RET—2V—F

€3 MSD /) e

Furosemide Injection Formulation
&S ;ETA: BERE: miERET B 2024/09/28
7.1 2025/04/14 632209-00019 WE{ERLA: 2016/05/03
1. EERRUEHER

{EZRDEFR Furosemide Injection Formulation
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1-13-12, Kudan-kita, Chiyoda—-ku, Tokyo, Japan
03-6272-1099
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RET—2V—F

€3 MSD /) e

Furosemide Injection Formulation

hR&E=

1.1

;ETA:
2025/04/14

BERE:
632209-00019

BiIEIZRETH: 2024/09/28
#EYERH: 2016/05/03

BE3E:
P501 N, B EZARBEIN-NIBERICEET H &,

GHS S HRIZEZY L B LMt fElR A Et

HMEZL,

3. MERURSTER

— BT R/ R

WA LF-BHE
BREIZfE LSS
RICA--1B4&

RAAATZGE

AMERRUCERMTERORK

HERGHIRER
BRBEET S2EDRE

AT BRI REIER ¢

LEYE - EEYDORR EEY
5%
LEA CAS &= Z2HE (b w/w BN TREE
£S5
otk 54-31-9 >=1-<10 9-377
4 BEEE

EHDBER, [AaNT ChGVWEERFELICEEDZEZ
ZIT5.

FERAREICIHE. FEIREAHLHERIL. EMMDIERE
ZIT5,

RLGAATZISE ., T EIDISI~BET 5,
FERABRENDEEICIEERKETEREZT 5,
EMLEEE. BELICKBERTALSEDKTRENRT,
FERABRENDIEEICIEERKETEREZIT 5,
FHHEELE LT, KTRZ®RSEFT D,

RFHH Y REGET 2BEICITERBETERERIT5,
RARAAZGEE. BEICHAELZL,

RV BN S ESICIXEREETEREEZIT 5,
KTOz&ELTT

R#IH=5. REREFCBICEIBRDOEZTDEE N,

HAMABREFBELCDREITERZLL, HESA TSR
EREZERAITH L. BEORRUEAHSESE. HESD
BEUGEANRERZSROCE (HE8ZSR)
XEFREB I UMEREZERTH &,

5. KEFDIHE

Y75 K

JKIE$E

it 7 )L a—)LiasE KF
Z“Bibikz:k (C02)
R E KF
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RET—2V—F

€3 MSD /) e

Furosemide Injection Formulation

&S HWETA: BEES BiIEIZRETH: 2024/09/28
1.1 2025/04/14 632209-00019 #EYERH: 2016/05/03
o TIEAR 5 A LVEKFE HMETL,

BHEORKRASE
BERGEIED

BHHEDHENAE

HREITSEDRE

RRERD~NDBREIRRICEEZRETEENHD.

ERE/EY (NOX)
N 4|y
REREY
BHRIEEY

WIGDIRN & BHAREICIE C TEYGHAFRZR LS,
KAHDBERZAENT H-OICKZEFET 5.
TETHNIERBEI VT T EZRKBEN BT,
REMnoRESED &,

KEFFIZIE, BIRATFRBEERT 5.
REEZHEAT D,

6. RHFFOIEE

AKIZHT HEEFER. RE

BERUVRAREE

REICHY 2FEFHR

HLRAODRTHMEDAERD

2

REEZHEAT .
REBTWMYFZLDOT AR BB TZ25H) . BAARE
Bn#RERICEN BB 8Z23R) .

RE~OHREZRITHZ L,

REEHEALTHDL, 3O ENFILDD,
LEREICEERDEHRC EHLADEEFA ALY TLE
I2&3),

FBERINEEKEREL. LT 5,
REMNELCEIRTEGVGE (X, A BBREKISERT 5.

FEEGTRIM TRIRS & S

SERICCENBE. HRREECFOHEY LG H CADFE
ZELT, LGADRBWVWESITTHI &, BRRICERLEE
MERVITTRVEFEIENTEHIHESICIE, BURL =Y
BZEVRBEHRAITRET 5.

