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T ETOZREESUIZIR, HIELOHREIZLTO LB TH D,

e AL
KE DA SCHE 1 INDICATIONS AND USAGE
(AUVI-Q, AUVI-Q® is indicated in the emergency treatment of allergic reactions (Type I)
kaleo, Inc, including anaphylaxis to stinging insects (e.g., order Hymenoptera, which
2020 /£ 11 H) include bees, wasps, hornets, yellow jackets and fire ants) and biting insects

(e.g., triatoma, mosquitoes), allergen immunotherapy, foods, drugs, diagnostic
testing substances (e.g., radiocontrast media) and other allergens, as well as
idiopathic anaphylaxis or exercise-induced anaphylaxis.

AUVI-Q is intended for immediate administration in patients who are
determined to be at increased risk for anaphylaxis, including individuals with a
history of anaphylactic reactions.

Anaphylactic reactions may occur within minutes after exposure and consist of
flushing, apprehension, syncope, tachycardia, thready or unobtainable pulse
associated with a fall in blood pressure, convulsions, vomiting, diarrhea and
abdominal cramps, involuntary voiding, wheezing, dyspnea due to laryngeal
spasm, pruritus, rashes, urticaria or angioedema.

AUVI-Q is intended for immediate self-administration as emergency
supportive therapy only and is not a substitute for immediate medical care.

2 DOSAGE AND ADMINISTRATION

Selection of the appropriate dosage strength (AUVI-Q 0.3 mg, AUVI-Q 0.15 mg
or AUVI-Q 0.1 mg) is determined according to patient body weight.

+Patients greater than or equal to 30 kg (approximately 66 pounds or more):
AUVI-Q 0.3 mg

+Patients 15 to 30 kg (33 to 66 pounds): AUVI-Q 0.15 mg

+Patients 7.5 to 15 kg (16.5 to 33 pounds): AUVI-Q 0.1 mg

Inject AUVI-Q intramuscularly or subcutaneously into the anterolateral aspect
of the thigh, through clothing if necessary. Instruct caregivers of young
children and infants who are prescribed AUVI-Q and who may be
uncooperative and kick or move during an injection to hold the child’ s leg

firmly in place and limit movement prior to and during an injection [see
WARNINGS AND PRECAUTIONS (5.2).

Each AUVI-Q contains a single dose of epinephrine for single-use injection.
Since the doses of epinephrine delivered from AUVI-Q are fixed, consider using
other forms of injectable epinephrine if doses lower than 0.1 mg are deemed
necessary.
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The prescriber should carefully assess each patient to determine the most

appropriate dose of epinephrine, recognizing the life-threatening nature of the
reactions for which this drug is indicated. With severe persistent anaphylaxis,
repeat injections with an additional AUVI-Q may be necessary. More than two

sequential doses of epinephrine should only be administered under direct
medical supervision [see WARNINGS AND PRECAUTIONS (5.1).

The epinephrine solution in the viewing window of AUVI-Q should be inspected
visually for particulate matter and discoloration. Epinephrine is light sensitive
and should be stored in the outer case provided to protect it from light [see
STORAGE AND HANDLING (16.2)..

B [E DI SCE
(EpiPen Adrenaline

(Epinephrine) 0.3 mg

Auto-Injector,

Mylan Products Ltd.,

201947 A)

4. Clinical particulars

4.1 Therapeutic indications

EpiPen® auto injectors are automatic injection devices containing adrenaline
for allergic emergencies. The auto injectors should be used only by a person
with a history or an acknowledged risk of an anaphylactic reaction. The auto
injectors are indicated in the emergency treatment of allergic reactions
(anaphylaxis) to insect stings or bites, foods, drugs and other allergens as well
as idiopathic or exercise induced anaphylaxis. Such reactions may occur within
minutes after exposure and consist of flushing, apprehension, syncope,
tachycardia, thready or unobtainable pulse associated with a fall in blood
pressure, convulsions, vomiting, diarrhoea and abdominal cramps, involuntary
voiding, wheezing, dyspnea due to laryngeal spasm, pruritus, rashes, urticaria
or angioedema.

For these reasons auto injectors should always be carried by such persons in
situations of potential risks.

Adrenaline is considered the first line drug of choice for allergic emergencies.
Adrenaline effectively reverses the symptoms of rhinitis, urticaria,
bronchospasm and hypotension because it is a pharmacological antagonist to
the effectsof the chemical mediators on smooth muscles, blood vessels and other
tissues. Adrenaline is recommended as the initial and primary therapeutic
agent in the treatment of anaphylaxis by every recognised authority in allergy,
and its appropriate use in these circumstances is widely documented in medical
literature.

