links for more information: 

First Schedule – Clinical Trial – 
General principles and practices for 
Clinical Trial 

 
First-Schedule-Clinical-Trials 

Second Schedule – Clinical 
Trial – Requirements and guidelines 
for permission to import or 
manufacture of New Drug for sale or 
to undertake clinical trial 

 
Second-Schedule-Clinical-Trials 

Third Schedule – Clinical Trial –
Conduct of Clinical Trial 

 
Third-Schedule-Clinical-Trials 

Fourth Schedule – Clinical Trial – 
Requirements and guidelines for 
conduct of bioavailability and 

(Continued on page 67) 

 

 
  Compiled  by 

Rakesh Dahiya 
 FDA Haryana 

Schedules 
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For Schedules on following topics 
Click below links  1 

https://thehealthmaster.com/wp-content/uploads/2021/06/First-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/wp-content/uploads/2021/06/Second-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/wp-content/uploads/2021/06/Third-Schedule-Clinical-Trials.pdf
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Schedules: All types of Clinical Trials 

bioequivalence study of New drug or 
investigational new drug 

 
Fourth-Schedule-Clinical-Trials 

Fifth Schedule – Clinical Trial – 
Post market assessment 

 
Fifth-Schedule-Clinical-Trials 

Sixth Schedule – Clinical Trial – 
Fee payable for licence, permission 
and registration certificate 

 
Sixth-Schedule-Clinical-Trials 

Seventh Schedule – Clinical 
Trial – Formulae to determine the 
quantum of compensation in the 
cases of Clinical Trial related injury 
or death 

 
Seventh-Schedule-Clinical-Trials 

Eight Schedule – Clinical Trial – 
Application Forms 

 
Eighth-Schedule-Clinical-Trials 

 

Compiled by: 

Rakesh Dahiya 

Asstt. State Drugs Controller 

FDA Haryana 

Click here for more articles of 
the Author 

 

—— 

 

 
  Compiled  by 

Rakesh Dahiya 
 FDA Haryana 

Schedules 
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For Schedules on following topics 
Click below links  2 

https://thehealthmaster.com/wp-content/uploads/2021/06/Fourth-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/wp-content/uploads/2021/06/Fifth-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/wp-content/uploads/2021/06/Sixth-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/wp-content/uploads/2021/06/Seventh-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/wp-content/uploads/2021/06/Eighth-Schedule-Clinical-Trials.pdf
https://thehealthmaster.com/author/rakeshdahiya/
https://thehealthmaster.com/?s=fda+haryana
https://thehealthmaster.com/author/lalit/
https://thehealthmaster.com/author/lalit/
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Pharmaceuticals 

Important Notifications 

For notifications on following topics 
Click below links  

Banned Drugs 

Blood Bank / Centre 

Cosmetics 

COTPA 

DPCO / NPPA 

Drug Rules 

Drugs Act 

DMROA 

EC Act 

General 

Homoeopathic 

Hospital – RMI 

Medical Devices 

NDPS Act 

New Drugs 

Testing Laboratories  

 

 
  Compiled  by 

Rakesh Dahiya 
 FDA Haryana 

Important Notifications 

DCOIWA News February 2026 24 

https://thehealthmaster.com/2021/03/14/latest-notifications-banned-drugs/
https://thehealthmaster.com/2021/02/21/latest-notifications-blood-centre-bank/
https://thehealthmaster.com/2021/03/28/latest-notifications-cosmetics/
https://thehealthmaster.com/2021/03/21/latest-notifications-cotpa-cigarettes-and-tobacco-products/
https://thehealthmaster.com/2021/02/14/latest-notifications-nppa-dpco/
https://thehealthmaster.com/2021/02/07/latest-notifications-drug-rules/
https://thehealthmaster.com/2021/01/31/latest-notifications-dc-act-1940/
https://thehealthmaster.com/2021/06/27/latest-notifications-dmroa-drugs-and-magic-remedies-act/
https://thehealthmaster.com/2021/07/12/latest-notifications-ec-act-essential-commodities-act/
https://thehealthmaster.com/2021/07/08/latest-notifications-general-pharmaceuticals/
https://thehealthmaster.com/2021/10/11/latest-notifications-homoeopathic/
https://thehealthmaster.com/2021/05/23/latest-notifications-hospital-rmi-recognized-medical-institution/
https://thehealthmaster.com/2021/02/28/latest-notifications-medical-devices/
https://thehealthmaster.com/notifications/ndps-act/
https://thehealthmaster.com/notifications/ndps-act/
https://thehealthmaster.com/2021/03/07/latest-notifications-ndps-act/
https://thehealthmaster.com/2021/04/04/latest-notifications-new-drugs-and-clinical-trials/
https://thehealthmaster.com/2021/04/11/latest-notifications-testing-laboratories/
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Latest Notifications 

