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EAEFBEERE - AFHEREXMEETEREK
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57V X<7 (BFEHz) BAOERIZHTZ->T
DEEEREHE|IZOWT
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FAE A I 0824 55 8 &
A Ff1 4 % 8 A 24 H

# E K K
| REFTRET |HEZES (B) & K
Boosl K

BAESBEER - AEFERERAFETERE
(i B A B) )

7V XvT7 (BFlEBz) BAOCERIZHTZ-T
DEEZEIHEIZOWT

77 Y X7 (BT z) BA (RE4A =20 b I U A RTRERE 300mg,
7 HI A&7 300mg/3mL., [Fl HI A iE & E 1100mg/11mL) & DWW T, A B,
[y R EEGENE(GES 07 ) v REFEERE I MKREEEIC X
HZIERDERNRELRIGEAICRD) ] 2HEIIHRE LTEMT D, BE
IREAREE -MEFAR L EZATTR, KRBT OV TIE, BEIERK R
WIEDRIEDY A NEBELZENBEINDIZEENL FOERITH
ST BIZTROBIZODEZEBEWVWEES L > BEE TOEEEKBE~DO ZE
MEEIALIBBEWVWLET,

L

1. RENZ OV TiT, KAGRICE L, MERTEZTICLILEFERNZELE L
FRIEIRERAELSOER, BELRRBEETHOEME 2 AREH L LT
FLELEZOT, FTOEBIITHOEBEWLET,

[ &8 4]

<AHFREEMEHE REZ o7 ) o REFEREXIMRE(CRIEIC K DIE

ROEBPRERSEICRD) >

1. EEHVAEEFHEZREDO L, BUICERT DI &,

2. ENTCTOBRBEFABDTRONT WD Z EMD, BUERTER., —EHRDIE
IR DT —Z NEBEND T TOMIT., REFAZMBICHEAKBERELZ X
MIBsZ ik, REFERABREOERBFRELBETDI L L LIC, KHDOK




SHERVOCEMEICET ST —F 2 BHICNE L, AR OBEEMERICHLERE
- EBExHELdZ L,
3. AFOBREN, £2HFREEFENEOZE ., BRICEEBEL, AFDY X7 %
KOWTHLTRICERBTXHERM - ERBEOL & T, BREABBRREDD
Wi, BERICHRLZEME OEELZR - ETORTbh2 L5, BERE
Khlo THEREBRZH LD L,

2 . AFOEER HEITHRICEETAIEEDOTLBIILTOLE Y TH
D, MERXERLEOREDO Y X7 |IZIIHFEDODEELTRBBEWVWLEYT, £
DMDER EDOEZFICOWVWTHHRORMXEEZSRWEEE XH %
BEICERALTWEELS EOBBEVWLET,

1. &&

L1 AROBEC LV BERAEREEZRIETHLRHY, REEELIBEN
bhBied, UTORICHHEETHZ L,

L1l ASIORECEL TR, MEABRLED IHMBE (RH, TR, |
MEES) CEZ L TEESL TSIV, BEAERRENRDNS
BT, BHICBEL, HEFHORSSOBENRLEBEEZITI Z L,

1.1.2 BARBREZETIHEAS 2BV T, FAI, AFBEANICHEBEREIC
MATAU 7 FURERTLIIE, VERKKBUTYZFrOBENE#E:E
BIaZ &,

1.1.3 BEE AR REEIIBRANAARBEF S22 83HH0T, BRI+
SUHBTXIAEEMBRECEMD S & T, H D WISHEERERYED
LW R OBREN TR ERGR  DEET TRETHZ &,

1.1.4 BEEABERBYPIED Y R ZICOWTERFIZHA L, YREEOVHIK
BErREECEMRSY, MEAEREECEETZERBERLZEALC
X, THRECERT DL )BEICEEES2DHT &,

1.2 AFIE, REERRA~T S 0V RIE, FEABEMEREEERED 5 VX
L HREREGENEIC TS RAREFEOEMOL & T, WELEOFRMENE
Mitx b LHBINZBAICOLBETE I L, £7-, AFKREHEEA
TR L, AFIIRBARESEIERTIRARANWI L2 ED., AR OFEME
BROEREY BEXIZTORECHSHAL AEZ2BrLbEETE L,

5. PEENIIZBRICEEST IEE

<ZheedLE >

5.1 AFNZ, Bk 5 OBAREMEE L, HKRMEE S Cob-9 DAEKEZHIHITD &
EzbNB1-0, BEEAEZIILD ETIREBRMEIC L D RYIE T RIE
LR B AEERH D Z D, KEOFHEROEEME +5ICEBE




L LT AHEBREORFLZEEICRHN L. B RGRBEFICERTIZ L,
T, ARBECBEL T, BABREZETIHEEEHRVT, KA &
BERBODRS L 2HEMATE CTICRERE ICHT IV I F U 2EETD
Zr, BIPR~DOEFHZEECEL Tk, MREKE, 17 FE b &
T2V 7F v OERBRREZERL, REEOLEICIIEAENLDOY 7 F
VOEBERFTD I &,
<REBBEFEGENE (BEZ7a 7Y v KEREREXITMERE(CRIEIC X 5E
ROBEENEERFEAICRD) >
5.6 AR, Hi7eFra) U EREREBEOCREICERT S Z &,
5.7 AKX, AT uA FEIXIZAT a4 REILII OB EMmEH R+ 21c 8 L
WA, UTIRRTEE~DERGE2EERTDZ &,
- s u T Y v REFHTEREXIMRE(LREZ BT LT HIER OB EAR
A RE
CABHESLRBERZIC LY, B e T Y v RESERE T LK LR
DT F 2 BE




* % 20224 8 HIET (%6 kK. ZHBEH)
*20224E 1 HEET (855 M%)

B &SR, 2~8CTRE
*ERHHARD ¢ (L b 3 Y A AEENES0mg) 307 B
(v b 3 Y AHIA B E300mg/ 3mL R U
1100mg/11mL) 18% B

BAB#E R TEET

876399

300mg HI 300mg/ 3 mL |HI 1100mg/11mL
Z 5 |30100AMX00022000 | 30300 AMX00316000 | 30300AMX00315000

WAEmE| 2019469 B 2021%E12H 20214E128
% (C5) T/ /7O0-FIViRERA
STYXTT (RIGFHEKZ) SEkINA
MRS, BE. LHEEESY
-— ® 5 5
ANBIYR SiEsRE300mg
= |
)V bV X HISE 300mg/3ml
~ 2 N N
IV IV A HIRERE 1100mg/11ml
Ravulizumab (Genetical Recombination)
ULTOMIRIS?® for Intravenous Infusion

