SoREPLEHFHE R PR FEAMER

FT=8E BEMHWEZEH

A= 1= I T TR 2-13-1
2 BB T oottt 2-13-1
2L EEIRTE L BIEE oottt 2-13-1
2. L L ) EE TR I oottt 2-13-1
20,2 JT3EEE TR I oottt 2-13-1
2.0, RIS TR I oottt ettt 2-13-2

2.2 REATHRNERN 2 NIHSEY) 2 228 ~ GRSl 7% .. 2-13-2
2.2.1 NN BT 775 v 2-13-2
2.2.2 NIFBENIIZ FEBETTIE v 2-13-4

2.2.2.1 SR I B R B AT T oo 2-13-4
2.2.3 NHAT BN AN T T 32 oo 2-13-7
BRIy oy == =1 PP 2-13-8
3T = == SOOI 2-13-8
3 ERHEZE 2 ZRER LTI oo 2-13-8
B2 FIIE DB FR TR oottt 2-13-8
B2 L BEEEFEW]. ..ottt 2-13-9
B2 L L FEWZHES oottt 2-13-9
B2L2 BEWZBUEE oo, 2-13-10

B2 LB W IR oo, 2-13-10
3.2, 2 B ] BB T3 oot 2-13-11
B2BBEEEFH IR ..ottt 2-13-11
B3 BB ETEEETH oottt 2-13-11

34 ER B DB TR 7 ZE oo 2-13-12
A ERFEEERIERR ..o 2-13-15

A1 FERIE Z I oo 2-13-15
4.2 G5 KIAZ ZEER I oo 2-13-16
A2 L HAME oot 2-13-16
A2 L1 A BTGB KT oo 2-13-17
4.2.1.2 BEBEAH B EE S KT oot 2-13-18
4.2.1.3 BEBEFIREE TRIE cveveee et 2-13-20
B.2.2 BT e 2-13-21
A4.2.3 BT S RE oo 2-13-21
A28 BB FETEEETH oo e 2-13-23

2-13-1 2021 & 5%



2021 &=

SoREPLEHFHE R PR FEAMER

B BT EEIE oo e e e 2-13-23
5L R ME oo eee e e e 2-13-23
5.2 ZITSEIE oo s s 2-13-24

IR (2. R oSS 2-13-24
5.2.1.1 BLREW) « FKEW ~ T IIERGEE ] oo, 2-13-24
5.2.0.2 LB BBEFEIET oo 2-13-25

5.2.2 BEBELE TR o rovvoooeeeeeoeee oo eeeeeeeeeee s seee e s s see e 2-13-25

B.2.3 BEBE R ... oo oo eeee e e se e 2-13-26

5.2 ZEMF oot 2-13-27

I 5ok o -7= DS 2-13-30

B3 I oo 2-13-30

I (22 Ao 2-13-30
R =TI e o1l 1= | 2-13-30
5.3.1.2 ST REM oo 2-13-30
5.3 L3 (LRI oo 2-13-31
R . O 2-13-33
5.3.1.5 (L2 BBEFEEETH oo 2-13-33

5.3.2 BEEEAF G oo ovvoooeeeeee e eeeeee e e s s seeeseeeese s s s eseeeeneen 2-13-34
5.3.2.1 NEDIAMNEN Y S L \ S B EE 7R L, 2-13-34
5.3.2.2 4HE T ABILL FRGAT ZAHBI oo 2-13-34
5.3.2.3 BEEELA L ~ ADHE T EAE oo eeeeeeeeeee e eeee e ee e eeenes 2-13-36

5.3.3 BEEEFE IR ..o o ovvo oo e eeee et e eee s e oo ee e 2-13-36

5.3 ZEMT] oottt e s e eeen 2-13-36

5 = =2 TS 2-13-39

R (B L7/ 22 TR 2-13-39
R STt bz v 5 o= DO 2-13-39
6.1.2 BB IR AR ] oooooveoeeeeeeeeeeeeeee e seeeeeeeeeee e s seneeesesee 2-13-41

6.2 BEEEAH B s K TE S B BE FAREE KT o 2-13-42

2-13- 1l



SoEEPLR{ITNS A PR FEAMEP

FT=8 BEMHHZH

1LETS

ANEE I B o B SRR R Uy R HIE R B AR S
I - WMAAREZ SIS K EEARZE—(EGY) - BEEERY) - 2
el tm bt ~ bt an SR SR AHRE 350 -

BRI F L > EHMEAIIE L —IME - ES IR
=z A
EXCT

REEFTYIR Z B > (E R IHATRE MR - WIRRHESRE 2
A T EEERTRIRR E s bR HES > MR EmZ E e
e HA A -

2. FHEATEHY
2.1 5ERIRZ Hils

B EE AR S5 SRIB— R B SRIB RO R - Ut b
B FIR Y SORIE - LTS R R TR -

211 ZFKIA

Y12 KHE - il EE YRR |

Witaw > pran " —fEE eEY) T —E [ EEY R T —
HLa? X 28 -

(i > pran T —TEEEEEH ) | T —TEFRY B C AURT 3R 2 B AR
R

QYEIEL - fian T — TR R Z AR ~ T — TR AR AR | -

(A)E4H - B0 T —REEH C AR R B ) T — e R AL BYIAT
R SRR -

OV lEcE - Pl " AR E ) - T — A FHATALS MR
YEEE I ATHEIT IR AN R A A E a5 fg L

2.1.2 /A KE
WbePrz84757% > fran " —fE= a2 85k -

(P B T77% > Pilan T —TERS A ) B T L -
QVEIRL Z S5k - BN " — TS DR R RORIALZ J77% 5

2-13-1

2021 & i<



% 24.(2)

2021 &=

Fo AP EfIFNES FLzd FEAMEP
(AR T77k > Blan T —TERFRE R Z Bk T A
2.1.3 FIRSERIE

(W) EEYEEHBI A B EEY) 2 2 > Bl " —REE RS SkE 1 21k
G ElE i G REIR R EE Y 2 R ) -

Q) EEYEEEBI AN BRI 2 ik > fl " —fE e e m iR s
EYIRE RBEIR ~ B RAFESEAHAR RS MR dEs 2 HtE M E 2 A
R e

2.2 REA TRABFZ NEE 2 26 ~ /aFsSSN 74

HEN BB S8 B KRR LR DR N 2 B
(e AEAE2HET » JaFES M T lrBEiE A B RS AR R E
RS EEAHRE A A E L A A dn iy NS EENEG R E e 52 o Al
B NI @) Z 2 ~ BB R AEAR THRHERZ
TEREY - HER A Z SRR ERG S Na E o B 5 A\ S EkE@ e A (A
MR ~ FRIR ~ FZ58 ~ 52 ~ diREsaias) Y57k - s8R be ok
WERBERIEY 7% > [RAILE BB NIHEE Y 2 20T ~ JaR o MFig
J57E e WA B RS EREUSURHTT 5 S G S NS B A ) (TR A -
Ferd ~ ZRNPUEREE) sSEEMR (P Afe By A A M
B BREANEE  SEBERIRIERE) 270k 0 IR AJHEE
Y22l ~ BB ESINRITT A -

221 NES @z 28Tk

DS ST » BRI RIS S (R T8 T
Rl FER I 2 i A B (EIDBIE RISt ) - SPAbmh (EIIEG:
SHITE (B 56 ) RO R ISR IR ES (A B,
HISERGET) AVRSES S BB - LA ) SR E Y (kRS - 2B
Y 0% - Filt > BT ENEES SRR  BEEER T
RIS (D)7 A A il A B B 5 - (A
P S (3) LB B B B R E B Y -

ERFTRG T LA A A A S EE BE  IS T R
e g NS YS b BRI o I A B A < T A
A (interaction ) » (4148 A W A T BB > T3 - I » 45
(B[S A B B A T E RSB S (11
51] (microarray ) S3HF(REEA LA ISt - IR » I — 735
Ttk DI BRI RS | DR S B S B
BB 5 TR 3 T P BB B P S R R A

