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*. Design Thinking Approach in Pharmacy Law & EthicsZ\:IZ

¢ Understand pharmacists'
challenges

@ Clearly articulate the problem

® Analyze legal and ethical
contexts

® |dentify key issues

o Gather insights from
professionals

o |dentify patient needs

Design Thinking
Approach in Pharmacy
Law & Ethics

N_—o

IDEATE

© Brainstorm potential
solutions

@ Understand pharma-
cists’ challenges

o Gather insights from
professionals

® |dentify patient needs

PROTOTYPE
@ Explore innovative
approaches

® Challenge exising norms

o Solicit feedback from stakeholders

@ Evaluate impact and feasibility

o Refine based on input
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vy
@ Pharmacy Council of India Code of Ethics

Central Regulatory Monitoring o Professional Avoldmg
Py o e s,

« Inspections
& Standards
Pharmacist Qualification

« Diploma in Pharmacy ' Bachelor of Pharmacy
(D.Pharm) (B.Pharm)
@uing Education

! Responsibilities of Pharmacists
(P

« Dispensing of Medicines

« Maintaining Records

Pharmacy Practice
Regulation in India

- Patient Counseling

» Adverse Drug Reaction « Pharmacy Management ) = Patiem‘: Safety
Reporting
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Overview of Pharmaceutical Regulations in India
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Pharmacy Practice
Regulation 2015

Sets standards for
pharmacy practice

Drugs and
Cosmetics Act 1940

Governs drug and cosmetic
manufacturing and sale

Rules 1945

Provides detailed rules for
drug and cosmetic quality
control

Establishes the legal basis
for pharmaceutical
activities

Quality Control
Ensures the safety and

efficacy of pharmaceutical
products
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Achieving Quality Pharmaceutical Care

TSNS
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Ethical Conduct QPO
Uphoid ethical standards in pharmacy ?
practice.

Patient Counseling

k_ & Edmhpu:hvumﬁwpmperund
medications.

Quality Assurance

Ensure the safety and efficacy of
dispensed drugs.

Standardization

Establish uniform standards for
pharmacy operations.
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Core Principles of Pharmacy Practice

/

Quality

Standardization
Assurance

ﬂ

Patient
Counseling

Professional
=‘-=='-" Development

Ethical Conduct

=
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Mutual Respect

Valuing and
acknowledging each
other's contributions

Accountability

Holding parties
responsible for their
actions

Clearly defining what is
required from each party

Transparency Responsibilities

Outlining the duties
each party must fulfill

Ensuring open
communication and
information sharing

Key Provisions
for
Collaboration

ETHICS | PHARMACY PRACTICE REGULATIONS | SHARMILA | LECT | SNSCPHS

T NS
WWW.SNSEroups.com

06/19




1/9/2026

Ensuring Quality Pharmacy Practice

Licensing and
Registration

Pharmacies and
pharmacists must be
licensed and
registered Infrastruciure
Reguirementis

Pharmacies need
specific space,
storage, and
equipment

Continuing
Education

Pharmacists need
ongoing education

Qualified
Personnel

Patient Counseling

Pharmacies must
employ registered
pharmacists

Pharmacists must
counsel patients on
medication use

. Dispensing
Handling Expired Procedures
Drugs

Expired drugs must
be disposed of safely

Srtrict procedures for
dispensing
medications

Storage Conditions

Medications must be Accurate records of
stored properiy all ransactions
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Unveiling the Impact of Pharmacy Practice
Regulation 2015

Pharmacy

Practice 9 @ Patient Safety
Regulation 2015

1 ':}'8 Patient Education
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Ensuring Drug and Cosmetic Safety and Quality

P Drug Quality Regulation

Ensuring drugs meet specified
standards

P> Prevention of Spurious
Drugs

Preventing the sale of fake or
adulterated drugs

P Cosmetic Regulation
Regulating cosmetics for
consumer safety

Pp Control of Drug Imports

Ensuring imported drugs meet
Indian standards

P Licensing and Inspection

Licensing and inspecting
businesses for compliance
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Ensuring Drug Safety and Quality
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[> Storage and Handling

Maintaining proper conditions to

prevent degradation
) D Record Keeping
e |
@ Accurate documentation for
traceability
™
,f// li
- |> Quality Control
v - B] Testing to meet specifications
o
\\ [> Adverse Event Reporting
~
e ~ Reporting any negative effects

@\& " E‘@ [> Recall Procedures

Steps for removing unsafe drugs

Proper identification and protection
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Unveiling Drug Import Permit Requirements

Permit
Requirements

L&
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Details of the
Shipment

Import License
Number

Supporting
Documentation
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Factors Ensuring Safe and Legal Drug

Importation
Storage and Product
Distribution Registration

4

[\
Adverse Event % &~ Intellectual

Reporting Property Rights

T

Supply Chain
Security
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Customs and Border Control Procedures Cycle

Declare Drugs

Inform customs authorities
about the imported drugs.

/

Pay Duties and Taxes % Provide Documentation
Settle any applicable fees and N\ Q Submit necessary papers like

taxes. | | | licenses and invoices.

\@Q

Cooperate with
Inspections

Allow customs to inspect and
test samples.
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Pharmaceutical Import License Requirements

Explain the key regulatory
requirements and documentation
needed to obtain and maintain a
license for importing pharmaceutical
products into a specific country
(choose either the United States or the
& European Union)
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How to obtain a drug import license?

=1 Application

/- E ﬁ\l Submit a detailed application with

company and drug information.

Documentation

/_) E_C)\ Provide necessary documents like CPP.
manufacturing license, and GMP

compliance.

— @ =

Prepare for MRA inspection of premises
and manufacturing site.

> |72 aminn

Await MRA evaluation for safety, efficacy,
and guality standards.
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Importing a Novel Anti-Cancer Drug into the EU
for Clinical Trials

{ What is PharmaGlobal's plan? )

{ls OncoHope authorized for marketing J e
/\_'1 in the EU? { /(\
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REFERENCE

1.Law and Ethics — B. K. MathewEasy book for beginners on legal
and ethical principles.

2.Ethics and Law — Dr. P. D. SharmaSimple explanation of ethics
used in law and society.

3.Professional Ethics — K. C. JoshiExplains moral duties and
professional conduct.

4.Legal Ethics — V. D. MahajanBasic book on ethics followed by legal
professionals.

5.Legal Information Institute (LII) — www.law.cornell.edu

6.Britannica — Law and ethics — www.britannica.com

ETHICS | PHARMACY PRACTICE REGULATIONS | SHARMILA | LECT | SNSCPHS

18/19



http://www.law.cornell.edu/
http://www.britannica.com/
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