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150u}o] 22 13 (o T v ZH e} 2 EF24H)
300uto] A2 1 (ol 9yl Z EF 2 EF2 4R
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O Az W -4 e/t B A (]

Iml 5 FAHE v Zdet2 824 1.818H 2| 1
- 5 §%(E00ng, 150pg) £ AFEFoln £l A, 300ug 150ug Al

Agl ZBEADA F2) 249,
o T2 R 32 94 Fd2/] FSERFER2)Y S
- 2% Aol 2olAY BE 29,

- 8§48, g, Jlg 39

CSWH EE 2EAT oIHAL
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ofl

L iﬂ%Ol 15 ~ 30 kg?l 37
dutA el Fojgeke 150nto] A& o]},
&% 15 OU]-OIELEIL & AF 15 kgrlut LolollM AAEHA okt
(S A¥ste AFolAY A AZAEY A= AY).

2. AFe] 30 kg =3¢ A
LHEA Rl Fol &2 300mte] 22 1ot
30 kg 279 Ao} 9 HAdL 300vto| AR YW FFE Fostefof
gt

Fol #AEE A 27 FALFS FAGT

0.005 - 0.01 mg/kg® WH7F Lukao x|, 7 §-of
o o7k 878 F Utk YA Sl
T i 5~15%_L T F HA o] ok
Atk webA Foislor st BASNA FF o & 27 A=
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o ok WAY WA AHE HsHEE AW FHOE HAE BEL

Mol THFAHA ot 1 °k& &M Xl HIEE 250 FART. X<

SAHAL M7 RS B3 FY b5, FARAS A 3

o & FrE 4 }-E&* o] Fot.

AF-8-1

SA/REAE o e g T W Tge £Ad o B,

CohgEAzd @ F9E S AdHHBRE FFAt o2
g4e aA @,

- o] gl BAE HHT Fol B BA Fol ¥ 5§ o
ks %X}t == Aok of4o] gle FAE V=V HeA =
£ 3524 (Recovery position)E F3t w3t
- SlEARe] SAY WA Bk sk G s 9 bl

oF g},
S{7bL R | 2017.12.14
5583 | B9 3=
HE | gy 8% | 29 ¥z
E-Ij_l- AF%%% Bol xz
Abst Z= 0| Al 5t =
XAk gl _
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=e {7t g |
51 7H5 A ol oFF A A=A 7 S|ZtEEAL | v, Mg, HIF
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1. S7F-AAF A& (TeETe bl B3 72, A4zA1G FH)
11 A/ EA R 71E 2 AR AAES  2d 1 H=
12 HF 37
O &A% 8537
o gl 3 FF A Ld=7] g (ohEHA2) Y SFAA
- 2F Aol ZolAY EE =1,
- 24 E, g, Ve B
- B EE 255 ohE A~
O &9H-8&F
1. AFol 15 ~ 30 kgQl &4
kAl B gFE 15000 A2 13 ol T},
€% 150vte] A2 2L AlF 15 kgP| T &ofoll A ARAHA Geth (AW At 48
oAU kel ARAFY A4 A).
2. AF°] 30 kg .LJJrOl Ly
WAl T §FE 3000to] ZZ T3Pl Th,
30 kg 279 Ao} @ FAEL 300vto| A2 §FE Fostoof 3,
A g dHET] W A5 13 o] FoAE & YTh
ofpZEA L S0 BEHE FA 27] FodFe FAH.
T8 FAEFL 0005 - 0.01 mg/kgel HH7F ubaol AW, F--o we}t 1§ Fof
7b 872 ¢ ok 9 ARl AU SdEEE A, A WA o 5168 &
F oA o] s BT < Ut wEtA Foisiok sk EASA & ol o= 27) A
Fete Ao AFdEH
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o] ¢ AMAY A AHE THEIEE A FHOR HAE TdEawe] ZEFAA T
o] ¢ WA wEE Z&o FARL & FHSAY HH JFE Fl 9 7hsdt
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2 AFE ouZaeZEEage]l FHE AME] FAA(ZBE)E B2 HRAA DEFA
=AY
M (150, 300 Th|AZIW)0E FAFARGFLEH S NE FUs 7Y A det ¥t HE

