20244E12 H VERL (B51RR)

H AR o i 0 U

876343

AL IEGR Bz PEMARE 1 7)) v B

WPk © B & 15 2~8C TRAT

HRHIE - #EH 5244 A M IR B

Kirervhvag=5—¥ 7IL77 GEETHIEZ) 5%
pHAMIBEEM AeiE /O T > (RTFES)

JlAF2-E7 10%E Tz Byl 5¢/50mL
JlAF21-E7 10%Fix eyt 10g/100mL
JlAF1-E7 10%8Fix &Yk 205/200mL

HyQvia®10% S.C.Injection Set 5g/50mL,10g/100mL, 20g/200mL

kIR e LS s T N U I
E) EE - RSO TR L)Y A2

5g/50mL 10g/100mL 20g/200mL

KRBT 30600AMX00299 30600AMX00300 30600AMX00301

WFER G - - _

B TR

RENE, b PSR ER L L CRAILL 2D TH Lo FEE %o 72 M2 RIS 2 B81213.

v ERERE OB E FT L L &I

BB —EDORTHL - BELIEL I L, BRI T 2 LN EEH L TVDHDY, b MEERZERE LTWDE I 12L&
JAIERIRD ) A7 28I T 2 2 LIETE vz, PRRORE Lo E 55

GO by BERANROERICE £ b 2 L,

. BR (ROBEICBEELAEVWI L)
2!—‘%' DRI LY ay 7 OBEREOS 5 EE

3. #ERE - MR

3.1 g
AFNF2HWFN AL 72D TH Y, VAEHRMICARE 0T
) ESHEINA TV, Kvervamy—¥ 77y GEIE
FHIEZ) EHHEINA TV EFND &2 QR - PEIRIELL
TOLBYTHA,

341 A®REI/OT Vx5t

INA TIVHRIZTRROE G = &6 T 5o
5g/50mL  |10g/100mL|20g/200mL
BRI | NegE a7 »G|bg 10g 20g
whngl | 7) v 0.25mol/L
pHF i S
fifi % N ra71) YGld, b MIES

R 2, (BRILE : OKEL BRIl
X0 o JEdkiin )

RENIEE TRICBNT, 750
iR AEE S CAVAR) I N
L) BHHL TN,

WD 7)) ¥ YREEER0.20~0.30mol/LOFEHTH % o
2) TSI DX B OE 2 77| 28

3.1.2 Kve7iO=4—t 777 (BEFEIEZ) 5%

INA T VHICTROMG % EHT %o
400 H.f7 800 HLfL 1600H.fir
/2 .5mL /5mL /10mL
BRI ARV e 7 a =5 — 400547 |800HLAL | 1600Hfr
£ Tv77
GEfm TR 2 )
whE ) Y ERKFE = T 4.5mg 8.9mg 17.8mg
DR N < i)
< N Ay N 2.5mg 5mg 10mg
AL # v > 4 7K|1.0mg 2.0mg 4.0mg
Giiky)
7 MEEJ M) 7(2.5mg 5.0mg 10.0mg
Y ik
SERALH 21.3m 42.5mg  |85.0mg
pHFR ) I

fis (< N ANV = SN <l N 17 A el
R B GRIME : KREL FRIMOX
B : JERRIILS)

ERTVT I oBEETRIIBWY
T, 78 Ol R 5 (A%
VrF R TL) BEHEL TV,
KFNEF v A =— AN A =]
B (CHO) fifatkz v il s
b,

1) [HRILSUEIEIRILO KO 205 ) 14
3.2 HAOHEK
3.2 ARE7/O7Y VEHRK

HE ST ONA 7 v)

PIR i%fﬂﬂlbiﬁﬁ‘ JFLEEE B L M S i ok
THY), MFELAABK T 2RO LDV H 5,

pH 4.6~5.1

BB |#1 CEFEIERICE T 5 1)

3.2.2 KverziO=4—+t 777 (BnFEMEZ) T5&E

HIHE ESHE N T7v)

