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13. FFFoq Al o] A A
AN D T ol T HFFEA AEe BRasA ot

(o]

D o] o2 XP3te] W BAC ~ 8 ° OFTh AHE WA TRE EXA T 2D 4R
el B#Fch o] ok WAEAL Hod AL HE57F Wl dete] 30 ° C o]3tolA]
At hY 2 2B £ glon], {571 AW AFL AESA —E—E} JEaAL &

54 ¥E

2) o@ole] o] FA| Y Fol HBITL
3) thE §710) uhie] Y A Andde] HAY FAA WM wEHsA gonz
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15. 28742 FoAd

D %o 4]

o] oF2 10 mg/mLe} F¢, FHHA AZFH &4 30 mL7F Soi9l= 300 mge] L3

H}O]%O]E} o F2 tad 2 AR HAF £Fd T=7F 5 mg/mLrt HAl A7
A& o] g3te] upo] el A LS wiith

%%“’* F el &30t

23} FEE Fo HAL Arshe] of oo HF 5 mgmle] HEE 34

J

(BHN oz g bed £ 09% FSIEF FAA, 045% FSHEF FAH, 5%
2ER 2 FA)
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golztd 120 mL, 900 mgel&t® 180 mL, 1200 mge] }4A 240 mLe] Ht}.
[ 6] ©] ¢ Fo FHle}t &8 T4

| olotma | siMee =n | 3E 2o
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BE8A | (12h202211.4. | (12})2022.11.3. (12})2022.11.3. (12h2023.6.12. | (12H)2023.10.24.

A=} (22})2024.1.4. (22})2024.1.3. (221)2024.1.3. (22})2023.11.29. (22})2024.1.4.
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12. 714 2 A4l

-SBl2& T 2y dA&CHO) Xfe= H]E Ly Al A

4 npolgix B4 2 AlA HAAE
2 3 (chromatography) ©A1ol ¢J3 A A

(it Ptl
r (o3
oy
o
L
(o]

Jo| A A =3 DNA 7] oz A4t &
A 9 olewd FERuEIYRYIZRED
2 34)(1gG2/4 Kappa)o]th.

o ZgF e =k ®BA bl el(terminal complement protein) C5o] AElA o2 Agsle]

D e

2ot w1 A Al 2~Elo)(terminal complement system) A13E WhA| gt} Choll thdk Age C5

of Ao AAlE FEFo =M, Coa L Cob A
Aty 2HHA ¥ BA A" ThkgE W

o Yol # & St

14. 4

15. 43 FZ 403 A ndolde] #F AY

2. T2Z2A - EY8sty 4 2 AET3 A2 ¥
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211 gutA R
ol| Z 2] F%HEculizumab)

: Coa42Ho916N169602034550
e CAS No.: 219685-50-4
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22.1. A7MA9 F57
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F A

222. A %FE NFFE

kAl of oF F
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3.3. A WF HAA oA

o AEHAAA 5O ERAFAA 74 ATZAGAE Wt AR A% AHF npzd o

(FE) 713 AxL2RE 367042 Egeh

4. 54 A% A= (CTD 4.2.3)
41 =3ANPAE AL (CID 24 F 2.6)

SB12¢} &8|g2= 3§54 THS AT AA Win vivo) Al

Fare Abgel C5 @Mdolwt Solgoz Agsty ThE

e s

SEE0] ool AWSA = %

ox:

ettt ol Z e

Eolx B4 /b Ao LA vk mebd, A Win vivo) M9 4TS FU5]
A% AAT 5E Fol LASR, FEIH AT Alo] F7 Aol7t Qs EAtEE, FAw
8 oA APl 48 A5, SBI2SH £ 2 Aole S WFHI) A% v 9
t AnE AFT Mol Ao glokn meEch Eeh ABWH Win viro) WYY ABS
53 wlol oW st txok 1k ML $EI FHAGL FUHT Aoldol gntm Wy
H908E, mebd SBI2sH $eesl 4% TeRYe FrEA g

42, SHNYAER AE 29

421 93 FA=ZHANE (CID 4.23.1)
o ATA e

122 WEFAS

o 74

A4 (CID 4.2.3.2)

4.2.3. w54 AE (CTD 4.2.3.3)

o« AFAY 2

4.2.4. B4 - T4 AFE (CTD 4.2.3.5)

o« AFAY gl
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4.25. &FE A (CTD 4.2.3.4

o« AFAY gl

425 42U A

o ATA e

4.26. 71et54 A& (CTD 4.2.3.7)

.« HYAT S

43. SA dig AAA oA
o =T FHLE Ao C5 T et

crx=w AAZ #Ad APdsF=Fol

E EEXx0] Chol] AgstA &
= &gl A dig]l ¢=E=Z anti-mouse C5

antibodyE ©]&ste] F4AHE FdsAoU, Fs8=2ddF AL A g F=< T
=) ==

o

HA= B

5. % &ZLo) B3 A5 (CTD 4.2.1 2 4.2.2)
51. F&8AF 7H8 (CTD 24 % 2.6
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5.2. AEAY

Type of
Study Analytical Method Results
ooz %Relative The relative C5 inlibition potencies of SB12 are

C5 inhibition assay g =i pisi Gpn -

Biological potency similar to those of Soliris®.

property | Anti-hemolytic %Relative The relative anti-hemolytic potencies of SB12 are
assay potency similar to those of Solins®.
C5 binding assay by | %sRelative The relative C5 binding activities of SB12 are similar
ELISA binding activity | to those of Soliris®,
FcRn binding assay | %sRelative The relative FcRn binding affinities of SB12 are
by SPR binding affinity similar to those of Soliris®,

C5 binding assay The C5 binding affinities of SB12 are similar to those

binding affinity

by SPR of Soliris®

FeyRIa binding T ; The FeyRIa binding affinities of SB12 are similar to

assay by SPR biadng stbaity those of Soliris®.

FeyRIla binding binding affini The FeyRIla binding affinities of SB12 are similar to
assay by SPR ¥ ty those of Soliris®.

FeyRIIb binding The FeyRIIb binding affinities of SB12 are similar to

binding affinity

Additional | ssay by SPR those of Soliris®.

Biological | FeyRITIa binding
Property | jssay by SPR

The FcyRIIla binding affinities of SB12 are similar to

binding affinity those of Soliris®.

FeyRIIIb binding binding affinity No FeyRIIIb binding affinity are observed in both
assay by SPR > SB12 and Soliris®.

Clq binding assay
by ELISA

The Clq binding activity of SB12 are similar to those

binding activity of Soliris®

C'5 polymorphic
variants binding binding activity
assay by ELISA
ELISA = enzyme hnked immunosorbent assay, FeRn = neonatal Fe receptor, SPR = surface plasmon resonance

The poor response to SB12 are observed to C5
polymorphic variants

5.3. AR FHANA(EE dRteFg| A1) (CTD 4.2.1.2 2 CTD 4.2.1.3)
o« AT 9le
5.4, F4 - BX - thAL - W do] ¥ AW (CTD 4.22)
o N ko] oFESE Hlmaly] AF AAW APe FAFA S,

5.5. efelo] AR o)A
o G BARE 2E3 AZHYo APk thxok 1 FEHA st AEHUS.
SFE in vitro kA @S Skl APk thEo AEFH 54O BEHL 9F

o Bl

o NI tizore] oSS Bmaly] % F - BE - oA wAe] DI AR 53
92 gpgkon} opEste] Y MA & Qi FeRnol Aol tishe] Aw ok vz
1 EEFS ARG B FEF glow FA P BN BN APt o
zobe] FEAe AT W AT WAL B



6. AW Ho] B A= (CTD 5.3
6.1 PN BARS AAHGCP 25)
o FUEMA) HAHIA A AEH A=

ds T ARE ASF
6.2. YFAEARH 7NQ (CID 5.2)
o JFANFEAAR : F 27 (14 1, 3% 12)
- 17 93A1E 14d: SB12-1001
- 3 d4AIE 14: SB12-3003
JFA
4| 9 g o s
0| eas | AR i Folgd | Eof7|z A3}
Ags)
- ARE o - SB12, EU &&lgl2, US &g Al
229 A, | EE oA AUCInfe] 2% wH]w oAl geometric
°o]% &7k, |& 2408|300 mg (10 LSMeans Hl€2] %Z 90% CI7} AbA
L [SB12-10| A 2, (SB12, mg/mL) - A%E | Ao\ 554 vkl 080014 1.25
g 01 e EU 2222, el w3 | ol ZaEY L.
3] F o US &g =(IVE - H} T Y BHA HEE Tl SBI2,
A o z+ 80%) EU &8lgl2, US &88 2 2o oFY
g-& vl W3 =
. s}
kg ok7h A 2650 T = . e
<o oF Aa PNH @48 tigoz o3 EoA
D Bl gz 600 S0l SBI2S EETsE AN A5
(paroxysmalimge] SB12 = _, Z74A AR Ctrough® Uheble
nocturnall:=  <ggx|" R
hemoglobinur| & v 7Yric , Uzt H7PASF 22652 LDHSA)
o xpo q |, . 321 H]
SB12-30 TZiHLHHXO’Ia’ PNH) € Eo A4Fox= %i} A= UL 2 A4FREH A263 L A40
3d g |CVF TR % 497 900 mg, olF| L4 oy FHE “A52%747) LDHe| Alqt-2%
SR A&z w0 2F AN 00| AURC A Aderst dizekel Abe
23 SBl2 A= 90 mg=l ) & FAsAE
-"_F/H 25D§, S0F7HA o ;1_—_ = - kA
SBI12 to ¢ ,k;m | AwHes olgAdE SBl2 AR
g Ayl T T | P EElEs AR 4 fASNE,
PN o — orEaly oFA W Z313bx A
e SBI2ME. | o wamA gge -
6.3. EFATAA (CTD 5.3.1)
o I FAE G
AR AR A AR 9 Edeld A8E AENAT

