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MEERT—2/\vr—2
M L

(2) B PREEHR AL BR
PR L

Q) AE RGERFRFER
LR L

O £3:0ER¢
AR L

(5) B - fRAERIHER
R L

(6) Ja AR A {3
DRI L

(7) £ Dih

FIREFEAFEDOZBNCET 2R EIU T LB TH D,

D)7 T L7 AR 10mg 12 X 5 5 W EE o2 W
[fs A J7ik]
TrF LT AFE 10mg 0.5mL (5mg) &V LT U USSR E VBEERE D po < v L1ERT B, FEHE
L 1~2 LT THT R D OB LZEETH Y | L TENTIER B,
RIS O THSTET 30 & THREICEL 2 RN EHR T 5,
—RICIRBHE A2 RN D RO BEITIT L A ENRGEIETH Y . Z OFRBITXENER I IE O BTN
T, BEMEEZETHZ LI/ TH D,
ENHAKN B G HRIEROEEE A6, EHEHIELTLEXILRV,
RRK O STHRICIE 10mg iR EFEL TH D2, BARMIKNE bng THORZ ENH N Y |

Ca)ll 3. fil, ERERARFL. 18,53(1964). ]

)i U =R T T —BHIAR S 0O FAE G T~ O % Y

—iiz, Pia V) AT I —RBANKT A KNHEFNIC L - T, EENOBSE & TREMMICE - T
BixThD, LD THTF L QL (quality of life) HETTTHETWAHRITRAIE LT, iz xR
77 —PHAIOFGERSLHEGERENEEMNE > P2 BEOFRZEZWERNSLT A M ALENDHD, ZOT A b
NTrvnay - TARNTHD,

ImL DOEFEZRTNERY | BET 528, £9°0.3~0. 6nl 2 LT, #IRAICEIZFA LIZEE T, T, 3t
R, EERSWIHE (e . fMElkE. MERS. M. ROESWITHE, BEa, Bl mEM, FHL BiE (LA B Y v
TEAD) BN L 2R LN NT A M EBUR L, KISHAREN THRTE 2T, Ebicws< v &
B BEHEL T2, 22T U AERNRO LN DRERITIL, 5] X X B OMMEMERNE, . W
WU Ol (== F U AEH) BB A2 eEnd 5, A2 B Y AERIES 28T 5 0 b3t
HENWTL B0, =aF AEARHELLEAIE, ERISCTT ha B afEL T I,

(A4 /%, AARESTHHR, 3630, 134(1993). ]
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1. ZEEZPMICEEHDILEHRITILEHE

la) o5 —FH|
—WRL XA AF T I, U RRAFTI, TR )= h &
HE  BEDO S 2L EWORNEE - IRFIIRFTORN IEEZ ST H T &,

2. EIBER

(1) fERERLL - 1FRRERF
=Y AEBERRAOR & B DA% v T T AR BT 5T B T3 U L OV & D b DR &

LCT®FLal AT T —ERH D,
TRkl B CoTEFLa) v RT 5T —PERLET LD Hia ) v X T T —BIE L IN,
T4 S AF T IR EFEND ARG ) 2R T T BRI pEEI N D,
T Rak=y 2 tiE, 7TEFra) o pRERTHL Y AT T —BEIETLIZLICLY, U UHE
BIMSZRRICT BT ) CEEE ST, PIHREMRR, KRR E DT 2 ) AREMESZ R0 R & [H
BOMREBINHEEST D Y,

(2) BN ZET T HERERAAE

DAY UIRTFS—EHEEER
b b (R Ic Fed=0 A5 W E 20mg #5- L C, ToMiE=al =27 7 —PHEEM 2B Lz
AR BEE SO TIERNRKRE RV 10 Ta ) v 2T T —BIEMITESHTD 50%07 E THIE Lz (G
EANT—%) ?,

2) EfEFHENE DR IR ERTE
T FakR=y 2 EE. FReRoEWIia ) v =27 F —BHIT, BE5%OIRN %O HREO[EIE O F
ckv. EEMESEOZBIHEMESND O 7,

(3) Ve AR IRIFRE - FrigehFal
R L
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I AR E D HEFS

