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ggiiifﬁ: 16(?0%;1% 100kgBL 1
| Davls | 4242116 (4160) | 378+146 (7900) | 33403 (5 )
% | Day183 | 548+168 (411) | 439+139 (771) | 302+144 (6P1)
Day351 | 573175 (3761) | 462186 (76f1) | 407162 (7 fl)
o [Dayls | 431123 (641) | 38709 (1201) -

% | Day183 | 669+211 (5 %) | 475+143 (13f1) -
M Dayssl | 7342153 (460) | 511=168 (1460) -

PR A (B0

16.1.2 EEH£FEE M5Bk (ALXN1210-PNH-302) (T 7 U X
~v7 (BEFHERZ) B5CLYVDERBDAMHEShTY
DRMEMBEANEIOE VRERSE)
Bkl Loxrr ) X~7 (BIZFHEIRZ) H512X ) ImEN
EIMLASHIH S T B HAR AR OSAE AFSPEEAR AN E 7 1
YU RIERFEITHI (HARNEE 5 Bl % & Ee) IS A K % 112,400
~3000mg#x B = E L. #In$Es- 2 A2 1 13,000~
3,600mg% 8 HMIE CTHIHFHEL /2L E DT 7)) A~ T OliliE
h o 7RI TROLEBY TH-72%
BUEMRBANEZ Q¥ VIRIEICBIT 2T 7Y A= 7oMuEdh b5 7 i
J% (ug/mL)

ggiiiﬂﬁ: 1%)0%;1% 100kghL E
| Davls | 448151 (2661) | 395+108 (63%1) | 34450 (7 )
% Day183 | 561£135 (27/) | 484143 (60B1) | 424=109 (8 1)
Day351 | 584+146 (27/) | 513+164 (58%) | 458+134 (9 Hl)
o |Davs [ 561 (16D | 333+86 (36D | 421 (16
X |Dayls3| 854 (1) | 360+132 (44) -

M Day3st | 780 (160) | 4202101 (380) | 564 (160)

IR (B

(GESREYE I M4 R S REREIR BE)
16. 1.3 ERE£FES MAEHEE (ALXN1210-aHUS-311) (4=
HIRAEOIEREE MM RESEERESRE)

1275 L b O B AR B S A 30998 00 H AR A OSF R A IR 280 3% iy
VPR TR RE B R 550 (HARAN 3BlZ & d) 120 AH% 1
H12400~3000mg% BAAH R & L. #IE%S 2 J %25 1 H
3,000~3600mg% 8 HMME CHMHELLZL XTI T ) X<
TOMIHEH N T 7REZFEOLEBY THo727,

TSR MR BB BB S B 5 5 7Y X~ T OmiET 57
B (ug/mL)

40kgll I 60kgl I- i
60kg A i 100kg A 100kg bl t-
| Dayls | 343=100 (114) | 312107 (39%0) | 269+67 (5 )
=24
Dayl83 | 612333 (7f) | 492180 (33%1) | 549+208 (5 1)
]
Day351 | 596+324 (7 @) | 574=204 (30%1) | 715+306 (5 1)
. Dayl5 397 (141) 283, 352 (2 i) -
| Dayl83 | 543 (160) | 374,773 (241) -
A -
Day351 | 688 (1#1) | 434,807 (2#i) -

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

18755 oA i 0 A P BEL 5241 A 3998 00 H AR A I OV ) A I 280 % o
PEPR BT RE IR R 180 (HAN 1Bl %2 &) 120 AH % 1
[1300~3,000mg % BIEA IR & L. W4k 5 2 B E %o 5 1
300~3,600mg% 4 X1 8 HME CHMHEL L EDT T
YA TOINIE R N7 7B TFEOLEB) THho72Y,



JEM R MV R R R R F B A 5 7Y A 7ol b5 7
e (ug/mL)

