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Omeprazole pH-sensitive Aspirin is
releases to reduce coating released at
gastric acidity dissolves

gastroprotective
pH level

pH- : Delayed-release
sensitive \ © © < aspirin core

coating O (81 mg or 325 mg)

Immediate-release
omeprazole (40 mg)

Important Safety Information
Contraindications

Yosprdla is contraindicated in:

- Patients with known allergy to aspirin and other nonsteroidal anti-inflammatory drug products (NSAIDs)
and in patients with the syndrome of asthma, rhinitis, and nasal polyps. Aspirin may cause severe
urticdria, angioedema, or bronchospasm (asthma)

- Pediatric patients with suspected viral infections, with or without fever, because of the risk of Reye's
syndrome with concomitant use of aspirin in certain viral ilinesses

- Patients with known hypersensitivity to aspirin, omeprazole, substituted benzimidazoles, or to any of the
excipients in the formulation

- Proton pump inhibitor (PPI)—containing products, including Yosprala, are contraindicated in patients
receiving rilpivirine-containing products

Warnings and Precautions
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B Ec aspirin, 325 mg (n-265) B &c aspirin, 325 mg (n-260)

. Yosprala, 325 mg/40 mg (n=265) . Yosprala, 325 mg/40 mg (n=259)

aspirin. Gastric and duodenal ulcer formation was assessed by gastroduodenal endoscopy at screening and after 1, 3, and 6 months of treatment."'”" )

Impp“;'tant Safety Information ;
Warnings and Precautions \

Interaction with Tlcagrelor Ay
Maintenance doses of aspirin above 100 mg reduce the effectiveness of ticagrelor in preventing thrombotic "

cardiovascular events. Avoid concomitant use of ticagrelor with the 325-mg/40-mg tablet strength of Yosprala.
Renal Failure

AMimid Vacimrala in metiante with cavara ranal failiira {alarmarilar filkbeatian vatba lace thean 10 mal Teninniea)
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B EcC aspirin, 325 mg
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. Yosprala, 325 mg/40 mg
(n=524)

Warnings and Precautions
Presence of Gastric Malignancy

Help give pdtiehts the
life-saving benefits of
aspirin with Yosprala

REDUCE THE RISK OF:
[¥] DEATH*!

[¥] NON-FATAL INFARCTION'
[v] « S\
ok

In adults, response to gastric symptoms with Yosprala does not preclude the presence of gastric
malignancy. Consider additional gastrointestinal follow-up and diagnostic testing in adult patients who
experience gastric symptoms during treatment with Yosprala or have a symptomatic relapse after
completing treatment. In older patients, also consider an endoscopy.
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aspirin, 325 mg Yosprala, 325 mg/40

~ (n=524) (n=521)
Gastritis 16% 18%
Nausea 2% 3%
Diarrhea 2% 3%
Gastric polyps 1% 2%
Noncardiac chest pain 1% 2%

For a more comprehensive list of adverse events for aspirin or omeprazole, please refer to the Warnings of their respective Prescribing Information.

Important Safety Information
Warnings and Precautions
Cutaneous and Systemic Lupus Erythematosus

Cutaneous lupus erythematosus (CLE) and systemic lupus erythematosus (SLE) have been reported
in patients taking PPIs, including omeprazole. These events have occurred as both new onset and an
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Warnings and Precautions

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

Serum chromogranin A (CgA) levels increase secondary to omeprazole-induced decreases in gastric acidity.

Tha inArramecad MaAal lovial macv rrnies falea mAacitivia raciilte in AicnAanaAactin intanranticane fAar nanirmandAanrine

Adverse Reactions

Most common adverse reactions in adults {(incidence 2% 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 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 bowel.

Drug Interactions
Qan tha fiilll nracrrininA infarmatinn far tha comnlata liet Af Ariine with alinicAlhs imnartant Ariia intaractinne
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« Proton pump inhibitor (PPI)-containing products,
including Yosprala, are contraindicated in patients
receiving rilpivirine-containing products

Warnings and Precautions

Coagulation Abnormalities
Even low doses of aspirin can inhibit platelet function
leading to an increase in bleeding time. This can
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Important Safety Information

Abnormal Laboratory Tests

Aspirin has been associated with elevated hepatic
enzymes, blood urea nitrogen and serum creatinine,
hyperkalemia, proteinuria, and prolonged bleeding time.

Adverse Reactions
LY. Pa¥as 2

(hematochezia and large intestinal hemorrhage) and
one additional patient experienced obstruction in the
small bowel.

Drug Interactions

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

Use in Specific Populations
+ Pregnancy: Use during the third trimester of
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Yosprala-
', {aspirinsagmmrazula}
OFFER YOUR PATIENT
MUTUAL PROTECTIO

WITH YOSPRALA™

Important Safety Information
Use in Specific Populations

 Pregnancy: Use during the third trimester of pregnancy increases the risk of premature closure of the fetal

ductus arteriosus. Avoid use of Yosprala in preghant women starting at 30 weeks of gestation (third
trimester)

- Lactation: Breastfeeding not recommended
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 corondry syndrome, acute myocadrdial 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

Yosprala™ and Intelli-COAT™ are registered trademarks of Genus Lifesciences, Inc. and is used under license.
Manifactiirad for Innovida Pharmacantionia Cornaratio 1012 Kaanemaha Rhvel Fact Quita 200 Charlactan VWA 925201
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