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e BELCURW R (3) BEL TRV REL(H)
AChR acetylcholine receptor TRFN A KR
ADAMTSI3 a disintegrin and metalloproteinase with a thrombospondin type ]‘?Vﬁxﬁfj/y‘/lﬂ%?:*‘7%‘//“*1%7%7@?‘5
1 motif, member 13 VAL T TV R ORZ T T AT —F
aHUS atypical hemolytic uremic syndrome FE BT s ofn M PR i i A T
AUC area under the drug plasma(serum/blood) concentration—time curve | 5% (IfiLyF /1f37%) tP 5K 4 i 5 — e R b R 1 1 A
ChH complement component 5 AR SRy
Cl confidence interval 15 #IX
CL body clearance IVTZ A
Coax maximal drug plasma (serum/blood)concentration e A (i3 /1L i) vh 38 4 e
CNI calcineurin inhibitor vy =a—Y EA
COVID-19 coronavirus disease 2019 B A VARG
cRBC chicken red blood cell =URAR M ER
Crough concentration at the end of the dosage interval 77 iR
eGFR estimated glomerular filtration rate HE R ER PR I8 &
EQ-5D-3L EuroQol 5 dimention—3 levels questionnaire EuroQol 58 HE D3 B SRR =
FACIT-Fatigue | Functional Assessment of Chronic Illness Therapy—Fatigue 1@ YL FBBRE OJE 57 il A= T
FAS full analysis set Fe RO BT G
FcRn neonatal Fc receptor BRIV Fe /K
IgG immunoglobulin G B e a=waINTE
IST immunosuppressive therapy S5 R
IVIg intravenous immunoglobulin RN A T A= NG SE) ST
Kp dissociation rate fift BifE e
LDH lactate dehydrogenase FLEE LK SR EE R
LLN lower limit of normal FEYENE TR
MAC membrane attack complex iR BEE AR
MG myasthenia gravis BRI A7 M )
MG-ADL Myasthenia Gravis—Activities of Daily Living —
MG-QOLI15r Revised 15 Component Myasthenia Gravis Quality of Life —
MGFA Myasthenia Gravis Foundation of America ke[ 59 77 1 ) iE F 72 S0
MMRM Mixed—effects Model with Repeated Measures KERERAREET IV
mTORi mammalian target of rapamycin inhibitor ML IAT R~ A AR H o BHE A
MuSK muscle—specific receptor tyrosine kinase (LSRN ISP NITL =D o Bl
Neuro-QOL Neurological Quality of Life —
PD pharmacodynamic (s) H)H
PI prediction interval T X f)
PK pharmacokinetic (s) SRy EhHE
PNH paroxysmal nocturnal hemoglobinuria AV A~E 7 1 U JRIE
pRBC packed red blood cell NIESNIIEER
Q2w quaque 2 weeks/every 2 weeks 238 ] bR
qdw quaque 4 weeks/every 4 weeks 1A [E &
qbw quaque 6 weeks/every 6 weeks 61 [ 3
q8w quaque 8 weeks/every 8 weeks 83l I
ql2w quaque 12 weeks/every 12 weeks 123 [k
QMG Quantitative Myasthenia Gravis(score for disease severity) —
SD standard deviation FEEAR 72
SPR surface plasmon resonance EQIPAZLS S IS
STEC-HUS Shiga toxin—producing Escherichia coli hemolytic uremic syndrome | 7578 535 pE AL 1ME KNG B IR - XA VA i R 73 i JE A A