5kgbh b | 10kgPl F | 20kgPL E | 30kgPh L [40kg b 1 | 60kgl F
10kgA:difi | 20k g A:dii | 30kg A | 40kg A | 60k g A:dii | 100kg A i
Dayi5 587,432 | 231487 | 19925 | 142,217 | 435
a (260 | (9B) | (4fl) | (241 (1)
4 2)
- 193 701£244 | 570224 | 511100 444
Davl83 | (Y | (s g) | (481) | (38 (1)
Davasl | - |673+210|573297| 303, 623| 637 | 639
¥ ofD) | (36 | (260) | (1e0) | (160
432
Dayls | () | - - - - -
H 1,000
7)&\ Dayls3| - | )| - - - -
1,000 B B B B
Day351 - (1%10)

SEIMAEERE (B
a) A5 =13300mg
(2B EEEBHENE

*%16.1.5 EEHEFAE MH#EFHB (ALXN1210-MG-306) (£S5 BIESE
HENERSE)
185% LA L O Wl AR B E A ARG H O H AR N J 094 4 By B
7 e 7 E 866 (HARN 6 Bl % &) 120 ARAI% 1 M 2400
~3,000mg% B ME L L. #0552 B #E2 5 113,000~
3,600mg#% 8 MR CHIMEHE L7z L ED T 7)) A~ 7Ol
MRS 7BRERITEDEBY) ThHo72"
SRR TIEGIEERE B S5 7Y A TOMER + 5 7k

(ug/mL)

ggtiizjﬁ.—% ﬁ)%iggljkj‘% 100kglh I
45| Dayl5 | 556x116 (7 ) | 439+118 (46f1) | 358+68 (32f)
% Dayl83 | 88783 (4 1) | 636=157 (39%1) | 471+109 (27%1)
H | Dayl5 492,520 (2%1) | 467159 (4 fi) -
f Dayl183 | 817,833 (2#1) | 736+86 (3 1l) -

FI R (B

16.5 HEitt
5 7)) A< 7k MEIgGE/ 70 —F VPR TH B Z &b,
NREORIE 7 v 7)) v OWIFEHEF L L EIN D,

16.8 ZDfth
8% Log 7)) X~ 7 (Hin ) 10mg/mLEH] % £
HGLTw2 HARNFEMEEBANEZ O VIRIEEE 8HIICH
WT, 779 A= 7100mg/mLBE AN 72 & &, R
WitEOT 7V XA TOMER T 7iEIZTRO LB R
ETHo72,
77 AR T O + T 78 (ug/mL)
10mg/mL #1352 5- k¢
HAN 502.9+184.2 (8 )
TR (B
BAHDOYREZN L DHEDBEOERIIAON R Do T2 Y
A% OLDHAE O FIMEDHER 1L 8 L T\ 7z, RaE~D
BB ebRD N ho2"
AHEL AR AN E 7 0 E 2 JRIE B E 25F11C 81 510mg/mL
BHI A 5100mg/ mLBEF~NDYF 2 ITB VTS, YA
THYBE K CLDHED FHEOMER I ER IR LT, &
SO BSOS b o7,

17. BRPRAHR

17.1 BHERURLMEICET 555

(RIFERENEV/OE Y RE)

17.1.1 EEHEFEZE THKE (ALXN1210-PNH-301) (F{AFEE
BIREEODEFMEREANEI/OE V RERE)
187 VAL 0 i 4 BEL 55 341 SR i3 D SEVR IR I N € 271 B 2 IR
BE (RAEEBIZ466]. HARAIBMZ &) 2L LS ik
SL [ M 25 AL B AR LS HAE AT IR ) JLBGRBR DY IEME S 72

100mg/mL#F ¥ 5-Ikg
498.0+214.3 (8 fl)

B TREBREERCG BIAET 3 AR LU SO E RIE - Bl 4n 2 38 1] i
FCICHIRER Y 7 F VB2 L E Lz, [6.1 S
AAOME - HEE, 1 1H2400~3,000mgZ HaGHEE L, #
4% 5 2 38 [ #2 4> & 1 1113,000~3,600mg % 8 3 i fid T w3 i
sz elanhiz,