#) HE-EMEOLFEICL WV ERTEIE

1 Ed: -0 1%l RIR/FN 263.1mg - -
ity AL = o

1.1 ZHOBEC L HMRBBRAEERET S LN B Y. & | o a—AAt R Rie 50.3mg
RCCESHENEH30. UATOSC+HIBT 35S buzixgyw R e P
Eo [5.1, 9.1.1, 11.1.1 $H] 3| FVYL~—180 60mg L5mg 55me

1.1.1 ZHOHBECEL Tid, BERAEBREOMNBRBE L7 A¥=y s 130mg 476mg
8. T ESEES) CAELTEEEZTHCE. B BUE = 150mg 550mg
EREEEESFr ZEhhG4ICE, E6IC28EL. RHEA *mm:+v4:ﬁ0mzy—wm(am)m%omzmmﬁ%m
DRSSO LLEEITS S &, wTRIEE LA,

1.1.2 RAasEAREET 5 B2 RV T, B, 4885 3.2 NEIDMR .
HCHERABIC ATV IF L AEET AL, BECE LR RHLERIE
CT77F 0EMERTERT I L, B o % ES ARSIt ]33 300mg/3mL

1.1.3 BEABBREIRANERBBEALSEFHBD 300mg lﬂﬁﬁgﬁﬁﬁf
7. REBIHHHECE ERRRRVERNS & T :

2 - .| mErebTacaL |  E-Rs
8 5\ (980 S BB T (ORI R U T B EE A I e x| P
EREOHBRBEFREICEMS . BESEBLEEICHE (EBREHFE) | X0ARE(5mg/mL)) | IDAFIE (50me/mL))
BT BERFREL PSR, TAECERTILSE
EIAEEELD L, **4, FIRE (I RN R
*4[1.2 ZEE. RAEMEBATIOC Y RE. FARRMMER OREMERAE IO L RE
BEERRESAVILSNEEGRNEC I LERER (@77 L0 INte e Tndid 3
SEMNG LT, AELOEEMFEREE LT h3 LY O2SNEEBRAE (RFETOTY L ARBEREER LM
BHEh3RaNARETH L, i, RSB MR L BEROEEFREL GRS
%YL, FEBERESAILIRATRIEN EEADH. — )
FROFMMER VBRI EBER L ZORKICHAHIAL. 5. REEN TR ICBIET R
AEEETHIOBETE L, [5.1. 11.1.1 HE] (RpBESEE)
5.1 A#lL, WMECSOMBLYMREL, RAIHAEBEHECS-INE
RAFHT AL EL N0, BEAELIILDETSHE
BB (3 - -

2. ME RopECERsLENCE) B RAE L & 5 BAE 2 R Lo ¥ < % 5 TS 2

el MRAHBREIREL TVLRE [T RIS L2 Linh, FROEHRRUESEE THBRLALT, &
S . - AR S ORFLREIKE L, Y LHRBECRAT 2T

5= Nk Al SIS L A SPL Yo 370, FABGCBLTE REERLETIRESE

51&& BREICHTAIIF v 2EHTH I L. FINE~NOXRS
| - - - BEICEBLTIE. WHAKE. 1 V7V U FEDEICHT AT

il A e e 77y ORBRRERBL, KEBOHEIIEAEROT
"300mg 300mg/ 3 mL | 1100mg/11mL s+ BRI THE, [1.1, 1.2, 9.1.1, 9.1.2.
2 A il R B 1L1.1, 11.1.2. 17. 1. 1.17. 1.5 £M@]
Pt tori—A Fori—ft
prm Randiiy petiim (RAREMATIOL > R
B 571 Zv7 5.2 AFd, 7U—H4 F A FY—HEEITLY, BREREEA
% | GREFERE) 300me e 1100mg EFUVVRELRESH S A BECERAT S L,




5.3 ZF)IXS5 1T L VPNHFMEKR S 0 — Y HFFRL T 2700,
FREFIELABHEICER 2 MEREDIELLBENED
b, FAOEHRR UL THCERLLLET,
REARENBED L EZONDBEIHERT A &, [8.1 BH]

(FESRBIRRIN T R BEEAE (R

5.4 WMAERMMEEIC X 2 FaEmitREEE RN O BE K
BTazis

X[ FEARF MM REFEEER (QHUS) B#AF 4 F2015] (B
FHEES - BRNERZS) 2BELTAIL,

5.5 ZREMBHEBVNEEOBFIIN T IR OEHHR T
ZEMEIBLL Ty (ERARERIE V).

(RESBEFEGRAE (GETOTY L ARMIAEL I MAES
LEEEIC L BEROEEFEESTAICES))
* %5 6 KA, A7 F L) v EEGCREBEOREICERT
6\:-&0
* %5 7 KANL, A704 FRIXIZAFa4 FHILSORENH R
PHHEEPLRVEEI. WTRRTRENORSZER
Té:&c
C RS 0T Y RREERE MBS ERE T LT
DIEROBTEMEEE R BE
CEPHERREASICI D, RES0 7Y Y RKEBEREX
ML O REIT A R B E

*x6, AiERUVAR

(REMEBRAE /DY O RERVEEREELRIE (RET
O7) 2 AREEREE (S MA P EREEC L SEROEEH
Bt L FAICRES))

BE, BACE, 27VAT GBEFHRR) LT B
ZOKERXERL. 1E2400~3000mg% FBRAEL L. ¥E
&5 2587%1C 1m3000~3,600mg, LARE 8 &= & 12 1 [E3000
~3,600mg% FEEHET %,

(FFsR BRIt IR I EAE R

BE, I7VATT (RIETFHERL) LLT, BEOKER
ZEL. 1H600~3000mg%MsAEL L. MEKS 2 8%
1 E1300~3600mg. LA 4 3813 8 3 = & 12 1 E1300~3,600mg
% RIEHET 5o

7. BERUVARCHEEYT 238
(RAFBBERAEIOE > RE)

7.1 1E&7: ) DEFORSEIE, TRESEIITHI L,
1M&7: ) oFAOESE

.y MEx 5 it 2 | B L0 5 i
40kgIA F60kgH ik 2,400mg 3,000mg
60kgbh_E100kg i 2,700mg 3,300mg
100kglA b 3,000mg 3,600mg

7.2 ME%S 28% % CiCiEPABRBKERFE (LDH) &
PETLTwAEVEEILE, FAAORSHRORTZIRET

5Tk,
(FEsaBVRIMY R BIEERED
7.3 1@H72) OFEMOBEREURSHEBIE, TRABEIC
TAZ k.
1H& 729 OARKOE S’ R URS-HRA
y B D
K mogsa | POLEC | 2AAE
5 kgl E10kg kit 600mg 300mg 44
10kgbl E20kg i 600mg 600mg 48
20kgLl E30kgHkim 900mg 2,100mg 88
30kgs! _E40kgik 1,200mg 2,700mg 858
40kghl L60kgA ik 2400mg 3.000mg 88
60kgbA_E100kg & i 2.700mg 3,300mg 8.8
100kgkl | 3,000mg 3,600mg 8 M

