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Ravulizumab (Genetical Recombination)
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30kgLh_E40kg Al 1,200mg 2,700mg 83
40kg DL _F60kg A i 2400mg 3,000mg 83
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14.1.8 PR L2BHZELICHERL2VWEALZ. 2~8TTo
PRAF TII24RE BT AP, S HLARAE T 6 R I LA i 5
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5 kgPh 1 10kg A jiii 31mL/H 31mL/k
10kg LA E20k g A 63mL/Kf 63mL/Ik
20kg L I 30kg A i 120mL/Ikf 127mL/Ik§
30kgLh R 40k g A 184mL/IFf 192mL/If
40kglh 60k g Al 253mL/ ¢ 250mL/f
60kg L 1100k g A i 318mL/ Ik 330mL/H
100kgb) I+ 333mL/Ff 328mL/IFf
WRIR BRI 350 B Hli T 5-IRf D e KA 5 3 2
Pk Hili 7o = R

600mg 240mL /K

40kgbh 1160k g A 1200mg 240mL/ K¢
1500mg 250mL/ K

600mg 300mL/H

60kgh_E 100k g A 1500mg 300mL/
1800mg 328mL/ K

600mg 300mL /M

100kgh I 1500mg 300mL/ k¢
1800mg 328mL/IHf

(IV k3 U ZAHIE#E85E300mg/ 3 mLA& U 1100mg/11mL)

* %14, 2.4 MM L 72WOBKG-HEEZ, DT ORKE G HEZ B %

WEIIZL, Bl bRNT &
VIR OF 2 1] DLREf32 - ) d R - 52

- R G-
Wl 5 2 11 H DLk % 5
5 kgl _E10kg A 8 mL/Hf 8 mL/Hf
10kg A 20k g A 16mL /K 16mL /IR
20kg L 30k g A 30mL/IF 33mL/Ikf
30kg bk F40kg A 46mL/ I 49mL/ I
40kgPh 60k g A 64mL/ I 65mL/ I
60kgh_F 100k g A 92mL/ Ik 98mL/Ikf
100kg L I 144mL/ Ik 144mL/ Ik
i FEH G-I D fe KA G-
RE HliFEH i YN EERLY S

600mg 48mL/

40kglh_F60kg il 1200mg 57mL/
1500mg 60mL/IH

600mg 60mL/Ikf

60kg L 100k g A 1500mg 83mL/Ikf
1800mg 86mL/Ikf

600mg 71mL/IH

100kg bk b 1500mg 120mL/IH§
1800mg 127mL/Ik§
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B 4 MATRBRIC B\ T BB HUIIH S T 2 234 A]
(R B PO LA SN TV A, [17.3.1 B

15.2 FERRAREAER ICE D < 153k
< ADW - JRRIEA R (60mg/kg% B IR BUIN #IR N
$e5) 2BV T, MBI AR S,

16. 4 EhEE
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16.1.1 EEHE S MAEHBER (ALXN1210-PNH-301) (f@#{FFE=E
BRAEBORIEMERNEIOE  RERE)

185 DL _F > 4 A B A #5080 H AR N e OSF kBN FE 1R A 1
NEZUE VIRERE1250 (AARNEZIBZ5E) 120 K

#l% 1 [2,400~3000mg % B L L, #WEE S 2 HE %
5 1 [13,000~3,600mg% 8 MM kg CHFEHEL 2L &5 T
YA TOMFER T 7IREFITEOEBY) THh 72",
SR AE O VR EE BT 557 X~ 7O b5
7B (ug/mL)

ggiiijﬁ: 1%)0%;?!5%% 100kgPLE
& Dayl5 | 424116 (4161) | 378=146 (79%1) | 334=93 (5 fi)
4 | Dayl83 | 548=168 (41f1) | 439=139 (77f1) | 392=144 (6 1)
Day351 | 573+175 (37f) | 462+186 (76f1) | 407162 (7 i)
. Dayl5 | 431123 (6 ) | 387+99 (12f1) -
7% | Day183 | 669+211 (5 ) | 475+143 (13f1) -
A Day351 | 734+153 (4 fi) | 511=168 (14%1) -