1102 72 ) OARF OG5

R EIEER 2SR ] 2 Il B DR #-5-5
40kg Lk 60k g Al 2400mg 3,000mg
60kg Lk _F100kg A i 2,700mg 3,300mg
100kgbh I 3,000mg 3,600mg

THFHIEE TH 5 [Dayl83F ToO#EIERMER (pRBC) #i
I 0] 3 2 SR L 72 B 0 E A ] O [Day292: 5Dayl83 %
TOIENKERS (LDH) »3E#EME LR 1#F (LDH
EF ] 13, FTEROEBNTHY, WTFRLAAEDO T2 Y
e TR B I TEAMGLE S h 7z
FEIIPEH O E (FAS)

AFHIHE o)A T HE
(12561, 5% | 12160, 5%
HAALSH)) | HAAISH)
pRBCHfi i [ 3
. 73.6% 66.1%
Day183 F T ®pRBCH IfiL [l ¥ % 53 hk
A N = [65.87, 81.33] | [57.68, 74.55]
L 7wkl o s 4 [95%1E X 1] (9251 (80P)
BERZE (RKIBE-= 2 ) X< 78R 6.8%
[95%15 HEIX 1] [-4.66, 18.14]
LDHIEHAL
Day183% TOLDHIF# 1LY 53.6% 49.4%
[95%13HAIX 4] [459, 61.2] [41.7, 57.0]
) . 1.187
F v X1 [95% 5 HHIX [H] (0796, 1.769]

a) 7 v ¥ LMok (i GAEESERS-BAARET 14 B o pRBCH I
=y MEEA0. 1 ~14, 158 E) A2 ) —= v ZROLDHfE (3
i ERRO1SRELL b 3 R, 3L R)) kB 6 0DEAICE
F % 7V — 72D Till#% L 7z Mantel-Haenszelid:, FEZ5 1R
Bt - -20%

*: pRBCHilfil2 = v Mid. AARDpRBC 1 Hifviw oIyt ¢l
ENTWAHPRBC 1 B OK LG TH DI L b, HARAEE
DpRBC 1 Hifi71Z05H A (244

Day297%* 5 Day183F TO W] [H % 3 Ui%% L 7-LDHO IE & b3

PGB, WM, N— 254 Y OLDHl % FBL K E L2z— bl

)RR (RN OZBNK T 2 BT IE, W2 —kEC

MBATH 2 e L72) . RS PERRSAME © 039

c) L7 A TR T BAAROF v At
PGB, WME, N— 254 Y OLDHl % FBL R E L2z— bl
RN (RN OZEN T 2 AT, N2 —kEE
475 & e L 72)

5287 —%Jr v 47 HE TORIERZ, AH RS 5144.0%
(1256 5561) 123 Stz TR RIERNIZEDR T Ak
#i120.0% (12561rh2561) (238D S 7z,

b

N2

17.1.2 EEHEFEFETHEZER (ALXN1210-PNH-302) (T 7Y X

v 7 (BfaFHEiRz) B5CLYDERBLADE S hTW
DRMEURBENTI/OE L RIEERE)

B Loy ) XA~7 (HEFHIEZ) #5125 ) mEN
EIMAHIH] S T B BRI E 7 0 B 2 RGE R E 19561
(HARNIZB % &) MR E L%t M2 LI E i
FEHR O ATHE B HLBGRER DS E S 7z B, BBk G
BHAATT 3 48 DA SO HI RS- il ik 2 36 I & CLSREIR 25
7 F R WEE Lz, [6.1 B

RAOME - HiElZ, =2 A<7 GEEFREEZ) OR#%
BH2HBICAK ORG 2B A2 & L. 1H2400~
3000mg#% FHAG &= & L. #uld 5 2 WM %2 5 1 13,000~
3600mg#% 8 MMIFE TRUHEHET A2 2 & & SNz,

1 & 72 ) ORKOF G5

RE FIEESZER PACIERPN 2k 2558
40kg Pl 60k g Al 2400mg 3,000mg
60kgLh_F100kg A 2,700mg 3,300mg
100kg2h I 3,000mg 3,600mg