(LHREELEDE (RETOTY L AREEEEIIMmAS
1ESEEIC L BEROETES/ B EEICRS))
**7.4 1 b2y 0FxFOBSRIE, TRE2EZFICTSL,
1B&H7:h oFxFokSR

i N5 & 2| B LBROR S &
40kgb)_E60kgHim 2,400mg 3,000mg
60kgbh _E100kg A i 2,700mg 3,300mg
100kghl | 3,000mg 3.600mg

*%7.5 AFOLFHEEFRVERZL IR E LABRRER T,
1T & A LDBRBRRKISH THRS FRMG18ESK X TICERDOUEN
Boni. ZREWEKIBARZE TICEROEBEFEDLLEV

BETIE. VAZIRAT74 v M 2EEAL, AFOE5HLEE
Batyaz i,
(FhBELE)

**7.6 RIFES TS RBEEREI MBS LREOBTICL
D, FAOMETRENET§T50C, TRESZLFAOD
BARSEZZERT AL, MARSHRIBEORBLHEC
B\ETH L, [10.2 BF]

aE BEED EH) D .5 1[o)
R 5 & HWERE #HIHE
ML | fEror)y
ik = AT 16 4 B B | AR MBIEARE
B % 4 R A
{Okghl L6OkghiM  [—owe | 1200me 600
& £ 3000mg 1500mg =
. 2,700mg 1500mg
60kgbA_E100kg ik 600mg
3,300mg 1,800mg
3,000mg 1500mg
100kghl b £ 600mg
3,600mg 1,800mg
* 7,7 MBEAFZMEREORITICLY, FROEHHIRTT 5
BENND B,
8. EELEXRMNIEE
(REMBREAETOE > RIE)

8.1 AFBEIZL HYPNHFMIKZ 0 — > HERL T B0
FHEHELAHBEGCERLMBEREOIZDOONEEEN
HhH o, FFOKS5EPIEL-BEICHL T BIEIGEH.
MmEPIEMLRESZERAHET 5 ﬁﬁﬁﬁﬁ@i{h%ﬁﬁ% (H
FL. LECRUTHYZAERZT) 2L, [6.3 ]

(FEsR BRI IR BEAEAE IR )

8.2 FH&K 5 Mm% MBS EMKIZE=5) ¥ L.
WEHERHRD bh i wiFEd. AR ORSHROET LR
H¥aZ o

3 AR EFIELABECEE0 IREM N ERESRRT
DBENNDHL, AAOBRSeHELZBEIIFLTE, &
FORELETRCEEL, LECR UL THEYZLEBZIT)
Zk.

. WHENEREFITIREZICHT I ER

9.1 AHHE - BEESOH 5 BH

9.1.1 BEXAEBREOCHTOH DEE
$ﬂkl0ﬁﬁkﬁ@%ﬁbﬂ@b@?<&%7%ﬁﬁééo
[1.1, 5.1, 11. 1.1 &)

9.1.2 BRREQBREIBEESEHh 3 HE

BRI AT (RERAHE, FiRIRE. 1 > 7 V2 Y FE5F)
WX B REICRAELR T AN H 5, [5.1, 11. 1.1,
11.1.2 BR]

9.5 iFig
HR IR L T AR H 2 LEICIX. ARLOFRE
AR E LM A LU s N3 BECOABETHI L,

o4




9.6 123K
ERLOFBURUBIARBEOFRMELERL. BALOMkE
X ZRE T2 Lo

*%9,7 /NRE
(REMEBAETOE D RERVEFUSEGRNE (RET
O7 Y KRE TR I MA R LREC L SEROEFEL
HRilt & A ICRS))
9.7.1 MREwNRE LAAHERIERSHELIHEEL LERK
RBRIEEmL TRV,

(FESRBIFE I RBFFEAE R
9.7.2 kESkgRMD/MNRFENRE LAHRRIRL2NEZ
R L-BRRBIIEREL T,

9.8 ERE
BEZORBEZBREL N6, HECRSGTHIZ & —RICAE
ERAE (iR, Frdte. SBEmes) FETL T2,

+x10. qHE{EH
10.2 BEREE (BFRICERT3 L)
LS BRARAER - 1B IE e - ERET

* k| ARFEFOT) Y | ANREFOT) VRN E | NREFTTY > BH
WA OBRIESIC X o THH | & o2 SRS
(RYVZFLZY) | OPRIRBT2BER (12X b, KA OMmiFH
I—-NABARE | AHLHOT, HiMAT LS | MENFETT A TkE
yur) %) A, FRORFHRS | 55",

[7.6 &&] EERTHE,

¥k ITTHTNVFFEF | FHNOYRVBETEE | =7 NVFFEF T
TA7r GRIEF | FhAHEH0T, AHIC (V770D FH%E

Aaz) L halE AT AME | S UBRBRFZFK
id, 7 ANVFFER | (FRn) KHETE
TNT 704 2 V5 | A OMEPIRENET
CBTABRRES NS 2 | TAMREND 5.
BEEURECRETTHZ
EHET LV,
11. EEA

KOBERAA S 5bh 2 Z e HHEDT, BEEZTHIATY,
REIBDONTBEEIRG 2RI T E R LB L LEE

P .

192k,

1.1 EXEFER

11,1 BEXEBEE GEETH)
BEEATIMMESZRBEL. ARCERELTAILNHZ0
T RHOHZE B L TiE, BETREEONBHE (B3,
ER. EBEE, =8, SAREoE /L, m, Bl - B,
EW., AKBINE) ZoHBET TS 2k, BEARR
BEAEDNALEEICIE, EHIIBEL. HEAORESFD
WY RMEBETH) k. BEAHICHTIT ISV EZHEML
TOHRELFAFEDONATEY, BTIIELIBENDDH D,
1.1, 1.2, 5.1, 9.1.1, 9.1.2 &f]

* %11, 1.2 BEGBREE 15%) .
BEAKREREE, MRARKERYE, 1V 7 VI Y YERES
NEELBREEIS oA EXH B, [6.1. 9.1.2 BE]

11. 1. 3 infusion reaction (BEEAER)
avy, TH74 5% V-%dbobhaleNbs,.

