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Furosemide Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03

1. E2RRUSHER

{EZERDETR . Furosemide Injection Formulation

HieEOSH4T. ERRUBESES

HiGEOHR . MSD

EFRr C BER REAT @ 810 MSD Xt EIETS
BREES : 048-588-8411

BFA—ILTFLR . EHSDATASTEWARD@msd. com

RAERERES : +1-908-423-6000

HRARRUERALOHIR

HRERZ D BESMA

fE AL DR S

2. ERAEEOEH

L&D GHS £4
REFMRESRSE (REFC © B9 2 (BiE FE)

=)

GHS SRILES
BREXITO VR

TR B
BIRAELEH W3 RMICD S, REREIECECS YRS (B IR
OEEDHEN.
IRES | mENE
P260 S R b EREWALIGN &,
b BEE:

P14 [ANBENEE(F, ERMOBE/ FUTERITH &,
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Furosemide Injection Formulation

&=

1.0

;ETA:
2024/09/28

BBEERE:
632209-00018

AiIERET B: 2024/04/06
#EERLA: 2016/05/03

BEE:
P501 NEY., BERERBIN-NEBHERICEET LS &,

GHS IR L LMt BB EtE

HMEGZL,

3. MERURSIEH

ot :3: 0l A 73

kA LT-5E
REIZHE LGS
RICA-F=5H&

RAAATZGE

RMERRVCEREERDOEK

LERLHIRER
BREEEY 2EHDRE

EEICX Y SFATIREE ¢

LEYE - ESYDORA EEY
5%,
=22 CAS &= EHE (% w/w) BEHRATEHE
£S5
JOotsk 54-31-9 >=1-<10 9-377
4. HRBE

EMDHEEP. [SNT BN EERELICEENDZEE
2T,

FERMNREICIHEE. FRERBIHIERIE. EMDIERE
215,

RULGAATEISE ., I EIDISEI~BET 5.
EERDBENDIESICEERKE TERERT 5,
EMLGEE. BELICKREBEZRITALEZEDKTREVNRY.
EERDBENDISEICEERMETERERZ(T 5,
FHEEE LT, KTRZ®RFT 5.

FFAH Y RGT HHEICITEREETEREZTS,
RARAATZGE . BEICHMEZL,
EERDNENDESICEIERKE TERERT 5,
KTcOz&E<TT

R#IH=5. RIFREFLBICEIBBOETOESZN.

RS ERFBLORL2ICEEZIL., HEESIh TSR
EREZERAITS L, BEORRRUEAHHIESIE. HESD
BYGEAAREEZSREOC L (BR8E5H) ,
XEHRESSIUMEREZER TS &,

5. KEBrDFEE

Y75 H KA

JKIEFE

it 7 )L a—ILiasE K F
ZBkixZ%x (C02)
R H KA
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Furosemide Injection Formulation

RS WETH: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03
> TIXR B R LVEKF HMETL,

HEDORIREEN
HERZERIEY

RRERP~OBREIRRICEERETEENH D,

EREEY (NOX)
RERERILY
BB LY
BRIEEY

BWHOH I BIBORR & BDBEICIS C TEIGERFRERNS,
KRHOBBEANT B1-HITKEEET 5.
o THIUILKIAGD LT F E KSUEED SBET
Rih SBBE P L,

BRETS BORE KBFIZIE, BRRTERBEERT 5.
REBEEAT 5.

6. MEOEE
MEIZHT 2 EEEE, B © RESEEAT 3.

BRURIHEE

RIBICHT HEEEE

HLRADRTRHEDAERDY

2]

REGWMYFZLNDT FNARX BB T 258R) . BEARE
BnREHEICEYN (HE8E3H) .