TR (150
16.1.2 EREH£FES MHEHE (ALXN1210-PNH-302) (T2 U X
7 (BEFEEBZ) BEICLYDERELDAMEShTY
BREMBEATITOE L RESE)

U Loy ) X~ 7 GEE ML) 5L mEN
B ST B HARA R OO E ASS e R~ E 7 1
YU REBBFITH (HARNBE 5 Bl % &) 1 AH % 1 12400
~3000mg % Bia A E L. WS- 2 s\ %55 1 13,000~
3600mg#% 8 MHME CTHIMFHE L2 2D T 7 ) X< 7 DI
Mo 7REETERDEBY) Thos

BIEMRERAE 7 0V Y RIEICBI 297 A% 7O b 5 7 i
J% (ug/mL)

ggii;ﬁﬁ: 1%)0%;1% 100kgb -
o |Davls | 18+151 (266 | 395+108 (63%0) [ 34450 (7 )
% | Day183 | 561+135 (27) | 484143 (60B1) | 424109 (8 Pl)
Day351 | 584146 (276) | 513164 (58%) | 458=134 (9 ffl)
o[Davis | s61 (16D | s33+86 (3% | 421 (16D
% |Day1s3| 54 (1) | 360+132 (44) -
M Day3sl| 780 (160) | 4202101 (381) | 564 (160)
AR (B0

GFRBBM Y R

16. 1.3 EREH£FES MAERE (ALXN1210-aHUS-311) (E{FHE=E
BIRAEOIEHRBZMM REBEERERE)
127 LL_E O AR BB A R B0 H AN K O%F4E IS8 75 1
P IR 2 A T R S5 (HARAN 3Bl Z &) 120 RAl% 1
[112,400~3,000mg % Blaa & & L. #IE¥xS 2 BiEE2 S 10
3,000~3600mg#% 8 WM CHIMHELZL XD T ) X<
TOMBET T 7EREITFTEROEBY ThHo72",
JEIR s MR B BB S B 5 5 7Y X~ T oM 57
e (ug/mL)

ggii;é% 1?011?%% 100kg 2L
o Dayl5 | 343109 (11f) | 312+107 (39%1) | 26967 (5 fi)
4| Day183 | 612+333 (7)) | 492+180 (3361) | 549+208 (5 )
Day351 | 596324 (7 ) | 574+204 (30%)) | 715306 (5 fi)
. Dayl5 397 (1) 283, 352 (2 i) -
4| Dayl83 | 543 (1) 374,773 (2 #1) -
A Day351 | 688 (1) 434, 807 (2 1) -

TR (I
16. 1.4 ER£FES MAERE (ALXN1210-aHUS-312) (GEaElR
M4 RESFEERESRE)

18755 oA i o P BEL 5270 A 3398 00 H AR A I OV ) A I 280 % oy
PEJR BT RE I R 180 (HARAN 1Bl %2 &) 120 AH % 1
m300~3,000mg#% BAMG A& & L, W4k 5 2 @M% 5 10
300~3,600mg% 4 X3 8 HME THMHELLEDT T
YA T O N7 7B TFTEOLB) THho72Y,



JEM R MV R I ERE R R B BT A 5 7Y A 7ot b5 7
W (ug/mL)

5kgbh b [10kgPL F | 20kgPL F [ 30kgPh L [40kg b L | 60kgPh
10kg A | 20kg A i | 30kg A4 | 40k g A | 60k g A | 100k g A
Dayi5 58,432 | 231487 | 199+25 | 142,217 | 435
v (260 | (o) | (4f0) | (240 (1)
4 2)
193 701£244 [ 570224 | 511100 444
G108 gy | (s | (am) | (30 (1)
Dav351 B 673+210| 573297 | 303, 623 637 639
¥ ofD | (38 | (260 | C1e0) | (160
432
Dayls | () |~ - - - -
H 1,000
?f Dayl83 | - | (p | - - - -
1,000 B B B B
Day351 - (1%10)