LEZIN OOFHDOWARTH Y . MIE-ARMR T 2805 2
ENDH D,

pH 6.5~8.0

BEEI R (AR A )

4. REERITFHR
EIEH >~ 70T Y > ME

6. AERUAE

Ryer7hva=F—¥ 7L77 (EnTHikz) 2E %51

7o FI105 LA LA~ ASeE 7 0 7)) Y GE TS T 4,

Nz 7)) YGOSR verrva=y—¥ TL77 (HElzn

Tz ) oFG1E. WToOHEO1/3X0X1/47 504G L. i

W2, 7o, BEEBIIHSEICFETTERES %,

SR, ANfEs T 7)) yGE L T150~600mg (1.5~6mL) /
koA E % 3B M2 1\ X 13200~800mg (2~8mL) /kgfhE %4
1S3 %,

sARveTvEZ Y —¥ 7T 7 GEEFHIEZ) X A%
a7 rG 1gdh 7z ) 80HAL (0.6mL) %53 %,

B, BEOREIL LT, SEELED 72 ) oF5 58 K U

G L B E IR T 5o




7.
7.
7.

7.

oo

S IHICHEGTE L A7 07 ) YIRS ORK

RAERVHEICEET 238

1 FEFHIOAETT 52 b FIRINICES L TidR 52\,
2 TRV T LRy = TUT 7 GEETFHEEL) TG
WHSEIHEATAZE, Kve T vy —¥ 7TL77 G
fEFHRZ) EgHE S ARE 7o 7)) UIESHEERE L 2w E
o [14.1.35M]

3 DAHEMMERD 720, KA OFGHEH K 58 I1E TR &
Wi EESEI2T 52 L, HG ROy, 5 HED TR
T e, BB, KAIOR G, EYIERE LTS O ARHFZ
£ B IEIROIER OGN LB IgGIEE * Z# I CHEiT5 2 &,

BifEfcGa (BGmiikolE) 23HMMETHRS T 256
DI

- - &

A1l LAH BEHRS=01/3
2l H 28 H HER% 5= D2/3
3l B K O DL O35 |48 B I O DL 3 I | B FR G-

Afifco-ar (Bl koRs) 248MMETHRS T 256
O F i

PG - #5E

A1l LA H HE G- 01/4
2 H 234 H HER G = D1/2
3EH 43 H HER G2 03/4
4101 H % O LA 0 $5- | 78 B R O A R4E R FE | B B S-5

B FHERANE 0 7)) Y EED S KA D IR 5 BET

1. AFOMEFES- X BHERARE 7 17 2 B O RS
GO 1EHEGEE S22 Lo PIRIOANGET T T ) AEFHED
BGE I IRABOFERAALE 70 7)) Y HAOLES 20 O
B L ME L 52 & Wi RO IR 27T OFE
MAE7 T 7)) RFN OG- L FAkE 3 270, BB O
IREOSIZIS CCTEHE S WHET D %o

B2 O T EMARIE 0 7)) BE SRR ) 2D

EE T AF oM G, Mok FERAREZ 7)) >~
BH) 2 BEHG L Co 7B IO TERARE S T 7Y
YR OREEG 5 AR R Mo TIERARE a7 o
B 2 20812 1S L Cn 7o B T TR A Z 7 1
7)) YHHAOREEG A S 2HBH R E § 5 Lo MO NTE S
07 YRR OG- R 2 B oo B2 TR AE S 1
7)) YRR OIS T2 OFRGE LR LT 5 L, RO
G-I 13 3 ] D T4 R TR L F AR 95 b

B3 ANEIO ) YHHN L BERBEO L VEZT RS L L

7o ARFI DR RBIIER S N T, AfEr a7 v 8H
2L BEBREO R VEEIIH L CAAIC X 2EAZT ) AR,
&G FE R TS FESE DO AR X BB O BRRIG & M5 TgGL
EBHEI, WA HEEICRET S 2 L, WiERoR 5 M3
B4R R ICRE T 2k,

