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(ng/mL)
18] BARES
161 T —— KRS
e Mean % SEM
fn 14
RPN
{: _
¥1y *T r
7 08 /T\\
Y i
# 06 1
E __F
04- 7 l
1 m 1 1
02-
0 20 40 60 80 00 120 140 160 180

BRFFE (43)

VII. #E@EhreicBld 2 IHB 14



T RUF U ORI AN G- O Mg h Y EhRE T A — X

T RUT U IR TG | = BEXUREHR 0. 3mg AR G-

S 9 4 8 il
i (%) 8+1 [4~12] 8+1 [7~11]
&k & (kg) 323 [19.1~34. 5] 27+2 [18.5~39. 3]
7T RLF Y UEREE (ng) 0.27+0. 04% 0.3
Couseline (ng/mL) 0.29+0. 03 0.347+0. 12
Coax  (ng/mL) 1.80=0. 21 2.147+0. 35

Tpr (min) 34+14* g+2*

Ty (min) — 43+15

AUCy_5, (ng-min/mL) 67+13 108+18

Cl (mL/min/kg) — 147+38

vd., (L/kg) — 2.0*+1.5

Mean == SEM [ #fi[F ]

# :0.30mg 5 (6 B) | 0.24mg F 5 (1 41) | 0.23mg 5 (1 61) | 0. 20mg 5 (1 1)

% : p<0.05 (BB

H) HARTHERINEZARAOHEEOCHE
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BYICBADEHTES LS. AFDOREAE. FRABE. EARICERYT SAREDHLHEIER
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LARFDERAEICOVTIRLTHE S K 5BET S &, [14 3]
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5. ERLEAMIE L ENER

8. EELERNIEE

8.1 ARFNIT RvF U U2 BB E LT, o ZHIE, B ZREBENEIUT/ER L, EDIERIX
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T, JARICER UAFI ORI, FEHRICIZH0EET S 2 &,
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X. EEMBRICEY 5EHE

1. HHEXH
B H o PSR 0. 15mg
T B UYESHE 0. 3mg
JE) 58
Vs Ar=E-
(EE-EMSONFECI VAT L)
GRS T RLFY v
I
HL T S B
(EE-EMSONFECI VAT L)

2. BXEARME
T EAUVESNK 0. 15mg 20 » A
TEARUESNE 0. 3mg 24 » A

3. BERETOEA
Br ik SERAE

4. RV LEDEE

20. BRIk EDEE
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6. R—m5 - FME
[l —p5y « WA I 7E Ing
[l %h 3K 0 R 7 ¢ — AR Ing + 2mg

7. ERELEEAR
R

8. BLERGCAREARRVARES. REEENHEAR

T B ESHR 0. 15mg
Bk (A AAGRAEA B 1 20054E3 A 4 H
= 3 5 7K R & 5 1 21700AMY00081

T B TESR 0. 3mg
fE W A) KFRAEAH 1 20034E8 A1 H
£ 35 K BB & B 1 21500AMY00115

T ERUESE 0.15 ¢ 0. 3mg
HAMILVEIGAEHA B : 201149 H 22 H

T B EFHR 0. 15mg
ARFEBEMEAEH B 200544 H 18 H

T A ESHK 0. 3mg
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XII. 3EE&H

1. EGSHETORTRR
AFIZ BT D 4h6E

FRR, HELROHERDTO LY THY, AAEOARRI E TR D, H

WNOEGRNE OFEH TAFZMH T2 Z &,

4. PEERIFZR

BE. BYRUVEYFISERT E7F 74 X P—RIGICHT 5@HBER (TFI745F0—
DEREDHIANELRFT T 74 53FV—RBITHRBREDTVAIZRS)

6. RERUVAE

WE, 7R UL LTO0.0lmg/kg BWHERAETHY , BEDOKEAZE LT, 7 KLY
> 0. 15mg XIZ 0. 3mg & i ANTESR T 5,

SAENCE T D EIRR. HEROHES

4 KE
= 4 Mylan Specialty L.P
ik 5¢ 4 EPIPEN®/EPIPEN Jr®

FIE - Bk

3 DOSAGE FORMS AND STRENGTHS

+ Injection: 0.3 mg (0.3 mg/0.3 mL), clear and colorless solution in single—
dose pre-filled auto—injector

« Injection: 0.15 mg (0.15 mg/0.3 mL), clear and colorless solution in

single—dose prefilled auto—injector

DI ESIES

amb
[y

1 INDICATIONS AND USAGE

EpiPen and EpiPen Jr are indicated in the emergency treatment of allergic
reactions (Type I) including anaphylaxis to stinging insects (e.g., order
Hymenoptera, which 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.
EpiPen and EpiPen Jr are 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

EpiPen and EpiPen Jr are intended for immediate administration as emergency

supportive therapy only and are not a substitute for immediate medical care.