* %11, 2 ZOROEHER

. 1%L E ; .
10%2L = 10% K% 1%%kiHk AW
* % FHBEE = B Bk, | HERR. |-
T g
* k| —it - EHEE |- S%. By |BE AV |EBHE
BIUEBRSHA TN YW
DIRE WA
RES L UFF | - TRGERSR. |- FAE) TR
4 HE ol o83 % (W%

. 1%k .
10%BE |0 e 1 %Ki BREAH
BE, PHEBL |- EACHEIR |- =
Ui B & BHE &
* k| HERRB LU - DUl PO | FERSE. A |-
Lt . WA |
MEREE b FEIEO TV |- =
* % EMBLEKET |- I EIE B | RS =
MSEE &

14. @A LOEE

14. 1 FEXIBEBBSOEH

(MHIIE)

14.1.1 F]FNC, TR, BT, BRENZVWIEZBRICT
FEZL, REFZDOOLNIHBERERALEVRI L,

14.1.2 REZV I TRATAPLLERZRENMY, ARLE
BMEEHL AV, SNy 7ETEAZHERT 5. FH 1
A T7VOFRCLELZEREBEEROBRRVAREOLRH
DRERITREBEIITHIE,

FH 154 THORRCLER HREBREROREUFREOEXA

DR
F DA
(Lriqrn) | DREBREE | foo o
(134 7Ndh)
ESAS VRS
#300mg 30mL 30mL 5 mg/mlL
2 b3 RHIAE
#3E300mg/ 3 mL 3mL 3mL 50mg/mL
20 b3 RHLARE
#31100mg/11mL il 11mL 50mg/mL

14.1.3 BEDORZAHH (2 b3 V) X HBHIFFE0megL 2V
F 3 AHIA#E#FE300me/ 3 mLKE ¥1100mg/11mL) %*iR&
LTHEALZWwZ L,

14.1.4 FREIW/L2IREL. BERL 2V &,

14.1.5 W%, T, PNT. EBRSFH2VIEXERICTH
L., REVEDLNBAIER LW L,

14.1.6 AWBIRLP BT TIIE,

14.1.7 FZRO7N4 TVIZLEFEVE Y TH B, 754 TVHEOR
EABNEDICEET S L,

(ZLIL b 3V X EFEEHE300me)

14.1.8 ML -BHLELIEAL 2SI, 2~8CTTO
BRETII2A4BHUN, XEERBRECIZ6RBALUAICERT
Ak,

(Vb 3 Y ZXHIATERE300meg/ 3 mLR U 1100mg/11mL)

14.1.9 ARL-BERTEBIERALR2VWEEE, 2~8CTo
BRETII2ABMUAIC, FREFECIABEUNICERT S
:ko

14.2 EAREEOITRE

(BFEE)

14210223270 074 V5 —2BLTHETHI L. A
BMLET4 205 T5d0L L, HHOEHA, 8K
HELRAELZVWIE,

14.2.2 ZFOHFEHRICEHERAF BRI L 72563, EFOHET
BEREYETHNIIHEGEPILEL, BERTE, BFEO
FERVRET ST CHEICHAET S L.

(L b 3 U R EFERE300me)
*%14.2.3 ZRML-BOKREREIZ. UTOBKRARICBIT2EK
BERELXEIZVESICL, AERSIfTbeVwI L,




R PR AR 34T 2 A0 B OF 2 I 13 ARt 5 e o di K 5 92

R BRI EE
EAlIE 2R 2 Jol H LA o 5 5

5 kgbh E10kgHK ik 31mL/FF 31mL/k§

10kgbh L 20kg A itk 63mL/BF 63mL/F

20kg bl L 30kg ik 120mL/#§ 127mL/k§

30kgll E40kg ik 184mL/F§ 192mL/F§

40kghh E60kg A ik 253mL/B¥ 250mL/Rk§

60kgLL F100kgH ik 318mL/k¥ 330mL/F¥

100kgbh b 333mL/k¥ 328mL/F¥
BRI BT 2 IR SR ORKE S RE

fhHE WIEHE BRI 5 RE

600mg 240mL/BF

40kgh)_F60kg AR 1200mg 240mL/ B

1500mg 250mL/ R

600mg 300mL/#¥

60kgil_E100kg R ik 1500mg 300mL/K¥

1800mg 328mL/§

600mg 300mL/ R

100kgkh E 1500mg 300mL/kF

1800mg 328mL/B§

(2JV b 3 U AHISE#52E300me/ 3 mLRU1100mg/11mL)
*%14.2.4 FRLL-BOBEREL, LTORKBESEELZBL R
wkHicl, 8RS fThREVI L,
AR T 2 [ B DA - B 0 de K3k - B

*E BRI HEE
EmEass 2 B HUROR SR

5 kghl L10kg i 8 mL/k 8 mL/R¥

10kgBl | 20kg ki 16mL/ 16mL/k§

20kgkk E30kg ik 30mL/kF 33mL/

30kgll_F40kgHA i 46mL/BF 49mL/BF

40kgbh L60kgHK il 64mL /I 65mL/F

60kg bl E100kgKik 92mL/RF 98mL/F¥

100kglh £ 144mL/ K 144mL/B§
WHEIESBORAES HE

& W BRESG HE

600mg 48mL/F§

40kglh E60kgKim 1200mg 57mL/B¥

1500mg 60mL/Rs

600mg 60mL/Bs

60kgih_E100kgRik 1500mg 83mL/F§

1800mg 86mL/K§

600mg 71mL/ks

100kghl - 1500mg | 120mL/B

1800mg 127mL/ k¥

15. ZDMOEER
15.1 BEBRAER IC XD < 1548

ERtFASE TAARBRIC BT, BERIMS TV BHEA
T A MBOBANBES ATV S, [17.3.1 BE]

15.2 FEEERBICE S ES
T I ADE - BERBRAERE (0me/ke® 25 H B BIRA
#B5) BVT, SEBRRENED LY,

16. SEYW)RE

16.1 IFRE

(BEMERAEIOE > RE)

16.1.1 EEHESE MR (ALXN1210-PNH-301) (##{EHEE
FIRABMDEEMEBMATIOE  RIERE)
18EU L OBEBER REROBEARUAEARELER
NEFUY VRERBEILH (BERABELAEZEL) 2. &

F % 1 [E2400~3000mg% BIsa A & L, #AEHRS 2 BM%»
5 1 [E13,000~3600mg#% 8 HEMTARBIEL L EZDF T
YAITOMES +5 7WEITENOESY Chols

BERERAEIOE Y RERBICBIIL57) X2 7OMiE+H + 5
7RE (ug/mL)

40kglh b 60kghh 1
60kgARiM 100kg# i

Dayl5 | 424+116 (41#%) | 378146 (79%%) | 334+93 (5H1)
Dayl83 | 548+168 (41%8) | 439+139 (77H1) | 392144 (6#)
Day351 | 573+175 (3781) | 462+186 (7661) | 407162 (7 #1)
H Dayl5 | 431+123 (6#1) | 387+99 (12%%) =

7| Dayl83 | 669+211 (5%1) | 475143 (13%1) -

. Day351 | 734+153 (4#1) | 511168 (14%1) =
FEHELRERE (AR

100kgkh L

ER¥FH>

16.1.2 EEEHFEIH MHEFRE (ALXN1210-PNH-302) (T U X

v 7 (RizFHiez) B5CX)MERNBLFAPHEHSATY
AHEFMERMAEITOE S RERE)

