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20194 10 H 22 H A" FIE T A RHHSAEY) S Anbrx, Inc. 28 GF IR, A B B 50,
AR (CEEIFRAVFR IR0 o MRAETI XK EVEREA IR AL VE R ARX305 7 df, 2™
ane T B A . A 5T Sk ELRI A CDT0 BH A bRd 1) 5 st BE LR 2 W B ER ) 16 259, T T-61
WREAEIRIT 250, (WEMLAT] 2019 48 10 F 23 HAE LS sb i @ 11l 2019-036 5 A %)

T8 HAMERFH U A
VIER OAEH
L. AR TNEEF L EfZ) T 2018 4E 11 7 26 H-30 H 1252 7 56 E & fh 25 i B st

JRIFR) COMP CHRAT 24 s A 7 o B BV B A, A Y PR 5 17 1 JORR Tl ) 75001 e 247 1) I
BERR. PR AR AR ERRS. WA, SR EEHIN KRS

2019 4F 1 H, AR FDA 8 SR RER A R A A R I I R A RS (EIR,
Establishment Inspection Report) , FEAHTE ML) FF& K E 25 COMP i &k RER, RiE
7 21 CFR20. 64 (d) (3), FDA HAA IRAG 75 4%

2. 2018 4F 11 H 26 H, ~w]lHJF 2018 45— im i i AR K B BOE 1 (O [ A w1 ik
PIITREY «  CRTHRER AR RS BAGEF /03 B A S B I ERD) « 2019 4F 3 7 22
H, ARAFFE/NELREFSHCEL T CGST00E I FEERCED) W T Ry
W A 3AE R PRIl P F B2 KR, RITE B A7 7 S R B Sy o st SR v et 22 5 77 SR A B4 el
W AR B, [R5 4 A BAMIE T 5, 000 F576, A 10,000 376, FEIEMHEA L ANRT 9.5
TG/ Mo 2019 4E 5 ) 24 H, A w]ERIRIg, CSEbrBEIEA w6 6,827, 500 i, A Rl A
0.71%, FIWFIR SN 9.39 7o/, BIEREI% A 8. 32 Jo/M, RIS 8. 78 75/,
[ 5 400 59, 976, 676. 48 J& (ANE 4. WP HRELZ 5 H/AD .

3. 2015 4F 11 H 30 H, 36 EAE N AR ot 77 v e B 2 w4 Q10 26 [ R A R BAE R,
HE A A RAZALH A Kaneka 23 7] (RS QLO A o ZE AR okt 77 ik B A HE by B i 2 (Bl 15
J&, HA Kaneka 2 Al A RIE EVRRBCAGK R EYRRE, SRR E EIFRE R B E i . 2018 4F 1
J3 5 ORI S0 75V e P R o 5 I e [T R A ) 3 il Q1.0 1 I AR 1R JU Kaneka 24 7] (157,
[F] 5 A m R T 56 B R BT 0th 777 B i 2 i B g, e A FIAMRRL

FE AR S0 7 VLR R R R o Ik J , AR Kaneka A& AN, FRR_E VR BEHE [)_EiFREE
2019 4E 5 A 14 H, AFCEISE EBHRIKE FyREREA e, B E RS iE % &
TEH BRI M. A FHIEE QLO YRAZE F 4 2 4GIESE T WL IR 24 Q10 T2 AR
Kaneka 23 &) HF,

4, 2019 412 H 10 H, ARBEHFE/NELREFHCED T OT @ 1% S 625 R 7
HERRIMHAMNE) « HARIKERE, 46 Harsehaio, AT EH SR 5B hd
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HE T 2024 FFETTE AR B AT T A E BRI, FRMBUONE R R R
60 i,

RSN R BRI 29 T B RTH . 1200 H - RLa 3% 27300 J5oc. Wi H# 3%
HEH M AT BEMI. WIEIEZVFHAR AT RS, DU @A/ 5, SR 640
21700 J37G, FEF] 9000 Jiniity, Fit 4-5 FUREI AR . TiH el G, FHEmE 5t
J v, degade, K. BURE SRR, THRIT 2024 IR EDAGE.

5. 2019 4 12 A, AFEE T CTAmIERIREHERMAEY, ARTR1EHNELDT
HER2 PA47i-AS269 fHBEES W (L5 ARX788) (JEATE MR “Hi HER2-ADC™) 577 G U LR )
—IEE G TP FREERE ) T IR R SIS T Bk R . BEFER ], EREAE 2 R YT )
HER2 AV I FL e S, ARX788 HoAT RIFHMY 2. & 1.5 mg/kg =J&—IR& % (Q3W)
B, 2t RAF. 7E 51 A2, AUHILT 3 615 259K =3 95itk. ZEM 0. 33mg/kg Q3W
F 1. 5mg/kg Q3W (W7 &N Ky Hikse h, RUERFERFIMEREME (DLT), HwARE 25 KT
ZHE (MTD). 244, AR E R 20 8 WSR2 5 8 0 (CDB) &I R B4 It
HER2 H471-AS269 MBIEVESE T1/11T Ml RAE KR . AR HET- ARX788 1) T I R 78 45
B RAPIFRE TT/11T #IR AR IR .

6. HRAE A F )\ -HIREF A BCEE M COST AR N EF AR L T AV R 2 A R A A
—HIATTH BR IR, RAR PSR, F AR AT A A TR B L5 KIX K
BT 7 X 30 A N A R R S e 2577k, AR e IR b (AR B k. 25307k
B f LR . 2 DL o I SE TR SR v, — IO H R D 2020 4E R 2025 4,
LB 25 X, AR BIX e, A B IR XHORE Gy, (RN 050 70 SRR K 2 P i 7 X
Heo — AT H RSB 16. 4 1470 % ITH SE i, 38 757 i8I U HBUR T TR, DU VR
VNS, %0 H SRR A E M . ST AR F AR R UGE .