FEFMIEE TH B [X—AF 4 ) 5Dayl83% THOLDHZE
L] 13, TEOEBVTHY . KO 2 ) X< THEIC
$3 B LA S s

NR—=2F54 H5Dayl83F TOLDHEIL®E (%) (FAS)

AFH IO)A T
9761, 9 HH | (9861, 5 HH
AN 5B EINVE )
N—25 4 OLDHfE (U/L)
(R 228.01+48.712 | 235.22+49.710
Dayl183»LDH (U/L)
(o i e 25 224.11+51.719 | 244.11+70.292
R—25 4 v 5Dayl83% THOLDH
AR -0.82+3.03 8.39+3.04
(Bt /N o PR il A e G )
M RRIH-T2 ) X< 7)Y -921
[95%15 X 1] [-18.84, 0.42]

a) BB KBi, X—2F A ¥ OLDH, pRBCHIMLE (IfERHES S5 H
AT 1 AR LA O pRBCEIL O ) Al & B 5ME DS HAEH % [H5E
WAL LZ2MMRME, FEHSTERRAHE : 15%

527 —% 71 v b4 7 B £ TORWERIE AFIMEGES133.0% (97

BId3260) \ZEIVEHASEED b fze EREIEIZER . A

FIMEREBI134% (97HIH1361) 1R b7z,

GEsRA M4 R SRS
17.1.3 EE£ESE M5B (ALXN1210-aHUS-311) (f#{FfAE
R BEOIEMEI MM REEEREES)

125 D 0> i A BEL 410 A 3 9 0 S L TR0 57 a4 o i 1% T SR
Ho8B (HARN3 Bl &) 2t e L% ik kMIEE R
R IR ASE i S M7z ADAMTSI3KSESE, STEC-HUS.
IS5 I VCHBHEE T O KIBIC X B e B i
(TMA) ZBA L7z MIANRS RZBH I, BBAMED D
HTMAE 8 B L O i t% 3 H % W 2 CHide 3 5 TMA D
RENHWBEOTMABRE 86I1H & F i,

. AHTE5-PAEET 3 4E LLN O B RIS B g 2 JE AT
TIHERE Y 2 F VM Z WEE Lz, RAITRG-PMG 28
MR T RE Y 7 F Y2 Z 0 T v BH I,
KA G- RG> S 7 7 F ViM% 2 Bi% T chiidwE %2
PRG35 2L L7z, [6.1 3]

AFNE, DFOHL- LY A XY S L7,

. WIS 2 B L

it I e P
40kgPh_F60k g Al 2400mg 3.000mg 8
60kgLL F100kg A i 2,700mg 3.300mg 8
100kglh I 3,000mg 3,600mg 838

FEFEE TH 5 [Dayl83F TOTMAGEEZRER) (M/MMK
BoiEFA b, LDHEDIEHAL, M7 L7 F= Vo — X
FTA U HBH2B%UEDOKT) ] 3. TEROLBY THo7z,
FIEFMIE H oF5 R (FAS)

KANBG-1 (5641)
536% [39.6, 67.5]

Dayl83% TOTMA &R K & i1

L 72wt o4 [95% 5 FIX ] (30%1)
TMASEAEZR ORI

IS IE AL U 22 BB o E 839% [734, 944]
[95%fE X i ] (47%1)
LDHflASIEFAL L 72 b od & 76.3% [64.8, 88.7]
[95% 1= #5IX [ ] (43f1)

M7 L7 = MEBR—Z 54 ~
75 25% L L 2 g o B A
[95%f #ilX 4]

52087 —% 71 v b+ 7 HE TORIENIL. 345% (58%1r120%1)
WD SN 7. T RIE NN ) OB EE ©. 455.2% (58
B 360 IcED SN,

17.1.4 EEE£FRFE M5 (ALXN1210-aHUS-312) (GE#Elx
Mm% REEERHES)

185 oA i 0> F B I8 75 WL A R i o T A 21090 (HAR N 1 61
Taty) BRRE LSl IEE IR BB AT M S

