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F EolFme B) : = AFkg® x (BE ARIEW FH - B ARITEW £1)g/d)® x
249 + BAF2E BFH) AT B Fme)”

(A) - EApe] AA A A
(B) : Hb(mM)& Hb(g/dl)E ¥4+ : Hb(mM) x 1.61145
(C) : A% 2.4 = 0.0034 x0.07 x 10000
- 0.0034: A EF2NF] H FF F 034%
- 007 : 89X By = AFY 7%
- 10000 : 2HA%, 1g/dl = 10000mg/1
(D) : AF 3B o] S A AFHL oF 500 mg
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s
% 5% mg 2) = AF(kg) * (HX AERIZN $X - B9 RIS 2N FX)(g/dl) x 24
o &Ad JAFS BEE BS ¢ o] oF 200mge] F= 1 unit bloodel dF3tE FEIZW
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6.1. 43 A8 A FH (Clinical Data Package, CDP)
6.11. /8

o YANBAHAR : F 27, 33 DIAE 24
o ARAZZY : Anja
TP
A WReAE | - s
A (#5749 gzl 47)%) Fol&F |Foq717| 71EaW A3

i)

§ Clinical Pharmacology

1. 434 BrHEs

Edxsd X3 % (TSAT), s-iron

|- w9 (g we wl
P-CKD-01 T 43 F g & A4 faa)
. 1821 o] ,| - Physical examination, Vital signs,
P-CHF-01 : SR e 47 (baseline, 1|Clinical laboratory analyses
20w ’ Z, 2%, 42 frEA Hrhes
° ) FAY [ ARI2UHD), HPHE=EHe),

=1
=

D 1 54 9d wE Alsd 3 a9 WS 47 d0l 9a9 ud
(chronic kidney disease, CKD) v THd A¥-x (Cl'u‘oruc heart failure, CHF) %
g 1A 2 {2 2o i3 wrEH [V BE2 K= total dose infusion (TDI)
Wel Bl Ao A4 B

2) 27 &4 .

/\1

g

Eti

;él

ol A

P-CKD- : g
34 | 01/P-C s-ferritin =%] Bl 1l
T e AT A Relt Baw 04 A4S wE 2 U4 ARA BNl R
o wlHla AW AE
Al & =2

HU )

Az AFozRE 1, 2, 4 9 8F Fo] EIZH(HD), d|vtEIE(Hc),
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# - . L. - dL. oA: 12-16 dL), serum
EdsY 23t (TSAT), s-iron R s-ferritin 23] ¢] W] gyiqeab::’fl (prolonged-re %s/)-femtin (100 - 800 /lg/gL/)/ _)E_aﬂmla
seases, T} -50%)°] =YL, F
- Eojupy ;];];)‘; 34} lease tablets) iz}oﬂ ("l;ﬂf]Sé)H (2031]_?_5—;9/&):1]] %3 ;_ 15
Fo[= 4 CHF 3 CKD &4 A4 £t 20T 4 CKD 84 - g/dL ol% Wt 8 &
Induction/loading Maintenace dose Full replacement Maintenace dose - A8 ;%:j-“&_—; 434 ‘ﬁ@ G Oé%—"g,‘%}é]?}(lnﬂammatory bowel discases, 1BD) &
dose A AT G wng FUYAFEY we wnd gugEdel o WA ion
A iron replacement | 1y 1 injection o2 IV bolus injection® & oligosaccharide A4 (Monofer)®] 251, Hlat, 7§ 34 A3
4%S TDI =& IV 100me iron/d = =x ) = - AHEH
bolus = 100~200 g iron/dose (27, | TDIZ } 100mg iron/dose (25, A o B . . . )
- 457) 457) 1) 12+ 52 : IBDZ <Ig d 2@ W9 zHaol Slo] A7 FFEAA} wagk F9
mg/dose FAb H )ATEAE 10009 Hl-d5F 2 @EIES2N(Hb)Y S7HE B
= 2) 27 &4 _ i
1‘_ PCIv<":D 01 - 716ty #EE ¥A 9 A WS (s-ferritin, s-iron, TfS)] H 7t
PR 2w aa - @4l 27 ) _ o
g Alde g e g ) . - A EQF S5 (Restless Legs Syndrome, RLS)2] H7} & o]2jg F4e] W H7}
- FHT uAT ZE2 g 3@z (A5gA W . Eojuhy
2) P-CHEF-01 : i AFF (Group A) WEZF (Group B)
- ARA 3 F WE #xt TaBEo], AW A% o], WA g Al 7;— =
. 4w (Group A1) (Group A2) O:T::llgé;ﬂ—‘}
4 (n=108) (n=111)
1) P-CKD-01 : 2& § &4 %7} W57} baselined} vlwmsle] F7MEQow, fiie 57 15 Ho F=2ZA 1000mge | . o
How folstATh. Sferritind TSATE visit AANA FolalA 2719k Hete 1580 24 73] 18 4= S0mgs 28
vist 43F 6914 15}k Hbe: vist 33) 4ol 2130 gk, visit 5 0o aad g Feaal ga | DTRG0 nog |19 308 100mgag), 19 29
= frolatdnh Hbel 744, baselines} 71 & ol visit 6 (Fof 854 ehs 19 wE 1799 048 ¥ WA =18 2
o1 (39 g/L (0.245 mmol/L)), S-iron visit 3, 514 et Frhstlont, visit 6 L E 23 T°4 T e e
AAE fsl el HasiA wa Folrig 18w 2a o | VLG BEEE BAF oy oz
= E k. i = E . i
2) P-CHF-01 : R #&4 %7} W47} baselines} vlato] Z7heion}, fel4ol sl ¥ g 155 1500 | g 5305 2500 FRAY 1200 me
94 @e gEEol AT, olfE BAGIE 47 dEoR AZEG. 498 24 2 e =
7 2 o] o (B R " AT
e el e - AE-FEE 240 AuE 92444 97