A TEAEAR S NSRE 70 ) ViR G U3 G %1

A CHWRMND S 2720, BHEDOREISE T, HEOEAL
WEANDFG- e CF G- E D 2 RET§ 5 & & o BROIFAA
BG40, BMLORGREIIAEEL 225 L) ICRETEE
WAETE > THMT S 2 &, [14.2.3-14.2. 55 ]

EacE e EN
1ERALICHR G- 513, RE4Okgbl 1o 3% TIZ600mL, K
40kg Al D EF TI1X300mL BEEEMVICHRG-3 2% a1d, AE
40kgbl £ ¥ T131200mL, A HE40kg A D E#H TIZ600mL T
Hbo [14.2. 4]

. ERRERER
A BFO[HN 725 TEL FIROIBFRI BT 2 ARH D LHE L

L LB, RANOEEIE LEIEDRIEZ P T 5720 0%
S ENHELONT VLA, L FOMIELRERE L TnDs L
WCHIRT BIEGUEER O ) A7 2l T2 22 TE %
WZERBEEIIH L THPAL, 20O8@EELLIEDLI L,

8.2 NGEZ 1 7)) il O BB F & 7 B A DT,

HBsHUE., HLHCVHLIR. HTHIV-140E K CHHIV-240K 25 e 1
THhHIEFMRLTVD, &5, 7=V L-REBRMmEEIC>
WwWTld, HAV. HBV. HCV. HIV-1K Tt F’8)V R 1)V A
B19IZ oW TR IEIEHA (NAT) %ML, #a L /omiEs
RANOBAE ML TWb, Tz, Bk TRERO 7 — Vi
2BV CHBsHUR, $THIV-1HUA L OHHIV 28tk A BT b %
ZEEHREL TS, 512, HAV, HBV., HCV, HIV-1K WO
B ROVERY AV ABIICOWTINATZER L., #HALTW5D
ZERMEFEL TV LA, BENATOMMERLLT O £ )V A
RAL TCWDI RS ICHFAT o ARIET T T VEFHE
ORIETHETH 5 CohnDIIR T & / — Vi3I, ™7 A )V A BRIt
2 & 208 TTAR, AR NG A AL M pH A > ¥ 2
Ne— g VL, KRR A OV Ak L CARTEL - BEEH &
HT 5T ENPMERSNTVEH, FHHITHEL TL koSt
TEETHI L,

2. MG ERAOBAADOWETIETIE, & M3V ERT A VA

B19% D 4 VA ZEAIIATEL - BET LI EDPNETH S
72, AFOHEGIZ L) ZORBIDOWHENEZ TETE R VDT,
HE5HBOREEH5ICEET A2 L, [9.1.4, 9.1.5, 9.5&]

2.2 WEFTIEARAOFGICEI NV LRI 704y 7V - ¥

379 (vCID) EMEIHE L7 L OMEFIE ARV L Lad s,
BETHRICBWTRE TV A Y 2R LS L OMEDPDH 2 b
DO, HEH % vCIDHEDERRD ) A 7 2 TP RTE 2 W
DT, FHHOBIIGEENOFW 2 + 5017, R EOLEM
2P BERO L EGTHZ E,

B OANSET O ) CESHIIPIA K OIBILE I UA 2 69 5,

L72A3o T, A OB A O EF I RERS L7z e &, Eil
HEMEARI T ENDH D, [11.1.85H]

A BHEEENH L DNL I EDHBHOT, HHIkT-> TR

FHWARRIEIS N2 &2 MRRT 52 Lo [9.2.10 11.1.32H]

S ERveT L=y —¥ Tu77 (BETERZ) EEhE.