U LTV RV (32) LTV REL(H)
tise terminal elimination half-life FEAR R TH 2= T
TCC terminal complement complex MR ES IR
TEAE treatment—emergent adverse event BRI G FIOSBLI- A EHEG:
TMA thrombotic microangiopathy AR PE R N A
tmax time to maximum observed serum concentration Iz 1 ML TRT P i 5 2 2 IR )
ULN upper limit of normal FEAEE LR
Ve volume of distribution in central compartment FLr L R =R A N D I3 AT B R
Vy volume of distribution I FE
V, peripheral volume of distribution K7 SI—=RA RO ARG (27— RA T T L)

volume of distributions at steady state
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aHUSIZ, TMAD g% r 3R EDHH  STEC-HUS, A M i/ N A PEERBESw (TTP) L Ok M TMA
(PR B JEYYE | SRRV, A CLoa e MR B BRI . HELLPIE R RS, AR S I C LATMA) Z R\ e,
SR T RIEO IR I IDb DL E RSN TNDY, R 2B TIX TMASEREF LTV DI
DR CEDBEZ WL . TTPROSTEC-HUSIZBRAN LT, AFIDOH B PEDREI, R RPEIOWTH
IR _EREER D ANIFRD HAVTWRNZ &0 5 ARFN DR HE I TZh H1 I HA A 1 R F e S e i ) & 3%
ESNTz,

OLBVEEMENEREI DI UREFH IR ENTME R EEECLIEROEENRELIFEIC
fR%)

ALXN1210-MG-3065BRDFE T s, 77 VA~ T D2 H RIMGEE IR T 58 90 E R OVZ &M iR Sh
7o TV IRICEE 32 E 5. BRRAE (1) MEEMEER | OIS R)

2HAIMGIE, IR RIMGE B 720 iR fH R B I Lo T SR SN A MR E N R H IR 5, MGOYF
KELTO A CHURIZIE, FLAChREURDIENHUH R R A2 BRI TF oL % F—8 (MuSK) HLik 722 6 40
HIVTNDA AFOMG R EE i A CTIIHTAChREUR IS M A385.1% &K% 56D | FTMuSKHUAR B 13
2.7%. W HUREIEIR12%E B ST D, B R BB Tl FLAChRFUR S M TR E FIATA R DB
ZxF G L, KRR IR K (R R AT 1A R UL FEAT aA RYEGE I A OIRIRIE 24 95835 T
ANME RO BVEDRSIT, BERRBROME R Z S E 2 77 VAT DIEIE T E I ESYRT %
T4 NG RIINLE ST NI VR~ T LAk EB 2D DH LMD AFIONHE I RITTI/V R~ T LA
U T4 By T80 5605 75 06 i (502 7 e 7 U o R A I I S IR LR IR I KD E R O B BR DS R e 45 &
ZBRD) | &R E ST,



2. MEXITHRICEHETDIIERE

(ZhEEXE)

5.1 AFNL AHECODOBRA A PREL | MR M SR Cob- 9D A I T2LEZ 2 b D7D BiIER
H 21X C D & D A B L LD IR IIE A NE L9 <A D ATREME N D Z &5 ARAI DA 2hitE K
O L 2ME IR LTz ORI ORIFA EBEICH AL @O REBF LN TH2L F
To ARFIBEG B U TE, BRARIEEZ E 58 55 2B R ARFIE G-BliA 0D 7e< &b 238 Al
FECICREBE R T2V F ol 3528 FrO/NE~ORFNF GAZERU T, MR R, A~
N RN T 2T F o OBFR AR L REFEOY & ITENENDOUIFr OBfEE
et szd, [1.1,1.2,9.1.1,9.1.2, 11.1.1, 11.1.2, 17.1.1-17.1.5 /]

(RIEMREANES OEVRE)

5.2 AL, 7o — YA AN —IEFIZ LD BIEPER A~ 7 o R L E 2 S BF I
BHTk,

5.3 AFIHEGIZIVPNHARIMER 7 0 — RERELTWAT0 AFI A2 L35 SIS EHE A S N EA LAY
EUDBZENDRHDHIEND ARKFNOA I ME R OL 2ME2 -+ ICH R L7 BT ARFIR G085 %
ONDOBEIEHTLHIE, [8.1 ]

(GEB A MM FREFEREIREE)

5.4 I B2 3p FE MRV T v R B R O T 1 H L,

S5 [ BB V7 1 PR B i S L e (aHUS) 2 TA R 2015) (AR B2 « AA/NERI ) 255
bk,

5.5 R AR R NI E O BB VTR T D ARFN DA @itk R OV A X L LR (B A RRBR 23
720N,

(R EEMBNE(REITOITIOREFHFTEREIREMABRFILEELDEROEENEEHLIE

&IZRS)