6.4 Ak AA (CID 533 & 53.4)
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A& d3AE>
e N

[SB12-1001] A 7g+ A<l
Zej o] opEe}, ohalA

b Hmsly] A% A9 WA, o] F

SR8

LA AT, B AL
o NHEZ
Db =4 77 42l O’do 2 PK Z239Y-S SB129} &Elg]x X E53F A
Hlalst7] 2
olZ B AZF A< oo PK, kA, Webd, Bedy % PD Zevdg
SB12¢} £+ L ZAbskAL Blwskr] 99
o S & AR F
- A7 A4l Y4
- & 2407 o] FA9uiAH
&3 A 5T E AP BX (YA E SB12-1001)
Treatment SB12 EU Soliris® US Soliris® Total
Number (%0) of Subjects n (%) n (%o) n (%) n (%o)
Randomized Set (RAN) 80 (100.0) 80 (100.0) 80 (100.0) 240 (100.0)
Safety Set (SAF) 80 (100.0) 80 (100.0) 80 (100.0) 240 (100.0)
Pharmacokinetic Analysis Set (PKS) 80 (100.0) 80 (100.0) 80 (100.0) 240 (100.0)

n = number of subjects

Percentages were based on the number of randomuzed subjects.
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o AY W&

SB12

S mg. n=Hl)

EU Sourced Soliris*

Y00 myg, =30

US Sourced Soliris®

Y00 mg, n=80

3

PK Sampling for Primary Endpoint (AUC ) >

Mervngococca | o
Vaccination | e
i +— ¢ fr
*
IP Aominetration
nge IV mhuson
- 94 ;300 mg (10 mg/mL) &3] IV Fo
- A9 wAgE mE SxolA okEs H7IE AT P AB(blood sample)e] o] F¢

A2 & 0 (pre-dose), 0.58 (35%; & U A3, 4, 8, 12, 24, 48, 9613t A8L(1684]3D),
A 114 (24041 7D, A15L (3364171, A22L(B04A %), A29L (6724131, A36L (8404131, |43
(1008A171), AS0L Q176 A171), AS7L(134441%), A64L (151247l 3P = T

<A

o QAT FTAEH B4 & wolxEel &4

- 2 2404 o] TRYHA o] 2398o] AL gB

— Q) AFA]ESBI2-10010] A 2307(95.8%)0] YA o]l 109 (4.2%)0] oot thEBo] thit
A= WA(2307[95.8%Dol e sy e EAVE ol A TH236%8[98.3%)). A8+
EA437 718 "ol2gjl 52 X573 AR

ol
i

At

o S5 Ay
SB12, EU &&lgl 2, US £8g]29 oF5st 2 29d S Hlwstit. Fsst £4 i+ (PKS)=
e 23 SB12¢ EU <8lg] 29 Hit 84 FE-AIt 2239 A¥(linear) 2 Av=21

2~ A L (semi-logarithmic scale) 1 =ZE= 1813 2kt).
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Camcentration (ugfml)

e — . =

T T T T T T T T
5] 163 316 S04 572 240 1008 1176 1344 1512

Mominal tirme (hawur)

[Traatmant —a— SRI7 300 mn == =3-= Fll Snline 300 mal

1000 -;

. :.11\:\1\
- -
g 0 s =-
3 | R 3

0.1 3 H“‘-‘-L..
001 , r | | | | I\\?
o 168 136 S04 a7 B40 1008 1176 1344 1512
Mominal time (hour)
[Treatmeni. ——a— SB12 300 mg -~ -0-- EU Soliris 300 mg |
a9 1 SB12 8} EU Soliris*7F A H (32 R AP 2331D) B B ¥5&=-

A ZHFE T A 7, SB12-1001)

Source: Section 5.3.3.1 C5R 5B12-1001. Figure 11-1

Q% FF BrAS

- AUCy (FE RClNOZRE RAANNAAY BF FE-A7F FHAA) |

SB129} EU <22l 2:3t AUCy geometric LSMean H]¢] 90% Cl= 0.991(90% CI: 0.9541, 1.0285)
2 AR Aod 554 el 08014 125uo] L5 QAThES).

SB12¢} US &elel2, EU &8lg]2=9t US &8l o= AUG: geometric LSMean ®19] 90%
Cle A Bol8l B54 w8l 0.8 125wl 3 9 Th(aEs, ).
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SB12 2} EU Soliris*3t Y2} 258 vi2}v]E o] 54 E4(FFe 4T,

x5
Study SB12-3003)
Geometric Least Ratio
PK Parameter Treatment N n Square Mean AB 90% CI of Ratio
. SB12 80 80 16671.6
AU(I‘:I = 0.991 0.9541; 1.0285
(ngh/ml) EU Soliris® 80 | 79 16830.3

A=5B12; B=EU Soliris®
CI = confidence interval; n=number of subjects i the analysis; N = number of subjects m Pharmacokanetic Analysis Set; PK

Parameter = pharmacokinetic parameter
Source: Section 2.7.2 Summary of Clinical Pharmacology Studies, Table 5

SB12 ¢} US Soliris®*3F €A 25 & vetu| 9] 54 £4(F58 £4 T,

o
Study SB12-1001)
Geometric
Least Squares Ratio
PK Parameter Treatment N n Mean A/B 90% CI of Ratio
' SB12 80 80 16671.6
AUi‘ff — 0.951 0.9140; 0.9904
(ng W/mL) US Soliris® 80 | 80 175231
X7 EU Soliris®%} US Soliris*7F ¥ 2} ¢FE & vie}u) gl o] 4 £4 (5
42, Study SB12-1001)
Geometric
Least Squares Ratio
PK Parameter Treatment N n Mean AB 20% CT of Ratio
! EU Soliris® 80 79 168303
AUCE;'I — 0.960 0.9216; 1.0010
(ng-b/mL) US Soliris® 80 | 80 175231
o]z} FFd HIMHSTD
A BT AT,

715} Q—]:%Q' j’]"vﬂ'nl Ei (AUclast, Cmax, Tmax, \ CL, t1/2) 7&31]-]}_ kﬂ
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B4 SFT HEpoE S LN (ET £ T, SB12-1001)
5B12 EU Soliris* US Soliris*
PE Parameter Statiztics N=8i N=80 N=30
n 80 79 80
Mean 16834.3 177089 17773.1
AUC. sD 2426 80 2449 89 3138.67
(ngh/ml) Median 163397 16739.5 17513.4
Min 12046 10801 11538
Max 23813 22665 30742
n 0 79 80
Mean 16493 8 16709.1 174821
AUCi sD 237326 2433.32 5128.54
(pz-h/mL) Median 16044.2 164933 17157.7
Min 11835 10622 11325
Max 23515 22382 30493
n 80 &0 80
Mean 91.609 84.327 £8.832
Con SD 11.6870 12.5412 12.9380
(nzfml) Median 89.205 £3.435 87.750
Min 69.01 61.75 62.07
Max 120.59 120.81 124.69
n 80 &0 80
Toar Median 0.708 3,967 2317
] Min 0.60 0.60 0.60
Max 24.18 24.09 2415
n 80 79 80
Mean 47057 4656.7 4381.8
v, sD 2030.73 718.33 65827
(mL} Median 46254 4514.7 43295
Min 3042 2799 2722
Max 21832 6337 6220
n 80 79 80
cL Mean 18.162 18.021 17.352
(mL/k} SD 14359 27446 238219
Median 18.360 17.900 17.130
Min 12.60 1324 5.76
Max 24.91 27.77 26.00
n 80 % ]
Mezn 183.88 180.78 176.67
b SD 101.665 25.122 20,879
] Median 171.93 179.13 177.12
Min 100.7 97.0 978
Max 10515 2323 2470

Aiax = mavimuom; Min = mininmm; n = mreber of subjects with available assessments; M = number of subjects in the
Pharmacokimetic Analysis Sat; 5D = standard deviation

Source: Section 5.3.3.1 C5E. 5B12-1001, Table 11-3
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kS HrHE AS FEHRANITAN BF L9 BA
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el

&)@ 27 ol FASATHLES),
PD mehelE 2w mA BAE S AA AL BA BHT W BT SBI29} US
zele) @ EU $8)g 29 US ele)~3 Zhol= SARSHATH

100 I
- sssssmasan
s 20
®
>
&
E
a4 604
5
E
x|
FE
3
(]
20
4
- T T T T
Br2 840 1008 1178 1344 1512
Narminal time {haur)
[Treatment: ——@— SR17 208 mn - --0-~ FLI Salins 30 ma |
25 <
1 I /L | P U T amr-ocosgeosmazssa
g AT e i weo=--sms-ses=-s=r__oosWITSSEZSSS
® L e
[
£
u -25 4
2
&
E
2
W -50
=]
T
K
u
-75 o
-100

. T ¥ T T :
a 168 235 504 B2 240 1008 1176 1324 1512
Marminal Time (hour
[Teeatment. ——a— 5B12 300 mg - --0 -~ EU Soliris 300 mg |

=2 SB12 ¢} EU Soliris®7F o B3| 84 =- A1 ZHAD 71 A X 255 &
W E-& F A ZHEHS) 2 Z(FE s 247, SB12-1001)
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o Y A
Ak e

X7

_o]

o] Fut-g 23 8% QEHA £ T, Study SB12-1001)

AFE = adverse event; AESI = AFE of special interest; E = frequency of AFs; IP = investigational product; N = the total number
of subjects in the Safety Set; n = number of subjects with event; SAE = serious AE; TEAE = treatment-emergent AE

Percentages were based on the number of subjects in the Safety Set.
If a subject had nmltiple events with different severity (or causality). then the subject was counted only once at the worst

severity {or causality).