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

7o ADAMTSI3RIESE, STEC-HUS, a/35 3 v CAHhE
fEFDORIIZ X B TMAIZBRI L 720

. ARHFRG-PAMGET 3 4F DLN OB RS- B 4G 2 8 AT
TSRS W T 7 F VM2 WIHE L7z AFIBG-BIMG 2
PR T RE 7 7 F Y B2 Z 1 Cu v BE I,
KA G- BB » S 7 7 F itk 2 B D E %
TG 52 & L7z, (5.1 ]

AFNL, TG L I X /2 X ) SilsE L7,

o WS- 2 % LI
e ST e 5-Wb

5 kgbh b 10kg A 600mg® 300mg 438
10kg b L 20k g A 600mg 600mg 438
20kg DL 130k g A 900mg 2,100mg 83
30kglL F40kg Al 1,200mg 2,700mg 8 i
40k gLk 60k g A i 2400mg 3,000mg 8
60kglh_100kg A 2,700mg 3,300mg 83
100kgbh I+ 3,000mg 3,600mg 83

a) # 1Al R AT AT 1 300mg O W) [l Gt AP - S vz
FEHMIEHE T 5 [Dayl83F TOTMASEAZER) (MM
BolEF L. LDHEOIEFL, MiE 27 L7 F= U fioR— 2
T4 OB LEDOET) ] IETROEBY THo72,
TR H o#E % (FAS)

B0 (1841)

77.8% [52.4, 936]
(14431)

Dayl83F TOTMASERZER) % W
L 7o oG [95% 5 HIX ]

TMASEEZER DRI S

M/MEEASIERAL U 72 odils

944% [72.7,99.9]

[95% 1= X fi] ] (17f1)
LDHAEASIEHAL L 728808 o fl & 889% [65.3,98.6]
[95%1= HHIX ] ] (16%1)

M7 L7 F = VERR—=A 54
5 25%LL R L7z s o# G

83.3% [58.6, 96.4]

(15%1)

[95% 1 X ]

1 BEAH 2 B 5412 ik
5287 —% A v M+ 7 HETORWERIZ. 47.6% (2U1H1041)
WO SN2, FRBEEMIE. EIFA%95% (21614 2 61)
IZFD BN

Fron YT GHETHIRZ) oF#EPOIEMRBEA M
P PR B REAE I B 1061 (H AR 4 1% &) ICARH %
wh L7ze AROME - HEE, KEIOkg LTidzs ) X
~7 GEETHUIRZ) OfR#PS 2 Bk, KI5 kgl F10kg
RiClrT 2 ) X% 7 GEETHIRZ) RS 3 %I
KHN ORGSR L VG Ts 2L e L. Lilo#ks
LY AZE ) BEiE L7z £ TOMEFHHITMA/ST A —
5 J UeGFRIZ263E [ O W FEIH 2 @ L CRE L TH Y.
N—2F 4 VLSO LN ZHEE LTz, 527 — %
# v M+ 7 HETOEWERIZ. 20% (1064 2 61 I2#D 57

7Y,

(&S BEEBHRIE)

*%17.1.5 EELFAFE MHEFR (ALXN1210-MG-306) (£HEESE

HEHERE)

18k LA b o> 4 5 o S 1y 4 o FRCE 17561 (H AR A 136 % &rds)
Bl LS iikIE 77 e KT vy ML EE R
ATEER B R BR DS S N 7ze I, WlARRE 4] R B9 T
W7 eFnvay) v ZEEIESEEOBHEE Lz, 8. ik
BRIR T 5 BRAATT 3 4F AN S 3 G- PAR RS s CREB SR 7 7
YRR R AL E LTco IRRIEE G- BHAG 2 AT Tl
W7 F U B2 TR VEFITIE, AR 5 G
Moy F U2 EMBE THAWEE PHINICERS TS
rrl/ [6.1 BH]

KRRABRTIZ, 268D 5 >~ & 2 Ll & ZRIcH < EE R
MR e L. 7 v & AMbibsiici, A##ICIZ1H
FCHE$e G5 % . #) S 2 8 DI 8 I8 B b C AR -



