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EREERIN (6 P I D FE ST
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(1) JnssakE
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< Bk > & LGl 1% H 3 H 6 »H
PER 160705K . . . .
< M B O > CK0857 e e e e
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<¥1> CK0857 | 0.027~0.031 0.023 0.050~0.058 | 0.032~0.034
S N N S 160705K | 0.062EU/mg
<1.25EU/mg i > CK0857 i B B B
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<95.0~105.0% > CK0857 [100.42~100.71/101.18~102.62 100.06 101.18~101.47

X1 JE 530nm (2B AWOEEIX 0.10 LA F
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pH
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<R < B & D RiEME | 160705K ik ke A A
B H WD 7 >
ANYEPE R
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<3Eﬁ/a\> pUEI M)
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5 iR, 500Lx=ENHEELYE T
Pt ¥14mL/ 5y
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ICELA LToth, KR T L5 — %285 L, T 4
lozm
AEHEI FRO TR, 7rt I FEDOER — BT (024 m)
ZRIE LTz,
J ik OGRS > 70> B O E R 1= @ Z1L5—FiBk
0. 60. 120. 180% 0
@ =T G e b OEEL
10, 70, 130, 190%)
@7 4 V& —i@iE% ) b OEE
20. 80. 140, 200%y
R WKk~ ~N777 40—
2) M
PRHL N o BN - N -
NP WA /X 77 D D EFEEREL ZHTERRD S DR 7 4V H @%b ORI
B ]
) 0 60 | 120 | 180 | 10 70 | 130 | 190 | 20 80 | 140 | 200
FRAFR
(%) 100 | 99.9 | 99.6 | 99.7 [ 100.2 | 100.2 | 99.8 | 100.1 | 99.4 | 99.8 | 99.7 | 100.3
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aiEAE CRREME, BPESE) | EEm e, OPEEE (O o MtEDAR4) o BEPEEIE, FFIEEE, A,
S A PR e

2. PEXEHRICEET HEE
BRIE STV 20

3. HiERUVHAE
(1) BERUVRAEOHES
WE, RACIET7 ' RELTL A 1 20mg % FARES SUSFRNES T 5, 7ed, Fn, ER
2k 0 EEEEET S,
BEEAREOLAIIIEIHICKREIIHNDLZELH D,
2L, EHEEMEICHWDEEICIE, @, thoREREFHT 5 Z &,
(2) HERUVAEOKRERE - 170
MR L

—

4. RERUVRAEICEHEY SFRE

T.RZBRVHAEICEET 5FE
FRIEST R, BRARICIR G0 2 &0 KRS, REFIRNER OUENH D 5EI2I1E, 5 4mg UL

Tehd L HrBEGHEELZRHHITHIZ L, KEE L_ﬁWE%LtﬁD;%%#%%bm%ﬁmo
[11.1.4 ]

5. HRERAAR

(1) BRT—21\vr—o
MR L

(2) EREREEHER
MR L

(3) AERIBIRRER
MR L

(4) BEERISLER

1) AHERESER

O LEE, HFERE, BEA, BEEEERE N N OMOREB CEREL OIEKE AT 5 33 filx x5
@:\ 7utk I N 40mg HE. 7 A Z = F 1mg FEOFRZNIRIZ OV T cross-over {EIZ K 5 _EHEMRIE

(TR LICRER, JREOHIN, R EARE IR, RIEOUERE, G ik %wfﬁﬁﬁ’ﬁ%
EZrEROEPo T, BWERIZT A % = REE%O 1 I 0B ERD SN EE RBER TR 7
o Tm D,

QS RAREME & MEIE 32 AR 7 vt I N 40mg §& 1~2 §&/H., MRAtE7 vt I RiH (7 e
TR 40mg EA) 1~2 V7 BNHE TEERAEECT, 6 W oRkE L. BESR, BIE
Matat Lo, BERDR, AREROSER CHRBRAEF R, HYEIC X 20 AEoHEiC
BOWTHWRRICHABEZZRO R o7, BWEREIRRERSERT 2 DR L1729,

2) ReMHEB

BRI L

(5) BE - WEAEER
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—AMRE. HERFTRBRARONE
A E R L
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(7) 0t
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1. REPHICEAESSLEMX T aMEF

N—TRIRA FT Y RRMEAL HEF T Y FRHRA
TR BED D DB ORIEE « ZIRFIL, RFOBRMNLELZSZRT DL &,

2. ¥BEEHR
(1) AL - ERBF

N—TRIREE, ALRME > AT =4 ik R a I LT S i, ~ LARER EATI O & PR A

HAEMA LT NatK-2Cl S5k 2 PE T 5 2 L1 &L W NaCl O FRILA Ml L. JRIEMEHERE ot
THER) 295 2 LIS Lo T IREHRORZ M S E D, o, MEILRET w2 7T