Source: Section 5.3.3.1 CSR SB12-1001, Table 12-1

o] g Atel

A 3

T

SB12 EU Soliris* US Soliris® Total
Treatment N=80 N=80 N=80 N=240
Category n (%) E n (%) E n (%a) E n (%) E
Any AEs 58 [(725)| 161 | 54 |(67.5)| 138 | 59 | (73.8) | 169 | 171 |(71.3) | 468
Any TEAEs 56 |(700) | 149 | 52 | (65.0) | 125 | 57 |(713)| 153 | 165 | (68.8) | 427
TEAE severity
Mild 36 |(45.0) | 110 | 28 | (35.0)| 89 24 | (300) | 94 88 |[(36.7)| 293
Moderate 19 | (23.8)| 38 23 | (28.8) | 34 32 | (400) | 58 74 | (30.8) | 130
Severe 1 | (3) | 1 i | (3| 2 | (13 | 1 3 /(@3 | 4
TEAE causality
Related 25 |(313)| 39 | 17 |@13)| 36 | 20 |@63)| 47 | 71 |(296) | 122
Not related 31 |(388)| 110 | 35 |(438)| 89 | 28 |(35.0) | 106 | 94 |(39.2) | 305
Any TEAESs leading
to discontmuation of | 0 (0.0) 0 0 (0.0) ] 0 (0.0) 0 0 (00) | 0
IP
Any SAEs 1 | (13| 1 0 | (0o) | o # |y | 1 2 | (08 | 2
Any AESIs 6 |75 6 | 4 |Go| 4| 3| 68| 3 13 | 54 | 13
Memingococcal
S 0 (o) 0 | 0o |@O | o | 0 | ©0)| o 0 | 0O)| o0
Other systemmc a
s 0o (o) 0 | 0 |@O| 0| 2 || 2 2 | 08 | 2
Infusion-related 2
et 6 | (75| 6 | 4 | 50| 4 1 | a3d | 1 11 | (46) | 11
Any TEAES leadin
Al Flo|ooy| o | o |@o)| o] o|@d)]| o 0 | 00) | ©

HARE o) FAI(TEAE) = 70 2oF= o] it TEAEZ} T o) dAte] wl&2

SB12, EU &&lgl 2, US &gjg&a b wARSATH & 427712 TEAEZL 165%(68.8%) 1 A
TH AT SB127 5678 (70.0%) 014 1497, EU &elel 2= 529(65.0%) A1 12571, US <4
22 57TH(71.3%) Al 15371¢] TEAEZ} X 31= it

B
2]

. /\]_Uo]-
YEAE 713 FE AR AT
colEAE R Q1T AEAE T

_34_



Al o BFolA TEAEZ <lal A Ee T3 e gldth

SO o] At

F U g o] FALE(Serious adverse event)= 2WolA EuEAOY BT AP ARG
e Aor AHEHAY. BRuH SOk oldA#E= SB12wol A 19(1.3%) renal colic, EU <
gl T Ae gl US &elg]2wolA 13(1.3%) back paine] 1t

ol FAtH o] TFE

EEo oA E AEmildoA F%5=(moderate)e] FF=ATH F 3H1.3%) A
NA FF(severe)®] o] FAEI(SBI2, EU &ejg]2, US &ele]2 AmwolA 242 1801.3%)
7F Aoy BE Aok #AAV gle ASoE RuHgh

5% o1’de] thdAtell A Hird o] FAHY

EE wolA 7HE WistA Ba | TEAE= ‘557 % ‘HIIFS oAtk SBl2 A&
o] 17 (213 %ol A 2919 “F&’ ©], 18 (225 %)HlA 2079 “HIQIFH’ ©] Hilx
Rt EU E8lg)2 XA 5de] 12 (15.0 WA 1779 ‘537 o], 18 (225 wE A 214
of ‘HIQIFH’ o] HuHdth US &dlelx A&7 19 238wl 30 “F& o,
10 (12.5%)8 A 10748 “HIQIFS’ o] BILH ATHEES).

s TEAE @4 5874 5(%) B 2 A 22 A 5% ol A2 F 248 o4
kg A A £, Study SB12-1001)
sB11 EU Soliris® US Soliris® Total
Treatment N=80 N=80 N=80 N=240
Preferred Term n (%) E n (%) E 1] (%) E n (%) E
Any TEAE 56 | (70.0) | 149 | 52 |(65.0) | 125 | 57 |(71.3)| 153 | 165 | (68.8) | 427
Headache 17 @13 29 | 12 50| 17 | 19 |38 | 30 | 48 | (200)| 76
Nasopharyngitis 18 [(225)| 20 | 18 | (25| 21 | 10 |25 | 10 | 46 |92 | 51
Rhinitis 78| 9| 7 |@®| 7| 4 |G| 4 | 18| 35| 20
Back pain g [(100)| 8 | 4 |0 | 5 s @3 | 7 | 17 | @1 | 20
Upper respratory
e 1 | a®d | 1| 7 | @8 | 7 s (@] 6 | 13| GH| 14
Infusion related o ; ;
T 1] (7.5) ] 4 (5.0) 4 1 (1.3) 1 11 (4.6) 11
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Diarrhoea 2 |l@s| 22 |en| 2|7 |68 7| 1]|4e| 11
Nausea 4 |Goy| 4| 1|3 3| 4 |G| 4| 9 |68 | 1
fnufS:fL e 2@y 22 @y 2|5 ey 5| 9|6y 9
Oropharyngeal pamn | 2 (2.5) 2 4 (5.0} 4 3 (3.8) 3 9 (3.8) 9
Pain in extremity 2 (@3] 2| 1 |@a3n| 1 s 63| 6 | 8 | 33| 9
Dizziness 1 |lan| 1] ol o s |en| 6| 6 |@| 7

E = frequency of TEAEs: N = the total number of subjects in the Safety Set; n = number of subjects with event; TEAE =
treatment-emergent adverse event

Percentages were based on the number of subjects in the Safety Set.

If a subject had nmltiple events with different seventy (or causality), then the subject was counted only once at the worst
severity (or causality).

Source: Section 5.3.3.1 CSR SB12-1001. Table 12-2

o2 FofEdA AL WA vEtwoen Al TolA SAFCE 737 Aol /i

o
FofEdAl Fde SBl2w 298(Q2.5%), EU &elel2 1%8(1.3%), US &dlgl 2= 0H0.00e2 A
)i—}
sgAl e Al Fold BF RumA Wl

Bd ABAH>

L

[SB12-3003] PNH &#E2 thd o= SBI2 (2eF7% = dF)et &8z fadd, <&
A4, oFsst B dodAde vwsts FEAEA, olF £, tlE A3 AT

shAbol | LDH & B71ske] SBI2 o} &elelze] fAR 944 HE4S U5 A%

of 2738t SB12 o frEAdS &efel =9 v Hrt

ek

E
rlo
off

% ¥ (packed red blood cells, pRBC) ©¢ 4
A3 Hefd e Sl 20 v Hr}

SHPK)S &8]gl2=9 vlu, H7}

HLd e Eelel 2ot val HUt

g3HPD)S & glx=9 vl Hr}

o,
l
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NS O

9.

B3Ee L AR &

2k ozt @A A S(PNH) &4 & 497

Fa AAH7E
. 18A o] Al A e oAl
. PNH & 7] &o] &x)3h
23yl AAS 1R fFAE EX(flow cytometry)OHH > 10%9 FHT = @7
28 =Z7|= PNH & +(WBC) E&°] ¥1d¥ 4
238y GA = 1.5 x A ASX|(ULN, upper limit of normale] LDH %] 7]|&o] Ex|
e

el
gl 29 AEZE EA Q°KSmPC, Summary of Product Characteristics)oll wa} [P Fof 7/AAY
(A1) A 33 ol == Al "r=A] k- (Neisseria meningitidis) ®MAlS 5 F o}
oF ghrt.
T8 AYrE

CBA AR AAA(ANZE TS Z2E AHES AR olgo] A= AT
P Ee P ARy H7Hl €3 ARlFo] A A5
zagdolA ta3 2 A ddsta F=x7 aEd A
a. Ad) sF7(ANC) =< 0.5 x 103/ xL
b. &% 2 <70 X 103/ «L
FeTaAd AW oY
ZHRAE o] oY
TUHI S Yl HEF, AZAA, dA8d 5)
P Fof ZAALALY) A 302 ool &4 A, vl 2z, a5 4d &4 == 9
A ARl
O 244 igsts 4F, sl" o= HEAEo] SAEH
a. gz zoldel, MY IF=HIAHEE, ARAF 9y, dE A, ==
A7 - P T AANLALY) o)A HA 453 7D3 FoA7Fo] A&H A X3 A5
b. . Al@Ae] Ao wel =AEF3H&(NR, international normalized ratio)e] IP
Fo MALEALY) o)A HA 453 BT I HS-
C. AelE222d - [P Fof ALALY) ol Ha 8F 3 Fogo] A&HHA X
g A5
2389 A 302 ol == IP HzTIe] 58 ol T ¢ X LS VIEL®E B d3AE
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& oJobE, AX E: A& Fof, AW Ex

10, 2329 A 59 olule] SfHEY 1
%o AP g e A9,

11 715} Qale] A4, 2k W, o, FulEls AEe AW, LDH 4452 oprlshe 7lE A
(ol: 2%, 2HHAYZ, 2

=
of & Aolgta AFAVL BehetE o]

o SB12 lSolin‘s‘

Sequence I (n=25)"

Confirmed PNH SR L
(1-50) . L T
I I, Sequence IT (n=25)" — Period 1| AUEC — — Period 2 AUEC —
> 18 years e M " s e
JREERRERESE 2y .
. ! ob T4¢ / 1263, i ren ]
\‘ul9 W-3 \\l() \\14 WIIJ \krfj ¢ '\NEJO Ws2f Eqs
I PR R 1 g ) { ]
Screening 1 dosing? Period 1 Period 2
o NAUE