4.2 Posology and method of administration
Posology:
The EpiPen® auto injector is for adult intramuscular administration.

It is designed for easy use by the lay person and has to be considered as first
aid. EpiPen® auto injector delivers a single dose 0.3 ml injection equal to 0.3
mg adrenaline when activated. Usual adrenaline adult dose for allergic
emergencies is 0.3 mg. For paediatric use, the appropriate dosage may be 0.15
mg or 0.30 mg depending upon the body weight of the patient (0.01 mg/kg body
weight). However, the prescribing physician has the option of prescribing more
or less than these amounts based on careful assessment of each individual
patient and recognising the life-threatening nature of reactions for which this
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is being prescribed.

The physician should consider using other forms of injectable adrenaline if
lower doses are felt to be necessary for small children.

An initial dose should be administered as soon as symptoms of anaphylaxis are
recognised. In the absence of clinical improvement or if deterioration occurs
after the initial treatment, a second injection with an additional EpiPen® auto
injector may be administered 5 — 15 minutes after the first injection. It is
recommended that patients are prescribed two EpiPen® auto injectors which
they should carry at all times.

As EpiPen® auto injector is designed as emergency treatment only, the patient
should be advised to always seek medical help immediately.

A physician who prescribes EpiPen® auto injector should take appropriate
steps to ensure that the patient understands the indications and use of this
device thoroughly. The physician should review with the patient, or any other
person who might be in a position to administer EpiPen® auto injector to a
patient experiencing anaphylaxis, in detail, the patient instructions and
operation of the EpiPen® auto injector.

Method of administration:

Inject the delivered dose of the EpiPen® auto injector (0.3 ml equal to 0.3 mg)
into the anterolateral aspect of the thigh, through clothing if necessary. See
detailed instructions for use, point 6.6

The patient/carer should be informed that following each use of EpiPen® auto
injector:

* They should call for immediate medical assistance, ask for an ambulance and
state 'anaphylaxis' even if symptoms appear to be improving (see section 4.4)

* Conscious patients should preferably lie flat with feet elevated but sit up if
they have breathing difficulties. Unconscious patients should be placed on their
side in the recovery position.

* The patient should if possible remain with another person until medical

assistance arrives.

AKINZB T AR OZREUTZR, MIELOHBIZLTO LB TH D, ENOAGBANE OFLPH TAA 2 -4

HZ &,

4. HEEXIEHR

OTREREBICEIKREXEZDEMR

[EXmE. BEX

OFEARED LIPREICHSAREMETIE 3 v I BROMHBIER
ORfMMEBEDIERLER

OF i D BATH D T &A%

OMELLDFHBNAE

OHHFERAEKRFFICE 1T DU FRE DL




XlI. 2ZEE

5 MEEXEIHRICEET HIE
(BEERBD LAPREBICHES SHENEEEF L 3 v I KOMBIAREICH T 5 FEAK)
AANTOFHEEE TR E LTINS D720 DFMEY a v 7 Rt - AMEMES = v 7 O ITEET 5 2 &

6. AERUHAE
(REXMES FUVEHRKICEDCREXEZOER,. AR LJTRBICHESSHEREEFD
3 v I ROMHBIAR. MELEDOHBIAR)
TRULFU U E LT, BHFEA1E02~1mg (0.2~1mL) % & FENEIIHANES 5, 2B, F
fin, RIS &0 EE S,
BRAER EOBRBIRHTIZ, TRV Y & LT, @EMA 1H 0.256mg (0.256mL) %2 72 &2 A A
K72 ETHNL, TEDRETP-L D EBET D, ok, REROIIT, 5~150 T 212K Wz T,
(RFTHBEOERER)
7 RUF U D 01%EHR E LCL M AEIHESEEAR IO JFFTREESE 10mL 2 1~2§# (7 KLU R 1:
10~20 75) OFEIGITIRML THWD, Z2ds, Fls, SERICK 0 EEHEET 5,
(FfBEORAHEMO T & AR
T RUFU D 01%EKE LT, HAIC, F 7213 RATKESKICIRIN L, RFTEAT 5, 7, 4,
FERIZ X 0 EEHT 5,
IR REICE T B DRI
TRLFU D 01%EKE LT, RIRT 20 E 3R FIZ 0.1mg (0.1mL) LA FZEHT 5, 7236,
i, RIS L0 B EIENT D,

2. BB T BERRIRIFHR
WEIRICEE S DBIMER (A —X S U7 D)

7 2% HEOME
F—ANTZ VTR | A Drugs which have been taken by a large
(EPIPEN, number of pregnant women and women of

Alphapharm Pty Limited, | childbearing age without any proven increase in
2021 %7 H) the frequency of malformations
or other direct or indirect harmful effects on the

fetus having been observed.

bEIE. RELIGFICEE Y HACH

AR} RN
KIE OGS CE: 5 WARNINGS AND PRECAUTIONS
(AUVI-Q,
kaleo, Inc, 5.5 DISEASE INTERACTIONS
2020 4F 11 H) +Other Patients and Diseases

Epinephrine should be administered with caution to patients with
hyperthyroidism, diabetes, elderly individuals, and pregnant women. Patients
with Parkinson’ s disease may notice a temporary worsening of symptoms.