Drug Rules 
GSR 51(E) dt 21-01-2026 Draft Notification Blue vertical 

line on labels of Antimicrobial Drugs 

GSR 51(E) dt 21-01-2026 Draft Notification Blue 

vertical line on labels of Antimicrobial Drugs 

GSR 66(E) dt 28-01-2026 Draft Notification for 

consideration of Navi Mumbai International Airport 

(NMIA) as authorized Airport for Drug Import, under the 

provision of Rule 43A of Drugs Rules 1945 

GSR 66(E) dt 28-01-2026 Draft Notification for 

consideration of Navi Mumbai International Airport 

(NMIA) as authorized Airport for Drug Import, under 

the provision of Rule 43A of Drugs Rules 1945 

Send your news and articles to: 
dcoiwanewsletter@gmail.com 

https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-51E-dt-21-01-2026-Draft-Notification-Blue-vertical-line-on-labels-of-Antimicrobial-Drugs.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-51E-dt-21-01-2026-Draft-Notification-Blue-vertical-line-on-labels-of-Antimicrobial-Drugs.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-66E-dt-28-01-2026-Draft-Notification-for-consideration-of-Navi-Mumbai-International-Airport-NMIA-as-authorized-Airport-for-Drug-Import-under-the-provision-of-Rule-43A-of-Drugs-Rules-1945.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-66E-dt-28-01-2026-Draft-Notification-for-consideration-of-Navi-Mumbai-International-Airport-NMIA-as-authorized-Airport-for-Drug-Import-under-the-provision-of-Rule-43A-of-Drugs-Rules-1945.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-66E-dt-28-01-2026-Draft-Notification-for-consideration-of-Navi-Mumbai-International-Airport-NMIA-as-authorized-Airport-for-Drug-Import-under-the-provision-of-Rule-43A-of-Drugs-Rules-1945.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-66E-dt-28-01-2026-Draft-Notification-for-consideration-of-Navi-Mumbai-International-Airport-NMIA-as-authorized-Airport-for-Drug-Import-under-the-provision-of-Rule-43A-of-Drugs-Rules-1945.pdf
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Latest Notifications 

GSR 46(E) dt 20-01-26 Notification about Changes 
to requirements of Test License under NDCT 
Rules 2019 NDCT Rules (Amendment) 2026 

GSR 46(E) dt 20-01-26 Notification about 

Changes to requirements of Test License under 

NDCT Rules 2019 NDCT Rules (Amendment) 

2026 

Clinical Trial 

https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-46E-dt-20-01-26-Notification-about-Changes-to-requirements-of-Test-License-under-NDCT-Rules-2019-NDCT-Rules-Amendment-2026.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-46E-dt-20-01-26-Notification-about-Changes-to-requirements-of-Test-License-under-NDCT-Rules-2019-NDCT-Rules-Amendment-2026.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-46E-dt-20-01-26-Notification-about-Changes-to-requirements-of-Test-License-under-NDCT-Rules-2019-NDCT-Rules-Amendment-2026.pdf
https://thehealthmaster.com/wp-content/uploads/2026/01/GSR-46E-dt-20-01-26-Notification-about-Changes-to-requirements-of-Test-License-under-NDCT-Rules-2019-NDCT-Rules-Amendment-2026.pdf
https://drive.google.com/drive/folders/1YUcYRIq4qA7HIv2Fjl7rq-pYn_zIC7Q2?usp=sharing
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Send your news and articles to: 
dcoiwanewsletter@gmail.com 

2026 

April-2026 

PharmaTech Expo Chandigarh 

Date: April 09-11, 2026 
Location: Chandigarh, India 
Description: PharmaTech Expo is one of the 
largest pharma exhibitions in India and is a 
place for thousands of people from the 
business to share their experiences related to 
products, customers, business, and sales. 
This pharmaceutical and lab expo brings 
together people from across the globe to one 
destination. It is one of the biggest B2B trade 
shows of the sector that involves people from 
the healthcare and pharma machinery 
industries to participate and share innovation 
related to advanced technologies in the 
pertinent sector. 

