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Furosemide Injection Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 632209-00016 #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. ERAFEOEN
L&D GHS £4
BREREMEREE (REFEC © B9 2 (B, iFiE)

=)

GHS SRIEHR

BREXITO VR : %

EEMREEE gL

fEEA EHIER : H3T3 R#fIchHi=5. RIIREFX L EBIZK ViER (B
DEZDEEFh,

N =

/I:%\ = % ?é*‘j%
P260 S X b /ZEHRZEZJRALLEWN &,
HREE:

P14 [ ABNEEL, EMOBE /" FAHTERITSH &,
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Furosemide Injection Formulation

&=

5.0

;ETA:
2023/09/30

BBEERE:
632209-00016

AIEIRET B: 2023/04/04
#EERLA: 2016/05/03

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

GHS IR L LMt BB EtE

HMEGZL,

3. MERURSIEH

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

ot :3: 0l A 73

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

RAAATZGE

RMERRVCEREERDORK

LERLGHIRER
BREEZY 2EDRHE

EEICX Y SFRATIREE ¢

EMDHEEP. [SNT BN EERELICEENDZEE
2T,
FERMNREICIHEE. FRERBIHIERIE. EMDIERE
215,

RULGAATEISE . IR EIDISEI~BET 5,
ERNBENDSEICITERBETEEERIT 5,
EMLGEE,. BELICKRBEZRITALESZEDKTREVNRY .
EERDBEN DS ICEERME TEEERZT 5,
FHEEE LT, KTIRZ®REFT 5.

FFAH Y RGT HHEICITERBETERERITS,
RARAATZGE . BEICHMELL,
ERNBENDSEICITERBETEEERIT 5,
KTcOz&E<TT

RHIH=5. RIFREFLBICEIBBROETOEZN.

HARSERFBLORL2ICEEZIL., HESIh TSR
BREZERAIS L, BEORREUAHHIESE. HESD
BYGEAAREEZSREOC L (A8 E5R)
XEHRESIUMEREZER TSI &,

5. KEBrDFEE

Y75 H KA

JKIEFE

it 7 JL 3 —)LiasE K Hl
ek (C02)

3 2R A
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Furosemide Injection Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 632209-00016 #EERLA: 2016/05/03
> TIXR SR LVE KA R L,
HEDORIREEN RRERP~OBREBIRRICEERETEENH D,
BHEMRBERIEY EREEY (NOx)
mEBIEY
SRy A Y]
BRIEEY

BEDHXAE WZ DR & FIREICIE C TEYGENFRZANS,
KAHOBRERAT H=DIZKEEET S,
RETHNIEREEI VT FEZANKBEEISBT,
RghoRESED &,

HRZETSEDRE KKBFIZIE, BIXMTRBEERT Do
RERZERT .

6. WHFFDIEE
AMEIZHT HEEFE. RE @ REREZERT .

BRURIFHEE

REICHT HFEEE

HLADERVHEDHFERDY

2

REGRYKZLNDOT FNA R (HBE T Z25H) . BAKRE
BnfRERICEYN (RE8E23H) .

REANDOBEZE#ITHZ L,
REFHALTH L, INPIIEIhZLEDH D,
GEEICIEEARDERC EHLCRADEREFAINN)TRHRE
I2&3),

FERINERREKEREL. DT 5,

FHAZE LK EIRTEHWMESIE, thABABEICERT 5.

FEMEGRIA TRIRS € 5,

ZBICCENIBE. BRIZZECEOEYLH LADFE
ZELT, GABRBWVESICTHI &, BHRRICHERLEE
MERVTTROWEFSEZENTERHEICIE, BURL-Y
BZEULGRBENIZRET D,

REME T EYERIRFITRET S5 &,

ABMZERE. BETDIRICE, FMAFBRBRESIVEDOR
BlIcfE-TRES L&, TOREICERASAEHEICION
THLRHETHD. EORAUNBEREINLENZHET 2LEN
HBo

ASDS DIER 3B LV 15 ITENT, MABRKRELVED
ERGDEEDHY .

