BB RATIZITH IR A 7] R BB G 3T IRA A H R A I B A F B R 2
SCBEETF AN TERAETEENY, T IEZE T, WA AT 4N 77 2 i BT 1 e 1 ) 75 - 2 AT 1 %
TR 7| ZHIE TR AR 1T B A

AN bk BE 29

LIVZON
BEXBEEEROARAA
LIVZON PHARMACEUTICAL GROUP INC.*
(B 35 R A3 19 R 4 PR 7
(B AR5 : 1513)

BINEE NG
A TR TS G 542 S P ATIR A 7% L TiRRUSE 13,108 BT T .

25T R PR B AR B A AT IR R R RIS 7758 5 P ot T 5 2 CREER BE BE SR B B AT BR 22
A5 S EE HINE), (2R

ARG i
R BEEER G ARAF
Livzon Pharmaceutical Group Inc. *
AT HLE
a5
s, B
—EF- 4 +—HEH

WAL I, AL r] 951 77785 25 g ) 6L (R 36) K 1 [ 7 6 A o SRR fa 3 36); A2 7
HIFFBITHH AR R TE A EFR), BB LA EFHR), BEEE RIS AL A
HIPLIBTTH IR AL R TGAL FRHEA . B L RE AL .

T


file:///C:/Users/pengting/Documents/WeChat%20Files/wxid_jlbxmkknce8i21/FileStorage/MsgAttach/32eaed17284df6b2e4aabecb1cd7dbb7/File/2020221单抗临床批件/AppData/Local/Microsoft/Windows/INetCache/20150709/丽珠标志-竖.png

WEREZER RO HRAE

an

¥

& B P EEHINA

—O=—=%+—A8

(2 i
022411 A 7H, AR THREFH=T/LIRSUHF BT KERD



L SV

Bk N THNEISRES RN ARAF CRAR “2F”) KIE ke
TAE, WA A F S HER. SR RIS HUBATE B 55, R AT KR,
SR AR 2 A R NI &2 e, RGE (AR NRIEMERIESR L) (FREAR
SAE 2 FE) (B R FEME B PEEEEEINE) . (RIINETRAZ 5 B i 52 BBy
CRFR QRIS PT BB 7D (ARG 2 5 PG R~ wlAESR B i) CBLR
PRCBRES BT RD 7D SRR EERL L (AR ERE) MARGIUE, JFaia A nm]sk
Pt oL, e A TNE.

5k ATMETRR AR R FERT A F B SR A AT A AR AE 5 i i T g
PRAEEREIERE, ERERTEA . ERUE B B BIGE T it a 20
DA, FFEREZE IR E ST A m ety EUESRAZ 5 CBURfIAR “UEZF 3 HT 7).
BREPE SR E R, ImR . R SRR, B A S,
SE A 5 555

W=k AINEMERVERE S ARAEE. AFER T AE AN A
G UMERN AT AFEF HFENMRMBEENG, QAR PSR Lz
N, PR HAR RIS B3R OSSR (LR &R “15 BH5EE L35 N7,

BoE FEHENEALRN

BV 5B 55 NN SRR B AT (5 B 58 55, BRI 75 B4 5k 10
FE A, AT B B S BRI E A B A S R SR R E R, (EAS
SRR G B, AMFRSRBE, R BRSNS R 515

S|

e o

BRI R 55 N T (15 S22 e P S SR R, ORAIEEL PO 2 f WL T
Wi, TR, RIMFIESLR, AMEAREECE. R VERRIR B BN

Bhok AFES. MHELSREEAN SN EL. BB, BIRIE
WG B ESE e, 528, ([ERER AN, 2.

BNk pFES. MH. SPUE BN AR N S BT, N
ZfE BAIEHE R NEEN, AMIMRAFRNREE, AT

So



B C At BRI AL G Ik

Fk AR (S BN Y R D — R BRI S48 B A S R
A8 S PR ARAN e [EIE B 2 A IE 532 55 T 48 7 1) LI sl b 99 %

B\ AT PRSP R A SORRRIRE G £ 2 SO RAIE I3 s B8 B S
EFAE G T, FEORIIE FARM RS 7E4E T8 MR ARAN 8 2 W3 b 3 10 SO 9 25— B

B ] FOM RS BB R S5 NARIE I A i SORR AR DG 2 75 S0 245K
HHSCCAR o AN SR B AR SCSCAR Y, S A RAE PR Al SCAR IR 25— B BIRPSCA R 2B
X, PR SO gt