BREULD T Y X7 (BIFHRL) 5L YOEN
BIHANH IR T E HEARUABEAREREBR~NES 0
¥ REREH (AFRANRE 5 I &) 12, K % 1 [2,400
~3,000mg#* AR L L, ks 2 BE#%A 5 1 [E3,000~
3600me% S EERCAKEIELZLEDT 7Y X2 7 DM
HmETTMERTROLED ChHot,

BEREHANE /DY RERBT A7V A 7OMEP 7 78
B (ug/mL)

40kghh £ 60kgil £
60kgA ik 100kg ik

Dayl5 | 448+151 (2681) | 395108 (63#1) | 34450 (7 #1)
Dayl83 | 561135 (27f) | 484+143 (60%1) | 424+109 (8 #)
Day351 | 584146 (2741) | 513+164 (58%0) | 458+134 (9 4#1)
. Dayl5 561 (140) 33386 (3 %0 421 (149)
%4 |Dayl83 | 854 (1) 369+132 (4 #1) =

A Day351 | 789 (141) 429+101 (3 %) 564 (1 #1)
THERERE (%)

100kgll

ERW

(FESREVR I IR BEEE RED)
16.1.3 EEHFESIHEZTER (ALXN1210-aHUS-311) (H&AMESE

A AEOIEMBSR MM R EEERERE)

LRV EOBEHERRERDO BERAR TS EAFEREE M
MIREEERESRESA (BRAIAZED) . FH%E 1
[2400~3,000me % BEAE L L, WEKS 2:8M%&» S 10
3,000~3600mg% 8 EHMCHBHEL 2L EDF T X<
TOMEP LS 7REITEDOLBY ThHo 77,

FRBEMMRBEEGERBEICBTA7 7V A 70MmEb 57
A (ug/mL)

40kghh L 60kgll b
60kgH it 100kg A ith

Dayls 343+109 (1149) | 312+107 (39%1) | 269+67 (5 #))
Day183 | 612+333 (741) | 492+180 (3341) | 549+208 (5 #)
Day351 | 596+324 (74) | 574+204 (30#1) | 715306 (5 Hi)
- Dayl5 397 (149) 283,352 (2 #1) =

A | Dayl183 543 (141) 374,773 (2 ) =

M Dayast | 688 (1) | 434,807 (2 B0) -
TfREEE (IR

100kgA £

Bl

16.1.4 EREHEEMHEERE (ALXN1210-aHUS-312) (GEsEE

M4 REEERRRE)

18 ki DB R FER R BRO B ARAR VS E A BB EMD
BRBEEREEZIA (HEALAZAEL) 20 A#E L
E300~3,000me % BISEERE L L, #EKS 2:B8ME» S 1E
300~3600mg#% 4 EX i 8 ABBCHRWIEL L EDT T
YATTOMER S TRERTEO LY THo72Y,




SO M RIHTERELF B2 5 7Y X S oliih b 5 7 7B, BEBRERSFEEWN3ELARRZS FHiE 2 AHE

RE (ug/mL) FCICHEARY 7 7V EEELEL Lz, (5.1 BE)
5 kgl b | 10kgh & | 20kghi b [ 30kght - 40kt E | 60kghl t i o
10kgski% | 20kgi | 30keRik | 40kghik | 60kgR | 100kgk M Kﬁlmﬁi?& A&, 1 E2400~3000me% Bﬁ#ﬁﬁji XL, #
m#x 5 2 AMEY S 1 H3000~3600mg? 8 8 T Ai%%
Dayls |58 432 231287 | 109225 142, 217 | 435 SRR S
(288 | (98) | (480) | (24) (16 . =2
% [ Dayiay | 1987 [701+284|5705224 5114100 444 1 B3 ) DAH OB S &
O e | ) | (4 | 38 (181) #E MEES & 2 BHDRORS R
Dayssy| - |673+210|573£297|303 23| 637 | 639 40kg bk k- 60kg kit 2400mg 3000mg
o8ty | (38) | (261 | (18) | (140) 60kglh_E100ke Rk 2700mg 3300mg
Dayl5 (‘1*3,;) = x - . - 100kg8\ k. 3000mg 3600mg
Flpayiss| - | 200 | - P > _ EEHFMEE TH S [Dayld3s TOWEHRIME (pRBC) ¥
A (18 o[ % R L - B E 0# 4] BT [Day292: 5Dayl83F
Dayssi| - | 2001 3 = _ TOABBKFREE (LDH) A #EEEERO 1ELUT (LDH
e m“”’ ERI) ] 2 TROLBEDTHY, WENLFABDOLS Y
TG+ 7] -2 4 e .5)
2 SR 30me A2 7TEINT 2 IELHEIRFES N2,
FEFMABOKER (FAS)
(& SWEEGRIE) - ey e
*%16. 1.5 EREHFEASMHRR (ALXN1210-MG-306) (2 SBEE 1258, 55 | 12080 35
TEPRERE) BARAIRH) | HZAALSH)
188 L L O GEERRERDBEFARUNEALERESLRE DRBCH I (1%
HEHEBRESM (BHREAHAZEL) 1. &H % 1E2400 Day183 % T pRBCH M R & 21 73.6% 66.1%
~3000mg% BAEARE L. WEHES 2 M5 1 H3000~ LrgmEons wrmm | (©F 55 | B8 1ss]
3,600rj1gij SERRCRmEEL L 30)7 7Y A= 7 DOME BNE GRE7 ) X< TE)° 58%
P 7TRERTROEBY THo77 [95% = #X i [-4.:66, 18.14]
LGBBEHENERE BT L7 7V A7 OMiES b7 7H8E LDHIE %k
{ug/ml) — — Dayl83% COLDHERL” 536% 49.4%
g g ; [95% = HIX 1] [459,612] | [417 570]
60kg kiR 100kg i e 2 v
% Dayl5 | 556+116 (7 B1) | 439+118 (46) | 35868 (32H) & XIS [95%FIBIEI] . [0.796, 17691
i | Day183 | 887483 (4#1) | 6362157 (3981) | 471109 (27H1) 2) 5 ¥ ALEOR BILE (%R RN 1 4/ opRBCHIM
%JMﬂs 492,520 (241) | 467+159 (4 ) - 2=y MEAHO0. 1~14, 15BIE), X2 ) —= FROLDHIE (&
#E EROLSELE 3 &RiK. 3BULE) KXk 600EMNICE
A |Day183 | 817.833 (241) | 736+86 (31 = FAIZN—THEIZOWTHM¥E L 2-Mantel-Haenszelis. FEFHHERHR
EHEFEERE (%) Tl -20%
. «: pRBCHML= v }ii. HAOPRBC | ¥R ORI #EI THA
16.5 HEik ENTVWADRBC1 Yo EaTh b I LA b, HRABBRY
5 7Y X273k MEIgGE 20— F VG TH LI LD, ) ODRBt’ClH’—ﬁl;O.SIﬁ%:;?;&% kil s Ty
g N =1+ b) Day29# &5 Dayl83% T s AM ~LDH®D
WEEORES 17 » DHREBLFLLIERIN L. B, WIE. <- 274 OLDBE ROEHE L7 — I
16.8 ZOft EHER (BHEROESICHT 2 MAMTIINE. N E—kED
’ . X ERTHERE L), FHEBAME - 039
1BELULEDT 7Y X< GRETHRL) 10me/mLBH %% o) TZYARTHIHTAEAROF v L
ELTwsARARERERAE/ OV VREBE SIS B, WILE, ~<—X 54 OLDHEZRBERL Lf_-—whm
VT, 770 X7 10me/mLBAN DBk &, B Sl LRl ek LB
©F 7Y AT DM 573 DEBYMA
gfié 7: ISP T 27 2l IR AR g S2MF—FHy b A7 HECORMERIE. AHRESEH4L0%
Dico

