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Please see Indications and Usage and porfdnt Safety Information thoughout.

Please see enclosed full Prescribing Information.

For more information
1-888-202-0649 Www.yosprglthp.com
yospralo@innovidarx.com  www.innovidarx.com

Important Safety Information
Warnings and Precautions

Cyanocobalamin (Vitamin B12) Deficiency

Daily treatment with any acid-suppressing medications
over a long period of time (eg, longer than 3 years) may
lead to malabsorption of cyanocobalamin (vitamin B12)
caused by hypo- or achlorhydria. This diagnhosis should

be considered if clinical symptoms consistent with

cyanocobalamin deficiency are observed in patients
treated with Yosprala®.

Hypomagnesemia

Hypomagnhesemia, symptomatic and asymptomatic,

has been reported rarely in patients treated with PPIs for
at least three months, in most cases after a year of
therapy. Serious adverse events include tetany,
arrhythmias, and seizures. In most patients, treatment of
hypomagnesemia required magnesium replacement
and discontinuation of the PPI. For patients expected to
be on prolonged treatment or who take Yosprala with
medications such as digoxin or drugs that may cause
hypomagnesemia (eg, diuretics), consider monitoring
magnesium levels prior to initiation of Yosprala and
periodically during treatment.

Reduced Effect of Omeprazole with St. John's Wort or Rifampin
Drugs which induce the CYP2C19 or CYP3A4 (such as St
John’s Wort or rifampin) can substantially decrease
concentrations of omeprazole. Avoid concomitant use
of Yosprala with St. John's Wort or rifampin.

Interactions with Diagnostic Investigations for
Neuroendocrine Tumors

Serurm chromogranin A (CgA) levels increase secondary
to emeprazole-induced decreases in gastric acidity. The
increased CgA level may cause false positive results in
diagnostic interventions for neuroendocrine tumors.
Temporarily discontinue treatment with Yosprala at least
14 days before assessing CgA levels and consider
repeating the test if initial CgA levels are high. If serial
tests are performed (eg, for monitoring), the same
commercial laboratory should be used for testing, as
reference ranges between tests may vary.

Interaction with Methotrexate

Literature suggests that concomitant use of PPIs with
methotrexate (primarily at high dose) may elevate and
prolong serum levels of methotrexate and/or its
metabolite, possibly leading to methotrexate toxicities.
In highdose methotrexate administration, a temporary
withdrawal of Yosprala may be considered'in some
patients.

Premature Closure of Fetal Ductus Arteriosus

NSAIDs including aspirin, may cause premature closure
of the fetal ductus arteriosus. Avoid use of NSAIDs,
including Yosprala, in pregnant women starting at 30
weeks of gestation (third trimester).

Adverse Reactions

Most common adverse reactions in adults {(incidence 22%
and more common in Yosprala™ treated patients) are:
gastritis, nauseq, diarrheq, gastric polyps, and non-cardiac
chest pain. Less common adverse reactions were 2 patients
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with upper Gl bleeding (gastric or duodenal) and 2
patients with lower Gl bleeding (hematochezia and large
intestinal hemorrhage) and one additional patient
experienced obstruction in the small bowsl.

Drug Interactions

See the full prescribing information for the complete list
of drugs with clinically important drug interactions and
interaction with diagnaostics when administered
concomitantly with Yosprala and instructions for
preventing or managing them.

Use in Specific Populations
+ Pregnancy: Use during the third trimester of preghancy
increases the risk of premature closure of the fetal
ductus arteriosus. Avoid use of Yosprala in pregnant
women starting at 30 weeks of gestation (third trimester)
+ Lactation: Breastfeeding not recommended

Indication and Usage

Yosprala, a combination of aspirin and omeprazole, is
indicated for patients who require aspirin for secondary
prevention of cardiovascular and cerebrovascular events
and who are at risk of developing aspirin-associated
gastric ulcers. The aspirin component of Yosprala is
indicated for:

+ Reducing the combined risk of death and nonfatal
stroke in patients who have had ischemic stroke or
transient ischemia of the brain due to fibrin platelet emboli

+ Reducing the combined risk of death and nonfatal Ml
in patients with a previous Ml or unstable angina pectoris

+ Reducing the combined risk of Ml and sudden death
in patients with chronic stable angina pectoris

+ Use in patients who have undergone revascularization
procedures (Coronary Artery Bypass Graft [CABG] or
Percutaneous Transluminal Coronary Angioplasty [PTCA])
when there is a pre-existing condition for which aspirin
is already indicated

The omeprazole component of Yosprala is indicated for
decreasing the risk of developing aspirin-associated
gastric ulcers in patients at risk for developing aspirin-
associated gastric ulcers due to age (> 55) or
documented history of gastric ulcers.

Limitations of Use:

» Yosprala contains a delayed-release formulation of
aspirin and it is not for use as the initial dose of aspirin
therapy during onset of acute coronary syndrome, acute
myocardial infarction, or before percutaneous coronary
intervention (PCI), for which immediate-release aspirin
therapy is appropriate

» Yosprala has not been shown to reduce the risk of
gastrointestinal bleeding due to aspirin

- Yosprala is not interchangeable with the individual
components of aspirin and omeprazole

To report SUSPECTED ADVERSE EVENTS, contact
Innovida Pharmaceutique Corporation at
1-888-202-0649 or FDA at1-800-FDA-1088 or
www.fda.gov/medwatch.

Reference: Yosprala Prescribing Information Charleston, WV: Innovida
Pharmaceutique Corporation; 2019

Yosprala™ and Intelli-COAT™ are registered trademarks of
Genus Lifesciences, Inc. and is used under license

Manufactured for: Innevida Pharmaceutique Corporation

1018 Kanawha Blvd. East Suite 200

Charleston, WV 25301

© 2019 Innovida Pharmaceutigque Corporation. All rights reserved.
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