EHa AFIEH A A LA DE R K15 B Ja T e AU 2 s, AN 13 DA
B0 R AT BB AR B AR A

Ft % ARIPCEIREAIAEE (BIEEEMNED KT ARKRE, LA
R ZE A G DL, BB T ST T T ARSI L, 7R R SRR P G s el IR 722 )
vt o IR (0 1], - BRAIE 2558 ) i R R Rl AR S A H A i o

B % AFIBLER NS BAAEAHE Y BTGB R LR 2 s AR 5
FATT I HARAE T, 4 v RE I O IE 55 4 A 4wl R 53 B3 SO
R, HAFE DUR AR, AT LA A BT R S B RO, U0 SR B (1
AITHARR «

1. SUBEER 15 B AR

2. AXRWFNLC A IRE;

3 AT G R IKAE T H IS -

LA Z G R, A A AT DU G4 Fa AR OGS B BT SR R I PR — AN i i
240 H.

PR B R IRIE A S B A, B0k e 10 iR R 420 0 ok B 4 400 55 11
BRJEifi Iy, 2 2 R 4

BH=5% {5 Bk EE S NPEER (5 B R e o E SRR 5, T I 43 5 5%
JBATA G L P Refa T B oK 2 4, 3 BOHE S [ 530 SRR B VR R AU E Bt 3
AR, AT LARIESS 32 55 BT H G 2T 0% BHA o 0 R BB TAH DR 3L 5%

BHII% HAREFSRAERELMPBIERFESRR CHEFERM AR
ATHRTERS ) IPERA A mE Rk FE F 5% .



B=E NLEENE S LR

W Igk NI B IR AR R . RS AR, 4k
JUFERF BB AT A E A W AN B8 S A BRI (E 2, #9825 LI I 3 2 iR B X
LANELT

IR A 5

NAVEERE AN SHFE SR HE 4 A H Wb e i iz, IF N 410
BT A%

1.
2.
v ATFEIBEE S BURRAT ARSI, WA IIRECE . BiE AL BAREEL &

(o] (00] ~ D (€] EEN
Y P Y J J

N FEARFE
F B2 A 55 FE A5

FIHT 10 RIBARFF G O

FRIBE 5% LA BB PR S sk B N1 DL 5

mHL HE, MPEHEANRKEREL. RSO RO
R

EHEHE S 2T

075 9T P9 E KA B 2w RIS

WSS R A TR A
10.

IR 2 SRS AZ 5 T AE B LAt 2000

BB AFFEERETRIMS SR E LA G GEFFE) E T
I 55 e it

B\ AR PIERE MAERE DS 2 THEE R AR EARZ B 2 S H g
eI AR, TN L L A

1.
2\
3.

A AL

T E TR 55 165

NAER S BT RAT AR AR EEL AR 10 KBR RS DL
PEIBBEAR B SRz il N R 2R AR 1 DL 5

. EEE R AT



5. WEHINERIFIR b RS BRI LS 24 =] 50

6. W5 itk

7 ENIE I 2 KRR AE 5 FAE i) Hofh 330

Btk aFlRERE PRI S st G T AL H i, HA TR
M, AFINEE

T SOURHE 4 R 55 B IR A SRR« AT AR S H G AR BORAb 7 451 15

2 BTN AT RATH B ] e e F R A AR B S, AR AT RHE 7

BEATEH THI;

3 ENIE I 2 BIESFAZ 5 Frh B AT o T (K AR I I o

Btk AFRFERENSEGDSUHEER 3 M BT 9 MHERIER 1
AN A GG SO R, B TR IR I (8] A5 T B
WGP FR IS A R B 08 L A2

1. AFEFEARED;
TR BRI 551 b5

3. MFIHRE

4 T IR 2 SIEZR A S A RE 1) FL A =R T

Bk SRR IR AN A AR SR G RN, I
2w PAETF A 5 T R E AT

B =5 IR R AR IR AT BRI TR A A B E SR
LA 2

1 RAERTRENS 24w UESR S AT A SR A2 5 Ak AE ORI (1 FOR A, 35058
B ARG FINS , 5 B PEE 55 NN SRR, WA RR AL H AT RRZES AR
e 2L IS