ImLAIZF b Y~ 40.16mmol (3.68mg) #&HT L7205, F
N AOBEEIIEE L CHERT 2,

. BENEREEIIREICETIEE
A BHHE - BIEEEOH 28E
A1 FEIORA I UBBIEDBEFERED & 5 BE

HWREERLERZVEHI SN EERE, K LRI L,

1.2 IgARIBEEDBE

PUIgAYUEZ AT 2 BF CIIBBMIC TR § B2 NW0H 5,

1.3 MEEREOEREOEVEE

HEBEL, TEH200o ) EHGTHIENEL L,
MR EE D E ARSI L ) MARERIEZEZ $BLNDDH 5.
[9.8. 11.1.4&H]

.4 A - KINEEMOEE

v bV A OV ABI9D G 2 &SRB HAE T & 2\
R Lo asid, R AW amE ) BEE 2 &g ERE
BRITZENDH L. [8.2.1FH]

1.5 BEALEE - LRIFREDORE

v RSVAR Y A NV ABIODEYe 2 R T REN A T ETE &,
B L2 A R0 B AR T2 LB 5.[8.2. 15 ]

.2 BEReEEEE
2.1 BREREEXRITOBREENSH ZEE

BHBEE L, TE5720Wo<K ) EHGTHIENET L,
BB S B e H D, (8.4, 11.1.32:1]

.5 1%

TR AR L T 2 Tk & B 2 id, iR 0B Tk
ekt EED EHE SN EAICOREST5 2 L KH
DIGAZ L) v b2V EY AV ZABIIOD &G D I RENE & T2 T &
T Y L7235 B IR VB~ O (i g VE/KNE IR YEsE )
HHEZ DR TTETE 2V, [8.2.1510H]



9.6 Il
TR EORIEMEN OHFLREOA N Z ZRE L. BZILOMGL
EHIEERE T 5 2 Lo

9.7 NRF

e AERER, AR, LB RO2RRFHONBEZ R E L2
IRFABRIE TR L T 22\,
9.8 EfE

— I AT AT LT b £72, — RIS - ORI
FENZIZOBMEREDSD 2 EENA LN, MRFEREZRITH
FNHD L, [9.1.3, 11.1.4ZH]

10. #HE{EA
10.2 GEREE (HFRICEET S L)

AN S N T W RES W - falii T

FEREOHE T 7 [ KA OS2 S5 7-81%, £
F T 7T ORENEL NN
BT 2 F v | BENDEHLDOT, ET 7T
By L |y OBMIE ARG %37 A
7T VIR 22 &, 72, &
BT 7 F > |77 F CEERS1I4H DINIC AR
INBIRE T HEERS LEHE . 5%
Vv 37 ALLLEREHE L 2RI EY
KED 7 F U\ o F 2 R RS 5 2 L

A D TR
TR TH B
720 ARG
X7 TF
¥ DRRDNRGS
ENbBLND
H5o

F Ly

1. 8MERA
ROEWERDSH S5 bNDHZENHLEDT, B T512470,
DRRO LN AT G2 I 4% E# R EEITH 2 &

1.1 EXAEIER

NAA TFT747%2 R HEAW)
HEGE, S HpRLE. BRIV, HIIR. IRFAMRES. MUEACT . WRls,
IR, F7 ) — BPEREFROOSNAGEAICI, EHIHk
Hapk L, BYRLERIT) 2 L,

11.1.2 EEMBERAERE (FEAD)
METR VRIS SO Y CEEP ., UEE. ZEEL EP. ELLOUE
EHEE) 25 5b b ZENd b,

11.1.3 2HBEE (HEALY)
BB A (BUN. IMIB 2 L7 F = 2 5) o L, REH
RO SN IE G 2Pk L, #Y 2 0EET) 2 &,
(8.4, 9.2.1ZE]

11.1.4 MBERRE FHEAH)
MAEASEE D FASFIZ XY . B, Lz, MigEkiE. %
FIR AR E S5 D IR ZEARIE DS H DN D T L 03B Do AR
FERK (O F v, EakBEE ., DURRREE) . N, 22PR O I PRI
B, TR oK - FESEOIEIRDTFRD SN2 A 1k Y)
BILERITH 2 ko [9.1.3, 9.85H]