(DaRERGMPIRE
gk L

(2) ERERRER CHER S FIRE

PR L

Q) &=
PR L

) BE - HAEOEE
PR L

2. EMEERI/NSA—F

(1) FEMT 753K
Y LR

(2) W U8 FE 7 38
gk L

Q) HREEEH
gk L

BHoIT7IUR

9. 6mL/kg/min (AMEIABHE) ©

B) N mAEE
1. 1L/ke (SMEIAHBHE) ©

{BE>

R RARFFIV, TFAOKRZHVARUEY FRFFIU0OEYERE GIEAERE) ©

AT
(Vd*’ L/kg)

Sy

(t,,, a’min)

B R0
(ty,, B min)

JIVT TR
(CL’ mL/kg/min)

RFAF T IV

(0. 35mg/kg)

0.7 3.5 80 9.0
(5. Omg)
= Rar=7 A
1.1 7.2 110 9.6
(0. 5~1. Omg/kg)
Y RRAF7 I
1.1 6.8 112 8.6

(6) £ D fth
R L7
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3. BEHE(REaL—a V)@

(1) A 7%
LR L

D IRSA—2 EFHER
gk L

4. RN

b N TORYERR L

(B>
Ty MZYC—x RakR=0 L8 4. 0 pmol /kg Z i L7, M P id 2 FatE ol 278 L,
5 LFHONRENL 8. 3 Th o712,

5. 2

(1) % — A BE P9 @
HMUER R L

(2) Mm% —BEAEREFT @B
MUER R L

Q) A ~DFITHE
MU ER R L

) BER~DFITHE
MU ER R L

B) ZD DB~ DEITHE
b N TORYER L
(BE>

7y M MC—x FrkR=0 LM 2. 0 pmol /kg ZFfHE L7HER, 5 0RO & BBV TREiRE 2R
L. LB ETREBOEHLERRD i, MOMBK OBREICBI DIREDIFIT 20 5 Tho7?

(6) MIREBFEEER
AP L

6. 1t

(1) REBERL R U B ER
I T0% D0 LR X 40, FR D ITB LS CTRE - Rttt S D, = FedR=U A 3IRH#L Tz Fek=y
LTV m=RERD GMEAT—4) Y,
BB
Fw MZHC—=x= FaAR=v LY 2.0 pmol /keg & HE U725 R, 6 REfEHE T G- 20K 5% 23
FICHE S, B DIE L A S 3-oxyglucuronide T, RE(LKITIZ L A LB IR - T1- 10,

Q) RBI-E5T 2BE(CY P DATE. 5%
WA L

Q) VEEBHEDEERVZDEE
U ER R L
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[ ]
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s NG Y,
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9. 1.2 : ERBHEOBEUENH b b HEIIIEEGE2TIETAZ &,
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(D IMR
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IR R L LT BRI I L TV 7y,

(8) mnE

9.8 HinE
BEDREBEZBE LR OHEEICRET S 2 L, —RICEBEEENMET LTS,

7. tHE{EA

(N FRAESEENER
RIE STV

Q) BRFE L ZTNDER
BRE I TV

8. Bl¥EH
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IX. FRERRFERIZBI 5 H A

X. JFERPREERICREY S HE

1. FEHEHER

(1) Eh AR
(TVL FZh KBS S E | OHEEM)
(2) R EREAER

1) hiRwRRIZH T 5/ER
Domer B IIHERIICHT A= Krh=0 AOERIZOWTRE LTz,
T Rer=y 2G5 E R aEMOBEREICEDEZERAT 2 &, BRICEREOREAAHI L, Fibdn
ILE OMEHEERIC L0 Z ORITHEE S 7,
LUy hoVLE X —bF R U U AMERR 2T RadR=0 A EEA L Ch,. ZOMGIEHBL L 72235
7 14)O