Vv OREANEEZ ST D B M E O S FRRICEHEG L TVD EEZENTND 9,
(2) RMERMIT SRR

18.2 F|R{EA

18.2.1 7 ut I NIFMEE, SREKAEF &L LA SELEHEZEL D, BEEMET (BHEEAe
BE) LTWaH4A (GFR 2 20mL/min LLTF) THRARSENHIHETE 5 9,
18.2.2 7k I FOFRZEEZ T v bOJRF Na dEit & TH 5 & Z DK Na Rt &(XF7 ¥ K%
HAHNIOK) 3 &R L, B/RE 10mg/kg 7 bR RKA DR 100mg/kg & RISV EAREZ R 9,
18.3 EE1ER
7ot I FOBEDRIT, EiEREICEE LSA R4 ICRE L, ZOERKF L. FRICES
EERMAEREORD, MEBEOT M) Y AZEROBIIZLDLEEZ LTINS 10,
(3) {EFARBRSM - FriimE
MR L

11
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Folid~2 28 —/1®250mL

@ik
EMFE OMIIE L K5 OHfifs bIfkR s,
(P EReEAI 2 N2 )

GOXPERIE

EREME CERWE LR WEE, PR3y, 2L
TR 7 Y o EE
EARY
200mg—500mL AEFREHEICAHINL, 2~5u
g/kg/min~50 u g/kg/min
JNVTERT Y v
2A—500mL 5%~ RUBEIZARL, 0.1~0.2u
glkgimin K VIXL®, Hhx R

25




1. HALOZE

14EBRELEDERE

141 EFEBEROIE

14.1.1 FHARESTEF

(1) RLEERWIGEIZOHRLER/NRIZITY 2 &, B—ALA~OKEEFIITH RN &, FRiC
INREIXEET 5 Z &,

(2) PRREITEMNLZRET D 2 &,

(3) HHEIZRA LT & &, W AEFAT D MO Z AT GEIL. BEHICE 2k &, A% D
ACHERTLHZ L,

(4) TSI, A2 25 ZERnb 5D,

12. ZOHDEE
(1) BBEKRERICE DL ER
151ﬁ%ﬁmt£§<ﬁﬁ

39— NIEZANC K 2 ERAIIEDRIE U A 7 OmWBE A 285 LT, EEAIERG-A i
®Aﬁotﬁkmm AN G-% OBRBEE(L ORI R @ P> T L OWMEDRH 5,

(2) EEREREERICE D < &4
BEEIN TR

26




X. JERREREARICEAY H2HE

1. REHR
(1) ZENZEEFHER
(TVIL. HENHEHIZEA+ 2 A ] OESMH)
(2) ReEMEEHR
1) R OIMEIT R 2% #F82
Fxall7rtI e RE (BA50mg/kg, #1125, 50mgke) IZ&KE5- L6, MHE1X20~30mmHg
PR T Lz, ZOERIEA XOFEFRE LIS T,
2) fEHHNRER IR D D
Img/mL BEDOT7rEI NZb AZ I VHEIZIVOEEI SNZEAE Yy M/ ORHEZ R L,
LB RIS ol
3) PRI KSR L E A2
7wt I FfJ1,000 v /mL O EE T TREEMKEESR 2 50%HFE L7z, 16> T, RN ETIEHAFE
ERIZZ2 W EBZ 2B D,
4) BERENI T 5 ez 23
Formanek (37 v MIBERAMH%R 7 m & I FOKRG TMHEED LA X OREOHBLZ A TWD, £,
A VA UEGH 7o ROFLETA VR Y UIROBEZHE L T D,
5) REMTHERRAETIC RT3 gz
In vitro\Z¥M L7e 7 v® X RiL, 7 v MHEISEIUIEE D glucose uptake %, 1mM DR T
B O 22| U7e, IRERA ORI & OICAEEITZA bR o T,
medium (2RI ENT-A > AV 2100 1 U/mL @ glucose uptake 2L R LTiL, ek I N
1mM, 0.1mM DR THHIFIZ/EM L,
6) MR WA KT 52820
7ut I Faexraillmgkg, A X1Z10mglkg ZFHERG LI WA DWW THBIEE Lo/ R, k=
DOOTDRWA | BERREOHK, T M U LNREDOARE, ) U LREDDT RBAEN A5
2@7‘:0
7) B R EHERE~ D 2 2k26)
T M 7 ut I F40mg/kg # 1A 3[E], 3H EERi# G LECEKHIRIC K 2 W8Ik A8 2 1Rk L B B EE
BRI LI, ZORR, IfEarFaxse ARE, RIBEEIIGRICE L TERICER L, L
LABOaL AT ) UEREITRED LT\, MiffarTFaxrar ROREIERFOa L AT Y ok
ZObHDIFIEFHHNTH -7,
8) HRJE~mE k2T 28
7% 12 Ophtain B E 7213 Urethane ME% . BRCIREFZH W T 7 2€ 3 F0.5~10mg/kg # K
N GHDOIRE~DORBELEZBE LT, T OEH0.5mg/kg OME TIREAR FOM A 27 L, B
BOWRE T2,
(3) TOfhDEEFR
Y E R L
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vulysE v=e St
I 7t R{E20mg [NIG
A - t 20mg ! W) FEE-ERMEOWLZEICLVEHRTHZ L
AHESy | 7ukIR 7L