X1 BEEE
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2.1 Recommended Dosage According to Patient Body Weight
Patients greater than or equal to 30 kg (approximately 66 pounds or

RERURR more) : EpiPen 0.3 mg
- Patients 15 kg to 30 kg (33 pounds to 66 pounds): EpiPen Jr 0.15 mg
(202342 A)
= 4 (=]
= 4 Mylan Products Ltd
IR7E4 . EpiPen® Adrenaline (Epinephrine) Auto—Injector 0. 3mg

AT - Btk

EpiPen® Jr. Adrenaline (Epinephrine) Auto-Injector 0. 15mg

DI ESHIES
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EpiPen® Adrenaline (Epinephrine) Auto-Injector 0.3mg

4. Clinical particulars

4.1 Therapeutic indications

EpiPen® is automatic injection devices containing adrenaline for allergic
emergencies. It should be used only by a person with a history or an
acknowledged risk of an anaphylactic reaction. EpiPen® is 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, diarrhea and abdominal cramps, involuntary voiding, wheezing, dyspnea
due to laryngeal spasm, pruritis, rashes, urticaria or angioedema

For these reasons EpiPen® 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 effects of 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 the medical literature

EpiPen® Jr. Adrenaline (Epinephrine) Auto-Injector 0.15mg

4. Clinical particulars

4.1 Therapeutic indications

EpiPen® Jr. is an automatic injection device containing adrenaline for allergic
emergencies. It is intended for children at a body weight of 7.5-25 kg
EpiPen® Jr. should be used only by a person with a history or an acknowledged
risk of an anaphylactic reaction. EpiPen® Jr. is 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, dyspnoea due to laryngeal
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spasm, pruritus, rashes, urticaria or angioedema

For these reasons EpiPen® Jr. 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, wurticaria, bronchospasm and hypotension because it 1is a
pharmacological antagonist to the effects of 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.

MIEX O &

EpiPen® Adrenaline (Epinephrine) Auto-Injector 0.3mg

4.2 Posology and method of administration

Posology:

EpiPen® is for intramuscular administration

It is designed for easy use by the lay person and has to be considered as
first aid. EpiPen® delivers a single dose 0.3 ml injection equal to 0.3 mg
adrenaline when activated

EpiPen® auto—-injector 0.3 mg is recommended for people with a body weight
above 25 kg. For persons weighing less than 25 kg, EpiPen® Jr. auto-injector
0.15 mg is recommended.

The usual adrenaline adult dose for allergic emergencies is 0.3 mg.
Forpaediatric use, the appropriate dosage may be 0. 15 mg or 0.3 mg depending
upon the body weight of the patient (0.01 mg/kgbody weight). 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
EpiPen® comes in 0. 15 mg and 0.3 mg strengths. 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® 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® is designed as emergency treatment only, the patient should be
advised to always seek medical help immediately

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

hecessary.
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EpiPen® Jr. Adrenaline (Epinephrine) Auto-Injector 0.15mg

4.2 Posology and method of administration

Posology:

EpiPen® Jr. is for paediatric intramuscular administration.

It is designed for easy use by the lay person and has to be considered as
first aid. EpiPen® Jr. delivers a single dose 0.3 ml injection equal to
0.15 mg adrenaline when activated

EpiPen® Jr. auto injector 0.15 mg is recommended for children weighing 7.5-
25 kg. For children weighing more than 25 kg, EpiPen® auto injector 0.3 mg
is recommended.

For paediatric use, the appropriate dosage may be 0.15 mg or 0.3 mg
depending upon the body weight of the patient (0.01 mg/kg body weight). 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. EpiPen® comes in 0.15 mg and 0.3 mg strengths. The
physician should consider using other forms of injectable adrenaline if lower doses

are felt to be necessary for small children

Children below 7.5 kg in weight:

The use in children weighing less than 7.5 kg is not recommended unless in
a life—threatening situation and under medical supervision. 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® Jr. may
be administered 5 — 15 minutes after the first injection. It is recommended
that patients are prescribed two EpiPen® Jr. auto injectors which they
should carry at all times

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

A physician who prescribes an EpiPen® Jr should take appropriate steps to
ensure that the patient understands the indications and how to use their
device. The physician should review with the patient, or any other person
who might be in a position to administer EpiPen® Jr. to a patient
experiencing anaphylaxis, in detail, the patient instructions and how to

use EpiPen® ]Jr.

(202549 AH)
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Pregnancy
Risk Summary
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 torabbits, 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
KERA & background risk of major birth defects and miscarriage in clinically
(20232 H) 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 preghancy 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
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or hospital care

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

nonbreastfeeding patients

F—=A TV T DM
(Australian
categorisation system for] A (202548 H)

prescribing medicines in

pregnancy)

<BE  DEOHE>
A=A+ Z7 VT DHH

CategoryA : Drugs which have been taken by a large number of pregnant women and women of

childbearing age without any proven increase in the frequency of malformations

or other direct or indirect harmful effects on the fetus having been observed

X1 ZEEE 36



(2) MNRIZET 2B ER
KRBT DFEDOE R EAT H2BEITET2ERE 19.7 /MRS OHOFLHITILLTO LB TH
D KEOTEIGE L3RR D,
(9. BEDERZRI SEEICHT IR

9.7 INRZE
IRHARTEIR, FrAEREKOILIR 238 & U BRARBR X305 L Tuiaun,

H i FLHCN A

EpiPen or EpiPen Jr may be administered to pediatric patients at a

dosage appropriate to body weight. Clinical experience with the use

of epinephrine suggests that the adverse reactions seen in children

KE DR S
(202342 A)

are similar in nature and extent to those both expected and reported
in adults. Since the doses of epinephrine delivered from EpiPen and

EpiPen Jr are fixed, consider using other forms of injectable

epinephrine if doses lower than 0. 15 mg are deemed necessary.
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https://www. viatris—e—channel. com/images/EPI_guidebook_j. pdf
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https://www. viatris—e—channel. com/images/EPI_myepi_app. pdf
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