2) g E MEICE S B4EFH
Randall {34 X2 KaR="7 A 0. 1~2. Omg/kg (FiE) &5 L, MFE & OFEICH T2 283D a2 L 2lis
LTW5 1B,

N MFRIZxT H1EMA
Su IR L72A X Z FV, syncurine (2 X 2 M IIHICRTT 2 = Kk =0 A0TSR EZ B L,
syncurine [3# 5% 4 43 CHRAR OGN 2 4 U7z 230 10 5142 BI1E Lz,
T ReAR=17 L% syncurine 50 3 3H%IZEH 2 2 &N RITBREAIIZ & & odr, FEA I, 6.89 12ITIERIZ
[F1E L7z,
K ENITRARL Y LR, EFICEELZEREL TS 9,

(3) Z DD FEIFFHER
PRI L

2. EitER

(1) EER 5 H 4R
® HERSSMHRER
LDso
FHARPY
0. 30mg
(1K 20~22¢)
(Behrens—Kaerber #)

<17 A

2) REIREEMHER
R L

Q) Bi=EMHER
MU ER R L

4) WA RSB
MU ER R L

(5) £ R A = MHHER
BB L
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(6) B AR ER
MR L

() Z DD FHENE
FEHUER
T FrfR=y LORHTERE~ D 2 (#iE) TR L
T ReR=y A AEMEEG LT haty, YR 7V U RUANFY A b=y a2 L TH, #EPEAIC
RO LN )
T Rok= AHM 18.6 (17.6~19.6) mg/kg . 7 hu B U ff 17.4 (16.35~18.5) mg/kg . YR Z TV
ORI 20 mg/kg, ~FH A b= A0FH 17.6 (16.45~18.8) mg/ke

19



X. EHRFHICET 2 HHA

X. EEMEREICET HEE

RHIX 5

LS H o BISR, AT SR IR
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<TvoLEy 2L
BEMERLTA R 720
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—Fi5 - AR
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Rl — R 3 720
Rz 3L

7. EfEESEAA
Ryl
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& s R e K FRAE A B RE S HEMM LRI A A fRFERRLAHEH A
IH k74 ey
1960 8 10 4K 7323 5 1961 12 1 1960
SR F8H 10 H (B¥) &% Eza F12H1H £10 A5 H
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2008 3 13 22000AMX00661000 2008 6 20 —
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9. MEXIIHMREM., AERUVAEZEENFOFARRVEZOAR

e IR, HEROHEOEE

HEHHE 1984411 10 H

WA @ 55 23 IRFFFTAMAG RS LE O — A AR L
DA SN T=he X i3 zh R
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ERE M SRE DM, W R4 55 D B AL M R O 1 TR Y D $ERIE2 Wr

@Wﬁéﬂt%%&@%%
FIEREIE DR
FHIO

10mg % 30~40 B2 THIRNTESR 95, hstfRiRae
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10. BEERR. BEBERAREABRUVETDORAE

AT
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FEfGIESEDOZWT, it 512 OBIENEFF AN 0
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c WAl & LR IR AE D B
D& DHGE
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R KT o HE Al LT L%&A1EHMg%ﬁWWE%¢50%@%\i¢M®_
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T 5, VENZE U THED O 8mg 2T 5,
W, BFRFER OB LRWIES | A G4 OBIL MR 0] O VR B O 8BRS
TITMR Y R E ST, W, = RaR=y Atk e LT, @HE A 5~10mg % 30
ETIRE & DI D REOBWIC | ~40 BT TEIRNIES 2. ftigik e s S hviuid
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HEETHM
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12. HEYFEFHRICET 515

AANL, JEAETHEE SR 97 5 (K 20 42 3 19 B IZ

% L7,
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JEAE Sy e S S fERIEHRS 2 — F L7 NERH
e HOT (9 #71 =
W U S = — (Y] 22— F) O ®5 | s ipa—
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SEEH
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Tensilon (#7174, Enlon, Reversol CK[E) %, WFetik (2021456 A 1 HELE),