RE~OHREZEITH L,

REFZHRALTHDL, INPIEFIhZELEDHS,
GEEICIEEAIDEFC FHLCRADEREIFANN)TRHRE
I2&3),

FEINF-REKEREL, 0nd 5,

TRHEMNE L CEUIRTELZVGE X, A BRKISERT 5,

FEMERIRMS TRIREE 5,

ZEICZENBE. WREZELEDOBEULGEH CADOFE
FHELT. BABHEWVWESICTEHIE, BhERREICERALZE
MERCTTRVWEFRZENTZEIBEICIE, BEUL=
BEEULERB[ANICRET S,

REYE EEYRRIEITRET S &,

ABSEHRE., BEITDHEICIFK. SMFEEAERELIUVEDR
BlIcfig>CTHET L L, TORBICERSIAEHMEIZDON
THLRABTHD, FORUNERAINSINEHEET HIHLEN
Hbd,

ASDSNEEH 13HEXIV15I2HENT, ABARKRELIUVED
ERAIOEEHY .
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Furosemide Injection Formulation

RS WETH: BEBES:
1.0 2024/09/28 632209-00018

€ MSD [} e

AiIERET B: 2024/04/06
#EERLA: 2016/05/03

1. BEEVWRUVRELDOER

:E7{

AT E R
BFr#x, EHBS
REREREE

e fih [B] 58
A%

rRE
LRELGREEY

EMEZIEYME

REGRBAEMH

XL BHLERVREREDEDRENRESE,
BYHBRKEBED T COAMEAT 5,
SRMEBRERALGLN &,

BRARAELELN,

AR& DEfALEET D,
RE~NDERPDF-IIREEMEZETD,
HMIEWVRIEREZELCES 2 &,
BISRERAEDKRICEDE, EXEHOFESLUREHD
ETREICEVERYIES 2 &

CHOHEREFERTHEEIC. RBEXITEEEZLGEWNI &,
RNUOEREVZHLEL. RE~ANOBREZR/DMRICTSL5F
B9 5,

3|1l

BEOFERAFICIEEMEADIX EOTEELHZHEIL.
EEBFRDELICTA TSIV VI VRTLELIURED Y
J—%#HREBEL TS,
FERAPEIHRERUVEEZZILT 5,
FREINERKRITBERATHHEICERET S &,
27T 4 DHBHEARL—2a vk, ToP=Fa
vho—)L, @EUGEAGERE. BULKRLESKUVF
EBREFIE. EXFLEER. EXERLLEEANOEROL
Ea—%280RENHYET,

BYESRNILDDWEERRICANTE S,
BEDOHREICH->TRET S,
ROBMEFEEE N> L LITEBELAL
CEN T &1

BSEOME: FMRGL,

8. I EMILRURBIEE

ERRBECETIRIFRBRR/HFERE

D%, CAS &= e (RER EERE/REE | HH
&) B | R EE
J0€3F 54-31-9 TWA 200 wg/m’ RER
TWA OEB 2 (=100 - | &R
1000 ug/m3)
BAEoE SPEEEZEETHICEIENLGEI OO T IEBELY
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RS WETA: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03

HEFMEERALETY Bl BESHLGWI A v iRER
1)

B, RXEBFIVRRERET SO, 21007V
TERBIRIFREICE YRS A, P BRICHVERES L

BHERHYET,
EBRETOARL—2 a3 0 THNIEREN IR EZBHES L
FH A
RER
M ARERE D EYULBFHSEENFEATELRWMES. FEXIE EFTM
THENA FSA4 VOHEBENDIXCENTIN-GEX,
RREREXFEALEL £,
TJANE—"A4T D WRITFRAYAT
FOREER
ME D ELEFR
IRDRER DA FU—IL R ERERFEL LCIEFI—VILEERT 5.

