L" A
il

..i
A Text Book “'BEET &
(Uch m@ yZdch) ok

Cololifed Edition

I:I:IMMUNITY PHARMACY
AND MANAGEMENT

mﬁmwﬁmwuﬁuﬂ

‘Bilingual “English fToci

As per the PCI Svllabus
(e ard. uraasn @ aER)

ER20-221

@ Dr. Akhlesh K. Singhai
= Dr. Someshwar D. Mankar
& Dr. Vibhor Kumar Jain
@ Dr. Prasanta Kumar Biswal

&) Pvean

Diploma in Pharmacy




A Text Book
(car uisa gyzda)

COMMUNITY PHARMACY AND MANAGEMENT
T EI2Ih hidi 211 Ud Yeiglel

I Bilingual

PCI gRT Witehd T THIfd T=ad ER2020 UTSAHATTAR
| Authors 2

Dr. Akhlesh K. Singhai Dr. Someshwar D. Mankar

M.Pharm., PhD. M.Pharm., PhD.

Director, School of Pharmacy & Dean Academics, Associate Professor,

LNCT University, Pravara Rural College of Pharmacy,
Bhopal, MP Pravaranagar, MH
Dr. Vibhor Kumar Jain Dr. Prasanta Kumar Biswal

M.Pharm., PhD. M.Pharm., PhD.

Professor & Principal, Associate Professor,

JK Institute of Pharmaceutical Dadhichi College of Pharmacy,
Education and Research, Bilaspur, CG Cuttack, OD

3" ute, fo1a &t 2 ler, 319Tteh TR, Wiah ST, faameyy (8.)

: 9343674693, 6263936320, 8810619859



GDC Publication.

3rd Floor, Shiv Hari Towar, Ashok Nagar,
Sarkanda, Bilaspur (C.G.),
GOC PUBLICATION Pin code : 495001

A Text Book of Community Pharmacy and Management
Arariye Bl v gdea

As per the PCI Education Regulation (ER-2020)

2" Year (Diploma in Pharmacy)

ISBN : 978-81-985418-9-5

First Edition : 2025

Copyright ©2025, By the GDC Publication.

All rights are reserved. No part of this publication may be reproduced, stored in or introduced into a
retrieval system, or transmitted in any form or by any means (electronic, mechanical, photo-copying,
recording or otherwise), without the prior written permission of the above mentioned publisher of this
book.

GDC PUBLICATION has taken due care in collecting the data and providing the solutions, before
publishing this book. Inspite of this, if any inaccuracy or printing error occurs then GDC PUBLICATION
owes no responsibility. GDC PUBLICATION will be grateful if you could point out any such error. Your
suggestions will be appreciated.

Any government or Private organization logo, posters, brand product name and image used in this book is
only for educational purposes only.

Typesetting by :
Team GDC

| 3375

Composition by :
Vidyadhar Sahu and Chandranayan Sahu

Printed by :
GPAT Discussion Center Pvt. Ltd.
Bilaspur, 495001

Jurisdiction : All disputes with respect to this publication shall be subject to the jurisdiction of the Courts, Tribunals and
Forums of Bilaspur Chhattisgarh, India only.

© Allrights reserved by GDC PUBLICATION. No part of this book may be reproduced or utilized in any form without the written
permission from the publisher.

Jor further Information about the products from GDC Publication

@ +91-9343674693, +91-6263936320, +91-8810619859
© www.gdcdgpat.com | www.gdconlinetest.in

® gdcegpat037@gmail.com



Dedtcated
to the....

MOTHER
Who Shaped Our Worild

-

Late Dr. Mridula Jaiswal
Educationalist

Our Inspiration & Best Teacher

Dr. Peeyush Jaiswal
Director, GDC Pvt. Ltd.



Welcome to A Textbook of Community Pharmacy, a Bilingual (English and Hindi) resource thoughtfully
designed for Diploma in Pharmacy students. This comprehensive textbook aligns with the syllabus

prescribed by the Pharmacy Council of India (PCI) and serves as an essential guide for aspiring pharmacists.

Community pharmacy plays a crucial role in patient care, acting as a vital link between healthcare
professionals and the community. As future pharmacists, acquiring the necessary knowledge and skills is
key to excelling in this dynamic field. This book has been meticulously structured to provide you with a

thorough understanding of the significance of community pharmacy in the healthcare system.

We believe that this textbook will serve as a valuable companion throughout your journey as a pharmacy
student. [tis our sincere hope that it equips you with the knowledge and skills needed to excel in community

pharmacy practice and make a meaningful contribution to the healthcare of your community and beyond.

Finally, we would like to express our deep gratitude to GDC Publication, Bilaspur, for their remarkable
efficiency in publishing this book within an exceptionally short time frame. Our collaborative efforts have

been devoted to minimizing any errors within its pages.

We highly value feedback and input from our readers and peers, and we enthusiastically encourage
suggestions and criticisms from all sources. We are committed to acknowledging and appreciating every
valuable contribution. We firmly believe that it is through collective knowledge and constructive feedback

that we can refine this book for its future editions.

In closing, we hope that this textbook becomes an invaluable resource for all Diploma in Pharmacy students.

Our commitment to maintaining the highest educational standards remains unwavering.

“Education alone can conduct us to that enjoyment which is, at once,
best in quality and infinite in quantity.”

Authors

* % K




o g |

ter-1
Community Pharmacy Practice - Definition,
history and development of community
pharmacy - International and Indian scenarios

Chapter-2

Professional responsibilities of community
pharmacists, Introduction to the concept of
Good Pharmacy Practice and SOPs

Chapter-3

Prescription and prescription handling

e Definition, parts of prescriptions, legality of
prescriptions, prescription handling,
labelling of dispensed medications (Main
label, ancillary label, pictograms), brief
instructions on medication usage

e Dispensing process, Good Dispensing
Practices, dispensing errors and strategies
to minimize them

Chapter-4

Communication skills

e Definition, types of communication skills

e Interactions with professionals and patients

e Verbal communication skills (one-to-one,
over the telephone)
Written communication skills

¢ Bodylanguage

e Patientinterview techniques

Chapter-5

Patient counselling

e Definition and benefits of patient
counselling

e Stages of patient counselling -
Introduction, counselling content,
counselling process, and closing the
counselling session

e Barriers to effective counseling - Types
and strategies to overcome the barriers

¢ Patient counselling points for chronic
diseases/disorders - Hypertension,
Diabetes, Asthma, Tuberculosis, Chronic
obstructive pulmonary disease,and AIDS

o Patient Package Inserts - Definition,
importance and benefits, Scenarios of PPI
usein India and other countries

Y 1 (2 Hours)
RIS BRIl 3R - gy, HTHAT
1 gfoe iR fde™ - SR iR 9RdAN
gRuey

ATy 2 (3 Hours)
HHIRRE B WRIaR eIRAT, T8 BHAT

Hfaew 3R T (SOPs) @ STAIRVIT BT TRZ

AT 3

i iR IR &1 uges

o URMTYT, TaT BT YT (REp) & AT, g1 &1 udi
(PRSI &1 ST derdT, <aT 3l 9=l (HReprem)

®1 yded, f[aaRd gaell &1 ddfoT (J& ofdd,

(7 Hours)

TERIG oldel, [2r3eled), Ta1 SUANT UR wferd

forder
o faavor ufthan, Sfera iy faawor ufshamt, faawor #
AT 4 (6 Hours)
AAR BT

o TRMYT, FIR & UhR

o U AR TSI & AT Harg

o HAIRI® AR BT (VH—A—Th /JMHA—ATH,
TN W)

o foIRad HaR Pierer

o INIRG AT (FIRIRS Reyfay)

o X HTETIhR dhilh

AT 5
7 urrEt
o TRWTYTIIRIN el & o

o M R & AR - IRy, WS AR, RIS
Tfehar 3R RTAf | &1 FAIT

(10 Hours)

o UHT W ¥ qred - qEel & YR SR 9=
EAERSEIRUEIIRD

o drderfara fRal/faerT @ forg A et
f4g - ERWRCYA (ST ITham), SHCN (FHE),
IRAT (GHI), ARG (1 I), drdadpiford
RN BERRI AT (COPD), R TSH (AIDS)

o XY ot Frder - aRYTYT, Head 3R oy, 9Rd iR
31 <91 # PPl & SYANT & URved

* % K



e Patient Information leaflets - Definition
and uses

Chapter-6

Medication Adherence

Definition, factors influencing non- adherence,
strategies to overcome non-adherence

Chapter-7

Health Screening Services in Community
Pharmacy

Introduction, scope, and importance of various
health screening services - for routine
monitoring of patients, early detection, and
referral of undiagnosed cases

Chapter-§

Over the Counter (OTC) Medications

e Definition, need and role of Pharmacists in
OTCmedication dispensing

¢ OTCmedicationsinIndia, counselling for OTC
products

e Self-medication and role of pharmacists in
promoting the safe practices during self-
medication

¢ Responding to symptoms, minor ailments,
and advice for self-care in conditions such as -
Pain management, Cough, Cold, Diarrhea,
Constipation, Vomiting, Fever, Sore throat,
Skin disorders, Oral health (mouth ulcers,
dental pain, gum swelling)

Chapter-9

Community Pharmacy Management

e Legal requirements to set up a community
pharmacy

e Siteselectionrequirements

e Pharmacydesignsand interiors

e Vendorselectionand ordering

e Procurement, inventory control methods, and
inventory management

¢ Financial planningand management

e Accountancy in community pharmacy - Day
book, Cash book

e Introduction to pharmacy operation

softwares — usefulness and availability

Customer Relation Management (CRM)

Audits in Pharmacies

SOP of Pharmacy Management

Introduction to Digital Health, mHealth and

Online pharmacies

o XY YIAT UFS - YRATIT IR SUIRT

AT 6 (2 Hours)
4T JuTel
TRYTYT, SaT BT AFUTAT T B dTel JHIId BIReb, TdT

TTUTEA T B BT FHARIT DT FHEIT B Bl OTHITAT

Y 7
AETe BRiT 4 w@reey o A4
gRer, &, 3R faff=1 w™ey Siig |amslf &1 78 -
At @ At R, TREe gg=nT ¥, srsird I
BT e

(5 Hours)

AT 8

fa=1r v arelY (0TC) gard

o TRV, SR (0TC) TaRN & faaver # wHiRRe
DI FTLIHAT AR YADI

o URAH OTCTATSAN, OTC IUTal & foTv uRTHef

(15 Hours)

o I N IWANT IR W TR SN & SR
R I BT dedl o H BHEINRE B

CIEE

o TEAN, BIE-AR dHIRAT W ufafshar &R fafa=
Rerforat # T &1 @I TR T8 ST - <2 Jaer,
I, T, T, Beol, Jocl, TR, Tel | TR, &an
R, HiRge WReT (8 & ©lel, ad €, 9gS| Bl
XoT)

3T 9 (25 Hours)

TS B gees

o UHEIR® HHAl Wfid &4 & folg &
JMMATIHATY

o A TI JMATTHATY

o JNWUTETT WREAl R MRS wavenm  (BENT
ISSIERESIEEFIREE))

o fAmdr Tu SR 3w

o TRIGANI, G a0 ARt oiR el
de

o TR ST BIR Ueer

o MRS BTHAl § AWIHT — S g, D §b

o TN Gl AlFCdIR BT IRET - IYATFIT R
SEGESRI

UTEh HY Taer- (CRM)

JNETT BT <IET GIeqor

BRI Ude & forg SOP

SfTcet wWRey, Higsd WRey 3R AFdTsT
BRI &7 aRkad

* % K




CHAPTER-1
Community Pharmacy Practice.........cocovnnneucnne
1.1 Definition
1.2 History and Development of
Community Pharmacy
1.2.1 International Scenarios
1.2.2 Indian Scenario
1.2.3 Developments in Pharmacy
Education

CHAPTER-2

Professional Responsibilities of Community

Pharmacists......css,

2.1 Introduction

2.2 Role of community pharmacist in

ensuringbetter healthcare

Professional responsibilities of

community pharmacists

2.3.1 Drug Products Related
Responsibilities

2.3.2 PatientCentered Care Activities

2.3.3 Preventive Healthcare Services

2.3.4 Community Pharmacy Management
Responsibilities

Introduction to the concept of Good

Pharmacy Practice and SOPs

2.4.1 Good Pharmacy Practice (GPP)

2.4.2 Standard Operating Procedure
(SOPs)

2.3

24

CHAPTER-3

Prescription and Prescription Handling.........

3.1 Definition

3.2 PartsofPrescription

3.3 Legality of Prescription

3.4 Prescription Handling

3.5 Labellingofdispensed medications

3.6 MainLabel

3.7 AncillaryLabel

3.8 Pictograms

3.9 Briefinstructions on medication usage

3.10 Dispensingprocess

3.11 Good Dispensing Practices

3.12 Dispensing errors and strategies to
minimize them
3.12.1 Dispensingerrors

* %k ok

viii

I 1
RIS BRI sy
1.1 gRHTST
1.2 9T BR &1 sfasm @ik
faera
1.2.1 RIS gRyey
1.2.2 YR aRkyed
1.2.3 B 7T # fawr

AT 2

AHEIe BEiRke a1 uziar  fmigiRar

2.1 uR=g

2.2 98aR WA <wHld gfif¥ad & o
AT S BRI 1 st

2391 31f9® wrarfase &1 d3iax
TRt
2.3.1 <arSwrel A Gafee freaTRaf

2.3.2 3t pfea <wre Tiafafert
2.3.3  XIHATH WRY HATY
2.3.4 AHEIS GET TdE el

2.4 s Bl dfdew &k gaaidt (SOPs) @1
JTEROTT T UG
2.4.1 S BRI HfaTH (GPP)
2.4.2  HEE Adre YAty (SOPs)

3.2 a1 @ udt (AR @ s

3.3 <a1 @ ydf (Rifspwr) & S dear
3.4 <a1 &1 udf (MRspwr) &1 ydeaq

3.5 faaRa <arsil &1 AgfelT

3.6 g dddl

3.7 GE® A9

3.8 fuzci

3.9 <41 YA ux Hidreq foder

3.10 faaxor ufsban

3.11 Sfua sitwfer faawor ufparg

3.12 faaror § FfeAt ok ST 9 A DI
Yot

3.12.1 faaRor % Ffear



3.12.2 Strategies to minimize dispensing errors

CHAPTER-4
Communication SKillS ......cccuemuremrinerssenssassssesssanses

4.1
4.2
4.3
4.4

4.5

4.6
4.7
4.8

Definition

Types of Communication Skills

Importance of Communication Skills

Interactions with professional and

patients

4.4.1 Factors affectinginteraction with
professionalsand patients

4.4.2 Communication with professionals

4.4.3 Communication with patients

Verbal communication skills (One to

one, Over the telephone)

4.5.1 OnetoOne Communication

4.5.2 Overthe Telephone Communication

Written Communication Skills

Body Language

Patient Interview Techniques

4.8.1 Pharmacistsas Information

Gatherers and Givers

Clinical Interview (Pharmacist-

Patient Interview)