1. BREVWRUVRELDEE

567 {R)
R AtTE R

[E<TEHIERVREHEDHEDRMAKRESRE,
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RS WETH:
5.0 2023/09/30

BEES: AIEZRET B: 2023/04/04
632209-00016 #EERLA: 2016/05/03

BFTHER, £FES
ZERREIEER

e ok ] 38
BEXE

rE
LREGREEY

EMEZEIEYME

RELGRBAEMH

WU RBRKREBEDT COHMERT %,
SRMBRERALGN &,

BRAAFEZLY,

AR& DiEfREET S,
RE~DERHDF-IIREEMEET S,
BikWVRIIREZLCES 2 &,
BISBRERAEOHKRICEDE, EEHOFESLUREHD
EITHREICHEVVERYIES &

COEREFRATHIEEIZ, HMBRIIEREEX LN &,
BNOEREYMEHILEL. RE~NOBREZR/NMRICTSL5F
295,

ER 1L A

BEOFERAPIZEEMEADIEI EOUEENHZBEIE.
EEBFRDELICTAISIIVVIVRTLEEIURE D Y
J—%HREBLTLIEELY,
FRAPISRERUVEEZZILT 5,
BEINF-KRITBFEAT HAEICEKET S L.

27V TADMBEMBEARL—avIClE, ToP=Fa
vho—)L, BUGEANERE. BULKRLESKVE
Z2BREFIE. EXFLEER. EXERLLEEANOEROL
Ea—%28ORENHY FT,

BUESANILODVE=BRIZANTE <,
ZEDREICH->TRET S,
ROBDFEFE VS LLITHEE LA -
SEER L F

BESEOME: FRGL,

8. E<EMLRUVREEE

ERBREICE T IR MNRBERR/HFERE

5% CAS &= B (REF | FEEE/RER | HH
fE) E|HBEE
J0€3F 54-31-9 TWA 200 wg/m* AE
TWA OEB 2 (>=100 - | H
1000 ug/m3)
BRI STEEZEETHICIIBEUNLGEIOC=_7TY U IEBELY

HEFMEERALETY Bl BESHEGWI A v iRER
1)

B, RXEBFUVRRERET SO, 21007V
TEBIRMRECI YRS, P BRIV ERES L
SRENHYET,
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Furosemide Injection Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 632209-00016 #EERLA: 2016/05/03

ERETOAARNL—2 3 U THNIEFAGIFIFELEE L

FEA,
RER
MR FR{RER D BYILEFHREENFRATELENMES. FHIELETE
THREAA FSA VD OERENDIELENTEIN-BEX, IF
IRREREEFFERALEL LS,
TJA4NE—"A4T D WMETFRAYA T
FORER
ME D HEREFR
IRDRER D HA RO—ILRHEREREL LLFT—VILEEFRT 5.

HFEREL LIEERICROSVVRE, S X+, T7AY
W ENKLET ZIEEIX. BUBEIT—VILEERT 5,
MLA. SR, HLLEI7RYVILICENEESLSINS
AREMEMNHBIHEEIE. 7T —XP—IL KL LLIEZFDIFELD
IL7z—REOTOTIavEFRALELLS,
EERUVEBARDRER D AZ 74 —LELCIEERERI—FEFEALEL LS,

9. PEMRTLEHER

PIRAK RE DOKBER
& L BB
R D T—A8IL
R0 LEWEDE LT8G L
Al B R L T—84AL

BRARXFVNEBRRVHEERE @ T—-274L
ARE (BER. =KD D OERRY
AIATE GRAK) LT3R L

BRETRARVEFE LRFAIRER
BEGEOLR /AR ER @ T—24L

B
BEEBHEOTR/AIATR © T—274L
B
P D T—AIL
DERE T—REL




®2T7—8o—F EIMSD A o
Furosemide Injection Formulation

TS HETH: BIBRE: BIEIRETH: 2023/04/04
5.0 2023/09/30 632209-00016 #E4ERLA: 2016/05/03
pH D T—=A%L
RFEEE D T—=A%L
BAFEANEE D T—=A%L
FhHE
EALEE (BhELTESR) D T—A%EL
RERE
KB D TF—AiL
n-A494%/—IL/KnEEREH : T—F4L
(log 18)
AT . T—4%L
BERV/XIZHENZE
tE . T—AkL
BE D TFT—AkL
HXHRARE D T—A%EL
IRFEE D OJEIEHEM
ER b4 1% D AREGREREEMEL L TESESIALGL,
BT
RFHA4RX D OJEERY

10. REURVRGHE

R E D RISHEERE LTIESESNEL,

LR E M D BEEORETERE,

fElRAE RIS AT REE D OBOBRIERIERET A ENH D,

BT HNEEY MR,

EMERYE D ERER

BREELCNRERY D BRATGSBRERMIIH SN TV,
1. HEMHEHER

AR H L REZBOFE®R © RA
B2 &
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Furosemide Injection Formulation

