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» Understand pharmacists’ @ Clearly articulate the problem

challenges ® Analyze legal and ethical

contexts
® |dentify key issues

o Gather insights from
professionals

® Identify patient needs

Design Thinking
Approach in Pharmacy
Law & Ethics

IDEATE

@ Brainstorm potential
solutions

"~ EMPATRIZE [,

® Understand pharma-
cists’ challenges

PROTOTYPE

® Explore innovative
approaches

o Gather insights from
professionals

@ |dentify patient needs @ Challenge exising norms

¢ Solicit feedback from stakeholders

o Evaluate impact and feasibility
® Refine based on input
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MINDMAP

".\Q(Drug Manufacturing\

* Good Manufacturing Practices
(GMP) adherence mandatory

* Enhanced quality control norms.

« Stringent oversight on raw = Separate regulatory framework
material sourcing \ for medical devices

Clinical Trials W Penaltles & Offensa

« Clearer guidelines for UGS AN D

- : » Harsher penalties for violations
conducting trials ¢ COSM ETICS ACT 1940

Q Increased fines for spurious drugs
« Safer conditions for A
i tineon il NEW AMENDMENT_syJ e o o
- / " \ - / » .
: Cosmetic Regulations

« Stricter labelling requirements
» Bans on harmful ingredients

v Hosnsing SRR Pharmacovigilance "1« Improved safety testing
IR ' \ norms
» Measures to prevent sale » Enhanced monitoring

T

, » Regulation of online
pharmacies

of Fake or substandard drugs of drug side effects

- Improved adverse drug
reaction reporting system
-
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Drags and Cosmetics (Compounding; of:
Oifences) Rules; 2025

Bridging Regulation and Business Continuity
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Amendments Enhance Drugs and Cosmetics Act

Enhanced Regulation

Govern manufacture, distribution,
sale

Safety & Efficacy

Ensure quality of products

Public Health

RI~vsar A v s s 29 37 o5 2t o
INSW AMMmaeanoimaanroc
N YV Rl

Promote well-being of citizens

5 108!
HAIATIITNI LGOS

Update Drugs and

Cosmetics Act Streamlined Approvals

Address contemporary healthcare
challenges

Fostered Innovation

Encourage drug development

Made with Z Napkin
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Evolving Drugs and Cosmetics Act

Outdated Key Modernized
Framework — . Framework
Enhance regulatory Prioritize public
Inadequate drug and framework and health and industry Robust drug and
cosmetic oversight safety growth cosmetic oversight
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Recent Amendments to the Drugs and
Cosmetics Act, 1940

Strengthening Regulatory
Owversight

Iincreased penalties, CDSCO emnpowerment,
and online licensing.

Focus on ensuring the safety and
effectiveness of phamaceutical products.

Made with Z Mapkin
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Strengthening Regulatory Oversight Ensures Public Safety and Economic
Stability

— Enhance —

/ I\ Supervision / I\

Improved safety, consumer
confidence, and economic
stability

Inconsistent compliance
and risks
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Drug Safety and Efficacy Cycle

L]
Healthcare / \
Enhancement o
Patient *©
Protection \ /
o

Continuous
Monitoring
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Regulatory
Oversight

Market
Distribution
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Navigating Drug Import Regulations

e . - -
%Q Import for Clinical Trials

Drug Import

Regulations S, Import for Personal Use

e

=\ Import of Controlled
\—Y Substances
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Unveiling the Dimensions of Innovation and Research

Investment in WWW. sng roups.com
Research Initiatives -SNSEroups.

Allocating resources to
support groundbreaking
research projects.

Support for
Iinnovative Ideas

Providing backing for novel
concepts and solutions.

Collaboration Among
Diverse Teams

Encouraging
Innovation and
Research

Facilitating teamwork across
disciplines for new
discoveries.

Fostering creativity for
progress in diverse fields.

Resources and
Funding for
Experimental Projects

Offering financial aid for
experimental and exploratory
ventures.

Economic Growth

Stimulating financial
expansion through innovative
advancements.

Societal
Advancement

Enhancing community
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Benefits of International Standards Alignment

Innovation and Consistency and
Improvement Quality

Credibility and
Trust
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Evolution of Drugs and Cosmetics Act

Expanding
Objectives
Safety, efficacy, Consumer protection,
quaility innovation
1 2 3
Emerging
Challenges

Counterfeits,
technology, trials
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Factors Ensuring Safe and Legal Drug

Importation
Storage and Product
Distribution Registration

Y/

Vs
Adverse Event ‘ Q) & 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 importad drugs.

=4

Pay Duties and Taxes E A JJ % — Provide Documentation
Settle any applicable fees and .@ SN EQ Submit necessary papers like

taxes. | | | licenses and invoices.

@

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) (NM/ N\
» T
o~ \ — )

08/01/2026 ETHICS | DCA-NEW AMENDMENTS | SHARMILA | LECT | SNSCPHS




08/01/2026

How to obtain a drug import license?

— =

~— g}

\_)
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Application

Submit a detailed application with
company and drug information.

Documentation

Provide necessary documents like CPP
manufacturing license, and GMP
complience.

Inspection

Prepare for MRA inspection of premises
and manufacturing site.

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

{ What is PharmaGlobal's plan? j

(!s OncoHope authorized for marketing J (/*\
in the EU? \\

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