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For Indication and Dosage: See enclosed insert.
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Composition: Each delayed-release capsule contains: 60mg Dexlansoprazole.
Medicinal product subject to medical prescription - Oral use. g
Store in the original package. a
Store in dry place at temperature 25°C. @
Medicines should be kept out of reach of children. S UN I PHAH MA
Manufactured by Universal ical Industries Damascus, Syria. 612122591065899
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Enteric-coated Dexlansoprazole 60mg

Brand Name
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Drug Expiry Debate: Between Myth and Reality

Diala Hazeem

Product Manager
UNIPHARMA Company
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Definition of Expiry Date

Expiry Date refers to the specific date until which a medication is guaranteed by the

manufacturer to remain safe and effective assuming it has been stored under

recommended conditions.

After this date, the potency of the drug may decline, and it may no longer provide the

intended therapeutic effects or could potentially pose safety risks.

The expiry date usually means that you should not take the medicine after the end of

the month given.
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Products are required to have an
expiry date

Pharmaceutical
Medicines

Food Products

v’ prescription
over-the-counter
dietary (herbal) suppleméents

Chemical
Products

Medical
Supplies




@ History of Expiry date

Britain’s Marks & Spencer stores started
putting expiration dates on foods in 1972 after
overhauling their chain-wide line of cakes that
was steadily losing ground. The dates were
intended to boost sales with proof of quality-

mindedness more than anything else.
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@ History of Expiry date

. Expiration dates on medicine were introduced in 1979 by the U.S. Food
FDA e v

and Drug Administration (FDA).

The FDA required drug manufacturers to include expiration dates on
medications to ensure the safety, potency, and effectiveness of

pharmaceutical products over time.

before the FDA's 1979 regulation, most medicines did not have an

expiration date.
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1 3’9 History of Expiry date

. It doesn't mean there was no concern for drug potency and safety.
l@ A gp y y

Pharmacists and Doctors would generally use their expertise to estimate
how long medications might remain effective, but this was less precise

than the modern system.
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How are Expiration Dates Established? "o

Determining the expiry date for a medicine involves scientific

testing and analysis to ensure that the product remains safe and

effective for a specific period.

This process is regulated by health authorities (like the FDA in the

U.S. or EMA in Europe) and typically requires stability studies.
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Stability Tests

be stored under various conditions before it begins to degrade or lose

its effectiveness.

This is important because products that are stored improperly or for
too long can become dangerous or ineffective, potentially causing

harm to consumers.
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Stability testing
\_/
Real-time stability Accelerated stability
testing testing
\/ \/
Normal storage conditions v harsher conditions (e.g., higher
(temperature, humidity, and light) over temperatures, increased humidity) to
an extended period. simulate ageing.
25°C with a relative humidity of 60% v 40°C with a relative humidity of 75%
Common checkpoints include 1, 3, 6, v" Minimum Common three checkpoints
12, 18, and 24 months. including 1, 3, 6
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Evaluation Parameters el

//\,
@ Therapeutical
Parameters
Toxicologic Microbiological
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Loss of Active Degradation of APl in product resulting in
Ingredient less than 90% drug

Nitroglycerine tablets

Increase in

concentration of Loss of vehicle
API

Lidocaine gel

Loss of content
uniformity

Loss of contents as a function of time

Suspension
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microbiological

Increase in number of viable microorganisms
status

Multiuse cream

Formation of toxic
Degradation of the drug component

products

Formation of epianhydrotetracycline from
tetracycline




Formulation Sensitivity

Products with sensitive
ingredients, such as
natural extracts or

vitamins, may require

more frequent testing

intervals.

Packaging
products in glass
containers might have
different stability
profiles than plastic or
metal packaging

products.

N
(@

Critical Considerations in Stability Testing (it

Market Variations
different markets might
require testing .
products sold in tropical
climates might need to
be tested under higher
humidity and

temperature conditions.
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jm Goated TabIets
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ACTINERVE =
g Vitamin Bl
100mg V“:i"":":‘; : :

Food supplement oz

B12
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GLARITHROMYCINE

250mg/5mb

Oral Suspension

UNPHARNA

100 ml
)
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Can | use a medicine during all its
expiry date

EXP

Expiration Date DAO

Date After Opening

The expiry date is the last date the N e
manufacturer guarantees the full Type of medicine
potency and safety of the
medication, provided it is stored in

safe after the packaging hagbeen
Dosage form
its original, sealed packaging under
recommended conditions. =
Storage Condition
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General guide for different types of
medicines

L

Tablets and capsules can generally be used until
the expiry date if kept in their original packaging

Tablets and Capsules

iguid Medicines Typically 1-6 m'ont.hs, They are mor.e prone to
contamination and degradation
Eye Drops and Ear Drops 28 days
Topical Creams, Ointments, and Gels Should be used within 3—6 months or as specified

within 7-14 days (or as directed) and are typically

Antibiotic Powders (Reconstituted into Liquid) refrigerated after mixing with water.

Inhalers (Metered Dose Inhalers, Dry Powder

Follow the manufacturer’s instructions.
Inhalers)



6 months
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Can Expiration Dates be Extended?

The manufacturer of an approved drug product may extend the expiration date
for the drug product based on their own testing and acceptable data from full,

long term stability studies on at least 3 production batches.

To help alleviate drug shortages, FDA has also approved extensions of expiration

dates when data supporting the extension are available.
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Shelf Life Extension Program (SLEP)

Federal stockpiles are stores of certain drugs that might be needed to
prevent or treat diseases or conditions which may occur during a public
health emergency.

To avoid the need to replace entire stockpiles every few years at significant

expense, the Shelf-Life Extension Program (SLEP) was established in 1986.
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. Shelf Life Extension Program (SLEP)
|

FDA guidance released in 2020 states that stocks of 75 mg Tamiflu lots can be used

for 10 years after expiration date with a maximum of 15 years extension for

emergency response use

NDC 0004-0800-85
Tamiflu®
(oseltamivir phosphate) Capsules
75mg
Each capsule contains oseltamivir phosphate equivalent to 75 mg
oseltamivir (free base).
B‘Onlv
C?2 10 capsules Genentech
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. Case from Unipharma
|

Norgrel Plus

Norgrel Plus '®

o<
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SO....
. . Can | Take an Expired Medication?

FDA recommends never taking drugs beyond their expiration date.

Expiration dates guarantee a certain length of stability, but many drugs

may have much longer shelf lives than is labeled.

Excluding nitroglycerin, insulin, and liquid antibiotics

== = most medications,areilo e

=
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B ESOSTOM DELASTOM

. Esomeprazole 20 -40 mg Dexlansoprazole 30 - 60 mg

BANTRIN Usigyn Colonium

PYRANTEL PAMOATE (Tablets - Suspension) L o :
Tinidazole 500 mg Otilonium bromide 40 mg

® .
Duspal Diafuryl
mebeverine hydrochloride Nituroxazide 200 yo8.Sop
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