5.6 AFNL L7 BT BARGURBEEOBE I T528,

5.7 AHNE AT BARHIIZAT v A RF LIS D52 Ml HIA 453 1C =2 LW IGEIT LT ISR T8
FH~OEGEZETDHL,

GIE a7 ) R EFHEFRE SO X MR LFIEZ AT U CHAE R O BN R #E 70 B 3E
B PHERCREIWERSEIZRD, 0% 7 a7 ) R I REE ST IR LR O KA T A3 R #E 7e FR

O

(fifa5t)

(EhEedti@E)

5.1 AHIRCEDBHE UL ARIZ LY, BEREAR B~ DBy e E 28 535", BRI BIE IR FB OO FE AR IR T2 78,

TYYR~ T P GAT KBRS MR BB FEAE R 1,00015 % 8 2 T EFA-T5LE TR0 235 Kk X
ITFEEE DA R IE A T HRE TIAZ PR THZEEHBLTNDY 22U~ T OIERETF D,
Tl BB T IR s By OVBE A8 I M UM E | X BE DU AT TV =7 VA< T O RKRRWEH EUCTIRAT SCEI
BOWTHEMREEZIToTWD,
T T VRAZ TN EEIVA= T LR —DC5 DO M1/ A L AR P =/ VA~ 7 LRI U R A AR BRE
THHIEND, TR~ T LRRRICHIIE R H MR B OYAZ %A L5, RFIOPNHEE IR T DR R
BT 3\ T B B % A T i A3 A5 (BB RS % 1 SR g 2051, 1R S B P U e 281)) s S Sv T, aHUS BB
KO 5 TIMG R 5 32 AR AR O BRSO 13707 5T



PNHEHE, aHUSHEE KNS H TIMGEE & 5 R LU IR R BRIIBE IR Y 7 T 80 R CEMish T
BYJRAIEUT AR OB G- B AR 28 AT £ IR R B T2V 7 F o a8l 52l aHUSIE
F OV Sy BIMG R 50t G & LT il R BB CU L AR 45 5-BR A 2 08 I Al £ CLCRIIR R B V7 T Bl a2
FCWRWERF I, ARAIR G-BLAR DD 7 T #1220 MR £ THUAME 2 TR 32288
L7z,

F72, aHUSIZR U T NRIZH B 5-S41073, S RED I ZEL TUVRY VNI T IR ERES A 7 v
b ANt DIEGLY A DL T2 D AT REME DRI SN D723 2013552 MR b S - it 2 Bk A 7 v
PRI UCIE, SRR A B LR B Y A 1%, B ARG T D 2 LT B 3 572D E LT,

(RAEMREANEYOE VKR
5.2 AANTLDIEHR T PNHEREE 2 W SV BF I U TR M OB ke 2 Al L CBAR T & THHZ
LD BERRBRIC B TDBH DM AN EL B Z TR EL,

5.3 7 VR T OEEFUERFIC EIIZOWTHERTANEME N DL EN DR E LT,
PNH T 31T A 1E 5 B 72 R AR DO TEMEALIZPNH AR ML ER Ol 8 4 FERFE M 35723, T 7 UR= 7 138
RFARTEMEZ LETHZ LN, 7T VA~ T IRFICEIVPNHARMER Y o — 28I 2 A REVE RS S 5, Z D
12, T 7 VA= 7 OG- A U B, M OPNHARMLER 28— KU R DB A 52 1), TR TA ML
FEBLTHA[REE D DD,

(GRS BRI 1% FR &5 SEJE 1% 2%)

5.4 AFOZNRE TR RAT MR AL JRFBIESERTE | T D, BEOBRPUT BT, TFEIA I
PEPRIEIESEGEAE (aHUS) 2R AR 2015) (A AR IS = - AAV/NERZR) 22 B TSI R 1285
aHUSE A IS I 252 ELT,

