B ‘ BRAUN Fact Sheet 12.2021

SHARING EXPERTISE

Fact Sheet for Patients, Parents, And Caregivers
Emergency Use Authorization (EUA) of PROPOFOL-LIPURO 1% (propofol)
INJECTABLE EMULSION FOR INFUSION
During CORONAVIRUS DISEASE 2019 (COVID-19) Pandemic

This fact sheet contains information to help you understand the risks and b

Propofol-Lipuro 1%

medicine in the United States. Propofol-Lipuro 1% injectabl
active ingredient, propofol, at the same strength as Q4
mulsion for infusion is currently

approved in Europe and other international co is Fact Sheet for information about
Propofol-Lipuro 1% injectable emulsion for injlsion. TalR healthcare provider if you have
questions. It is your choice to take Propo diltable emulsion for infusion or stop it at any
time.

What is COVID-19?
COVID-19 is caused by a viru us. This type of coronavirus has not been seen before.
This new coronavirus was i in December 2019. You can get COVID-19 through
contact with another per
COVID-19 ilinessegfave ery mild (including some with no reported symptoms) to severe,
including illnesg @ hile information so far suggests that most COVID-19 illness is mild,
serious illness car\@a@en and ay cause some of your other medical conditions to become worse.
Older people and peMQle of all ages with severe, long lasting (chronic) medical conditions like heart
disease, lung disease, aM diabetes, for example, seem to be at higher risk of being hospitalized for
COVID-19.

The symptoms of COVID-19 are fever, cough and shortness of breath, which may appear 2 to 14 days
after exposure. Serious illness including breathing problems can occur and may cause your other
medical conditions to become worse.

What is PROPOFOL-LIPURO 1% INJECTABLE EMULSION FOR INFUSION?

Propofol-Lipuro 1% injectable emulsion for infusion belongs to a group of medicines called
sedatives/hypnotics. It will be used to help calm (sedate) you if you need a tube inserted (intubation)
and a machine to help you breathe (ventilator) while in an ICU.
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What do | need to know before | receive PROPOFOL-LIPURO 1% INJECTABLE EMULSION FOR
INFUSION?

Who should not receive Propofol-Lipuro 1% injectable emulsion for infusion?

Do not receive Propofol-Lipuro 1% injectable emulsion for infusion if:

¢ You have received propofol before and have had an allergic reaction to it

e You are allergic (hypersensitive) to soy, peanut, or any of the other ingredients of this medicine
e You are 16 years of age or younger

What should I tell my healthcare provider before | receive Propofol-Lip8 ble emulsion for

infusion?

Please tell your healthcare provider about all of your medical ¢

e Serious head injuries

e Mitochondrial disease

e Adisorder in which your body does not handle fat gropdlly or any
giving you fat emulsions may cause a health probl

e Dehydration (your blood volume is too low,

e Heart, kidney, or liver problems

e High pressure within your brain

¢ Problems with your breathing

e Epilepsy

e Are pregnant or plan to beco

¢ Are breastfeeding or plan

you have:

health problems in which

¢ Are taking any medicin tion, over-the-counter, vitamins, or herbal products
Your healthcare provider t other medicines with an inhibiting effect on the central
nervous system mg . s of propofol when given together with propofol. Special care
will be taken if yd® J an antibiotic containing rifampicin or an anti-seizure medication
containing valp e

How will | receive PROQQFOL-LIPURO 1% INJECTABLE EMULSION FOR INFUSION?

Propofol-Lipuro 1% injectable emulsion for infusion is given to you through a vein (IV) under the direct
supervision of an anesthesiologist or intensive care doctor who will closely control the amount of
Propofol-Lipuro 1% injectable emulsion given to you.

Dosage

The dose you are given will vary depending on your age, body weight, and physical condition. The doctor
will give the correct dose to achieve the required level of sedation, by carefully watching your responses
and vital signs (pulse, blood pressure, breathing, etc).

Propofol-Lipuro 1% injectable emulsion will be given by infusion and only for a maximum of 7 days.
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What are the important possible side effects of PROPOFOL-LIPURO 1% INJECTABLE EMULSION
FOR INFUSION?

The most common side effects are:

e Pain at the injection site

e Drop in blood pressure

e Changes in heart rate

e Changes in breathing, coughing, and hiccups

e Headache, nausea, or vomiting during recovery from propofol sedatj

Less common side effects are:

e Blood clots in veins or inflammation of veins at the injectio e

e Seizures

e Fever

¢ Allergic reactions, which can include swelling of th@fac ue anWpor throat, wheezingand/or
difficulty breathing, skin redness, and low blood pre

¢  Fluid on lungs (lung edema)

¢ Inflammation of the pancreas

¢ Loss of sexual control during the tim
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Involuntary movements
Mood changes
Drug abuse and dru

Your anesthesiologist or intensive care doctor may give you other sedation agents depending on your
medical condition.

What if | am pregnant or breastfeeding?

Tell your healthcare provider if you are pregnant, think you may be pregnant, or are planning to have a
baby. Propofol-Lipuro 1% injectable emulsion for infusion may harm your unborn baby. Propofol-Lipuro
1% injectable emulsion for infusion should be used in pregnant women only if there are no other FDA-
approved medicines available for your medical condition.
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Propofol-Lipuro 1% injectable emulsion for infusion may pass into breast milk. You should stop
breastfeeding and throw away (discard) breast milk for 24 hours after you have received Propofol-Lipuro
1% injectable emulsion for infusion.

How do I report side effects with PROPOFOL-LIPURO 1% INJECTABLE EMULSION FOR INFUSION?
Tell your healthcare provider right away if you have any side effect that bothers you or does not go
away.

Report side effects to FDA MedWatch at www.fda.gov/medwatch or cal
report the problem to the B. Braun Medical Inc. USA by phone at 1-8
productqualityexcellence@bbraunusa.com.

HOW CAN | LEARN MORE ABOUT COVID-19?
e Ask your healthcare provider
e Visit https://www.cdc.gov/COVID19
e Contact your local or state public health depart

the treatment of pat s during the COVID-19 pandemic.

The EUA for Propofol-Lipuro 1% injectable emulsion for infusion is in effect for the duration of the
COVID-19 declaration justifying emergency use of these products, unless terminated or revoked (after
which the products may no longer be used).
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