Communication Skills or Interview

Techniques

Case Presentation

4.8.2

4.8.3

4.8.4

CHAPTER-5
Patient Counselling ...,

5.1
5.2
5.3

5.4

5.5

Definition

Benefits of Patient Counselling

Stages of Patient Counselling

5.3.1 Introduction

5.3.2 Counselling content

5.3.3 Counselling process

5.3.4 Closingthe counselling session

Barriers to Effective Counseling

5.4.1 Typesofbarriers

5.4.2 Barriersin patient counsellingand
strategies to overcome

Patient Counselling Points for Chronic

Diseases/Disorders

5.5.1 Hypertension

5.5.2 Diabetes

5.5.3 Asthma

5.5.4 Tuberculosis

49-11

3.12.2 facRor FfeAl &1 HF HA Bl oEfas

AT 4

31 1 R4 2 54 1

4.1 Ry
4.2 IR D UPR

4.3 AR BTl BT HEd
4.4 939} 3R 78S & 91T 9dIig

441 TR AR RIS B AT FaTg Bl
T R aTel BRE
442 TR D AT FAR
443 TSI & AT AR
4.5 Hifa® IR e (TH—H—Tdb/
JATHA—HTH, GIHTY UR)
4.5.1 (TH—H—h / THAT—ATH FATR)
4.5.2 GXIY TR AR
4.6 fafaa GaR Biere
4.7 A& weT (MRS Rerfa)
4.8 A AIATHR dB-1D
4.8.1 FA UTiebdl 3R Y&TdT & w9 H
BHAIRRT
fafecia AereR (GrHRRe—rm
e )
XAATE HIeTel IT AETTh R

SERIED

4.8.2

4.8.3

5.3 Y gRETEt @ 9voT
53.1 uRe=™
5.3.2 ORI AT
5.3.3 ORI Ufshar
5.3.4 ORI A BT FHGH
5.4 UHTdl URTTE 7 qremd
5.4.1 9Tsil @ UHR
5.4.2 I ORTARE 9T &k I g% dRA
P UITCRIT
5.5 dreaifare SRl /faert @ fog Af
Rl fag
5.5.1 BISURCYM (S =hdm)
55.2 SHSN @\HE)
5.5.3  3erAT (H0)

5.5.4 CHEREANIH (&7 T

* %k k




5.5.5 ChronicObstructive Pulmonary 5.5.5 QrEdIfed SRl BEGHIRI T

diseases (COPD)
5.5.6 AIDS 5.5.6 TSH (AIDS)
5.6 PatientPackage Inserts (PPI) 5.6 3t At frder (PPI)
5.7 PatientInformation Leaflet (PIL) 5.7 1Y {41 939s (PIL)
CHAPTER-6 3T 6
Medication Adherence .........mmsmsssssssssnsens 103-112 CAT TTUTETT o 103-112
6.1 Definition 6.1 giRHTST
6.2 Consequences of Medication Non- 6.2 <dT 3ruTel- THE D
adherence gRom
6.3 Methodology of Assessing Medication 6.3 <dT 3UTel- &I 3Tdhel B Bl
Adherence ggfa
6.4 FactorsInfluencing Non-adherence 6.4 ST $T IAJUTA 7 - dldl YAIIIT PRS
6.5 Strategiestoovercomenon-adherence 6.5 <dT JJUTelT 1 B DT THRT BT AT
H B oAt
CHAPTER-7 gy 7
Health Screening Services in Community eIy Bl A wWRew W9 WA
Pharmacy ... 113-134 rreerereesersmmsmms s ——— 113-134
7.1 Introduction 7.1 uR=a
7.2 Scope of various Health Screening 7.2 fafi=1 @ S Aarsn o1
Services a=
7.3 Role of Pharmacist in Health Screening 7.3 TR W19 Aa13ll § BRI &Y
Services T
7.4 Importance of various Health Screening 7.4 faf¥=1 w@req g Aarei 1 98
Services 7.41 Sl @ frafd R
7.4.1 InRoutine Monitoring of Patients 7.4.2 URM® gga |
7.4.2 InEarly Detection 7.4.3 TSTA I BT HGH

7.4.3 InReferral of Undiagnosed Cases

CHAPTER-8 3T 8
Over the Counter (OTC) Medications ........cou.... 135-168 f9=IT T aTefl (OTC) TATV ..ooovereeeeereereeerseneeenens 135-168
8.1 Definition 8.1 ufRHreT
8.2 Needand Role of Pharmacistsin OTC 8.2 3¢ (0TC) arRi & faaver # wHiRkRe
Medication Dispensing DY JTATAGAT R BT
8.2.1 Need of Pharmacistsin OTC 8.2.1 SR (OTC) Tt & faawor #
Medication Dispensing BIHIRIT I TaZTHT
8.2.2 Role of Pharmacistsin OTC 8.2.2 SR (OTC) gamll & faavor #
Medication Dispensing BHIRRE @ CIBEal
8.3 OTCMedicationsin India 8.3 WA ¥ OTC Zarsaf
8.4 Counselling for OTC Products 8.4 OTC STG! & forv urret
8.5 Self-Medication 8.5 Xq ATufer STAT
8.6 Role of Pharmacistsin promoting the 8.6 ¥ad 3Mufer Sy & SR ﬁ'\’f@lﬂ RIEIRS]
safe practices during Self-medication P 9141 71 A BHTRIEE &1 JfAsT
8.7 Responding to Symptoms, Minor 8.7 d&vn, BId-—ardl fmRRal w ufafear
Ailments, and Advice for Self-Care in 3} faftr= Rerfoal § g @ T@vTa )
Condition Hellg

* %k k




CHAPTER-9
Community Pharmacy Management..........cc...
9.1 Introduction
9.2 Typesof Community Pharmacy
9.3 Legal Requirements to Setup a
Community Pharmacy
9.4 SiteSelection Requirements
9.5 PharmacyDesigns and Interiors
9.5.1 Typicallayouts of community
pharmacies
9.5.2 Typesof materials stocked
9.5.3 Storage conditions
9.6 Vendor Selectionand Ordering
9.6.1 Materials managements
9.6.2 Vendorselection
9.6.3 Vendoraudit
9.6.4 Placementoforder
9.7 Procurement, Inventory Control
Methods and Inventory Management
9.7.1 Procurement
9.7.2 Inventory control methods
9.7.3 Inventory management
9.8 Financial Planningand Management
9.8.1 Importance of financial
management
9.8.2 Objectives of financial management
9.8.3 Functions of financial management
9.8.4 Important components of financial
management
9.9 Accountancyin Community Pharmacy-
Day Book, Cash Book
9.9.1 Daybookinaccounting
9.9.2 Cashbookinaccounting
9.10 Pharmacy Operation Software
9.10.1 Needs of pharmacy operation
software's
9.10.2 Advantages/benefits/usefulness
of pharmacy operation software's
9.10.3 Categoriesof pharmacy
management software's
9.10.4 Modulesof pharmacy operation
software's
9.10.5 Featuresofpharmacy
management software
9.11 Customer Relation Management (CRM)
9.12 AuditsinPharmacies
9.12.1 Needandimportance ofauditing
9.12.2 Pharmacy audit checklist

T 9
169-228 GTIGTRIG BTHUT THTET .ovvrreerrsssssssssssssssssssssssens 169-228
9.1 yR=
9.2 AR[EIRI® BRfHl & ybR
9.3 AMa¥ed Bl i &1 & fay
ST SawIHAT
9.4 I T ATATIHATY
9.5 IMNTETAT HAFAT 3R ATARD a7
(BT feos=a 3k SRR
9.5.1 WTHRIRI® BHRIAT &I AHT HURETY
9.5.2 YeIRd ATRN & YhR
9.5.3 U &I Reyferdt
9.6 fasar aa= 3 eI
9.6.1 WTRIT ydg
9.6.2 famdr ===
9.6.3 fasmar faeror
9.6.4 YIS BT WAHIH
9.7 @liger), I&gAl fFrazer faftrr sk
CENGGIBERE]
9.7.1 WIRERI
9.7.2  a¥IAl frRIET fafeat
9.7.3 I Y&
9.8 fa<fia Jrwr=m 3R yee=
9.8.1 fa<i yde= &1 H8d

9.8.2 faxIrI yae & Sewd
9.8.3 fd<iIg yde & B
9.8.4 faxiTy yaig & HecaqUl uch

9.9 &G BRIl § d@idi—s &, DI
95
9.9.1 TEBAHT IH
9.9.2 TWIHA H b Ib
9.10 BT Gara AivedAR
9.10.1 HIHAT HATAT AIFCAIR P
JMITIHATY
9.10.2 BT FATeT AR & AT/ BT
/SUAfTar
9.10.3 HHAT AT AIFCAIR P
yfort
9.10.4 HHAT FATAH AIFCIIR B
ECES]
9.10.5 HIHAT AT AIFCAIR P
IENERIIY
9.11 YTe® He¢l Y&+ (CRM)
9.12 3MYETed BT T udleor
9.12.1 IaT URIEToT P IaeIHAT 3R HEd
9.12.2 SVEITETY T oAl GRIETT Gl

* %k k

X1




9.13 SOP of Pharmacy Management
9.14 Digital Health
9.14.1 Introduction to Digital health
9.14.2 Objectives of Digital Health
9.14.3 Importance of Digital Health
9.14.4 Benefits of Digital Health
9.15 m-Health
9.16 Online pharmacies (e-Pharmacy)

*

9.13 B useA @ ferw SOP

9.14 fefSTea ey
9.14.1 feRica wrey &1 aRwy
9.14.2 fSicd wReg & Sex
9.14.3 fefScct warey &1 Ae
9.14.4 fSfieet waRey & oW

9.15 HIqISel W (m-Health)

9.16 3ifcls+ B RMAT (e-Pharmacy)

*



1.1

COMMUNITY PHARMACLCY

DEFINITION

Community pharmacy, also known as retail
pharmacy, is the most common type of pharmacy
thatallows the public access to their medications
and advice about their health. Traditionally
known as a chemist, it is the healthcare facility
that is responsible for the provision of
pharmaceutical service to a specific community
group or region.

“Community pharmacy is the term used to
describe the provision of pharmaceutical care by
pharmacists in primary healthcare settings".
Community pharmacy is a diverse, dynamic and
constantly changing practice environment
comprising of several different practice settings
and offering many opportunities for pharmacy
practitioners.

It is a major pharmacy practice area where the

medications and other healthcare needs of
community (society) are fulfilled. In India, these
are privately owned practice settings popularly
known as drug stores/medical stores/ chemists
and druggists/pharmacy, etc.

The pharmacist can also assist the physician by
providing patient education and counselling about
medicines and strategies to improve blood
pressure control in an effort to reinforce the
physician’s treatment plan.

Community pharmacists are considered to be the
mostaccessible health professional to the public,
as they are available to provide personalized
advice about health and medicine on a walk-in

basis, without the need for an appointment.
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COMMUNITY PHARMACY & MANAGEMENT I

COMMUNITY PHARMACY PRACTICE

e Pharmacy is the health profession that links the
health sciences with the chemical sciences, and it
is charged with ensuring the safe and effective
use of medication.

e A community pharmacy is a pharmacy that deals
directly with people in the local area. It has
responsibilities including compounding,

counselling, checking and dispensing of

prescription drugs to the patients with care,
accuracy and legality.

e “Community pharmacy is a link between the

community and health." Itis a healthcare service.
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Fig. 1.1: Linkage of Community Pharmacy
(R 1.1: 9gaRe Brill &1 Sasdr (o))

* Roles of the Community Pharmacist
Traditionally, the role of the community
pharmacist is to provide medications to patients
based on a prescription from their doctor.
However, the role of the pharmacist has evolved
greatly and is now deeply involved in a number of
other health initiatives. The many tasks of a
community pharmacist may include:

» Processing prescriptions: Checking the
prescription from the doctor and preparing the
medication for the patient

» Checking for drug interactions: Making sure
that the medications and doses are appropriate for
the patient considering health factors and other
medications.

» Dispensing medications: Labeling the
medication correctly with instructions for the
patient about how to take the medication.

» Providing advice: Helping patients to understand

their health and medicines and giving appropriate

advice.
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COMMUNITY PHARMACY & MANAGEMENT I

1.2.2

COMMUNITY PHARMACY PRACTICE

Johannes Buchner discovered Salicin in willow
bark and nicotine in tobacco. his discoveries led
to synthesis of Aspirin, which is used even today
as a popular analgesic.

Non-military hospitals in the United States
originated with the establishment of Philadelphia
General Hospital in 1713.

The Pennsylvania hospital was started in 1752 at
Pennsylvania and Jonathan Roberts was appointed
as first American hospital pharmacists.
In England, hospitals were started in 18th century
to provide treatment for poor.

In 1815, the apothecaries were recognized as
medical practitioners, physicians and civil and
military surgeons.

The United States Pharmacopoeia (USP) was
published in 1820.

World Health Organization (WHO) published the
first international pharmacopoeia in Geneva,
Switzerland in 1951.

Pharmacy professionals worldwide have
endeavoured to address and resolve these issues,
aiming to attain, sustain, and enhance the health of
human beings.

Indian Scenario

Records of Hindu medicine begin with
Atharvaveda and Ayurveda, the science of
longevity. In Rigveda, about 1000 herbs are
described for treating diseases.

Ayurvedic practitioners were preparing their own
medicines. Sushruta and Charaka were the famous
practitioners of Hindu medicine. The compendia
namely “Charaka Samhita", composed by Charaka

is still used in India.
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INTRODUCTION

Biochemistry can be defined as “chemistry of the
living cells “

1.1

INTRODUCTIONTO BIOCHEMISTRY

¥ Visit GDC CLASSES App or
Scan the given QR Code for
FREE e-Model Paper

uR=Tg

“Ng @A 1 Siifed HIRmeRN & @ rET
o= & wu & uRuia fhar o Gadr 2|

Biochemistry
(o7 var)

Chemistry of the living cells o TR
(shfaa @iIRI®IEt & vara A=) £ ul2 )8 s
i L

#F avl- e :." N

L]
[ L T

Biochemistry is the science concerned with
studying the various molecules that occur in living
cells and organisms and with their chemical
reactions.

[t bridges the study of chemistry and biology.
The living matter is composed of mainly six
elements—Carbon, Hydrogen, Oxygen,
Nitrogen, Phosphorus and Sulfur. These
elements constitute about 90% of dry weight of

human body.

HISTORY OF BIOCHEMISTRY

The name Biochemistry was coined in 1903 by
a German chemist named Carl Neuberg.
During the later part of 19 century,
scientists contributed in the field of
of fats,
carbohydrates.

chemistry proteins and
Study of nucleic acid is central to the

knowledge of life but its fusion with

biochemistry started with works ofm

Fredrick Sanger and Har Gobind
Khorana. In 1990, the structural details of cell
organization was given.