gol@ul zel)
duvl zdet2et24d 2 s A vkH Al AEEHE AFAEUZESF) A7 AS(oFETHRIdTd
dmg/mL, o ZHF44 0.018mg/mL)

duvlZzd d& AF(Amg/mL) o= “7|BA A2 L2pe| o}, e -Fr7|- HAAFAY FF T4
ofgo o3 HAAA Y HEAR, TanHA 9 ALY A5aRE V57 TATHEF B )

=

&3},

1=)

-9 ohEHA L &5 EH?Q BE JtolEelRle A A&d i zd Z85FA FAE H9H HA oF

B2 $EH02 /AT Yom, o9 A8 APl 34

2 7)) AE “ohpBRAAAET) &) o AR B PANAE SFAR A o
SUzdel YO FAHEE S, AT AAUTACINE AL I 48RS FHT 9E

il
N

etaotddl 271257158, thtolHd$-4e3], tietaFaets), dxHAda=
A

2 23 ¥
BA%, AYBYRY FEOR (UM FRE L AU AR - ol PBY B
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1. 721 =& ¢d 3 L Z 9o &

d|
o

A=

o AEH : A2EZHYCAF1500t0] A2 IH( Y ZHELZEF24HY)
A~ Ex P F3000t0) 2 13 (o) 3| ZH EF 2 EF2 AL R)

12. 714 2 AEE Y
o B AL 150 2 300ut0] A2 F kA §F0E AFH, oIzl y dY) o2 1.0mg/mLe EF

* o I ZHEL 2 EF 2R 1818mg/ mL % AIHZAL 1.0mg/mL
o AU ZY L wAA S ASste WA THE o AAAEEL 3 5289
G =4 A, AF-dF ol geder Fgste] dyET] e doAY, SUY &

U 59| %F(Drug substance)
211, AR
O A Zdet =24
o {3 : ¥ ZUE =B =4
o 3}5H . (1R)—1—(3,4—Dihydroxyphenyl)—2—(methylamino)ethanol hydrogen
(2R,3R)-2,3-dihydroxybutanedioate

o AW : oy ZdE 2L E4ES, Epinephrine Hydrogen Tartrate
L4 l‘i‘z]‘é] : C9H13NO3 X C4H606 (MW : 3333)
o - H ,OH H H OH
\T, . O \CH;; . HO,C /SV,.CO‘;H
o 1LZ2 A H OH

212 YEYLE A FPIFJE
O Iy ZAEZEF=4HA
- EP3to) wa} A s},
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22. ¢A| 9| % F(Drug product)
221 AZMAY FF (FAA, ALA, SEA, HolAd HFste B9
* ASUEF(EP), WEHE ot FNMUEF(EP), FAHEP), FAHEF(EP)

222, FAYLFE NFFE

O =543 W848 B 3349
A G G20 ¥5E 55 ME AP

A A A
O &3/ 43A8 O AFEDHPA/AATLEIANE O YEAND/AAZEAE
(] FEA0BAE [ G BT SR /G BTG} kA F
B F7AE O PMAES=AE B ESAVEANE O E8401E4E
O ¢a¢5A3 B ASSN/ 29484408 0 324949 0 34408 B /e
g0 HFEH F-2 ME AT
FESAR : QAN FAANE, I ZEAE, 2ot
* 7Y - A EITAY, 989 UAEAE 5
3. St Mof &S X =
31 959 %FY A
o el
32. A FE] AAA
NAEF NgzA 471884 A3
i 1871€ B 71E W Agsid, Azt
PEENL: 257 /60%RH o N8 sk 71E Wl HFE, A2kl whe
13427 FFA D FAED FUF Aol U+
7IE S A -2l o
’ AY ok 712 U i, A
EEEE—%:E—E[L UOUJ‘i'ITl_Eé '6'7]' (el ])\)CEF
i 2AZATALEA | )Y B 71E U AT FHAA ot
W3
_ >1,200,000 lux - hr .
7FEAE (F e 2434 /BT o A QFA &}
FABE) | watt - hr/m2 18/ % 14 e

