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(] CHAPTER

1.3 Introduction of Pharmaco

\Q

LEARNING OBJECTIVES

(i) Introduction of Pharmacopoeia
(ii) Indian Pharmacopoeia (IP)

(iii) British Pharmacopoeia (BP)

Introduction of Pharmacopoeia
A Pharmacopoeia is an official book or compendium that contains a list of medicinal
drugs, along with their formulas, descriptions, tests, standards of purity, dosage
forms, and other related information. It serves as a legal and scientific standard for

the quality, purity, and strength of drugs used in medicine.

. Definition:

A pharmacopoeia is an official publication that provides standards and
specifications for drugs and pharmaceutical substances to ensure their quality,
identity, and purity.

. Purpose:

o To maintain uniformity and quality in the preparation and use of medicines.

o To provide official standards for pharmaceutical substances and dosage
forms.
To assist pharmacists, chemists, and physicians in preparing, dispensing,
and prescribing drugs.

. Legal Status:
A pharmacopoeia is recognized by the government or authorized health
authorities, and it has legal status in the regulation of drugs.

. Contents:

o List of drugs and chemical substances

o Methods of preparation
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Identification and purity tests
Assay procedures
Storage conditions
o Dosage and formulation standards
5. Examples of Major Pharmacopoeias:
o Indian Pharmacopoeia (IP) — India
o British Pharmacopoeia (BP) — United Kingdom
o United States Pharmacopoeia (USP) — USA
o European Pharmacopoeia (EP) — Europe
o Japanese Pharmacopoeia (JP) — Japan
6. Importance:
o Ensures drug quality and safety
o Helpsin standardization of medicines
o Prevents adulteration and substandard drug production

Facilitates international trade of pharmaceuticals
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Indian Pharmacopoeia (IP)

(1) Introduction:

The Indian Pharmacopoeia (IP) is the official book of standards for drugs
manufactured and marketed in India. It defines the quality, purity, identity, and
strength of pharmaceutical substances and preparations used in the country.

It ensures that medicines available to the public are safe, effective, and of consistent

quality.

(ii) Publisher / Authority:
The Indian Pharmacopoeia Commission (IPC), an autonomous institution under the
Ministry of Health and Family Welfare, Government of India, is responsible for

publishing and maintaining the IP.

(iii) History and Development:
1. First Edition (1955): Published by the Government of India.
2. Subsequent Editions: Revised and updated regularly to include new drugs and delete
obsolete ones.
o 2nd Edition — 1966
o 3rd Edition — 1985
4th Edition — 1996
5th Edition — 2007
6th Edition — 2010
7th Edition — 2014
8th Edition — 2018

Latest Edition — 2022

(iv) Objectives of Indian Pharmacopoeia:
To ensure the quality and purity of drugs manufactured and sold in India.
To promote public health by providing official standards for medicines.
To provide testing and assay methods for pharmaceutical substances.
To harmonize Indian standards with international pharmacopoeias like BP and
USP.
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(v) Contents of IP:
Monographs of Drugs and Formulations
Tests and Assays for identification and purity
Appendices (for analytical procedures, reagents, etc.)
General Notices and General Chapters

Requirements for Packaging, Storage, and Labeling

(vi) Legal Status:

The standards mentioned in the Indian Pharmacopoeia are legally enforceable under
the Drugs and Cosmetics Act, 1940 and Rules, 1945.

Any drug that does not comply with IP standards is considered adulterated or

substandard.

(vii) Importance of IP:
Maintains uniformity in drug quality across India.
Helps in drug regulation and control.
Provides guidance to manufacturers and pharmacists.

Protects the public from harmful or ineffective medicines.
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British Pharmacopoeia (BP)

(1) Introduction:

The British Pharmacopoeia (BP) is the official collection of standards for the

quality, purity, strength, and consistency of medicines used in the United Kingdom.

It provides authoritative standards for substances and preparations used in human and

veterinary medicine.

(ii) Publisher / Authority:
The BP is published by the British Pharmacopoeia Commission, under the authority of

the Medicines and Healthcare products Regulatory Agency (MHRA), which operates

under the Department of Health and Social Care, Government of the United

Kingdom.

(iii) History and Development:

1.

First Published: In 1864, after the merger of the London, Edinburgh, and Dublin

Pharmacopoeias.

. Revised Regularly: To keep pace with scientific and technological developments in

medicine.

. Annual Editions: The BP is now revised and published every year (e.g., BP 2025

is the latest version).

(iv) Objectives of the British Pharmacopoeia:

To provide legal and scientific standards for medicinal substances and
preparations.