RHYE B ERIFITRET S5 &,

AERZEHRE. BETHRICK, EMAERREEIVEDOR
B~ TURET S &, TORBICERSAEHEICON
THLRETHD. EQRANBERASIN AN EHERET HREN
H%

ASDSDIER BHLV L TENT, ABRBAKRELVED
ERHEORZEDY .
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Re27—8o—t EIMSD /A

Furosemide Injection Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
1.1 2025/04/14 632209-00019 #EYERH: 2016/05/03

1. BHRVWEVRELOIE

&Ly

H e xR DK EBLERUVREREQOEOERENRESE,

BrER, 2FRK D EURBSEENOT TOAMERT 5,

ZeTEEE D ERMERKERALLGWNI &
BARAFITLN,
iR& DItz 8T 5,
BE~DRHDOFE-IIREEMEZEITS,
WMEWNRITREELCES 2 &,
BISBERAEOHERICE DS, EEHORFESLUREHD
ETHREEICVERYES 2 &
COEREERTLEEIC, SRBEXITEREEZ LGN &,
RNPEEMZHLEL. REANOBREZR/DMRIZTSL5F
B9 5,

15 i (3] 8% D ERERE

BEX R D BEOFERAFICEEMEADIEIEOUEREENHZBEIE.
EEBFOELICTA ISV VI VRATLELUREY ¥
D—%F/ELTLEELY,
FAPIRBRUEZIEEZZILT S,
BRINE-KRIEIBFERT SRTIZKET S &,
T779) T4 DOMBRBEARL— a3 vIClE, TP =FO
vho—), BUGEAGERE. BULGKRLESLVE
ZEFIE. EXHLEER. ERERLEERTOEROL
Exa—%28CHENHYET,

RE

RETREEE D EUIESRILDDONERRIZANTE
ZEOREICK->TRET S,

BRI E D OROBMETEEE NSO L LITEE LA
BB L F

RELTHAEMH D ESBUVME: MRELL,

8. I EBMLRUVRERE

ERRBEICHE T IRIHNRBRF/FFRRE

D% CAS &= B2 (REW | EERE/ RER | H#H
&) B | FRERE
JO+ I K 54-31-9 TWA 200 pg/m* RER
TWA OEB 2 (>=100 - | WNER
1000 ug/m3)

B OH R D RAREREFEETSICRENEIVOOZTYVIEERBLY
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RET—S>—F EIMSD /A

Furosemide Injection Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
1.1 2025/04/14 632209-00019 #EYERH: 2016/05/03

SLERMEERALET (Bl BEAEGWI 1 v 7 RER
1) o

B KXEBFIUVRRZERET DO, £2T00=7 )Y
TEBLRBHREICEIYRBES A, GIPBZIZRVRESH

LLENRHY ET,
REBETOARL—Y 3 U THNILEMNGIFFIZLEE L
FHA
REH
MR ARER D BULBFAHREENMATELRWNGS. FIEXE K EFHE
THENA FS4 VD OHEENDIXENREIN-GEEE, B
MEREREFFALEL £ 5,
T4NE—B4A4F D WRITFRYA T
FORER
ME D OTHELMEFE
IEDRER DA RO R EREREE LTIV ILEFRT S,

FEREL LIIEERICROSVVMRE, S X+, T7A0Y
VIR ENRET DIESE, BYEI—VILEBERT 5,
MLA. SR, LLEFI7OYVILIZENEESLEIND
AREMEAHDEEIL. T —AV—IL R LLIEZFDIEHLID
INT7z—RBEOTOTHo avEBERLELLS,
EERUVEBADZRER D A=A —LBLLKIFEREAI—FEBERALELL S,