The field of molecular biochemistry was also
progressing atan almost unstoppable speed having
expanded its horizons beyond human imagination
with the introduction of PCR (Polymerase Chain

1.2

39 e fage oifdd SIReRet &k ohal #
B aTel AT S1psit ok I97at IR ifaforamait
BT FTT B A AR fasm 2

I A 95 QiR Sha s & reuwd &
ST & |

STifad aTel 4@ WU ¥ BE dwdl 9 99 § — Bre,
gIggio, ARG, o, BIehRYT X
PR | Y Tcd AFG IRR D Y& AR BT T
90% fEAT 99114 & |

SRAIE BT gfae™

Sig YERE AW 1903 H Pt <@ AHS Th

STHA TS g7 fean T o |

o 1991 I & ITRES H I;BT 7 g7, WS
AR FEEESe d AT fAgm & &5 #
ARTeE |

o Y[ 3T BT LT S B S Bl b
2 ifb 3T A B A1 SHBT o
A YH BAT| 1990 H BIRTBT HTST Bl
HEATHS fdaRor f&=m Tar o |

JNfOgd SIg AT &7 & | T 3mfdferd wTfar

W W #R @ oal, {9 PCR(Wleliiest ==

Ruaerm) @& uR=g & A1 SOl AR &I AFg

B A R fRaRa fan, oy fafesar & &R e
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I BIOCHEMISTRY AND CLINICAL PATHOLOGY

PHARMACY

v Scope of pharmaceutical biochemistry in various

1.4 SCOPE OF BIOCHEMISTRY IN 1.4 99 J9EO9 B RIS

v = gl A wHigfewd /vy Sia |

aspects is discussed below: & Prierd R A T B °
s - ' E | i
Drug Discovery Target Identification %,ﬁﬁ:i::ﬁ%ﬁ;?ﬂznd
and Development || and Validation (wmiftEgdies ate
(artwch ) b Site Fare) Lﬂw—? ERT Sy L i
- ~ B j.._ “alk T
i 1 e s K '-",_.L_H- v 'I
H. Ey ( ; _.k - !
ﬁg‘:{ﬂmﬂﬁ Molecular Diagnostics || Biotechnology
[ [y Frer ( o)
- — 1
LTI
B e,

Formulation and

F r.

o Ee = ¥
Lf.E '|._I" LR

. Drug Discovery and Development
Pharmaceutical biochemists study human
biochemical processes to discover new drugs and
understand biomolecules like proteins and
enzymes in disease pathways.

. Target Identification and Validation

They identify and validate molecular targets like
proteins or enzymes involved in diseases for
designing specific drugs.

. Pharmacokinetics and Pharmacodynamics
They study drug absorption, distribution,
metabolism, and excretion to determine proper
dosage and administration.

. Molecular Diagnostics

They use molecular tests to detect diseases,
assess risks, and monitor treatment progress.

ol
Research and Academia

Drug Delivery (s afy ) | wfirer firfiesT)
( wrtmvr sy afweft ) '
R _ T A
IE-E.\_':' | Ir

[ury

Personalized Medicine

el Sg RE A9 9 IR ufdhansi
BT ST HRA 8 Al 7Y SRl B WISl Y S A
3R T & ART # WIS AR TSTgH ST SIgaTy]
THST ST A |
T B UBAN AR FH
q fafdre qarett @1 fSosa &= & forg i H
IR WIS AT TSIH S ST el &1 Ugam
IR T R B |

BHiBIBEACH A BHEIBISHAAD

T Ifd grie IR fharaa FuiRd a3 @ forg
TAT B AT, fIaRYT, TG SR SIS Bl
I B 2 |

afYaes e

g SRt BT yaT @, SREHT BT M= B
R STAR P WY B IR ® forw eofas
TR0 BT STIANT B & |
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Nuclear membrane

Centriole .. (nfEla faee)
(o) {%—Z—ﬁﬁ?ﬁ; Nucleolus Nucleus
Mitechondrion | Vacuole wlfrwdiaa)  (dTE)
(mg=twitEar)

Plasma membrane ; -' Ribosomes
(v ﬂr«;ﬂ] + P . . : b 1 Gargar)
{:Flrﬁm m} ,\_ I-"-rl...' ‘ iy = . : ‘. .. B ; M i .'

. )

Cytoplasm ™~ ] 4

il

Smuoth ¢ Galgi apparatus
endoplasmic (aiTeafvasrar)
reticulm -
Cgir Intermediate filament
L%:%?;;;m ) S {qEaliE g oK)
’ ; —  Microtubule
Rough endoplasmic Vs (g AfeteT)
reticulum H: i il
(Pt @ weehy crofilamen
rTfere) ()

Fig. 1.1 Structure of Cell (RF 1.1 ®I¥FHT & =)

> The cells of the living kingdom may be > ofifdd o @1 SIf¥ERy o 9 afm |

divided into two categories fomfoa fear <1 d®ar 8

1. Prokaryotes (Greek: pro - before; karyon - 1. WaRAle/ dgd Mead sim (fie: W1 — U=
nucleus) HRIT — Dsd)

e Prokaryotes have no typical nucleus and o TR # 13 IR Fgad IR ITBIR@EI
subcellular components. gch Tl BN B |

e Bacteria and blue green algae belong to the o AU IR lel—8Y TdTd WHRAC d FdRd
prokaryotes. =l

2. Eukaryotes (Greek: Eue - true, karyon - 2. gpRAe /gossd oia ( fis: $9 — 99 ;
nucleus) HRIT — Dsd)

e Eukaryotes have nucleus is covered by nuclear o q_\dvﬁulc B HgdH Th dad fafecll F THI Bl
membrane. gl

e Animals, plants and fungi belong to the eukaryotes o T, UMY 3R HaP FHRAC ¥ T T |
e Eukaryotic cells are much larger than prokaryotes. o YHRAMRH PRGN HHRAC B Jo1 d 98d

o Unlike prokaryotes, eukaryotes have a variety of ST Bl B |
other membrane-bound organelles (subcellular o BRI & AWK, IHRAC & Agerarsd H
elements) in their cytoplasm, including: fafr =1 TeR & I fRrcell—dg 3T (ST
v’ Mitochondria ) Uy 9 g, RS enfie g
v Lysosomes v HISCIdhif=gr,
v Endoplasmic reticulum v TSN,
v" Golgi complexes. v SIS cherd (@idusall Sfera),
‘amlissicapy
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Chapter 1
Pharmacotherapeutics
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use of Medicines, Evidence Based Medicine,
Essential Medicines List, Standard Treatment
Guidelines (STGs)
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e Definition, etiopathogenesis, clinical
manifestations, non-pharmacological and
pharmacological management of the diseases
associated with
Cardiovascular System
e Hypertension
e Angina and Myocardial infarction
e Hyperlipidemia
e Congestive Heart Failure
. Respiratory System
e Asthma
e COPD
Endocrine System
e Diabetes
e Thyroid disorders - Hypo and
Hyperthyroidism
Central Nervous System
e Epilepsy
e Parkinson's disease
e Alzheimer's disease
e Stroke
e Migraine
. Gastro Intestinal Disorders
e Gastroesophageal reflux disease
e Peptic Ulcer Disease
e Alcoholic liver disease
e Inflammatory Bowel Diseases (Crohn's
Disease and Ulcerative Colitis)
f. Hematological disorders
e Iron deficiency anemia
e Megaloblastic anemia
Infectious diseases
¢ Tuberculosis
e Pneumonia
Urinary tract infections
Hepatitis
Gonorrhea and Syphilis
Malaria
e HIV and Opportunistic infections
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e Viral Infections (SARS, COV2)
h. Musculoskeletal disorders
e Rheumatoid arthritis
e Osteoarthritis
i. Dermatology
e Psoriasis
e Scabies
e Eczema
j- Psychiatric Disorders
e Depression
e Anxiety
e Psychosis
k. Ophthalmology
e Conjunctivitis (bacterial and viral)
e Glaucoma
1. Anti-microbial Resistance
m. Women's Health
e Polycystic Ovary Syndrome
e Dysmenorrhea
e Premenstrual Syndrome
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2.5 Hyperlipidaemia

2.5.1 Definition of Hyperlipidaemia

2.5.2 Etiopathogenesis of
hyperlipidaemia

2.5.3  Clinical manifestation of
hyperlipidaemia

2.5.4 Non-pharmacological
management of hyperlipidaemia

2.5.5 Pharmacological management of
hyperlipidaemia

2.6 Congestive heart failure (CHF)

2.6.1 Definition of Congestive heart
failure

2.6.2 Etiopathogenesis of congestive
heart failure (CHF)

2.6.3  Clinical manifestation congestive
heart failure (CHF)

2.6.4 Non - pharmacological
management congestive heart
failure (CHF)

2.6.5 Pharmacological management
congestive heart failure (CHF)
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4.2.3 Clinical manifestations of thyroid
diseases

4.2.4 Non-pharmacological
management of thyroid diseases

4.2.5 Pharmacological management of
thyroid diseases
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5.1 Introduction of Central nervous sytem
5.2 Epilepsy
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5.2.2 Etiopathogenesis of epilepsy
5.2.3 C(Clinical manifestations of
epilepsy
5.24 Non-pharmacological
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5.2.5 Pharmacological management of
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disease
5.3.3 Clinical manifestations of
Parkinson's disease
5.3.4 Non-pharmacological
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5.3.5 Pharmacological management of
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5.6 Migraine
5.6.1 Definition of migraine
5.6.2 Etiopathogenesis of migraine
5.6.3 Clinical manifestations of
migraine
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INTRODUCTION TO 11 9y ffecar e & aRey
PHARMACOTHERAPEUTICS
Pharmacotherapeutics is the branch of ol ffehcar fagm oitwe oy @ 98 or § o
pharmacology that focuses on the use of drugs and JHIRAT & T, AGAM AT Yaed & forg garaii
medications to treat, prevent, or manage diseases. IR TARI & SUAN W diad & | I8 IR & forg
It integrates the principles of pharmacology, qufa\—ra gaT R IR SUER gfirféim IR D
pathology, and clinical practice to ensure safe, foru aitwer 9, fafa fasm 3R FeNe 3 &
effective, and individualized treatment for Rygiat &1 W AT 2|
patients.

PHARMACOTHERAPEUTICS

(i Fafdea fasm)

DOSE —» CONCENTRATION—> EFFECT

(EXT)

(FTVean)

(%+1ma)

Fig. 1.1: Pharmacotherapeutics and its components

(= 1.1: 71wy e fas ok SO TeH)

Key Principles

Drug Selection: Selecting the appropriate
medication depending on the patient’s condition,
age, comorbidities, and potential side effects.
Dosage Regimens: Choosing an optimal dose,
frequency, and duration of therapy.

Monitoring and Adjustments: Evaluate therapy
response and side effects, and make appropriate
changes.

Patient-centered: Care entails tailoring therapy
to the patient’s preferences, lifestyle, and financial

situation.

/
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8. Patient Awareness: Educating patients about

PHARMACOTHERAPEUTICS

their medications, how to use them correctly,
potential side effects, and the importance of
adherence to treatment plans.

RATIONAL USE OF MEDICINE

Rational use of medicines refers to the
appropriate selection, prescription, dispensing,
and use of medications that meet the healthcare
needs of patients, in a manner that maximizes
efficacy, minimizes risks, and optimizes
cost-effectiveness.

The World Health Organization (WHO, 1985)
states that medications must be given to patients
in away that is appropriate for their clinical needs,
at a cost that is affordable for the community as
well as for them, for a reasonable length of time,
and in dosages that meet their specific needs.
Objectives of Rational Use

Optimize Patient Outcomes : Achieve the best
therapeutic effects with minimal harm.

Prevent Drug Resistance: Minimize the
inappropriate use of antimicrobials to combat
resistance.

8.

1.4

AT ST @Edn: AR B TS Sdrl, SAGT FE
% Ul @ Hed & ax H e &= |

R - - ;

I, faaRr 3R STANT @1 Wefid #xar 8 Sl
IR BT TRy TIITS SMATIHIT Bl 59 R8I
R FRA & S YEHIRAT Bl AHTH R
SIRIAT BT HH A 2 AR ANa—Hraeiierar or
3rdferd B B |

fava WRe” W ed (WHO, 1985) BT ®e-T & b
AR BT gard 39 TR 0 & S AMRY ST S
TSIME  MavIHarRT @ fory Sfd &, WY arTd ™
Sl e & FR—A1Y 396 g W I a9y &
forg a8 &R 9 gt # S e e
SMATIHATSN BT YRT el & |

< TPETd SYANT B SEY

RET & GROTHT BT AFHferd DY : AT GHd &
A Far fHfbei e o e |

gar iRy @ e ;- ufRy | fue & forg
RITOp RAeh garel & g SuAT Bl BH
N |

WReY WV IRTd hH PN . HEIl <del &
IIRNT TRI AT JATTLTD STANT | T |

R gReM BT 9grar < Uil <ar ufdfshars,

e Reduce Healthcare Costs: Avoid overprescribing o

or unnecessary use of expensive medications.

e Promote Patient Safety: Prevent adverse drug

reactions, interactions, and errors. safepamall ofR Ffeal &1 I |
Right/Correct
drug
(GRIGEEG! _
Right dosage,
Appropriate administratio n,
/right duration
indication (e T,
(Sfera/wE SR,
wad) 3afd)
RATIONAL USE
(0)3 MEDI_CINES
(arstt &1
Right drug S EI§E S ) . .
considering W) Right dispensing,

including appropriate

efficacy, safety,
information for patients

suitability for the

patient, and cost (Y facor, o
e, I B Appropriate STFHRT Sfe &)
o Sugwr 3R /right
@I BT S indication
# 3Ed gY) (SPra/wE
)

Fig. 1.2 Rational use of medicines

(e 1.2 siteferay &1 a@HTa SuAIT)
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Clinical Consistency and Standardization:
EML maintain clinical uniformity by offering a
standardized list of necessary drugs. This promotes
uniformity in treatment methods, harmonizes
healthcare procedures, and raises the standard of
care overall

Evidence-Based Medicine: Medication inclusion
in EML is usually predicated on scientific proof of
safety and effectiveness. This encourages the use
of evidence-based medicine techniques when
making decisions about patient treatment.
Selection of Essential Medicines

The following factors are considered for
selection of essential medicines:

Disease prevalence and incidence (relevant to
public health)

The comparative cost-effectiveness, safety, and
efficacy of the medications currently in use

The medicine should be aligned with the current
treatment guidelines for the disease.

Treatment centers that are accessible

The standard of healthcare facilities that are
offered

The qualifications and background of the staff
members on hand

Local accessibility to specific medications
Financial resources that are available
Environmental aspect and product stability

Effective and economical
Bafe

Single drug formulation mostly.

They must be available at all times
In proper dosages form.

T EEEERE

Essential Drugs [Trick -

ESSENTIAL)

Environmental factor one also considered in making the choice.
Needed by the majority of Population.

Ferfe  Rerar @R AF@IGOL EML aeasd
ST DI Yo DI Al DI ULHI PR Gl
UH®UA] 1Y IGdT & | I8 SUAR At # gawadn
DI geTal T 8, WY TWHTe Uihatel # Ao
AT HRAT B 3R AAT BU A SEGHTA & AFD B
qord 2 |

wrea—emRa fafecan: EML H €a1 &1 |Hae
MR TR YRETT 3MR YTaeierd & IS THToT TR
JMRT BIaT & | I8 M & SUaR & IR H Aol o
T Aeg—MTRA fafdedr ddb-idl & SUINT Bl
AT BT 2 |

ey SNl &1 =aw

YIS qaRN & I¥q o fau frafafea
PRP W AR fFa smar 2.