2. BHEARM
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[Fl—hsy © 73> 7 A7 20mg

7. ERR4EERRA
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U AR FE KRR ) AT, FE HE I IR 7¢BAtA
Jig e IR FE4 HGRE S
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XY A R 20 21100AMZ00229000
BR kA 3H9H 7H9H 7H9H
W74 | 7t R 20mg 2008 4 2009 4F 2009 4F
22000AMX02427000
AR % A4 3—] 12 4 3H 3H24H 3H24 0
W7e4 | 7ot 3 FiE 20mg 2014 4£ 2014 4 2014 4E
o 22600AMX00882000
2B [ 3] 7H 28 H 12 412 H 124121
W54 | 7mt 3 FIE20mg 2018 4£ 2018 4 2018 4E
RN 23000AMX00095000
A Fi=viti AV ey 1H25H 67150 61501
- 7t 3 RiE20mg , , 2022 4 2022 4F
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AINCEB T 2EEUIR, HEAOCHBIZUTO LB TH Y | SETORIRDL L 138D,

BIRE X TSN R MIELR O &=

EIMEAE (ORREME, B . EMEEmE, O | @, RRAIZIE 7 eI RE LTLH1FRI20mg % ##
fE (D o MO RA) . BEEEIE, FPEIE, M | RSN SUIARNTERN T 5, el 4, JERIC
M, SRRSO HEH e X0 EERET D,

BHSIER RSO AT S BICREBICHAVWS Z L
b D,

7277 L, BEMEESMEICHWSSEEIZE., @y, M
OREER EDEHTHZ &,

<DailyMed (USA). 2023 4 10 H#izk >

E 4 KE

s scPharmaceuticals Inc.

e FUROSCIX- furosemide injection 80 mg/ 10 ml injection
HIE - Bk | 80mg/10mL

INDICATIONS AND USAGE

1.1 Congestion
FUROSCIX is indicated for the treatment of congestion due to fluid overload in adult patients with
New York Heart Association (NYHA) Class II and Class III chronic heart failure.

1.2 Limitations of Use

FUROSCIX is not indicated for use in emergency situations or in patients with acute pulmonary
edema. The On-Body Infusor will deliver only an 80-mg dose of FUROSCIX.

DOSAGE AND ADMINISTRATION
2.1 Dosage

The single-use, on-body Infusor with prefilled cartridge is pre-programmed to deliver 30 mg of
FUROSCIX over the first hour followed by 12.5 mg per hour for the subsequent 4 hours.

FUROSCIX is not for chronic use and should be replaced with oral diuretics as soon as practical.
2.2 Important Administration Instructions

FUROSCIX is intended for use in a setting where the patient can limit their activity for the
duration of administration.

FURSOSIX is not compatible with use in an MRI setting.

Inspect FUROSCIX prefilled cartridge prior to administration. FUROSCIX is a clear to slightly
yellow solution. Do not use FUROSCIX if solution is discolored or cloudy.

Refer to the Instructions for Use for additional information.
Load the prefilled cartridge of FUROSCIX into the on-body infusor and close the cartridge holder.

Peel away the adhesive liner on the on-body infusor and apply onto a clean, dry area of the
abdomen between the top of the beltline and the bottom of the ribcage that is not tender, bruised,
red or indurated. The distance from the top of the beltline to the bottom of the ribcage should be at
least 2 % inches.

Start the injection by firmly pressing and releasing the blue start button.

Do not remove until the injection is complete (signaled by the solid green status light, beeping
sound, and the white plunger rod filling the cartridge window).