11.1.5 FFeeEE. JE (1.1%)
AST. ALT. Al-P, y-GTP. LDH, EJ V¥ D#E L\ L5
ERPE) ITRRER L, MESH DN LD b,

11.1.6 M/lMRigkdr (BEEEASHT)

11.1.7 FhKEE CBEEEAH)
-0 R B 5 D JEIR DS D S b N7 A I IE3 G2k L, @b 7%
WiEx479 Tk,

11.1.8 BmEEMm HEEEAH)
[8.32M%]

1.2 ZOOEHER

|== Pty
FE

5%LL E 1%\ 5% A BUEAW]

ISR | BUR (25.0%) [ EITE® v B $RIEHE. IR

JU . MEIR
T LT BRI
Hikas A, MEr: | RREESRE. MR, IR

Wiz, T, T

JEERIE . NEER I
)% v % ] 3

5%Lh k. 1%L _F5% A B
B JE ALBE. 20 FEHE. | LARE, T L
5 WV F— RS &
i - BHER NG, BAERE. Y| R, B EE
e . B A R | R
Jifi. /INEEER. JE
Be G |1 AL BUE EAFBALE
GEH. A3 B
JERE. €9
J&EE) (65.6%)
EREE ESr. R |, BRI, IEE, HEUE
1230 JIE
Jefe R AR AT WHEANE ST E »
Bitt. ~NEY T
YIRIE. 7 — AR
B e
Z oAl InfusioniFhE, #65. My SHECE, HHE
reaction™ | |JE. RHIEIR, MRRIE. 1 70T
JE e JERE. SMERRIERR., |~ PR, W
KA E, RS AL B R
WEgE, BRI 5%

) AFB G-I S0 E G B B S S8 B L 7280, 989758

12. BRRERERICRIETR
AFNAI P E ok O SRS (B HUEAUYE DR F A E 2 0
FEA B B ERLR . ATHUAE) eI TBY . &
GHOMPIZZ IS ORIZREDP —FRB S NLZ LD HH D
T, BRRZHNICAERLET 50 F72, M fiskoR MmEkA
FURIZH 3 2906k (JTA. HIBRUMIDHUER) 12 & 0 . RifEkE
FIREHUA O MG AR A (7 — 2 AR 1I2TH T2 2 L0h 5,

14, BRAEDIEE

14.1 FHXRRFOIE

14101 HRARNCERICE L. SRR L2RIE, FOWRE IR
X9 3y HUWICHTT 5 2 &,

14.1.2 REYIEC»FEO LN D DIFHEH L 2w &, KA
PRGE LW L,

141.3 Krvervo=y—¥ 777 (BEETHIEL) EHHE
EANREZOT) VEFNEERIRA LBV L. 2, o R
EDORTFEMILI L, FHEFRL VW &, [7.22H]

14.1.4 AKFIHEHBETEL20ELPICHTTL 2 L, T2,
MEOEEIE. MEHEROBENDEHLOTHEN L 2N &,

14.2 BRI/ SHOIE

1421 Kyervo=y—¥ 777 (BETHIEL) EHHE
WZOWTIE, BiER v 7SI TS TR T 2 L,

14.2.2 NS0 7)) VRSSOV TR, 3555 o JH i T Ak
BRUREAR Y TEE RO THGTH L,

14.2.3 RENIPLE A YL S PR KBRS I TH S35 2
Eo 2 L3 P S I T BBy, KA BALILAE G o
25 PO BOF I T10ecm Pl o % 51T 2 2 R R
PR e 35 2 &0 ORI, BE. J0EITERI DD 5 A1
WFHZ L, [7.48H)]

14.2.4 F 53 FFETE L. 1HDH Y DO ARIE7 O 7))
VISR O G B 72 ) DK WETFHRICHE) 2 &0
[7.4. 7.55]K]

A e =)

SESESN -3

1H® 720 OASIEZ 07 IEFHE OG5 d 72 ) O K%
SR

PGB 5 IH®H 720 o NGRIE 71 7) 2SO
FGHAL D 72 ) O KIx G AR (mL)
REAOkg A O B | AH40kghl kB