AT Y AT AR T (Areaei—e w@red & oy
i)

IA H [UART H 37 dTell qarsii &I Jecdd
ARTI—SHTaATerdT, GRET 3R qHTITRAT

EaT B RIS gadT STER R & gy
BT =11 |

STAR &5 S oo &

<1 ST aTell wRey Jidarei b1 Ad

W FERT B AFIAN 3R g

faRtre <@l d@ @I uga
fa<fra e S Suaer €
wfeRvii Uge] SR Sedre Rerar

Aim is to optimally use the limited financial resources.
List of essential drugs is made locally with the help of WHO mode] list.
¥ WHO Model List - 1977 (First), 2023 (23" list, Latest) = 591 drugs.
¥ India Essential Drug List - 1996 [First), 2022 (5™ list, Latest] =* 384 drugs.

Fig. 1.3: Trick of Essential Drugs (Fa3 1.3 : JTawa A9l &1 ftpar)
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WOMEN HEALTH

5. Whatisa potential complication of Premenstrual 5. WHgarer f4gH & dwifdq sifeerar a1 2
syndrome
(a) Osteoporosis (b) Type 1 diabetes (a) 3ifR<ATORIR™ (b)<rsu 1 Hgﬁ%
(c) Infertility (d) Hyperthyroidism (GEIERS! (d) BERARRIIFSTH
6. Which of the following is a common emotional 6. frr=fafag & @ o9 ﬁ’lﬁ?@(ﬂ?{ ﬁ?‘g’ﬁ Dl TUdh
symptom of Premenstrual syndrome WM ATGATHES &0 §
(a) Increased energy (a) Soft # E[f?a'
(b) Elevated mood (b) &1 g8
(c) Irritability (c) Fersfergra
(d) Improved concentration (d) 98R THRIT
7. Primary dysmenorrhea is typically caused by 7. Ui fSHA-IRAT MAR R fHa® BRU Sr
(a) Structural abnormalities in the reproductive 2
organs (2) TS 3T H AREATHS STRATHTRICTY
(b) Infection of the uterus (b) THTETT BT HHHUT
(c) Prostaglandin release during menstruation (c) TRI® o & SR URSFlSIF BT 91d
(d) Hormonal imbalances (d) B e
8. Which of the following is a common symptom of 8. fa=fafera & | ®i9 @1 FHANRIT &1 vH
dysmenorrhea AT AT '
(a) Hot flashes (a) T THH
(b) Severe abdominal cramps (b) Ue # TR Ve
(c) Increased libido (c) ®rvesT H gig
(d) Irregular menstrual cycles (d) s ataa /1S =eh
9. Which of the following is NOT a common 9. FHfaRed # & @9 drikgard Righ &1 9=
symptom of Premenstrual syndrome Jer TE
(a) Bloating (b) Joint pain (a) gor (b) SISl &7 T&
(c) Increased energy levels (d) Mood swings (c) Sofl BT WR g1 (d) 5= R
10. Primary dysmenorrhea is usually characterized 10. UrIffe fSHARIRTT mdk R fafaRaa aefon
by I UgAET AT @
(a) Pain caused by pelvic inflammatory disease (a) Ufeas oI T & BRUT T
(b) Pain associated with an underlying reproductive (b) fafifed uor JoTell fAadR & NS EG]
system disorder
(c) Menstrual pain not associated with any other (c) 7iRT® o9 << fohedt o fafdear Rerfa & Hdfera =2t
medical condition g
(d) Chronic pelvic pain unrelated to the menstrual (d) 1R o a% & Irdfd B Ufedd g
cycle
11. Which of the following is a common symptom of 11. fR=faRaa & & @ ‘;ﬁﬁ?geﬂ?r M &1
Premenstrual syndrome WG AG ®
(a) Severe headache (a) TIPR ARG
(b) Excessive hair growth (b) 3rAf&d d1et gfeg
(¢) Irregular menstruation () sfrafya e e+
(d) Mood swings (d) TSt
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A TEXT Book OF

PHARMACOTHERAPEUTICS -

About the Author:

tm GPAT DISCUSSION CENTER

S Hhe OF code
WplsE fRL T Sl Rachpa

8 DRI o
L0 QLRSSES

Dr. Pradeep Kumar Samal is a Associate Profesaor in the Department of Pharmacy; Guru
Chasidas Vishwavidyalaya [Central University], Bilaspur, Chhattisgarh, with 24 years of
teaching and research experience. He holds B.Pharm and #.Pharm (Fharmacology)
from Utkal University and a Fh.D. from Suru Ghasidas Vishwavidyalaya, He has
published ower 70 research papers, 10 books, and 10 book chapters, and completed a
UGC-MRAP project. He has guided S0 M Pharm and 3 Ph.0. scholars {ongeing), and
presented 54 papers in Mational/Internaticnal forums. A life member of APTI, he has
delivered numerous guest lecluresand served a5 a resource person INvarious seminars.

Dr. Himanshu Joshi has been s2rving as Professar and Head of the Department of
Pharmacy at Graphic Era Hill University's: Bhimital Campus since August 2018, He
completed his Bachelor's in Pharmacy in 2003, followed by a Master's in Pharmacology
in 2006, and earned his Ph.D. in Pharmacy in 2012 from Rajiv Gandhi University of Health
Sciences, Bangalore, Dr. Joshi also holds a Post Graduate Diplema in Intallectusi
Praperty Rights from ISHOU in collaboration with WIPD, His research interasts include
ethnopharmacology, laboratory and animal science, and aitﬁ'nathrgﬁ 1o hbqﬁmy
animals with a focus on animal welfare. He has published over 5] p.E.]:lm:E l.n ﬂﬂ{nnil,anﬂ
international journals and is committed to promoting huma Htmﬂﬂl‘ﬂﬁﬁm

papers :|r1-d FEwview am::lr:rs inreputed _pnurnats, hialds 12 p-!tl_
books. He has participated in more than 35 national conferences an
M.Pharm students. A life member of APTI, SPER, and ERDO, he isalso:
with SPSR and Pharmalok, New Delhi

Dr. Akash Kapse is currenth working as an Associate Professor in Fﬁﬂﬂmﬂﬂ*mﬂﬂ.ﬂ#
Pharmacy, Wardha and holds the Ph, B in Clinical Ressarch from the, Lh]‘i‘l.rjg[ﬁlty of
California, 5an-Diago, U.5. . He is having 7+ Years of Experience in Clinical Research and
Clinical Data Management. After that he started his journey as an Acadernicianand now
holds more than 4+ Years of experience. He has gualified forthe GPAT and NIPER, During
the course of Diplorna in Pharmacy he has achieved Sth rank in Maharashtm [MSETE)).
He has completed his Post Cradustion in Pharmaoology and he was the Second

University Topper

ISBMN ; 97TH-H1-983418-H-8
i B

Head Gifice : 3rd Faor, Shiv Hari Towar, - L
Ashok Magar, Sarkanda, Bilaspur (C.G.) -~

b e U
Phone ! 93436746093, 6263936320, 3810619859 f aid
E-mall : gpdegpatdd T i@ pmail. com

Webzite : waww, gdcdgpat.com | wew.gdconlinetest.in Price : F415.00



Ll ST
iy E"ﬁ"*‘FS

% B

BEST
A Text Boolk 3:,’ SELLER *.::'
(Uch 'umm UZdch) Sl =T

Calalred Edition

HDSPITFIL AND

CLINICAL PHARMACLCY
mwﬂmﬁmuﬂﬁ{ﬂ

B

CBIIII]gu.';II ‘English Soat
As per the PCI Syllabus
—. (et ard. wrawmn @ gepER) p ‘ !
ER20-251 -~ ‘

y
"lll

\
x-\

1l

FTARS PR G T

nd

iy D Kantral Kumar Sahu

= Dr. Milesh Jain
Y EAR = Dr. Pavan Narkheds

Diploma in Pharmacy @ WAr. Shekhar Singh




A Text Book
(car uisa gyzda)

HOSPITAL AND CLINICAL PHARMACY
3TZUATel Ud sl ieich Ul i 211

I Bilingual CEIENESE

PCI gRT Witehd T THIfd Ta=ad ER2020 UTSAHATTHAR
| Authors

Dr. Kantrol Kumar Sahu Dr. Nilesh Jain
M.Pharm., PhD. M.Pharm., PhD.
Assistant Professor, Vice-Principal ,
Institute of Pharmaceutical Research, Sagar Institute of Research Technology &
GLA University, Mathura, UP Science Pharmacy, Bhopal, MP
Dr. Pavan Narkhede Mr. Shekhar Singh
M.Pharm., PhD. B.Pharm, M.Pharm.
Associate Professor, Associate Professor,
Samarth College of Pharmacy Suyash Institute of Pharmacy,
Deulgaon, Raja, MH Bilaspur, CG

3" wiY, ¥1a T 2R, 3wnieh TR, TR, faemagy (8)
: 9343674693, 6263936320, 8810619859



GDC Publication.

3rd Floor, Shiv Hari Towar, Ashok Nagar,
Sarkanda, Bilaspur (C.G.),
GOC PUBLICATION Pin code : 495001

A Text Book of Hospital and Clinical Pharmacy
Il Y4 AAgrfe Hiddl

As per the PCI Education Regulation (ER-2020)

2" Year (Diploma in Pharmacy)

ISBN : 978-81-985418-2-6

First Edition : 2025

Copyright ©2025, By the GDC Publication.

All rights are reserved. No part of this publication may be reproduced, stored in or introduced into a
retrieval system, or transmitted in any form or by any means (electronic, mechanical, photo-copying,
recording or otherwise), without the prior written permission of the above mentioned publisher of this
book.

GDC PUBLICATION has taken due care in collecting the data and providing the solutions, before
publishing this book. Inspite of this, if any inaccuracy or printing error occurs then GDC PUBLICATION
owes no responsibility. GDC PUBLICATION will be grateful if you could point out any such error. Your
suggestions will be appreciated.

Any government or Private organization logo, posters, brand product name and image used in this book is
for educational purposes only.

Typesetting by :
Team GDC

| <540

Composition by :
Vidyadhar Sahu and Chandranayan Sahu

Printed by :
GPAT Discussion Center Pvt. Ltd.
Bilaspur, 495001

Jurisdiction : All disputes with respect to this publication shall be subject to the jurisdiction of the Courts, Tribunals and
Forums of Bilaspur Chhattisgarh, India only.

© Allrights reserved by GDC PUBLICATION. No part of this book may be reproduced or utilized in any form without the written
permission from the publisher.

for further Information about the products from GDC Publication

@ +91-9343674693, +91-6263936320, +91-8810619859
© www.gdcdgpat.com | www.gdconlinetest.in
gdcgpat037@gmail.com



=Ty i |

Chapter- 1

Hospital Pharmacy

Definition, Scope, National and International
Scenario

Organizational Structure

Professional Responsibilities, Qualification
and Experience Requirements, Job
Specifications, Work Load Requirements
and Inter Professional Relationships
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Hospital Pharmacy Standards (FIP Basel
Statements, ASHP)

Introduction to NQAS guidelines and NABH
Accreditation and Role of Pharmacists

Chapter-2

Different Committees in the Hospital

Pharmacy and Therapeutics Committee -
Objectives, composition and functions
Hospital Formulary - Definition, procedure
for development and use of hospital
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Infection Control Committee - Role of
Pharmacist in Preventing Antimicrobial
Resistance

Chapter- 3
Supply Chain and Inventory Control

Preparation of Drug Lists - High Risk drugs,
Emergency Drugs, Schedule H; Drugs, NDPS
Drugs, Reserved Antibiotics

Procedures of Drug Purchases- Drug
Selection, Short-term, Long-term and
Tender/e-tender Process, Quotations, etc
Inventory control techniques - Economic
Order Quantity, Reorder Quantity Level,
Inventory Turnover etc

Inventory Management of Central Drug
Store - Storage conditions, Methods of
Storage, Distribution, Maintaining Cold
Chain, Devices used for Cold Storage
(Refrigerator, ILR, Walk-in-Cold Rooms)
FEFO, FIFO Methods

Expiry drug removal, handling and
disposal. Disposal of Narcotics, cytotoxic
drugs

Documentation - Purchase and Inventory
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Drugdistribution

e Drug distribution (in-patients and out-
patients) - Definition, advantages and
disadvantages of Individual Prescription
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1.1 INTRODUCTION

e Health care is the process of providing or
receiving medical treatment. Receiving health
care helps prevent and treat diseases that can

impact individuals’ quality of life as well as the
length of their life.
e The healthcare services that are provided to the

patient are two types: ambulatory patient care

services and institutional patient care services.

1.1

HOSPITAL PHARMACY
3IRUAI® BRI

uR=Tg

R <EWTA a8 Ufhar & o fafdear Suar
TS A1 U AT SIr 7| R ST T
BHIAT I W BT AP 3R ITARA B3 H ASS
BT & Sl Afhal & Sita &1 YTl AR S &
ofars @ WY yuifad BR e € |

ST Ry T HATY HRIST BT TS @1 STl &,
J ]I UHR DI BT § - Yol (@) IRT S@Td
T8 SR ARITd I ST ATy |

Table 1.1 - Ambulatory and Institutional patientcare services

arferdr 1.1 - Yol iR RN I d@e /arg

AMBULATORY PATIENT CARE SERVICES

INSTITUTIONAL PATIENT CARE SERVICES

(Trgered (a18) A SwrHTa |/am)
The ambulatory patient is referred to a
patient who are not bedridden and receives
healthcare services from a general or
specialist clinical practitioner in their clinics.

(HEIFT I twHTe HaTd)
The institutional patient is referred to any patient who
receives healthcare services in the hospital. This
includes patients admitted to the hospital or
ambulatory patients.

(Vgered ARG Bl S9 A0S & ©U H HEHd
foram Sirar & O SRR ¥ QT T8l B SR

(FRITTd WIS ® 99 fosll W #¥9 & ®U § Fafid
fPar ST & O orudial § WY <gHTel 9aTd W

S Aerfe d§ 9= a1 fauvs Rifecas 4
TR ST AT 9T Bl 2 )

HRAT B SHH T FAS ATAA © S YTl § Hal AT
Tgoied 9 8Id ® )

Community pharmacies provide
pharmaceutical services to such patients.

GG RE R E RS I o S N | O
GHRYfCHd Fal UM Al B |)

Hospital pharmacies provide pharmaceutical services
in the hospitals department to such patients.

(3RUdTel @ BIHRTAT RUdrel favmT § 0 A9 &f
FHIfCHA JAN IS FRA E )

1.2 HOSPITAL

e Hospital is a healthcare institution that provides
specialized medical and surgical treatment and
nursing care for sick and injured people.

e Hospitals are equipped with medical equipment
and all facilities, including operating theaters
where medical professionals conduct major

surgical procedures.