9. MEKXRWEEMEER

PIRIK RE DOKIBR
= L EBf
R oT—ahL
RO LEVGEDE L T—RGL
AR R E R L T—RGL

BRARXFNEBRRVREER : T340
AIRE (BfR. UR) D JFER Y
AIAE GRIK) L T—REL
BETRAXRVCERELRA . ATARSE
g%ﬁﬂmimlﬂ%imi T—%7%L

BELEDOTR/AIMTR @ T—4274L
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Re27—8o—t EIMSD /A

Furosemide Injection Formulation

RES HETH: BIBEE: BIEIRETH: 2024/09/28
71 2025/04/14 632209-00019 PE4{ERA: 2016/05/03
&
5l k& T—R1L
NRBE FT—=R1L
pH T—R27IL
RFEERE D T—AR%L
HAFEANEE D T—AR%EL
FhE
ENFLE (BpAhTEER) D T—AR%EL
R
Kzt D T—AKEL
n-A498%)—IIL/ KNEEZEH : T—F2HL
(log 1)
RET D T—AKEL
ZERV/ XIIHEAEE
tbE D T—=AR%L
BE T—=27L
B HRABE D T—AKEL
IRFEE COBEMAL
R4 DO ARESREREMEYME L LTI EINGL,
BT
FFHA4X o JESZY
10. REHR VKRG
R D RBMRERE LTIERES AL,
LR EN D BEDORETIERE,
BERAEERGATREME D BUOVEBIERIERIGT A ELRDH D,
BT HREEN DORRAL,
EfERYE D ERER
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Re27—8o—t EIMSD /A

Furosemide Injection Formulation

&S ;ETA: BEEE AiIEIERETA: 2024/09/28
7.1 2025/04/14 632209-00019 #E{ER B 2016/05/03
BREEL D BRERY D BREELSFEERYIIE SN T,
11. AEHER
AREMDH L RERROFEHR © WA
R IS
£ HY
RICA-=5&H&
SEEH
FIFAREIERICE DK R YHDETELLY,
B4
J0€=F:
2EE &n0) : LD50 (T v F): 2,600 mg/ke
LD50 (X): 2,000 mg/kg
LD50 (724 ): 800 mg/kg
2MEE (F0tmoFg) © DO (E k):6 - 29 mg/kg
REZE FIkN
LD50 (v k): 800 mg/kg
REZ: FIkAN
ERBEEN.fl#t

FIRTTEE L BRICER OCRYSETEAL,
RT3 9 5 ERLTB G RRIE
FATEESERICEOCRYSETEAL,
PR B8 RRAF 1 R I3 B2 B A 1

BREBAEE
FATEEAERICEOCRYSETEAL,
FEOR AR A1
FATEEDERICEOCRYSETEAL,
A TEHiaZ R IR
FATEEAERICEOCRYSETEAL,
%,

JOots K

in vitro TOEGEHM D BB T MEME AV S EIREAETESER (AMES)

7115



RET—2V—F

€3 MSD /) e

Furosemide Injection Formulation

&S WETH: BERS: HIEZETH: 2024/09/28
71 2025/04/14 632209-00019 PE4{ERA: 2016/05/03
R 2t

in vivo TOEGEMN

EM A

HEEA A T in vitro BEBMMREGTFERRR
FRMRT L YR o [EHRE

R B

HERZ A 7 DNA 1815 L1815, IAELMMIDOAELI DNA &5/
(in vitro)

TAMRT L (ZELFERFERR

R 2t

REZRA A 71 in vitro ZBAERERER
TANRATL: Fr4=Z—XNLRF—IEHME
R Bt

HERA A T HEEMMEAERANS in vitro MskRESEAR

it ER

TARRTL: FyA4 Z—AN\LRE—HRE

R e

HEE A A 7 HELEMARMER/MZERER (in vivo MRS
E&)

B: 7R

BEEK: A AATEEBE

R e

HE& A 4 7 TREFEM (in vivo IHELE B HMMEEZMR
ER. FBADH)

B FrA_—ANLARZ—

BERIE: RAAAEEE

R e

FAARELAERICEDCRYDETELL,

H5:

03 K
i

5 E%
iR B
LOAEL

ER

E
RE R
gk 25 e il

AV
BRARAATIEE
104 ;8

16 mg/kg 1AE
TEAHE

MR
KHAALBE
2 4
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R&T-8—b EIMSD A

Furosemide Injection Formulation

&S ;ETA: BERE: AIEIZRET A 2024/09/28
71 2025/04/14 632209-00019 #E4ERLE: 2016/05/03

LOAEL : 91 mg/kg A=

R D B

4hEEN

FATRERBERICEDCKRYDETERELY,

B4

J0€=F:

EIRICHS SR E D HERA4 T —HRLEREEESRER

B ovhk

BEER: A AATEBE
— %3 #: NOAEL: 90 mg/kg {AE
R ARENSA—F—~DFEEL,

HEEA A 7 — R ETEEESER

B voR

BERK SR AATEHE

—HeEM  #: NOAEL: 200 mg/kg A E
R EENSA—F—~DEEEL,

BROEBE~DEE C HERa4 T e / VHRERE
B oy
BERE RAAALTESE
BARO—i85=14%: LOAEL: 50 mg/kg {AE
A =14 NOAEL: 300 mg/kg A=
R EETOEE T, , BEFEEELL,

HERA 4 T ZHEeH / HERLE

B v9R

BERE RARAATIGE
BHAD—fRE1: LOAEL: 25 mg/kg (A E
BR BRIN-BAEE BE~DFE,

HERA2 A T ZHEEESN / MHERE

B oy x

BERE: RAAALEEE

BARD—AEEM: LOAEL: <= 12 mg/kg AE

FAEEM: LOAEL: 12. 5 mg/kg AE

R BERIN-BASYE, BLYLEEFREDOH,

HERA2 A T ZHEEESN / MHERE

& oUx

BERIE: RAAALEEE

BHAD—AE S LOAEL: 15 mg/keg AE

R BERIN-BASE BROEE~DODZEIELEL,
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Re27—8o—t EIMSD /A

Furosemide Injection Formulation

hR&E= HWETH: BHEES ATERETH: 2024/09/28
1.1 2025/04/14 632209-00019 #EYERH: 2016/05/03

RERMESFEE (HEER)
FIRARRERBERICE DR Y NETELL,

FERNESRENE (REFICR)

RHITh=5. REREFCEICLVER (Bl AR oBETOoEEh,

B4

JO+s K

REOIREE RAAATEIGE

ERIEES B ik

TEAAD K EEEF 10 mg/kg bw KiE TEMIIZB (THERGEE~ADE
EENFEELT-,

RERSEMH

B4

J0€=F:

i X

NOAEL 4 mg/kg

LOAEL 8 mg/kg

BEZ®K A AATEIGE

i 25 R R 12 # R

EZEr g2 B Hiek

K &S

& HECTHEIN-FELEH

RAAEEN

FARELERICEDCRYDETELL,

AEIZHY HRBEER

%,

JotsF:

A FE RATHEREEDE TN,

R B BE REEZRHT D EAHD,
RICA-T=HE BE: RAORIHESIERCT I EADH D,

RAAATZIGE

K BidAR, BHE EMRETHE 05 #HE FTRAG
DEEE, BRAE EmE
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REF—5y— b

€3 MSD /) e

Furosemide Injection Formulation

hR&E= HWETA:

1.1

2025/04/14

BHEES ATERETH: 2024/09/28
632209-00019 #EYERH: 2016/05/03

J0€=F:
y- k=3

REE - SRR
T—REL
SHERNE
5%
AL F:

n-#A%92 %/ —IL/KADEREY

(log f&)
TiEbhOBEIM
T—A%EL

T VB~DEEH
JEZS
thoFEECE
T—27L

LC50 : 500 mg/|
BREEEFE: 96 h

log Pow: 2.03

13.