PRl EEE R (50
a) #alPemi2300mg
(2B RISEIERHENE)

*%16. 1.5 EEHEFEFE TMHEHBR (ALXN1210-MG-306) (£HBIEIFE
HENERE)
1875 L F O Al B2 A1) R 598 0 H AR N K OV L 4 & B
WAy hE B EB6H (HAN6 B % &) 1. AH % 192,400
~3,000mg % B4 HI & & L. #nl4s: 2 El 25 1 113,000~
3,600mg#% 8 MMM THHEE L2 ED T 7 ) X3 7Ol
PR 7RERTEOLBY ThHho72"
YR EERGIEIE R ICB TS5 7 A T OMiEE -5 7

(ug/mL)

ki | eekw | 0BT
45| Dayl5 | 556+116 (7 ) | 439+118 (46f1) | 358+68 (32f)
% Dayl83 | 887+83 (4 #l) | 636+157 (3961) | 471109 (27%1)
H | Dayl5 492,520 (2#%1) | 467159 (4 %) -
f Dayl183 | 817,833 (2#1) | 736+86 (3 1l) -

FI R A (B

16.5 HEitt
7)) A= 73k MUIgGE/ 7 u—FWHKTH B Z L b,
WIRTED S 7 0 7)) ¥ O R L W U L RSN D,

16.8 ZDfth
&L Log 7)) X~ 7 (Hfn - z) 10mg/mLEH % £
HGLTwa HARNFEEEBANEZ O VIRIEEE 8HIICH
WT, 971 A< 7100mg/mLEANCIB R 728 &, Yz
WitEOT 7V XA TOMER T 7iEIXZTRO LB R
ETHo72,
77 AT O+ T 7 (ug/mL)
10mg/mL# ¥ 5 100mg/mL | $% 5§
HAN 502.9+184.2 (8 ) 498.0+214.3 (8 1)
TR A (P15
HBADOYHRZ L DHEYHEOEZRIIALN Do Tz,
AW OLDHAE O VMM OHERL 1T L8 LT Wiz Ratk~o
iz Bab B bhkrs 72",
AE SRS AT 7 B E 2 RIERE 2562 B1F 510mg/mL
BHIA 5100mg/ mLBEH~NDYF 2 ITB VT, Y RHi#
THYBE R CLDHEO FHHOMER ICER IR T, &
EVENDH IR b RO LN o 72,

17. BRPRAHR

17.1 BHERVRLMEICET 255

(RIFMRENET/OE Y RE)

17.1.1 EEHEFEE DHEKE (ALXN1210-PNH-301) (F{AFEE
BIRABROREERENEIOE » RERE)
1878 LA 0 i f BEL 55 34 SR i3 D SEVE IR I N € 2771 B 2 R
BE (RAEEBIZ466]. HARAIBMZ &) 2L E LS ik
SL [ M 2 AL B AR LS HAE AT IR ) JLBGRBR DY IEHE S 72

B TREBREERCG BIAET 3 4F LU SO R RI$ - Bl 4n 2 3 1]
FCICHIRER Y 7 F Y R Z L E Lz [6.1 ]
AAOME - HEE, 1 1H2400~3,000mgZ HagHEE L,
W42 5 2 38 [ # 5> 5 1 1113,000~3,600mg % 8 3 i Fi& T i i
sz elanhiz,

1102 72 ) OARF O -5

R EIEER 2SR Y 2 [ H Do 55
40kgPL F60kg A bl 2400mg 3,000mg
60kg Lk _F100kg A i 2,700mg 3,300mg
100kgbh I 3,000mg 3,600mg

