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Abaut the Book

Hezards aned Safeiy Mimergemend s newly imroduced subject by the Phanmacy Council of India (PCH in the M
Pharm, (Pharmacentical Quality Assurance] Semester-11. This book will provide the vahuable insight and chapters
on Snfety and Hazards Management.

1. The nstural resources ind environmental hazards,

3 ldentifies the common factors thatare ofien precursors tothe sccident i the pharmaceutieal indusiries.

3. Include the reference to helpful information on regulatory guidelines suck as Good Manufacturing Praciice
(GMP), Imemational Conference on Hamonization (ICH), World Healih Organiztion (WHO),
Oecupational Safety and Health Administration (OSHA Jetc.

4. This book also covers the safery for handlmg danperous chernicals, gases, process, infection control and
prevention, five safery nlong with iz manzpement.

5 Cwiline a proactive hazsnd control approoch based on risk assessment and management, identification of

organizational facrors thatassiat in sccident provention.

About the Authors
Dr. Pankaj V. Dangre is presemly working as an Associate Professor and Vice Desn Research at
Diatta Meghe College of Pharmacy, DMIHER (DL}, Wardha (MS), Indfiae. He has mode than |1 years
of experience in teaching and research. He haz published over 30 research popers inrepured nutional
and ntemational journals and suthored several books:and book chapiers of international repute. He
has presented papers to vanious sympogia, workshops, and conferences sponsored by AICTE, DET,
DST, 1PA, and BCUD. He also serves as & reviewer for multiple imternational jourmals and
government-funded bodies. He is a recognized Pl snd postgradusie supervisor and has guided 20 M. Phann,
students nnd 06 PhD. students under his guidance. Heis the recipient of young scientist ITS from DST-SERB. His
core area of research inchedes seif-emulsifying drug delivery systems (SEDDS), terial science, multi-
particulates drg deliv watem, solubility enhancement 1=d1n|qun-.x deep eutectic solvents, and quality by
design(QbD). He is associated with |1m11.~s;|un:]lhudu:> guch as MSBC, APTL and CRS.

D Shadlesh 8. Chalikwar i3 presently working as Professor and Head of Indusmial Pharmacy &
Pharmacewtical Quality Assurance Depariment ai B C. Pate] Inzstitute of Pharmacentical Edwcation
andd Research, Shirpur (MS), India. He is Chairman of Board of Smdies (BOS) in subject of
Pharmaceutics st KBC NMLL Jalgaon. He has completed M. Pharme in Pharmaceutics from
RGUHS, Kamataka, Bangslore and doctoral degree from KBC NMUL Jalgaon. He hastotal 20 vears
ofeaching experience. To his credit, research grants worth of more than Rs. 55 Lakhs from different
satory bodies slong with 66 research publications in reputed national and imemational joumnals with high
impact factors. He has published mwo books and severnl chapters in interarional edited books. He has filed eight
Patents & recently his one filed Patent become commercial (Regeron Inc. South Korea), He is project evaluatorof
several statutory funding agencies. He is editorial board member for several journals and has also worked as
reviewer for several mtemationsl journals. His core srea of research is in novel drg delivery system sach as QbD
Eased nanotechnology and other novel camiers. He is recognized PRD. guide of KBC NMU Julgaoen. He has
puided more than 75 M. Phurn. students and is guiding § Ph. D. students. He has swarded with best teacher sward
by RCPIPER. Shirpur. He has delivered several expert talks in FDP. Seminars. Workshops & Conferences
Spo by AICTE, along with other funding ngencics and governing bodies including regional goviermment
universities, He has also anended and delivered oral presentation 5t 15° Intemational Hydrocolloids Conference
organized by Elsevier at Melboume, Australia. He is associsted with peofessional bodies such as APT]and IPA.
He s the Treasurer (Handling Account Details) for IPA Dhube Local Branch, Shirpur.
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About the Authors

Dr. Shiv Kumar Yaday s currently warking as the Assistant Professor in the l Ex l B 0 0 K 0 N

department of pharmocy practics, R. C. Patel Imrlruf- of Pharmaceutical
Education & Research (RCPIPER), Shirpur, He hos completed his Pherm.D

from Rajiv Gandhi Uni ity of Health Sclence, Bangalore and PhD from
i u v with a leaching and Resoarch exper
the areds of Clinleal loxbeolagy, He has 3 yrs of profsssional

the field of scodemics and ressarch. During his w
in reputed journaly
Pharmacotherapy, Epidemiolegy. Pharmacesconemics ond Clinical (For Fourth Yeor Doctor of Pharmocy os Per PCl Syllabus)
Pharmacy, Followed by Whrough his dedicaled Moching ond research
waorks.