HI Ak IR B RS 4 «

(1) A EE TTEZE 6 H ) R

(2) ARIWERBBATHN, AFEFARE HEERRE BT AR 5
WE 2=+, S AFEWHEERE R A S RE — ol 1%
WA =1

(3) NAIT L A A, R R IH REE FRIKAL 57, T REXT A 7] R 5377
fifot Blan AN R AL B2

N
Y



(4) o> 7) R b B R 55 AR BE T A2 2 F R 50 55 B 2R 00, B0 R 28 KU

(5) 2w RAE KT HECE HARIRK;
(6) AFIE L ERIMRFI R AR H R,
(7 AnlfFEHE. 13 U ERFHEEm kAL, EFKHDHTEET

(8) Ry 7] 5% LAty IR B 2R B SEbndiil N, e A ey B 42 1) 22 W)
(I DL R A BRARA - 2 7] (1 SE B f2 ) N e e ] 10 e At b ER 5 28w A [
FRADOY 55 [R5 DL K AR R AR A 5

(9) Al FEBEA S SRR, 2 F] A M R B 2R, 2~ /it & IF.
IPSLs FREHURHAR I I RGE s BOE WIEBE B RE . DT KM

(10 FRAFMERYFR ffE, RAKRS. SEHSRIUEHIKIEREEE S
=P RE

(1D AR WHICIRPMGE LRI R, AR Shrzfil N, #=H. I
HL PE PN S ERIC SRR R 45 It

(12) FAAHIEAE ATBOEM, IR A7 B AT B X 24 |l 7 AL H R FE I

(13) AR RATH B HAB P AL 5 58 IBEBCHah [RIAefy . EE KB 5
M. B Blecs Hp

(14) VEBER R AR LA AR e AL F I RE ety s AR — BOR P 2 =) 5% LA L ety
PR UREL . FAIASE . FUE . BUSETEECE RO IR H R R AEE, BCE LAY
SR FJ I XU 5

(15) LBl Ak AN, UREECE PR .

(16) 3= EEm 4 Rl 55 [ A\ A5 005

(17) AR 5 v 24 B BB AR B i A B S I 5

(18)Fh A0 2 15 ot ™ A2 R REMA AN 2, AT REXT AR B fafits L
oH A R R R

Q=B itk E R E AT,

(20) D51 AT 10 L4 (015 SAFAEZE B . RGO I B SR L 8, 0 /ALK
N ML E L EHSIUERATEIL;

(21 AW EEFS NI ARGECE AT FEFF, 2 F AR FBCR

—

Bk

7



LR B T4 £ 5

(22) WEATBHE RIS A m] o LI 2 T 55

(23) A FlEFHEHEBRMAR . LhriEtl N, HH, WHE, SRS Z R
FALT, PSR A P EE N 4 T R A A a2 B ERE M S AT B T, B
52 B H AR B E KAT B T 5

(24) NEIMERIEAR LhaiEti N, EH, WH,. SEEEAN R H™EiE
20 VA B WA S5 AU TR AR 20 A i S DGR B e it s v L JE AT R B

(25) REHFKNEZIIN AR MBES., BE. REEHRARRN S, T
VE 22 4F58 SR R o R R JB AT BR 518 B3 Ttk 2 = H B b, 83 PR et vkid
T AU G R B 1 i it LS ey LR AT R 5

(26)H [EIIE s 22 B AE 1R oA A

2. AFNCUIER R AR L RAT— B 21, B AT B R SRS B R 5%

(1) FEHEE W FH % = RFATIE R 3T

(2) AR J7 % E R F RS =) B P

(3) EH. BHBE RIE N R RAZE K E KR

3+ TERTHHE I S AT I R AME R 2 — 1, 2 &R R 4% e A DG FR 01
AR T R s 0 A i ) XU R 2%
(1) ZE R LR
(2) ZE KRS O L 72 0l T3 H LA
(3) ATFNUES B HATA SR LR % A8 5
FoPN% ARBHEAR LR BERIR AR ER A bk
Ihos RN 2R fE A, N LRI R .
Bt AFMEEREME, CEERE RS IR RE A FHIES &

R

F

=
I
&&
.
HF
=
S
=

S Egk Wi AR g A% R 9 e (R 1], 2 I 2 S RS AE 5 T A A
RINEHAT -



BNE FEHENER

B\ AFE R R .