17 Bt 300 600

25t 300 600

3T 200 400




14.2.5 #E5RE

(1) Krerro=gy—¥ 777 GEREFHIEZ) EFHEO
PGB L, G H 72 D 1~2mL/ 5. IFEAFEH®ICIE LT
T LT L, NSEZ7 a7 ) YESREIE. Arve T ro =4 —
Y TNV T 7 GERFHIEZ) ESNEOEAHE T #1055 DA
W[ CHERSE OG5 T 52k,

<>A%rﬁniu>EW@@&5%@%tD@&5LF@ 4
W OAR ISR OG- TIE T FEIC Z ko UBEOKELEY
OIRFEWZS U CHERET AL 2 ko [7 4Z:18]

NG 0 7)) AEFRE OGRS 72 ) OFGH L

(A D208 DOF )

B3GR D NG 7) P EFHED

et Ry ] HHELd 72 ) OG- (mL/EER)
REAOkg A D B | A E40kgh LD EH

RMD5~155r |5 10

IRD5~15%7 10 30

RD5~154) 20 60

RD5~1547 40 120

R DG 80 240

NSRIE 71 7)) U EGHE OG5 d 72 ) O 58
(Z %020 L3 D HES)

EEasR L E D) NS a7 ESHER D
et e ] BEEL D 72 ) DG E (mL/kER)
RE40kg AR D LE | AH40kgbl o EH

RAD5~15% |10 10

RD5~1547 20 30

RD5~1547 40 120

RD5~154) 80 240

Y DG 160 300

15. ZOMDEE

15.1 BRER{EAICED < 1E3R

EPRAMEE RSB (635 2BV T, 8.9% (16.718061) 12, &
yerru=g—+¥ Tu77 (@IaFHfz) 1S3 548E
PURASTRD 5 72 A%, BRI S e o 720 A PiRid
BANBHEORHE, KR PR OB T2 T 5 2 &8 %D%ﬂf
WLHREE 7 v a =y — 8 EREEE R WA D .
EAEPURD L MIBUY 2 HRNERIITHTH %,

16. EMENRE

16.1 MiRE
21 LB D H AR N5 58 VE 00 9 A8 G i e JE 5 16480 % 3 R 1S
#l %3 PG %  1gG& LT92.2mg/kg/#. %Bl
52.0~129.6mg/kg/H#) XIx4EEE CFEHES&E IgGe LT
120.6mg/kg/#, #iPH : 55.8~179.8mg/kg/#) TR T#H5-L
T2BRDERIRRE (RFIF5-BAME19:8 B L) (2B % ik 1 IgG
b 7REERIIUTOEBY) Tho 7z,
B AF % MM E AT B S TR T G L 72 B O I
lgG kT 7fliix. FNEN13.25g/L (261 : ARHFe G- BIH28H
H) X139.343g/L (1261 : KHF$5-HIG31EE) Th o7z,

25 —o— 3BEMEHRS
— —=— LERERRS
w20
® X
l\l—v
INECIT
. E
o
5o B
=4 10 1 I 1
pinge 1 t | 1 1
L
g s
0

20 25 30 35
B[ GB)

AF & 33 [ S S 4 I TR T4 G- L 7B o i IgG k7 7
R PEERS

12 DL o0 H AR DRSSV Sa e AN S i e A 2 i R 1S, ARHA
= AR TR TS CRgH 52 - 1gG& L T452mg/kg. %Elﬁl :
313~768mg/kg) L 7-BrosEikEE (RAHES-FMH23:8 B 3%
27 H) 2B D IMEHIgGOHEWBRE/ ST 2 — 5 1ZDTOL B
N THorV,

RFN Z 4 BRE TR RS L2BoliEhIgCo sy BitE 5
X —% (n=4)

AUCO* 4 /Week Cmax Cmin Tmax CL/F

(g-day/L) | (g/L) | (g/L) (day) (mL/day/kg)
12.72 | 9.347 6.94

1. 17. 1.302 (40.