Di. Sharad Chand, Ph.D., is werking as A tani Profe
Deparimeni of Pharmacy Prociice, School of Heolth Scionce and
Technolagy, Dr, thwnnmn Karad MIT Warld Peace Univensi

Pune, Mn‘rwurulh o, India. His current research locuses an pharmaceutical
cove and pafient salsty. He has completad his diplony

in 2001 from CTEVT, Nepal with meri-based scholarship.

sarned his doclor of Fflm'mucr degres (Pharm. D} Fr:rm Raji
Univeriity of Health Sciances (RGUHS), Bangalere in 2018, Further he
zunllnu-qJ his resparch at Nitte (Deermwd o be Univer Mangalore,
India and for that he has been conferred doctorate degree (Ph.D.)

aren of pafiant sofety in 2021. Di. Chand has presented hi

findings ol numerous conferences and seminars ond has r

oocolodes, He ha: more than 70 research publicotions in

and also serves ot a reviewer for them.

De.Savita D Palil is currently working as HOD and Professor in Pharmacy
pro ¢= departmentat R.C, Pnl:l Imlnuh-» hufm'u:tuh:ul Educal
;Iulpu- She has

e d of pharmacy. DiPatil lumplzl:d her B. pharmacy as well as M.
Pharmacy from Poone College of Pharmacy Pune. He did end PhD in
Phormaceutical science From Kovayiti Bahinabai Chaudhaori Morth
Maharashtra University, Jalgaen (M5).Her research interedl includes bath
Preclinical and clinicol ressarch aclivities. She has published more thon 50
research poper: and review o n Mational and International jeurnals,
Guided mare than 7O PG stude Aw::rdﬂi PhD 1o her students. Recipient

of vorious grants. Attended many natienal and International conferences.

Dr. Mane| 5 Dikkotwar, holds Pharm D degree and Ph. D in Pharmocey
EFu:li Ha has :amglclnd ks Pharm D with distinction lrom prestigious
haorati Vidyapeeth, Pune, M

Vaodara, Gujral. He s c nily working Associate Professor in fhe
Dept. of Pharmacy Proch D Y Patil |Jr| eniity School of Pharmacy,
Merul, Mavi Mumbai, Maharashtra. He has & ym of professional
expetionce in the field of academics and recearch. During hiz work tenure,
handled wvarious acedemic as wall as adminishative
i ! instl Pharmocy Practice Departmant. He

af af grant from SOIC (Student Open lnnavalive Challeng
ral 1o perform research work on concer. He hos authored 25
ltnaur:h Review o lr.l 1 in indexed journal and | book chapler inte his
i wirdihip enthusinst and his major research
tonce, Pharmocoepidemiological shudies
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Announcing the New Release

Pharmacy
# Law and Ethics

Course Code ER20-26T
for Second Year Diploma in Pharmacy

As per the latest syllabus prescribed by Pharmacy Council of India
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ISBN : 978-93-5466-685-8

Trim Size : 6.75 x 9.5inch | 173 mm x 240 mm
Color : Single Color

Pages : 302

Paperback

This book is a comprehensive textbook gives the essential content to

impart basic knowledge to pharmacy students on the relevant topics of

law and ethics.

Salient Features

* Important legislations related to the profession of pharmacy in India.

* Definitions, the origin, and nature of pharmaceutical legislations in
India with their principles and significance of professional ethics.

* Regulatory authorities and agencies governing the manufacture and
sale of pharmaceuticals.

* Special attempt has been made to provide case study on various
pharmacy laws.
The book also includes chapter-wise multiple choice questions and

long and short questions for self-assessment and practice for various

competitive examinations.

CBSPD Dedicated to Education

CBS Publishers & Distributors pvt Lid



CONTENT

1. History of Drugs Legislation and 12. Medical Termination of Pregnancy Act
Pharmacy Profession in India 13. Role of all the Government
2. Pharmacy Act, 1948: An Act to Pharmaceutical Regulatory Bodies
Regulate the Pharmacy Profession 14. Good Regulatory Practices
3. Drugs and Cosmetics Act, 1940 and its 15. Intfroduction to BCS System of
Rules, 1945 Classification
4. Medicinal and Toilet Preparations Act, 16. Blood Bank—Basic Requirements and
1955 and Rules thereunder, 1956 Functions
5. Narcotic Drugs and Psychotropic 17. Clinical Establishment Act, 2010 and
Substances (NDPS) Act, 1985 and Rules Rules thereunder
thereunder 18. Biomedical Waste Management Rules,
6. Drugs and Magic Remedies Act and 2016
Rules thereunder 19. Bioethics
7. Prevention of Cruelty to Animals Act,  20. Infroduction to the Consumer
1960 Protection Act
8. Poisons Act, 1919 21. Medical Devices —Categorization,
9. Food Safety and Standards Act, 2006 Basic Aspects Related to Manufacture
10. National Pharmaceutical Pricing and Sale
Authority 22. Right for Information Act (RTI)
11. Code of Pharmaceutical Ethics 23. Case Studies

Institute of Pharmaceutical Education and Research, Shirpur, Dhule, Maharashtra. He has
completed his bachelor's and master's degree in Pharmacognosy in 2015 and 2017 respectively
from RC Patel Institute of Pharmaceutical Education and Research, Shirpur. Recently, he
received the Young Scientist Award from the Society of Pharmacognosy and Phytochemistry, New Delhi.