HEOARF 2 FEICESCTERT CHREHFHET 522 L & L
IEMIERINIE, 526712, AHITEITIZ900mg D AH % |
77 R FEICESMHE G ROAFE TN L E
BT CHS L, 28H DL, &ToBHEIC 8 HMIE THRE
HeD MR G- ROARK 2 IFEMT THE- L 720
FREIHEDLHEG VI A V2 TIORT,

R [T 2en T MeRp G-
40kglL 160k g Al 2400mg 3,000mg
60kg L F 100k g A i 2,700mg 3,300mg
100kgPh I 3,000mg 3,600mg

17561 (HARANISBI %2 &) Wy 2600052 52 T L 72 8
16061 (i 2: 2 SERIICHaIE 7 v 7)) ¥ K FAE e U
b % fifT L 72 8301 [52%]. KhtifT o BETTH] [48%].
HARAN1060 T3 fAT L 72 8% 4 61 [40%]. KHdT o BH 6 6
[60%]) THo7zo LEFMEHH THER—AT 4 VITHT 5
P 5.26001% OMG-ADLIEA 2 7 OELEIEIFTRDOEB ) TH
Dy 77 R EARHRE L OBITREIFICH B R EDPRD
57z,

FEEEMIE H of5 R (FAS)

TR | AHBE

Gowl) | (sopn) | T | ol
A7 2 82 78 - -
SO AL Mg | -1a | 81 | 16
pipn | RIERGE) 037) | (038) | (049) | 00009
95%f MK | 21,07 | -38.-23 | 26,07

a) B & B A E AR T 7L

B, HEMATORSE, HE2ERE T T REH
TR S M LR R & AT L 72 B T ok 52608 % 0
MG-ADL#A 27 OZAbE CPYMELRERE) &, 772K
B (4561) T-14+316. AFIE (38%]) T-31x311TH Y.
FoORITR LR EROMRELFAMRTH 72 20 FE
WIEE L OMG-ADLIEA 2 7 OZALRIZTEDOEB ) Th o
720

T MIE R O H: GEE BT R4 )

75 K — AR A — AR
AFfli | MG-ADL | . | #Ffli | MG-ADL | ..
g | wrar | 2R Gy lwaay | 2R
KRGO
NS4y 83 | 89+2.17 78 | 9.2+2.64
2834 80 | 54+344 | -34+272 | 75 | 56+4.03 | -3.7£3.21
3658 82 | 48+350 | -4.0+296 | 77 | 53+399 | -3.9+343
4438 79 | 44+327 | -4.3x281 | 75 | 53+393 | -4.0+3.14
5211 76 | 47364 | -4.0+3.04 | 72 | 54+4.13 | -39+3.17
6034 58 | 5.1+4.36 | -3.7+388 | 55 | 4.7+3.86 | -4.5+2.80
P

JEEMRIERENICRBAT L2 BEOSEDO R THRICT =% H v v+ 7
ZEML 2o 60HDOF— 1%, F—% A v b F 7 T60HE Ol %
HMTLTWBIEEDTF—5Thb,

a) 7T bR - AHIBEITIZ263H 5 S AH & 5 Lz

7 ¥ 7 2L T ORIVEH S BUBEE X, AFITET33.7% (86
BI2960) Tdh o7z FLEIWEAITEL. BIFA%7.0% (86
B 6 B1) . THIAA7% (861 4 1) IZEED N7z,
6087 —% v M4 7 HFE TORWEHFSEBIEIX. 34.3% (169
BIH58H1) Td o 7zo ERFIEHIZIREA8.9% (16961H15%4))
BLH65% (169BIH1161) . THiA4.1% (16919 7 61) 1272
bohrY,

*%17.3 ZDft

17.3.1 AENCHT 2 HkEE

SRR BIANE 70 C U RIERE E R L L FEELR ST
MABIZ BT, A Z2HG SN2BEDH B BIAEBI43661,
AARN4B % &), 527 =% Ay b+ T7HEFTOVTAR
DR R T, AHFR G T CHAREADRD S BEO#E
1202% (161743660, HARNZOB) THo7o 527 —
ZHy bEFT7HETOWTRDOME T, B 7 i P R

