Film coated tablet 600 mg

Xovyx is an oxazolidinone-class antibacterial indicated in adults and children for the treatment of the following infections caused by susceptible gram-positive bacteria:
+ Nosocomial pneumonia

- Community-acquired pneumonia (CAP)

« Complicated skin and skin structure infections (CSSSI), including diabetic foot infections, without concomitant osteomyelitis

+ Uncomplicated skin and skin structure infections

«Vancomycin-resistant enterococcus faecium infections.

Limitations of Use : - Xovyx is not indicated for the treatment of gram-negative infections.

«The safety and efficacy of Xovyx formulations given for longer than 28 days have not been evaluated in controlled clinical trials.

«To reduce the development of drug-resistant bacteria and maintain the effectiveness of Xovyx formulations and other antibacterial drugs, Xovyx should be used only
to treat or prevent infections that are proven or strongly suspected to be caused by bacteria.

Dosage, Route, and Frequency of Administration

Pediatric Patients Adults and Adolescents Duration
Infection (birth through 11 (12 years and older) (days)
years of age)

Nosocomial pneumonia

C acquired ia (CAP),
including concurrent bacteremia o mggkﬁoﬂ';l every 600 mg oral every 12 hours 10to 14
Complicated skin and skin structure infections

V: i occus faecium 10 mg/kg oral every

infections, including concurrent bacteremia 8hours Soupokileveiziots [io2s
Uncomplicated skin and skin structure Iessot:'la?g §e¥;$:81l'?oT|§s’/ kg Adults: 400 mg oral every 12 hours
infections 5-11yrs: 10 ma/kg oral Adolescents: 620 mg oral every 12 10to 14
ours

every 12 hours

- Known hypersensitivity to linezolid or any of the other product components.
« Patients taking any monoamine oxidase inhibitors (MAOI) or within two weeks of taking an MAOL.

+ Myelosuppression: monitor complete blood counts weekly. Consider discontinuation in patients who develop or have worsening myelosuppression. « Peripheral and
optic neuropathy: reported primarily in patients treated for longer than 28 days. If patients experience symptoms of visual impairment, prompt ophthalmic evaluation
is recommended. « Serotonin syndrome: patients taking serotonergic antidepressants should receive Xovyx only if no other therapies are available. Discontinue
serotonergic antidepressants and monitor patients for signs and symptoms of both serotonin syndrome and antidepressant discontinuation. - A mortality imbalance
was seen in an investigational study in linezolid-treated patients with catheter-related bloodstream infections. Clostridioides difficile-Associated Diarrhea: evaluate if
diarrhea occurs. - Potential interactions producing elevation of blood pressure: monitor blood pressure. « Hypoglycemia: postmarketing cases of symptomatic
hypoglycemia have been reported in patients with diabetes mellitus receiving insulin or oral hypoglycemic agents.

There are no adequate and well-controlled studies in pregnant women. Xovyx should be used during pregnancy only if the potential benefit justifies the potential risk
to the fetus.

Most common adverse reactions (>5% of adult and/or pediatric patients treated with Linezolid) include: diarrhea, vomiting, headache, nausea, and anemia.

This medicinal product does not require any special storage conditions.
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A potent antibiotic @ |

Highly effective against resistant @
gram-positive bacteria " |

Highly effective in nosocomial infections due to MRSA, compared to
vancomycin, “?

More effective than aminopenicillin/beta lactamase inhibitors for
treating diabetic foot infection. ©

Effective in CRBSI (catheter-related blood stream infection) due to

Offers 100% bioavailability ? @ | - . : 0
ampicillin- and vancomycin-resistant enterococci. ?

Excellent tissue penetration ® @ |
Resistance is unlikely @ @ |

Effective as comparator antibiotics for the treatment
of mild vancomycin-resistant enterococcus urinary tract infection.”

Linezolid reduces length of treatment and hospitalization days, compared
to vancomycin.

X o ox X X X

p <0.001

| 25 o 226 p<0.001 B Vancomycine (n=258)

B Linezolid (n=227)

18.2

13.9

Well-tolerated and sufficiently safe in @)i 20 -
short term use @ L,

Days

Low potential for cross resistance @

with other antibiotic classes? | Total General Ward HDU/ Intermediate Icu

Hospital length of stay
| Hospital length of stay in patients with methicillin-resistant Staphylococcus aureus complicated skin and soft-tissue infections

and peripheral vascular disease and/or diabetes receiving vancomycin or linezolid (propensity-score weighted).
| HDU, high dependency unit; ICU, intensive care unit.
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