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🗞️  WHY IN NEWS

Union Health Minister J.P. Nadda released the Indian Pharmacopoeia 2026 (IP 2026) — the 10th edition —

which becomes the first pharmacopoeia in the world to include quality standards for blood components, with

20 new blood component monographs among 121 new additions to a total of 3,340 monographs.

WHAT IS THE INDIAN PHARMACOPOEIA?

The Indian Pharmacopoeia (IP) is the official compendium of drug quality standards for India — a

comprehensive, legally binding document that specifies the minimum quality requirements (purity, strength,

identity, and safety) for every drug approved for manufacture and sale in India.

Legal basis: Published under the Drugs and Cosmetics Act, 1940, which mandates that drugs sold in

India must comply with IP standards where applicable. A drug that does not meet IP specifications can be

declared spurious or substandard under the Act, leading to seizure and prosecution.

Published by: The Indian Pharmacopoeia Commission (IPC), an autonomous body established in

1956 under the Ministry of Health and Family Welfare. IPC is headquartered in Ghaziabad, Uttar Pradesh.

History of editions:
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Edition Year

1st 1955

2nd 1966

3rd 1985

4th 1996

5th 2007

6th 2010

7th 2014

8th 2018

9th 2022

10th (IP 2026) 2026

IP 2026 — KEY ADDITIONS

New monographs: 121

Covers new drugs approved since IP 2022, including new generics, biosimilars, and combination

products

Includes monographs for antiviral drugs, newer diabetes medications (SGLT-2 inhibitors), biologics

Total monographs: 3,340

Up from approximately 3,219 in IP 2022

A monograph specifies: description, identification tests, limit tests, assay methods, and storage

conditions for a specific drug substance or preparation

Blood component monographs (20) — World’s First: This is IP 2026’s most historic achievement. For

the first time anywhere in the world, a national pharmacopoeia has included:

Standards for whole blood

Standards for packed red blood cells (PRBC)

Standards for fresh frozen plasma (FFP)

Standards for platelets (platelet concentrate)

Standards for cryoprecipitate (Factor VIII-rich blood product)
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Standards for albumin

Previously, blood component quality was governed by internal guidelines of blood banks and NBTC (National

Blood Transfusion Council) standards, not pharmacopoeial standards. Elevating these to pharmacopoeial

standards means:

They are legally enforceable under the Drugs and Cosmetics Act

Blood banks must demonstrate compliance to IP standards during inspections

Quality testing becomes standardised nationally across 3,000+ licensed blood banks in India

INDIA’S PHARMACEUTICAL SECTOR — CONTEXT

India’s pharmaceutical industry is the 3rd largest globally by volume (after USA and China) and the 14th

largest by value. It is often called the “pharmacy of the world” because India supplies:

~50% of Africa’s vaccines (SERUM Institute of India alone)

~40% of generic medicines to the USA (USFDA-approved Indian plants)

72% of vaccines procured by UNICEF

Medicines to 200+ countries globally

Domestic scale: India has approximately 10,500 licensed pharmaceutical manufacturers and

3,000+ licensed blood banks (under Drugs and Cosmetics Act). The quality of medicines produced

depends directly on the IP standards enforced by state drug controllers and the Central Drugs Standard

Control Organisation (CDSCO).

Why drug standards matter for UPSC: The IP is not an obscure technical document — it is the

foundation of India’s drug regulatory system. Debates about drug quality, counterfeit medicines, blood

safety, and pharmaceutical exports all connect to whether IP standards are rigorous and enforced.

BLOOD SAFETY IN INDIA — THE POLICY CONTEXT

India requires approximately 12 million units of blood annually (estimate). Against this:

Available supply: ~14-15 million units (surplus exists nationally, but distribution is uneven)

Blood wastage: Significant in some states due to quality failures and poor storage

Blood transfusion-transmitted infections (TTIs): Hepatitis B, Hepatitis C, HIV remain risks

Regulatory framework for blood banks:

Drugs and Cosmetics Act, 1940: Blood banks are licensed under Schedule F (Part XII-B)
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National Blood Policy 2002: Mandates voluntary non-remunerated blood donation; prohibits

professional blood donors

National Blood Transfusion Council (NBTC): Policy body under MOHFW; issues technical

guidelines

State Blood Transfusion Councils (SBTC): Coordinate at state level

The inclusion of blood component monographs in IP 2026 closes a long-standing gap: for decades, blood was

regulated as a drug (requiring a license) but lacked pharmacopoeial standards for product quality. IP 2026

fixes this.