<&BE>

AFRZ 1T D %h6E

FRR, MELAOHEIILTOLEBY THY | SETORRRI L 1ZTR2D, ERNOKR

BOFPATARNZHEHAS D2 &,

4. ZhHE

(EES

TEREGHESRE DU, 75 AR 555 0 IBAL I R AT O 1 FR A FF DSR2 1
6. HEAUHZE

EIEMEEOBWNICIT, = Fadh=y it e LT, @HEA 1 [l 10mg ZERNTEF4 5, OB,
ETHO 2mg & 1656~30 BT THEH L, 456 BRBRICKIEE A7 ECHEIZS L THEY O 8mg 25425,
AR A $e 555 OBIENE R INH] O E RS ORI IE, = Fadh=v A e LT, #ERA 5~
10mg % 30~40 Fo T CTEHARNES 32, AR EENSE S NAURIER B IE 7 v > 7 | iR iRre 2 1
SIS EE T 1 v 7 LHET D, BENHIIE 5~10 SLUNICRREEZKERGT 5,
k. AR LV EEET D,

WS TOAZRRML (2021 455 A 16 H PDR. net FEzR)

4 K [E]
=t 4 MYLAN INSTITUTIONAL
W 72 4 Enlon

AT - Mt

Enlon Intramuscular Inj Sol: 1mL, 10mg

Enlon Intravenous Inj Sol: ImL, 10mg

AGRAEH B ANBA
Zhhe - A DESCRIPTION

Parenteral cholinesterase inhibitor

Used for diagnosing myasthenia gravis, assessing cholinesterase inhibitor therapy
differentiating cholinergic and myasthenic crises, and reversing effects of
nondepolarizing neuromuscular blockers after surgery; adjunct to atropine for

treating respiratory depression associated with curare overdosage

Drug of choice for diagnosing myasthenia gravis because of rapid action and short
duration of effect

& - &

DOSAGE & INDICATIONS

For myasthenia gravis diagnosis

Intravenous Dosage
Adults
Initially 2 mg IV over 15 to 30 seconds. If a cholinergic reaction occurs
discontinue test and administer 0.4 to 0.5 mg atropine IV. If no response occurs
within 45 seconds, inject another 8 mg of edrophonium. Test may be repeated in
30 minutes or more to test a positive cholinergic reaction.
Children weighing > 34 kg
2 mg IV given over 1 minute; if no response occurs after 45 seconds, give 1 mg
every 30 to 45 seconds until response seen. Maximum total dose: 10 mg.
Children <= 34 kg
1 mg IV given over 1 minute; if no response occurs after 45 seconds, give 1 mg

every 30 to 45 seconds until response seen. Maximum total dose: 5 mg
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Infants
0.5 mg IV once.
Intramuscular Dosage
NOTE: All cholinergic or myasthenic signs that appear with the IV route appear
with the IM route, except there is a delay of 2-10 minutes before
any reaction may be seen with the IM route
Adults
Initially 10 mg IM. Subjects who demonstrate hyperreactivity to this injection
(cholinergic reaction), should be retested after 30 minutes with 2 mg IM
edrophonium to rule out false negative results.
Children > 34 kg
5 mg IM.
Children <= 34 kg
2 mg IM.
Infants
0.5 to 1 mg IM.
Subcutaneous Dosage T
Infants
0.5 to 1 mg subcutaneously.
For the assessment of cholinesterase inhibitor therapy in patients with
myasthenia gravis.
Intravenous Dosage
Adults
1 to 2 mg IV, given 1 hour after oral intake of the cholinesterase inhibitor
being used in treatment. A transient increase in muscle strength indicates

undermedication with the cholinesterase inhibitor.
Children
0.04 mg/kg IV, given 1 hour after oral intake of the cholinesterase inhibitor