5.5 “RMETMABE TR T DA DA ik B OV SR TSI L TN 2 e D R E LT,

(REREEHBNME(REITNT)UREFIRER T MK FILEEICLSEROEENRELIZ S

R

5.6 & RIMGHEE TONRBA AR TG AL OB ENZIE S & AH D52 HLAChRIUA IS ED &
FICRELTHE A T2EE2RE LTI, MGORKEELTO A CHURDHL | FIMuSKHURIZ A AT MO B i
BRAEENTFRBOLIVTNRW, AT E A Th 5720 FLAChRIUAZ A T 2B H IR G552 L3
Y1LZ A BRIRFBR TO UL BB R RUTRAE L7,

5.7 LU FICRT @Ot S B IR GIN IO EL,
1. RAIORHIC R 7 a7 VB A (1VIg) T MigiE LR IEE ST TLI2b OO KRR EUTIER O & #
75 PR Bt 7 B
2. KRN OFNZIVIg XX MK A LIFRIE DI T2 BB LI OO A UHESCRITERE OB HIZIVIVIg XX
MR EAL R TE DT 2SR 8 T AN LD 2V EOVRZ Z BN E 2 TH  AFIZHRGTHZENAFRE
LEZLNDERE



3. HERUAE
() RERVAEDMHESR

(REMEREAEVOEVRERVEZ B EEHENE(REI/ DT XEFTRERIEMEFLE
EIZKDERDEEBNRSISEIZES))
W RN, 7T VAT (s TR 2) ELC BEDOREEZBEL, 11712,400~3,000mg% Btk
ML WIEH G20 1412 115]3,000~3,600mg, PARE8IA Z &2 1[H]3,000~3,600mgZ siliif §HE T2,
(FE SRR PRI 14 PRI AE AE IR FE)
W T7 VA7 (B Lz LT BEOKRELBFEL ., 1H600~3,000mgz Bilis H && L, FE
#5211 (21[R]1300~3,600mg, LARE4E X8 =12 1[A]1300~3,600mg4 sl #5175,

(fiFE)
AHNE, 7T VA~T GG #H# 2 ) ELT10mg/mL X 100mg/mL% & A T DR T A T TGS
%o BEHRET, TR ERAR N £ G- F AR BRA R (0.9% AL R AR SHR . AARSE R 7)) TR THW S,
T R DR EIRIE DR (I FEI X, 10mg/mLELAI D15 A 135me/mL, 100mg/mLELH| D A 1350mg/mLET 5,
(VI Z2 (A EoEEZ)ICET2HA 11 @A LoEE oHESH)

(2) BERUVAEDEEFE - 1R
(REHEBANEYREVRE)
H AR BR (ALXN1210-PNH-301545k } O'ALXN1210-PNH-3025058) 12 3175 AH1 D FH 1% - F &
VLA E N BRE B AR XA E N PNH R 2 5t G U7 M3 A B R B (ALXN1210-HV-1023K Bk
ALXN1210-PNH-1037 8% &L OALXN1210-PNH-2015850) (2 3312 S Ehhg, 3£ L OLDHIZB 9%
T —HERWZYal —Tar hb  AREIF G I Mg I EECS IR FEAY0.5ug /mL A IR T T 5L HE
BISNI-AAORE - HEEHREL,
25 AR BR (ALXN1210-PNH-301738 5% & VA LXN1210-PNH-3023858) Ok 5 A i Tl Hl o
RNk THIELMEDRFES L, B RMEIF =/ VR~ 7 L i UC IR B R &7 IT A SN2 -
7= F7- e B HA R 218 UL TP B B C 538 2730, 5ug/m LA T 072, W T LR ERIZIBWTH, HAR
NEFNZBT2H 2 ROV A%, RERM OB E LA CTERRIC B E /0D L0 K& e 2 BITHR
OBILIEDDT,
L EX0 ARFI ORI « AL, 5 AR ER (ALXN1210-PNH-301388% X O'ALXN1210-PNH-302785%)
\CHEL CRRELT-, (VI SR BhReIcRE 4 2IEE 1. M@ EOHER, 3. REMERE 2L —a0) g7
DIEHR)