FHEIMGEH T % [Dayl83% ToEkIMEk (pRBC) #i
L7 38 % 530 U 72 e o4 ] KO [Day292: 5 Day183 %
TOIENKERS (LDH) »3E#EME LR 1 #F (LDH
EF ] 13, FTEROEBVTHY, WTFRLAAEDO T2 Y
X TR B I TEAMGLE S h 7z
FEIIPEH O E (FAS)

A HE II)ARTHE
(12560, 9% | (1218, 5%
HAAL8H)) | HA A1)

pRBCHi L[] 6

N N 73.6% 66.1%
Day183 F T ®pRBCIH IfiL [l % 53 bk
Ut ofis [05%EmEx ] | (0087 8133] | 5768, 7455]

(9241) (801)
RS (RKIME- 2 ) X< 7)Y 6.8%
[95%15 HEIX ] [-4.66, 18.14]
LDHIE AL
Day183% TOLDHIF# 1L 53.6% 49.4%
[95%1ZHAIX 4] [459, 61.2] [41.7, 57.0]
1.187

F v XY [95% 5 HHIX 4]

[0.796, 1.769]

a) 7 vy MUk (IE QRERSEES BAGHET 1 451 o pRBCH IfiL
=y MEAS0, 1~14, 150 E) A2 ) —= ¥ 7 ROLDHAE (JE
i LRRO1SRELL L 3 kK. 3MLLL)) kB 6 0DEHAICE
% 7V — T 22D T4 L 72Mantel-Haenszeli?:, FE45 1R
Bl 0 -20%

*: pRBCHiliL2 = v Mid. HARDPRBC 1 Hifvim oIyt i
ENTWAPRBC 1 B DML ThH 5 2 &b, HARABERE
DpRBC 1 HALIZ05HAL L2 s

Day2972* 5 Day183 F T[] % i Ui % L 7-LDH O IE#1 b=

P50, WMUE, N— 254 >~ OLDHEZ HBIEH L L7—iftik

EHREN (EERNOZEIN T 2 BTN I E—KEC

[ERATH % AE L7z) . RS PEBR YA © 0.39

c) 7YX THIIHT 2ARHABED v Xt
P50, WMUE, N— 254 » OLDHEZ HBILH L L7-—iftik
EAREN (EERNOZEIN T 2 HBETFNIE, I E—kEC
(AR 2 AR L 72)

527 —% 7y M4 7 HE TORIWERZ, AH RS 5144.0%
(1256 5561) 123 Stz TR RIMERIZER T AHHk
#i120.0% (12561h2561) (238D Sh7z,

b

N2

17.1.2 EEH£FEFETHEZAER (ALXN1210-PNH-302) (T 7Y X

v 7 (BaFHBRZ) BECLVODERNZOFOHEATY
BREMBENETI/OE VIRERE)

18U by ) X=7 GRIZTFHBER) 51280 ImEN
E LA S T B FEEIEA AT 71 E 2 BRIE B 19561
(HARALR#AZEGL) 20F e LSkt mE R LI e
SEH 0T A AT ] LR R S I 7ze B, RS-
PR AT 3 4R LA S IR G- el 4ty 2 3 T & USRI ¢ 1
7 F M ELEE Lz, [5.1 B#]

AR OHE - HEtld, =27 ) A~7 GEEFHIEL) R
BH2MBRICAMOKG BT A &L, 12400~
3000mg# PH#g M & L. g ml$ 5 2 M%7 5 113,000~
3,600mg7% 8 M KK CTHIHEHET 2 2 L & S,

1 & 72 ) OARF OH 55

RE FICERSSR 2 [l H PB4 55
40kg DL _F60kg A 2400mg 3,000mg
60kg LI 100k g A 2,700mg 3.300mg
100kglL I 3,000mg 3,600mg




FEFMIEE TH D [N—2F 4 7 5Dayl83F TOLDHZ
L] 1E, TROEBYTHY, KFWOL 7 ) A3 TR
$3 B IR MEAWGE S s

N—=2F54 H5Dayl83F TOLDHEILHE (%) (FAS)