BELOIE

BEFE
BRBEED

BRBRRRUVAE

75 BB AEDREHE WL T B,
REMETKABH L TIEE S L,

EDOBEHRIE. UHAILFEEEZEDEHIZ, BRIt
BEEMUEREICRTT S,

FIHEEANEMES, RERGRELTREYT 5.

14.

WX EDTE

ERRIR

B _E &% (UNRTDG)

EEES

E&E#iE4 (Proper shipping
name)

e
JEEX S
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RET—2V—F

Furosemide Injection Formulation

hR&E= HWETA:

1.1

2025/04/14

BERE:
632209-00019

€3 MSD /) e

BiIEIZRETH: 2024/09/28
#EYERH: 2016/05/03

EE 548 (Class)

B REREM (Subsidiary risk)
B 2% (Packing group)

Z AL (Labels)

REREEE

finZ2 % (IATA-DGR)

UN/ID #F& (UN/ID number)
[EE#i%X 4 (Proper shipping
name)

EE 5 %8 (Class)
BlRfER& M (Subsidiary risk)
B E#R (Packing group)
Z AL (Labels)

HWatEr (E%H) (Pack-
ing instruction (cargo air-
craft))

WatEr (REH) (Pack-
ing instruction (passenger
aircraft))

i L i (IMDG-Code)
EEES

E&E#i%X 4% (Proper shipping
name)

E:E 5 %8 (Class)

Bk a4

BRER

SN

EmS a—F

BEBEME Y - EFZY)

JEZH
JEZH
JEZH
JEER
JEER

L
EHL

JEER
JEER
JEER
JEER
JEER

JEER Y

JEER Y
JEER Y

FFExH
FFExH
FFExH
FFExH
FFExH
FFExH

MARPOL 73/78 Kt/R%&E [1 R U IBC A— FITX A X BAME SIS BEME (N - )
e SN REBOERICIFIEZS,

E R

EnREDERG L. HE 15 2587 5,

DR ERE
[

15.

HRETR

B &R
HB&

ey, BERRYICZE LGN,
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RET—ARAV—F
€I MSD [ rune
Furosemide Injection Formulation
&S METH: BERE: miERET B 2024/09/28
7.1 2025/04/14 632209-00019 WEER B  2016/05/03

LE&

HELFEME. BRICEYE. BARF@mEFWECKL LA,
HERE/EE

HESENZILEShIEEY

EHE

BEDHTEZITEREREY

EHE

RS LIRSt ARME

EHE

ZERMORO ohi-tEME (BEFLERHE)
EHE

EZRREOBOHN-LEME (FHHREHILENE)
EHE

EAMFLENTRECRMRVEEY

EHE

EAMFERTIRECRMRUVEED

EHE

BEEEELFYE CrEBRSMERRIE 59450 2)
EHE

BAURMEME (FEBRLWERAELTT£D2)
EHE

HELFMEREE T HRA

EHE

saehEFRFRAI

JEEZ S

@7 ILFILEnshE T HRA

JEEZ Y

HFHRBER S FRRA

JEELY

FERLWEERETS - IRE— (BERWY
JEELY

SR URIMERGE

JEELY
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RET—ARAV—F
€I MSD [ rune

Furosemide Injection Formulation
&S METH: BERE: miERET B 2024/09/28
7.1 2025/04/14 632209-00019 #IEER B 2016/05/03

{LEYEEHEEERR AL

iz

BEHRARRE

LS

DE 3 EEVE

LS

iz LeE

fElRME L THREI S TULVEL

iz

fElRmE LTRSS TUVEL

BEERERUVBLEEORLICET 5%

(X 5 FE AL ; ERAYE(CITEZY LAEN

(EEREReS D OBEEEMEICEERELAEND

FREE R S AE MR eE

FRERBEERS @ad - #AFA)

LY

FEMRERBEERS @EL - @A)

LY

BREVOLBRVERICEAT 5k

EEREY

COHBOBATOVWTEEAS IRV M —~DFREHIEHR :