1. WA MEARE,  F FUESR A 5 B A 5 45 i 3

2. HAFREFEMA TR LN g e RS, P RIERFR AT HESEH
BOE IR T 5

3. % (RFERE) RTHEFLSAIFMARME, KAZVOER, [FI S E Lk
T RIE R FEH

4y pAEHEF @PEBN G 0 7] RS A E B IAE L,
= MG AT BORE 7 AT SR ATERRIUAT ERE R & RE, R i
W RES S ERG. Se R e BT 2 =] iR SE BT

) M N 2 X A ) ) 2 ) R A T AT A O B A R AR AL

M A2 E PR . M IR B R s A S W, B

Y S 2 P 0 i R B ORE 2 A R A s AT BOE RN BRI M 2 e, i

TN AR GRS HSE . HERR. e B ek b1y 2 =] 1 SERR s Ot o

L WF AR E R WA S AERPE . SEREPEEE AT I,

R S B M R B B RO R T I SO SR B AR

EF L MFN R GE BN RCE R S R N AR sk HEmRTE . Sk

WHEA AW, MAEBENE P ERE WIFFRR B, BT 2w B3

fro LHARIATHEER, EHF. WIMEHRE TN AT DLERZ I .

wE . WFEMEAE NIRRT e KRB, N e E RN, R

UEE IR S AR S HERE . SE B TR AN BRI R R T 24 2R bk

5. e HFHANL)E, HEFIMBAITLILA AW, K G0 Bk S K
P TAE

B A AR R R E AR R R .

1. #EH, WH, MPEHENRENERAG BN A5 ARG EHKIF R

SN P I o 8 VAVARIEI & o e R i o Sy e A EP S E S i
TAE; A S ER IR 8w A 5T NN A AE 5 — I 8] [ 2 A iR S ACEE T



FRAFMKHEREL.

2. SRAMEEMAN G HTRPTRE BT 2 7 55T NS EAZ A RS B 5ER
RS G IR DS EATR, EESESMAAONE B,
ety N8R A5 I A & LA oA RE, S EANR T 525 AR I P s
[l BUGHESC. VA L IRBE AR R AR DL 55 o T N RLX 5 A2 AR FL 5K
Py dEmRPE. SEREMES L.

3. WU, MBS RIS ARG IR EREIN, % (AFE
FEY RAHRHUE, /Al AmEHe, WHES. RAKRSHEM: fFitE, HE
HRER, HHIWPNIE L.

4. AEIDBENGE S GEERS, HEHSMBEGERFHSARINTHER
) 16 5E (15 S5 AR b DL A

5. WEH RS IR L B A BRI, i AN R 5 S H K s E 2 S,
I HHH B B I i AR A5 B3R AR .

6. FHHDMAIN LN A, WHEMEIE N BRI 2 A

W=k AR E EIRW W ERATE R, EAE T NFE, JFhHEE
MR o] N ES R B AR ARSI A ANE A R AT S B, HEREA
A5 B 1

B=t5% 2 AN RAER LA R 14 XA
. EHHK;

v G RKOEE R SR 2~ 7] S

- EHFRIGEHRSRIU A A HEF,

v HE DML

v EFLMBRBEIEIEFF 5K

ESBAE AT N S A5 JS I T AT BT 28 R AR R R AR A 2 T [ A
FEEMNENEZ T AR EHNE,

B=t 5 A R SRS S (B R R AT A & AR R A %
AFRMERD AR, BIREGRSN, MR AEAAEIL. fh7e. EiEa.

= =5 R EER B AT DU HL T R pR BCH AR 5 2R 2 = TR W R R
AEEHARER . A/ RBFFAF. AE. ATFREEN, MRARBIE. Rk
A5 2R 0 [T AR T AT R RS S, T XS XA B % i f% i livE 5 1F