&S ;ETA: BEES: BiIERETA: 2023/04/04
5.0 2023/09/30 632209-00016 #E4ERLA: 2016/05/03
£

IRICA-=8BE
SMsEt
FIATTRERIERICE DR Y RETEHLY,
%
JA€ = K
avEn (1g0) © D50 (5 k): 2, 600 mg/ke

LD50 (%): 2, 000 mg/kg
LD50 (94 %): 800 mg/ke

2ET (Z0thoRRI) © LDO (E k):6 - 29 mg/ke
RERZR: IR

LD50 (5 v +): 800 mg/ke
B 52 #EARMA

REREE®EE
FIARTRELERICEDSCRY DETERL,
RIZxY 5 ERGIREGEIRRIFE
FIATTRE L RERICESCRY DETERL,
PR 25 RRAETE (352 B A 1%

B AR
FIRATRERERICEDRYDETERL,
FEIR AR RAEIE
FIRATREGERICEDCRYDETERL,
4 TERR E R IR
FIARTRELERICEDSCRY DETER,
&

JOts K
in vitro TOEEGEEHE D HEA A T MEYMERA NS EIREREE SR (AMES)
R 2

HERA A T in vitro BEBMMARECTFEESER
TAMRTL: IR UNEHRA
R 5
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Furosemide Injection Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 632209-00016 #EERLA: 2016/05/03

HERZ 1 7 DNA B15 L1818, HELYMBEO TR DNA &K
(in vitro)

TR MR T L IZELFEFHRE

R =

HEGA A T in vitro LBEHEERE
FRAMRTFL: Fro4 =Z—XNLRAS—IIEHE

R G
HERA 4 T HELEMMARE A LNS in vitro kB MAR
R ER
TRAMNRTL: Fr4 =Z—XNLREZ—HlE
R e
in vivo TOEmEM D BREEA 4 T EILEYARMEBER/MZERER (in vivo MRS
§)
B:vmR
BEREK SRAAATEIEE
R e

RERA A T ZEREM (in vivo BELEBHEMAEETR
ER. ZBERIH)

BTy —ANLRE—

BERE: RAAALTEEE

R 2
BHAM
FIATTRERIERICE DR Y DETEHLY,
B
J0€= K:
L D Zvhk
BRERR D ERIFAATES
IR EEEERE © 1048
LOAEL . 16mg/kg AE
R . T EARE
L D WIR
BEZ2% D BRARAATEEE
iR E= A% A
LOAEL : 91 mg/kg RE
HER - 1k
£REENY

FIARTRELERICESCRY DTSR,
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Furosemide Injection Formulation

RES HETA: BEES BIEIRETH: 2023/04/04
5.0 2023/09/30 632209-00016 #E4ERLA: 2016/05/03
D%
JAt = K
FIRICK T HFE D HREBRA 4 T —HRAEESEEER
B Sy bk

B EAEH: RASAATIBE
—#B&EM  #: NOAEL: 90 mg/kg AE
R EES A — S —~DEBEL,

HE2 4 7 —HREESHHR
B woR
B 5B RAAATZEE
— %S #: NOAEL: 200 mg/kg AE
R AEBENSA—F—~DFTEEL,

BRDEBE~DZE . HERA4a T 2¥EEeh / VERERLE
B oy bk
BEREK SRAAATEIEE
BAD—AEE=14: LOAEL: 50 mg/kg {AE
F A FE % NOAEL: 300 mg/kg AE
HR EEHOZEF G, , BHIFEZEELL,

HERA 4 T e / VHERE

B voR

BEREK SRAAATEEE

BAD—# 51 LOAEL: 25 mg/kg {KE
R BEIN-BAREE BE~ADOEE,

HERA 4 T 2AEEe S / MHIRERE

& oY x

BERE RAPRAATEISE

BAEDO—fEE M LOAEL: <= 12 mg/kg {AE

FAEM: LOAEL: 12. 5 mg/kg AE

BR BRIN-BAEE BLLEZEFRREOH,

HER4 4 T 2REEe N / MHERE

& oYX

BERG SRAAALEBE

BHAD—AEEME: LOAEL: 15 mg/keg AE

R BRIN-BREE BREOEE~DEZILLL,

FERNBHRSE (BEEIICE)
FIAMRELERICEDCRY DFETELL,

FERPBBSTE (REFICHE)
RHIzH-5. RFREF LB VESE (BR i OEFOEZTHI.
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Furosemide Injection Formulation

