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L. Answer the following questions:
1. Give the generic name and therapeutic uses for each of the following
products: (2 points each)
A. Diprivan B. Klaricid C. Burinex D. Betaloc

E. Diovan F. Taxotere G. Coumadin  H. Avandia _

2. Give the active ingredients contained in the following preparations:

(2 points each)
A.Rifater = B, Unasyn C. Tienam D. Cafergot

3. The following medications should not be triturated or chewed when
taken orally. Give the reason for each preparation: (2 points each)
A. Losec B. Coracten spansule C. Uroprin

D. Plendil E. Nitrostat

4. Interpret the meaning of the following abbreviations using English:

(2 points each)
A.adlib B. as. C. gtt D. pulv.
E. stat. F.BSA G. BUN H.IBW
I.OTC J. TPN K. MRSA L. GDP

5. The directions intended for the patient on a prescription read"1 tbsp ac
and hs for 10 days." What is the minimum volume the pharmacist

should dispense? (3 points)

6. The adult dose of a drug is 250 mg. What is an appropriate dose for a
child shoes BSA is calculated to be 0.75 m?? (3 points)

7. A vial of a lyophilized drug is labeled " 10,000 units: to reconstitute,
add 17 ml of Sterile Water for Injection (SWFI) to obtain 500 units per
mL." How many mL of SWFI must a pharmacist add if a 1000 U/m].

concentration is needed? (3 points)
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8. Dopamine 200 mg in 500 mL of normal saline at 5 pg/kg/min is
ordered for a 154-1b patient. At what rate (mL/min) should the

solution be infused to deliver the desired dose of 5 pg/kg/min? (3
points)

II. After reading the following article, describe

1. The difference between expiration date and beyond-use date. (5
points)

2. How to assign beyond-use dates to manufactured drug products

dispensed by the pharmacist? (15 points)

The label of an official drug product or nutritional supplement shall bear
an expiration date. All products shall display the expiration date so that it can
be read by an ordinary individual under customary conditions of purchases
and use. The expiration date identifies the time during which the product may
be expected to meet the requirements of the Pharmacopeial monograph
provided it is kept under the prescribed storage conditions. The expiration date
limits the time during which the product may be dispensed or used. Where an
expiration date is stated only in terms of the month and the year, it is a
representation that the intended expiration date is the last day of the stated

month.

The labeling of all solid, oral dosage forms intended for sale pursuant to a

prescription (other than those packaged by the manufacturer in containers that
are labeled for dispensing directly to the patient) shall provide sufficient
packaging and beyond-use dating information to permit the dispenser to select
a suitable container for dispensing and to place a meaningful beyond-use date
on the label of the prescription container when stored as directed. Based on the
information supplied by the manufacturer, the dispenser shall place on the
label of the prescription container a suitable beyond-use date to limit the
patient's use of the product. The beyond-use date is the date after which an
product must not be used. The beyond-use date placed on the label shall be not
later than the expiration date of the manufacturer's container.

The recommended beyond-use date for manufactured drug products
depends on whether the drug is dispensed in a multi-dose or unit-dose
package.

1. Multi-dose containers
a. As stated in the definitions given previously, for prescription drug
products dispensed in multi-dose containers, the USP allows use of the
manufacturer’s expiration date or 1 year from the date the drug product

is dispensed, whichever is earlier.
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(1) Remember that this is maximum length allowed and that you must
consider the drug, the dispensing container, and storage conditions.
(2) Dispensing software packages that automatically label
prescriptions with expiration dates of 1 year from the date
dispensed should be used with discretion; the manufacturer’s
expiration date should always be consulted and a shorter dating
should be printed on the prescription label when this is warranted.
You usually can feel comfortable about using the maximum all(')wable
time when drug products are dispensed in their original containers if
you are confident that the patient will store the product as directed. An
exception to this would be a volatile drug like nitroglycerin. Even
though this drug is dispensed in its original glass container, it will lose
potency over time as the patient opens and closes the bottle to remove
doses.
A shorter dating may also be appropriate when you are required, as is
usually the case, to transfer a product from its original container (o a
dispensing container. Expiration dates assigned by manufacturers are
determined using the original container. Manufacturers do considerable
research in container design to give a product maximum protection at a
reasonable cost. Many tablets and capsules are sensitive to moisture,
and dispensing them in a prescription vial, even though it is classified
as a tight container, can decrease their shelf-life. Furthermore, the
patient will be opening and closing the dispensing container often as
doses are taken, thus exposing the drug product to the atmosphere.
The pharmacist should also be conscious of the recommended storage
conditions for a drug product. Many products require storage at
controlled room temperature. Therefore, it is prudent to be
conservative with beyond-use dates when a product is dispensed in hot,
humid weather, especially when you cannot be sure that the product
will be stored under controlled conditions.

2. Single-unit and unit-dose containers for nonsterile dosage forms

a.

C.

If a prescription medication is transferred to a unit-dose package, USP
regulations are more strict because most unit-dose packages do not
provide as secure a moisture barrier as multi-dose packages.

For these, it is stated in the USP 23 that: “In the absence of stability
data to the contrary, such date (i.e., expiration date) should not exceed:
(i) 25% of the remaining time between the date of repackaging and the
expiration date on the original manufacturer’s bulk container; or (ii) a
six-month period from the date the drug is repackaged, whichever is
earlier”. For a more complete discussion of these standards, consult the
USP 23, Section <661> Containers, Single-Unit Containers and
Unit-Dose Containers for Nonsterile Solid and Liquid Dosage Forms,
pp. 1786-1787.

The above recommendation assumes that the product is being stored at
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controlled room temperature with relative humidity not exceedin
at 23°C, and that the drug being repackaged is not one with known

-dose containers

stability problems . Repackagers are required to use unit

th

at comply with USP specifications for Class A or B containers, so it is

recommended that pharmacists use packaging materials that meet these

standards.

3. Customized patient medication packages

a. A customized patient medication package is a packa,

ge prepared by a

packets or

a series of

pharmacist for a specific patient. It is comprised of

ge forms.

containers that contain two or more prescribed solid oral dosa

packet or

Itis intended as a compliance aid for the patient so that each

container is labeled with the day and time that the contents of that

container are to be taken.

b. The USP has separate recommendations for labeling of patient

3

medication packages. These can be found in their entirety in the USP 23

ges.

Section <661> Container, Customized Patient Medication Packa

-use dates recommends using a

The section on expiration or beyond

maximum of 60 days from the date of preparation, provided that it does

not exceed the shortest expiration date on the original manufacturer’s

bulk container for the dosage forms in the pack.
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