EERFED LIIEERICEOZMAE, S X b, T 70Y
W ERRET BHI5EF. BRIV ILEFRT 5,
MLA. SR, L LLIFI7OYVILIZCELREES LSS
ATREMEMNHBIEEIE. 7 —RP—IL KL LLIEZFDIEFHLD
L7 z—RBEOTIOFU 3 vEBFRALELES,
RERVEADRER D Az 74 —LHLLKIEEBRERAO—FEBERALELL S,

9. PEMRTLEHER

MK RE DOKER
& L BB
R L T—A%L
R0 LEVEDE O T—AIL
Al B R LT8G L

BRAXIVBRRVHEEE @ T—274L
AIATE (BlR. SUA) o JFERE
AIATE G&RAK) D T—REL
BRETRARVEFELRF AIRRR
E%ﬁ@@i@/ﬂ%tmi T2

BEEEOTR/AIATR © T—274L

5/15



RET—HRI—F

Furosemide Injection Formulation
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MBS HETA: BEES BTEIZRETH: 2024/04/06
7.0 2024/09/28 632209-00018 #E4ERLA: 2016/05/03
E
P FT—2L
NRBE T—2L
pH T—R%L
EREEE F—2L
BHAFEANEE T—R%EL
FHE
ENFLE (BhELTEER) T—2IL
BRE
KBt T—21L
n-A4 % J— )L/ KHERFZREK FT—21L
(log 1)
ERE T—R%L
BERV/ XIFHEABE
tE F—21L
EE T—21L
BRI HRBE T—21L
IRFEEE IREMELT L
L4 AEGITEEEME L LTEOEINLGL,
P4
FFHAX JEEZ L
10. REHRURIGHE
Rt RHEERE LTIEDESI AL,
LR E S BEORETIIRE,
ERAERIGATHENE BONVBRIEEIERIGT A ELDH D,
BETHRNEEN MREL,
RAREIRYE E&1E &
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&= HETH: BEES: AIEIZRET H: 2024/04/06
7.0 2024/09/28 632209-00018 #E4{ERKB: 2016/05/03
EIRAE G D RERY L BREELGSBERMITH SN TG,
11. HEEHEHHR
AREMDHHRBEROFE®R @ WA
R IS it
230
BRICA-1-15E
Sk
FIFARTREGEMICEDICRY HEETEALY,
D%
7A€ K
SEst D) : LD50 (Z v k): 2,600 mg/kg
LD50 (X): 2,000 mg/kg
LD50 (%4 %): 800 meg/ke
SHEEE (Z0OMMORER) : LDO(E F):6 - 29 mg/kg
B 52 #EARMA
LD50 (S k): 800 mg/kg
B 5 R FRRA
REBRE /R

FIATRELERICEDCRY DFETELL,
RIcxd S ERGHREGERRIBE
FIFARTREGIERICE D RY FETEAHLY,
NP0, 25 MR E 1 3 I 2 1 R

RERESE
FIATTRESERICE DR Y NEETEAEL,
PEIR AR R AE1E
FIATTRESERICE DR Y NEETEAEL,
AEla ZE R R
FIATRELERICEDCRY DFETELL,
5%

PA=E 438

llin vitro To#EESM® L B4 T MAEMER VS EIREAEERER (AMES)
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Furosemide Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03
R

in vivo TOEEEM

M A

HEESZ A T in vitro HEEBYMHREGTFERESR
TFARARMRT L RHRY /BRI
R Bt

HERS 1 7 DNA HBI5 L1518, HELYMMEDOFER DNA &R
(in vitro)

TR MRT L (ZELIBAFMHAR

R e

HERA A T in vitro RBAREEHER
TAMRTL: Fry4 =Z—ANLRZ—IIEHK
BR Bt

HER A A T HEL B E RS in vitro kL EDIER
it ER

TFAMRTL: FrA4 Z—ANLRE—Hika

R fatt

SRS A 7 WAL MIRMEEER (in vivo MBI
%)

E: 79X
BERE: RAAALEBE
iR fat

B2 A T ERRM (in vivo HELER HHREEFHR
BR. RIS

B FrvAZ—ANLRE—

RERZE RAHAATZIEE

BR:

FIARRELERICEDCRY DTSR,

%2

JO0€=% FK:
&

B 5 #Eg

i 55 B
LOAEL

HER

2
RE5 R
iR 55 BF

vk
RARAATIBE
104 ;&

16 mg/kg AE
TEARE

TR
BHAATIRE
2%
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Furosemide Injection Formulation

IRES WETH: BEBEE. BIEIETA: 2024/04/06
7.0 2024,/09/28 632209-00018 MEERA: 2016/05/03
||LOAEL 91 mg/kg AE

fER L B

HEhEENY

FIATEEABRICEDCRY DETEAL,

0%

A= K

WERIC T B . HEBAA T —HREESHRE

E: Sy bk

BRERZR: RAHAATEEE
—fiksE1  #:NOAEL: 90 mg/kg AE
R ERENFTA—F—~DEEEL,

HERA 4 T — R EES MR

B YOR

BRI SRADAATESE

—fgE1  #: NOAEL: 200 mg/kg AE
R AENSA—F—~DFEEL,

BEDEE~DZE . HERA 4T 28RS / VHRERLE
B oy bk
BERE: A AATEEE
BAD—f% =14 LOAEL: 50 mg/kg AE
F 4 FE M NOAEL: 300 mg/kg A=
R ESHEOEEELL, |, EFEZEILLL,

HERS A T RAERES / MEAERE
YR

BERE®: RARAATZIGE
BAD—fik &1 LOAEL: 25 mg/kg {AE
BRI -BEFETE BRE~NOEE,

HERA 4 T 2AEEeH / MHIRERE

& oYX

BRERK: RAAALTEISE

FHAD—fEE=1: LOAEL: <= 12 mg/kg AE

FAEEM: LOAEL: 12. 5 mg/kg AE

BR BRIN-BAEE BELLEZEFRREOH,

HER4 4 T 2HERe S / VIHIRERE

& oYX

BRERK: RAAALTEISE

FHAD—fEE=14: LOAEL: 15 mg/kg AE

R BRIN-BAEE BROXETE~DFZEELL,
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Furosemide Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03

HEENBRSYE (BEIX<E

FIATREAIERIZEDCRY ETELL,

HEENEREE (REECE)

R#ITh=%. XIIREIEBIZKVIES (Blg FiE OEZTOEEFh,
5%

JO+= K

REDO IR D BRARAATIEE

ZHfiE R D BhE

TEAA D BEER 10 mg/kg bw RBETEMIZH THIERLGTEE~ADE
EEHRFEEL]-,

RERSEMN

D%l

JO=s K

& PN

NOAEL 4 mg/kg

LOAEL 8 mg/kg

BB A RAATBE

YA 12 # R

2R fiE S B i

ViE IR mik&ESE

3 HBRTHEIN-FELEN

BIAAEEN

M ATTRELIBRICE DR Y DETELLY,

AMEITH T 2 RBAHER

D%l

JO=s K

A EEZ: MATHEHEEDOREh,

RS e REERET S ELHD,

IRICA-=15&

RAAATZGE

75 BANDRIHESI ST EN”H D,

R BlAE, BHE BRETHE 05
DIEEE, BBAE EME

, HEE, TRAG
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Furosemide Injection Formulation

&= WETA:

1.0

2024/09/28

BBEERE:
632209-00018

€ MSD [} e

AiIERET B: 2024/04/06
#EERLA: 2016/05/03

12.

RERCERR

4 REEM
B4

JO=s K
“@%ﬂi

R - HE
T—AKL
EHEEE
5

JO0+€= K

"m#ﬁ&/—»/mﬁm%ﬁr

(log f&)
TEP OB
T—AR%L
FTIUR~DEEHE
A
toEEEE
T—4A7%L

LC50 : 500 mg/|
BREERFME: 96 h

log Pow: 2.03

13.