2-13-2



S REPLITNE A =g FEAMaR

HEERZITARVENE (AN EARR AR E R N B R R VTS E) ) 7R
HISHIENEE > B - ANREZ AR LIS R - fIa—TEEY
i BIRF AR LRE Z 57k - HAELAEHS—(E L R SR P B 2 M SR A A
o ME—SbERaE N/ AL R e BRI - ML E (A
AR B A\ B Z M SRS RT - MY T (B DL B R PSR - TR

ZEAR > RERE LR EE LR RIS - Stk " DUE A
N EIRe R 2R )

RS T AR Z 2 ) (hERL T A RERN B R
BRI Z o iRl 2 D7 A E R BN @R 2 574 > P E
&~ RESNEEESF L HABIRAEAS THEHEN AR -

RS T DS B S R B ERE R ) (RIS T AHRE
SN Z GRS 2naE R - R A Z AR E R HENEIEZ
iRE - eSS EN (% - VEES) » FImBEEN5A -
(EH CT fRmfspEy Tk ~ MEMR T mEE e8I IAS » HATEE
ZEFMERTHEGER - EAERENIRN Z 2GRS - ABINEES
THRUAEN N - AN - EEE G Z NS A2 H 2 J575H%
Y > BEPA RO B R LUBIS BRI 2B as R R B E Y » (B RIB AT
Rty B ER AT S AR I S B 2 N - stk S BIRE E S A
TR Z P SERE - Az A G B2l 2 TEGER - V&%
TEATEAZ NFAE) .2 22l 5% -

HlET R B Z R BB N HEE Y 22 857k - B 077AR
ERFE EHCEFAR > A TR AR SR ER A&

R -

B 1.
[ FRESE A )

—REEM S & BB RN A - B FYIPER
(1) B UEA B I I N AUS R A
(QFERSNAEAIHIRIE B X FEZ A RTRE © K
Q)EEEAL FRQMGZIRE » FIEHE APRRHHIHEESE X 8
(A)E % PR A Z AR 26 1 X RS B IEH RS HIFR
A BB Z ATREE -

(&R )

HER S 2 T AR B S BUS A E Bds 2 M2 B AT a0 BE -
B2 7 A G R ARG Z AT ERGS MET TR > IR ERELIA A
ARG B8R BOES NHBE Y 22857k -

N
=

K

2-13-3

2021 & i<



2021 &=

SoREPLHFHER PR FEAMEP

# 2.
(R Es B s )

L—REYe 2 ias hik > T AE

(DBEI— B bES T % e DA ez AE 8

(it —iRBNN E% LV EZ YIRS RS > H PR R E K
SRR

Q)imtti% VIR — iR b DU

(DIIEZ EVIRGHZ MR R b > AR AHRR T 8% ARGy — MR id
2

(&R )

s BN Bk T A R DA E UG R AIRE I B R & s o e ThL
FrERGHIA B IS AR - RRIERIREZET R L2 - 1
HHEE B 2 TV AE IR A P B - B = ST IR R R e I PR B KR RE
ZIRGEVEE > NN R S ER B (E PR LAk (T B B 2 AR
T RO RFT AR 2B ERAP R - SO E S e AU E BRE
{2 ERIATE DR - JEE A @ 2 2Tk

222 NES @2 I6RTIE

EEATHEHENZ NIF@Y ek )55 RisEALa 2 A\ie
SCENVIRG VRS (i S (S B F B 1Y Z e BRI BB BRI Y U704 > 15
BRELUEHR K HHVEREA BRI E RV HAL T % - BIOTERT R T
RIEHITT7E © AL > EFAR SRS AR B RE B R FIEARRY T AN Z
Blanst s EREsoi s B e LT » WO FERT IR B TT0A © HEEE
MZ SRR B NHEE Y Z 65775 HA e A2 7 A A )
HE AT R B Z SR e e m BN A a2 A
geEkEIRG b B AM B e AR e 2 R - 27 AE S
T NIRERENY) a7 Tk

2.2.2.1 BERIERE BRI IEBE R E

& A Z AR &R EA T EA UG A R AT AT E A
ZIEERTTE  BIA  FEORIE R T —REHIRISEM AT A © AR IR &
FEEY) X R Y Hysa Rzl | > HanE s it m BN A S i iR AR
Ry R TERT— 8Ly CREANTEMNZARN) » IR e B B R
th Z MRHFIR BRI A CRIET BAIZAREY ) - Ly N HeE@hv.2 6
FEITAIMIEA TBA - W st S 2 fil - nTHHER R A a5 7 VA R
BEIEEREITA - ARG E 5 AR S KIE T IR Ees 7R kG
BITE o PIAIEERIEAMEE R T —ERBREF IR Z MRE % - H

2-13- 4



SoREPLEHFHE R PR FEAMEP

SRR S A EY) X kY AYREGTEE - DU R | -

FEARELEHFEEN AR RN EL SRR IEGRSR - &
% TR Z IR B B RESUR (i v St A T A A ) 0 B
IR B RSCRE (RIBRSCRAVHEIEGE R - AT SR Z A B A E
ATFENZIERHE - K2 > ERFEEN AR ELEeR K IEG
BRUR > M EH KRB RRURAEHIIE R 7y - HLHYER >KIE TR HHEIR
EHABARIEER Z HEE > APREEAEA THAZIGHRTTE « LRSI
B RS FOaR R IRGIFE TR Z Bk
(D IpEeEE 2 57k

HHEEMNZIER T —EN M EEY X AR EBERITE
s E MG B AR A B BRI UGE T ey MBI R EROR M
EEFEEY) X AR EPR A BBy > f e of sth [5] g 28 A TR S 58 K
ERBIRHERCR - Hag “TESCR A 77 - A NHE@ Y 2 a5
Jiik e
()B4l 2 EETTE

& R B Z S R A LS &) A FERT YA A dn iy ARG s@ e 2
BAEEREIT xR GRS kiR b e g B o2 VN EE T 7%
eI VN E UL/l Dabell o] NN GRPNE A 1)t o S S EE 2 )
7% 0 RN RBRINE AL S HERVEREUN BUaRIEE - INREAE A T 54
ZIaRIA
Q) EFEECBHS IR TIEAR Z 75

T R SRS RO B RERE R TEARIY 7% » INELEABRIEE -
BINEEATHEAZGRTTE  FIangt s ERsskEr@ie L& 0T
U LV FEARAT R B T 7
(4 EHRACHHIE 2 775 SRR 2 T7 7%

— TG Y A BGE BRI MNE 2 574 o MEPR P RE RS A Y S5

BEIRE Z IR K R G HRACHHIE 2 JE SR - M a5 KAk
IR AR ST R e R B R e B R 50 1 A AR
(& RS A MRS A S I I B R AEEE - R R ] DB 7y - AIDES

AT YRR -
(SWRTE - Wi - ROR BB %

NIRRT ~ $IEEEARERE | R B ESE T R 6075 -
AL > —fRIGREOTET B BRI aH% » R AS TR
BB N LUGTE s .2 B2 R s R R T T8 57
HTARECR. - BB A BSREW ERTE - I - MR -
SRR T R 2 LAY A R T TR (LS A FE LRI
AIZALE B BN LS A JHBI LR 9 - ATIRA(LAY) B 3%
RORSTER 2 SR EIY - 80207352 BT ) IERBL 2 BRI -

2-13-5

2021 & i<



2021 &=

S hREPMENTNG A PR FEEMER

SEBAFHEZ 705 QPR a8 ZE 2 B - RIS BN EER
TERZ AT E -
(B) A ERS A

FREE BRI 2 7 AR R TR B NS B E I E RSy - filan
AW W% 7 AT & B AV ERE E A 6 2 HHVERER » HIlfE
W NEEEY) 2 e Tk o Bl » —TEER R CBRET RS I A - HHR
R O BRET RS DAL O S R & > R aRTE - )
Z 0 EZITERELOREEATRIER - EEREFEREs ZmARgE - &
HOY &R aidsSme B N FE R i E(E > DU S ENIRER TR > HAR
B LBEE IR 8 - S EEE FERHE A 2 —fERiniE > gl
ZASETEREA 2/ aRSIG T RE F 2 Bl - RILIREEEAR T
BRI 26T
(NITERSYMNETTRR I 2 J774

NRSEEIRGH AR TE - MEE R BN ERSYMETTRM - 5%
EokhE X A YIRS AR 2 VR IEEEAN TERZ a8 ITE » P
WERS MR BT e E Tk -

BN > B EE R TR B TR R R 50 (R EERE (ex vivo)
IR PR EE 2GR TR NSRS > BCFREE A 2 J70A — T B AR 25 R
TEEREE R 2 708 IR R S a B AR e E Bk E N - & LI A
SZankERnEE > QIBIEER TEAZGEITE - HEEE
YIRS e MORAVRREE 0% » RS 7 AT R B S St
FEZ IR 0] 2 [F— BB @R I @I EE RN TER Z a8 %
BN - —FEFEEYR Bk 2 MUK R 704 » 3558 KIS E i MR DA
gy, " ERAERS | (closed loop ) #EAER[01 % [El—EWRG » BEZRGEKIAN
RAATEEFE I BR (re-infusion step) » %7 AN ERTTE »
1 FH A B 2 MR R PR 7 /AR BERS T T B EZIMIR 2 1R &
Nl raz MR R H g S aBEEARE A o 50 Higla® = —m A > Hi
IEB@EERNTER Z a8 I7T% -

Bl 1.