UPSC RELEVANCE

Prelims: Indian Pharmacopoeia 2026 — 10th edition; 3,340 monographs; 121 new; 20 blood component

monographs (world first); J.P. Nadda; IPC (est. 1956; Ghaziabad; Ministry of HFW); first IP edition 1955;

Drugs and Cosmetics Act 1940; CDSCO.

Mains GS-2: India’s drug regulatory framework — CDSCO, IPC, and enforcement challenges | Blood safety

policy — gaps and reforms | Universal Health Coverage (UHC) and drug availability.

Mains GS-3: India as pharmacy of the world — export performance, quality challenges, and global reputation

| Spurious/substandard drugs — extent, causes, regulatory responses.
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📌  FACTS CORNER — KNOWLEDGEPEDIA

INDIAN PHARMACOPOEIA 2026 — CORE DATA:

INDIAN PHARMACOPOEIA COMMISSION (IPC):

DRUGS AND COSMETICS ACT, 1940:

INDIA’S PHARMACEUTICAL SECTOR:

BLOOD SAFETY IN INDIA:

OTHER RELEVANT FACTS:

Edition: 10th

New monographs: 121; Total: 3,340

Blood component monographs: 20 — world first (whole blood, PRBC, FFP, platelets, cryoprecipitate, albumin)

Released by: J.P. Nadda (Union Health Minister)

Published by: Indian Pharmacopoeia Commission (IPC)

First IP edition: 1955; IPC established: 1956; HQ: Ghaziabad, UP

Legal basis: Drugs and Cosmetics Act, 1940

Status: Autonomous body under Ministry of Health and Family Welfare

Also publishes: National Formulary of India (NFI); Indian Pharmacopoeia Reference Substances (IPRS)

Function: Sets quality standards for drugs; publishes errata and addenda between editions

Primary legislation governing manufacture, sale, import, and distribution of drugs in India

Administered jointly by: Central Government (CDSCO) and State Drug Controllers

CDSCO: Central Drugs Standard Control Organisation; DCGI (Drug Controller General of India) heads it

Major amendments: 1964, 1982, 2008 (to include clinical trials), 2020 (COVID-era)

Global rank: 3rd by volume; ~14th by value

Market size: ~$50 billion (domestic + exports, 2024)

Exports: ~$27 billion (FY24); largest market: USA (~30% share)

Generic drug supplier: ~40% of US generics, ~25% of UK generics

Vaccine supplier: ~50% of Africa’s vaccines, 72% of UNICEF’s vaccines (SERUM + others)

Licensed manufacturers: ~10,500 (including MSME pharma)

Annual blood requirement: ~12 million units

Licensed blood banks: ~3,000+ (as of 2024)

National Blood Policy 2002: Voluntary non-remunerated donation (VNRD) mandated

NBTC: National Blood Transfusion Council (Ministry of HFW; policy body)

e-RaktKosh: National blood bank management system (NIC + MoHFW)

European Pharmacopoeia (Ph.Eur.): Council of Europe; covers EU member states

United States Pharmacopeia (USP): non-governmental; legally referenced by FDA

British Pharmacopoeia (BP): published by MHRA; legally binding in UK

International Pharmacopoeia (Int.Ph.): WHO; advisory, not legally binding

PM Jan Aushadhi Scheme: generic medicines at 50-90% below branded price; 9,000+ Pradhan Mantri Bhartiya
Janaushadhi Kendras (PMBJKs) as of 2024
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Sources: PIB, Indian Pharmacopoeia Commission, Ministry of Health, AffairsCloud
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