7 R A ) 55 )\ IR E S 2 @I ) O T 1A R B 25 St 3 T IBORURh v R R
K NFEEBTAF B A REENLE], BRI O E T BN A, SR R A R R
J&, B2 m S 57 L RAUSR R . ARSI XA 1. ARSI T AR, 1ER
AR IR T F) AU R & B 7] B A W E N EE S AN WAL R & .2, B
Jihx G YO R L T RAERE T S WAL W E N Sk 2T 1S, LAEEREA B i
125 3 A IR, SRAZ AT LA 30%.  J5 SRR B B0 IURN A3 T 8 B A m] S ARy B e ik AR
PR R X G AR B AL DA S BRI 2 I 208 AR e AN B, I B 35% T AR T il 2%
T AT, & SBURIRT RAIN S, A FPR A RRICT 6 PR R 1) S A 0 B L2 U B
ERL IR B T IR 50006 70 BUR T I As — 8. B BN R EE g 2 ok Rl id B i, %
Tl &35 T W AU AR B AN T 452 T, WU AT T 1 ROl A7 2 A S 9/
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BTESHGSR s bR PN
MIARRST | e hlhe | HR BRC | FREAA | e HEM MR Pt | H | DA
NS ; y i
NI B
COD: 86. 68mg/L jjgﬁg 56.74 it KE: 73,23 F/4F (I5 K EEA RO
BEHIZT | coDy AA. pH | M |1 k| AR 0. 45me/L | (R COD: 366. 17 Mi/4F T | #E) (GBBIT8-1996)
pH: 7.33 S 0. 26 I FAL: 25. 63 Mi/4E = bR
con:samg/L. | FPASR T 68 07 w4 (5K AT
e I COD. &% pH | 9N 1 JXVaREE T | # % 0.92mg/L COD_“‘Z%:,) - COD: 340. 35 Nfi/4F I | #E) (GB8978-1996)
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P HA: 6.01 N % 2 B R
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(—) FTEBRBROLZHERR
1. E@ERBRBZIHERE
Hfr.
AR B ARG (+, —) KRB G
. A
i | wm | 2T | e | s NiF wE | W
Belive Wt

—. AIREX 9,331,275 | 0.9667 -9, 327, 000 | -9, 327, 000 4,275 | 0.0004
lanirgh)
1. EEEER
2. BEfEAN
i
3. HApth iy 5% 9,331,275 | 0.9667 -9, 327, 000 | -9, 327, 000 4,275 | 0.0004
e
Hrp: BHHEE 4,275 | 0.0004 0 0 4,275 | 0.0004
FSEERPINESS
Ji&

e 9,327,000 | 0.9663 -9, 327, 000 | -9, 327, 000 0 0
H R NRFI
4. HNEFEIE
Hordr: 554ME
NFFIE

541
ER PN
. TBREES | 955,926, 725 | 99. 0333 9,197,000 | 9,197,000 | 965, 123, 725 | 99. 9996
A I Ay
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4, HAth
=, M@ | 965, 258, 000 | 100. 00 -130,000 | -130,000 | 965, 128,000 | 100.00
1y A
2. EEAR A2 Sl % L Ui B
ViEH OA&EH
2019 4F 10 H 22 H, W1 14 AU G BRI Al e s ERE T, AR g
IRIZAE M AR AR B A v 13 5 I PR 1 3 S AT (R DAy 4, A RIS ASN R 96, 525. 8 JiARTE Ky
96,512.8 Jifl. (FEMLATE] 2019 4F 10 H 18 HAE_LAZ M www. sse. com. cn $%#& [1lIF 2019-032
A
3. BRI RIE —ERRIE— RS BREEEW SRR NEE ()
&R v ASEH
4. AFPNAVESUESS R BV E R E N AR A
&R v ASEH
(Z) MRERGEINFMR
ViEH OAEH
AT BY
" . FENIRER | AREMBRIE | AR | FERRER il bR R 5 H
BREHR # el | B ¥ RERE 1y
SR 135, 000 135, 000 0 0 | BB 2019-10-28
Sk 90, 000 90, 000 0 0 | BB 2019-10-28
E5'E 120, 000 120, 000 0 0 | BAUEUR 2019-10-28
AR M 120, 000 120, 000 0 0 | BB 2019-10-28
7KEF 120, 000 120, 000 0 0 | BB 2019-10-28
Ak 120, 000 120, 000 0 0 | BeBLBR 2019-10-28
LR 120, 000 120, 000 0 0 | BB 2019-10-28
Fa4T 75, 000 75, 000 0 0 | BB 2019-10-28
AN 60, 000 60, 000 0 0 | BAUEUR 2019-10-28
K [E 4 150, 000 150, 000 0 0 | BB 2019-10-28
A 150, 000 150, 000 0 0 | BB 2019-10-28
B 7K 150, 000 150, 000 0 0 | BB 2019-10-28
225K 120, 000 120, 000 0 0 | BBUEUR 2019-10-28
T HIE 120, 000 120, 000 0 0 | BRI 2019-10-28
HB XK 120, 000 120, 000 0 0 | BB 2019-10-28
T A PR A B ZZ S ah it | 5, 937,000 | 5,892, 000 0 0 | BB 2019-10-28
SN/ € i S P
(159)
T PR A A 22 SRh i | 1, 620,000 | 1,535, 000 0 0 | AU 2019-11-22
R TR 4 B X &
(233 )
it 9,327,000 | 9,197,000 0 0 / /
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W | o TR | o ‘ LT | AL
wxmp | T G | BATEE ) EWEE o 0T Ty
e
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