3= 11 Y HIEE A EEA | (OBI2 —» &8989 A gmeA 1 (E882~ — SBl1D)=E

2he] wig = o SB12 %% EPlg 22 729 Add @ s dFd 3Ao=® 600 mg 9
EEFHes AW W FYoE FAAIgi(x7]), A4 Fole 900 mg, ©lF w2F AL
2 900 mg & Foftth ‘?ixi SBI2 & Fo ¥=x FA9 wigd A= A 2650 &
gl =82 Agste] A 50 F74A] Fofiita, HA &Yy 2rE FAAREE A9 HWiHdE
A5 Al 26 ol SB12 2 M &ksto] A 50 F74A] Fofwkgkt

O

<A

o AT FTAEH B4 E wojxEl E4

- AHED)2 AYHE &gl to SB12 A5 w=AAA 36.3 (13.67)d°]%la, Al¥H SBI12
to £8lgl2 A5 ¢AolA 40 (13.44)d o] ATt

- A& F A (body mass index, BMD®] ¢, Al&H &gl to SBI2 A& =AlollA 23.80
kgim2, A€ ¥ SB12 to &£8lglx X5 ¢A A 24.20 kg/m2o| At iFE2] FA7F ofAIQE
(27 [54.0%1)el Atk FARSE 422 A28 [56.0%]%8)3 o422 [44.0%]1%8) BA7F LdA1E
o %At

- PNH #3te] HH(SD) #4772 AlgE Soliris to SB12 X & —ff/ﬂ o A1 5.065 (6.2190) A, Al
3% SB12 to &gl AR ¢ANA 7.298 (7.5906) 0|t F AFE &glgl~ to SBI2
A5 A A 14 (56.0%)7, AlgE SB12 to £El8]2 A= —EH oA 16 (64.0%)H 2] S=}7}
2384 12 /i Ao pRBCE FEUTH 7|A XA B+ LDHE F Agd A5 £A
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oANA FARSFATHA B E &E8f2] 2 to SBI2

%= 89.1 g/L).

A5 <A 2156.0 UL, Al®%H SBI12 to
& A 2220.2 UL). 71A X Ae] Hi 3 xZ 2K (hemoglobin) X& AZH X
AT A g " £8lE]l 2 to SB12 A8 4] 85.9 g/L, Al¥H SBI2 to

F 4: AN753 59F-39 v 8 . Study SB12-3003)
Soliris® to SB12 SB12 to Soliris” Total
Characreristics N=25 N=135 N =750
Age (years)®
n 25 25 50
Mean 36.3 40.0 381
sD 13.67 13 44 13.:55
Median 340 40.0 365
Min, Max 18, 79 19, 65 18. 79
Age group, nn (%)
< 65 years 24 (96.0) 24 (96.0) 48 (96.0)
= 65 vears 1(4.0) 1(4.0) 2 {(4.0)
Gender, n (%)
Female 14 (56.0) B (32.0) 22 (44.0)
Male 11 (44.0) 17 (68.0) 28 (56.0)
Child bearing potential, n {%a)®
Yes 12 (85.7) 6 (75.0) 18 (81.8)
No 2(14.3) 2(25.0) 4(18.2)
Race, n (%)
Asian 12 (48.0) 15 (60.0) 27 (54.0)
White 11 (44.0) 7 (28.0) 18 (36.0)
Other 2 (8.0) 3¢12.0) 5 (10.0)
Ethnicity. n (%)
Hispanic or Latino 2(3.0) 3(12.0) 5 (10.0)
Indian (Indian subcontinent) 4(16.0) 2(8.0) 6 (12.0)
Chinese 3(12.0) 5 (20.0) 8 (16.0)
Other 16 (64.0) 15 (60.0) 31 (62.0)
Height at Screening (cm)
o 25 25 50
Mean 164.12 167.56 165.84
SD 8467 0.794 9276
Median 163.00 168.00 164.95
Min, Max 146.0. 180.0 149.0, 190.0 146.0. 120.0
Weight at Baseline (kg)
o 25 25 50
Mean 64.65 68.44 66.54
SD 15.777 14.808 15.306
Median 61.00 65.00 63.00
Min, Max 43.0.111.0 47.0. 100.0 43.0.111.0
Body Mass Index (BMI) (kg/m?)°
n 25 25 50
Mean 23.80 2420 24.00
SD 4331 3.805 4.039
Median 23.00 2430 23.00
Min, Max 16.8, 375 17.4. 311 16.8.37.5
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E 5 AZE A& M2 714 W FH G2 AT, Study SB12-3003)

Soliris® to SB12 SB12 to Soliris® Total
Characteristics N=15 N=125 N=50
Duration of PNH (vears)*
n 25 25 50
Mean 5.0685 7.298 6.182
SD 6.2190 7.5906 6.9597
Median 3.760 5.800 4.050
Min, Max 0.00, 22.56 0.14, 2028 0.00.20.28
[Patient received a prior pRBC transfusion, n (%)
Yes 14 (56.0) 16 (64.0) 30 (60.0)
No 11 (44.0) 9(36.0) 20(40.0)
Total number of pRBCs in 12 months prior to Screening®
n 25 25 50
Mean 38 6.4 5.1
SD 485 780 6.56
Median 10 40 20
Min, Max 0,18 0,28 0,28
LDH (U/L) at Baseline
n 25 25 50
Mean 2156.0 2220.2 21881
GM 17506 2001.6 18719
sD 144151 1054 .60 125042
Median 20550 21150 20775
Min, Max 546, 6630 G678, 5430 546, 6630
Rericulocyte count (%o) at Baseline
n 25 25 50
Mean 7.803 8.404 8.103
sD 52386 37704 45273
Median 6330 0310 7305
Min, Max 1.57.21.60 217, 15.00 1.57. 21.60
Haptoglobin (g/L) at Baseline
n 25 25 50
Mean 0.050 0.050 0.050
SD 0.0000 0.0000 0.0000
Median 0.050 0.050 0.050
Min, Max 0.05, 0.05 0.05.0.05 0.05,0.05
Hemoglobin (g/L) at Baseline
n 2s 25 50
Mean 850 801 875
SD 1996 2504 22.47
Median 84.0 89.0 88.5
Min, Max 42 121 38. 145 38. 145
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- A265¢] LDH <X](U/L):
SB12¢} &ele]=t b AI2652] LDH X|(U/L)= &8t PPS-single &4 <ollA SB12
o &gjgl2 kel A2652k LDHe| FH2& Alw Hd(LSMean) ztolol Wit = 95% Cl=
SB12/&e]e] = 34.48, 95% CI[-47.66, 116.62]51em A Aeld F54 vzl [-337.2 to
337.2) ol 3| 5 ATHES)

& 6: L7 F+E5A 87 ¥ £4: A 26 F9) LDH FA(UL) (FL A9 LDH
AGA €5 4 AT, Study SB12-3003)

Difference (SB12 — Soliris™)
Parameter Treatment n Least Square Mean® Estimate 05% CI
; I SB12 (N=23) 23 28420
LI,)H G e 3448 (—47.66. 116.62)
Week 26 Soliris® (N=23) | 23 24972

CI=confidence interval: LDH = lactate dehydrogenase; n= number of patients in the analysis: N = number of
patients who had been treated with SB12 or Soliris® in Period 1. respectively

*Least squares mean (LSMean) difference and its 95% CI in original scale were obtained by applying delta
method to the LSMean ratio estimated from a linear model with natural log-transformed LDH at Week 26 as
dependent variable, and treatment and gender as fixed effects.

M-FASTo| thak EA oA A|26F2te]l LDH F271 Fetex] ¢e 32 & SB12¢}t &ge~
X573 A265Ake LDHU/L)S] FA¥ LS Meand =bo|(SB12 - £&]g]2: 34.48, 95%
[-47.66, 116.62D= U3t B4 A3e} A#= ACHE 9).

T A 55 missing at random©o. 2 7}A S thE Ug BEALS E3) SBI29} &gl A=
FOB12 - elels: 2691, 95% Cl [-56.24, 110.05D3t A|2650]4 LDH (UL)e] 4=
LSMeane} ztol= dAab w4423} A= ATHE 8).

E 8: Y A Hot e R E 4 A 26 2] LDH (UL) =3 H
HAE AT, Study SB12-3003)

@)
-
o N

Difference (SB12 — Soliris™)

Parameter Treatment n Least Square Mean® | Estimate ‘ 95% CI
Method: Complete case analysis

1 SB12 (N=24) 23 28420
I\;})Hk(?ﬁl‘) e 34.48 (—47.66. 116.62)

ek Soliris® (N=25) 23 249 72

Method: Multiple imputation

7 SB12 (N=24 24 282.87
EOE ‘f_ju E)at ) 2691 (~56.24. 110.05)
Week 26 Soliris® (N=25) 25 255.96

- A145-71265 R A40F~A52574] LDHe] A1zt 2% =218} e 2(AUEC):
PPS-AUECEA 7oA SB12¢9} &gl X BT Al4FHEH A2+ 2 A40F7:HE AbS2F
7FA] LDHO] AJZb-Z74 AUECe] #4743}, SB12 ¢F &gglx X859 LDHO AlZ-%A
AUEC®] FA¥ 7]3}st2(geometric) LSMeane] <= 90% CI (SB12/&#] g2 1.08, 90% CI

_41_
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Ratio (SB12/Soliris™)
Geometric Least
Parameter Treatment n Square Mean® Estimate 90% CI
Time-adjusted AUEC | SBI2(N=38) | 38 279 65 _
1.08 095 123
(U/L) of LDH Soliris® (N=38) | 38 258 73 - '

AUEC = area under the effect curve; CI = confidence interval: n = number of patients in the analysis; N = the total number of
pooled patients in the PPS-AUEC who belonged to SB12 or Soliris® treatment group in either Period 1 or 2, respectively
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E 13: AYE XNE £4 2 £ 93AFE 7IES TELL pREC 9 T
FFAE AAEA T, study SB12-3003)

