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JONY XY T (BioFElEZ) BEFHERER

BFRREmAIMEES
871319

ABES
AR

30200AMX00429000
20204F5 H

N\ A wRisMEsA+FY b 120me/mL

BeoVu. kit for intravitreal injection 120mg/mL
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2. B2 (ROBHFIZEFIHBELEVI L)

2.1 REO AR UBBUE OB O & 5 8E

2.2 IROVIZIRE I D 3 5 B H D WITEGD 5N
DOH5EHE BRNEFOEELENEHP BT 2BF1

2.3 iHEMMEDIRNRIED H 5 HF [SAEDTEALT 20 fetk
WD)

3. fHR - MR
3.1 fHRL
W5t %4 AN i FARNESH F v R 120mg/mL
1% > b (0.165mL) Ho&Efik : 7ans A<
A GEf=T-#¥2) 19.8mg \
IMOFEGETH20.06mLPOEHFERE 7OV Y XY
7 (#EFHIRZ) 6mg
FEE A 9.6mg
I e SRV FN/& it 0.43mg™
(1% > bHp) A1)V R— h80 0.03mg
Zofl, pHIREHIZE&HT 5.

iORPESY TAWDLFN I ENPEST] S WPV I/Ep
YEARMOGFRETH Do
3.2 HAOHK

W 5¢ 44 AN FARPESH F v F120mg/mL
[E2N S~ A R OTEI U D2 ICRE L2

pH 7.1~7.4

2L 240~340mOsm/kg

4. EERIIHHR
O bETIRISIERHEINE % £ 5 M EBEE M
OfERRRZIE

5. RAERIIHRICEHET 5
AHN L MRS 212 L. SO TFREEEL,
RAF G OEG 2 W 2 2 Lo

6. AERUHE

(FOE TR ST A M B % 7 5 MESFPIE 1)

TN AT GREFEELZ) & LT6émg (0.05mL) %4
L1, EGESE GEAM) AT ARNEST 5. €Ok
DOHMEFIIC BT, WE. 12822 11m, W RN ERS
The B ERICE G MEEZEEME 5 555, SHALL
LdHiFsrzl,

(FERREDZEE

TuNY AT (@EfaFAIEz) L LTemg (0.05mL) #*
6T L AZ1E, EE . EEESE GEAM) T ARNES TS
A5 RIS & DGR E HERE LS. COBROMERIZE
WL, lE, 12828218, T ARRES T 5. BB,
FERIZE D GHRE EEREG Y 555, SAMUEHITLZ &,

7. BERUHEICEET 3ER

(ZhEEH @)

7.1 BREBRIC B W CE, WHREE I ThI T v, miRIC
EHTR L 70 BIRED D HAE. WRFE RGO A 5 &
A HEICFEM L 72 ECAKI 2 %G5 T4H 28, 2B, H)
G B 2 WIRE A 51380, Bl coZael: s 14
VZEHM L 7 E TR OGHRE 1T 2 Lo

R R

(FROETIRIGEITENE % £ 5 NS EME )

7.2 MEFINC BT, E RIS BB 2 BT L. RS
BIME 2 RIZT AT AR SN, RS MEE8HE L
THIELEEREETHI L, [17.1.1. 17.1.2&8]

(BE PRI E B RE)

7.3 AN B 235UV TE, HEISEIIS LT
SEIR & §5Z L bEET LI Lo /o, HFFHIZBNT
1, EMIMIC BRI 2 R L BB BN 2 RS BT
R bt HGHBE8H L §2 2 LEZEZME
5T &, [17.1.3, 17.1.4ZH]

8. EELEKXNIE

8.1 MBI 2 A E A L. BT ANEN O S-F
B A5 2 itk - FEER D & 5 IREHE O A DSAHK] & P 5-
5L,

8.2 WY TIRPNIESS I LA S 2 385 (THEESE. JMELEE. Bt
TSRS K OVBRIRESESS )~ BBBUAE O BEAIE 12 D W TR IS
TarMZEITH) 2L,

8.3 T ARMIEFOBIZIE, TROMICEELEZDHIT) &

8.3.1 A TARMTESHE . MRS TCTITO 2 Lo (FiTHATFIR
HHEEITV, RETE, 7 ZREEEEH, BB FL—7
TR E RS T 52 &)

8.3.2 AHKIP GRS, Y 7 BREE & BRIF PO B RS . HRES ) OVHR
K ZHBT 57O ILINFITPREEZ S35 2 &,

8.3.3 N2, HAREFIME. MRPYIIE ., e %S 28 K ONHaR Ifn
BESSEHT L2 EBHLDT, INLDOFEERIET S
SERDFED LN HAIZIE, EHISHEKET 2 L) B IcfhE
5Lk, [11.1.18H)]

8.4 f T ANTESHC L VIRIEDSS—#EEEIC EAT 22D H L, F
72, FEEOIRE ERDIREG SN T 5, REKGH, IER
OB FLIR MG 2 MO0 S R OV 2 2 &0 [9.1.12801]