AICS L ORE

DSL > N

IECSC L RE
16. ZOHfhDtEH

g

5| Xk D BuEMHT—42. B SDSIZE DT —4% . O0ECD eChem

R—2ILE L UVRINEEMER http://echa. europa. eu/ D&
RER
BiE74+—< v b . &/8/8

Z D DEEEFEDEX
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Re27—8o—t EIMSD /A

Furosemide Injection Formulation

hR&E= HWETA: BEES BiIEIZRETH: 2024/09/28

1.1

2025/04/14 632209-00019 #EYERH: 2016/05/03

AlIC - A—R SV TZDIELFERSA AU RY; NTIT - TS DILEREEME, ASTM - K
E#HERIFS bw - KE OR - A, ZEFRHE. £EEELIHLESNHWE: DIN -
FAURRHEELE, DSL - BRYME YR+ (T4 Ex - FED XORGERIFT EER
BNBHRE: Elx - FED XWDRGZERIFTEEZONDIERES, InS - REKORT T2
—JU; ENCS - LT EDBFLLEME )X b ErCx - FED XWDORIEZERIFTEEZONDK
RE, ERG - BRXWOF5E; GHS - HRFM AT L GLP - HERERMRE: [ARC - EFF
NATREME. IATA - EEMZEEERS, IBC - BRILFERKDESHEEELD-HOMMODEE
EUREICEY 5 ERRHRAI 1050 - 50%fEEFRE: [CA0 - EFRREMMZERE . 1ECSC - hEIHR
FleEYERE: INDG - B8 LAERYRER. IN0 - ERESEHE: ISHL - FS@RE/EE
(BA); 1S0 - ERFR#ELHE. KECI - BERFLFEMESRE: LC0 - 50%EHIti=E LD50 -
50%EStE (FHESLE)  MARPOL - I &k BB DMILED=HDERRESI: n.o.s. — I
MBNATSIN TS LD ZERS: Neh - FUREI NOAEC - |EEZHZEIRE, NOAEL -
BESMHZELAL, NOER - BEEEUHZEAF/EIS NOM - A5 a2XRA NTP - RKEER
REMTOT S L NZIoC - Za—D—F > FMEEYERR: O0ECD - #EFiHHFHFKEE, OPPTS
- LEMEREN - AFEWHLLE; PBT - #oRRMENE - £HRERENE - HEE WME) ; PICCS - 2
1 VEVEEMEA AR )= (SR - (EEH) HETEMHEE REACH - LEYEDH
. &HMfi. B WE I UEEHE (REACH) (CBE¥ H#RAI (EC) No 1907/2006: SADT - B ChnE5#Z
BE; SDS - RET—2Y— b TECI - 2/ ICERFEDQLENEDA AV Y TCSI - &1L
EMEA R M) —; TDG - EIEYEE, TSCA - BEMERAHE CKE); UN - E&; UNRTDG
- BFESEIRYEEES. WPB - FEEICHISBRVIIERICESERNE. WIS - EXSEKRE
EUEMERRATL

CDRRET—HI—FQEUT TSDS) &£UVD) TRIFET HFEHRLUT TKERI &0V I)I1F, REHE
BERIZEVWT, BHOREDHH. FH. RMESTDLETEETHLLHMLEZLDTT,
AERIT, HEOZTLAEEL., FA, LE, RE. 8. BEERVRRICETSIAIF R E
LTOHMERENTEY ., WHELRIERIRERBZLTLOTRESHY FEA, KFBIL.
SDS DEREICTRENTVARESNAEHGICETSLDOTHY .. LA/ MORL EBAE
HET, XETOERPTHEASADEE, AXRITERNGVRY .. BRICEIES A VERES
AHYFET ., AHRGOFEAESMICENTIE, AERRVHREEEZERT 58I, FRES
MOERREMIZE T EAREBOBEYLGFMEEOT, FAERLUOERT 5HETOREDNIKR
[LETHARHADEKL, FAH, BE, RMREICDONT, BREVET,

JP /7 JA
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