Study Overall/ Soliris” to SB12 SB12 to Soliris® Toral

Srudy Period N=25 N=24 N=49

Study Overall
n 25 24 49
Mean 2.7 29 28
SD 4.85 805 6.55
Median 0.0 0.0 0.0
Min, Max 0,22 0.39 0. 30
p-value? 04704

Pre-ireatment®
n 25 24 49
Mean 08 0.7 0.8
SD 1.37 108 1.23
Median 0.0 0.0 0.0
Min, Max 0.5 0.4 0.5
p-value® = 09900

Study Period 1
n 25 24 49
Mean 09 1.1 10
sD 206 372 296
Median 0.0 0.0 0.0
Min, Max 0.3 0,18 0.18
p-value® 0.4592

Study Period 2

n 23 23 46

Mean 1.0 1.1 11

sSD 2.61 4.05 337
Median 0.0 0.0 0.0
Min, Max 0,12 0. 19 0.19
p-value? 0.4282
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Table 11-15

Sommary Statistics for Eculizumab Cipeuge (pg/mL) by Visit {Baseline, Week 26, and
Week 52) and Actual Treatment Sequence Within Period { Pharmacokinetic Analysis Set)

Unplanned [P

Soliris* to SB12  SB12 to Al SB12 to Soliris* Switch Total
Visit N=25 N=24 N=16 N=§ N=49
Baseline
n 25 24 - - 49
Mean 0.000 0.130 - - 0.063
sDh (L0000 (.6348 - - (14443
Median 0.000 0.000 - - 0.000
Min, Max 0.00.0.00 0.00,3.11 - - (0.00,3.11
WCV N/A 4899 - - T00.0
Geo.Mean MNiA 3110 - - 3110
Geo.SD N/A NiA - - N/A
Geo 2OV /A N/A - - N/A
Week 26
n 23 23 - - 46
Mean 150.041 133.807 - - 141.924
sD 62.6232 716412 - - 67.0359
Median 148.470 100.750 - - 135.445
Min, Max 452828286  50.57.208.82 - - 4528, 29882
LT 41.7 53.5 - - 472
Geo.Mean 135.832 117.475 - - 126.321
Geo.SD 1.6255 1L6TR4 - - 1.651%
Geo. WOV 5.6 53.5 - - 53.5
Week 52
n 21 22 14 8 43
Mean 129.084 116.563 127.102 98.120 122678
5D 52.5487 53,8062 60,2749 36.4326 52.9396
Median 121.870 1046545 106545 90.675 107410
Min, Max 452424088  52.80281.81  6D24281.81 52.80.156.01 45.24.281.81
2OV 40.7 46.2 474 Ly 432
Geo.Mean 118.622 LiM.608 115.817 92.218 112315
Geo.SD 1.5425 1.5293 1.5526 1.4618 1.5331
GeoWwCV 45.5 4.5 462 304 44.8
260
240
o 2m
E 20
ERETE
c 180 = . i i
B 140 -
5 1m T
g 1o
o Bb
f o !
4 ;
o ad
T 4. O T T L TR T
b, T B TS R R R T T T R T
Aralysis Vist (wank)
| Actual Treatmeant Sequence
- = e - Solits to SE1? — S~ SA17 t& Al —8— 5817 lo Salirs -=-¥r--- Linplannid [P Swilsh
Figure 11-2  Plot for Mean (£ 8D} Eculizumab Cingn (pg/mL) by Actual Treatment Sequence

{Pharmacokinetic Analysis Set)
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- A267e] BHED) AEFYFY  Chouge AAL  EEgzoA SBI2AE EATOllA]
150.041(62.6232) . g/mL, A A 2] SB120A All X5 Aol Al 133.807(71.6412) 1 g/mLo] AT}
A5252] HHSD) dFelFH Ctroughe AAe &elglxddA SBl2 A5 &ATdA]
129.084(52.5487) . g/mL, A A 2] SB12|A All X5 ATl A4 116.563(53.8062) 12 g/mLo] L T}
- i 2K (Soliris) 5 F59 ZAE 7|24 F 8 A@AAAANA AFHA Fe [PAS
o] AANem T2 Al F 169 AFhAATro] 7|12 A AA ] SB12 to £ AR
ATl EEATH o] 162 A SB12 to &£@lglx A7 =AM #5239 H
(SD) ol ZF8F% Ctrough= 127.102(60.2749) 1 g/mLo] 1T},
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272 SB12 to All <=M Foll A 20.24(16.63D)% oAtk #5252 HH#(SD) ¥t BA FAH=
= AAe £8g 2 to SBI2 &ATolA 14.87 (14.64D)%, A A SBI2 to All =47l Al
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Tahle 11-16 Summary Statistics for Terminal Complement Activities by Visit (Baseline, Week 26,
and Week 52) and Actual Treatment Sequence Within Period (Pharmacodynamic
Analysis Set)

Unplanned 1P
Soliris® to SBI2 SB12 to All SB12 to Soliris® Switch Total
N=25 N=2M N=16 N=8§ N=49
Visit Change Change Change Change Change

Statistics Value (%a) Value {%a) Value (%) Value {%a) Value (%)

Baseline

n 25 - 24 - - - - - 49 -
Mean 95.64 - 98.85 - - - - - 98.74 -
sD 24.437 - 17.531 - - - - - 21116 -
Median 97.10 - 104.45 B - - - - 97.40 -
Min, 50.6 . 62.0 - . - - - 5.6 -
Max 146.9 1284 146.9
SOV 248 - 17.7 - - - - - 214 -
G.Mean 95.64 - 97.21 - - - - - 96.41 -
G.SD 1.294 . 1.212 - . - - - 1.253 -
G.2%CV 262 - 19.4 - - - - - 229 -
Week 26
n 23 23 23 23 - - - - 46 46
Mean 1491 -8423 2024 8006 - - - - 17.58 —82.14
sD 11.234 11970 16631 14534 - - - - 14.290 13333
Median 1220 -8747 1430 -8634 . - - - 1270 -86.92
Min, 5.0 —95.5 5.0 —05.4 - - - - 5.0 —95.5
Max 505 —38.8 571 —46.4 59.5 —3R.8
%CV 754 —14.2 822 —-18.2 - - - - 81.3 —162
G.Mean 12.49 N/A 15.01 NiA - - - - 13.69 N/A
G.sD 1.786 NiA 2.210 N/iA g - B B 2.000 NiA
GOV 632 N/A 93.6 NiA - - - - 8.5 NiA
Week 52
n 2] 21 22 22 14 14 & 8 43 43
Mean 1487 —B468 1750 —82.72 1240 -B6S51 2643 7608 1622 —R368
sD l4.641 15066 20086 16534 10793 L7606 290172 20998 17481 15677
Median 1160 -BR3s 11.75 -8744 790 0223 1580 —8363 1160 —BR.40
Min, 5.0 —95.5 5.0 054 50 —05.4 5.0 -94.3 5.0 —95.5
Max 752 -22.7 94.4 —26.5 56 —64.0 94.4 -26.5 044 -22.7
SCV Q8.5 -17.8 1148 200 87.0 -13.6 1104 289 1078 —187
G.Mean 11.75 N/A 11.87 N/A 934 N/A 18.05 N/A 11.81 N/A
G.SD 1896 N/A 2.313 NiA 2.099 N/A 2409 M/A 2.005 NiA

GOV 7.1 N/A 1010 NA 856 NA 1080 NA 853 N/A

140
1204,

100

s
a0+

Absolute Values in

Tesmmal Complement Activibes
-

204
|:| ~
-20H

Analysis Visit (Week]

Actual Treatment Sequence:
= === Spling t0 8812 —-H—' SB12 10 Al —8— 5812 fo Saliris  ----¥r---- Unglanned [P Swich

Figure 11-3 Plot of Mean (+ 5D)) Terminal Complement Activities by Actual Treatment Sequence
(Pharmacodynamic Analysis Set)
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by Actual Treatment Sequence (Pharmacodynamic Analysis Set)

- The lower limit of quantification was defined as 10%4.
Source: Figure 14.2-3.2
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Table 12-1 Summary of Exposure to Study Drug by Treatment Group (Safety Set)

Statistics SB12 Soliris® Total

Study Period 1 N=24 N=125 N =49

Duration of exposure {day)*
n 24 25 49
Mean 1641 160.4 162.2
5D 25,84 39.06 32.96
Median 169.0 169.0 169.0
Min, Max 43, 175 1, 183 I, 183

Cumulative dose of [P (mg)
n 24 25 49
Mean 11962.5 11568.0 11761.2
5D 1653.41 2663.76 2213.01
Median 123000 1230000 12300.0
Min, Max 4200, 12300 300, 12300 300, 12300

Number of IV infusions of [P
n 24 25 49
Mean 14.6 14.2 144
sD i.84 308 2.53
Median 15.0 15.0 15.0
Min, Max 6,15 1,15 1,15

MNumber of subjects with [P infusion interruption 0 0.0y 1 (4.0) 1{2.
Subjects with | infusion interruption 0 0.0y 1 (4.0) 1{2.0)
Subjects with 2 infusion interruptions 0 (0.0 0 (0.0 000y
Subjects with more than 2 infusion 0 (0.0 {{L0) 0 {00y
interruptions

Study Period 2 N=23 N=15 N =38

Duration of exposure {dav)®
n 23 15 EH
Mean 171.6 169.5 170.8
5D 4.37 236 382
Median 169.0 169.0 169.0
Min, Max 168, 183 166, 176 166, 183

Cumulative dose of [P (mg)
n 23 15 38
Mean 117000 11704000 11700.0
sD (.00 0.00 0.00
Median 117000 1170000 11700.0
Min, Max 11700, 11700 L1700, 11700 11700, 11700