(12561 F5561) K@D bhiz, ELBEIEREEBE T, FH#
F5200% (1258152561) ICEH LRz,
17.1.2 EE£RASET#HRR (ALXN1210-PNH-302) (X7 U X

7YX T OMER 7 7 RE (ug/mL)
10mg/mLBIF ¥ 5.5 100mg/mLMH % 5k

HAEA 502.9+184.2 (8 41) 4980+214.3 (8 #1) 77 (BEFEBR) #5ICL U NBERSIAMEEhTY
LA ($1%) BRIEMERANETOE S RIERE)
HNADYWHRAICIAEYHBOERIA LN E oIz, F BEbltorryy) X<y (BEFERL) H5ICL)OER
A HROLDHEOFHHEOHEBIIREL Tz, REH~D EMAIH S TV 2 RIEEREAEY O ¥ ¥ REBE1956)
Fr-pBSbBROLhd o2, (BEAALAREE) 2R e LSRR AERELIEER
NEAREREN AT 0 ¥ REREMIISBIT %10mg/mL ERABETRBEERBRIEE SN, 2B, BRERS
A A 5 100mg/mLBRA~NOTR L ICBVWTH, TEAFE BERART 3 4E LI IR R 3% 5B d 2 R AT  CICRERR R E 7
TEYHERVLDHEOEHMOEBIIZRIRSIT, & 2 FVEEYSLEL L, (5.1 BE]
SUADOFREELED bRz, AMOBPE BRI, 27V X7 GRIZFERR) ORHK

BE52BBICAHOR S Y HEBTA L &L, 1E2400~

17. BN ] 3000me% BIsRAR L L, MEHRS 2 EM % 5 1 H3000~
17.1 ARHBRURLMICHET 55K 3600mg# 8 MMM TAMEIET 52 L L Shis,
(RAEFMBMATTOL > RIE) BB 1) ORIt
17.1.1 EEE#FEAE MR (ALXN1210-PNH-301) (##EE . =

FFRABOREHERANEIOE  REBSE) o] Jj:ojligikiﬁ mi];ijgﬁ e ﬁ;gg:::ﬁ%ﬂ

188 U E Rk LR R ERORBMEURB AT 0¥ ¥ IRIE = 2'700 3'300

BE (BEF2e0, BAABMEEL) FHRE LSHR kg & 2008 =

H R B LI SR TR A AT R R BRI 5 7, 1okt £ 300m& ELA




FEFMEETHS [X—A 5 A ¥ HDayl83F CTOLDHE
1E] 3, TROLBYTH), FHAHOLI YT THIC
T 2 B BARREE S 1720,

R—ZF 4 v H5Day183F TOLDHEALE (%) (FAS)

AHFE IrYATTE
(9769, 5 HLH | (98K, S HH
A5 #) AN 7 H)
~X—254 ¥OLDHE (U/L)
(T fim i) 22801+48712 | 235.22+49.710
Dayl83®LDH (U/L)
(P AR ) 22411+51.719 | 244.11+70.292
~X—~RF4 ¥ Hb5Dayl83% CHLDH
(% S -0.82+303 839+3.04
(/b = FE T IR RN)
HME FAE-17YXvTH)" -9.21
[95%15 #X ) [-18.84, 0.42]

a) 58, R, X—X 54 ¥OLDH, pRBCHME (EHR%ELSH
BAR0 1 SELANOpRBCHM O A %) . RBE & SR OXEEH & BE
R L LAMMRML, FEFHERAE : 16%

52B7—% 7 v b4 7 B ¥ CORIEMIL. RFRKEEF330% (97
Ble326) CRIERAR® iz, EREIERIREET £
RS 134% (97811361) (2R b7z

(GEHRBIE M R BAEAEIR )

17.1.3 ER£FASEN4E58 (ALXN1210-aHUS-311) (#H{EHES
K AMOIERT B M REEERERE)

128U OB AHER RAROFARB NN RBEERERE
E5360 (HAAZB%ZEL) 20RL L SHELAEER
et EABRAER S N7z, ADAMTSI3R$EE. STEC-HUS.
a5 I VCREBBRETFOREIC L 5 MBS MEE
(TMA) B L7z, AR LR BEICR, BBHREDD
ATMABRE SHARUFHHE 3 H2BL THHET 5 TMA K
FEN-FHBBEOTMABRE SHDE T,

% B, RHISBAEET 3 ELAIZRRIR 55 2 BEET
TRHERET7 SV EE2 VAL L, ARRSHK2E
MElE CICREREY 7 F Y EHE2 T TOEVWEREITE,
AHZERGEHEIOT 7 F L EEK 2 EAR%R T THRAYEZ
FHMIEETHIEE LI, (5.1 B8]

AL, UTORSL VALY AREEL.

MEE 2 8% IR

i ARASR #ljht 5 k
40kg LA E60kg i 2,400mg 3,000mg 88
60kghl F100kg#i |  2700mg 3300mg 88
100kg3l & 3,000mg 3,600mg 838

FEFMEB Th 5 [Dayl83Z TOTMAZLER (/MR
BOEHL, LDHEDCIEEIL, MFEZ L7 F=VEOR~-2R
T4V BBUUEDET)] &, TROLEY TH- 7,
EEFMEE O#R (FAS)

AHEGH (5641)
53.6% [39.6. 67.5]

Dayl83F COTMAZREX % ZK

L2-#EEOHE [95%EREM] (3081)
TMASERZER) OGRSt

M/AREAERLL - HBRE RS 83.9% (734, 944]
[95% @ HE 1] (47#1)
LDHAMiACE L L - B o4 76.8% [64.8, 88.7]
[95% 5 BX ] (4361)

mis V7 F= BB R—RAF4 ¥
2 525% L LBk L - gE oflE
[95%1= #IX 7]

5287 —#% %y b4 7B FCORIWERIL, 345% (58%5152051)
KOO, ELEERIIRABER HEE T, &52% (58
AR 3 CBED SR,

17.1.4 GREHFE)E MR (ALXN1210-aHUS-312) (FEseBlig
It4 R BEERE R A )

18R A i O FE S TY i oM 4 PR SR fE e BF B B 210 (HERA 1)
ZED) zRARLLASHRAAFERIFESEABRIERE

58.9% [45.2, 727]
(3341)

| [95%E X )

N7z ADAMTSI3R#EAE, STECHUS, 2/%5 3 »CH#H#E
FEFORBICE BTMARES L.

