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Good advice for those using medicines:

= Learn the name of the active ingredient in your medicine. If you are
unsure of what the name of the active ingredient is, ask your doctor or
pharmacist.

Do not remove the label from the packaging. The label often indicates
which medicine your doctor prescribed, the equivalent medicine you
received and the name of the active ingredient.

Always inform your doctor of any allergies you may have. The doctor
will decide if a change of medicine is appropriate.

= Ask a pharmacist, or your doctor, if you are unsure of how to use your
medicines.

More questions about your medicines or generic
substitution?

Ask your pharmacist or your doctor
Contact a pharmacist or your doctor. They are very knowledgeable about
medicines, the high-cost threshold system and your prescriptions.

‘Call Public Medicines Information

0771-46 70 10

Public Medicines Information is part of the Medical Products Agency and
can answer any general questions you have about your medicines.

Read more on the Medical Products Agency website
www.lakemedelsverket se/utbyte

‘The Medical Products Agency websile contains general information about
medicines.

This brochure has been produced by the Swedish Medica Products Agency, which approves the
medicines sold in Sweden, and by the Swedish Dental and Pharmaceutical Benefits Agency
(TLV], which sets pricing and subsidies for medicines.

A safe substitution at the pharmacy
- the equivalent medicine at the lowest price

‘When you collect your prescription medicine at a pharmacy
you are often offered an equivalent medicine at a lower price.
This is called generic substitution.

TV

/N LAKEMEDELSVERKET

MEDICAL PRODUCTS AGENGCT

CRRME DS ORISR T

Why are medicines substituted?

Medicines are substituted so that neither you nor society as a whole is forced
to pay more for them than is necessary.

‘When a pharmaceutical company develops a new medicine, known as a
brand name medicine, that company has the sole right to produce and market it
for a specific period of time. After this period, other companies may produce
equivalent medicines containing the same active ingredient, generic medicines,
and prices drop due to the resulting competition.

Pharmacies are obliged to offer the equivalent medicine with the lowest price.
1If we paid the same price now as we did when the medicines lacked generic
competition, the cost would be SEK 8 billion higher each year. This is equal to
the annual cost of running almost 300 community health centres.

Why can equivalent medicines look different?

In addition to active ingredients, medicines also contain excipients that give
them their colour, form and taste. Equivalent medicines
contain the same active ingredient in the same amount,
but the excipients may vary, which may make them
look different.

The same active substance
and medicinal effect...

.. but a different name,

&= appearance and price

Are equivalent medicines equally effective?

Yes; equivalent medicines contain the same dose of the same active ingredient,
have the same medicinal effect and work the same in the body. Therefore,
they may be substituted for one another.

Are equivalent medicines equally safe?

Yes; equivalent medicines are equally safe, regardless of price. All medicines are
tested and approved by government agencies before they go on sale. Generic
medicines are subject to the same stringent quality requirements as brand
name medicines and work the same way in the body.

All medicines can cause adverse effects, side effects, which are usually caused
by the active ingredient. Even though the medicines are equivalent, their side
effects may be described differently in the patient information leaflet included
in the package. Contact your doctor or pharmacist if you experience new side
effects from your medicine, or a change in its effect.

Your medicine, your decision

You decide if your medicine will be substituted, but your choice affects the price
you pay. The pharmacy offers the medicine that has the lowest price. Which
medicine this is can vary between visits to the pharmacy. You have to pay the
full price of any medicines not covered by the high-cost threshold system.

The table belaw consains same common examples of equivalen: medicine substivutions. Medicine A is

Witten on your prescription, but Medicing B has the lowest price. Both Medicines A and B are cavered by
the high-cost threshald system

At the pharmacy

Your cost

‘The pharmacy offers you Medicine B and.
you choose Medicine B.

The pharmacy offers you Medicine B, but
you want Medicine A, which is written in
your prescription.

You dactor has decided that your medici-
neis not (o be substituted.

The pharmacy offers you Medicine B.
However, you do not want this medicine.
Nor do you want Medicine A, but another
medicine that is equivalent and substitutable.

The whole cost of Medicine B is covered
by the high-cost threshald system

You must pay the price difference
between A and B, the rest is covered by
the high-cost threshold system.