AT IrY)ATHE
9761, 5> HH | (9861, 9 B H
AN 5 ) AN TH)
~N—254 vOLDHfE (U/L)
(T3 f e 22 228.01+48712 | 235.22+49.710
Dayl183®»LDH (U/L)
CPI B ) 224.11+51.719 | 244.11+70.292
~N—2 74 ¥ 5Dayl83% TOLDH
ZEAbERY -0.82+3.03 8.39+3.04
(/N e P A )
M RRIM-T2 ) X< 7)Y -9.21
[95% /5 IX [#1] [-18.84, 0.42]

a) #GHE kBE. N—2Z 54 YOLDH. pRBCHiIMIE (ihERIES 5B
AT 1 ARSI OpRBCHIINL O A M) . Kb & $e5-HE 0 s HAEH % [ &
AL LZMMRME, % PERRAUE © 15%

527 —% 71 v b4 7 HF TORIWERIZ. ARARKG5133.0% (97

BId3260) \ZEIVEMAS3ED b tze ERRIEHNIZEERE C. A&
AlkALEI134% (97BIFL3H]) 12F8D H M7z,
GEHER MR SRS

17.1.3 EE£FRFE TH#ERE (ALXN1210-aHUS-311) (#H{FEE
FIFRABEOIEH BRI R ESEERERE)

123 D 0> i A BEL 4410 A 3 918 0 L TR0 7 D P oo i 1% T SR
Ho8B (HARN3BIZ &) 2t e L% ik kMIEE R
R AR A E M S M7z ADAMTSI3ZSESE, STEC-HUS.
INT I VOB EE T O KBNS X B e P o i
(TMA) ZBA L7z MIANRS RZBH I, BBAED D
HTMAEH 8 B L OV t% 3 H % W 2 CHide 3 5 TMAD
RENGWBOTMARE 8B & hi.

. AHTRG-PRMGET 3 4E DLN O BRI S B g 2 JE AT
RS R T 7 F M W E Lz ARFIPES B 2
MR T RE Y 7 F Y2 Z 0 Tu v iEH IS
KA G-BMGR 2 5 7 7 F Btk 2 M % CHAEDE %
PRG35 2L L7z, [6.1 B3]

AKENE, UTFOHREL DX 12X ) MUEHE L 720

o W 2 LI
t*hE weE R prys
40kgPL 1-60k g Ay 2400mg 3,000mg 88
60kglh 100k g A 2,700mg 3,300mg 8 3
100kgPh | 3,000mg 3,600mg 8 3

FEFMEE TH % [Dayl83F TOTMAZEAZER) (/MR
BoiEw b, LDHEOIEHAL, M7 L7 F= Vo ~X— X
FTA U HBH2B%UEDIKT) ] 3. TEROLBY TH-7z,
FIEFMIE H OF5 R (FAS)

AABE 5B (5641)
536% [39.6, 67.5]

Dayl183F TOTMASE 2% % 3 1%

L 7zt o6 [95%15 Bl ] (30%1)
TMASEAEZR ORI

MAMEEBANIERAL L 7280 o & 839% [734, 944]
[95% 1= X fHf ] (47%1)
LDHAlASIEFAL L 72 b o & 76.3% [64.8, 88.7]
[95% 1= X [ ] (43f1)

M7 V7 F = VlERR—=ZA5 4
5 25% kUi L7 R o sl &
[95%f5 #iIX 1]

52087 —% 71w M+ 7 HE TORIEMIZ. 345% (58%1r120%1)
WD BNz ERBIENIE I & OB T, 452% (58
B 360 IcED SN,
17.1.4 EEE£FRFE M5 (ALXN1210-aHUS-312) (GE#flx
M REEERHEE)
18 A i 0> Jf 1L 700 375 0 2 JR e A M e AR 21450 (H AR A 1 1
Taty) BXRE UL I IEE MIER BB AT i S

589% [45.2, 72.7]
(33%1)