Rotate the site of each subcutaneous administration.
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2. BUCEBITLBEKRZERR
WEIRICEE T HBIMER (A—RX SV T7HE)
AR T 2N LOTEBEOHDER E A —A T VT 3L I3RS,

( VIl 6. FFEDHFEZATLEEIETLER] OEEM)

Drug Name Category
A=A T VT DA frusemide (furosemide) C
(2023 4F 10 H#i5%)
2% SO

F—A ~Z U7 D458 (An Australian categorization of risk of drug use in pregnancy)
Category C :

Drugs which, owing to their pharmacological effects, have caused or may be suspected of
causing, harmful effects on the human fetus or neonate without causing malformations.

These effects may be reversible. Accompanying texts should be consulted for further details.
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XI. {F&E

1. B# - REBICER L TEREBETSI1CHE->TOSEER
(1) #BR
MR L
(2) miiE - BEANRUREREF 1 —THEBERR
MR L

2. TOMOBEEEE 0
AEDERIZET 5EE
AL, AAOYEALEREEICET 2EHRTH Y . AL EBLE L THEM LI-BEoF - 222k
IZOWTOFlIEFEN L Cuievy, F72, BlE Lol oL Fr R EMEIZ W TG LT/
VY, AAIZAA &S U TR 2 BRI, BEAOWRMA CEEZMR L, B+ 5Z &,
(1) pH Z#)ihk

O7wvt I RE20mg INIG) @ pH A& A7 —)v

. Btk #AE | 0.lmoVLHCI (A) mL | f#f& | #i@ -

AR e LT HL

pH pH |0.1moV/L NaOH (B) mL| pH =g
7t 3 R{E 20mg (A) 0.1mL 6.20 | 2.90 | FE—TLE
8.6~9.6 | 9.10

NIG (B) 10.0mL 12.69 | 3.59 A7 L

pH 1 2 3 4 5 6 7 8 9 10 11 12 13 14
F - TR —~® @ -
6.20 9.10 12.69

(10.1 mol/L HC1 #4% & 0.1mL ©20.1 mol/L NaOH 4% 10.0mL
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(2) BlAZA LB
OFLA T 1k
I ARAKI L7 TN EEAIEA RS Lz,
0 AF 177N ROAERRAEIER 100mL %, BLE3EA & RA L,
I : AH 1T 7RO 5% R UK 500mL %, Bl&3EA L IRAG LT,

(BRAFSRAE - =RIE. 1000Lx =EANEELE T)
2 Ficl 15 2K FlA | R Bl A 7 O F&R RF
e W5es (4] oA | k| THA [LAREIERES 3 5 6 24 R
7 R RS 5% SMEL | MEfgBE] | MmEEE | BOEE | A
[~A 7] 500mL I pH 5.54 5.48 5.50 5.47
[7 K o] FRA7 > 100 — — 99.1
RGHERR 10% SMEL | A | Wy | meEs | EaE
500mL I pH 4.15 4.14 4.14 4.11
[7 K o] FRA7 > 100 97.6 95.9 84.8
RGHERR 50% SMEL | A | Wy | meEs | EaE
500mL I pH 2.96 2.95 2.95 2.94
[7 Ko pE] FRAT > 100 85.4 74.1 37.8
| KEEHER 70% SMEL | MefgBE] | MmEEE | BOAE | AR
b 350mL I pH 2.94 2.95 2.95 2.92
Al [ R Bl 100 88.4 79.2 44.6
XV v hE % SMEL | MefgEE] | mERE | BOAE | AR
500mL I pH 6.28 6.23 6.23 5.96
[V h—)] FA7* 100 — — 96.1
NABY v IR SMEL | REAEE] | meEy] | BeEs | EaE
700mL I pH 4.42 4.42 4.43 4.42
[ e U —igii A AR ] FA7* 100 100.6 99.3 92.3
NABY v IR2 SMEL | A | meEmEy] | BeEs | EaE
700mL I pH 4.42 4.43 4.43 4.43
[ = U —iai AR ] FRATE 100 98.5 96.4 87.8
VWA AN T e SMEL | MEfgBE] | mERE | BOAE | A
500mL I pH 5.93 5.91 5.89 5.89
7 | UFAR2R7 X/ BidAl) FRATE 100 — — 96.7
VRN AR PR I =3 it 4 SMEL | BB | EREEE | HAER | HAaEH
CHEVEVI B &% 1000mL I pH 5.60 5.59 5.60 5.59
4 B3] geteEs| 100 — — 98.5
PRE SR SMEL | HemEl | Eemy | Sens | EeEy
me | 7 Bk - bE - ERE - 1000mL I pH 5.38 5.38 5.37 5.36
l a3 FRAT > 100 — — 98.2
Al ey — R B | meEY | Bepy | \Bepy | BaRy
(7 - b - ERE - 500mL I pH 6.73 6.70 6.69 6.72
EA ] FRATHE 100 — — 96.0
— : ARBRR N * 1 (%)
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(fRAESMt - =78, 1000Lx =NEELET)