(R Es B e )

—FEIRE B S %% UVA & UVB ERESHER 2 7574 iEE
HOME P — A 5 B Z [T AH R A -

(&R )

e FENINEAE R A B OREE A SEEZ R 152 UVA e UVB REESTEA]
A AT FERGEIE ~ EALRE K SZ A -

[ &z )

HHERIRAYEEPRE &y © PR \JH A7 %52 UVA K UVB REES(F

2-13-6



SoREPLEHFHE R PR FEAMEP

25k o IR AR Y > MR E Sota B ATes VT A FT R THPGALEE - &
{BIE B SR F - (5B N IHEE Y 206 RETT0% » At e AH &9t A s
R > PRl ZE P 2 FR BRI [FIRFIN A2 2] AR G
BRUR > H CHSOREGA & Ty - SUATRE T AB N N @Y 26k h
= e

2.2.3 NEEEMZ SRR 77%

EEA T HEHER 2 NIFE@EY 2 SN 57 - (RdE R et
AL Z NS @ ReEEEY) - DIkR ~ 85 ~ SO/ ~ RS RERIMmEFA]
BB AN 2 GFRBRE T VE © 207 EA B ABBHRA Lz A
paskEhYae < EYRGSERE > AR S B T - Rl - SRR E
MABENITARIELGZE ~ I6R R HIVZ 25 ~ BA (CAIEEIR KT -
RS ~ SHY) FI77k - RAMIFilam R eV TR E DA > Gl
R R ~ WS - INBI MG A » EIRLIE a2 NieEE@ )
e BB RIMEI MM 2575 > AIABINEE A T EH 2S5
e

HHER A Z I B NHEEY) 2SNl 572 - HHIER Al
B E T AN E  HHEEN ZITAE SR RER DS —H
A4 a2 ARee@hPie 2 SMEHFia 0B - BRI 7 A R B e HAIES b
M2 B8R > B EES T B ZINF 574 -

A Z S AR LS MRl R A B AR A B DS Re R A
AU NIREE Y SNl 575 - B RIRFEARERN T E » 5
ETE ASCE BN S e N BB R 2 MR EERTTE » i
FREEE B AT AR - HAEEMEEE > APEEEAES TH
HMZHMEFMTIT -

1 1.

[ 5 A EE )

—HE OS2 A > A

(D — BB LM 2 (HEE N — RS (MRl) 4%

()i L 129Xe BRIE E % (EES L

(A —REAY &I 2 /D — ([ K 8 SR 4R SR AR R R AR R 2 1M
TR > JH (dissolve) —E4rE B> #9Xe

(D ELE—4EE RIS EBIE 12 Xe Z HEIRISER -

(&%EA )

SOKIEZ PER ()R T HEE 2 Xe IBAEZ(EHE L > RS
ZAB(E Xe HLUESBHELTAEBEL S ORI, - TS
BEHETT 2 AMERVPER - BT ERQYEEINEL T BE - RIFRGEEA 5

2-13-7

2021 & i<



% 261

2021 &=

FoREME{IFHEA LR FEAMER
BRI NHSENY) Z IR T04 -
23 FEEREH

(1) HFFEHAN BB SEECEEN TEMNZ " NHSE#Y) 228 ~ 18K
SOl T 0 ERL SR ARG & AR AR S Ry T 504 ) AR
T - DIV R 2 55K > RIE R AR RN 2ET ~ JaRedMeY
T2 > B 2889 > JRE EAUAEAR TR HENZ T4 - Bl
HEE B EEE AR R T B ERdH ) B B o B 2 Y
RI{ERTAL Z SR B0 AN E FR R ~ 4G88R1E - (2ERITS ~ REIR
IR EAEGEETA - B FRN IS EAUEE A TR H
M2 T35 > A EABRAESS 24 558 2 ;2 RUE T EIMZEL -

() EE BA 2 A E G T A RIRaRE Tk o T H R R &R0
IREF A BRI ERIEFE KRB R RRERIRGRITEE
A EH R ~ FH a5 B s B ol =\ #alE] - sk Ryaii i
EHTSCRFZ IR o BIA0 RS R I E (R R AR A Y A B AL DR
SHELLERRASEEAFIEZ 77k - WAL EAN IR GBI - AR
KIARE . T AR AT R e Tk o - BIER T —
TR NHSE A DUMER R UER 5% - - BAEEEFRITEA ) & 0 FHE
PRI AR 43 (7RE5 2 THERER 26 RS 2 THZME -

QVHIETE GBI N @Y 22285725 - WA R E A E
eI ERR 22l 2 &8P - R KA A —F
5 HZD BRI 0EHY - AIE LGS KIE AR SCHEE R ]
R FT A N E R R S0 DA N B 5 B e FR R BRI 280 > DA
1B [T EAES 26 {555 2 THZ e T RIZES -

3AEH
3.1 SREAE ZECERR

s R Z sCEEIE H e 18 8E HHaR BN 2 380 - (Rt AT
flesis b B NI A2 I ~ HH s SR el e e =X = e 2 A
pE L > SEIHRR O EE R > SRR ER o RIRER S - B0
U R (RS M 2 S > LT - I H AR B IIR -
32 MBI IEB RS

AN BWVERIR IR SRR 2 NE - SR HEER 2B

FIERACH BT = 55 A 2 S 0H 2 A f H A i S B BB ml s DU R % 380 -
e HBEEE > EFES 5 1.3.1 T RIEEM | Aty

2-13- 8



SoREPLEHFHE R PR FEAMEP

SHANZE - BiEHEEEHENEE - HEEN 2 SHNAE - %%H
PRIl sk rh B R s~ — Mk F o i R v ~ SR ERTE R,
floeEis 2 R TEOAAZ RS ~ s B = e (it 55 [ AYE & (amount of direction )
BIFESERTRET R ATt e # ~ B8 88 PN 2 84 K (o P PR R R AT 2 280
FrE ERnVEE - BB RrEs - B A EE B ERHE
P G BRI [ [ = = e 2 LR | S EEI 2 A A
A S B B A RE Bl K o FH AR EE A1 2 3800 2 2 HEa & - RIRPEE FHEE A
Z SR S AT D IR B

DUT Rt gE Yy ~ BB 2 B 775 M B EE R iR 2 R e ST
DIEREH -

321 BEEY)

geaE Y S HAFE LI EE—E &Y (compound ) ~ &HF —FEDL AR
Aoy Z $H B (composition ) ~ &H iDL B ZHE
(combination ) » B8 F45HE K /S A RES A el 2 ) (BIAIME
YIZER) ) SE RBEEAATE - HAENRE T RLEY) - dH) -
e IR REH (Kit) BCE%E (package) %5 - DL T 4HEY  RiEey#4
WE - HIEHEHTREORAER - DL T4 ) 5 TE8E ) BENAEE
HimEaE M AR R E %R 2 BT - A - B
AHECELES » H ARk oy i (A [E R BEAE - SR E R R PRAS EE - 40
—TEEINRE SR 2 B4 HEHF e A K5 —fEE BN
JEELE MRS B ez EEY A Bz &S B EE RN 36
BN > WAEMARSAE B8 [E8F - o RIEHEsA % -