8.5 AHNDOMFKPIES R, —BWICHEEEND Sbils 2
L BT, BIHEREAS TS IHE T B F CHEMIE OIRIER
HEJHEOEE IR ST VI ) EET LI &,

8.6 EWMICHEMMELFHI L. BATFHROLEIINFETE 2
W IlIE@AR L G2kt L w2 &,

9. BENEREFIHREHEICHT AR

9.1 AHHE - IEFEFDH 5 FFE

9.1.1 BRAE., SREEDEE
[8.4%M]

9.1.2 RpiZreh (3 —i@ iR ee I R AF D BRI EE DRz h D& bR
HFDH 3 EE
[11.1.2. 15.1.1&HH]

9.1.3 RAREDEREEDSH % EH
[11.1.1ZH]

9.4 &JEREZH T HE
IEAR VT RE 20 R AFI G R O 5 rh 1k e — e I R 1
WY WA AT L) IRET L 2 L,

9.5 1w
T S IEIR L T 2 WTREMED & 5 LI 1E, I LB
MAfEkEE T LR EHE SN EIl0AKTG T2 L.
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ROBWEH D H Sb D EDHDDT, BEE 51247
W BEDERD S NGRS kT B 2 S L
HEITH) T &,
1.1 EXAEIER
11.1.1 [RE=E

P4 (0.5%). IRINEAE (5B &) %S (2.8%). #
ffn sk LR 2L (0.7%) . WEIEREE (0.2%) . HEEELSL
(0.6%). #EIME % (0.1%). WEEEIREIZE (0.4%). HEE
MEHZE (0.4%) BdHSbLNL I ENDH D,

ARFFEGIZ X W IRNEIED D S b BE I LTRSS L
AT IRNSEDSTIE L7 ERI DS S Tw b,

AN M 45 25 % ONHRIBL IS BH 28 0 Z8 B I ARHI A~ D S IE & 78
BELTWAZEMHESNTEH Y, I 5 TR
EHEND S ONIEBTIE, HRTLIBENLH L7120,
AR ZHRG LI b TNHDFRIIIBHERE (K&
fge, MRS, TR, ITRBARE) 12058 T 52 L
b7, WNEIEND S bN2EId, BEORELZ+
ITICEIERT A2 &, [8.3.3, 9.1.3, 15.1.2&01]
11.1.2 EfiRMARERIE

Bxzer (0.1%A0) K OVOF RN EEER) 253 &b
BT ENDH D, [9.1.2, 15.1.12H]
1.2 ZOOEIEA
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LAY R LB E 1T ko,

14. BREOIXE

14.1 EFANEOIE

14110 RHNX, TR OIRETERTRAETE 275
S CIRAT L - BERI A4 2 B 2 e W X ) W HAT 5 2 &,
14.1.2 SELICREMEMRL T, &) 3 E O A2 BO - HE121F
EHLZWZ L,

14.1.3 7)) A% —WHENIZIRE SN TV 5720, HER
THE LW &,

14.1.4 7) A7 —a2EXETL T4V EFI) IR HEEE. X
RN O AR L 2w &,

14.2 EFIRS5EOFE
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BEFROLNT
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15. ZOMOEE
15.1 EERR{EAICE D < 53R
15.1.1 RFEFRGICL ), @5 OVEGFIE |ZH#EIK I 2 B IR IM
MEERER (WA, O RS 25383 2 a2 H
%o BHANNREEEEE 2R & L2 MAHREE (C001
SR N ONC0023U8%) 12B W T, RENDI6H M B G-12I12 BT
LRI ZER T ROIRBRIT, KA GHEEE T3 0%
(22/73081) TH o7z HERHHBIFEEG G E L2
MAHEER  (B230173U5& & O B2302735%) 128V T, KHF D52
M52 B 2 BRI ERHEROFHFEIL, KEHS
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15.1.2 BTN EE R A 2 G & L7245 AR
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TN Y R THURG R E OB E1335%~52%TH > 720 A
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HE1Z64%TH o720 ARFNOS2MIEF 5212 B % HHFH5
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o720 RO 7O > X< 7THARG EEE Tl
B AR TIRNBIEDFSBUBHEN S - 72, [11.1. 18]
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6mg (n=25) 49.0 21.7 6000 103
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Tmax(EFUefi (FEFA) . T1/203FRFFME GERFE) . 2 o3 %mF
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RED RS OHARNERTOIRBIEIX5.3% (1/1961), 4t
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DHOKEFFI BT, AFEGHIE128m, 77) N )bt T
b % 531X 8 1252 PG L 72, AHITE G- 1 B B
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18.2 VEGF-AIZX ¥ 3 HE/ER
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WIS EBIAMEZ R L. VEGF-A &£ VEGF%%1Ek (VEGFR1
J U VEGFR2) OfEExMELALOY, 7aVy X<7
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— A 44 R
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Brolucizumab (Genetical Recombination)
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[20200017]
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