33. AAAE 9 9= FHIIAF
o AA AN U A7 WEEY], 25 C olsloA] AR AxYZHE 1871Y

_12_



34. A A AAA A
o A7 Az 2RE 18/4Y 2 AR oM, AT ALVIAA 71 W AREE FUst] AxdEZF

B 18744’ A7

, T2, 292, AT SFEN SAN HE WA

- =Y, olReol, Tz, 2912, T AAFP FAHC AE ¥A

=" o —
AFAH
=4 = O:]
A (RE/ | "Rl | gidEAt Fol g ;7} HrtaE 9 A
AdH) =
<oFEs Yo
A~E oli}=l oli}=l o) ok
Ve <D | o ot £1¢
300pg 300ug 500pg
Cmax
404.87 | 371.68 | 636.02 93.41
(pg/ml)
AUCo-¢
24707 22738 37101 7127
(pg-hr/ml)
- - Tmax
okl HA 724 i 24.91 37.73 33.33 -
7+ (min)
opEe, A 300ug 2=
EEEES B: 300ug ohv=l AL e
ICTR VFWA |, e |G 200ng ot Fas
1 |IX-A-0z |9k S0 D Ak |l = .
2012 g gz °° | .
3L 2 A W0 = - = . o
o) 2o Fof Y
solu}l: oy =Y
ArE: oy ) i .
E}_EE}_E&O‘; -50 0 50 R 100 150
—~— ANAPEN_300
—B3- ANAPEN_500
~ JEXT_300
—£ PLACEBO
<oFg B>
- $2719¢%
<ol k&>
13719] oluk-go] 7TH(58.3%)8 Aol A Hal, o] Ky o]
G ol FAL 9ok BIg o B
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SRR o
g | M3/ | d9Ad | s FA8F | Brhgs 4 A
Au) v
£
i i
i
i Warrsye i
8 R A ;
AR AAS Y s o]
W)7te] OFEE o] folFk Aol P A okS
<$HEA 3D
13 B7ha5 43R AL B oA Hlg
D 71%(80%)7 A~Ed] ds) AeHow F9 ouue] A
< 684 (76%)
#FHA F A U ATES Ho] Wuldl period &3
EE . w3
ohbde o) m# 150ue 2) ¢ As) e 102 44 Ad, 0% 2w §4, YRS
2 29 ol ARE 150pg Toz HEHAS
ICTR  |¥ 2 gm0y we & '~ 5|23 B
48 JX-A-01 |4, /A ATH~T5 o s T - AsE BAYAE, FARL N ARA olsgE
0013 |2x2 mA A 1~4A13F 5] A gl AZRe BAIE ol Aol gIlS. oldmi
A~E7} ¢ 2HAskL ols| =yt =9kS. 75%7F AAEE ov]H
2x  Agg|M B} frofsh dEatls
AFAF4E:90
QFAA:
FALS) EZo AAEEQAHG oFAQIADA o B
P AV)FEe AXEGER)] dFAAET o ¥A B
AENA: v o A] ol ke FojEd] 24 HYYe
- AR Fol A o]k S B ke F5P $EoR Bud
-2 B AE AE
1) oA 24 ﬁz% AAF o Jlol=dRleA ohtEBA~ a3 A AV

epmephrme FAE Fo(IM)3t =5 ™ Al(First-line choice)