RS EF] > S50 R BE S Y » SRS ERCE B S E YRED. - B
i B R o HHIN SRS AR BV R iR > (A REEtE HEY AR BI14E
TR an (o] Bt R (i P % EE Y - BGRIAE N E R — S R
FMEEN T BTG > SR E YA RS KA g A - DA%
2% BH T JaB ey LR B A R RE R R L S 0 T 48 DU PR 5%
Eﬁ o

3.2.1.1 EY)Z HESR

B b EPEEI - SRENE T ERIRTEE K ZEEY)  RIEEIZ L
EYHMEELHE - SN (EESEEREAE - o IREEE) 507
TrALERCHEEZ e Z P~ (BEME (PI0SEE T - EEBIRK
JeREE S ) SR E Z SCE eI H 7T 18 8E ik AU B R <R B
A A RE R (L B VIHIIRE -

BRSPS - SIS EIARERCECH A 7y - 4y TR s A

2-13-9

2021 & i<



2021 &=

FoOEFPEJRHEA PR FEAMEP

KeaEHE > DR 2 R SEhRERVR 4 - 58 LI ERENE
oy FERCR AR R EE B - AHEREE .2 el s DL RS 2 F B B EE BT
GiEEER - HE > HEWLY - EEEOLESHGES - HhEs
ezl oy > MERCEGZ sy 2 BUETA  (BRTB RO B AR
R RERR A LN AL AR DA -

I8 4518 R/ B AN RESE SE T A 2 FE ) Ry B S o Y 85 T
st R (L S R U7 A R s A 22/ D — I8 Je DAMERRRZ B 20 B
Q3 — B A E VYR - (BERMEE SO MR T AR > (5 FREE A
ZEVIRERCHE IE A HERE, - B EEEY) 2 A R K B R T B
SERERWE > SRS EREHEHES RS TR 4 TRE ) R TR
3.2.3 T ZEHW) , ZAHRAME -

3.2.1.2 EY) 2 B

BRI BE SEREY R > SRIHE TP HECE R ) —TE R R A o SRHE
Tte% AR R Z 50k ~ BUEDER R AR (BB & T E LR ~ K
JERIE ~ BsfE] ~ BEDD ~ pH{ES) F -

3213 EYIZ A&

HHER S A Z S Ry I B AL B W) s BSR4 RPN - SRS e
SCE B SEHIR - BIANPTEH 2 EBCEEEE(E A > i aC s A SO & K
(BRI - %SV FT B ROty essk o B i R (8 F a2 i
FIE A B S S I B A P R 2 B 4E iR - PR IS e
Z R B R e R B A EERERE TS - RLLEHZ B R
EEE R AV EE A ER T A RS R - JRAIE > SEHGER 2 sesl A R i
T4 BRAT S P 2 77k e S S B SR P L SR B B i ik 2 B 1M - DA
(5% U T B Rl <rssk oh B S A RE SRR HL P 5l R DU
I o

EulETEEE BT (E 2 070k - IEEFERTE AU EEY) ~ (EHIH
B BRI ~ WEEO ATk ~ SURGERE > Hrh SEH
Snei omE EDIEE RO SEUAD B EERECHENT - A ft—H
ERBEERZ IR BEHEECE, - PR sE B 2 S h—Ea
PRI 2 B EELH YY) > BRI RO a4 B SR I e B il - HOEY
R AT e e % 3 S RE LIRS 2 R AL 45 2R

ST SR E PR 5% S5 DA P8 ROt <5 e o B 38 S R i AR R P Y
METT > BlranEaesbatbe - B8 Bk R st -

2-13- 10



S REPLITNE A =g FEAMaR

3.2.2 WEEEY 2B 7k
HER A Z 3 Ry (b Ve S Y S R S V) B 754

s E MERCER B ek S8 U Z BRI N R > BEER ~ BRERED) - R
TR o LR S (EAH 5 R BcEE (R EEEERT) - BAEE > BIERGP BE e s
SR (IR ~ B5fE] ~ pH B~ (EA 288 ~ (R (R REE) -

323 BE#EH®R

A S R o TR A - B
Fli (BIFT B 2 s (e ) « AR RT3 £% - s
T T R SR L B T 2 D eyl
BRI RS T i SRR TR AT - SRR WS
AR 3213 (Y AR, -

33IF/WEFEEH

(1) HR &8 BN 2 S IR Aoy Ry i S PR U SR iy - S A\ R ER
s AR DU 2 B B aE AR FRERRI - FHEE SO =i
RN A AR e e E RS R F AR DUaiRigsi S 250
# o A E R Rl ISR A i A Sl R 2 I R - R
R > MR IR DI R (R R aE A 2 3800 > M
SRS PR BT 2 - EHEPI=E R -

(2) a8 B Z S5O K BB R iy - R Pl L R (o S R BT R i o5
b B EEAEE S - RS SR Tk 2 B 9EH imry 4E R
iR 75 R EE I BRAEIR. - S HER AR I RGeS st 2 U7
BN AR SRR ARSI I IR - RIEHEE AR EEE
BRI 1% et S ERGE IR F I E R N RIS REC
S LSRR A - HEE HIRATeth 2 ZEBBRaE IR - A RE I LAGE
W HR 35 Rp i B 25 E DA e L9 o0 19 B o B8 B 58 O 2% S8 T P Ja Rty <8
ke B E A RE SR LB IR 22T > i SO DU B 2
[z - R R & Cer i T ae 5ln 2 BAa U575 - PIa0pT
EHZALEY)  (EREIE SR  AIEEO T 77 A SRR A5
R SCEEEHE SRS R i E A e 2 HEE ARy e IR S TR LU 3R
ZIZEHEH - R HEER AR - fet e SR SR R L B BRI

R EERGE T EZ e O B E S EAN s — B E R E

BIanARE R b e s SE R T 75 - 2 FERHE AU R85 2 5%
WM RTIE DI 2 5800 - NS GRS H -
Q)R IHE REII AN SeH 5 2 (L&) FIEEANESE g A 2 3500

2-13- 11

2021 & i<



FoOEFPEJRHEA PR FEAMEP

YBEEEF » IR R b LR SR R 2 (L 5 - s
A ABBLEY ) EREMERE AR —E (e A
S TR SR SRS R P » MR TS DL B -

3.4 BN AR IEIR B Z EA

# 1.
Z s pT B R e A A IR E e 2 NS - Hil
FEHERIARE " UG | HEFEN %]
(R Es A )
1 —HrE{E2E X Z(EEY) > EAAHaE NP ERZ B A
s -
(D b GBI IR M RIE % 2 8e X Z 4R - B
QHErZFEE LS R/EEZEE X -
2. —fE A IHIERE 2 B Y - B nlE bie X ZALEaPIE R
Ry - Hdaz b eI R EEE R 1 Fril 2 BRE VT AR -
(&8 )
S EE B sz e X KB B A h (b s2ie XThre Z (L aPIHy s
% WERZA LGV EAHIRERE Z 2R - SRS IMEREET S n/E b2
e X ZAbeIHaie - afbtebata?ried aabes X Z2h7% i
e TR SR E (b 2ae X Zea?) A~ B~ CHYETEE] - S
FAHEEEANHIACHE 2 SRR R S (b &P A R SEEUR 2 LG EEH
SRGER  [ERECEIREEY) A~ B~ C AN Z B (b e YIn bERaS TRy
B B A
[ &fam )
sAORIA L(REL T ANEE2Ee X FIThRE FUEL &) - HEELIFTTE
HHIhRE S E (L&Y » W HE LR st m H R A 2R e e 2B &)
&hite o RIS AR AM bR E MR AN > AT RE R ek S8 I sl
HgH B EERERE AR BRI RS RS 2 (L aY) > WhARED
AFrEREZALEY) -
a2 3 W T s B fla < o B 1 R e IR I e 8 504
HETEEYI A~ B~ C ZEE - MERERIIFAREGEREEY A~ B~ CSb
ZHAEAEEYRIHBIE R (FIaE24ER)  EEEmA-B-CZ
(BB &SN A HA B A R E e TS T b eI B E24EHE - T
2 LBV A LRSS R R B TS b2 e X DO RE I Z Bl (s AR R - LG »
s KA 1 e AL eV EARE GG e 2 5 (MRS > sZ 3 AT il <H
Sekrh B A S A R A B e m] BUE G E s HH B RL R e ThRE 2
&Y ARG HIRLIEHEE A -
ia KA 2 B aE bs2ge X ZALEaY0E RS ER o BB 4EsHpe) -