aa A W N

10



FERTIFT, A B 435 005 LB AT 1 o O

FHTE MEEEMSTHEE R PR R B

=t AT SESEEERT, NPT A F IS5 E BN 2 TR SR N R

M . 2 FSE S B R 2 D A A B N B AR B LA AT IR DL, PRALE

ESEL L EEp Cn
BEATisk ATERRE DM SRS AL GEHE) 2T

HEPH
B=tonk MR M S SRS PO B AR HE R TR N, AR EFES

o7 A A2 TR W K T L T

BAE FEHEBENEEMTL

BBk AR EFCOREEPEEE TERSE —SHEAN, EESWTRER

PR B AR E IR TR
F=1)\5 EHESMBAN A RS BBEEN HE TR, hEsEag e
MERE, MEFESWMDEZENS, HASTHER MG SUESR 3 5 P E R s, AR

SERUET I B U S UEZR 32 5 i A LA 55
Btk EESMBNTTE ARG B R RE TAE, I E ARG

Frltf s RIS SRICAN R i S A1 IR 55 58 5 P i o
FA% EFRWPLEFLSRBMHMALE S9E T, E5. KHE. &
PN R 7 AT RN A BRI R H AP (5 B e L. A&

MG T TE F R P RIEE . N ZR P 1 R .
VA2 S R FE 500 A mREAT VR SR ATE SR A TR 2
) 15 2 A SR R I 3t R 2 WA S e 355 AATIAH G AR B
B+ ok EERUTFHESNARMDIERESMPME B TE, AEFER
MWASM, JFE R, AT EESIBRER T
B =250 AFME BRI LS5 NN AR Y [ AT RIE . VAR 75
11



TRIVRUE BRI R RERZ I 2w SR AR 0 R 2 w28 A B AR B
o MR R XS MEEN, A3UEES - INREMEHFM, IFRHAERER
Pk I s K BURE Bt m s a4,

B AFEREIIVT . JUEW R A5 B F I, MBI EH
M I AR U SR P Z I B

BTk AF A RERTT 2 STHURI AN T2 ] 132 2 58 2 kP i i <€
Tty EORIR ML DU A MG 1), NIAERUE I ) Y S i . HERA . Se B DL TR X
Rt BMHEMESN, NI 5E .

BN AR RERTIN TR S A AE B EEF A BRI, NN R
A BOE I HH A AR A 5 P

FLE MREH

FI-E% EE. MFMNEGE BN G BAT B AR 1A SR A AN A INE
BB IRTTN, N A IR, BREEART T8I

(—) WARSZWBTRL Sl 2Bhe;

(=) HHESSWERL UL SBEER;

(=) WHFESLWERL BRI 2BGEK;

CPOD T8 A7 3 3 75 W] B L ) S A5

() R S BN O3 7 ] B W R S A

() HAbSCAF

BN AFDF NI ERE SRS EH M BAASTE R BRARKREX
fh EHRSZVOUF WHERM. B BBEE SRR RE

P2 ) 44 SO0 BRI 2% IRIINIESR A8 5 P S kAT 1 20AT ST, AR SCAF
HIEE AP R R

EF. MF. MAE AN REATPST A M E RSB A F R S
RA7

R SAF R RAF IR AN T 10 42

12



BNE  REMAT

Bk AR KE B IR BEEATE BRI A R, A B ITVERRIZE B
MBHZRERNEE A, NMIMEREANRELS, AT A2 5 B & i N3
UEFFZ Hp i . NN ZONE B AITE N
v AFES. BHE SPEEAR,
~ AFEBEEIIMTTN S PR ER T AR TN
v PR T TR B AT
v HABRPIERAE SN G, Rl $T R SCR T SS N E

NEHEF MHE. EFEWA HAEmSUE B 5L A P AR O 2R R 3 N
WG RN TN, G RE 5.

Bh o HEFESEM, ARMARBEENGEEAEURE, BE CeitiE, 5o
N GRS QW B R A S A, A~ F B AL RPRZAE BT LR

Fht % HTARANGIRR, SBUS EREREM, 250 7)™ HE ey
BRI, NMAHZIEANSG T BES, HEERMEBRLISKA, JF Hal Bl 52
HYGE 2 IR B R, H IR FUREE T

AR BRI AP TAEN G RIRNEEEBREAFGEE, HAF
ERRARKR I, 2 F R BB T HR R TR R BUN .

A W N R

BHAE N

Fht T2k RINERRFEE, AR BRI SGER & A 7 B REAHUE I
17 RINERA RIE NS HJa M BUE T A B BMGE e fr21iT e
M (AT R AR, U RARYEA IR U (AR ERE) MIRLERIT .

Bht =5 arEFSMAA A FEME BB R AROR VTR L
1o

BHAME AINELEHFSHEIOEE 2 DR, HEFS MOTRMEN.

13



