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IntroductionIntroduction
Preparing for a certification exam can feel overwhelming, but with the
right tools, it becomes an opportunity to build confidence, sharpen your
skills, and move one step closer to your goals. At Examzify, we believe
that effective exam preparation isn’t just about memorization, it’s about
understanding the material, identifying knowledge gaps, and building
the test-taking strategies that lead to success.

This guide was designed to help you do exactly that.

Whether you’re preparing for a licensing exam, professional
certification, or entry-level qualification, this book offers structured
practice to reinforce key concepts. You’ll find a wide range of
multiple-choice questions, each followed by clear explanations to help
you understand not just the right answer, but why it’s correct.

The content in this guide is based on real-world exam objectives and
aligned with the types of questions and topics commonly found on
official tests. It’s ideal for learners who want to:

• Practice answering questions under realistic conditions,
• Improve accuracy and speed,
• Review explanations to strengthen weak areas, and
• Approach the exam with greater confidence.

We recommend using this book not as a stand-alone study tool, but
alongside other resources like flashcards, textbooks, or hands-on
training. For best results, we recommend working through each
question, reflecting on the explanation provided, and revisiting the
topics that challenge you most.

Remember: successful test preparation isn’t about getting every question
right the first time, it’s about learning from your mistakes and improving
over time. Stay focused, trust the process, and know that every page you
turn brings you closer to success.

Let’s begin.
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How to Use This GuideHow to Use This Guide
This guide is designed to help you study more effectively and approach
your exam with confidence. Whether you're reviewing for the first time
or doing a final refresh, here’s how to get the most out of your Examzify
study guide:
1. Start with a Diagnostic Review

Skim through the questions to get a sense of what you know and what
you need to focus on. Your goal is to identify knowledge gaps early.
2. Study in Short, Focused Sessions

Break your study time into manageable blocks (e.g. 30 – 45 minutes).
Review a handful of questions, reflect on the explanations.
3. Learn from the Explanations

After answering a question, always read the explanation, even if you got
it right. It reinforces key points, corrects misunderstandings, and
teaches subtle distinctions between similar answers.
4. Track Your Progress

Use bookmarks or notes (if reading digitally) to mark difficult questions.
Revisit these regularly and track improvements over time.
5. Simulate the Real Exam

Once you're comfortable, try taking a full set of questions without
pausing. Set a timer and simulate test-day conditions to build confidence
and time management skills.
6. Repeat and Review

Don’t just study once, repetition builds retention. Re-attempt questions
after a few days and revisit explanations to reinforce learning. Pair this
guide with other Examzify tools like flashcards, and digital practice tests
to strengthen your preparation across formats.

There’s no single right way to study, but consistent, thoughtful effort
always wins. Use this guide flexibly, adapt the tips above to fit your pace
and learning style. You've got this!

Sample study guide, visit https://federalpharmacylaw.examzify.com
for the full version with hundreds of practice questions 4

SA
M

PLE



Questions
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1. Antitussives that contain codeine are classified under
which schedule?
A. Schedule I
B. Schedule III
C. Schedule IV
D. Schedule V

2. Which of the following must be included in package
inserts?
A. A description of the patient’s health history
B. Clinical pharmacology of the drug
C. User reviews of the drug
D. Pricing and availability information

3. Which of the following is a requirement of the Omnibus
Budget Reconciliation Act (OBRA) of 1990?
A. Pharmacists must offer counseling on new prescriptions
B. Pharmacists are prohibited from labeling generics
C. Pharmacists must obtain patient signatures for all

prescriptions
D. Pharmacists can refill prescriptions without patient consent

4. What does "dispensing" a medication involve?
A. The preparation and issuing of a medication to a patient

based on a prescription
B. Creating a new formulation of the medication for clinical

trials
C. Conducting a comprehensive review of potential drug

interactions
D. Providing information about the drug to healthcare providers

only

5. In a three-file prescription filing system, how are
prescriptions categorized?
A. By color coding only
B. By prescription type and schedule
C. By date of prescription
D. By physician prescribing
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6. How many times can Schedule III drugs be refilled within a
six-month period?
A. 3 times
B. 5 times
C. 10 times
D. Unlimited times