B, AFZESFEINIELUAIRRSMEE 2 AN
TIEBEREY 7 F VEBEER LA Lz, ARESHE2E
B CICHERET 7 F VEEEZRIT TV ARVEREIC,
FHRSEBEBEIOT 2 F o BEEA 2BEBTI TREWR R
FHICRS T L E LY. [6.1 BE]

AFNE, UTO®EL I A V2 X b SAiREiEL 7.

DExS5- 2 Wk DR
i e k5® H5HWA

5 kghl L 10kg i 600mg* 300mg 438
10kgBA_E20kg i 600mg 600mg 434
20kghl E30kgRik 900mg 2100mg 8,8
30kglh_E40kg A% 1,200mg 2,700mg 8M
40kgll F60kg Ak 2400mg 3000mg 88
60kgh - 100kg itk 2,700mg 3,300mg 84
100kghh £ 3,000mg 3.600mg 88

a) PE T AZ300mg DM ER S RIS S hi

FEFMEE ThH 5 [Dayl83F TOTMARELESL (K
BOE#{t. LDHEQEEIL, MEZ V7 F=VEOR-X
S4UPLBRULOEBT)] 3 TROEBY THo72,
ERFHMET I 0&EA (FAS)

AR 5H (1851)

Dayl83% CTOTMARLER %85 778% [524, 936]
L7-BB&F o4 [95%F;8iX ] (1449)
TMARZEEHORREMH

M/MRBEAEFL L - b ofle 944% [72.7,99.9]

[95% 5 BIX H1] (1741)
LDHAEAE AL L - #ERE of & 88.9% [65.3, 98.6]
[95% fE X Y] (16%1)

mif 7 L7 F = s liMR—Z54 >~

2 525% 0 L% L2 MRE ORE et Bl

(1584)

1 fidAH 2 EH 5 #izPIE

5287 —# % v b+ 7 B TORIERIX. 47.6% (21F#1081)
iCBD LN, E2EERIE. BMEH95% QCLEI+ 25)
[NV 2% (B AN

Fiz, 2N AX=7 (BIETHER) OBFPOF EREEMD
HRBEEBERBEION (BRANBLFZED) KA L
5L, AAORY: - BRI, AEIOkg LTz ) X
<=7 (RIZFHRRZL) oBKRkE 281%. KE5kghl £10kg
RMTIEILr ) A~7 (BIETFEEZ) ORKRS 3AH%IC
FHOBS2PEKGRIVAK TSI &L, LEEoks
VIAVICE BT L. ETOMBRENTMANG A —
% R UeGFRIZ26ABM O MMMz AL TRELTHE Y.,
NR—AF74 VEELAZEOLAXNVEZ#HFL TV, 528F—%
v bA7HITCORERIZ. 20% (10FIG241) ICEEDoh
Vets

(& HBREEHRIE)

* %17, 1.5 EREHFEFE THER (ALXN1210-MG-306) (2 FREAE

BRI RE)

B o2 SREEHEDEEELLHA (BRALNEZ &)
PR L LSRR 7T KGR v ¥ AL HERY
TREEKBRABRFEB S . FRIZ. BEEEHRERT,
WTEFVa) Y REATNEFBEOREE L. 2B, &
BEESREM 3 EUAN R EMERSTHERE Y 2 7
YEEEPLAL L. BRERSHE AN CICHERR
B F v ERZST T RWAEICE. HEERSHGRE
o7 F o EE2ENET CHAYEE FHRICKRET 2
kL7 [5.1 8]

ARETIT, 26AM0 5 ¥ ¥ A{LEBHE TR FEFR
HEEMZRE LA, 7 v ¥ A {bBIIC:, AHMICIZ1E
Bic#aRsSE4E. MERS 2 BRI 8 AR TSRS




BoAM AR CESTERT CRRBET A2 L E LT
FEERERMICIE, RE26ERFIC, FHBITIZ00mgDEA %\
T XBICIAECES(MBERSEOEAFHEZVTRLE
BRTCHEL, 288LUKRE, £TOREIISEAMRBTHEC
EOL MRS ROFF ZHERT TRE L7,
BEICEITCHREVIAYZUTIIRT,

t*hE Mm-S M58
40kghh E60kg kit 2400mg 3,000mg
60kghh b 100kg#:i 2,700mg 3,300mg
100kgPl £ 3,000mg 3,600mg

17561 (AARAIBIEZ&E) b, 26B0FMEET LA-BEZ
16051 GBE2EMIcRE/ O 7Y Y AEBTEREIZNNS
{2 T L BE83m [652%). KMfTORET7H [48%].
HAAIOP T2 L BE 45 [40%]). RBTOEE6H
[60%)) THotze FEFMEBE CTHER—RAFL VIZHTH
#5268 % OMG-ADLER 37 DEILBEITROL BN TH
Y, 7oL FBEARNFL OMICHIEMICAERENED
Lz

FEFMABOKR (FAS)

FEEEH 22 | ® | - | -
SOADL Mpp—gepmft| -1a | -3l | -l
AR C TR 030 | ©38 | ©49) |oo00
9% EHUX M -21,-0.7 |-38.-23|-26, 07

a) BIRfT 2 RAEICAES  REWERag I 7 L
b, EREROER BE2EMICREST ) Y RESH
EREX M E RS T L RE CORF68% D
MG-ADLEEA 27 DE(LE (FHERERE) &, 778K
B (45f) T-14+316. AHHF (3BH) T-31£311TH Y,
FORCRLELBEROBREEARTH o2, T FF
BRIERBOMG-ADLEA I 7T OELRRTHRDOLEBY Tho
7%

FERERMO#R GEERTELE)

75 & AR A AR
Sl | MG-ADL| . % | MG-ADL | .
wE|wrar| ZER gy |gxoy | BEE
RABD
254 83 | 89217 78 | 9.2+264
288 80 | 54+3.44 | -34+272 | 75 | 56403 | -3.7+3.21
36 82 | 48+350 | -4.0x296 | 77 | 53%399 | -39+343
448 79 | 44+327 | -4.3+281 | 75 | 53+393 | -4.0+3.14
524 76 | 47364 | -4.0+304 | 72 | 54*4.13 | -39=£3.17
60:8 58 | 51436 | -3.7+388 | 55 | 4.7+3.86 | -45+2.80 |

eI AT 5
FEVTRIELZINCBIT L - A OS2 O MR TRICF—5 A v v+ 7
FEWL:. 0BOF— 21k, F—FHh v bt 7L TORDFME
BKTLTWEBEDT— 5 Thb,

a) 75 bR - AFIBEICII26R A H AR A IS L.