- o]urS
CKD-01 : 2447'1«] o] ZgHh-g-o] HASATE (192719 non-serious AEs, 52712] SAEs). ©]

T 1770] & 419Jr #dg o] durgolzty AGHAG 5L A o] FwE, 101
Sosl o103, 208 44 ol H95),
AGG o)dEe FF 7% % £84 J (haemorrhagic cyst)o] Tt o
» CHF-01 : 2579 o]utgo] A3 H L, 1872 AZ43HA] k-2 o]k o]9len, 77 Table 9 Average change in haemoglobin concentration from baseline fo week §
& A7 oJuLE oItk olF F Rivlsh B ogulSolety Hud e ¢l Cul s 9
o ohbmeA A ch BB AY e £ AQE Fe27) Mg dehA st Ee—
“Hb concentration at baseline (z/dL)
B 108 T 108
= A AE R eFe o] AERS-S UEA] @kgkon, o] kRS uokAlo] Eqtt) CKD 2 CHF Mean = SD 974=174 T6i=165 9.61= 1.82
Median .50 900 5.00
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er-IBD-0 |47 R e B : 2) 22+ 7
1 ks 3 Ferro . —r‘tl’gﬂr Hlaste] Fof 2, 4, 8F
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Statistics -

Mesn=5D

Miedian

Range (Min ; Max.)

RERTE]
Change in Hb concentration from baseline fo week

n

Mean = SD

Median

Range (Min ; Max )

LS Mean Estimate

Difference Estimate

SET : 22

55 % CI L) (0.5 0.00) (-0.80.0.06)
p-valme”! 0.0420 0.0045
Testing non-imferionity|"

pvalue | 0.9205 | 03044 05428

Reference: Table 14211 14.2.21; Listing: 16.2.6
Notes:
" Difference estimate for A1, A2 and A indicates (A 1-B) and (A-B), respectively.
SEof Al AD and A indicates Smndard Errar of Differences (A1-B), (. and (A-B), respectively.
1% pvalie for A1, A2, ind A indicated significance of reament differences hetween (A1-B), (A2-B). and (A-B),
respectivaly
1% Mo infariorsty was tested by shiftieg the distibusion of differsnre estmars by 2 nop-inferierity margie 05 and 0.5 and
testing the squality berween reamment sroups by deriving p-valse.

olikg

(]
o
Table 25 Number and percentage of subjects with adverse events categorised by system

organ class

Treannent Group

$0C,u (%) Preferred Term Group Al | Group A2 | Group A | Group B
@=110) | @=113) | (n=223) | m=109)

Total sumber of subjects with at

46 (418%) 42(372%) 88 (39.5 %)
Sl one A ? .

Totnl nwmber of AE 78 i 152 &0

Gastrointestinal dizorders

1(090%)

RS
e TES
General dizorder and adminiztration sife condifi
[ Pyreia Gars [eaTam] -
Tinmune system disorders
[mmmmtm 1w sraswE] -
Tnfection: and mfestations
‘Nasopharynzinis it Lh‘l" b 164N

Uppm ey W
mfcion

1085

Viral infaction.

ST E EEESTT

Investig

(4085 H

Hepatic suyme incmsal

Nervous system dizorders

Headache

Vasenlar disorders

(WA [ 1@ m

Flushing L s

eI

Reference: Table 14313 Listing 16 2.7

Nate:

*Pescentags is calculated by taking count of correspending reatment group as denominator
*Exacerbation of underlying disease, therefors considerad an AE

General Note:

Al AFs are presented as: number of subjects (percent of subjects) [mmber of evenss]
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