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BRHEAR : 24 A
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D1

BABREERIRES
871319

KRES AR FERA%A
P A 30400AMX00157000 —

7 7UNIvET b BEFERiEsEEy F40mg/mLTINTIIV)

Aflibercept kit for IVT inj. 40mg/mL[Bayer

) ERE—RAEOR I K T3 2 &

$anten

%) VEGF : vascular endothelial growth factor (Ifil% PN S5 Kl 1-)

EZ(roBHEICRIBRELEWZ L)

21 AHN DB 0 UIBBUE DREEHED & 5

2.2 SR PHIC G D & 2 8. B D WO IR
DEEND & % 183 (AR 2% O FEE 2 il 7 8
RBT 262 h o5, ]

23 IRMICHEDRIED & 2 BH [RIEHEALT

BINhDH5.]
2.4 TG SUSITR L T B 0D & 5 4 [9.5 2
Het]
3. #RE - X
3.1
. 77 Lt T MRS o b
Wk7es4

40mg/mL[ /¥4 T )L |
1RO £ 5.5 (0.05mL)
77T GEIE AR A)
121 v 2 (0.165mL) H
T VNS GEIATHRA) ™
1) VO
) U IKEF MY 4 0.182mg
V) VE—KEF ) oA 0.089mg
WAL+ bV 4 0.386mg
TEBIABE - 8.25mg
KUYV IILR—120:0.05mg
¥ F v A== 2ANL 28 —EMEHCTEE SR
B, VAL — RNV ORGEARHR G E LTy
VHRRIME AL T\ 5,
3.2 /A DOHEIK

7 7)Y T S RNES S o b

2mg

RN Gy
6.6mg

PRI

Wese 40mg/mL[/¥4 T )L |
SRR N e~ TS I O W

pH 5.9~6.5
BT 91 (BRI S 5 1)
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O pOETIREEHFEMDE 2 4 5 e R X
O #ARRAs AREAZEAE | 1¥ 5 HRBFHE
O RIS & VT 5 IR R EME
O BERAEWZE
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SMNEOTHREZR L. KA W%(D%T%#ﬂliﬁﬁ
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(tRBSER ARBAZEAE (¥ 5 D2 AE)
5.2 ANV]GHEIY 7 R I M AR B RE HE 2 D BRIR Y e 2358 8 &
N5 MR D EFIRPAZERE R HE N O 513, Ei 5 Z
EDREE L,
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14.1.2 HEUC K 2 HERR A 17\, FESHR IS TR 1. IR X
BEAPRD 5N A5E. BHICHEIRD 6N
DA%, RESRD ONBIGAITIZEHEHL 20
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14.1.3 @ T BB E < W22 b 5354
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1414 ELWREOBEITHEZLEL ) YV DTN
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14.2 EFIZ 5B OEE
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14.2.2 307 — D OIRFIHE 2T 5 Z &,

142312 ) Y U1 (FIR) O A E$ 5 Z &,

15. ZDMDERE

15.1 BRIRERICE D 15

15.1.1 KA SI2 &0, 2B OVEGFHEIZHEK 3 5 8
IR MR ZER I B 2 A ERR (DHEZE, R
thy A FESE) ARBIT 2 ATREVED H 5, B
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I AR GRS [ 25058 D D& b (24F-F8) 112 464 S Bk
MAEZERB I HERORBRIL, ARG EKRT
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JELZPE S B HVEIE 2 A 9 % BE 2 RICENS T
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DONFAIRATI J6 0F 5 B IR IR FE G BE L 35 52 D %
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(483AR) 112 %1 2 B AR M AR ZE 4 B 95 52 D FE 3
L3, KA G T0.9% 116 1H) TH -
2o WEPRIPHE BEVRIE A 47§ % B & b s E 4t
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15.1.3 AFHIA L )L FHRIL 7 4 V12 & BRI E R
BOUEH % g U 22ilBRidEi s h Tk 69, A
TR T 4+ v EMHLZZGEOE K
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15.2 JEERARABR ICE D < 153k
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16. EMEHRE

16.1 MHEE

16.1.1 BEIMFAANRE
SHEA B N i B YRR (6051) 12 AR A 2mg %
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AR E T REHERS RO EIRE S T x — 4 D
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(ng/mL)
4V BRAE = 15.6ng/mL
10 + +
0 7 14
e 5 RIER (1)