R0



(GEB A MM FREFEREIREE)

aHUSEH 2%t % L4585 MARRBRO ML - HEIZPK/PDETF/MCESEOTHY, 5 M4 m@LT
SERDND R R MR FLE DG H N DB A 8 2 5 IO G TR A M Rr T L2 BN E
LTWD, R ERIZHSSAFI DO AD AL « HEIZPNHRBR THWW-HDLFEL T, aHUSHEAICB VLT
PNHABZ LRIERIC, FeG-RMR 2R ZBmL T, 2, SER D RHEIICAIIRCO A AE 7528 0F0, &5
#3027 AP IRIE 4 | L35 i BECH IR B 230.5ug/mL AR Z 705 ZE S B S22 &0 D PNH R &
FCHE - HRE2HVAZLTEY Th 5,

/NRaHUSHE ORI HE-S<HE - HEIX, Day USRI HEZ EHIRN & G- L. 2 D%, Day 15K U0F1
LIRS 1T AR E20kg DL EOBF I8 T & IR 20kg RO B (T4 Z LR &2 F RN 5975,

EL72, ALXN1210-aHUS-3123BR 1T 3\ T Ml A B A ATEHE (A —R) DR kg PL F40kg A D
WeBR A AGINTIH B £ TR GA58 T LT OAA OPK KON IE FHiiEBECH I 12> T, PK/PDO ) [E]
FRAT 2 I LT R RSO & R E kgL R 10kg A DB D W)[E ] E4-300mg > H600mgli &2 H LT,

TV T IRIRIE D5 /NR BEF IV T KRB IESSARIOIE - FI&IC kD, A 5220
FI7RAH AR LTS D FED, 8543053 LANIZHIE # ., MiE TP lEBECH IR FE230.5ug/mLATM T 72D ZE AR HE
T2 80 CERR ST, IR B E ARG O/ N B RN VR TIRIRE OS5/ NLBE BN
TIRBRHESR G- T CORERIEIIBEINR o7,

LU B0 AFIO A « R 56 AR RBR (ALXN1210-aHUS-31 13888 & ONALXN1210-aHUS-312545R)
ICHELCRRE LT, (VI W EhReIcBE 35 E 1. T REOHER DHS M)

(2BREEHENEREIOTIOREFHFIR AT MR FILEECLIEROEEN RIS
BIZRS))

2 HRIMGHREZ 6 5 L9558 MR ER (ALXN1210-MG-306545k) o % - F 8%, PNHE B &5t 4 &
L7 BRI 7 — 4 KOV HAMGEBF LI VA~ T N R 5SSO T — A HSWTERELZ,

PNH %56k G2 & U755 AR A BR (ALXN1210-PNH-30138 8% & ONALXN1210-PNH-30258BR) 12 B0
TREICEESHE BT K0TRFR I 2 38 U C i TR bz B CH I8 B2 130.5 g /m LA ThoT-, i,
Ral—arOfER 7 VAT OMIE RN 7 IR EO BEEBEIX175ug/mLE Th HZEDVRIIIZ,

WIZ, PNHEBEE DL LELNIZREMPKT —4 % L, 25 MMGEE OPKT R 7 7 AV a2l —g
LIS A RIMGEF I UTPNHAF LIZIE R UL BEOFENHERF SV T2 EN D,
ALXN1210-MG-3065 B CHREIZE SSHIE - HEEZHE L, ARBOK R BARANEZ G2 H
MGEEIZBIDARFNORF ME ROV 2PERTRO DI, PK/PDRENT OfE R, T4 MU L 42 (R %8
UCAKIHED 2 BE TIME RN 7 I8 B0 BRI ChH175ug/mLAE THEFFSAL, 23>0, MG HilERECS
RS 0.5ug/mLA /2D ER MRS,

L EX0 AFIO A - R S IR (ALXN1210-MG-3063468) ICHEL TR E LT, (VI K@)
REICBA A 1. M REOCHZ OHES M)