H s, AA %H:ﬂ?_ﬂ ¥ 3] (Kemp SF et al,, 2008), &5 U4 WY/ L =] 83)(Kemp AS
et al., 2009), vl= &#E=27], M2 D W3] (Lieberman et al., 2005), 8 <¢HZ27] 9 4 1Y
g} 83](Murano A et al, 2007), Pl=d <@l 27] 3 ZFdH A EF(Sampson et al., 2006), 7] =4
o}3} 3] (Sicherer et al., 2007)

* I g 9 013(@FLN2] A £FY) 4B S A) BT ohpEA 2 AR B
‘AR ZA F2H Foli ofbBeA 2 A5 Aotk T} 2AWOE ohpBA 2 A
dol A4 2 AT AW ZAL Folshe Aol YNHOE O e A}E AT F

o}

oy &FH Fo AR EHFY T HAYSFe ZEFAR T, g
1:1,000(Img/mL) ol =& FAA 712202 Aol A= 0.3~0.5mL(0.3~0.5mg) ] T}, Aolol| A=
13] 0.01mg/kgo = 13] HH&FS 40} 0.3mg, 8< 0.5mgelth. ZHFAVE 2=, 1834
of Bl Z-gA|zto] whEw Q# A &E 7] wjEolth AT E X 5¥kgI oppHERA X~ FF
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Lo wep F7HAQ AUz FAT F glon, Hao) we} 5~158% A 02 APJi)--”
2) Johnston et al., 2003 BMJ ofupZ Al 2~ wHA1& oF 2300~1,5009 & 1122 o= G0l A= 1992
d el F 204 A BRauEgoew, ¢ 100,00070 9] ot=ddd A7tFAM| 7 A
3) McLean-Tooke AP et al., 2003 BMJ opp A =o 4 e] ol=gdd Qo g 27
@ ohpdeal 2 A& 21 case/100,000 AFE-1d (US)
@ A-g &5 ol=ddd IM FAHE FeA0l Al S 43 (evidence 75 Grade C, EE 9] A
gd d3AEE )
4) Lindbeck GH et al., Academic Emergency Medicine (JFSCI) 1995
- A A Yol Fo] ¥ §5 VIEAE ZAR A I zd T g A F(373])
- dEA TR TS 2A65%), 2 (19%), FE(G%), 71E
- oAz B
(FAAA 7)) B 514629 Ho] T

(£%) 89%(337)= 0.3mg F
(F3 M) 38, FF, 23 T3 2 A oF 80% MAEASH, S "l gle Bee

100% e s
80%
80%
40%

20%

%
Breathing Swalling
B improved S3No Change ClWorsened

5) Bock SA et al., 2001, 2007 J ALLERGY CLIN IMMUNOL (SCD
S OF g4 ohtBEA 2 A A 24
- 639 AR AbEl F A AW ol=d g AvF FAE we Aldls 79elgon,
- Ape] F7b 2AeIA 3199 A Al F 47 9] Abgare] A
< Zle® =AM
6) Sampson HA et al., 1992 New Eng ] Med (SCI)
w2 ohupEEA 2ol o]k AbE B ARl TR AbEl(EE
2ol o7k oA 2 AR 61 T 1413 oW ol =
Z} 125, 80, 180, 60, 90, 25min)
Aol AR At 7900, clHH =Y Fol= 1S Al
(Z+7} 25, 130, 30, 15, 10, 15, 30min)
7) Dewachter P et al., 2007 Anesthesiology (SCI)
-old AL 29 YE Bdof S FEF 52 F oAUz S B A HEFELS 5/6(84%)

2 fEFHoH, vEe F& BF ATEL
- AVP(arginine vasopressin) T Fo Ao R5F APl on, vy ey AVP FA4 Fo

Al BEZEC] 7HE E%X5(100%)

B4 290] ol (2

£ 30min /W T4

o
9#
K
k)
i
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- AR ohbmeA s 22T A%F AR} o F

AAW, Vs we oz FaF o

7l
2 ade] A A AAE A7F Fo oy =d
k4 (retrospective)-Al#l(case report) T2 F
3l pheke
Aol gk Fo A7
ARE B agsiglon, ek AlEE PSUR ARl
Fol W] 548 asgles W dEE M
ol B AFE T Fods FIsHA ¥s Ao=