Vishal Suresh Bagul wmpharm is Assistant Professor, Department of Pharmacognosy, HR Patel ﬁ

Sanjaykumar B Bari mpharm PhD is Principal and Professor, Department of Pharmaceutical
Chemistry, HR Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule,
Maharashtra, with more than 26 years of teaching, research, and administrative experience. Dr
Bari has received a National Merit Scholarship from Xith to BPharm, Junior Research Fellowship
(Gate-94) and PhD (AICTE-QIP Fellowship), VLife Sciences best publication award 2012, Dr PD Sethi
Annual Award 2011—a certificate of merit for a research paper, Intfernational Achievers Award 2015 by
Utkarsh & Manavseva Vikas Foundation at National Achiever's Summit, Aurangabad, Best Principal
Award 2019 by KBC North Maharashtra University, Jalgaon and APTI-IPER's Principal Year Award 2021.

Rajeshwari Satish Patil mpharm is Assistant Professor, Department of Pharmacognosy, RC

Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule, Maharashtra. She Q
completed herbachelor's degree in pharmacy in 2017 and master's degree in pharmacognosy ,)':/
in 2019 from RC Patel Institute of Pharmaceutical Education and Research, Shirpur, Maharashtra.

Deepak Manohar Patil mpharm is Assistant Professor, Department of Quality Assurance, HR
Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule, Maharashtra. He g

completed his bachelor's from RC Patel Institute of Pharmaceutical Education and Research,
Shirpur, Dhule, Maharashtra in 2015 and a master's degree in quality assurance from AISSMS
College of Pharmacy,Punein 2017.
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ISBN : 978-93-5466-510-3

Trim Size : 5.5 x 8.5inch | 140 mm x 216 mm
Color : Single Color

Pages :240

paperback

This book is a comprehensive textbook gives the essential content to

impart basic knowledge to pharmacy students on pharmaceutical

jurisprudence.

Salient Features

* Important legislations related to the profession of pharmacy in India.

* Definitions, the origin, and nature of pharmaceutical legislations in
India with their principles and significance of professional ethics.

* Regulatory authorities and agencies governing the manufacture and
sale of pharmaceuticals.

* The textbook makes a special attempt to provide case studies on
various pharmacy laws.
It also contains multiple choice questions and long and short questions

at the end of each chapter for self-assessment and practice for various

competitive examinations.
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CONTENTS

Drugs and Cosmetics Act, 1940 and its Rules, 1945

Pharmacy Act, 1948

Medicinal and Toilet Preparation Act, 1955 and Rules thereunder 1976
Narcotic Drugs and Psychotropic Substances Act, 1985 and Rules
Study of Salient Features of Drugs and Magic Remedies Act and its
Rules

Prevention of Cruelty to Animals Act, 1960

National Pharmaceutical Pricing Authority: Drugs Price Control Order
(DPCO) 2013

8. Pharmaceutical Legislations

9. Code of Pharmaceutical Ethics

10. Medical Termination of Pregnancy Act

11. Right to Information (RTI) Act

12. Introduction to Intellectual Property Rights (IPR)

13. Case Study
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Vishal Suresh Bagul mpharm is Assistant Professor, Department of Pharmacognosy, HR
Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule, Maharashtra. He has
completed his bachelor's and master's degree in Pharmacognosy in 2015 and 2017
respectively from RC Patel Institute of Pharmaceutical Education and Research, Shirpur.
Recently, he received the Young Scientist Award from the Society of Pharmacogno
Phytochemistry, New Delhi.

Sanjaykumar B Bari mpharm PhD is Principal and Professor, Department of Pharmaceutical
Chemistry, HR Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule,
Maharashtra, with more than 26 years of feaching, research, and administrative experience.Dr
Bari has received a National Merit Scholarship from Xith to BPharm, Junior Research Fellowship
(Gate-94) and PhD (AICTE-QIP Fellowship), VLife Sciences best publication award 2012, Dr PD Sethi
Annual Award 2011—a certificate of merit for a research paper, International Achievers Award 2015 by
Utkarsh & Manavseva Vikas Foundation af National Achiever's Summit, Aurangabad, Best Principal
Award 2019 by KBC North Maharashtra University, Jalgaon and APTI-IPER's Principal Year Award 2021.

Rajeshwari Satish Patil mpharm is Assistant Professor, Department of Pharmacognosy, RC
Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule, Maharashtra. She
completed her bachelor's degree in pharmacy in 2017 and master's degree in
pharmacognosy in 2019 from RC Patel Institute of Pharmaceutical Education and Research,
Shirpur, Maharashtra.

Deepak Manohar Patil mpharm is Assistant Professor, Department of Quality Assurance,
HR Patel Institute of Pharmaceutical Education and Research, Shirpur, Dhule, Maharashtra. He
completed his bachelor's from RC Patel Institute of Pharmaceutical Education and Research,
Shirpur, Dhule, Maharashtra in 2015 and a master's degree in quality assurance from AISSMS
College of Pharmacy, Pune in 2017.
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