7. What is required for an emergency refill of a controlled
substance?
A. A written prescription must be provided later
B. No prescription is needed
C. Only verbal authorization is required
D. A faxed prescription is acceptable

8. Which Schedule IV drug is recognized with the brand name
Klonopin?
A. Clorazepate
B. Amphetamine
C. Clonazepam
D. Diazepam

9. Which of the following must OTC drug labeling include?
A. The name of the manufacturer
B. Only the active ingredients
C. A list of potential side effects
D. Pricing information

10. What type of information can be found in the Drug Topics
Red Book?
A. Drug compatibility and storage
B. A listing of drugs by pricing and manufacturers
C. Drug monographs and clinical usage
D. Annual packet insert summaries
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Answers
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1. D
2. B
3. A
4. A
5. B
6. B
7. A
8. C
9. A
10. B
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Explanations
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1. Antitussives that contain codeine are classified under
which schedule?
A. Schedule I
B. Schedule III
C. Schedule IV
D. Schedule V

Antitussives that contain codeine are classified under Schedule V due to the specific
regulations governing their use and distribution. Schedule V substances are recognized
for having a lower potential for abuse compared to those classified in higher schedules.  
In the case of codeine-containing antitussives, they are often formulated with
concentrations of codeine that fall within the acceptable limits established by the Drug
Enforcement Administration (DEA) for Schedule V drugs. For example, a common
formulation might contain only a small amount of codeine, and when combined with
other non-narcotic ingredients, it can be dispensed without a prescription in some states,
further highlighting the controlled yet relatively low risk associated with their use.  This
classification allows for the medicinal use of codeine for treating coughs while
maintaining regulatory oversight to prevent misuse. Understanding this scheduling is
critical for pharmacy practice, as it influences how these medications can be prescribed
and dispensed to patients.

2. Which of the following must be included in package
inserts?
A. A description of the patient’s health history
B. Clinical pharmacology of the drug
C. User reviews of the drug
D. Pricing and availability information

The inclusion of clinical pharmacology information in package inserts is essential
because this section provides healthcare professionals with critical insights into how the
drug works in the body, its mechanisms of action, and its effects on various biological
systems. Understanding the pharmacokinetics and pharmacodynamics of a medication
aids in making informed decisions regarding dosing, efficacy, and safety. This
information is vital for ensuring appropriate use and managing potential side effects or
interactions with other medications.  The package insert serves as an authoritative
source of information that healthcare providers rely on for prescribing and counseling
patients, making the clinical pharmacology section a key component. Other options do
not typically appear in package inserts, as they do not provide the relevant scientific and
therapeutic details necessary for healthcare professionals.
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3. Which of the following is a requirement of the Omnibus
Budget Reconciliation Act (OBRA) of 1990?
A. Pharmacists must offer counseling on new prescriptions
B. Pharmacists are prohibited from labeling generics
C. Pharmacists must obtain patient signatures for all

prescriptions
D. Pharmacists can refill prescriptions without patient consent

The Omnibus Budget Reconciliation Act (OBRA) of 1990 established several critical
mandates for pharmacists, primarily focusing on the provision of pharmaceutical care
and improving patient health outcomes. One key requirement is that pharmacists must
offer counseling to patients on new prescriptions. This mandate was implemented to
enhance medication safety and ensure patients understand their medications, including
proper usage, potential side effects, and any pertinent drug interactions.  The
requirement for offering counseling emphasizes the role of pharmacists not just as
dispensers of medication but as essential healthcare providers who contribute to patient
education and informed decision-making regarding their treatment. This provision aims
to foster better communication between pharmacists and patients, ultimately improving
adherence to medication regimens and optimizing therapeutic outcomes.  The other
options presented do not align with the primary objectives or requirements set forth by
OBRA. For instance, prohibition or requirements concerning labeling generics and
obtaining patient signatures are not necessary components of the act as it primarily
focuses on counseling and ensuring that patients receive the necessary information
regarding their prescriptions. Additionally, refilling prescriptions without patient
consent does not comply with the standards meant for maintaining safety and
accountability in medication management. Thus, the correct answer highlights an
essential aspect of pharmacy practice established by OBRA in promoting patient care and
safety.
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4. What does "dispensing" a medication involve?
A. The preparation and issuing of a medication to a patient