Number of IV infusions of [P
n 23 15 EE
Mean 13.0 13.0 13.0
5D 0.00 0.00 0.00
Median 13.0 13.0 13.0
Min, Max 13, 13 13,13 1313

Number of subjects with IP infusion interruption 0 {0.0) 0 (0.0) 000y
Subjects with | infusion interruption 0 (0.0 O (0.0 0 0.0)
Subjects with 2 infusion interruptions 0 (0.0 O (0.0 00.0)
Subjects with more than 2 infusion 0 {0.0) 0 (0.00 0 {0.0)
interruptions
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Table 12-2 Overall Summary of All AEs by Treatment Group {Safety Set)

SBi12 Soliris™ Total
N=47 N=47 N=49
Person-vears = 23.4 Person-vear = 19.6 Person-vear = 43.1

Subjects Experiencing n (%) E  EAER  n (%) E EAER n(%) E EAER

Any Treatment-emergent 34 (72.3) 119 509  32(e&1) 99 505 42(85T) 218 506
adverse events (TEAEs)

TEAE Severity
Grade 1 1(2.1) 38 1.62 6{128) 28 143 3(61) 66 1.53
Girade 2 27(574) 73 312 230489y 67 342 30(6l2) 140 325
Girade 3 6(12.8) 8 0.34 2(4.3) 3 015 8ila3) 11 0.26
Grade 4 0 (0.0} 0 0 0 (0.0) 0 0 0 (0.0} ] 0
Grade 5 0 (0.0} 1] 0 1(2.1) 1 0035 1(2.00 1 0.02
TEAE Causality
Related 3(64) 5 0.21 B(17.00) 15 077 11{224) 20 (046
Not Related 31(660) 114 487 24(51.1) B4 429 31(63.3) 198 459
TEAE Outcome
Recovered Resolved 103 4.4 28 429 18T 434
Recovered/ Resolved 1] 0 2 0.1 2 0.05
With Sequelas
Recovering/Resolving k| 0.13 5 026 8 0.19
Not Recovered’ Mot 11 0.47 7 0.36 18 042
Resolved
Fatal 1] 0 1 0.05 I (L02
Unknown 2 0.09 0 0 2 0.05
TEAEs leading to [P (0.0 1] 0 1{2.1) 1 0.05 1 (2.0) 1 0.02
discontinuation
TEAEs leading to death 0 0.0y 1{2.1) 1{2.00
Adverse Events of 0 (0.0) 1] 0 4(8.5) 3 026 4(8.2) 5 0.12
Special Interest
Meningococcal 0 0.0y 1] 0 0 {000 [} 0 0(0.00 0 0
infection
Other systemic 0 (0.0 ) 0 {21 1 005 120 1 oo
infection
Infusion-related 0 (0.0} 1] 0 3(0.4) 4 02 3a.) 4 0.0
reaction
Serious TEAEs 3(64) 3 0.13 2{4.3) 3 015 5(10.2) 6 0.14
Serious TEAE Seventy
Grade | 0 (0.0} 0 0 0 (0.00 0 i 0 (0.0 ] 0
Girade 2 (0 (0.0) 1] 0 0 (0.0) 0 0 0(0.0) 0 0
Girade 3 3(6.4) 3 0.13 1{2.1) 2 0.1 4(8.2) 5 0.12
Grade 4 0 (0.0 0 0 0 (0.0 0 0 0 (0.0 ] 0
Girade 5 0 (0.0) 1] 0 1¢2.1) 1 0.03 1 (2.0) I 0.02
Serious TEAE Causality
Related (0.0 0 0 2(4.3) 2 0.1 2{4.1) 2 0.05
Not Related 364y 3 0.13 0(0.00 1 005 3{ed) 4 (.09
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COVID-19 infection
Any TEAEs for B(17.0) 8 0.34 I(6.4) 3 015 10(20.4) 11 0.26
COVID-19
TEAEs among 10(2L.3) 43 L84 6(12.8) 23 117 10(204) 66 1.53
COVID-19 infected
subjects
Any Serious TEAEs 0 0.0y 0 1] 0(0.0y 0 0 0(0.0) 1] ]
for COVID-19
Serious TEAEs among 1{2:1) 1 0.04 (0.0} 0 0 1{2.0) I 0.02
COVID-19 infected
subjects

AE = adverse event; COVID-19 = Coronavirus Discase 2019; E = frequency of TEAEs; EAER = exposurc-adjusted cvent

rate; IP = investigational product; MedDRA™ = Medical Dictionary for Regulatory Activities; m = number of subjects with

event; N = total number of subjects in Safety Set for each study period; NCI-CTCAE = National Cancer Institute-Common

Terminology Criteria for Adverse Events: TEAE = treatment-cmergent adverse event

- EAER was calculated as number of events / total exposure time 1n subject-years, where total exposure time in subject-years
was sum of treatment exposure in years scross all subjects in cach treatment group.

- Percentages were based on N in each column.

- AEs were coded to system organ class and preferred term using MedDRA®, Version 21.0 coding dictionary.

- Severity assessment was done i accordance with NCI-CTCAE 5.0.

- If & subject had muluple cvents with different severty (or causality), then the subject was counted only once at the worst
severity (or causality) for the number of subjects (n). Subjects with missing sevenity (or causality) were counted at the most
severe (related) category and also the "Missing' category separately in the summary.

Source: Table 14.3.1-13
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Table 12-3 Overall Summary of All AEs by Actual Treatment Sequence Within Period 1 (Safety Set)

Soliris® to SB12 SBI12 to All Total
N=125 N=24 N=49

Subjects Experiencing n{%a) E n %) E n (%) E

Any Treatment-emergent adverse 18 (72.00 55 18 (75.0) 62 36 (73.5) 117

events {TEAEs)

TEAE Severity
Grade | (1209 11 0 (0.0 8 EN (RS 29
Grade 2 12 (48.0) 40 17 (T0.8) 42 29 (59.2) E2
Grade 3 {280 3 1(4.2) 2 361 5
Girade 4 0 0.0} 0 0 (0.0) 1] 0 (0.0 0
Girade 5 1{4.0) | 0 (0.0) 0 1{2.0) 1

TEAE Causality
Related 6(24. 11 3(12.5) 3 9(18.4) I6
Mot Related 12 (48.00 44 15(62.5) 57 27 (55.1) 101

TEAE Outcome
Recovered Resolved 47 53 100
Recovered Resolved with 2 0 2
Sequelae
Recovering/Resolving 3 |
Not Recovered Mot Resolved 2 8 10
Fatal | 1] 1

TEAEs leading to [P discontinuation 1 (4.0 1 000y 0 1(2.0) 1

TEAEs leading to death 1{4.0 0.0 1(2.0)

Adverse Events of Special Interest I(zm 3 0 0.0y 0 3(6.1) 3
Meningococcal infection 0400 0 000y 0 0 (0.0 0
Orther systemic infection 1 (4. 1 0 (0.0 0 1 (2.0 1
Infusion-related reaction 2(8.0 2 00y 0 2{4.1) 2

Serious TEAEs 2(8.0) 3 0 (0.0 0 240 :

Serious TEAE Severity
Grade | 0 {00y 0 0 (0.0} 1] 0 {0.0) 0
Girade 2 00.0) 0 0 (0.0) 1] 0 (0.0 0
Grade 3 1 (4.0 2 O (0.0 ] 1{2.0) 2
Grade 4 0.0y 0 0 (0.0 0 0 0.0y 0
Girade 3 1 {4.0) | (0,00 1] 1{2.09 1

Serious TEAE Causality
Related 280 2 O (0.0 ] 2(4.1) 2
Mot Related 000y | 0 (0.0 0 0 {0.0) 1

COVID-19 infection
Any TEAEs for COVID-19 1{4.0) 1 i(4.2) | 2.1y 2
TEAEs among COVID-19 infected (120 10 I(12.5) 11 6(12.2) 21
subjects
Any serious TEAEs for 04007 0 000y 0 0 (0.0 0
COVID-19
Serious TEAEs among COVID-19 0 0.0y 0 O {000 0 0 {0.00) 0

infected subjects
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Table 124 Overall Summary of All AEs by Actual Treatment Sequence Within Period 2 (Safety Set)

Soliris” to SB12 SB12 to All SB12 to Soliris” Unplanned 1P Switch Total
N=23 N=23 N=15 N=§ N=46
Subjects Experiencing n (%) E n (%) E n (Ye) E n (%) E n(Ya) E
Any TEAEs 15(65.2) 46 16 (69.6) 35 10 (66.7) a2 6(75.0) 23 31(674) 101
TEAE Severity
Girade | 1(4.3) 14 3(13.0) 23 3{20.0) 16 0(0.0) 7 4(8.7) 37
Grade 2 10(43.5) 27 12(52.2) il T(46.7) 16 3 (62.5) 13 22 (47.8) 58
Grade 3 4(17.4) 5 1{4.3) 1 0(0.0) 0 1{12.5) 1 5(10.9) 3]
Grade 4 0(0.0) ] 040.0) 0 0(0.0) 1] 0¢0.0) 0 0 (0.0) 0
Grade 5 LN {ERT) 0 LY (R1Y ] LY (1Y) ] 0{0.0) L] (O {0.0) [t}
TEAE Causality
Related 0 (0.0 1] 2(8.7) 4 1 (6.7) 3 1(12.5) 2 2(4.3) 4
Mot Related 15(65.2) 46 14 (60.9) 51 9 (60.0) 30 5 (62.5) 21 29 (63.0) 97