FHEE GRG0 5 & L BRRBICB YT, 11% (161/
89K, HARNIZOBI) ICARFPS T CTHREAEDRRD S iz,
4y R EEAE AR I B 2 PR & LR ERRERIC B VT, 60
HWFE—2 5y P A THEITOWTNRDDOREICT, AHKS
T CTHURREED D SR BFIT VR h o7z, [16.1 BHE]

18. FERhZEIE

*%18.1 1EA%F

AHFNZ, Hifk s 237 CHITIRRMICHEG L. ComChalt UFChh
NOREEHES S LT R BAE (C5b-9) DEM
WS 2, ZORR, RANEBERK BB E VR
E R B O M R P PR R B AR U2 38 1T B AR Al 4K
SAEPEIMAE VA I 2 PO 5 B0 72, 45 RUERE 7 670 B8
FAZB W TRARMARSAENE DI (2E R E 2 $0H19 2 .

18. 2 jRImNE{EA
invitrol2 B W T, ARANIPL=7 M) RMERPUE TREAM: S B 72
=7 MY RMERO & N LEIC & 5 s L 22,

19. BB Y 2 IB{EERITN R
—REERFS : 77 A~ T (TR R)

Ravulizumab (Genetical Recombination) (JAN)

CH#H ConsHagroNisrgOgsiSis
L3 CioeHisssNor O35S

B:97)AR TR EETHERAE MEE 70—
FUPURTH Y. =7 2Pk M EIRCSHUR DO
itkgeEi, e b7 L =27 —=2%, KU b
IgGHIRZEH EEA S 7 %o LEAD EH I eI
HRd 5, 7o, HIEWHOCHI, v
BB K OSCH2# 0 — 013 1gG2 (p28H) 25 7% 1.
CH2ER D5 ) & CH3#R1x1gG4 (p48H) 22574 5,
HEH OMetd429% (*Asnd35ix Z 1L Z Nleult O°
SerlCEIRENT VDL, FTYVAITIE, Fv A4
S AN AY —IEMIBIC X ) ELE SN,
T TV AT M8 T I BRI S %%
HEH 2 AR O214 0 7 3 7 FRERIE 0 & 72 ALEH
QRTINS V308 (1= R
148,000) T 5.

20. MRV EDERE
S BRI L TIAE S 5 2 &

21, R4
211 RIS Y A 2 EHE & R0 by EYICERT 52 8.

(FAEMREANT I O E > RIE)

21.2 EHNTORBIEGIDFHED TR LN TWDE Z & s, BE
Feth, —EROIERNARDL T — 7 BEHBEN D T TORIZ,
SHED & PG RER A A E T 5 2 L lC X ). ARHIfE
JABEZEOERIERZIRT L L L I, AR OLENER K
SRR 57— & 2 BN Uy AR o0 s 1F T LS 26
EEHELL I L,

21.3 FHI O GH, FAEHE B ANE 70 E Y IRIEOBW, HHE
R L, AFDY A7 HIZoWTH T4HIEHTE B EN -
EHFMEH O & T BER KR RGHEDOZW, HFICHRE L7
FER & DMHEEZ I - 72 ETORITObN S X5, BIEIGEICH
oo TRLELRIBEEZELLZ &,

GEsMBA MM REEERED

21.4 ENTOEBIEGNZBO TRONTWAZ L5, HER
Feth, —EROIERNARDL T — 7 BEHEN D T TORIZ,
SRER) % ot G IR A 2 £ 5 2 LISk . ARFIE
JABEZEOERIERZIRT L L L B, AR OLENER K
SRR 57— & 2 BN Uy AR o0 sl 1F T LS 6
RiEE#ELL L,

7 F X

x



21.5 RANOIGH IR REE Mk R RO BT, IS
Rl L, AH DY 27 FZOWTHHHICEHTE 2 ER -
EHEHE O b & T BB SR IESE O BW, HHIHE L 72
FEfifi & ORI 7z EToRfTb s &5, #ElEICH
2o THERIEEEZHLELZ Lo