20



4. FERUVAZICEETSER

(REMEEATSOEVRE)
71 1EIST-DDOARNOFEEIX. TRESBITTHIL,

1Bl T DAFN Dz 55

*hE HEREE 2EBEUEDERSE
40kgkd £ 60kgR i 2,400mg 3,000mg
60kgkl £100kg R i 2,700mg 3,300mg
100kgkl £ 3,000mg 3,600mg

7.2 #E$e 520 % £ I i LR Bl K B BE 3R (LDHD) IEME MK T LW W G S IZid AAl o $e 5
S L 3O i i I N

(GRS BRI 14 PR &5 EJE 1% 2F)
7.3 1EHIZDDOAF OB 5B OB G- RFRIT TR ESBITTDHIL,
1B 72) DAFN O P58 o UM G-l

*E MEZR5E 2B BUBDIREE 2E B U D5 R
5kgll £ 10kg ki 600mg 300mg 438
10kgd £ 20kgk i 600mg 600mg 458
20kg A £ 30kgR i 900mg 2,100mg 8:E
30kgkl E40kg ki 1,200mg 2,700mg 83
40kgLl L60kgR i 2,400mg 3,000mg 83E
60kgd £100kgK i 2,700mg 3,300mg 88
100kgA £ 3,000mg 3,600mg 8:&

(ESVEEFHFENE(REITOTIVAREFIREXEMB R LEECLDIEROEEN RIS
BIZRS)
14 1RGO DAFNOERGEIT TRESHZITTDHILE,

LRI DAF DI 55

*hE MERE=E 2B B LIS D5 E
40kghl £ 60kg i 2,400mg 3,000mg
60kg Ll £100kgR 2,700mg 3,300mg
100kgkl £ 3,000mg 3,600mg

7.5 ARG 0D 42 B T HE 5 M ) E FRH 2 e R E LT IR BRIR TIEIF & A EDIRIR FUGH THe 5-BR4A18
W% ETIAEROBEEDP GO B G-BRAA18H & F TITIER DO BEED RO BN RWEH Tid, Y27
NIy L AR OG- HIEZ R0 2L,

21




(GheeH@)
7.6 S w7V R E R SR EFRIEORIATIC IO AR OME PR EME T 20T R #
BB IIARNOM ARG 2B BT DI ARG RITEEOREBLHEICH SR TDH2L.[10.2 ZH]

RE BEiROARFEEE AEIDHFTRE AFIDHFE A=
e RETOTYY
RO HIELS OE - R e KEMTREE
o ARSRALLA
2,400mg 1,200mg
40kgLl E60kgK i 600mg
3,000mg 1,500mg
2,700mg 1,500mg
60kgkl E100kg R i 600mg
3,300mg 1,800mg
3,000mg 1,500mg
100kgkl £ 600mg
3,600mg 1,800mg

7.7 FEERS AR EOREAT IS I A OA RS DB LN DD,

(fiAs)

(BRIEMREANES OEVRE)

71 ALXN1210-PNH-301745R X ONMALXN1210-PNH-3023 BRI AR EICH S G BARELTEY A E
(S G B B ST 57D E LT,

TIVAS TINOARENI~ONEZ D5 G lE T VA~ T D et DI G-D> B2 R AR EIZEE DUV AR
DOHE A EZ G L OB MBI CHEFF B OG- 2B L DR IT8RIZIRI DR R TH 572,

7.2 AFN O R R T AH 5B 4 7> 5 2308 [ 1% A AR BELE A R TA R OPNHEF |2 3BT N s o
R THALDHEBME F LY, 2018, 57 VR~ 7 $ 5B b 520 B4 1 LDHIE AR T332 S 4L
TR DA 372 BE TIEARBNCLDIER DA Th O EINE ERN BT LU ENDH LT E
L7z,

(BB A MM FREBMEREIREE)

7.3 ALXN1210-aHUS-311738 Bk X RALXN1210-aHUS-3123BRIC BV T R EICHESZUU T oG58 KO

FEHEPHOLNT,

ALXN1210-aHUS-3113 8k

®E HEREE 2EBURDREE 2[E B A0 5 bR
40kgLl £ 60k i 2,400mg 3,000mg 838
60kgl £100kg R 2,700mg 3,300mg 838
100kghl £ 3,000mg 3,600mg 838
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ALXN1210-aHUS-31235