1.2

STEUATA

AT Uh TR ST I & Sl dHR 3R
RIS ATl & forg faery fRifder ok wreg fafdean
IUAR 3R AR @I I BT 2 |

SR # ferfdsedr IuaRoT iR Y gfaemg g €,
e Trarer Per (JATRfET rgex) ¥ wnfier e 8
SRt fAfdher WRiaR v 2Tl fifdear ufshand oxd
g
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1.2.1 C(lassification of Hospital

HOSPITAL PHARMACY

1.2.1 3RYUdled T TITHNOT

Table 1.2 - Classification of Hospital
arfeadr 1.2 - Tarel &7 g THor

CLASSIFICATION OF HOSPITAL (319 dTel &7 97T o)

BASED ON LENGTH OF PATIENT STAY
R D T BT AT D MR UR)

BASED ON OWNERSHIP
(FTAE® AR 1R)

Short term stay hospital (stay less than 30
days) (@1 radrel (30 faF | &9 |Aa

P &= are)

Long term stay hospital (stay more than 30
days) (Sref@mrferd srudrer (30 fad & 3rfern
Y TP e d1ell)

Public Hospital (ATdsife 3Radrel)
Voluntary Hospital (<Z8® 9dre)
Private Hospital (FFSiT 3radre)
Corporate Hospital (®T4iRe 3rddre)

BASED ON CLINICAL BASIS
(F=1f+ ATIR IR ATETRA)

BASED ON THE OBJECTIVES
(Se3al & AR UX)

Psychiatric Hospitals (ATHRT® 3=qdrel)
Orthopaedic Hospitals (8T 7T 3=TdT)
Maternity Hospitals (9 31Rudrel)

Teaching-cum research Hospital (&1 3R arg=ier
R RERI))

General Hospital (9TH= 3RTUdT)

Specialised Hospital (¥ 3rRudra)

Isolation Hospital (MTSHToe= 3RYdTe)

(Fafercar yoTell & SR UR)

BASED ON COST BASED ON SIZE
(AT7Td & IR UX) (AT391 & IR UR)
Elite Hospital Like five-star hospitals Large Hospital
(Uele Srudre) (@fa fAaRT Srudra o) (FST 3=UATa) Beds 1000 and above
e.g. Jaslok and Hinduja . .
. Med H tal
Hospital (SR — Srieiie ?q;qm OSpl) Beds between 500 - 1000
3R fR=goT rudrd)
e.g. Civil Hospitals, Small Hospital Beds between 100 - 500
BudgetHospital Corporation Hospital (BYeT JRTdre) €ds between )
S — fafder eraara, vV 11 Hospital
SIS R ( « Ierysma . Less than 100 Beds
HTUNZT TET) (F8d ®IcT 3dI)
BASED ONSYSTEM OF MEDICINE BASED ON MANAGEMENT

(IS B IR UR)

Allopathic Hospitals (Tartiferes ardre)
Ayurvedic Hospitals @Tdfe® rddre)
Homeopathic hospitals (EFaTifere sRadre)
Unani hospitals (1 31¥crer)
Neuropathy centers (JRItefl &%)
Physiotherapy centers (¥lfaes fafdhcar &g)

Union government Hospitals (@17 TR&GR T
State government Hospitals RTS8 R&BR FET)
Local bodies (Rr=ira f¥am)

Autonomous bodies (T &)

Private hospital (RS 3RTdTe)

Voluntary agencies (W28 TSI ¥)

1.2.2 Functions of Hospital

Medical care: To diagnose and treat sick and
injured patients and prevent the occurrence of

disease through immunization, and community

screening,.

1.2.2 IWAd & P

o fufhcar T@wad - MR IR T TS BT
e R SATH HRAT, 3R SABTHRUT AN

qEde SE @ HAERFH q RN DI IAHATH
DT |
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JEATA  BTHET

A hospital pharmacy is located inside a hospital
and serves inpatients.

(Th Ul BN RUdTe & 3iex Rerd &t &
3R rTdTed | Wit FRISH BT T U&™ Bl & |)

A community pharmacy is accessible to the public and
is usually located outside or near hospital.

(AT BERT ST @ fory Suere Rt ® 3R uE
AT IRYATl & d1Ex AT SAd g Rerd 81l 8 )

Activities are interrelated such that physician -
pharmacist - nurse - patient.

(it o # s WeR el Bril § b

fafrcdd - BHRRE - 99 — 7997 )

Activities are interrelated such that physician -
pharmacist - patient.

(Tffaferdt smoe # 9 TR ! Brl § & fRifdeas
- BHIRRE - AT )

Co-ordination with other department in hospital.
(Cregdrel # o faRT & 1T IH-a |)

Co-ordination with only prescribing physician.

(@aar fRaRer fafecas & e g8 |)

Interaction with clinical practitioners, nursing
staff and pathologist.

(forfrer faerwst, aRfT wHar &k Yoeive &

Limited interaction  with other  healthcare

professionals.
(3T TRy ST URIERT & Tl A aTs )

(3R =1 Sifee wia1e qar yegs F9 |

NIZISSEIEY))
More complex clinical medication management | More complex business and customer relations issues.
issues. (IR 1fre Sifed @R 3R TS e T |)

1.3

1.3.1

HOSPITAL PHARMACY

Definition

1.3 3Mdrd BT

1.3.1 gfure

| HOSPITAL AND CLINICAL PHARMACY

e The actual practice of pharmacy in the hospital is
known as hospital pharmacy.

e Itisthearea ofthe hospital where legally qualified
and professionally competent pharmacist
distributes, manufactures, compounds, distributes,
preserves, buys, stores, assays, and packages

medications for inpatients and outpatients.

o INUATA H B BT dRAfdd AT Dl IRYATA
BRI BT ST 2 |

o JT I BT T &3 & STl Bl wd A Iy 3fR
U9k ®Y I 98 BHEIRRE 9dl ARl 3R
fadRoT, TReTUT, W¥ie, HeRUl, GRIRTOT 3R U Hrar
2

1.3.2 Function of Hospital Pharmacy

1.3.2 3T BHAT & B

FUNCTIONS OF HOSPITAL PHARMACY
(FAT BTHN B HT)

\ 2 L 4
[ Dispensing ] Manufacturing
(faa=om) (frrafon)
\ 4

A 4
Purchasing &
Inventory control

Statistics and Report )
(wifEre! ik Raié) |

(pY U4 WeR frgamm)

A

y
Teaching Research Control
(Fereaon) (ST THE) e > Bulk (21'®)

—» Large volume parenteral
—* Outdoor patient (3731 ¥17f) N (H@_‘T;:TBITI AR .
> Inpatient (+1df G Sn;:;} Vo u}r#.n(:;I parentera

BICI 9131 N
' Medical,surgical &laboratory supplies ( )
(Fafear, wrea fafeoar o gaTeTer sryf)

—¥» Ward or floor stock (dTS IT TR ¥Cl)

Fig. 1.2 - Function of Hospital Pharmacy (&= 1.2- sreuaied BTl & &)

Download “GDC CLASSES” App From Play Store for FREE Online Test Series | Visit GDC e-Tutor Youtube channel for FREE Video Lectures | 7 |



About the Author:

ISBN  9TH-H1-585418-2-6

tm GPAT DISCUSSION CENTER .. ..

' GP AT Head Office : 3rd Floor, Shiv Hari Towar, = e

Ashok Nagar, Sarkanda, Bilaspur [C.G.) o ..

DISCUSSION  phopa : 9343670693, 6263936320, 3810619859 W]
CENTER E-rnall : gdegpatdad T gmail com

g 786198 ' 541826
Wabeite ; www.gdcdgpat.com | www gdconlinetast in Price : T540.00




L4 ".'!_1.

l..-
A Text Book “_’ ﬁﬁﬁ! "~
(ua uid:a gZadh) S

‘Colglifed Edition

PHFIFIMFII:Y LAW
AND ETHICS

it faaw va fifaoms

Bilingual QLLLIRESS!

As per the PCI Syllabus
(frefvand. urmawn & agam)

ER20-26T

o
<

nd
YEAR

Diploma in Pharmacy

(= Dr. Manju Pandey
1 Dr. Dipti Ruikar
iz Dr. Mahendra Pratap Singh

B PURLIGATG N

= Mr. Gaurav Verma



GDC Publication.

3rd Floor, Shiv Hari Towar, Ashok Nagar,
Sarkanda, Bilaspur (C.G.),
GOC PUBLICATION Pin code : 495001

A Text Book of Pharmacy Law and Ethics
wrdl oy vd ifaemes

As per the PCI Education Regulation (ER-2020)

2" Year (Diploma in Pharmacy)

ISBN : 978-81-985418-4-0

First Edition : 2025

Copyright ©2025, By the GDC Publication.

All rights are reserved. No part of this publication may be reproduced, stored in or introduced into a
retrieval system, or transmitted in any form or by any means (electronic, mechanical, photo-copying,
recording or otherwise), without the prior written permission of the above mentioned publisher of this
book.

GDC PUBLICATION has taken due care in collecting the data and providing the solutions, before
publishing this book. Inspite of this, if any inaccuracy or printing error occurs then GDC PUBLICATION
owes no responsibility. GDC PUBLICATION will be grateful if you could point out any such error. Your
suggestions will be appreciated.

Any government or Private organization logo, posters, brand product name and image used in this book is
only for educational purposes only.

Typesetting by :
Team GDC

| <480

Composition by :
Vidyadhar Sahu and Chandranayan Sahu

Printed by :
GPAT Discussion Center Pvt. Ltd.
Bilaspur, 495001

Jurisdiction : All disputes with respect to this publication shall be subject to the jurisdiction of the Courts, Tribunals and
Forums of Bilaspur Chhattisgarh, India only.

© Allrights reserved by GDC PUBLICATION. No part of this book may be reproduced or utilized in any form without the written
permission from the publisher.

Jor further Information about the products from GDC Publication

+91-9343674693, +91-6263936320, +91-8810619859
www.gdc4gpat.com | www.gdconlinetest.in
gdcgpat037@gmail.com



Chapter ]

General Principles of Law, History and various
Actsrelated to Drugs and Pharmacy profession

Chapter 2

Pharmacy Act, 1948 and Rules: Objectives,
Definitions, Pharmacy Council of India; its
constitution and functions, Education
Regulations, State and Joint state pharmacy
councils, Registration of Pharmacists, Offences

and Penalties.
Pharmacy Practice Regulations, 2015

Chapter 3

Drugs and Cosmetics Act, 1940 and Rules,
1945 and New Amendments

Objectives, Definitions, Legal definitions of
schedules to the Actand Rules

Import of drugs - Classes of drugs and
cosmetics prohibited from import, Importunder
license or permit.

Manufacture of drugs - Prohibition of
manufacture and sale of certain drugs,
Conditions for grant of license and conditions of
license for manufacture of drugs, Manufacture of
drugs for test, examination and analysis,
manufacture of new drug, loan license and
repackinglicense.

Study of schedule C and C1, G, H, H1, K, B, M, N,
andX.

Sale of Drugs - Wholesale, Retail sale and
Restricted license, Records to be kept in a
pharmacy Drugs Prohibited for manufacture
andsaleinIndia

Administration of the Act and Rules - Drugs
Technical Advisory Board, Central Drugs
Laboratory, Drugs Consultative Committee,
Government analysts, licensing authorities,
controlling authorities, Drug Inspectors.

* %k ok

Iy 3

| Syllabus (wrzrerzm)

T 1 (2 Hours)
DA d A Rigid, sfaeE 8k 79 &R
HIHAT U2 o e fafr= srfarfam

AT 2 (5 Hours)

Bl Uae, 1948 3 fraw @ Seww, aRvm,
BRI, Ruer fAfm, g 3R Ay 59 BRi
gRye, MRSl &1 USIdRUl, R 3R TS |

wrfdl s fafsraw, 2015

(23 Hours)
$ Us drafead vae, 1940 AR e,
1945 3} ¢ FeNeA

B BT gRATITY

S BT A — 9 IR drAfedd & aif

T g Fiftg 8, dsdy a1 Rf¥e & d8d
AT |

9 &1 i — g5 g9 & FEir 3R 9!
BT vy, g & o & fog agEd < @1
I IR ATSHE BT I, USRI, URIET 3iR
fageraor & fow s &1 fomion, A€ <ar @1 o,
AN AT 31X U T AT8a |

Iggdl C 3R C, G, H H,KP, M, N, 3R X &I
AT |

s @ Q) — o, gexr fam iR ufafed
A, BERT H I S arel Rl | 9Rd H
fermtor 3i faet & forv fAftg g7

gferfaw ik |l &1 uemaa — s
fIhel TSarsoR! dls, Jgd $ ofdRedl, $
Hdecfecd HHT, RGNl fAveiyd, s

YTerepRoT, =0T UTferehroT, ST SUFeN |




Chapter 4 AT 4 (2 Hours)

Narcotic Drugs and Psychotropic Substances
Act, 1985 and Rules

Objectives, Definitions, Authorities and Officers,
Prohibition, Control and Regulation, Offences and
Penalties.

IR®bIfewd g 3R A ugref  arferfaam,
1985 3R faw
for=or 3k faferaes, oToRTy 3R €S |

Chapter 5 SIEAT 5 (2 Hours)

Drugs and Magic Remedies (Objectionable
Advertisements) Act, 1954

Objectives, Definitions, Prohibition of certain
advertisements, Classes of Exempted
advertisements, Offences and Penalties.

e v g SuaR (@muRiee fasmue)
Jferf-r=r, 1954
IOl & o, TuRT SR TS |

Chapter 6 3T 6 (2 Hours)

Prevention of Cruelty to Animals Act, 1960:
Objectives, Definitions, CPCSEA - brief overview,
Institutional Animal Ethics Committee, Breeding
and Stocking of Animals, Performance of
Experiments, Transfer and Acquisition of animals
for experiment, Records, Power to suspend or
revoke registration, Offences and Penalties.

gy shal frrarer sferferas, 1960 -

Sewy, uRWmEIY, CPCSEA — <fera  srderad,
SRIRMA UFHd UfYe BACT, SHaRl @l
TS 3R TCIfbT, YA BT Weed, JanT & forg
SRl &1 AR iR 31feruge, Rafe,
ISfihRuT dl feifdd AT & &= B Ifh, STURTE

IR TS |

Chapter 7 g 7 (2 Hours)

Poisons Act, 1919: Introduction, objective,
definition, possession, possession for sales and
sale ofany poison, import of poisons.

Siex Ifafaam, 1919: uRey, Sewa, gRMmeT, deot,
T & 1T Peolr 3R BT Y T a7 e,
NECIRSIRINE

Chapter§ eI 8 (2 Hours)

FSSAI (Food Safety and Standards Authority of
India) Act and Rules: brief overview and aspects
related to manufacture, storage, sale, and labelling
of Food Supplements.