2021 &= 2-13- 12



SoREPLEHFHE R PR FEAMEP

HEIRZHG X RFFE N E RS HallE{b28e X ZIEMEE o g IR
% 5% DH T BS ROMT g A R > 2R TR IR Sk 2 % 24 T
FfireRsk T B i R R R MR o R (T AR - 3% S8 E
Rt esisih B i KRR A BaaRe B s tH B AR e Re 2 S
oy ARG AR EEE B -

B 2.
s FT B Rl h B RS RIER I EFresE 2 NS - Hil
FEERaRE "B HEEAZEY (—)
(R Es B s )
— RS A B R SR AR
(&8 )
SHERCELZ BT A RS BEFEEY) - HEE B Z S8 (REER K
73 A BT IR > AR IS MRECHRE T A TE Ry (R SEHEEER 575 K
SEH SRS IR > HARHAGEIG Z 3 Al s R IS s i N -
AR B R T A B IR 2 D55 -

[ &5

A KRR T A fE Ry BB PR - Wz s P R flo<Bisi b A
WEABES - B SIME R LY 2t S bR SR AR T L B 4
Fik - EHRYERHERECE T A 1F Ry b SRR et B 0575 R S st
SR LSRR BRI T A A S A R R N
BAME S5 I T PR L B S ik > BIV[SE =5 8 FR B s 2 A o R S sl
EaCaHIIE RIS - MR RO A A 2D AL
SIHE LRI H e 1858 » ARSI B RO s BA il Al
aa REME R LA B AR IR - A& AR A IR -

JFAILE - HREE AR B o A BoA LR D5 2 SRR e T 7k
KA RS RATF B R EE BRAE R  WARE e IR AT X S e

" SIE EIANE H R e R (E R S AP E Rl s A T A
RERR ML A AR LB 2 FIE - (RRIR FR SR I ais N -
Rt - B EZSRHE Z e E - RIES @ R Z i A - o
TEMERSBHERR AT A B IR 2 D0 SEFY HHEE H 1R RS B S it -
{15-F RERGH SR Rr 5 BN I HL e 04888 E ez W pT d Rl s A
HEE AR TR AR -

0

B 3.
Z IR B R st B M B (ISR S e 2N s iR
FEEEaRE T A ) S EAIZE] (2

(R Es A EaE )

2-13- 13

2021 & i<



2021 &=

FohREPEING R PR FEAMEP

— R 0 {RE LU (@) R (b) AT -

@H! " Met-Ala-Ala:----- | R REFPAIFTHRCZ EEEHE A -

(b)—7fiH(a) 4252 E AT Z 8 -

(78 )
st I 5 H g e sk (1) 0 el el 0 o B e 0T 22 B AR A 2R
(HIV) Hémi5&H Met-Ala-Ala----- g P51 2 SR HE AHJDNA »
(Q)tfEE% DNA FeRilSEEH'E A ZRIRIESZERE A Q)% EH
B ARTER EASNIZESE A Zike > HERHEREC
TUEHE A Zyikehaa Tk pieiEs IR IERE A fFRE
HUIRE Z SEHEOR, - B o FHHREI Z B I F R R B ac i
NZS SEERETE AT ST E HIV 2 EAE A BAEBEH IS -
[ &5 )

KR EEERE A 2 - B SRR skt AW
AT S - EEE— RS e Rl ch At aG - DVANESYE T
D EFEL PRI URAENL o 8T 4 I TG 2 " RE MR E 1R
B AR EELE A PREFEE T RIS EL | - EELREW
i ATEE RS A ENESE A b Tt EN ) BTG
ZATREMEIERZ IR - HItL > SRR ERHERE A BR Tt ) 2
e DIESHE TR Bl Z DhRE - WVHEEHT T ez biie (s E IR &S
A ZPARIEDUERE AL 2 5 URBESE HIV BEE | - BRI EARE
AEECEEE H'E A (F R st L BB Bk TORGCEFETIE R E A 2
AR TP AT HIV BYEE - 3% 38 BB Rl ek oh B 2 R (K B
HRp 2 38 A R R I E L i N AT SR E T E A IIE Ryl
e HYDIRE > AL - BRAAE RN H e 188 - AR RZ S P E R
S B K AR R A E AL AR DUEIR - AT E R LE R
B -

FRIE - BEg AR ERF R EE B E A A s SE 8 5
B R ERGE R B E RS IR - WA RE ek B SR
B TSR OAETERITE B IS8 8E - (Ea4 W AR o<k o B 8 R
& EERRERHA SN AR TR | ZHIE > (AR s R & sCE
7 NHE T HIV PR EEE A Bl R i DIRE IR ECHEK
F SRt e T BT A R RE SR B SR AR > RS
HEE H & L IIRE - (P Ress i g S I E E i H e i85 =
Z s B PTER s h B E K AR SR L AR -

# 4.

2P R s BB HER A (RIE SR E e 2 NS -
FEEEaRE T A ) HEEAIZEH (=)

2-13- 14



SoREPLEHFHE R PR FEAMEP

[ BB A E )
—fEE( BN B2 88 Z il 2 g () EE&w
W AR

R-0-CsH4-CH(CHs)-COOH (1)

#FH - RARE ~ Cr-Co ki sliar 1-3 AT HE -
(78 )

st E LB EEREREEY) - HEEEA 2 FU AR 1B
AINEEYIE Ri2ie Z FEPURIETH AR - SR IAE TRty ~2ie Z 101
P 2 SE e T A R AR RS R - Ho A EA() Ea?Z U
5 R R Hyse 5lnst R -

[ &5

{RFHERIR Z 1B IR &y 15 4G Z FEPURIRE DS - 2
JRERRAT (R 2L 2 SR AT 2 AG AR ETRS - 41 - S RIE BB S
V12 BURE: RIVAUNE R G 8 2de Z 8T e 8z b oy
e Z ZEEPUETE - BBIL o IRHEEIG Z T A o HE LR S s E
WGP R Z AR/ NEEEE » FrE e 28 Z Z PSR 2R
ME > AR A& E() R Z e L e R A B E i fHE Y
{bEYIMHEZ 288 Z FEPUEE -

HEE AR HER ST S s st RS H B B e Z RAS
DISMTEUAE: (CCREHSEORAVEURES) B - HAZe Z s Un M B E ]
P bEY A UETERE AR A AT sl B B A -

BEAN > HER AN R DL BRI Z 3 R R > e EH i E A
HSRHEE AN B 2B BA - BI5 FJeriii - ORtER BHAUAE: R
RN RS Z Z FEDUSG R R - Rl EAOR R

4. FER AR
4.1 5FRIAZ Hlds

B SEA R S IH RS SR Z S S W& o ) Z 5 > KIA R 7RR°K A - 1P
A BB ZFKIA - G TMEEVATEERE IR HE o FERE T
L&V ARG BRI o0 BN TT A3 - B RS ISt
V12 KBRS YIBCEITAER L (PIEEY) - &&EY) ~ KeY)
BHEIEYE)  BEEHY ~ B (BIanger ~ AR k23 ) ~ B4
BB G F HEATRAY ©

DIRSSUEY) 255K > PRss KIER RS SRR S ez 2
P e FR G Ry Z T R > 25 5 KT T Y A IR Eoe B P oK e

2-13- 15

2021 & i<



FoOEFPEJRHEA PR FEAMEP

ZVEARE  AZHREGREHRRENY RS EHZH TR Z 5 E
R TE e S BB - S iR 2 S TR R 2 A Bl fe &
[EFYZ BEVBUE AT A Z A - BH R EA 28R BIREIEA -