*h=E HEREE 2E BB SE 2[E B LA D 15 R
5kgld E10kgR i 600mg 300mg 438
10kgkl £ 20kg ki 600mg 600mg 458
20kgkl £ 30kg ik 900mg 2,100mg 838
30kgkl E40kgR i 1,200mg 2,700mg 838
40kgll E60kgR i 2,400mg 3,000mg 838
60kglA £ 100kg i 2,700mg 3,300mg 838
100kgA £ 3,000mg 3,600mg 88

AANDOFEGEEL T A EITHESIREE R OBREGRBEZRIDIOREL,

(EERBEMHENE(GREIOIOREFH IR EZIIMB S EEEZLIEROEENRELIZAIC
R5))
7.4 ALXN1210-MG-3063R 8RR EICEESE B GEAHR C LT A EICIE SR 5EAAIEIZ T D720

- =L

@‘—PX/EL/?’:.O

7.5 ARFNOREIRNETE 2B T DD B 5-BRIA 18 £ TR R AN SEEN RO BV EBRE IS UTAH
0)&“5*E%*ﬁaﬁ?é&ﬁ”ﬁ&tkbfﬁffbf:o 183 VOHI %, ALXN1210-MG-306Z BRI ST~ K
[y DA CRAIR M #4273 5<,

(ZhEEE)

7.6 LAF 2—{RREU TR LR E, XUEIVIgh EMiL 724127 7 VA~ 7 O i i MK F 95720
FTTVAZ T O FE 523 E LTz, il e 5 O &1L, ALXN1210-MG-306705k Thx EWJ@S‘E&“@@
RELFRTTHD, TG O EORERIIILL FOEY THL,

MEEALRIE CORM TGO &L, =7V~ 7 (6 5 1 aHUSIEE, KO B S BIMGHEFE) TOMfE xS
O & (BT DO EDH3)ITEEDEHRE L,

IVIgTOMFE G- DR EIL, =7 A~TDOPK/PDITk 4 5IVIght o BB oM "% s, 57U
<7 DPKI 2l —a Nl HESWGRIRLT,

ALXN1210-MG-3065BR DT & MU I (L AF a—a a2 T T B F Il R i G A F L 7L
ZA WTNOBRE THT 7 VAT OIMIEFN7 7 R E B RE ChH175ug/mLE CHERFS L,

7.7 AFN G- A RS A ST RE R U R 2 B T 95 55 AL MU I KO ARKI O — A bR B SN
B2, RO RS MAE IR CEYE D LD ARF DML DMK T U, A 2h k23 8553
LHBEEFNNHDHEND, RIEZFE LT, BRI BRI IV T, MHEAS #3338 o ks Mg s e oM A 712 &
DHARFNDOFE G- ORRER T2\,
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5. ERERAUAE

ARFN DGR AR TITHE W 10me/mLEGFI DO DI DR FFED

PR (ALXN1210-PNH-20170 8 & O°

ALXN1210-PNH-302z %) O fikfe 2 B2 B8V T 100mg/mLEA ~D )z SRt Eir-,
() BBERT—2/\wr—o
(RIEERENES OEVRE)