7o ADAMTSI3RIESE, STEC-HUS, a/35 3 ¥ CHAHhE

fEFDORIEIZ X B TMAIZBRIE L 720

. ARFNPEGBGGEET 3 4F DAN SO JE RS- B g 2 8 T F
BB R T 2 F R IR E L7z ARHIPE 5B 2

BIRTE TR KW Y 7 F V#2210 Cu e WBREICIE

RANBG-BAMGRED S 7 7 F 5tk 2 B % E chiidmE %

TG 52 & L7z, (5.1 ]

AFNL, FOPG LI X /X ) SilsE L7,

o WS 2 Ja kLI
e ST 35 Wb

5 kgbh b 10kg A 600mg® 300mg 438
10kg b 120k g i 600mg 600mg 438
20kg L 130k g A 900mg 2,100mg 8
30kglh F40kg Al 1,200mg 2,700mg 8 i
40k gLk 60k g A i 2400mg 3,000mg 8
60kg Lk _F100kg A i 2,700mg 3,300mg 8
100kgbh I 3,000mg 3,600mg 83

a) Wl FIARAT i1 300mg > Wl ¥ -k A3 f 5 S h 7z
FEFMEH TH 5 [Dayl83F TOTMASEEZRER (/MK
BoE#/L, LDHEOIE#FL, G2 L7 F= VHEOR—2A
FTA Y H2B%LUEDIKT) ] ETROLEBY THoTz,
FEREIEH OFE (FAS)

B 560 (1841)
77.8% [524, 93.6]

Dayl83F TOTMASERZRR) %

L7285 o F4 [95% 5 HIX ] (1441)
TMASEEZER DRI S

MM DS IE AL L 72 s o8l & 94.4% [72.7,99.9]
[95% 5 X 1] 1761)
LDHAEASIE#AL L 7285 o fl & 88.9% [65.3, 98.6]
[95% 15 HH X ] (1641)

M7 V7 F= MERN=2F 1 ¥
5 25% LN U L 7R 0Bl
[95% 15 X ]

1 BEAH] 2 e 54512 ik
5257 — % %1 v b+ 7 HE TORIWEHIE, 476% (21%1H110%1)
WCHES SN, B R E. BT $59.5% (214 2 1)
IZRBD b7z,

Fron TR T GHETHIRZ) oE#EPOIEMRBLA
P DR B REAE B I B 1061 (H AN 4 1% &) ISARH %
Pelj L7zo AFI O - EE, KE0kg LTz ) X
~7 GBIETHIRZ) oy 2 8%, kES5 kgl 110kg
RiTlrT 2 ) X~ 7 GUETHIRE) RS 3%
KA OB G 2GS EL VBT 2L e L. Eito&l
LY A XD BEiE L7z £ TOMEFHMITMA/ ST A —
5 B OeGFRIZ 26 O P EHm M 2 B L TR E L THB Y.
N=2F54 VREEREDO LNV EHERFL Tz, 527 —%
A1y MA7HFETORWERIZ, 20% (1061H 2 #) 12RH S5
7Y,

(&S BEEBHERIE)

83.3% [58.6, 96.4]
(15%1)

*%17.1.5 EFLFRFE MHEFAR (ALXN1210-MG-306) (£HEESE

HENERE)
18k LA _b o> 4 5 R Wi 1y 4 o FRCE 17561 (H AR A13BI % &rds)
Bugl LS iikiIm 77 e BT v ¥ 2L EE R
AT R P SR BR AT I S 7o oG, FARFR A R BT,
W7 Fou ) v RUAREEOBRE L Lz, 8. ik
BRIR T - BRAG T 3 4F LAN S 3 G- PG RE s CREB SR B 7 7
VAR A AL LT TR S BG 2 T E ISR g
W7 FrEME 2 TR BRI RIS PG R
MoT s F M2 EMBE THAWEE PHINICES T 5
rrl/ [6.1 BR]
RRERTIZ, 260D 5 > 7 2L & 2kt < IEE R
Lﬁ@% YE L7z T v 7 AMEIERBICIE, ARAMICE1H
Hicwm¥ b 5%, #n$xG 2 HLREE 8 B fE CHERrx 5