FSSAI (MR @wmeal grem i 99 d
urfSreron) srfSrfem sk o S saeree

AL el (5 Hours)

Chapter9 3eqTd 9

National Pharmaceutical Pricing Authority:
Drugs Price Control Order (DPCO) - 2013.
Objectives, Definitions, Sale prices of bulk drugs,
Retail price of formulations, Retail price and
ceiling price of scheduled formulations,
Pharmaceutical Policy 2002, National List of
Essential Medicines (NLEM).

s Sftvef o fgiRor witaor. g7
UTe¥ Pglel difex (DPCO) 2013 |

Ieed, gRHTETY, o <arell @ fam Hew,
B @ GaT B, STGAad B dl
GRT HEd IR AT BiEd, wERgfedd
giferil 2002, IMATAS® TARN B IET A
(NLEM) |

(5 Hours)

Chapten 10 T 10

Code of Pharmaceutical Ethics: Definition,
ethical principles, ethical problem solving,
registration, code of ethics for Pharmacist in
relation to his job, trade, medical profession and
his profession, Pharmacist's oath.

* %k k

Vil

PHYfePa AR dian aRam, Gfde g,
Afe TET qEE |

AR SHD U P ey H IJER Afed, BHIRRE
PI 29T |




Chapter 11

Medical Termination of Pregnancy Act and
Rules - basic understanding, salient features, and
Amendments.

Chapten]2

Role of all the government pharma regulator
bodies -Central Drugs Standards Control
Organization (CDSCO), Indian Pharmacopoeia
Commission (IPC).
Chapter 13
Good Regulatory Practices (documentation,
licenses, renewals, e-governance) in Community
Pharmacy, Hospital pharmacy, Pharma
Manufacturing, Wholesale business, inspections,
import, export of drugs and medical devices.
Chapter 14
Introduction to BCS system of classification, Basic
concepts of Clinical Trials, ANDA, NDA, New Drug
development, New Drugs and Clinical Trials Rules,
2019. Brand v/s Generic, Trade name concept,
Introduction to Patent Law and Intellectual
Property Rights, Emergency Use Authorization.

Chapter1s

Blood Bank - basicrequirements and functions.
Chapter 16
Clinical Establishment Act and Rules - Aspects
related to Pharmacy.
Chapter17
Biomedical Waste Management Rules 2016 -
Basic aspects, and aspects related to pharma
manufacture to disposal of pharma / medical
waste athomes, pharmacies, and hospitals.
Chapter 18
Bioethics - Basic concepts, history and principles.
Brief overview of ICMR's National Ethical
Guidelines for Biomedical and Health Research
involving human participants.

Chapter19

Introduction to the Consumer Protection Act.

Chapter 20

Introduction to the Disaster Management Act.
Chapter 21

Medical Devices - Categorization, basic aspects

related to manufacture and sale.

AT 1 (2 Hours)
fafeca wd wwrs rferfam vd s —
giraTel |Hs, g faRivan SR GeireH |

AT 12 (1 Hours)
¥t e i e et & e
Agd $79 IWSIH dHglda AMTATIA T

(CDSCO), sfeaa wrar®l fyar &#H13rT
(IPC) |
IEATT 13 (3 Hours)

amarg, fafa # Sfaa fammes svamg
(SRATISTIAROT,  ATSHH,  FTAIFIBROT,  e—TTa+4) |

AT 14 (7 Hours)
FHffaxor @ dRfiga gomell &1 uRew, Aee
B fqpN, 73 qag &R HAqr=e wRieor o,
2019 | §i$ v/s SMIR®, WAUR M RO |
Uce B SR difgd HUaT If¥eRI &1 ulRkew,

JMATABTAT SUITT HTfEHRoT |

3T 15 (2 Hours)
s 9% — Al AgegHan iR B |

AT 16 (2 Hours)
Arfe rmuEr afSfre ik s — s
W HefRa usq |

AT 17 (2 Hours)

Sla—fafecar sulRre yegs fFraw - g
Ugel, 3R Wl T & daR wRi, BRIRET SR
ryarel ¥ ot/ fafecar sufde & fAuem @
G ugel |

AT 18 (2 Hours)
Siq Stafaear ge1 srauRomy, sfer iR Rigid |
AMg JfTial & e dRA el qamfSd
3R TR AU & oIy SMSHTHIR & T

Afe feenfaden &1 e sraare |

3T 19 (1 Hours)
SUHIRHT ARET0T STfAfTH &1 ulRer |

IEATT 20 (1 Hours)
JMYST H&e TfSf9 &1 aRad |

ST 21 (2 Hours)

fafecar Susvvr — arffexor, fFHir iR I @
NEIESECIERICIIEESE

* %k k

viii



CHAPTER 1 AT 1
General principles of law, history and various P & A fagida, sfiem @ik <k
acts related to drugs and pharmacy iy Brfdl U9 @ wefoa fafr=
Profession ...ms———— g BT £ 1 £ £ 1-8
1.1 Introduction 1.1 9R=¥™
1.2 Principles of Law 12 @A & Rigia
1.3 History 1.3 sfasm
1.3.1 Drugs Enquiry Committee (DEC) 1.3.1 3iWfr Sitg |fAfa (DEC)
1.4 Various Acts Related to Drugs and 1.4 3N9fdr vd wrfdl cgaar 9 gefed
Pharmacy Profession faftr= ot
CHAPTER 2 AT 2
Pharmacy Act, 1948 ........covmmmsmessmessesssessssssesssssens 9-51 BIHAT IATRAFTIH, 1948 oo 9-51
2.1 Introduction 21 uR=y
2.2 Objective 22 IeW
2.3 Definitions 2.3 gRATIY
2.4 Pharmacy Council of India (PCI) 24 wrdg B gReg (PCI)
2.4.1 Constitution of Pharmacy Council 241 MR B GRS &7 T8
of India
2.4.2  Functions of Pharmacy Council 242 RO B IRYE & &1
of India
2.5 Education Regulations 25 Trer fafrm
2.5.1 Application of Education 251 1At ¥ e fafvesi o1 gy
Regulations to States
2.5.2 Approval of Institutions providing 252 3T Ud YIETT YTSshH UaTH A
a Course of Study and Examination el AT DI WIPia
2.5.3 Withdrawal of Approval 253 ajﬂﬁ_r{ ElENRSEI
2.5.4 Approval of Qualification 254 ARd & d1E% I TS ARGl &I
Granted Outside India
2.5.5 Central Register of Pharmacists 255 BHINRE] BT Hald IoTe
2.6 State and Joint State Pharmacy 26 ST UG WY g G aRug
Council
2.6.1 Constitution of State and Joint 26.1 5T TG G 9T BTHAT GRYGT BT
State Pharmacy Councils RKsh|
2.6.2 Inter- state agreements 2,6.2 JRTIY FHSI
2.6.3 President and Vice-President of 26.3 I URYE & 3Neyel Ud SUTede
State Council
2.6.4 Term of office and casual 264 IS BT HRIGTA R MHRASG RiRet
vacancies
2.6.5 Staff, remuneration and 2,65 AR, TIRSIA®G 3R W
allowances
2.6.6 Inspection by the State Council 26.6 5T YRYE gRT e
2.7 Registration of Pharmacists 2.7 BHIRREl ®1 dsiiedror
2.7.1 Preparation of first register 2.7.1 gl ISR Bl AR
2.7.2  Subsequent Register 272 Al ISR

* %k ok




2.7.3 Removal of Names from the
Register
2.7.4 Printing of Registers

2.7.3 IR A 9 g™

2.7.4 IR &1 goor

2.8 Offences and Penalties 2.8 U Ud G
2.9 Pharmacy Practice Regulations, 2015 2.9 BT srwv fafaw, 2015
2.9.1 Obijectives 291 ST¥Y _

2.9.2 Definitions

2.9.3 Code of Pharmacy Ethics

2.9.4 Duties and Responsibilities of the
Registered Pharmacist in General

2.9.5 Maintaining Good Pharmacy
Practice

2.9.6 Duties of registered pharmacists
to their patients

2.9.7 Duties of Registered Pharmacist

2.9.8 Responsibilities of registered
pharmacists to each other

2.9.9 Duties of registered pharmacist
to the public and to the profession

2.9.2 YRYTETY

2.9.3 B MR dfdr

294 USIpd BHEIRRE & AMRI S
IR reeRar

295 ST BT IR Bl g9 =T

296 USIIHd BAENRS] & U ARSI &
ufcr e

29.7 USlIpd HHEINRE & HAA

298 USldhd BEINIRS] & Udh GO &
o ¥

299 AT 3R U & forg siigpd

GHIRIE & B

2.9.10 Unethical Acts 2.9.10 3Mfa® w1
2.9.11 Misconduct 2.9.11 GMER
2.9.12 Punishment and Disciplinary 29.12 T8 3R IFRTAAHAD HaH
Action
2.10. Education regulations, 2020 for 210 Bl # fewiar ursasa & forv Rra
diploma course in pharmacy fafre™1, 2020
2.10.1 Chapter 1 2.10.1. IYTT 1

2.10.2 Chapter 2

2.10.2. AT 2

CHAPTER 3 I 3

Drugs and Cosmetics Act, 1940 and Rules, ufer ud gameE A siferfaas, 1940 30X
8 e ST 52-87 TRIF, 1945 .o sssssssssssssesasesns
3.1 Introduction 3.1 yR=™

3.2 Objectives 3.2 S8

3.3 Chapters 3.3 A

3.4 Defintions 3.4 gR¥MNIY

3.5 Schedules to the act and rules 3.5 It sk el & st

3.6 Administration of Act And Rules 3.6 Jferferay vt &1 yemae

3.6.1 The Drugs Technical Advisory
Board (DTAB)

3.6.2 The Drugs Consultative
Committee (DCC)

3.6.3 The Central Drugs Laboratory
(CDL)

3.6.4 Drugs Control Laboratories in
the States

3.6.5 Government Analysts

3.6.6 Drug Inspectors

3.6.7 Licensing Authorities (LA)

3.6.8 Controlling Authorities

* %k k

3.6.1 3T THAIDT TARHR drs (DTAB)
3.6.2 39 q=Eel AfAfa (DCC)

3.6.3 Dad IR TIRTLMET (CDL)

364 AT H MR T TRRTeITATy
365 BN fdTeivd

3.6.6 e et

3.6.7 TTSARNET WIfE@ROT (LA)
3.6.8 fri=ror Urfdrem=oT




3.7 Import of Drugs 3.7 <JAWRI &I AT
3.7.1 Import of drugs under licence 374 S99 I WAC & d8d arRil @
or permit SIRIN]
3.7.2 Offences and penalties relating 372 TARI & AT A AT TRE AR
to Import of Drugs TS
3.8 Manufacture of drugs 3.8 <arl &1 fAsfor
3.8.1 Prohibition of Manufacture and 381 $HB ‘ARl & AT R fG@ &1
Sale of Certain Drugs ey
3.8.2 Conditions of Licenses for 382 IR & i & forg s @t
Manufacture of Drugs MK
3.9 Detailed study of schedules to the 3.9 Ifafrm iR sl & sgyfaal &1
act and rules faega srega=
3.10 Sale of drug 3.10 <1l @ fam)
3.10.1 Retail Sale 3.10.1 [EEJI
3.11 Offences and penalties relation to 3.11 <am_n 3N} Hicd yareEl & o ik
manufacture and sale of drugs and Il @& 99 A IR 3R <
cosmetics
CHAPTER 4 AT 4

The Narcotic Drugs and Psychotropic

AR®Ifed $79 AR FT:99dT ggref

Substances Act and Rules .......ccoucemnmnnmnessesenns 88-102 STETTIT SR Fo—IH e eensesenssessensnes 88-102
4.1 Introduction 41 yR=™
4.2 Objectives 42 R
4.3 Definitions 43 9R®MEY
4.4 Authorities and Officers 44 9ISeRY 3R Aferer)
4.4.1 Measures by Central 441 ®F IR R SR
Government
4.4.2 Officers of Government 442 TRAR B IR
4.4.3 Narcotic Drugs and Psychotropic 443 dR®ICH 74 3R A uWTd geref
Substances Consultative Committee TR A
4.4.4 Officers of State Government 444 ST WRAR & FTHRT
445 National Fund for Control of 445 TN SamRl & GOUAN & FFF0l
Drug Abuse P forv I By
4.5 Prohibition, Control and Regulation a5 e, faor siv fafaas
4.5.1 Prohibition of certain 451 |©B PTAT IR Hfcaer
operations
45.2 Prohibition of certain activities 452 WY I Yyt Eufy 9 Fefeg
relating to property derived FO AR R gfode
from offence
4.5.3 Power of Central Government 453 % WRSGR B JgAf, FREFOT
to Permit, Control and Regulate AR faferafag wfe
4.5.4 Power of State Government to 454 Y WRGR DI JFAMT, R
Permit, Control and Regulate R faferafag & oike
455 Power to control and regulate 455 ffa uert o1 fFfya iR
controlled substances fafrafag o< &1 oike
4.6 Offences and Penalties 4.6 U 3R TS

* %k k

X1




CHAPTER 5
Drugs And Magic Remedies (Objectionable
Advertisements) Act, 1954

5.1 Introduction

5.2 Objectives

5.3 Definitions

5.4 Class of Prohibited Advertisements
5.5 Class of Exempted Advertisements
5.6 Offences and Penalties

CHAPTER 6

Prevention of Cruelty to Animals Act,

IS 7Y 0 S
6.1 Introduction

6.2 Objectives

6.3 Definitions

6.4 Animal Welfare Board of India

6.4.1 Functions of Animal Welfare
Board of India

Committee for Control and

Supervision of Experiments on

Animal (CPCSEA)

6.5.1 Functions of CPCSEA include

6.5.2 Duties and power of CPCSEA to
make rules relating to experiments
on animals

Institutional Animal Ethics

Committee (IAEC)

6.6.1 Composition of IAEC

6.6.2 Functions of IAEC

6.6.3 Authority under which TAEC is
Constituted and Duration

Breeding and Stocking of Animals

Performance of Experiments

Transfer and Acquisition of

Animals for Experiment

Records

Power to Suspend or Revoke

Registration

6.12 Offences and Penalties

6.5

6.6

6.7
6.8
6.9

6.10
6.11

CHAPTER 7

Poison Act, 1919 ... s sssssssssssses
7.1 Introduction

7.2 Objectives

7.3 Definition

7.4 Possession for Sale and Resale of

any Poisons
7.4.1 Power to regulate Possession
for Sale and Sale of any Poison

AT 5
Al IR SgE SUAR (EMuRieE®
103-110 fa=ira=) srferf-raw, 1954
5.1 UR=Y
52 I8
5.3 URHTHIY
5.4 fifg fagmu=n a1 siofi
5.5 B< U« fagmu=il @1 siofi
5.6 3MURTE AR TS

103-110

AT 6
uy] sl fraror sfefsE, 1960

111-124

ARA UY] HeATol 918
6.4.1 YR U] BTl dIs & B

g3l & WA W fARFTr iR
wiaegor wfafa (CPCSEA)
6.5.1 CPCSEA & & & oM 2

652 TR W TN | Hafdd | a9
% foTy CPCSEA & whdied 3fR wIiRhal

6.5

6.6 W¥ANTd Uy Afdaear wfifa

(IAEC)