TEAE Outcome

RecoveredResolved 43 44 27 17 #7
Recovered/Resolved with Sequelae ] 1] 1] ] 0
Recovering/Resolving 2 2 2 0 4
Not Recovered/Not Resolved 1 7 3 4 &
Fatal ] 0 ] [H] 0
Unknown ] 2 1] 2 2
TEAEs: leading to 1P discontinuation 0 (0.0} 0 0(0.0) 1] 0(0.0) 1] 0{0.0) 0 0 (0.0) 0
TEAEs leading to death O q0.0} O {0.0) 0{0.0y 00.0) O{0.0
Adverse Events of Special Interest 0 (0.0} 0 1{4.3) 2 0(0.0) 1] 1{12.5) 2 1{2:2) 2
Meningococeal infection 0 (0.0) ] 040.0 0 000y ] 0q0.0) [}] 0 (0.0 1]
Other systemic infection 0 (0.0) 0 0 (0.0) 1] 0 (0.0) 0 0(0.0) [i] 0 (0.0) 0
Infusion-related reaction 0(0.0) ] 1(4.3) 2 0(0.0) 0 1(12.5) 2 1(2.2) 2
Serious TEAEs 3(13.0) 3 0(0.0) 1] 0(0.0) 0 010.0) 0 3(63) 3
Serious TEAE Severity
Grade | O(0.0) 0 (D) 0 O 0Ly L] 0.0y 1] 0(0.0) ]
Grade 2 0{0.0) 0 0 (0.0 1] 0(0.0) L} 000y i} ({00 ]
Grade 3 3(13.00 i 0400.0) 0 0 (0.0) 1] 0¢0.0) 1] 3(6.5) 3
Girade 4 0(0.0) 0 0(0.0) ] 0(0.0) o 0(0.0) 0 (0.0 0
Girade § 0(0.0) 0 04(0.0) 0 0(0.0) i 0 (0.0) 0 0(0.0) 0
Serious TEAE Causality
Related 0(0.0) 0 O (0.0 0 0(0.0) L] 0.0y 0 0 (0.0) ]
Not Related 1(15.09 i 0400.0) 0 0(0.0) 0 0¢0.0) 0 3(6.5) 3
COVID-19 infection
Any TEAEs for COVID-19 7 (30.4) 7 2(8T) 2 1(6.7) 1 1{12.5) 1 9(19.6) 9
TEAEs among COVID-19 infected 7(30.4) 26 3(13.0) 14 1{6.7) 7 2(25.0) 12 10217 45
subjects
Any Serious TEAEs for COVID-19 G (0.00) { {00 i} O 0.y L] 0(0.0) 1] G (0.0 0
Serious TEAEs among COVID-19 1 (4.3) 1 (0.0 1] 0(0.0y 1] 0¢0.0) 0 1(2.2) 1

infected subjects
o O] A
AA YAAE 712 F¢ F 2187 9] TEAEZ} 4278(85.7%)9] A o4 B et
- SB12-9] 349(72.3%)2] #AbollA F 119719 TEAEZF RauEHAa, &Elglade 329
(68.1%)2] Aol A 99712 TEAEZ} R = ATh
- SB12¢} &@lg] 2o td EAERS z+7F 5.09, 5.0502 FARIAE 2 X 8ol th3k =& 7]
e SBI2 A 5o A 23.4%1-9d, &gl A EwellA 19.6%1-dol AT
71ZF 1ollA F 36%(73.5%) A7} 117719 TEAEE R st tHaA e £&28l2 to SBI12
A7 =49 189[72.0%]1¢] Aol A 5571 TEAE, AA1¢] SBI2 to All X1& =42 187
[75.0%]12] Aol A 62719 TEAEZ} B 1= ATh).
712k 2004 F 31%(67.4%)2] A7} 101742 TEAEE HustioiadAle] &gel~ to SBI2
A5 wAolA 15W65.2%12] AT 4671, 1E]al AAQ SB12 to All X5 A4 167
[69.6%]2] &x}7} 55 71 TEAEE X 11). Unplanned IP Switch X]& $=A]ol A TEAEZ} 3}
ZFe] B &(75.0%; 8% 5 6W)> & X5 ¢AlolA TEAEZF & $Ate] Hl&3 FAFSHS
TH65.2% 1 A1 69.6%7+A)). Unplanned IP Switch X & <=2 1959 &xloA 242 EFEAA

.

.
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PAIRR)AN A JgAF-goleFE #d TEAEZF Ao, AFEA o YA E2]F
Z 3Hunplanned [P switch)7} 2As}7] o] e R = Qo). welA|, Unplanned IP Switch %] &

i

Ao BE 8ol 3} Fol unplanned IP switch 2 <3} Rud T2 @A oWlEE
Atk =3 Unplanned IP Switch X8 <Ao)A BH1¥ TEAEE o2 AA 9 X8 &Ajd
A Bag AA TEAESH A o

*717F 2 FRF tiEoFe] YA RFo] AT B A FHA 508 F F 8W
(6.0%)] 2217} unplanned IP switch® <la} £ag] 2~ thal SBI2E Fof wgith o] 3AE
2 BT Ao wg} SAFe| ZFEHJQ oY, AAY AFE £AE 7|HteE EAFHAY] o

o 'Unplanned IP Switch’ X & <=AZ /fEAH o2 EAES 1, SB12 to All A& =Ao 3}
H Ao

A ARAE T T 228(88.0%)e A7 AAY] &e@l 2 to SB1Z2 A& =44 101
o] TEAEE B3t 209(83.3%)¢] A= AA|e] SB12 to All A& &AAlA 117719
TEAES B4 SB12 to &Elglx A8 =AolA 149[87.5%12] SAtolA 78719
TEAE, Unplanned [P Switch X5 =AolA] 6%6[75.0%]1 A4 3971e] TEAEZ} LA Th.

z

F29 TEAE+= d7AE Hukell 2A 155GH6.1 %o SAfollA 21871 2] TEAE 5 66
A) e 25w0G0H[61.2%]9] fHAtoll A 218719 TEAE < 140t)olA o™ EAERE= 24 Sl
st &F #3F FARIE S 1553 2539 TEAEZE 9 A9 & & +#3F FAREFA T
(SB12: 28[59.5%]; Soliris: 299[61.7%J).

o SFEFO| QAFHA

- OlF-Eo] TEAEQ18A 5 1987 UAH 2ol A A&z Aol fle

FE R oW, EAERE SB12 X874 4.87, el TolA 4.29 o2 fAStTh [Po}
Q= TEAEZ BaE 3o & F X F5F37F FAFFITHSBI2: 31 [66.0%]14H 2] 3=l
Zg g2 24 [51.1%]19H 9] 3.

- Z 2079 11%H(22.4%)9] A4 TEAEZF YA E&JkET Beo] e

Atk SB12-9] 378(6.4%)°] FAtollAl 5719 TEAEZF AGAIE&kF o] 3l
2 BauFEth &g 2w 8917.0%)2 Aol 15719 TEAEZ} A7dA13 &2 oF
dol e Aoz By

T &AM 7h £3 JdAdgookE @4 TEAEE ‘55 (&4 SB129t &gl 9

A 29[4.3%]19] At Al 4739 TEAE)® ‘ALT &7} SB12ZolA §le, &gl aTolA 2

8[4.3%]19] FAbollA 2732] TEAE)O] it}

d

o AT}
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-EYYaTdA F 1o ‘EHEAS o= % AR RuEdn. o AdE AFA
of ols] YGAFE&FFH Aol gle Aoz FrHE A

FOhE ol At

14 SOC, PT, 249 A& ¢4 E 3 o] #uk&(813 4 4T, Study SB12-3003)
Seliris™ 1o SB12 SBI2 1o A" SB12 to Soliris® Unplanned IP Switch Total

Svstem Organ Class N=25 N=24 N=16 N=38 N=49
Preferred Term n %) E n (%) E n (%5) E n (%a) E n (%) E

Any Serious Adverse Events 5 20,0y 6 0 0.0y 0 0 0.0) Q Q (0.0} Q 5 | (102 6

Blood and lymphatic system .

disorders: P ¢ 1 4.0y i 0 (0.0) 0 0 (0.0) [ [ (0.0) 0 i (2.0) 1
Haemolysis 1 (4.0) 1 0 (0.0) g 0 (0.0) Q Q (0.0) 0 1 (2.0) 1

General disorders and ;

adininistration site conditions L || & 0 (o o | 0 || o | ¢ @y| o |1 |@0]| 1
Infusion site hypersensitivity 1 (4.0) 1 (0] (0.0 0 0 {0.0) 0 ] (0.0) 1] 1 (2.0) 1

Hepatobiliary disorders 1 (4.0) 1 (0] (0.0 0 0 {0.0) 0 ] (0.0) (1] 1 (2.0) 1
Portal vein thrombosis 1 (4.0) 1 (] (0.0 0 0 0.0) ) Q (X)) 0 1 (2.0) 1

Infections and infestations 2 (8.0 2 o (0.0 0 0 {0.0) 0 0 (0.0) [} 2 4.1) 2
Cellulitis 1 (4.0) 1 o (0.0) 0 0 (0.0 1] [ {0.0) a 1 (2.0) 1
Wound infection bacterial 1 4.0 1 o (0.0 0 0 0.0 0 Q {0.0) 0 1 (2.0) 1

Injury, poisoning and

procedural ram;l:ican'ons 1 (4.0) 1 o (0.0) 0 0 (0.0 Q [ {0.0) a 1 (2.0) 1

Hand fracture 1 (4.0) 1 o (0.0) 0 0 (0.0) Q Q (0.0 0 1 (2.0) 1

-5 10.2%)2) EAA F 69 T o FAEPT &8, 44, 4 9 #A9SF, =9
AT, 4 7 wEPel & 27 RuHATHEE 14).