HEOARK 2 FEICESCTERT CREHFHET A2 L & L FHEREGHE T 2R & LBRRBRICB VT, 11% (161/

IFEMIERINTIE, $e 5263012, ARAIEFIZI1X900mg D ARFH] % | 89BI. HARNIZ OB IZARFE G T THARELEDTRD H N7z,
77 RICRAEEICES L MIHRGRORAZ VTN E 4z B RUTE A M) SR 2o R & L 22 IRIRERBRIC B W T, 60
BT Cixh- L. 283 BARRIE. 4xCoM# 1 8 M i TR IS BWF—=5y b A THETOWTRAORHIIT, KAlIFS
HeD MR G- R OARHK 2 IFEMT TS L 720 T CHURBEAEN RO b BF IV ah oz [15.1 ]
BRI CHEG L YA VR UTIORT, o
W g i AR i 18. TER)ZEIE

40kg Dl 60k Al 2400mg 5000mg * 181 fERHE

60kg L - 100kg i 2700mg 3300mg AHNE, Atk >3 COTHFRINICHEG L. C5DCha L UNC5h
100kgl L 3000mg 3600mg ~NORREEEES 2 2 LT BREHRBEE (C5b9) DK

T2, ZORR AAIREEEMAEZ D VR

17560 (HANISPIZ L) i 268ORlE5E 7 L7l SHE KL T O SR P PR A T S 12 3519 2 R i
1606 (#F5 2 4EMICHRIE 7 1 7)) & K AR O i SAEPEIL S IV I 2 B3 20 7=, 4y 00 T8 10 106 o A
LAk & AT L 72 88300 [52%). RMiAT o HTTH] [48%). 12 B TR R ENE O A2 T e 22 % ] 5 %
HANLOBI Tl ifr L7z 8% 4 B [40%]. KHEAT 085 6 1

[60%]) Tdo7zo EEFHMEH THDR—AT 1 Y IHT 5 18.2 ‘RIMADHIER
$2'5260 % OMG-ADL#E A 7 7 OELRIE FEO & BY T i vitrol= 51, AANEHL= 7 b U ARMIRGLAET A 3 4 72
D\ 75 AR AR & O B HER 01 A 50 =7 P UARMIRO € ML £ B L L7

b7z,

19. BRI ICB T 2 EEFMAE

EEFEH ORISR (FAS) — RN 57 A7 GEIETHRR)

72332(;})%* ?‘gz}% BEMZE | pfi” Ravulizumab (Genetical Recombination) (JAN)
S RS 82 78 - - S F RN HH CousHaeNsrgOpsiSis
MG-ADL _ 1A ) Lﬁﬁ C1016H1583N2710334SG
" /NI e -14 -31 -16 T i Tr T .
Zé§7 (BEERE) (037) | (038) | (049) | 00009 S B 77 AT #E A e Mee/ 20—
a) WA & 3o  EIER AR RE 7V fitEgeER, e b7 L =27 =28, KOk b

IgGHREH T D %o LEIDEHTBIL I
Hkd 5, 7o, HIEWHOCHIR, v
BB K OSCH2# 0 —#R1x1gG2 (p28H) 257 1.
CH2ER D 5% ) & CH3#R1x1gG4 (p48H) 2B 7 5,
HEH OMetd429% *Asnd35ix Z 1L Z Nleult O°
SerlCEfEEINTVE, F7VAXAXTIE, Fv A4
Z—=ANA RS —PREMIIC L) EESI NS,

B, BRI ORKE. BE2EMCEES T T VR
TR S MR LR R & AT L 72 B T ok 52608 % 0
MG-ADL#A 27 OZAbE CPE#EREE) &, 772K
T (45%0) T-14%316. AHIH#E (38%]) T-31=311CTH D,
FoORITR LR EROMELFAMRTH 72 20 FEH
WIE R OMG-ADLEA I 7 OEALRIETEOEBY Tho