8 USE IN SPECIFIC POPULATIONS

8.1 PREGNANCY
Risk Summary
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There are no adequate and well controlled studies of the acute effect of
epinephrine in pregnant women. In animal reproductive studies, epinephrine
administered by the subcutaneous route to rabbits, mice, and hamsters during
the period of organogenesis was teratogenic at doses 7 times and higher than
the maximum recommended human intramuscular and subcutaneous dose on a
mg/m? basis. Epinephrine is the first-line medication of choice for the
treatment of anaphylaxis during pregnancy in humans.

Epinephrine should be used for treatment of anaphylaxis during pregnancy in
the same manner as it is used in non-pregnant patients.

In the U.S. general population, the estimated background risk of major birth
defects and miscarriage in clinically recognized pregnancies is 2 to 4% and 15 to
20%, respectively.

Clinical Considerations

Disease-associated maternal and embryo/fetal risk-

During pregnancy, anaphylaxis can be catastrophic and can lead to
hypoxic-ischemic encephalopathy and permanent central nervous system
damage or death in the mother and, more commonly, in the fetus or neonate.
The prevalence of anaphylaxis occurring during pregnancy is reported to be
approximately 3 cases per 100,000 deliveries.

Management of anaphylaxis during pregnancy is similar to management in the
general population. Epinephrine is the first line-medication of choice for
treatment of anaphylaxis; it should be used in the same manner in pregnant
and non-pregnant patients. In conjunction with the administration of
epinephrine, the patient should seek immediate medical or hospital care.

8.2 LACTATION

Risk Summary

There is no information on the presence of epinephrine in human milk, the
effects on breastfed infants, or the effects on milk production. Epinephrine is
the first line-medication of choice for treatment of anaphylaxis; it should be
used in the same manner in breastfeeding and non-breastfeeding patients.

BEE DU SCE
(EpiPen Adrenaline

(Epinephrine) 0.3 mg

Auto-Injector,

Mylan Products Ltd.,

20194E 7 1)

4. Clinical particulars

4.4 Special warnings and precautions for use

Hyperthyroid individuals (hyperfunction of the thyroid gland), individuals with
cardiovascular disease, hypertension (raised blood pressure), or diabetes,
elderly individuals, pregnant women, and children under 25 kg body weight
using EpiPen® auto injector may theoretically be at greater risk of developing
adverse reactions after adrenaline administration.

4.6 Fertility, pregnancy and lactation

Adrenaline has been used for years in the treatment of allergic emergencies
and its use is well documented in the literature. No clinical trials were
performed in conjunction with this application.

Pregnancy:
Adrenaline should be used during pregnancy only if the potential benefit
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justifies the potential risk to the foetus.

Fertility:
As adrenaline is a substance that naturally occurs in the body, it is unlikely

that this drug would have any detrimental effects on fertility.
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5 WARNINGS AND PRECAUTIONS

5.2 INJECTION-RELATED COMPLICATIONS

*Hold leg firmly during injection. To minimize the risk of injection-related
injury when administering AUVI-Q to young children or infants, instruct
caregivers to hold the child’s leg firmly in place and limit movement prior to
and during injection.

8 USE IN SPECIFIC POPULATIONS

8.4 PEDIATRIC USE

AUVI-Q may be administered to pediatric patients at a dosage appropriate to
body weight [see DOSAGE AND ADMINISTRATION (2)l. Clinical experience
with the use of epinephrine suggests that the adverse reactions seen in
children are similar in nature and extent to those both expected and reported
in adults. Since the doses of epinephrine delivered from AUVI-Q are fixed,
consider using other forms of injectable epinephrine if doses lower than 0.1 mg
are deemed necessary.

BEE DU SCE
(EpiPen Adrenaline

(Epinephrine) 0.3 mg

Auto-Injector,

Mylan Products Ltd.,

201947 1)

4. Clinical particulars

4.2 Posology and method of administration

For paediatric use, the appropriate dosage may be 0.15 mg or 0.30 mg
depending upon the body weight of the patient (0.01 mg/kg body weight).
However, the prescribing physician has the option of prescribing more or less
than these amounts based on careful assessment of each individual patient and
recognising the life-threatening nature of reactions for which this is being
prescribed.

The physician should consider using other forms of injectable adrenaline if
lower doses are felt to be necessary for small children.
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4.4 Special warnings and precautions for use

Hyperthyroid individuals (hyperfunction of the thyroid gland), individuals with
cardiovascular disease, hypertension (raised blood pressure), or diabetes,
elderly individuals, pregnant women, and children under 25 kg body weight
using EpiPen® auto injector may theoretically be at greater risk of developing
adverse reactions after adrenaline administration.
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