& HH R B Z SR AR YR E P B RS N SSEEh ) 2 2
ERBSM T Z HEY - PR DUHZR (BEER - R RHIEEIRRy 2B
SEFHIRGEORIE > REDTEFRKIA - NIFEREER & Tea?) A AR
B X Z ik 5 AIREE T ERMEEY) A TBRRIN X 205751 B A
BEREW) 2 IaR 5 TEATEHN S AN YIRS - i T e &
) A FEBLFERRIN X Z SRR ) 50 T B EEE Y B Z iR > H
AR REIERRE X Z887) ) FEEEA > APEEATA T3S
ZIEHY - Horr o TEEY) A FERMEIERRER X ZEEYIRIRTR | B T BEE
HEY) B Z iR > HAR AR B aRtin X 248y | FEER P 2 B 4E
FRARER KA - T Rydiig - AY55 KT (Swiss-type claim ) » HER A1 [E —
TR EEY) 2 77k - IR N EY) 265 -

W RGBT iR T AR RS REE RIAE » Bl T —RUaRERRE X
W75 HARERMESEY) AL = TEEY) A IRV AR X YRR S
HIEIE Rl LAYEERIE (L&Y A IR B AR X Z SEYHI R |
AR RkE Y H R R IS ~ FR a5 BN sk A e B Z s -

BEoh - BE RS  AEE S (Pl THinEERs ) IE TLEY ) 5

THHRY) S HAEEATER T EUESEY) ) 2R > NS ARG AL K
IH 2 S T A T AR A R (BIaFila iR -

FH A i R DK IH . B B R s [ G F] — R B (i 45 2 57 > Bl
{EH A Z Bl R sagE )53 o BIANEEREIR - SGEER1E - SGEEflE -
[FEIRTet& S - N R IR IR N @Y a7k - #en
HLAERASS 24 fiR55 2 5k ZBUE T DIAZES -

4.2 SFRIAZ BRI

SO EARERGIE - DU S5 BN B Rt - FH G5 BOM s B R R 5 BLA
ZEPE S BHEA R AHEERR - NIt - HEEENEEESE
BAZ %W HASEME—HU EZ5HKRIE » SafKEELIHE - fRZ
FRECE - B A RSIAEN > 2705 % 24 THEREZEHEHR
Al

4.2.1 HHAE
FAIL » V2 FOtrRr BUE LGS T DS - S A DIGSIIE 5 E

R - 4615 ATHEE ~ F71E ~ BURSHR T LURE » M KIE Z s A
i - SRS 2.4.1 "I,

2021 &= 2-13- 16



S REPLITNE A =g FEAMaR
42 1.1 {EEWIERE

FEE BN 2 35 R L& is - FINREEDU LAY Z IREBER 2R TH
MEEERE - AN EEDUEEAREE T - S EERR R 1S
KIE - FHEOADLEAEE T2 - SREER » LI - (BB
M (HIAERS ~ & -~ OtEk - pHES) FUE © SIhEEYE e RS
FRMESLERS - 15 DABDESE » MEsB KA P FEECHEA BT el 2 A B2
RO [Pz R BHFT B R s b B 18 RIS B DA E % st
HBRSERTR i 2 &1 - PEYb - EAEFR 2 DhRe s 2R - HE IBUREFL
i ECE - SIIAZINRE SR 2 seE— R E - BEAR eaFE DAAThEE
SEARFELEY) o RAILE  (LEY 2 BIEIEE s e a0 5K dn
% R AR A EGE IR (e 2 G5 VEIARE - RREH S

BN EE o

WM E 2 A= BIANEEEE o He 2 Bl EEs - 1188 SRy -
KEYE > BRAECHEEZ CEMEATTERR » B
&Rt Eis B S B HE N % L& 2 188 » BimTid
SRS B N EZ e AR AE - SMLaYE KE T
—PfE5E -

JUERSE  eERIAPER R b aY) R EEEE o]z isihs
BREVBSOKEMENTERAE > AR ERE S AT S [ KIE
TEAER AR WA RN BB - BIE5KIE 1 22N E T —
(I EEY R EEE s 2 B - B - KEY ) HifEEE:L
#ky T AEEKRIE 1 2 () e R HBEE Fulfez 2 - BREY) - KE
-

FREEEER 2 88 fy T — (M LEaY R ELT4EY) > - ) SRS ARTE
FefrEih B BE RSN S - SAREATIRCT EY BitEyE > &
B ORIE AN HANE -

B 1.
( EHEEEAEE )
—MEF(IMEEYEILEEER F o ez i « HILEREY) - KEY) -
o c1
CF;/H\“/L\OR
Q)
Hrh REH Cre i AL -
ECED

HERRRR IS P Esca (b G B A 582 Ll 2 8 - St
VIS KEYZ 1A - s ST R i B W R R

2-13- 17 2021 & i<



FoREPEJITNG A PR FEAMEP

SRR EEY ZacH - TR SUBE TR N EZEIE
o FHEEKIE 1 —fF R -

i 2.
(s A s )
L)L EVIBCHEEE B2l ~ BLERRY) - KE?) -
R
CF; OR
(1)

Hrh R#EEH Crglekh AR -
2 —FEBLEIFRIE 1 2 ROW BT » ooore -
(5HA )
s oKIH 2 By [FHECEUE X » IS SKIE 2 (&5 [HEEKIH 1 Z 8o
aiEmy CHIN(NVEEY) o MR L > 55°KTE 2 2 BUE AN E S 8E
(IMLEY) 2 5252 FRIRE7E - WISV EOKEY) -

HEF A Z B Mbe 2 sEans - [RALE > s5KIEELIRAH
POl PrEL ~ ALERRRME - B0 X SERI R - X G4 B R SE5T -
IR ~ Raman ~ NMR Z25EEE 55474 ~ 2 DTA ~ TGA ~ DSC ZFE i 7774
ZHBEFE SRS SRR A — ML aY X 2R AR
DRIFT AL &5 ) A B AL TR HY A4 MR iR B fi it - 2 A B -

4.2.1.2 BEERAH R Y)E KR TE

B SELH a5 K TR E DAAH VIR 4H o B 4 o e e B AH R oK
Fon o M A E 2 EREE ARG - BPATUR R ERE A
PR RETAMER 255 233 THEE -

SHpP el oy RELABAE 2 FIRESE » BRAULIThREME FIRE S e 4l sy
F o E TR e B R R (/95 SRR 2 A A A
FRFE Ty ZNE > 57K R N HAHE

G Z R RERN A S - RIS ARl
RIEERE 28y BRI B 5% AT B R<EIs B A il A
s (I FH R IR 2 8 A s e DA R B BB E e e > ISR oRIA T a] LA
[ESUEH ST - 2 S 2 R RIREIRN Ay HEl e 8 AR
RISE Al i R RO R AR R B R e a0y » H B % 4l o
ZrrEas > AEEKIE T ERR el e s - DI e Huh B
flTF{EL ©

I Z R BAE T B SRR > (il T — R K i BB

2021 &= 2-13- 18



SoREPLEHFHE R PR FEAMEP

" —FE O IE R RRIEER | & o 5 OKTE T E (SIS R A R oy S B
FTaR BB A B 2 DR BIARIER - B &S - BHaibiE
S (BIAARERE ) ~ SR8 152 S8 @) 12 S U E R RIR 2 DB R
B B NIAE -

BRI ORI - APl B EE AR E DIIREME FREEUE | E
FraloaRaER - % S TA T @ Rt i - BA 8 H3E AR g Ay
T ELASEE Ayl JRAI ERZEECKIA R AR - BRI ISRt E
EHE ORI EEE 2 f57R - S P E Rl s b B 8 I E ik
R SRR 2 N - I SBYH B 2 i FIEs o] HEr a4 HEE B
JEFREEN — S A RS ESATE  Z a5 KT R ARE - BIA0EEK
THSE ZE Ry TR T RERE H R E S R M A T eE BT 2
HIE 1> 2RI - (IR B BRI 2 28 0 R K FR BB s I B8 5 2 N A AR
il B P E Fyfnl > RIGZ A SKIEFT S e 2 #alE N B HE -