based on a prescription
B. Creating a new formulation of the medication for clinical

trials
C. Conducting a comprehensive review of potential drug

interactions
D. Providing information about the drug to healthcare providers

only
Dispensing a medication primarily involves the preparation and issuing of a medication
to a patient based on a prescription. This process requires pharmacists to accurately
interpret prescriptions, prepare medications (which may include counting, measuring,
and sometimes compounding), and then provide the final product to the patient while
ensuring that all legal and safety standards are met.  This key aspect of dispensing also
includes providing essential information to the patient about the medication, including
dosage instructions, potential side effects, and any necessary counseling regarding
interactions with other medications. The act of dispensing ensures that the patient
receives the correct medication as prescribed and is informed about how to use it safely
and effectively.  In contrast, creating a new formulation for clinical trials is a distinct
process that does not fall under the scope of dispensing as it deals with research and
development rather than patient-oriented medication supply. Conducting a
comprehensive review of drug interactions typically occurs during the patient assessment
or consultation process but is separate from the act of dispensing itself. Providing drug
information solely to healthcare providers does not encompass the full scope of
dispensing, which must also include direct patient interaction and education. Hence, the
definition of dispensing is best captured by the preparation and issuance of medication
based on a prescription.

5. In a three-file prescription filing system, how are
prescriptions categorized?
A. By color coding only
B. By prescription type and schedule
C. By date of prescription
D. By physician prescribing

In a three-file prescription filing system, prescriptions are categorized primarily by
prescription type and schedule. This method of organization is crucial for maintaining
compliance with federal and state regulations regarding the handling of prescription
medications, particularly controlled substances.   Dividing prescriptions into different
categories allows pharmacists and pharmacy staff to easily locate medications based on
their classification. Typically, the three files consist of one for Schedule II controlled
substances, one for Schedule III to V controlled substances, and one for non-controlled
substances. This system not only aids in the efficient management of prescriptions but
also helps in ensuring that the appropriate security measures are in place for the more
tightly regulated medications.  Organizing by prescription type and schedule reflects the
varying levels of control and regulation each category requires, which is essential for
legal compliance and patient safety. This makes it easier for pharmacy staff to track
prescription trends, manage inventory, and respond to audits or inspections.   In
contrast, methods such as color coding, sorting by date, or organizing by the physician
are less effective for compliance and may hinder quick access to needed medications.
Thus, the categorization by prescription type and schedule upholds both regulatory
standards and operational efficiency within the pharmacy.
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6. How many times can Schedule III drugs be refilled within a
six-month period?
A. 3 times
B. 5 times
C. 10 times
D. Unlimited times

Schedule III drugs can be refilled up to five times within a six-month period from the
date of the original prescription. This regulation is set by the Controlled Substances Act,
which categorizes Schedule III medications as those that have a moderate potential for
abuse relative to drugs classified as Schedule I and II.   The limitation of five refills is
designed to ensure proper monitoring of these substances due to their potential for
abuse, while also providing reasonable access for patients who require ongoing
treatment. Refills beyond this limit are not permissible, which helps maintain a balance
between patient care and potential misuse of controlled substances.   Understanding this
refilling limitation is crucial for pharmacy practice, as it influences both patient
management and adherence to federal regulations regarding controlled substances.

7. What is required for an emergency refill of a controlled
substance?
A. A written prescription must be provided later
B. No prescription is needed
C. Only verbal authorization is required
D. A faxed prescription is acceptable

For an emergency refill of a controlled substance, the requirement for a written
prescription to be provided later is crucial to ensure compliance with federal regulations
governing the dispensing of controlled substances. The law recognizes that in emergency
situations, patients may be unable to obtain a traditional prescription right away.
Therefore, a pharmacist can provide a one-time emergency refill of a controlled
substance, but this must be followed up with a written prescription from the prescriber. 
This requirement acts as a safeguard for both patient safety and regulation compliance.
The written prescription confirms that the prescribing physician did indeed authorize the
medication, which is vital since controlled substances are subject to strict regulations
due to their potential for abuse and dependence. The need for a written prescription
after the emergency refill helps to maintain accountability in the prescribing and
dispensing process.  Without this written prescription, the emergency refill could lead to
potential issues including misuse of the drug or lack of proper record-keeping, which is
why federal regulations mandate this step.
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8. Which Schedule IV drug is recognized with the brand name
Klonopin?
A. Clorazepate
B. Amphetamine
C. Clonazepam
D. Diazepam