SL98 (7.0 1 s 4y | (17.0) | [2.04, 5.85]| 1502 (400

BITFIGME (CV%). Tualdfit (R/MAE, #AMH]. AUCH - /week Jt CL/F OB
3361

17. BRERERIE

171 BHHRUREM(CET 255

17.1.1 EINEE MHEER
2 LL L o JF A AR R B RN I6M A b R L L, ARA D
BeGa (RS E1EM N E) KOS ME (e 1HEH)
R L7200 B33 S48 R B T4 B B THE G L Aze AH
SR OLES 720 O 5-E13115me/kgkE TH - 72,
HHEOIMOKEIZBT 51gG b T 7 EORATFIHE L9 . 494g/L
TH Y EEE TERAGE a7 ) CEFIC L B iR (eG
b T 7 OIS 624g/L) & Mz L FEARE I CHER S 7z,
RHFNTHEBEPIIAE LA MO EEZME IR 2o 720 4
CTORYHEL2. T4/ N - SETH o 72,
RAPEG-FORIWERIX16BIF 116 (68.8%) 1Z104fFB0 5, £
7 ARS8 20550 (31.3%) 36 OSN3 AEBALALRE , YT AL HE |
EAEAEIEIE ., T AEBAIR R b OBE2061 (%12.5%) THh -7V,

17.1.2 BHETHEEEE (LX)
2% U E O S M R e TR RIS 2 K S & L AH O
BeGa (RS E1EM N E) KOS ME (a1 )
R Lo 0 B IC3E 4R T4 HBE TG L7z, i
W HOLAD 72 ) OFH5813155me/kgfk B TH - 72,
WSR2 S84 L 22 Bk 0 TS 2 MU Y130, 0251/ A - 4R
ETOFRYIEL2 9T/ N - SETH o720
RAN PG (IR 2 Bk <) OBIERIX816IH58%1 (71.6%)
VZ384PFRRW S AL, R RIVE NG IE AERALE NG (32.1%) Td > 7227,

18. ZEhZkIE

18.1 fEAF

18.1.1 A®&E/O7 UG

NS 7 v 7) v GOVERBF I &I S hTwv vy,
18.1.2 RIVePIOAZLF—t FIV7 7 (EBFHEEZ)
EAMMRIC B AT Vv VBORES T L. BT HERORE
PRSI 2 2 & TOARIEZ T T ) Y GO S 22,
18.2 EIE{EA
18.2.1 Hiifkf

R EFH DM K OV A v 226t L ChURliZ A5 % (n vitro) Vs
18.2.2 # 7V = 1EH

KIGH B OBEESEER IS LT 7Y = U MERPRD b7z
(in vitro) 9,
18.2.3 EXHBHIEER

7 AN BT B IS ER T T OVl SR o B g (kL C B R i AT
Lt oY% (A

19. BRI ICREY BIB(LFEMFR

191 A®&EJ/O7TU G

—f%% - pHAMLERER I NS0 71 771) » (B2 Fidd4t) [pH4-Treated
Acidic Normal Human Immunoglobulin (Subcutaneous
injection) ]

RE 7)) R EERME L TERTAEBENGE QT »,
F537ug/mLOIgA % &,
G727 T ADHMIELLT DY) .




I1gG1=51.6%
16G2=24.2%
16G3=2.2%
1gG4=1.6%
19.2 Fve7iO=—4—+€ 777 (EEFHEBREZ)
—fgg R re T ru=y—¥ 777 (EETHEIEZ)
[Vorhyaluronidase Alfa (Genetical Recombination) ]
¥ 1 60,000~65,000
KE  WETHIZ e e 7 a =5 —BPH-208E A TH ) |
v b7 Vva=¥—FEPH-2007 3 / FEACHI36~4827F H 1241
LI Ly Fr A =—ANLAF7—PEMIIC X ) EAE SN D,
MUTEROT I VTIPS DY VIV ETH 5D,

20. RV EDEE

20.1 ARFNIHFEAMHARREIZEL T2 &0, RHIZRT L
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