STl E A
. o | EHEE- | RBO | BERE-HE-
SHERDE HEBRES st 884 HERT YA SR Bk - 455 HAR
ZeM | B BARANERERRAI6H: | A& 400mgRIE800meg%E
BAAN | *ALXN1210- g BAEM | FER 400mgHEERS 4 | BEFRAERSES . XIEAH
EYBNEE | HV-104'"" fERYE | AEEE 800mgHiEIRE 445 | 800mgZE28H =& I(5[E &2 ARk
PK/PD |BRTHAEREHRS | 800mgRIEHRS 84l | HiZE
pap %;fjft SVE AR LA 14431
= ALXN1210- by | mat Z*ﬁ AKI200mg 4451 AKI200mg.400mg XTS5
I HV-101'? ol =5 400mg 64l wRZEERIRNES
8 PK/PD | F75tARxtR FspAR 4l
SEA =g
BN RS . iRk )
tf& 2 UN|4 PEARERAGH: AH1400mg, 800mgXIE TS
ALXN1210-| ., BEE | D A#1400mg 645 N L
w | RE | B1& +R%. 28BZEIZ5EIFRARN
HV-102 RERNE St R 800mg 64l e
JINA AR _ o 33
PK/PD . TS5tk 4451
R A[E
BREAR | o m AR 425
Btk (ark—H1) (ark— 1) (ak—hr)
AL 14 ALXN1210- g BN 2{;:;;[: AEIRT/RE 244 gifsfnnzmij7t#@$
I sc-101" RBEME| e | TTURETRS o1 |
PK/PD R (ark—k2) » . -
(:u;t-\ k2) EHSIRAIES 126 A#l400meZ B EIFARMN IS
EER
ak—k1:Day 1.8[ZAKH|
400mg, Day 15(2600mg (O
R—kla), XlEDay 1.15(Z
ZeH WA EFIFRABDAL | 600mg(a7R—kb), Day 29
__ | BEM | BHEHRER APNHEE 134 : RUZFNLUBEIEI00mgZEqdw
ALXN1210- | #=Zp!
HEHVE TbAE PNH-103"® ;;@bﬁ A3t | FEER ak—Ma 245 &5
PK/PD |#ERENAE#HE | 37/h—Mb 441 37R—M2: Day 11ZAH]600mg,
RERNE ak—bk2 74 Day 15/2900mg, Day 29% U
FNLA%IE1,800megZgdwin 5
A (EEEHE) 4R - 2485
BiGHImE RR2E
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=il

FERD

REREE - HE -

AERDHE AERES et - HEBTHI SR Bk - 155 P8
aJ/kR—bk1:Day 1[Z&Hl
1,400mg, Day 15/21,000mg.
Day 29RUZh LLIEIE
1,000mgZgdwi 5
aJ/kR—F2:Day 1(Z&Hl

THE: - ™ . | 2,000mg. Day 22(21,600mg.
nrE. | mal L | REESARGEOR | puzhuE
s E2iE T APNHZEE 2641 : ,L
hgd, | BEME - 1,600megZqbwi% 5
— ALXN1210-| — FER ark—k 64l . _
ﬂ%?ﬁﬂ*ﬁ 16,17) EEE~ ;ﬁyj]'lét Py 371'\—|“3-Day 1'-$§“
PNH-201 PN REES ak—bk2 64 _
ARA>. | PK/PD [ Th—k3 7l 1,600mg. Day 15(21,600mg.
BB, RERE A Day 29RUZh LUK E
®E 2,400mgZa8wik s
aO/fR—bk4:Day 1IZKH|
3,000mg. Day 20R UM LARE
[£5.400mgZq12wik 5
AR 36/ (ak—k4
134058). #rf A RER5E
77]@ énxsﬁ%ﬁo)%ﬁ ﬂFEﬁ' $§“0)10mg/mL§g§“b\B
HFH BUTEROOme/m |0l WHADEBZD
EHVE T U e e MEAERESN TN |, o o h PR
[ING N s E2iE T ) ) R CHE - AEICEFELZL
ALXN1210-| At - B APNHE 25 : = e
wne | BEL FER (PIBARNEIR—F~3T
100mg/mLA@® | PNH-201 . . |PK/PD ak—M 6451 N -
ol AL ooy | FEHE h—t2  op HREIZE SR E 8w
BiL. - h—r3 6Bl %5 . 3/k—k4T5,400me%
RE “h—ka 7 aizwis)
AFH|: Day 1ITKEIZEDNT
RELE =, 1
BERERRAROR | - PERE. Day 19K
- VZN U HEIFFAEZq8w
e APNHEE 2464155
AA%E i B A336) B
E[E:35 ALXN1210- | A | SUFLIE 5 ' 1251 IHYRTT  BARE600mg
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