DL TEEEEAHRLY) | RyHRERIEAVE » BH A ElE s TR A EE T
= B E—ROERRAREE - REI iR » BEA 2 T 4HE) |
AR FEMR S0 2 B E RN T e A E AR 20" i B0 F%R | -
BN > FREEEAZ AR T DUEEY A JOBE Y B R EIER
DAEEY) A 2 {14678 B 5.0 2 10.0 mglkg 45%% > (=% 2 K > FDL 2.0
% 5.0 mg/kg 2 BE4G5E 3 K IRPIEER4GEE | AN B DAE 8540 e
FyHREEIENY » e LR EE KA 2 B EEY) T RIR ) (E R HREEIENY
EIER TEEY) A AR BGEGE Y SR 2 ZEYn R EHDUEay A
ZA4ET Ry 5.0 2 10.0 mo/kg 45%E - {5852 K > FLL 2.0 2 5.0 mg/kg
ZHIE4EE 3 K IRFEER4GEE | -

FHEE BRI S5 AR R o T —TEBEEE4H Y HEES(baW X Ak —
FRER ~ BRI BGECR | « Esz SHRY) 2 B R il R o2 b &) X 1Tk
TR ~ MU AR SRR T FH 3% 28 B P S e ffir SR ik LA 28 0 el ol e 13
SR ERACORE » RN ERGE KIS FoE R ~ P
PSR A - %A K TR R IR -

JRRAIE - SRR U FEM 2 U RB T EENFE AR 35
HEZSERENAM B A% SHTER st A EE g
RIS DAL B ARERIR « 140 > S5KIARLL aRANE | AE—EZ
SEMERR I E BRI - K2 > B EEANE ) FE—BRVENHE
oY o LA FEEE R LB e gl 2 ME—T& 7y > A ATLE i K IR
ot HifE > RN IARE

s KIE TP RO YIS A e S E R Y E S (F R EEEY) ) -

fEH BRIV EEFORZ AT - AN -

2-13- 19

2021 & i<



2021 &=

SoEEP RTINS A PR FEAMEP
4.2.1.3 BBEEFRFKIE

BB FH AR5 DK T it 2 BE E Y AR ME B - 15 LAFTE H 2 E 44 1
SREEEE R T ASUE - B =0 L L&Y R B e R PR 2 SEHY
i )~ T — R EEVHIAR » HARREUEHIH 6 - E B ik
R Z BEEH B - FDASE %0 5 SE IR A I RE LR > 2 FA
4212 T REEHNRYIEERIE )

e SRS VR U S G SR ~ 458E U7~ IB(E - (ERTETE
SR R A i mel = B = P 17 = Ve e i A s AL - 3
Rl DARES U B SR A AR -

#i 1.
[ FHEE A )
—HEIHIHEA R EE &) > HihBanEbzie X Eay)
(&8 )

S EE B s e X R B A E (b sie XEE b a2 s
% WAL G YA TIRIHERE Z D5 -

SIS R AT D b2ae X a2 4lE ettt ez
rlE bz Ee X 2057k Wacsk i AR B2 nUh b 28e X 2
ft&¥ A~ B~ CHYENGE] > HifESE A~ B~ CHIE(LZE X HYZHRL - 24
M > REc#k A ~ B~ C DUNZ AT A L &V L2 a e UE Ek -

[ 4fam )

HFYZ e X S HEE NE R - B8 HEER 2B E R - B ROl
S o AR EA 2 XTEHEH Z B ierba?) - (Nt - %0
ZHE A - FEH G AEIEHEENEE - FIREZ EEY R A
B~ C - i AR ROtk it A A - HEEKIAZ SREN
7 WSEIHR R 2 A - BTy BoA 2 8e XUE(ERE 1 2t
e QAR i B -

i 2.
([ EREE A HIE )
—7d Ha PHETHIE RSBt i B s < HR -
(EHEH ]
st B SR BRI — B R He [HEREIRYHT 77 2R - BHEE R Z SepiRe g
WARTEEE He [HETR 2 A JUAIEY IR - 2801 > FHEEF A b ey ]
{ERy He BHETEI - (075585 (cimetidine ) ~ B5E&E (ranitidine ) ~
HWEEEE (famotidine ) K 28I ERERETS (roxatidine acetate ) o
[ & )

sAoKIHZ T Ha BHETHR ) BEZANCR BAGSE Tl & 0GRSy - 281

2-13- 20



SoREPLEHFHE R PR FEAMEP

WX EREE T < S R - AT DA T He [HETR , 2 BRGHE MR Rl -
i85 i K VH < B I IR -

4.2.2 fEE
R BEESHFE 242 "R -
4.2.3 ReREBAZFTSI R

ARMEEYIEEKIHE - MR R s BA S EE S S EERIHE 25
Ry o JRENESRSRIAEFTEEE ZNE - FIRABHT Z EESRE iAER e
LUk & a8 Z WA G HE PRI B 255 K IH 2 #0lE - SRS
FTigse < NEE S EFIHE 2 BEfRIAE g2 - BIanFRIE A LUEA
LB H B EPERSC (Markush-type ) SCak Z(E&Y) > ESHRAET
W eA%EREH 2R eGSR EaY)  Ea VEERES - ¥
RaaZEREH 2 AEEH ey - SENSHEEE ZNE K
FH R IR 2 3 IR SRR G T 2 B 57 A s (F IR Z (2 afiRl e IE
28 ARG EN AL E R BHE AT -

A S e S IR SR K - SRR s E & b eV KT
AW aRHFER MY A BB MR Z BT EE ] > R
O R 2 B 5 N SE S - SN SRS R it A
HEFEREE - AEIEEY BT S E ] & B I (R {5
FIHA AT RERV LT AP R UE ST £k 2 B8R - ARRAIF 21§81
LR RER A 2 385 -

HRH S EEH Y B S IREE K I - S DIRE e — B EEY)
Blan—RiRZia 2SS DuA - ALVRTER R G ERRIIE ZS50FF - 3
SEOIRFHEER SV T E —E SV T HACS R e - 1L
AERFTA R b eV n ACEREZ 5 - PRIEE ES0EEsE
Wz e R R L eI B Z R E ThRetH -

B 1.
[ FREs A ReE )
1. —fEEATHEE IL-X (EH ZAL &R S TUa B 2 R -
2. 4055KIA 1 Z ik > Hep B THEE IL-X (EH 2 b &P M=)
iz ib&) -

2-13- 21

2021 & i<



2021 &=

FoOEFPEJRHEA PR FEAMEP

(78 )

s E R B HEE IL-X (EH L& WIE BB Z SRR IR
EEaEA() ey Hf Y BAEETEEURT > Rk Re Rorplfee -
BIER ~ WAL ~ WA K Co-e e TPRTEE Y - BHEGIHERL B A ()b EPIRT
BaZBEER Y EATUESIER - 28 - SRHE AR EE A A
ARHEE IL-X {FEFH ZAb&V/R B A Ua B E A 2 B e B e (R R Ry
IR AR B A THRE IL-X (ER ZA L&V EATUasIER -

[ &5 )
A RIE L AREL T IL-X BHBEE M Z FREAMEE E5RFUE AL &Rt
B R - FrinsiEE B M E SR A O E AL

&) (HEREER B KIE 2 frite ZEs(()ea?) - EfraiokIA 1
FremdiE h A LGP DE Y - - SREIEEMEREEE KA 2 25
(IMEEYIFTE & 2 VEERLSYRAPURBRIIE > WAIEEE S A THEE
IL-X 1B Z EMESYIREA BRI E RAVE R B B 242 URT BT
flr<Big T B M AIEE - ALY F R IR 2 8 RS A et el S
AR - HIFFRBHT Z et AR a S B > (RS KIA
1 5 Ryst NPT O

# 2.

[ FRES A HEIE )

—EEVIN A e R iR 2 bEaEVha R — B R
RAEPRIE S A~ B B C Z iR -

(&R )

&P A~B K C ERIZ B R AREE R S A= P -
HEHAEEY) A K5 nIE R Gt 2 8597 - i a8 et A B
(R ELRR B B - AR H BRI 2 D BRG] BB
S HEREUT - (EEY A - B ZIBEHEGMEEY A 28I - AR
HeTtZ R E R ROR -