It will showcase pharma 
products, machinery, and 
technological innovation to 
buyers from various 
countries, including India, 
China, the USA, & Germany, which are major 
markets for this sector. This event will surely 
give you a huge platform to establish and 
enhance your business by meeting active 
suppliers looking for collaboration with the 
Indian pharma and healthcare market. 
Meeting new investors and fellow 
businessmen from the same fraternity would 
definitely be a win-win situation for both 
parties. If you are from the pharmaceuticals 
and healthcare industry and want to explore 
the involution of business, come and be a part 
of this mega pharma trade fair. 

Click for more details 

Upcoming Events 

DCOIWA News February 2026 24 

https://pharmatechexpo.com/Visitors?campaign=22683461475&adgroup=189668126628&keyword=pharma%20industry%20events&matchtype=p&device=c&gad_source=1&gad_campaignid=22683461475&gbraid=0AAAAADh9H6QoEpg1wnvoDN6UfT_O_WktJ&gclid=CjwKCAjwqKzEBhANEiwAeQaPVcOLw5PT7UIVg
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DCOIWA Mission 
To unite and organize the working and retired Drugs Control Officers from Indian States, Union Territories and CDSCO, with 

an object of coordinating their activities for establishment of social justice and regulating the relations of the officers with 

government agencies. Call : 8121296397, 8094357800,9977177574  

a) To unite and organize the working and retired Drugs Control Officers from Indian States, Union Territories 
and CDSCO, with an object of coordinating their activities for establishment of social justice and regulating the 
relations of the officers with government agencies. 
b) To safeguard and promote interest of its members all over the country 
c) To redress the grievances of the members. 
d) To promote a sense of fraternity, feeling of belonging and brotherhood amongst its members. 
e) To cooperate, accept affiliations and federate with the officers associations, federations, and 
confederations in the country where similar objectives are seen with international bodies. 
f) To achieve professional excellence through better coordination amongst its members. 
g) To offer better services to the public. 
h) To make dedicated efforts for welfare of its members. 
i) To conduct seminars, webinars, social activities, competitions, quiz programs etc. time to time. 
j) To take up any other activity conducive to the betterment in the discharge of their functions effectively and 
efficiently. 

How to become a member 

Register Online Download Form 
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DISCLAIMER  

This e-newsletter is released solely for 
educational and informational purposes, 
and is distributed free of charge to 
DCOIWA members, regulators, and 
pharmacy professionals. The content 
and opinions expressed in DCOIWA 
Newsletter are those of the authors  of 
the particular article / research paper 
and do not necessarily reflect the views 
of DCOIWA or any its members. 
DCOIWA does not take any 
responsibility whatsoever for any 
inaccuracy thereto or loss caused 
therefrom. The editor and affiliated 
parties are not liable for any damages 
incurred as a result of the use of the 
contents of this newsletter. Material 
from DCOIWA Newsletter may be 
reproduced without permission 
provided the source is acknowledged. 
 

Dear Members, 

As we conclude this edition of our e-newsletter, I 
would like to express my gratitude to our 
contributors and readers for their continued 
support. Your engagement is invaluable, and we 
appreciate the diverse perspectives that make our 
community thrive. 

We strive to bring you relevant and insightful 
content, and we welcome any feedback or 
suggestions you may have for future editions. Our 
goal is to foster a collaborative space for 
knowledge-sharing among DCOIWA members, 
regulators, and pharmacy professionals. 

Thank you for being a part of our community. We 
look forward to bringing you more enriching 
content in the upcoming editions. 

Best regards, 

Rakesh Dahiya 
Editor-in-Chief 
DCOIWA News 

https://www.dcoiwa.com/membership.php
https://www.dcoiwa.com/DCIOWA%20lifetime%20membership%20form.pdf