7. 2|52 ALSE & #E Xz
o 54, ojgEo}, T2, 292, G ASFFH AE
- AR EF= SmPC_(UK EMC homepage)
- Jext 300 micrograms solution for injection
AFEHE | A2ExPES150, 3000H0] 221
Jext 150 micrograms solution for injection
AAE | HAAA ol A ALK-Abello Ltd
37t A | - 2010.10.12. (UK)
A FAEYsiy WAZE §le do] £ I;MEYFe =g | Solution for injection in pre-filled pen.
[elle]
BEFAA o, Clear and Colourless solution
ImL  solution contains 1mg  adrenaline(as
HH 8¢
248 | == dEd HTAEE &9 tartarate).
e | =42 DUZE2E24e  EP 1.818 wpi0w | Excipients  with  known  effect:  Sodium
metabisulphite (E223) and sodium chloride
o A7t §4 dEl27] v (opE A 2)Y & | Jext is indicated in the emergency treatment of
wAA - 2% QA 2= £Y, 24, FEFH O severe acute allergic reactions (anaphylaxis)
a587 2 39 g BN = 2555 olyzE to insect stings or bites, foods, drugs and
A2 other allergens as well as idiopathic or
exercise induced anaphylaxis
1. 15 ~ 30 kg9 4o}gat Posology
Akl Fol &7 1500to] A2 T3 ot} Paediatric population
£F 150t A=W AF 15 kgP|¥h Aot | Patients between 15 kg and 30 kg in weight:
A FREA Geth(AEe Afste Aol AY | The usual dose is 150 micrograms.
+H&F .
ojate] FAAFY AE AE). 30 kg ol | A dosage below 150 micrograms cannot be
aof gl Fade 300rte|A=ad &3S Folst administered in sufficient accuracy in
ofof 3t children weighing less than 15 kg and use
2. 30 kg o]’F<] A<l is therefore not recommended unless
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dulA el Eofgego 300ujo] I E THo |t}

=
ARle A5 & ey vhg A7 13] o) Fo
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41
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o

i)

o
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ol
2 Ho

[S3e]

oy
xo
d

)
e Jo
(n
O
2 =
A 2

rlr
riet <
X

ol
of
ol
rr
PRI
2
s
ol
i,
SN

[68)
—m
2
o
it

}
- gzAde] £RT WA B

T AEI oA Folsl

o 2t

] &L 0,005 - 0.01 mg/kgel W7t A
of et 1P| Folrt a7
AAEHol fAY Ad3EAS

of 54158 ¥ F WA ArED

Fssta o

life-threatening situation and under medical
advice. Children and adolescents over 30 kg
in weight should be prescribed a Jext 300
micrograms.

Use in adults over 30 kg in weight:

The usual dose is 300 micrograms.

Larger adults may require more than one
injection to reverse the effect of an allergic
reaction.

Patients between 15 kg and 30 kg in weight
should be prescribed a Jext 150 micrograms.

An initial dose should be administered as soon
as symptoms of anaphylaxis are recognised.

The effective dose is typically in the range of
0.005-0.01 mg/kg but higher doses may be
necessary in some cases.

In the absence of clinical improvement or if
deterioration occurs, a second injection with
an additional Jext may be administered 5 -
15 minutes after the first injection. It is
recommended that patients are prescribed
two Jext pens which they should carry at
all times.

Method of administration

For intramuscular use.

For single use.

Jext is for intramuscular administration into the
anterolateral thigh.

It is designed to inject through clothing or
directly through the skin.

Massage around the injection area is advised to
accelerate absorption.

Please refer to section 6.6 for detailed
instructions for use.

The patient/carer should be informed that

following each use of Jext:
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o 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).

e 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.

o The patient should if possible remain with

another person until medical assistance

arrives.
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