BELOIE

BESE
BRRBEED

FBRBHRVER

75 BIRADRH IR WLLST B,
BREME T KA L TG 5L,

ZEDRGZE. VIAILVFELREREZEDEHIC, BRI ZR(T1:=

REVVEREICRRT 5,

BICHEENENMES. REAGELTEEYT S,

14.

M EDEE

B R

e _E iz (UNRTDG)

EEES

EE#%4 (Proper shipping
name)

JEEX Y
JEEXY
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Furosemide Injection Formulation

&= WETA:

1.0

2024/09/28

BBEERE:
632209-00018

€ MSD [} e

AiIERET B: 2024/04/06
#EERLA: 2016/05/03

EE 545 (Class)
BRfER M (Subsidiary risk)
BEE M (Packing group)

I ~NJL (Labels)

REAEH

fin2eddsx (IATA-DGR)

UN/ID #+%& (UN/ID number)
E&E#i£ 4 (Proper shipping
name)

EE 54 (Class)
BIRfEME M (Subsidiary risk)
BEREM (Packing group)
Z ~NJL (Labels)

mafET (EMH) (Pack-
ing instruction (cargo air-
craft))

mafET (REWH) (Pack-
ing instruction (passenger
aircraft))

& _L#8:% (IMDG-Code)
EEES

EE#ix 4 (Proper shipping
name)

EE5 48 (Class)

Bl RfEREM

BRER

SR

EmS a—FK
BEEEME %L - EzD)

L]
L]
JEEX S
JEEXY
JEEXY

JEERY
LA

LA
JEERH
JEERH
JEER Y
JEERY

JEEZH

JEER Y
JEEZH

JEERY
JEE&H
JEEZH
JEEZH
JEER Y
JEERY

MARPOL 73/78 MiRE I1 RUFIBC A— FICK A X oWMAMEShHBHEME (B - EZY)
s IREBORMICIFTIEZH,

I P 352

EDREDERG L, BB 15 238 T 5,

A DREXE
JEER Y

15.

BRER

BEEN
HRAE

fElRY. EERBMICERS LG,
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Furosemide Injection Formulation

RES WETA: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03

L&EE
BELEYE. BERCENE. BAFMIEEMEICKE LA,
HERS/EE
HUEENREULEShIEEY
IR
HWEDHAEZITEIREFED
IR
EEEELEHARYE
IR
ZERHEOEO ohi-t¥EWE (BFLEDE)
EZY
ZERMEOBHON-ILEME (FHREBELEEHE)
JEELY
BNELTEMTRECRVRVEEY
El
BNEERTTREBRVRVEEY
IR
“ EEEEELFEVE FREHOREBASOEAREVE (FBRLS/HERRE 594 &0 2)
IR
BARMME (HEREHERAESTTEN2)
El
HELFEMERSFIHHA
IR
sRehEPREHA
IR
{7 IILEILhhETRERAI
EHE
BEWBERPES PR
JEELL
FERLWEEIETS - NRE— (EEY)
JEELL
B E URIMEFE
EZE
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Furosemide Injection Formulation

€ MSD [} e

RS WETA: BEES: AiIERET B: 2024/04/06
2024/09/28 632209-00018 #EERLA: 2016/05/03

1.0

LB B R R TR R
JEEX Y

EEHARARRE

JEERY

KA

JFEZ Y

R EiE

el e LTREISh TGN
nzik

el e LTREISh TGN
BESEERVBLKEDORLICEY 5k

(X5 EAHEE ; ERAEYEIZIEZE LG
ERREE RS DOBEELMEICEEZRS LN
FR3E R Ul ¥ PR SR I
FREERFEMERE (EE - @A)
| ]
YEMEREMERE EE - @A)
JEEZY
BEEVMONEBRVERICET 5EE2
EEREY
COHRBOBAIZDODVWTEEAS RV M) —~ADEEIFR :
AICS N
DSL LR E
IECSC CORE
16. ZDHOIEHR
5| R cHk S BHEMT—4. BEMESDSIZE DL F—% ., O0ECD eChem