5 v ¥ LB CORIERRIAFE L. FHIFT337% (86
BIR29B) THolzo EREMWEMIZEL. FMHFET0% (86
Bld 6 ), THIA47% (86BIFh 4 61) D b,
60MFT~% A v b+ 7 HFTORIVEARREREIX, 343% (169
BIR58Hl) Thotc. ERBWERIZEREABI% (16951H1561) .
BL65% (169BH1141), THIA41% (169814 7 51) 172
BdEh,

*%17,3 TOfb

17.3.1 FANCK T HEEE
REMENAT /Y CREBEFZNE L LA-EREERED
HRBIIBWT, AR ZHRSShBEDO) L GRAEFI4366.
BEAAUBREEL), 52587 -5 A v b+ 7HFITCowThn
OEEEIZT, AHHRS T CREEEIRBO bW BE0HE
1202% (161/43681h, BAANZOR) THo/z. 5287 —
YHy A T7EFTOVTNRAORSKICT, FEHEEMER

BEREGHEELHRE LBERBICBWT, 11% (18
891, HAEANZOM) ICAHRS T CHEBEEIBD Ll
LHNEEHENEBRELHRE LEBRARICBVWT, 60
BF— Ay VA 7HITTCOVTRAOEAICT, AHKkS
TCHREEENZD ONBEIIVEP o7z, [15.1 £E]

18. FEHFEE

* 18,1 fEAMFE

AHix. Wy 287 COlZRERMIIHKAE L, CoNChak UFChb
~NOHBEZEET A LT, EEBHBEEEHE (C5b9) DR
EOHT 2P, 2oRE. ARIRERERBAEI RE VR
FEBERVEARBSMEREEEFEFEEFICBTIREEHHE
HERMERNEDZ N T 2. T SHFHEEHEIER
EITBVLTRERENM R OBMRHIEEREL TN T 5.

18. 2 EinIFEA
invitrol BWT, AR =7 M) RIMEKPAECRES SR
=7 M FHLROE MIEIC X B ESmEIE LY,

19. BRI ICFEY 2L AR

—BHEH 77 X7 (BlEFHEL)
Ravulizumab (Genetical Recombination) (JAN)
Heﬁ C2206H3379N5790681518
Liﬁ C1016H1583N271033-156
SN X7 ®EFHEBRL e MEE J0—
FAHAETH Y., v AL FHAECSHADH
BHRES, 7L —AT7—2%, RUe
IgGHEEERI D% 5, LHDEETITHIC
HET D, T/o. HHAEHEHOCHIW, ¥
R R O'CH2ER D, —ER131gG2 (y28H) »b% b,
CH2ZR D52 1) & CH3E21gG4 (v48H) bR B,
HSY DMet429% FAsnd35id £ h & hleuk ¥
SericBBRENTVE, FTVAXTTiE, Fx4
Z—ZANLAS—IREMBRIC L Y EE SRS,
STNVAT i3, M8BOT I BBEIOLD
HE 2 ARU4ED 7 I /BREN G2 ALK
IRTCHREIIhLIEY VB (FFE B
148,000) TH 5.

20. RV ELDER
SERERILERLL TRET A L,

21, &EBEH
211 RERY A EBFEZKEN L, BYNIERTL I Lo

(RIEMEMENETOE > REE)

21.2 ERTOERBEAIEDTERLANTWE Z 26, HER
k. —EROEMICHRDL F— S HFEREN B T TOMIL,
LEFEZNRIEARBAWNELERT 2 LI2L D, FAE
AREZOERERZIBET AL LI XAOREBURUE
HEICET AT — S 2 BHICIEL, AFOBEEERHICLE
REEE#ELL L,

21.3 AHDOFEHN. BEURBANES O E Y RIEDSH, B8
ICHREL, AFDY A ZEIZOoWTHHHICERBTELEM-
Emplob & ¢, RERHREEOSH. HRICEALL
B> OEHELZE - LTOATDRS L. BEREILDH
o THEREBERLLZ L,

(GEHRBY R I R BAEE(RED)

21.4 ERTOBRBREAIEDTELATWSZ L6, BiER
Tk, —EBMOERICREF—INEREIND T TOMEIL.
SEMEHRICEAREAELERT S I LICL D, AAE
BARZOERERLIBET L LIS, AHAOREURVE
PDHEICHT AT 2 RMICNEL. FRAOBEFEHICLE
RiEBEEHELLL,

2 F R

* B




21.5 AF o5, FERBEMYERBEEEGERFODH. BRI
BEL, AFO) A7 F I OWTHTHICERTEZENM -
ERBEoL LT, HEAEBRECTH, HRICHBEL
Efi:oE#ErRo-ETOLTORAE XS, NERFEICD
o THELRREBEY# LD L,

RSREEGRIE (REJTOTY AR E(MAS
1bfE5IC & BEROEEF Bl R IFECRS)) ;
*%21.6 ENTOERBEFMIBDOTCHLATVE Z &2 b, BER
Gk, —EBROEFICERLF— INEREND T TORIE,
EEMENRICBEARERELERT LI LX), FHE
BAREZOYRBERLIBET L L DI, XAOREURUF
HECET ATy ERMICNEL, AR OBEERICLE

LIEEBRRLL L,

* %21, 7 RFOFEN, FBEEHEIEOSW., HRICHEBL,
EHDOVAZHEIIDWTHTHFIERTELEN - ERRE
Db ET, BEXAFEBREEOTW,. BRICEELLEMED
HEHRE - L TCOATbRA LS, RERTILHZo T
ELREBEERLLIL,

22. B3
2 b3 R AEEEI0mg 1754 7 v30mL
24} 3 ) AHLA®®BE0mg/ 3mL 1754 7 3mL
2 b 3 AHIAEEELIOmg/11mL 1754 7 V1lmL

* %23, EEHk

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 J Peripher Nerv Syst, 2011 ; 16(2):
84-91.

HHARF T T RICBTBE - RIREAICET 5RE (2019
46 AI8A&FE. CTD26.6.6)

S)HWEH  MARERREROPNHEE 2R L LI-ER
AL MABRER (ALXN1210-PNH-301) (20194 6 H18H &
., CTD2722, 276.7)

G AEMER T Y X THEICL ) MEBERIELAEIE S h
TWAPNHEE Z MR L LAERERSEDHERE (ALXN
1210-PNH-302) (20194 6 B 18HA&#R. CTD27.22, 2.76.8)

TYAERER WA E R R G TR O FE B RE P PR A e e T
BEENRE L-ERLASTHABR (ALXNI210-aHUS-
311) (20204 9 A25H&F. CTD2722, 276.1)
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