- SB12 2] 39(6.4%)1 4 31, Eelel 2] 29 (@4.3%)N A 31 S ol dAtel7E HiE A
o &gl F A TR o)At fEekAET H CFAES AWST )= P

Hdo] e Aoz nFHAY ‘EWIAFT o T ol

=

_1
O.>"
f
T>
i
o
rlr
N
o,
)
o
32
k1

& 539 FuUg oldAtEle F5GFHSE IFHAS B ET & AT s
oA 7 HalE fAle BF I EEH T

w0 g Fes] e SEw

ox
. °
o o
-
0 S
o
H>
AC)
L_rg
k[
2 Al
RO
u3—>':
o fT
lH
oo

Al
- @ B BN Hud ‘E2EF I B AR 2 FTE0AM 2eHoE AFHUG
- CFEHI £ 18 @AM BaHfon A 25 F R AFHAG
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F 15: SOC,PT, A B¢ @ SELA thAk o] A (A4 42, Study SB12-

3003)

SBl12 Soliris® Total

Svstem Organ Class N=47 N=47 N=49
Preferred Term n (%) E n (%) E n {%0) E
Any TEAE:s of Special Interest 0 (0.0) 0 4 (8.5) 5 4 (82) 5
g:en:::;i‘;?;ders and administration 0 0.0) 0 1 2.1 1 1 2.0) 1
Infusion site hypersensitivity 0 (0.0) ] 1 (2.1} 1 | (2.0) 1
Infections and infestations 0 (0.0) 0 1 (2.1) 1 1 (2.0) 1
Cellulitis (] (0.0) 0 1 2.1 1 1 (2.0 1

Respiratory, thoracic and mediastinal

disorders 0 | (0.0) 0 (2.1 1 1 |20 | 1

[N =

Dyspnoea 0 (0.0) 0 (2.1) 1 1 2.0) 1
Skin and subcutaneous tissue
disorders 0 (0.0) 0 4.3) 2 2 @1 | 2
Rash 0 (0.0) 0 1 2.1) 1 1 (2.0 1
Urticaria 0 (0.0) 0 1 21D 1 1 2.0 1
o S Ry =
A ddd4 B7F S
& ©
SE

dAHAL sgulEe g Hv 2 Sdatele TR Aoyt #EHA Ggton, FAAR

HEY B zre] wWsle &ggl 2 to SB129F AA9) SBI2 to All 4 7+ ARSI 714
Ao el FmIEHle AAo &gz to SBI2 2@ AA 9 SBI2 to All &4 thal zZ+zt
85.9 g/L 2 885 g/Lolqdth Al 26 FolA9 slmazHle HAle &g to SBI2 <A
A 106.7 g/ 2 AAe] SB12 to All =44 108.2 g/LollaL, A52Fo|Ae FmIzHe
<22 to SB12 &A1 elA 1138 g/L 3 AAe] SBI2 to All =AJellA 109.2 g/LelAth. ZF
A AA debu)E s £Elgl 2 to SB12 2 AA|9] SBI2 to All <54 Atolol A F-AFSEATE
AAE Fo &gl to SB12 @ AA9] SBI2 to All <54 RFolA YR dAHA whetv]
o ddHoz {Foug ool AA™ A= &g BHSIATE AS2F] dFFHOR
o o ARIFENE JH s BaEA Gk e @AAAL v e

Moz Foud ool thd FUW AT BBHA e,

Fl

CLER
st3; steplelel td B 3 %%Lw»t— YT Aolrt ggom, AN e ] g
o W= el to SBI29H SBI2 to All &A1 2k fARSHATh 2 843F shebulEel o,

AFE WA de AAe &gd 2 to SB129F A9 SB12 to All =4 3t ARSI o
T 717 Bk AA &2l to SBI129 A2 SBI2 to All oAl IR 38t mhebu]H
NA PFHoR Foju|g o]io] JYRH A= Ao BHSHAT 38 v %
Ao g o3 o)4tol et FHT A AFEHA U

<3

éa}a}i to SB12¢} SB12 to All =X oA #&Ed S Iepv|gol] st Ho 2 FFkolA
&k 2ol AT 2 S o dis), #EE olF Y &g to SB129
¢‘4_xﬂ9l SB12 to All <=4 3t frAelth A3A1E &<F &8l8] 2 to SB12¢}F SB12 to All
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A BRIl =ZZEZEW(prothrombin) A|ZF 2
A

thromboplastin) A7t A JdA o2 2|3l o]io
o

gebrlE e Qatd o Q4
-2 AR

&2l 2 to SB12, 18|31 SB12 to All 54 Alele] A<

ke FET Mste dEEA FUTH

- 71eF A4E4 gEe g

7 2] €l (ferritin), BIEFT B12 2 <4ko] td =of
= 9F SB12 to All X2 <=4 7+ B
=

| %2
Zrel W He £88l2 to SBI2 A= A9}
s
B =71 9 oolgr] gst, A 2 A2
o] WatA wgkom, A%
g8 AFolA A er FoA o) HEE/G

S CERE-E
BE BN Fop

6.5.2. A YA F(Pivotal studies)
o AP} tfzof 7t FFeH F5AHAES v

adsd (6.4 dFeFeA g )

6.5.3. &A1/ d(Non-pivotal studies)
o FAE gl

6.5.4. 71E}4/3A] & (Supportive studies)
o A g/l

6.5.5. 17} ©]%9] ARolA A2 A5EA HIA
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6.5.6. A&

T Adol ¥ B3A (CID 5.3.6)
o« HIAT 9

o
=]

6.5.7. & A W 8 L HE

- A2652] LDH <2+ SBl12¢} &g 2~v 1P $5 3t SBl2¢ot &8jgjaa U H4& AF
¥ (least squares mean, LS Mean) x}o]oll gt = 95% Cl (SB12-& 2] 34.48, 95%
ClI [-47.66, 116.62D+ 95% Cl Abd A9 54 »kxl [-337.2 to 337.2] Wl &+ds] =3
=3

- A 14FHE #2657 L A407-HEH ALS2F:7-A] LDHE] A|7H-Z4 AUEC+= SB12¢} &3 82
T P 55t SBl12¢} &gl F FAH 7]5F8HA (geometric) LS Mean®] <= 90%
Cl (SB12/&2]2] 2= 1.08, 90% CI [0.95, 1.23D+= Abd A" &34 vzl [0.77 to 1291l
5] E2FEHAT

-olxt A WIS E, W LDH X & A3F o|FHH F AFH A5 &4 BT
thall 2 X ULN mRte 2 FA| AT ARt @& XA LDH Z23d2 F AfH
A P AR FARSIAT. F AE"E AR &AollA pRBCS HA &
Az WA F AEFHAT dAE 71 S AFE E8g 2~ to SBI2 A
H SB12 to &£8l8|2 A5 A 1 84 pRBCY FY#AA FAHFLE Fougt Ao

11:.; H}\/\}\q—

Al
S
>
o
2,

6.5.8. A A W 8o L HE
PNHgRAL o 4] SB129F &) 29 bdAA ZE9AS o R 9w Qe AolE HolA
gatom HAA AP 7z FF dEFEFHe dEzl kAAd AF Qe MFAY EHA
ek b fEe BEHA &g
- AWz Q] R E AR TAES SBl2TH &Elgl AT 7 FARLG
o] TEAE= 159 9 25w9 TEAEZF 99 &9 £+ F o 1+ fASHA T
g ol dukE o WAEL SBl2wd EElg s I fAHTE & 6719 Foie TEAE (
&4 [haemolysis]’, "&-<+& Alcellulitis]’, "F=HF< F¥lZF(infusion site hypersensitivityl’, ’
=™ ¥ Fportal vein thrombosisl, “&*%t M+ {wound infection bacteriall’, '& =4
[hand fracture])7} 5 (10.2%)™ ] 3+AHSB12 X ZolA 3 [6.4%]%, Soliris X FEollA 2
[4.3%]5)oll A RuEYTH BE o)dAlgl= x| 8 7])¢0sH T

¢
¢
.

- Ed A A TEAES] A-9-( ‘F4 H9 39l =[infusion site hypersensitivity]” , *%&-}=
dlcellulitis]” , ‘&& dyspnoeal’ ‘X[rash]” 2 ‘F&d 7][urt1car1a] ), Soliris

A5 T AT 4 8.2 %)E el FAtel A 51 HiH T
- Unplanned 1P Switch X & <=AolA A3 TEAEE AWrzos RuH B XJ =49
TEAES} AT

Fl
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)= 8o} =4 9 %l—ﬂﬂ_i ;gf?: Uf] E]"E— Cl)_]_';d/g -‘—i}‘EI'U]Ei—E ?:]')\o]-z;]'_g_i 1%% i]‘oll% o_ﬂ)\o]_
A 23 ol g HolA ekt
+SBl2¢} &ejeld Z ADA BAEL wioka, FEEAE oW ARTANE BiHA
e steh
6.6. 7l ASE

6.7. gl g AAAR oA

AZE Aol o= 3 14 AAAAGBI2-100D A A A ka thxoF 71e] oFEdhA
E=ego =39k SBI2, EU %glelx, US &g~ nmoAAUCnfE Abd Hojd =
s FxQ1 0.800 4 1.25W A3 E3F ATt

19(SB12-3009)9 A PNH #4+5 thabo2 SBl2s} &ejelazte] f54 z2md

TSRS dFtATh €Ak Bl #2659 LDHFA(U/L) 2 21]147~HE1 A262 @
40758 A52F74A LDHE| Azh-24 AUECE Aol 498 554 7128 wEsy
ot} 71 o)zt $8A HrAS AT Ak ek 7t %A}égg ol st Th,

o
o
32

A} QA

o w

PNH $xfol 4] SBl2g} &elelo] by Zestde Qdaoz ofn gt 2o]& Holx
UG, NFLYFY AZE EE clPEHA £ A P BAHA Wik
Wz Beste] FefRYAE AuHos vl Uehton Awets fhxerzt folw

ddAFolA e s, FHs), FaEA R A AHAM APt dHxH sede
o

7. =9 AEER #F A=
o 5% FEE3|7} 2023.5.26.

8. Sl FAAIE RS HRHE B B3 oJfEFSe] A0 At A=
£ g =T vuzs A=
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