72
T TV AT M8 T I ) RIS % %
SR ML EIIORER (B ML 4 :
;%&LﬁWﬁifﬁTﬁiif) T H§ 2 KRR U214 O 7 X BRBRIED O 72 B LK
— ;G[;‘DL P e PRTHRSNAMES > N B (5T
st | s | ZfE | 0| i 1480000 T 5.
i "fﬁ?/ 83 | 89217 78 | 92264 20. RV EDEE
2838 80 | 54+344 | -34x272 | 75 | 56%4.03 | -3.7£3.21 PHRBA B BRI L TRRAFS 2 2 &
363 82 | 48+350 | -4.0£296 | 77 | 53+3.99 | -39+343 21 %E';g %ﬁ:
44,8 79 | 44+327 | -4.3+281 | 75 | 53%+393 | -4.0+3.14 211 Y A 2 SN 2520 L. @YIcERT s 2 &
52 | 76 | 47364 | -40+304 | 72 | 54+413 | -3.9+317 o
60 | 58 | 51436 | -37+388 | 55 | 474386 | -45+280 GRMFEREANE T OE > RIE)
Ty —— 21.2 FHN CTOBRBEFAAMD THROENTWDEZ s, Bk
FEEWIE RN AT L 72 B O52BO R T HICF— 5 5 o M+ 7 Ttk —EHOERIARS F— & FEM SIS TOMIE,
FEIL 7. 60HDT—71E, F—4F v bF 7 W T0HE O G & LIER) T X R RE A 2 EiT A 2 L2 X ), RHIfE
BTLTWLEFEDOTF—5Th b, s ek - g A S
) 77 E — KA IE26 0 & AR R B L 7o Ei%@%aﬁﬁ%fﬁgékk%k\:m®§§ﬁ&3ﬁ
ZVEIZE e Wz N 1) @ 5 1F1s A
5 3 5 ML T ORI BB . KA TI37% (86 LW 57— 5 2 RMIRRL. FAOBEER LR
GIEEEZWH LT L,

BIrh296)) Tdh o720 EAREMIZEL, BUEA%7.0% (86
Bl 6 ), THIAAT% (8661 4 61) (2D L7,
607 — % 7 v b+ 7 H £ TORIWEHFEBRHIELL, 343% (169
BIMS8HI) T o720 EARRINEAIIENTA389% (169%1r11551)
ELD%65% (16911161, THIA41% (169B1H 7 1) (1272
woh7,

21.3 BRI OFGH FBEMEMANE 70 ¥ VIREDOZM. G
WHE L, AFDY A7 HIZonWTH B TE 5 E -
EHFEH DD & T, B RRGSEDOZW, HHIHE L 7
FEHli & DEHEER N > 72 ETOR TN & 9. BEIGEICH
Teo THHERIEEZM L L Z &,

GEsBR MM REAEERED

21.4 ENTOEBIEGNZBO TRONTWAZ LA 5, BEN
Feth, —ERDIERNARDL T — ¥ BEHKEN D T TORIZ,
SER) % o G R A 2 £ 5 2 LSk . ARFIE
JHERZEOWRIERZIRT L L L B, AR OLENER K
SIPECRIT 57— & 2 BN Ly AR o0 3 1E T 1S 6 B
piEEHELL L,

*%17.3 ZDft
17.3.1 ABNH T S HMAEE
SRR BIANE 70 C U RIEBE E R L L FEE LR T
MHBIZ BT, A Z2HG SNZBEDOH B (BIAEBI436651,
AARNAB % &), 527 =% Ay b+ T7HEFTOVTAR
DR R T, ARG T CHAREANRD S BEO#EE
1302% (1617436609, HARNIZOB]) T o7z, 5287 —
ZHy b A T7HETOWTRDOME ST, JE I 7 i P R



21.5 KA OIGH, IR RS Mk R RO BT, I
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