To ensure safety, efficacy, and quality of medicines in the UK.

To harmonize British drug standards with European Pharmacopoeia (Ph. Eur.).
To support pharmaceutical industry, regulators, and healthcare

professionals.

(v) Contents of BP:

Monographs for active substances, excipients, and dosage forms.
General Notices explaining the rules for interpretation.

Appendices detailing tests, assays, and reagents.
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o Infrared spectra, chromatograms, and reference materials.

o Veterinary monographs (for animal health).

(vi) Legal Status:

The British Pharmacopoeia has statutory (legal) status under the Medicines Act,
1968 (UK).

Compliance with BP standards is mandatory for all medicines sold or manufactured in the
UK.

(vii) Importance of BP:
Ensures standardization and quality control of medicines.
Protects public health by preventing substandard or adulterated drugs.
Serves as a reference guide for pharmacists, chemists, and regulatory authorities.
Helps maintain uniformity in pharmaceutical manufacturing.

Used internationally as a trusted standard, not just in the UK.
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Pharmacopoeia &I uf=g

=g

Pharmacopoeia (WI'H'T?ﬁﬁ'CIT) U SMTUBTRG Y¥ded (Official Book) % oo sitaferay
(Drugs) &1 It < ST

90 UdF SNy & dR T IUP! UgdH (Identification), J[GdT (Purity), JUIGTT (Quality),
dlhd (Strength), tI'\FT&I'UT faferat (Tests and Assays) ddl SUIRT (Uses) DT IECRUY| Eﬁ?ﬂ %‘I

gg UPh HIF® UY (Standard Reference Book) g Sil SNl Bt Tora<r 3R RE&T (Quality
and Safety) ﬁﬁ@ﬁﬁ%ﬁﬁmmmgl

gei fag :
1. URRUTYT (Definition):
Pharmacopoeia dg MUBTRG Y (Official Compendium) g for e siwferdt & W
(Standards) 3R fa=RIWaT@ (Specifications) &I S § i IHT Y&dl, TgaH 3R

e AT Bt &1 G |
2. 3’%@ (Purpose):
o SN oI uraT H THFUAT (Uniformity) ST I
o SNl & AF® R[e&dT 3R wfea (Standard Purity and Strength) BEIRG!
DA
o 3fufyr frmfor, faaRor sk wheror & forw fan-Fdw yem <l
3. H‘ﬂﬂ?ﬁ@-lﬁ(Legal Status):
A& a'QT P Pharmacopoeia P PR GIRT HIYdI (Government Authorized) UItd
B § 3R Zl_s'a”TFEﬁ ¥ FIABPRL (Legally Enforceable) Hik
4. ﬁ'ﬂl'q-?ﬂﬁ (Contents):
o SNVl 3R IEe uardf ot It
o UM 3R Gl Pt oird &1 faferar
o 3N AT SR HeRUr & fam
o P (Dosage) 3R IYTNT Aeieh BRI
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5. UHY Pharmacopoeias:
o Indian Pharmacopoeia (IP) — HRRd

o British Pharmacopoeia (BP) - q;ﬂsés fhireH
o United States Pharmacopoeia (USP) - 3MRPT

o European Pharmacopoeia (EP) —ZI;{)FC[

o Japanese Pharmacopoeia (JP) — SITUH

6. Hgd (Importance):
o SNSTATY Y IUTET SR FREMT ST Wl &
o HIFPHIBIU (Standardization) HI deldl B
o YE T 7 Turaw &1 SHURRN I S BT & Hel g
o WHHIRINE, BT 3R STae & iy Iuant dav 4 g
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Indian Pharmacopoeia (IP) - HIRd 3Nge wigdr

(i) ui=g (Introduction):

Indian Pharmacopoeia (IP) Ul YR 39 Jfgdr URd &1 snfirwiive J¥de (Official Book
of Standards) g, ST SWfIT & IUIGET (Quality), J[GdT (Purity), T8I (Identity) 3R
RUCT] (Strength) & AHFD ﬁu M %I

DT Ie=T T8 YA H1 ¢ fob URA § T iR fassa &1 S areht wt shoferl gRiga
(Safe), WHTAY (Effective) 3R HIH® UG (Standard Quality) &1 &l

(ii) WPTRI / UTFIBRUT (Publisher / Authority):

Indian Pharmacopoeia Commission (IPC), S for AT | (Autonomous Body) % 3R
YRT WRPR & WA Td TRIR S0 HATed (Ministry of Health and Family Welfare,
Government of India) % 37¢fF &1 ol B, TH TA® BT UHIH &l g