RS WETH: BEBES:
5.0 2023/09/30 632209-00016

AIEIRET B: 2023/04/04
#EERLA: 2016/05/03

D%

JO+=s K

RED IR A IAATEIGE

ZHfE B2 itk

TERAAD R EFEEEEH 10 mg/kg bw KiETHMICHITHIERLERE~ADE
HENKE LT,

REERSSMN

By

JO+= K

& X

NOAEL 4 mg/kg

LOAEL 8 mg/kg

REER A IAATEIGE

MR EERF 12 7R

Z i3S B

fiE 4R miRES

=3 HEBTHEIN-FELER

BRAAEEN

FIFATRE A IERICE DR Y D ETEAL,

AT T 2R THER

%

JO+s K

SPN HE: RATHEAEDE N,

RS R HE: RHEZRBIHELNH B,

IRIcA- =55

RAAATZGE

#5: BADRIHZESI ST LD D,

R BlgAE, R BREETHE 05 HE FHAG
DiEES, BBAE EmE
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Furosemide Injection Formulation

RS WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 632209-00016 #EERLA: 2016/05/03
s . LC50: 500 mg/|

BREERER: 96 h

BB - R
F—anL

t R
5

JO0+€= K:
||n—7j-’7 2 ) —IL/KDERES - log Pow: 2.03
(log &)
TiEDOBEIE
F—atL
T URADEEMG
JEEZY
thDoEEELE
F—2%4L

13. BEELOIEE

BEEHE
BRREEY DA BRADBRFICEVLST S,
BREMET KA L T GE 5L,
FRBHRUVEE D EDBRBRE. UHAVLFEEFREEDLOHIZ, BAERIT

REYVEREICRRT S,
FICHEANEVES, RERARBELTREYT D,

14 WEEDEE

[ PR AR

= _E iz (UNRTDG)

EEES R
EE#%4% (Proper shipping : JEE%Y
name)

E&E 548 (Class) L JEERY
BIXRfERM (Subsidiary risk)  :  JEEZH
A 2854k (Packing group) o JEERRY
Z ~NJL (Labels) o JEE%Y
fin 22k (IATA-DGR)

UN/ID #&E (UN/ID number) : 3JEEZY

E&E##%4 (Proper shipping : JEZY
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Furosemide Injection Formulation

€ MSD [} e

IRES ®ET A: BEBES: AIEIRET H: 2023/04/04
5.0 2023/09/30 632209-00016 #E4ERK R 2016/05/03
name)
=& 548 (Class) I
B X B (Subsidiary risk) JEEZH
BEREM (Packing group) JE% Y
S X)L (Labels) JEFZH
HetEr (E%H) (Pack- el
ing instruction (cargo air-
craft))
HetET (REH) (Pack- el
ing instruction (passenger
aircraft))
7 _E 8% (IMDG-Code)
EEES FFZH
E&E L4 [
E&E N5 FFZH
Bl RERME |7
BHRER FEEH
ZaY1” FEEH
EmS O—F FZH
BESEME Y - EZD) [

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

s IREBORMICIFTIEZS,
Il P il
ERHEDERF L. EHE 15 2SRRI 5,

A DREXE
JEERH

15. BRAZES

BEEMN

HREE

fElRY. EERBRMICERE LG,
L&&

BELCEYME. EREFHE. BRFMEEMEICKILEL,

FBREEEE
BEENRLSIIFEY
JEEZY
WEDHERITEINZHED
JEERY
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Furosemide Injection Formulation
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RES WETA: BEES: AIEIRET B: 2023/04/04
5.0 2023/09/30 632209-00016 MEER B: 2016/05/03
BEFEEN EHARYE
JEEZ Y

FTRREOBHOA-ILEDE BIFLEDHE)
&

ZFEREOBHON-LENE FHREHLCEYER)
LY
BMFLBMIREZBRYERVEEY
FEELH
EMELERTIREIBRYRVEEY
FEELH

HELCEMEREFHRA

JEELH

sah =T RERA

FEZE

M7 LI ETRHRA

&

FHBEFRIhEFIHA

LY

HERLWHEEETS - WRE— (BEY)
FEELH

SR URIMEHEE

FEEZH

LEME IR E R EE

|EEE

BEHRARRE

JEERY

K RGEER A

JEERY

ek eiE

e E LTHRElSh TGN
ik

e E L THREISh TULGW
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Furosemide Injection Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04