Klonopin is the brand name for clonazepam, which is classified as a Schedule IV
controlled substance. Clonazepam belongs to the benzodiazepine class of medications,
primarily used to treat anxiety disorders, panic disorders, and certain types of seizures.
Its effectiveness in managing these conditions, alongside its sedative properties,
underpins its classification as a controlled substance, reflecting its potential for abuse
and dependence relative to substances in lower schedules.  The recognition of Klonopin
specifically as clonazepam helps unify understanding within pharmacy practice regarding
the medications that patients might be prescribed. Knowing brand names and their
corresponding generic substances is crucial for professionals in the field, as it aids in
avoiding medication errors and facilitates effective communication among healthcare
providers and patients.   In this context, the other options represent different drugs with
distinct uses and classifications. Clorazepate, for example, is also a benzodiazepine but is
not marketed under the name Klonopin. Amphetamine is a stimulant with different
applications, and diazepam is another benzodiazepine but is known by the brand name
Valium. Thus, identifying clonazepam as the correct substance corresponding to the
brand Klonopin is essential for both patient safety and professional practice within
pharmacy.

9. Which of the following must OTC drug labeling include?
A. The name of the manufacturer
B. Only the active ingredients
C. A list of potential side effects
D. Pricing information

The requirement for OTC (over-the-counter) drug labeling to include the name of the
manufacturer is essential for several reasons. First, it provides consumers with
transparency about who is responsible for the product. This is particularly important in
case a consumer wishes to report an adverse event or seek information about the drug.
Including the manufacturer's name helps to enhance accountability and trust in the
product being marketed.  Additionally, proper labeling helps regulatory bodies ensure
that the medications are produced and marketed by reputable companies, which
contributes to consumer safety. The manufacturer’s information allows healthcare
professionals and consumers alike to verify the legitimacy and quality of the product.  
Other options, while they may contain useful information, do not encompass all the
required elements of OTC drug labeling. For instance, while active ingredients and
potential side effects are indeed critical parts of labeling, the requirement for the
manufacturer's name ensures that essential information regarding the identity and
responsibility of the product's producer is explicitly conveyed.
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10. What type of information can be found in the Drug Topics
Red Book?
A. Drug compatibility and storage
B. A listing of drugs by pricing and manufacturers
C. Drug monographs and clinical usage
D. Annual packet insert summaries

The Drug Topics Red Book is well-known for its comprehensive listings of prescription
and over-the-counter drugs, primarily organized by pricing and manufacturers. This
makes it an essential resource for pharmacists and healthcare providers seeking
information about drug costs, including Average Wholesale Price (AWP) and other
pricing benchmarks, which are crucial for billing and reimbursement processes.  
Knowing the pricing and manufacturing information helps pharmacies manage inventory
effectively and provide accurate information to patients and healthcare providers about
drug cost expectations. This accurate and organized data serves as an invaluable tool
within the pharmacy practice for both operational efficiency and financial management.  
While there are many other sources for compatibility and storage information, drug
monographs, and clinical usage, these topics aren’t the main focus of the Drug Topics
Red Book, solidifying the primary role of this resource in pricing and manufacturers'
listings.
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Next StepsNext Steps
Congratulations on reaching the final section of this guide. You've taken
a meaningful step toward passing your certification exam and advancing
your career.

As you continue preparing, remember that consistent practice, review,
and self-reflection are key to success. Make time to revisit difficult
topics, simulate exam conditions, and track your progress along the way.

If you need help, have suggestions, or want to share feedback, we’d love
to hear from you. Reach out to our team at hello@examzify.com.

Or visit your dedicated course page for more study tools and resources:

https://federalpharmacylaw.examzify.com

We wish you the very best on your exam journey. You've got this!
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