R—RILE I UVEMIEEYER http://echa. europa. eu/ D&

LEIN—2a U o EBESNEEBRIAXETH 2 AR TRARTINTVET,

Bft7+—<v k : %/A/H
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Furosemide Injection Formulation

RS WETA: BEES: AiIERET B: 2024/04/06
1.0 2024/09/28 632209-00018 #EERLA: 2016/05/03
E DHDEEEEDEX

AlIC - A—R FSUTOIEERERA ARV ERY; ANTT - TS5 DIILEREXEMEE,; ASTM - XK
E#MHARBS, bw - AF; CR - A M. ZERME. £EEUINHI LN E5%E DIN -
R URBRIBEEE, DSL - ERME R L (hF4) . ECx - FED XWORIGERIZT EEZ
LbNZEE: ELx - FED XYDORIGERIFTEEZONDIAREE, EnS - BEBORT P2
—)L; ENCS - L BEDEGFILEME YR b ErCx - EED XWORGEZRIZT EEZONBDK
RZE, ERG - BEXIGDF5|E,; GHS - HRFF I X7 L GLP - HERENERE, [ARC - EE
MATIZEHEES; TATA - EEMZEEERE: IBC - BRIEZRDIESTEEZD-HDOMMDIEE
RUREICE T 2EFEHEA; 1650 - 50%EEERE,; [CA0 - EMEREMMZEME, [ECSC - hEIEE
FibEMEL%, NG - BB LEKRYBIE, IN0 - EREEHEE. ISHL - F@Ref4Ex
(BAR); IS0 - EFFZ41eH4E, KECI - BREBFILEYME AR, LC50 - 50%EIERE,; LD50
50%E5tE (FEEIEE)  MARPOL - MRMAIC K BFZEDHIED=HDERES n.o.s. - #Ic
MANETREINTNSEDFKR; Neh - FURA] NOAEC - |MESHEZEERE, NOWEL -
BEETHEZZELA)L; NOELR - BEEEMHELEER/EE, NOM - A X2 anxXFE; NTP - KEE
REMTOT S L NZloC - Z2—C—F 2 FIeEWE AR, O0ECD - &FFIHHEARMME. OPPTS
- tEYELELYE - AFHILR. PBT - HofEHEd - £AERM - A WE) ; PICCS - 2
1 VE IEEYMEA RV ) —; Q)SAR - (E2H) #E:&FMEAER . REACH - P EDE
f%. §FM@. 2B WH KL UEER (REACH) IZE8J 53REI (EC) No 1907/2006; SADT - B2 MiR5fiE
BE; SDS - RET—R2S— b TECl - A IZBEFOIEEHMEDA R MY, TCSI - &1k
B A RV ) —; TDG - fERME%E; TSCA - ASWERHE CKE); UN - E5&E; UNRTDG
- EREEEEYEEEE, WPB - ERICHSERUERICEEREM WHNIS - EXGRERE
EUMERBR AT L

CHDRET—HI— MU TSDS) £V D) TRET HIEHMWUT TREHR) &0 3) . KEH®
BERICENT., BEOKREOME. FHh. RPEIDLETERTHLSEHHLEZEDTY,
AIEHRT. REOXREGHREL., FA. LE, RE, #@X. BERVRRICETIIAN TR E
LTOAMERESNTEY. WHVELRIERERERBEZLTLOTESDY FEA. RERIL.
SDS DEEFICTRENTVIRHESN-HAICETIHOTHY . ARAULNMORRZLEHE
HET. XETOERPTHERASNDEGEE. AXPITERNGVRY . ARICIETE oG VAETEESE
BAHYFT . ARGOERAEFSMICEVTIE, FERERVHREEZERT 5812, FRES
MDRBREBITETEARHAOBYLGFHMEEHT, FRAESLOERT 5HETOREDNIKR
CHETHERHRBDEK, FHA, VB, ROREICDOWVT, HERBLET,

JP/ JA
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