(i) Eﬁlﬂm Td fawre (History and Development):
1. WYH HEHII (First Edition): TY 1955 H UHIRIA gafT|
2. 3P §1G b3 IR MU 3R 3rra fobar a1 aifes 15 STl St ot Wb SR rvaferd
NVl gers o T |
H¥HUT (Edition) UBTIH 94 (Year of Publication)

UYH I 1955
feeita Hxpror 1966
qATT HEHIOT 1985
g FEHT 1996
UgH TP 2007
YEH AP 0I 2010
ACTH HTHIT 2014
3TH JEHI0I 2018
TdIaH DT 2022
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(iv) G%W (Objectives of IP):
o SIS $t uraT 3R gt YT BT
. SNSRI & AP URI&UT (Standard Tests) 3R Sird faftrr v &1l
e URA Y FAATRY P Y& (Public Health Protection) &1
e YR ADI D RIS BTATBIT (BP, USP 3M11e) P 1Y FH™Y S|

(v) ﬁ'ﬁl'q-a?ﬁ (Contents of IP):
39l vd I uerf @ Monographs
Ugdld 3R R[e&dTl tIff&'l'l'JT (Identification & Purity Tests)
Assay faferat (Assay Methods)
HHT YT (General Chapters)
terﬁw (Appendices) - &Ff\'l-m SUDHRT, T fafeT
aAaferT, Afb Td WeRur faw (Labelling, Packaging & Storage Rules)

(vi) EFIT-ﬁ Rufa (Legal Status):

Indian Pharmacopoeia Cal Drugs and Cosmetics Act, 1940 TUT Rules, 1945 & Sffd Tﬂ'"fﬂ
HTdT (Legal Recognition) UItd gl

fopaft oft S 3t Tqure Tfe 1P & AF® & 31U 718! &, ol a8 fUaradt (Adulterated) T1
HHTAD (Substandard) HHT ST %I

(vii) Hgd (Importance of IP):
. HRA T MW 3} Torar ¥ THEar 1Y @1 8|
. WBHARRE, e, vg siufy fmtar & e a9e ey
. 3NfeE B L3 CLall 3R yHTa=ferdr (Safety & Efficacy) ﬁﬁf\% Hdl %I
. 3l frEror ok e (Drug Regulation) o gerad HRaT ] |
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British Pharmacopoeia (BP) - fafewr shuy '\‘T%?IT

(i) =g (Introduction):

British Pharmacopoeia (BP) I fafewr anuy '\‘TI%?IT qﬁlsés fhireH (UK) B AR
3Nafy A Y¥dd (Official Book of Drug Standards) %I

gg 3SRl Pt UIGHT (Quality), ST (Purity), U89 (Identity) 31X IR (Strength) &
ﬁﬂl HTAD (Standards) ERIEGEZGI] %’I

BP 1 3220 I8 YR 31 © & g & Iudi ) S areht @t Siwfal JRI& (Safe), THTE
(Effective) 3R 3 VTG (High Quality) 31 Bl

(ii) BT / UITHRUT (Publisher / Authority):

BP T UPIRI British Pharmacopoeia Commission gIR1 fopar ST %’ S Medicines and
Healthcare Products Regulatory Agency (MHRA) & 3 P B g

g IR Department of Health and Social Care (UK Government) & 3fafd Tt %I

(iii) Sfoe™T Td fawra (History and Development):
. UYT YBTR (First Publication): % 1864 & g3
. 9% London, Edinburgh 3R Dublin Pharmacopoeias CANEGICREEIRIRI IR
. P 91 3N e YA 3R YUR T 78 arfes 73 swfert ofiR snyfes uierr fafdat
D1 R Tl ol b |
. g4AH H BP 8X d¥ (Annually) 320 IHR01 & FY H YHTRIA B ST 8, S BP 2025 |

(iv) G%W (Objectives of BP):
Nyl & a9 Ay (Establishing Official Standards) & fore fayg-ia Iid UgH
DPRATI
Sarsit B YR&, e 3R THTIRIdT (Safety, Quality & Efficacy) T ST
{\ﬁ'tﬂ'q 3wy Ffgar (European Pharmacopoeia) & IIY HD| ] ATHRY
(Harmonization) d-1T 3T
3t JeT, Bl 3R Frame siltreTial 31 ArfasiE ved s
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(v) ﬁ'ﬂl’q-aﬁ (Contents of BP):
Monographs: S, Iafe uerdf $iR S BiH &1 @R |
General Notices: J¥d$ & JUTNT ¥ i o ok feznfAdwn
Appendices: Ttefur fafemr, siftiede (Reagents), SUDUT 3R faweryor fafdf|
Infrared Spectrum 3R Chromatogram Data P SHBRI |
Veterinary Monographs: U] fafercar shwfda & A |