The pharmacy gives you Medicine A- The
entire cost of Medicine A is covered by
the high-cost threshold system

This cost is not covered by the high-cost
threshold system. You must pay the full
price of the medicine

®

Folder about generic substitution
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Drug Interchangeability and Dispensing Fee Act

Newfoundland and Labrador Pharmaceutical Services Act-An Act Respecting Pharmaceutical Services
Prescription drug insurance

A PRESCRIPTION FOR CANADA:ACHIEVING PHARMACARE FOR ALL
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Canada.ca » Departments and agencies » Health Canada % Drugs and health products » Drug products % Fact Sheets - Drug_products

Access to Generic Drugs in Canada

On this page
e What is a generic drug?
e How does Health Canada regulate drugs and other health products?
e How does Health Canada know generic drugs are safe and effective?
e What information is in a generic drug submission?
e What generic drug submissions are currently under review?
e How does Health Canada review generic drug_submissions?
e How can I learn about Health Canada decisions on generic drugs?
e What laws apply_to generic drugs?
e How long does it take before a generic drug_can be sold in Canada?
e Why might generic drugs look different than brand name drugs?
e How do I know if the drug I am taking_is a generic?
e Why did the pharmacist give me a generic drug?
e How does Health Canada monitor the safety and effectiveness of generic drugs?
e What if [ have a reaction to a drug?
e Where can I find information on approved generic drugs?
e How do product monographs for generic drugs get updated?

Access to Generic Drugs in Canada 22
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Generic Drugs
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Get the facts {
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In the United States, 9 out of 10 prescriptions filled are for generic drugs. Increasing the
availability of generic drugs helps to create competition in the marketplace, which then

helps to make treatment more affordable and increases access to healthcare for more
patients. Learn more about the EDA Drug_Competition Action Plan.

The FDA's Office of Generic Drugs (OGD) within the Center for Drug Evaluation in
Research ensures high-quality, affordable generic drugs are available to the American
public by following a rigorous review process that includes:

+ Managing the regulatory process to facilitate drug approvals,
s Establishing science initiatives to research generic drugs,
+ Publishing data and reports on generic drug development and review, and

+ Offering educational materials and information.

Overview & Basics

Information about the generic drug review process, FDA standards and
pricing, and answers to frequently asked questions

Industry Resources

Electronic submission forms, requirements, guidance, reports, and other
resources to help facilitate generic drug applications and approvals

Approvals & Reports

First-time generic drug approvals, generic drug application review metrics,
and Generic Drugs Program reports

Science & Research

FDA generic drug regulatory science initiatives, research priorities and
reports, public workshops, and opportunities for collaboration

Patient Education

Infographics, brochures, handouts, posters, presentations, PSAs, and
articles about generic drugs for educators, health care professionals, and
consumers
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Generic Drugs: Questions & Answers
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Spanish Language version - Medicamentos Genericos: o D
Preguntas y Respuestas (PDF - 213 KB)
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« What are generic drugs? gsaie gSaie
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+ How does FDA ensure generic medicines work the

same as brand-name medicines?

« Why does a generic drug look different from
the brand drug?

* Why do generic medicines often cost less than the brand?

 What standards must generic medicines meet to receive FDA approval?

» |s a generic of my brand-name medicine available?

« How does FDA monitor side effects or safety issues with generic medicines?

* Where can | find more information about generic medicines?

Patient and Prescriber Educational Materials

» Generic Drugs: Questions and Answers
Answers to frequently asked questions about generics

+ Generic Drugs Stakeholder Toolkit
Sample social media posts and information cards for stakeholders to help share FDA

materials, resources, and information

Generic Drugs Stakeholder Toolkit

‘ f snare X Post | in Linkedin | = Email | & Print

The following information is provided to help you promote FDA as a resource for
information on generic medications and encourage prescribers and patients to talk to each
other about generic medications.

Animated GIFs 7
Sample Social Media Posts for Consumers/Patients '

o Twitter Messages

o Facebook Posts

o Information Cards e o

than the brand-name
drugs they duplicate.

Sample Social Media Posts for Prescribers

But they are as safe
and effective.

o Twitter Messages

o Facebook/LinkedIn Posts

o Information Cards

Sample Blog/Newsletter Article
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