6.6.1 IAEC &I G=A1

6.62 IAEC & &1

6.6.1 IAEC @ T3 IR 3mafy & dgd
UTfereoT

SR T Yo- AR HSRT

IR &1 gaef+

WINT & forg gl &1 wIAiaRer SR

3rferrger

6.10 R&iS (=)

6.11 gofiexvr faeifad ar xg & @& 2fp

6.7
6.8
6.9

6.12 3URTY 3} T

I 7
125-131 9Tex} 3rferfsras, 1919
71 9R=™
72 S
7.3 9fR¥myT
74 e @ fa@r AR gAfdma @ feg

Deoll
741 AT Ok @1 9y IR 9 & forw
Peol Bl FRIRT BT BT IRh

125-131

* %k ok

X1



7.4.2 Power to regulate Possession 742 ®V aF # A A e B ool Bl

of any Poison in certain area fafrafad &= @1 e
7.4.3 Power to prohibit importation 742 AT H G0 W SIER @ S W
into the states of any poison gfader e @1 wife, Ria g9a 6
except under licence I ATSHT B e AT fhaT STy |
7.5 Import of Poisons 7.5 Slg} &l 3ATd
7.6 Offence and Penalties 7.6 3T JHX T
7.7 Issue of Warrants 7.7 ART SR &A1
CHAPTER 8 3T 8
FSSAI (Food Safety and Standards FSSAI (WRda Qe YRell ¢d EISCREERL))
Authority of India) act and rules .........ccccovurnee. 132-145 T UG I ccouesersesesssesssessssssssasenns 132-145
8.1 Introduction 8.1 UR=H
8.2 Objectives 8.2 S8
8.3 Definitions 8.3 gfR¥TyTy
8.4 Role of FSSAI 8.4 FSSAI &1 qfiar
8.5 Food Safety and Standards Authority 8.5 HRdII W< Y&l U4 qrdb yrfere~or
of India (FSSAI) (FSSAI)
8.5.1 Composition of FSSAI (Food 8.5.1 FSSAI (W&l UTfEIdxoT) &l AT
Authority)
8.5.2 Duties and Functions of Food 8.5.2 Wrel UIYHRUT & b IR BRI
Authority
8.6 Aspects related to Manufacture 8.6 SdIed 9 gsfoa EES
8.7 Aspects related to Storage and Sale 8.7 TSR 3} faT 9 et LR
8.8 Aspects Related to Packaging And 88 Wl WwiWicy & fay dafuT i
Labelling For Food Supplements ogfei T O g9fea LR
8.9 Food Safety Standards Rules, 2011 8.9 wWTel &l AR WS =, 2011
8.10 Food Safety Officer (FSO) 8.10 Wrel Y&l ARSI (FSO)
8.10.1 Qualifications of FSO 8.10.1 FSO T IrIdTg
8.10.2 Powers of Food Safety Officer 8.10.2 TEl GRETl BRI (FSO) &
(FSO) SIBEAN
8.10.3 Duty of Food Safety Officer 8.10.3 WTET JRel MBI (FSO) BT Hoied
(FSO)
CHAPTER 9 3T 9
National Pharmaceutical Pricing Authority .. 146-167vrsa sitwefia L freri=oT gifereor . 146-167
9.1 Drug Price Control Order (DPCO), 9.1 S UISYH held 3Tex (DPCO) 2013
2013
9.2 Objectives 92 I
9.3 Definitions 9.3 gRYTYTY
9.4 Sale Prices of Bulk Drugs 94 offd <qr3ll & 9Pl dEad
9.5 Retail Price of Formulations 95 qﬁ'c[\ﬁm:[ BT G A
9.6 Retail Price of Scheduled Formulations 96 ﬁﬁﬁm QT"I'H\G\IW BT I &
9.7 CeilingPrice of Scheduled 97 ﬁﬁﬁa q,‘"rl:f\@[g‘m ) 3fereads dEa
Formulations
9.8 Pharmaceutical Policy, 2002 98 q,—rq-fq;gﬁm fifa, 2002
9.8.1 Objectives 9.8.1 33
9.8.2 Approach adopted in the Review 9.82 W ¥ IM9ATAT AT
9.9 National List of Essential Medicines 9.9 JAAIYD <3N B UK A

* %k k

xiii




9.10 Different Form: Schedule-II

CHAPTER 10

Code of Pharmaceutical Ethics .......c.ccueevininennen

10.1 Introduction

10.2 Definitions

10.3 Ethical Principles

10.4 Ethical Problem Solving

10.5 Code of Ethics for Pharmacist in
Relation to his job

10.6 Code of Ethics for Pharmacist in

Relation to his Trade

Code of Ethics for Pharmacist in

Relation to Medical Profession

Code of Ethics for Pharmacist in

Relation to his Profession

10.9 Pharmacist’s Oath

10.7

10.8

CHAPTER 11
Medical Termination of Pregnancy Act and

Introduction

Objective

Definitions

11.4 Termination of Pregnancies

Experience or Training

11.6 Place Where Pregnancy May Be
Terminated

11.7 Approval of a place

11.8 Admission Register

11.9 Custody of Forms

11.10 Offences and Penalties

11.11 The Medical Termination of

Pregnancy (Amendment) Act,

2021

CHAPTER 12
Role of All the Government Pharma
Regulatory Bodies .......cuvvennmnssssmsmsssssssssssssssnsens
12.1 Introduction
12.2 Central Drug Standard Control
Organisation (CDSCO)
12.2.1 Organization of CDSCO
12.3 Functions of CDSCO
12.4 Indian Pharmacopoeia
Commission (IPC)
12.5 Objectives
12.6 Functions of IPC

194-203 HHDT covvevrerresenrssssrsnnssssmsesssssssessssssssssssssssssssssssssass

9.10 faf¥=1 wu: rgeE— 1

JEgTT 10

168-182 PRITRGfECHE IATAR FIFAT eeeeeeevvssesrrrrsnneeenenns 168-182

10.1 yR=g

10.2 9RHTITY

10.3 Ifae fugia

10.4 fdd Tu=aT GHETE

10.5 Ul AP @ Geg A HHIRRE &
forg s wfear

10.6 3IU7 ANUR & Geg A BEHIRRCE &
fore smar wfear

107 Fafecar U3 & ddg § B»EIRe &
fore smar wGfear

10.8 Y- U & Gy A HBHIRRCE & fovg
IR Afegdr

10.9 BRI &1 27

AT 11
i &1 fafecaesa guu= fSfam iR

L5 1 F s 2 . S 183-193

11.5 A9 AT gReror

11.6 98 X191 S8l Tiazenr &1 gara fear
ST gdhdl 2

11.7 ¥ &1 Wil

11.8 A3 IoTvex

11.9 Y9=l &1 JFREAT

11.10 U Ud s

11.11 Afefa wHurg GaU= ([Fenem)
arferfraH, 2021

AT 12
il ReR wEt e e #)
194-203
12.1 9R=
12.2 D4 AERT 796 T e
(cDSCo)
12.2.1 CDSCO &T HTo+
12.3 CDSCO & Hrd
12.4 IRAI BHETSHYAT 3T (IPC)

12.5 92
12.6 IPC & &1

* %k k

X1v



CHAPTER 13 ASATT 13

Good Regulatory Practices ....ccssssunnee. 204-225 Sfaa fAfRH® TR e 204-225
13.1 Introduction 13.1 9=y
13.2 GRP in Hospital Pharmacy 13.2 3IYdTal @ BT & GRP
13.3 GRP in Pharma Manufacturing 13.3 wrEf fafEmior 9 GRP
13.4 GRP in Community Pharmacy 13.4 ﬂTﬂE‘lﬁﬂ? HrdY @=xr fam)) six
(Retail Sale) and Wholesale oilh ATYN H GRP
Business
13.5 Import of Drugs and Medical 13.5 <413l 3R fafecar SUHIUN & JgATATd
Devices
13.6 Export of Drugs and Medical 13.6 <413l 3R ffecar susxen &1 Frafa
Devices
13.7 Inspection 13.7 =rigor
13.71 Inspection of Premises 13.7.1 a1l &I fawl & o argas ura
Licensed for the Sale of Drugs gR¥R B1 Feor
13.7.2 Inspection of the Premises 13.7.2 SR 3R Ared yaeEr & FEor @
Licensed for the Manufacture fore orsd Ut Rt @1 fRReror
of Drugs and Cosmetics
13.8 e-Governance in Good Regulatory 13.8 3fua faffamEe vy2ae=i 4 e—9ma+
Practices 13.8.1 e —Ta9 & I
13.8.1 Objective of e-Governance 13.8.2 e —TTaTT & T
13.8.2 Pillars of e- Governance
CHAPTER 14A STEAT 14A
Introduction To BCS, ANDA, NDA and New BCS, ANDA, NDA 3R <ig =ar fawra @1
R, 226-236 TR e 226-236
14.1 Introduction of Biopharmaceutical 141 ﬁﬁa-aﬁq&ﬁu Fff@or gorrelt @1

Classification System
14.2 Abbreviation New Drug
Application (ANDA)
14.3 New Drug Application (NDA)
14.4 New Drug Development

14.2 €fdr@ 98 <ar ATdTT (ANDA)

14.3 93 4T 3MATA (NDA)
14.4 513 <a1 fasra

CHAPTER 14B o 4B |
Basic concepts of clinical trials, new drugs 1 o @1 A ARV, Tg A

and clinical trials rules, 2019 ........ccoueenmersserssnesnes 237-248 1% AT TliEror ﬁﬂm 20ﬁ19 "" — " 237-248
14.5 Basic Concepts of Clinical Trials 14.5 ﬁmﬁ? q’\"[ﬁ il aﬁ_‘g; STIERIMY

14.5.1 Objectives of Clinical Trials 1451 qﬁaﬂﬁ @ e

14.5.2 Types of Clinical Trials 14.52 =D qﬁaﬂﬁ @ TDR

14.5.3 Phases of Clinical Trials 14.53 “I=TD REVIT B T
14.6 The New Drugs And Clinical Trial 14.6 :fwaam 3R Awrfre wdeor fram,

Rules, 2019

14.6.1 Introduction 14.6.1 IRT .

14.6.2 Definitions 14.6.2 IRHTITY

14.6.3 S AT AT WISl T g Gal Bl QT-Td

14.6.3 Clinical Trial of new drug or
Investigational new drug

TRIETOT

* %k ok

XV




14.6.4 Manufacture or import of new
drug for sale or for distribution

14.6.5 Importor Manufacture of
unapproved new drug for
treatment of patientsin
Government Hospital and
Government Medical Institution

14.6.6 Authorities and officers

14.6.7 Constitution Ethics Committee
for Clinical Trial

14.6.8 Miscellaneous

CHAPTER 14C
Introduction To IPR And Patent Law, Trade
Name Concept, Emergency Use
Authorization, Brand V/S Generic ..........ocueuene
14.7 Intellectual Property Rights (IPR)
14.8 Introduction to Patent Act

14.8.1 Indian Patent Act
14.9 Trade Name Concept
14.10 The Emergency Use

Authorization (EUA)

14.11 Brand V/S Generic Drugs

CHAPTER 15

Blood Bank: Basic Requirements and
L 10 o Lot 0 (0 o 1
15.1 Introduction

15.2 Requirements of a Blood Bank

15.3 Functions of a Blood Bank

CHAPTER 16
Clinical Establishment Act and Rules...............
16.1 Introduction
16.2 Objectives
16.3 Definitions
16.4 National Council for Clinical
Establishments
16.4.1 Constitution of National
Council
16.4.2 Functions of National Council
16.5 State Council for Clinical
Establishments
16.5.1 Constitution of State Council
16.5.2 Functions of State Council
16.6 Authority for Registration
16.6.1 Powers and Responsibilities
16.6.2 Condition for Registration
16.7 Procedure for Registration

14.6.4 f301 a1 fqaRor & forw =18 <ar @t
fomtor a1 3mard

14.6.5 ARBRT IRTATA 3R RN Fafeear
TE # AR & SR @ forw
IR—grgAIfed 98 gar &1 AT Al
fafemfor

14.6.6 UTAIHTRT 3R 1wy

14.6.7 fafpel qR1eToT B SaR AT BT
T

14.6.8 fafay

AT 14C
IPR 3R 9<T &M &1 uR=A, AR A
IR, JATITADIATT YT USRI, diS

249-265V /S TTARD .ccevvveeerrseseesrseseessseseessssssssssssssessassesens 249-265

14.7 §ifg® duar SR (IPR)
14.8 < Iffsraw &1 aRay

14.8.1 RO Uce rferfrad
14.9 ATYR ATH TR

14.10 IMYTABTAT SYAIT UTFIHROT (EUA)

14.11 9is V/S 9R® <arg

I 15
s d%: f-ardl savasdan AR e
-1--5---;"-;-}%;'-—;' ----------------------------------------------------------------- 266_276
152 =€ §& B JTATIHATY
15.3 TS 9 & B
T 16
277_288?&11%133 AT ferfas 3R A e 277-288
16.1
16.2 ST
16.3 IRHATIIY
16.4 d<ife uARn @ fay sy
gRug
16.4.1 T URYE P T84

16.42T URYE & Pl

16.5 faafdd ufaserl & fou >a
gRYg
16.5.1 W59 gRYE &1 T3H
16.5.2 V5 URYE & BRI

16.6 UoildRvT & forg urferaxor
16.6.1 pAT MR FoRAT
16.6.2 UGITBROT BT oIct

16.7 Usiidxer & fore ufsear

* %k ok

XVl



16.8 Register of Clinical Establishments
16.9 Offences and Penalties

CHAPTER 17

Biomedical Waste Management Rules,

2016
17.1 Introduction
17.2 Definitions
17.3 Bio medical waste management
17.3.1 Steps involved in Bio-medical
Waste Management
17.4
using technical methods
Biomedical waste management
biomedical waste at pharmacies
Biomedical waste management
biomedical waste at hospitals
Biomedical waste management
pharm/ medical waste at homes
Biomedical waste management of
pharma manufacture

17.5
17.6
17.7

17.8

CHAPTER 18
Bioethics
18.1 Introduction to Bioethics
18.2 History of Bioethics

18.3 Principle of Bioethics
18.4

Human Participants
18.4.1 Sections of Guidance

CHAPTER 19

Consumer Protection Act, 1986

19.1 Introduction

19.2 Objectives

19.3 Definitions

19.4 Consumer Protection Councils

19.5 Consumer Disputer Redressal
Commission

19.6 Offences and Penalties

CHAPTER 20

The Disaster Management Act, 2005

20.1 Introduction

20.2 Objectives

20.3 Definitions

20.4 Governing Bodies and Funds

20.5 Offences and Penalties

Biomedical waste management

..... 308-322 Sia=feraar

Brief overview of ICMR'S National
Ethical Guidelines for Biomedical
and Health Research Involving