FEzh Ficl 15 2K Foa | AER Bl A 7 O F&R RF
e Wses (4] oA | k| THA [LAREIERES 3 5 6 FEH 24 R
TNHY v 1 S SMEL | BB | REEE | HAER | HAaEH
72 (72 8- %5 - EfH - 903mL I pH 5.06 5.06 5.04 5.03
B EX V] FRA7 > 100 — — 99.1
7 | IAAY v T 2 BHIR SMEL | HEEEE | EaEE | HeEs | HAaEy
2 (7 - b - ERE - 1003mL I pH 5.29 5.27 5.27 5.25
’ Es 3] BRAFF*| 100 — — 98.7
gj YT S wg | mepn | mepy | messn | meps
w | [E R ) —Ei ks 200mL I pH 6.03 6.02 6.01 5.99
7 X Al FRAT 100 — — 98.2
KN3 =ik SMEL | MEfgBE] | mEEE | BOAE | A
500mL I pH 5.45 5.42 5.42 5.42
LRk ] FRAT 100 — — 97.0
AR T~A1 7] SMEL | MefgEE] | MmEEE | BOAE | AR
500mL I pH 5.84 5.95 5.89 5.85
(A= SRR ] FA7* 100 — — 99.3
VY 4 -T3 Bl SMEL | REAEE] | meEEy] | meEs | EaE
500mL I pH 5.10 5.09 5.09 5.09
[HEFRrIR] FRAT > 100 — — 98.7
L b= Uik pHS NP SMEL | REAEE] | meEEy] | meEs | EaE
@ 500mL I pH 8.13 8.10 8.08 8.05
?iz [ELEE Y » 7 L] getrs| 100 — — 97.3
g | =L R SMEL | MEfgBE] | mERE | BOAE | A
# | [FLEEY Tk 500mL I pH 4.87 4.88 4.90 4.88
(= b—271)] FRATHE 100 — — 93.4
TIT v I SMEL | MefgEE] | MmEEE | BOAE | A
500mL I pH 6.42 6.47 6.61 6.56
[FLER Y > 7 Vi) FA7* 100 — — 98.8
77 v Gk SMEL | REAEE] | memEy] | BeEs | EaE
[fLEEY > 7 ViR 500mL I pH 6.64 6.62 6.58 6.58
(YLE F—nm] FA7* 100 — — 98.2
U TR 4= 7 ) SMEL | REAEE] | memEy] | BeEs | EaE
500mL I pH 6.40 6.40 6.35 6.34
LV v FViR] FRATE 100 — — 95.4
| REAEK SMEL | MEfgBE] | mEEE | BOAE | AR
fifg 500mL I pH 6.28 6.22 6.28 6.26
| s A Bl 100 — — 97.6
— : ARBRR N * 0 (%)
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(fRAESMt - =78, 1000Lx =NEELET)

FEzh Ficl 15 2K BlA | =R Bl & 14 D %R ]
e Wses (4] BoAE | k| HHHE Bl A B % 3 R[] 6 M 24 KA
T2 25 APEHE 10me SMEL | A — — —
it i‘i e 1A 1 | pH 5.57 — — —
K | [R5V T 4] FRAFEE* — — — —
A J /327 100mg SMEL | AR €A A HHE€4 TR €4 7 IR
1A I pH 5.92 5.90 5.85 5.34
[ RS2 U HERRE FRAFEE* 100 — — 99.2
mh | RS MR AR SMEL | EmEEE | mAE HEE TR (RIS ST H
i 100mg %A =3 —) 1A il pH 5.39 5.09 4.58 3.86
Al [ RS ot wrEEs|  — — — —
FA T 4 U »iE 250mg SMEL | IR I £2, k] I £, 75 B I £, 75 B
1A il pH 8.92 8.88 8.86 8.86
(72740 ] A7+ 100 — — 98.2
ALV E U ESRER 10mg A8 H& — — —
u 1A n | pH 5.17 — — —
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SN | EEEE | mEeEH FilS R Filg R
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(Sal-10mL) FRATI* — — — —
— : ARBRAR FE Sal : ABRAMEIR * (%)
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M |7 ~5 77— 400mg SME | MR | MEeEH | MEeEE | mEEn
Al 1A il pH 9.95 9.98 9.93 9.95
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(BT U rF b a] A7+ 100 — — 98.3
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