(vi) H"TFEﬁ fRyfa (Legal Status):
British Pharmacopoeia P! Medicines Act, 1968 (UK) & 3faiid ﬂ?lﬂ?ﬂ HIT (Legal

Recognition) T g |
q%ﬁ%mﬁaﬁqfﬂmﬁﬂ‘rmmﬁw BPﬁWWW%W@Wm(Mandatorw
gl

(vii) Hed (Importance of BP):

. 3R Bt UTET 3R YT YT BT B
BHIRRE, daT®! 3R e sifteial & e are be e & 93 s
AT g
SERRTERT TR TR &1 ATUR 3R oradl (a0 § 95 |
3T & AT PRI (Standardization) 31 9¢TaT ST & |
HTduifIe ¥R (Public Health) & GR&T HAT B |

Dr. Arvind Kumar Gupta
(M.Pharm, PDCR, PGDMM & Ph.D)
GATE 2003 Qualified with 97.2 percentile
Dr. S. N. Dev College of Pharmacy
Shamli (U.P.)
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EEﬁW a4 (Multiple Choice Questions - MCQs)
1. Pharmacopoeia R 7
a) Wﬁw
b) ST & AFS B SMABINSG Jeadh
C) @Wﬁﬁmﬁw
d) IR Sfuforarsii &1 grae
[ FR: b) MR & AH® & MGG Tdh
. Pharmacopoeia WH@IU%‘«’U%—
a) &ﬁmﬁﬁﬁm
b) SN & T SR Gl §TE ]
¢) FRIS T JUR BT
d) FRIfr e IuUHRTN ot S BT

[ JR: b) SRR & T0Ta SR Yl ST G

. Indian Pharmacopoeia &[ UDIR[ I BT 872
a) AICTE
b) Pharmacy Council of India (PCI)
¢) Indian Pharmacopoeia Commission (IPC)
d) WHO
11 3R ¢) Indian Pharmacopoeia Commission (IPC)
. tl?ﬁ:f HRII 3Nyer H’%?IT (Indian Pharmacopoeia) & d BRI E_sc i
a) 1940
b) 1950
c) 1955
d) 1966
(1 37X ¢) 1955
. FafiRed & @ H-dt snfieie shwy wfgdr T8t &7

a) British Pharmacopoeia
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b) Indian Pharmacopoeia
) Japanese Pharmacopoeia
d) Ayurvedic Pharmacopoeia of Mars
1 3R: d) Ayurvedic Pharmacopoeia of Mars
. British Pharmacopoeia (BP) T UUH UDIR[T hd g3HT?
a) 1858
b) 1864
c) 1900
d) 1920
1 3R: b) 1864

R&T RITT 4¥ (Fill in the Blanks)
1. PharmacopoeiaU® ___ HIFS] Bt USRS W%I

O G il &

. Indian Pharmacopoeia (IP) PTUDIRH WWW%I
1 J¥ Indian Pharmacopoeia Commission

. British Pharmacopoeia (BP) muamumqa'sf_ ﬁ'@’aﬂ YTl
1 JT7V: 1864

. Pharmacopoeia &®I H’@?{G%T{q SNy ot _WW%I
" G TOTET 3R gl

. a9 Indian Pharmacopoeia mumqa’cf_ ﬁ‘g’&ﬂl
] gw¥ 2022

. Pharmacopoeia & 39} &t 3R oI S & AFS U 9§
[ ¥ UedlH, s dl

?77‘311?/ TV ared 9y (Short Answer Questions)
1. Pharmacopoeia &t ufyrr fafau|
2. Pharmacopoeia & al HYj 3e%T 413U

3. fordt IR g siwy fgarait (Pharmacopoeias) & ¥ faRau|
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4. Pharmacopoeia WWWW%
5. Indian Pharmacopoeia &I UhIR[H B HRAT 872

6. Pharmacopoeia H ITHTIG: ®H-BHIF Il AHGRI &I STl 87

g v ard gy (Long Answer Questions)
1. Pharmacopoeia 1 87 3P TRy, 35 3R g g9RT|
. Pharmacopoeia %W@TB@@W@W@WWI
. fay =) ura shwy Tfgarsit & TR 3R Iareru fafau|
. Pharmacopoeia ®! ﬁw-aﬁ 3R $Ffﬂ Ruf &1 9o S|
. Wﬁw R dl eﬁ?g{&nwwﬁﬁ Pharmacopoeia D @WWI
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