(REREEHENE (REITOJY CKEFTEENIIMKSF
AL BEROEEI BB LIHEICES))

% 21,6 ENTOBRBEBFBO THRONTWS I 25, BEIR
Feth. —EROIEBIARD T — ¥ BERHE NS L TORI,
SREB 2 ot SRR R A 2 E T 5 2 ElC X ), ARHIE
JARZOTRERZLERET S L L HIC. RO OE
RIS 27— & & BNCIUE L. ARH 0@ 1E I 2
RIEEEZHELH L,

#® % 21,7 RFNOFG-H5, 4 G EEF M E OB, HHHSRE L
KA DY) A7 HIZOWTHTHICEHTE LR - RFEEM
Db & T, BB IEGIE OB W, HHORE I L 7R & o
WHEEW - 72 EToORITbND L9, FEREICH 2o T
ThiEEE#ELDLZ &,

22. A%
2V b 3 A R FHE300mg 1284 7)v30mL
2OV b 3 AHIEE##HE300mg/ 3 mL 184 7))V 3mL
2V b 3 AHLEHEELLOOmg/11mL 1734 7 )V11mL

* %23, EBEIHK
1)Jin F, et al. Hum Immunol, 2005 ; 66 (4): 403-410.
2)Wang W, et al. Clin Pharmacol Ther, 2008 ; 84 (5): 548-558.
3)Fitzpatrick AM, et al. ] Peripher Nerv Syst, 2011 ; 16(2):
84-91.
DIPERL =T RSB B - BRI T 5 3B (2019
46 HISH KRR, CTD26.6.6)
5 APV EL ¢ WARHEH R IGEOPNHE S # 5t 4 & L7z [EE
L MAHRER (ALXN1210-PNH-301) (20194 6 H18H &
##, CTD27.22. 2.76.7)
OIALNERL : =7 ) A= TG KD MLE NS S
TWAPNHEE %R & L7z FEE I M ARE (ALXN
1210-PNH-302) (20194E 6 H18H&K#. CTD2.7.22, 2.76.8)
TIAEPIEEL © AR BH 5550 % 15 0 J JL 70 4 1 DR 2 e i A0k T
BHE G L U7z ERES L MAHRER (ALXN1210-aHUS-
311) (20204F 9 H25H g8, CTD2.7.22, 276.1)
)AL L © I B AL LM SR A T O /N R A b g L
L 7z E B 25 AH 5B (ALXN1210-aHUS-312) (20204
9 H25H A&, CTD2722. 2762)
) AEPIEERL © AR BH 550 R 5 98 0 4 By 70 R i A ) e R A
b4 L U7z RS SE [ A8 AR ESR (ALXN1210-MG-306) (202x
ExHxxH&#R, CTD2722, 2761)
10)4WNER 57 A~ 7% &5 00 HARAPNHE S % %t
%L L 7210mg/mLEA A 5100mg/mLEFK] ~ D L)% 2 3
B (ALXN1210-PNH-302%E & #Ex)

IDHWNER 77 A~ 7% &5 00 E APNHE S % x5t
%L L 7210mg/mLE A A 5100mg/mLEFH] ~ D L)% 2 3
B (ALXN1210-PNH-201%E & #Ex)

12)RER : 57 XA~ T DC5) UFcRn & OFEE K5

pHOZIHE (20194 6 H18H A&#. CTD24.2.2)

IFAEAH : Invivo NOD-scid¥ 7 A EFLTD T T 1) X<

Tl X< 7 OPK/PDO L KE: (20194E 6 H18H
##. CTD2422)

24, XBFEKRERVEVEDESE
TLOIAT TR ERR
ATAANVA VT A A=ary By —
T108-0023
FRABXEZH=TH1#H 17
HHf AT -3 % 7—N
TEL : 0120-577-657

26. BEERFGEREF

26. 1 BUEERSET
TLOIAZ IT7—XERASH
T 108-0023
FREBXZH=TH1HF 1
HIfJAF—3a % 7—N
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