being used in treatment. A transient increase in muscle strength indicates
undermedication with the cholinesterase inhibitor.
For use to differentiate a myasthenic crisis from a cholinergic crisis (e.g.,
myasthenic crisis diagnosis).
Intravenous Dosage
Adults
Initially, 1 mg IV. May repeat dose after 1 minute. NOTE: This test should only
be done if adequate airway protection, ventilation, and cardiac
monitoring are established
For use in nondepolarizing neuromuscular blockade reversal.
NOTE: Neostigmine plus atropine is usually the preferred treatment
Intravenous Dosage
Adults
10 mg IV given over 30 to 45 seconds. May follow with 10 mg IV every 5 to 10
minutes, until a total of 40 mg has been given. If large doses of edrophonium
(e.g., 15 mg) are required, they should be preceded by IV atropine.
For the treatment of paroxysmal supraventricular tachycardia (PSVT) t or
diagnosis of supraventricular arrhythmias T .
Intravenous Dosage
Adults
10 mg IV as a single dose

T Indicates off-label use
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MAXIMUM DOSAGE
Adults

10 mg/dose IV
Geriatric

10 mg/dose IV
Adolescents

> 34 kg: 10 mg IV
Children

> 34 kg: 10 mg IV
<= 34 kg: 5 mg IV
Infants

0.5 mg TV

DOSING CONSIDERATIONS

Hepatic Impairment

Specific guidelines for dosage adjustments in hepatic impairment are not
available.

Renal Impairment
Specific guidelines for dosage adjustments in renal impairment are not available

ADMINISTRATION
For storage information, see the specific product information in the How Supplied

section
NOTE: Atropine sulfate and resuscitation equipment should always be available
during the administration of edrophonium.
Injectable Administration
Edrophonium is usually administered intravenously; but is approved to be
administered intravenously or intramuscularly. The subcutaneous route has also
been used to treat pediatric patients (e.g., infants).
During administration, frequently monitor pulse, respiratory rate, blood pressure
and neurologic status. Monitor ECG during intravenous
administration.
Visually inspect parenteral products for particulate matter and discoloration
prior to administration whenever solution and container permit.
Intravenous Administration
Inject undiluted solution intravenously using a tuberculin syringe.
Intramuscular Administration
Inject into a large muscle. Aspirate prior to injection to avoid injection into
a blood vessel.

Subcutaneous Administration
Inject subcutaneously taking care not to inject intradermally
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Labor, pregnancy

Edrophonium is classified as FDA pregnancy risk category C. Edrophonium is ionized at physiological
pH and is therefore not believed to cross the placenta in significant amounts. Although there have
been no reports of fetal malformation in patients receiving edrophonium, caution should be taken to
avoid unnecessary risks to the fetus during pregnancy. IV cholinesterases have been associated with

premature labor: use of IM formulations may be safer

Breast—feeding

The manufacturer warns that the safe use of edrophonium during breast—feeding has not been
established. However, the drug’ s effect is manifested within 30 to 60 seconds after injection and
lasts an average of 10 minutes. Edrophonium is ionized at physiological pH and is therefore not
believed to be excreted in breast milk. Consider the benefits of breast-feeding, the risk of
potential infant drug exposure, and the risk of an untreated or inadequately treated condition. If
a breast—feeding infant experiences an adverse effect related to a maternally administered drug,

healthcare providers are encouraged to report the adverse effect to the FDA.

2%E . SEOME
FDA ™ /3%8 : Pregnancy Category
C : Animal reproduction studies have shown an adverse effect on the fetus, there are no adequate
and well-controlled studies in humans, and the benefits from the use of the drug in pregnant
women may be acceptable despite its potential risks or there are no animal reproduction

studies and no adequate and well-controlled studies in humans.
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Enlon Intramuscular
Inj Sol: 1mL, 10mg
Enlon Intravenous

Inj Sol: 1mL, 10mg

Children

The safety and efficacy of edrophonium in reversing neuromuscular blockade
in children have not been fully established, although studies have
documented dose ranges. Antagonism of nondepolarizing neuromuscular
blocking drugs in pediatric patients is more rapid than in adults. Limited

pharmacodynamic and pharmacokinetic data in children have been published
(202145 H 16 HPDR. netfifgs2)
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