5.0

2023/09/30 632209-00016 #EERLA: 2016/05/03

BEFRERVBLEEOMHILICEAY 5i&E

(£ 5 FE A : ERAMB(ZIFZLE LA
18 S Eank DOEEFEMEICEFZY LN
BRI K U 5 SE AN 55 %
FRERFEMERE (E@E - @A)
Y
BEREMBAERE @L - @AE)
e Y
BEEVMONEBER VERICET 55
EXRED
CHOEFORBITDOVTEEAS YRV M) —~DEREIER :
AICS N
DSL N
IECSC CORE
16. ZDhD1HEHR
5| R cEk D BEHE#IT—4. EMESDS [CETILF—4. O0ECD eChem
R—2ILE L UVEMILEWMER http://echa. europa. eu/ D&

URIN—C 3 UL EESNERBEANETE 2 AR THRERTEINATVES,

Bfit72+—<v k . #/A/H
ZDHDBEEEDND X

ALIC - A—RX FSUTDIEILFERASA AV RY; NTT - TS5 D)ILEREEME, ASTM - K
E# RGBS bw - (KE OR - A, ZERE. £EEUENHDIE SN EIME; DIN -
FAURBHEERE DSL - ERYMEVR L (BF %) Ex - FED XhORIEZRIFT EEX
bNBHRE, Elx - FED XWOREERIFT EEZONDHEFEE: EnS - BRERHOR T Vo
—JL; ENCS - {LBEDBEFLEME )R b ErCx - FED XWOREEZRIFTEEZONDRL
& ERG - REWIEDF5IE; GHS - HRF/IM I AT L GLP - HABREMERE, [ARC - EHIR
DATRERHE, [ATA - EEMEEEHS IBC - BRIEEKOESEEZD-HOMMOEE
RURBICET 2EEMRA; 1650 - 50%AFRE; 1CA0 - EFFREMEKRES: [ECSC - HER
FtEMELE INDG - BB LERYRRE. IN0 - EFESE#E; ISHL - FERe/Ex
(BF): IS0 - EFZECHE. KECI - REBRFILFEMERE: LC50 - 50%HERE LDSO0 -
50%EEE (FHBIEE)  MARPOL - MfHIC K S BRDMILED-HDERRES: no.s. - I
MBNATINA TS L DZERRC: Neh - FURR NOWEC - BEZTMHFZEIRE: NOWEL -
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Furosemide Injection Formulation

&= WETA: BEES: AIEIRET B: 2023/04/04

5.0

2023/09/30 632209-00016 #EERLA: 2016/05/03

BAESMHSZEL AL NOELR - EEEMLEEFES NOM - A28 NP - XEE
REMTOIT S L NZIoC - Za—D—F v MEEWMEARIR: OECD - #EFH NEAFMME, OPPTS
- LEYMEREM - AEBILER: PBT - #OMRMM - ARBHEN - HHME WE) © PICCS - 7
1 VELEMEA AR )= (SR - (EEH) #EEMAEE, REACH - {LFHMEDE
Bk, &Fffi. B WHKIUEEE (REACH) (ZB¥ H#RAI (EC) No 1907/2006; SADT - B hnEs 7
BE, SIS - RET—82Y— I TECI - 2 A IZBAFEDILENMED A VR R TCSI - BiE1L
EMEA R M) —; TDG - fEEYEE; TSCA - BEMERSE CKE); UN - E:&E: UNRTDG
- BRESRRYEEES. vPB - FEICHIMRUFEICSEREME WIS - EXRSRIRE
EUMERRV AT L

CORET—EI—F AT TSDS) &0VD) TRRIMT HFEM (LT TREHR VD)X, KxEHR
BERICENT, BEOREOMH. FHR. RPEIDLETERTHHEHHLIZEDTY,
AERE. HEOREGEREV., FA. LE, RE, #@E. BERVRRICETISIHI TR E
LTOAMERESNTEY. WHELIRIERERERBELTLOTESHY FEA, KFEBIL.
SDS DEREIZRESNTVAIRESNHBICEHTILOTHY . ARAHULA/MORA EBAT
HET, XETOERPTHERASADEGEE. AXPITERNGVRY . ARICEIE S HVETEES
AHYFET. FARBOFEABFEMICENTIE, AERRVHEEEZERT 581, FRES
MOEKRERKICE THAHKOBYLGFAMEZEO T, FRAESMUOERT 52HETORENDKR
[CHITHAREBOEMEL, A, LB, ROREIZOWT, #EEEWLES.

JP/JA
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