16.8 Aarfe ufassr =l &1 Iforex
16.9 3IURTE 3R TS

AT 17
wia fafecar sufdre usg= a9, 2016
171
17.2 IRATYTT
17.3 Siq fafecar sulRrse yde=
17.3.1 a—fafbcar smufdre ydoa § wnfae

it

174 dH-ID] dldl &I SYINT P old
fafecar safl¥rse yde=

17.5 BERAT & IrAfEde 3ufdrse &1 Wia
fafecar sufdrse yde=

17.6 3Udrell d oid fafeécar smufde &1
W fafecar safdrse ydu4

17.7 a1 ¥ &rl/fafecar saf¥re &1 Sia
fafecar safl¥rse yde=

17.8 ®rEl faafor &1 o9 fRfecar sl
yee-

289-307

of
of

of

AT 18

308-322
18.1 rNCfyqw (Starifaman) &1 R
18.2 Siaifasear &1 sfas™
18.3 Siaiifa & fugia
18.4 W9 geaTrAl 4@ Hdfdra sia fafecar
IR WReF IJEYE & fay ICMR &
g Afae  feenfaden &1 wféra
AqATD
18.4.1 ARIGEA & SIFANT

JATT 19
323_3323'({‘11?5[ qReor (‘Hﬁﬁ?ﬁl 1986
19.1
19.2 3e¥Y
19.3 IRATYTT
19.4 SUHIDT Ax&vT URY<g
19.5 SUHIHT faare AT M

323-332

19.6 3T 3iX <

AT 20
333-3413TUST Use A=A, 2005
20.1 9R=A
202 92
20.3 R
20.4 A e 3k fAfer
20.5 3IJURT IR TS

* %k k

xvii

333-341




CHAPTER 21 EATT 21

Medical Devices ... 342-350 FAfBTHT SUBRUT ..coeeereseseeseessesesessessessessenes 342-350
21.1 Introduction 21.1 9=y
21.2 Definition 21.2 g1
21.3 Classification of medical devices 21.3 fafecar Susxon &1 affevor
21.4 Standard of medical devices 21.4 fafecar Sy &1 991D
21.5 Manufacture of medical devices for 215 faopr ar faaver & fav fafecar
sale or for distribution SYBRYT BT ffor

* %k ok

xvii




1.1

1.2

£

GENERAL PRINCIPLES OF LAW,

INTRODUCTION

Jurisprudence: It is the study of

i
fundamental legal principles and is ':; i

also science and philosophy of law. )
Pharmaceutical Jurisprudence: b R
It is a branch of pharmacy which ""'_;; ‘#‘
deals with the knowledge of laws

relating to drugs and pharmaceuticals and about
pharmacy profession.

i1

Law intends to regulate and control various
aspects of social life.

Law aspects may be classified as social, economic,
political legislation.

Pharmaceutical Legislation is a mixed legislation,
which overlappingly covers both social and
economic aspects of the society.

The purpose of pharmaceutical legislation is to
ensure that the patients receive drugs of required
quality, tested and evaluated for safety as well as
efficacy for their intended use. It means that
Pharmaceutical Legislation is associated with the
health of society.

PRINCIPLES OF LAW

Laws and regulations govern almost all

aspects of the profession of pharmacy. =

These have been developed over many
years in order to guide the safe and
effective delivery of medications to
patients.

These laws lay down permitted and
prohibited conduct for pharmacists,
pharmacies, and organizations.

HISTORY AND VARIOUS ACTS RELATED
TO DRUGS AND PHARMACY PROFESSION

DI D Hea fgid, sfasra 3ix
<d131i 3T SRR U2 O Hdftia fafies
stfirferan
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PHARMACY LAW AND ETHICS I

2.5.5

2.6

2.6.1

PHARMACYACT, 1948

same qualification by law allowed to enter and
practice profession of pharmacy in that country.

Central Register of Pharmacists

Central Council is required to maintain a register
of pharmacists known as the Central Register
Registers contains name of all persons for the time
being entered in the registers of different States.
Each State Council is required to supply five copies
of its registers to the central council as soon as
after the 1%t April every year.

The registrar of the PCI maintains and revise the
central register the central register time to time
and published it in Gazette of India.

The Central Register is deemed to be a public
document within the meaning of Indian Evidence
Act, 1872.

STATE AND JOINT STATE
PHARMACY COUNCILS

State Pharmacy Council and Joint State Pharmacy
Councils are also constituted under this Act by the
State Governments.

Section — 19 of Pharmacy Act 1948 provides for
constitution and composition of state council
President and vice president hold office for a

maximum of five years and eligible for re-election.

Constitution of State and Joint State Pharmacy

Councils

2,55

2.6

2.6.1

BRRAT & URT H 9T et 3R IR IR DI 3TN
EREI

BEIRRE] BT DA IR

Do IRYE BN HEINI & Yo AR I1Y
RET MAAF &, oY Do INTEX Bl 91T 2 |
IR # faf=t st & IRt # g1 by oH
gret 1 aafeal & 9M B §

T 5T URYE BT 3T IVRER &1 Ui ufey S
IRYE B TAH a¥ 1 3 & 1€ Sieg I Sfeg U
BT BIAT B |

ARG BT IR BT IVRER Had IRRER BT
FHI—FHI TR §1C @l iR AR dxar 8 3R
39 YRR oT0a & YR &ear § |

DHa IR B IRAT A1eg rffgH, 1872 &
it & TEA USH ATdSId S¥qTdel AT ST

g
9 SR Yt T BRI aRYS

RISy B gRYe 3R Hgeh Iog Bl aRye A
39 AT & d8d 5T WRGRI gRT ST B ST
gl

BT IR, 1948 B &IRT 19 =T URYE & T
3R EAREET BT MR PRl 2 |

e 3R U BT Bridblel AfHTH Uig auf &
forg 81am 8 3R 9 g7 g9 & Ay B E |

I5g 3R YW TSy BEY gREal w1 Ied

Table 2.2 Members of State and Joint State Pharmacy Council
ATfeTT 2.2 5T AR WY I B! IR & FeH

STATE COUNCIL

(=g URY¥R)

JOINT STATE COUNCIL
(| Iy URkEe)

ELECTED MEMBERS (faifera )

Six registered pharmacists elected from
amongst themselves

One member elected from amongst themselves
by the members of the Medical Council of the
State

B Uolipd BMIMNRE U+ 19 | 1 STuT |

ST BT AfSh PISRIT & Tl gRT 30+
dr@ | AT T US He |

e 3-5 Registered pharmacist of each of the state
elected from amongst themselves

e One member elected by the Medical Council of
each state from amongstits members.
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s arferfas, 1948

NOMINATED MEMBERS (F9Hd He&)

Five members of whom at least 3 shall be
possessing a degree /diploma in pharmacy or
pharmaceutical chemistry or be registered
pharmacists, nominated by the State Government.

(RS0 WRER gRT 1T uig e, R 9 &9 94

P9 M D U BEET AT BHERRHT HAw
fSMESMT BRI A1 9 USliga BRI i ()

2-4 members nominated by each participating
State of whom more than half shall be possessing a
degree or diploma in pharmacy or pharmaceutical
chemistry or be registered pharmacists.

(IA® AN o9 dlel IS0 gRT AT 2—4 963,
R @ o 9 e & 99 BERN a4
sHRCHa sfegl § S a1 fSamr g a1 9

I PHARMACY LAW AND ETHICS

Gofihd BIEIRRS 81T |)

EX-OFFICIO MEM

BERS (U3 95%)

e Chief administrative Medical Officer of the
State.

e Officer in Charge of Drugs and Cosmetics Act,
1940.

e Government Analyst under the Drug and
Cosmetics Act as State Government may
appoint in this behalf.
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Chief Administrative Medical Officer of each of
the participating States.

Officer-in-charge of the Drug Control
Organization of each participating state.
Government Analyst of each participating
State.
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2.6.2 Inter-State Agreement

1. Two or more States entering into an agreement
may agree for the constitution of a Joint State
Council for all the participating states or that the
State Council of one State shall serve the needs of
the other participating states.

2. In addition to such matters as are in this Act
specified, an agreement under this section may—

(a) Provide for the apportionment between the
participating States of the expenditure in
connection with the State Council or Joint State
Council

(b) Determine which of the participating State
Governments shall exercise the several functions
of the State Government under this Act, and the
references in this Act to the State Government shall
be construed accordingly.

(c) Provide for consultation between the participating
State Governments either generally or with

reference to particular matters arising under this
Act

2.6.2
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Chapter 1

General Pharmacology

v

Introduction and scope of Pharmacology

v Various routes of drug administration -
advantages and disadvantages
v" Drug absorption - definition, types,
factors affecting drug absorption
Bioavailability and the factors affecting
bioavailability Drug distribution -
definition, factors affecting drug
distribution
v Biotransformation of drugs - Definition,
types of biotransformation reactions,
factorsinfluencing drug metabolisms
v Excretion of drugs - Definition, routes of
drugexcretion
v" General mechanisms of drug action and
factors modifying drugaction
Chapter 2
Drugs Acting on the Peripheral Nervous
System
e Steps involved in neurohumoral
transmission
¢ Definition, classification,
pharmacological actions, dose,
indications, and contraindications of
v" Cholinergic drugs
v Anti-Cholinergic drugs
v" Adrenergic drugs
v Anti-adrenergic drugs
v" Neuromuscular blocking agents
v" Drugs used in Myasthenia
gravis
v Local anaesthetic agents
v" Non-Steroidal Anti-Inflammatory Drugs
(NSAIDs)
Chapter 3
Drugs Acting on the Eye
¢ Definition, classification,
pharmacological actions, dose,
indications and contraindications of
v" Miotics
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Mydriatics
Drugs used in Glaucoma

Chapter 4

Drugs Acting on the Central Nervous System
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Definition, classification,
pharmacological actions, dose,
indications, and contraindications of
General anaesthetics

Hypnotics and sedatives
Anti-Convulsant drugs
Anti-anxiety drugs
Anti-depressant drugs
Anti-psychotics

Nootropic agents

Centrally acting muscle

relaxants

Opioid analgesics

Chapter 5

Drugs Acting on the Cardiovascular System
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Drug therapy for shock
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Drugs Acting on Blood and Blood Forming
Organs
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1.1.

1.1.1

Chaplor

1

N

INTRODUCTION AND SCOPE OF
PHARMACOLOGY

Pharmacology, the term is derived from the Greek
word ‘pharmakon’ meaning drug and ‘logos’
meaning discoursein.

Pharmacology, thus, is the science of drugs.
Word ‘drug’ is derived from French word ‘drogue’
meaning a dry herb. It is defined as any substance
used for diagnosis, Prevention and relief of disease.
Pharmacology deals with study of sources of
drugs, mechanism of action, toxicity, absorption,
metabolism of

distribution and

drugs
Historical background

India’s earliest pharmacological writings are
found in the Vedas, particularly the Rigveda
(~3000 BQC).

Hippocrates, the Greek physician, is known as
the Father of Medicine for studying disease
causes.

Galen, another Greek physician, proposed the
theory of disease due to imbalances in bodily fluids
and is considered the First Pharmacist.

Oswald Schmiedeberg is regarded as the Father
of Pharmacology.

Sir Ram Nath Chopra, an Indian medical officer,
is the Father of Indian Pharmacology.

Paul Ehrlich,
“Chemotherapy” and the Magic Bullet concept

Mahadeva Lal Schroff is the Father of Indian

Pharmacy for his role in pharmacy education

a Nobel laureate, coined
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GENERAL PHARMACOLOGY
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GENERAL PHARMACOLOGY

Drugs are obtained from a variety of sources:

- IRt A= 9l 9 o @ Y ©

SOURCES OF DRUGS
(st % sh)

Natural
(i)

Synthetic
(@)

(Chemical synthesis)
KIRRCESEE L))
* Neostigmine (fFraifRewrg=)

Biotechnology
(GERIEIRED))

Human Insulin (Humulin)

+ Omeprazole (3NHHTSIIT) I(R?Ejimi agb (ezgfer))
Refrria
[Plants] [Anlmals] [Mlnerals] [Mlcrobes] [Human] l(Jrokinas)e from cultured
(tﬁ;f) . () (@Mi ) _ | (ﬁs' of E'_?l_ (ra) human kidney cells
* Morphine ¢y * Magnesiumssulp * Penicillin Immunoglobulin, T T A A
(AR®) (aRr) hate (affafer) from blood, gﬁmﬂ\j}: ¥ W)
e Atropine Heparin (Ahf¥rm gewe ) » Cephalosporins (= kil W@gﬁﬁ) Recombinant DNA
(vgifte) (29R+) * Aluminium (RrwraraiR=) Growth hormone technology
hydroxide from anterior Repiftasie Svg s
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Natural: 1. H@ﬁﬁﬁ :

Plants: Contain alkaloids (e.g., Morphine,
Atropine), glycosides (e.g., Digoxin), and oils (e.g.,
Coconut oil).

Animals: Products like Insulin and Heparin.
Minerals: Used in forms like Iron salts and
lIodine.

Microbes: Antibiotics from fungi

(e.g.,
Penicillin), bacteria (e.g., Polymyxin B), and
actinomycetes (e.g., Tetracycline).

Synthetic Chemistry:

Synthetic drugs (e.g., Aspirin) offer purity and
consistency.

Biotechnology:

Recombinant DNA technology produces proteins

like Human insulin and growth hormone.

ROUTES OF DRUGADMINISTRATION

A route of administration refers to the method
by which a drug is introduced into the body.
Most drugs can be administered through multiple
routes, with the choice depending on both drug
and patientrelated factors.

Factors Affecting Route Selection:
Drug Characteristics: The nature of the drug
influences its route (e.g., solubility, stability).
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PHARMACOLOGY I BIOLOGICALS
FILL IN THE BLANKS (R <= ﬂﬁ)l

1. is used to prevent the spread of infectious 1. ___ &I ST GhMe I & YR DI b B
diseases. forg fopam ST 2 1

2. involves the transplantation of living cells 2. ¥ I I Refedi & sorw & forw Shifag
to treat diseases or conditions. PIRTHRN BT FIRTOT A 2 |

3. vaccines are made from weakened forms 3. __ & IOM® & HHOR wU W §HY ST
of the pathogen. gl

4. ___ vaccines are made from killed or inactivated 4. <% 3R U IT fAf%py Fv 10 IR 9
pathogens. Y A B |

5. ______ vaccines are composed of detoxified toxins 5. __ b JIIRIAT B fecifmss faurs Tt
of bacteria. A9 B B

1. Vaccine (Si&1)
3. Live attenuated (5119 &fioT <iep1)
5. Toxoid (STFIISE)

ANSWER KEY (ST i)

2. Cell therapy (SHI¥@T oRMY)
4. Inactivated (Mf¥pg <)

THEORETICAL QUESTIONS ({gii® ¥eH)

Short answer questions

(each question carry 4 marks)

1. Define the Biologicals along with their types.

2. Write a short note on Vaccine.

3. Write a short note on gene therapy and
applications.

4. Write a short note on side effects of biologicals.

5. Write an application of gene therapy.

Long answer questions

(each question carry 8 marks)

1. Explainin briefabout the Vaccine.

2. Explain in Brief about the Biologics.

3. Explain in Brief about the Gene therapy.

4. Write the definition of biologicals? Write the
difference between biologicals and other drugs.

5. What do you mean by the vaccines and give

classification of vaccines.
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