INT A — A N/N>LLOQ™ -4+ [EEHe( 2 (FilH)
Cmax (ng/mL) 6/3 19.3422.8%2(0-54.0)
tmax (day) 3 1.43£1.46(0.253-3.07)
AUC(0-tus) (ng - day/mL) 6/3 119+190%2(0-474)
MRT(0-t1s) (day) 6/3 1.6642.37%2(0-5.75)

1o BB 5 B/ 0T v e e R S R A E N RR A
(15.6ng/mL) % Elnl > 7= 98B 5
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HOMIEFEEA 7 7 ) ~L v 7 sz h e
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(N/N>LLOQ*'=164/2) . 13X iZ14Mm#%5-L 7=
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LR & kR e B &R L 7=
M1t BRIRE K/ AT vl R SE YR IS 23 E =T PR
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(FOBTIRIEEFEME % £ 5 ME BB HE)
1711 BRA 2 &8¢ EMEEEHEFHER (VIEW25ER)
BRI EE SZ E EE A xRS, TR HIEARHI8
WL 2mghe5- (7272 L. RAIO3MNE4HE Z L1z f
5). HHZ L 2mgfk 5. 4T £0.5mgks. KO
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Fo At~ EE SR AT GRER & T2 L 72, 7 DI%24F
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AISIH A4 A 7 =L GO 5 =€ X7 70.5melt G 3 IE B
s e Zk Vasavi TR X NN
2mg 2mg 0.5mg 0.5mg ¥ RN—Z 5 /f Y éﬁﬂfﬁ#b Eﬁﬁﬂi*ﬁb@ﬂ&?ﬁi
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1) AENER: SEMEDRE IR TR S SHELA) (74
Y — 7 RS+ 5 - 40mg/mL20124E-9 A28 H
&R, CTD2.7.6.1)

2) LR SEYBYRE (55 MARIE BRI ERRER) (74 ) — 7
W ARNES HF 5 F40mg/mL20124E9 A 28 H &R,
CTD2.7.2.2.4.5)

3) *LNERE: SR BYRE (v FWEAY RN IES) (7 4
Y — 7T RNTES o b 40mg/mL20124E9 F1 28 H
K. CTD2.6.4.4.2)

4) LR o MAHGRER (RSB 9 2884, DFA fEHT)
(74 ) =T ARNES A+~ b40mg/mL20124F-9H
28 H7&FE. CTD2.7.3.3.2.1)

5) *LAERE: AAN % & &5 AT E B [ERRER (VIEW 253
B, T9EH) (74 ) =7 ARNTSHF > F40mg/
mL.2012F-9 H28 F /kZ2. CTD2.7.6.12)

6) tLAERE: AAN % &0 s AT E B [ ERER (VIEW 258
B, 29EH) (7 A ) = 7 RNITSHF v F40mg/
mL.20124-9 A28 A7k#8, CTD2.7.6.19)

7) LB WAL MAHRRER (VIEW1RRER. 14:H) (74
) — 7 RNES A F » - 40mg/mL20124-9H 28 H
K%, CTD2.7.6.11)

8) kN WS AHERER (VIEW1GRER, 29-H) (74
) — 7T ARNESHAF » - 40mg/mL20124-9H 28 H
K78, CTD2.7.6.18)

9) tL B R: HAANZ &S A E B E R B
(GALILEOZRER) (74 V) — 7 RIS HF » b
40mg/m1.20134:11 122 A &zE, CTD2.7.6.2)

10) *ENERL: WA THAHEABR (COPERNICUSERER) (7 4
) — 7 ARPNES S+ F40mg/mL20134-11H22H
K. CTD2.7.6.1)

11) #EPRE: AR % & 5 IO E B 2R [R50 (MYRROR
RER) (74 ) = TP ARAES S v 40mg/mL2014
F9H19H &2, CTD2.7.6.1)

12) #ENERE: FA N % & 0 5 T [E B 2 A 5ABR (VIVID-
DMEGER) (74 V) — 7 FARNES H+ » b40mg/
mL.20144:11 H18 H &G, CTD2.7.6.5)

13) *EPERL: b MAHGER (VISTA-DMERER) (7 4
) — 7RIS S o b 40mg/mL20144E11 7 18H
KB, CTD2.7.6.4)
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