5156 1{g8baY) C X MBI RREE 2 2@~ Baa
RO HIARERAMEEY) B 2 RS2 & B B A RUR -

[ &z )

s KIRBEARE OSBRI 2 S5y B & — B B R A YR b S

PIA -~ BBt C 2RI (F Rom Ry - ERRIHEEREEEW A -BZ

2-13- 22



SoREPLEHFHE R PR FEAMEP

iR B B RACR - 5 [R8 1 1883 bat) C Z BB~ BAER
VAR > #ES (58 1 RIEER L EY) C ZhlREl - ZAETH R% S8 I A fas risk
T HAEEREENS > FA EHE SRS Z A FREHA
FEY L B AL 28R A - Sn] SRR L&) C ZhRBREany
e EHBEUEEY) C ZBRREEMHIL > TR A RRRaSCR - B4 0 &
HE I ARMES L&) C ZhiRR B B B e UR - 4S8BT <H
Skrf B S - B E S BB R G 56 1 A S E
ZHEbEY) C ZhilREHE RN EAHERaRCR - NI > 55°KIHE
B REIE TSR © IEAh > RS Z SCECRIIE e 38 EE - (Ha% ST
Bkt A M SR R B E RS A5 5 1 AR
DIEIR R EMN 2800 - AR AIE S -

4.24 FEEFEEH

(D ARARE SRR RKIA - 35 DASEE(E IS UE Hpr gy 2 iz - IR
iz P R e BB RS sk B SRR Z
AR A EEEE L B BASRELTE - 4aREE i KIE
FoHIHE 5 AR SZEEKIE A INE - SR IV SRS SR I E SR Z
[T -

()5 HECEI A 25K R I s AR LT 5 [ 2 55 KR
AYEEIEAE] ~ FERYRAREATE - SR B & EATS [ Z 5 KIH TP AT A R
IR IR - FE A BEREEE R @A TR EHEARE
1E > AR5 | Fsci 22 s K IA e R R S0 - (40 - S0 IR oK
61 2R R T AN EEY R LRy - KEP) o - )=
iR I A ORI 2 FERCH Ry T AIEERIE 1 Z (M EEY R H DY) ~ 7K
aY o e o EERER TUEERIE L A LEY o e o HIES
KIH 2 HH _LIEfRRE R8I -

5.FFHE A
5.1 EFEF M

PR 230 - JERERIAE T BAEEY) Z B EEHR - IEE
FEALER IHRZ Y P e FHRY > BIANER S Se s K A b a el 2k
TR ER R S L e B A A AL - A e DS %
HAREEMMNE - ez ER AN AR ERSEYIREEE @ Hud
JRECR AR EEV) Z FAR

2-13- 23

£ 22.1%

2021 & i<



% 221

2021 &=

SoEEP RTINS A PR FEAMEP
5.2 FrAtE
5.2.11&%Y)

HEF A Z 2 R —EbEY) > &5 [T E I — e &)
{EEETE ~ ()20 (B ~ (L2 EE M R/ o(iv) — TR
A CEFRIEURE) - %2 T AT R <Higih B M AaE > (e ST
HITEFE A R4 & R IR Z il RIaR - sES RS st 2B ayy - Al
ZALEYIAN BN o 55 [ E SR B A e Bde B H s b
B3 ARSI RS s (E Rz (b &Y - Bz sdWpr s Rlosisih A
A RS AT S N B A Bl nT & 15 2 i i R A 2
IS s EEZ B EY) - RIS RERGEZ SRR e b a YA Bt

FRIE > EUMERsdH 2 AR E MM 2 malt - 15
s AT R bGP AL S A & (5 F 5 BN 2 e e B — (B EL G
feEPrREIHrE - BIaEhREE (lower alkyl) Z 588 & {# L5 (CoHs )
BN - N2 o ESeRIR Ry MIBES S - HHANEEREEE
st LFTEEE Z RO B nT UB TS HLAT 8 2 A esdi] > A M
SEZ NBAE (EE TS Z LRSS IR - S —(E AR (LS
VI ARG S AR b e B KIEE IR, - A8
B AT RS B AR eV LS 2 HALE R b & st - DU
FEALEYIZFKIA > i RN R e R 5 AR - FERE
EHFFENGE A LEMAS A BRERBRZIRE - B4 - " A&
f&as , ERFONMEEYZ AR - WL - " ARRiEE 2 (LEY) A BERA
EMRZEFMEEY) A WFARE - & T g 2 EY AL R B
A -

5211 BZY) ~ KEW) ~ BRIGYISEE SR

&P A BEEAREIRS [FESCE  55 RS Z N BIR IS B8 £i% 5%
AR S Rt esssk o B i A sE RS R (L AR - KEaw) ~ &

BlePsaE a2 e - AIEEREY) - Kay)  BR ey s&ESES
HAAME -

FHEH B 2 2500 By — AL &Y 2 B 2AEY) (enantiomer ) » 55|
s ABRZALEZ AN EEREY) (racemic mixture) » {HIFRERG A
G TG AEY) > BEAEIR b 2 baYn SRR AR
15 > FUBRMER R A - A 52 WA RIS EE 2% 2 05T
JE R RIS T B B R AR B R (R B SRR Y A2 - HIE
i B 2 SEBH ELA TR M -

5 [E S NMEAF—INEIEREY) > B[R Sari i a4 ik

2-13- 24



SoREPLEHFHE R PR FEAMEP

SRV R T > e PAERZ S5 IR R plo<iigi h B i A aE e
S N [ PR ST IR S AR Bl -

5.212{bEM EERH

BRI R AR T A e KAy — (B AH S > B
ArrEfaEs 2 ERlRsr (individual element) ~ ZCEF4H (sub-sets) BGZCH#
(sub-ranges) Z#fHH » HAMME S IEE =55 2.5.4 T BRI | -

HET L) 2 B AR RS - VR HE R LS
SRR ELME R EARHIE e EE -

& HEBER A LeY R e BB G B ferifdfr 2 BB @ B —
HUAEBFAH T - AR Bt Bl pifiiris B bat X
ZAeE @ > HrpEUCE R /& COOH » HUAA R2 Ay H Cl ~ SOsH -
CHa~--oee ~CH2CH2CHs 7 BL[E]» 75 HH B B A1 2 28 B Ry HUAUES R. & COOH
HEURE: Re By CH2CH:CHs 261 » IRZ B R 2 EET AR TR
Feii - SO EErElE - 28 S BB A LEa GRS RR TR RE
#0E  “{E D b BVRERR A oy s R e B E A > HiR kT
R ER E A Bz el R E A tiig sz i soaiiot - AR
ARk flaeriRirie sz m=tat X > HPH A Ry £ COOH -
NHz ~ -oeooe ~ ZEEL > FLE > HiftEL Ry B3 Cl~ SO3H ~ CHz ~ evee »
CH2CHoCHg 7 FL[H » 75 FREE B A1 2 280 Ry HUACE: Re By COOH R UM
Rz & CHoCH:CHs ZAL&Y) - RISERITRNE A E G882 H Rl Ry 2%
23 TE PR E B HU L COOH K2 CH2CH CHs 41 & M4 2 2% (E Bk
&y RIEAHHENE -

5.2.2 BEEHRY)

B AR ) ROt e Ry B e 2B R —(E e — B b &)

FlE B SEH PRI R L E ek — (E s — B b SYIE 8 - B HES
B B EELH LS H R a8 B 2 B SR RS - E H T BARE
SEIE ] 2 —(E e — B aP A FD R P s R Sl i s I Bl -
BB > E R EEAH ) < HfinRi B & BA T E SR I E 2 —(E = —EH b
e~ S BAER SR A HAAH s (BIAETER ~ BRI ) DK
Horer BB BRI - Z RS LS AR e 5 2 B EE4H I
> HEA (TR FE > AIRL R EEE e Bt -

AR EE RS E A 2 %] > i E R AR E 2
TR ~ SRR (s R 5 7R R FERE e Hea o KIA T am Ry A S
Fracik 2 RS BT R SR E R A LR -

R A 2 S0 Ry — M LA B SR P iR SRUE 2 B 2Bl » B

2-13- 25

2021 & i<



2021 &=

FoOEFPEJRHEA PR FEAMEP

e g EH 2 b &S RS B GV HELemiii 2 72 2
(BN ZBEEMRAE > ARG HA S0 A Bt - fla > 5
BB B T ERIEERN 2 2B EEERY) > HEEANE L
fe&?) AL SerifiiiriEss T — RGN X ZEEEEMY) - HA
SAMEZEEY A ZEBESHEZEEY A HEINERIRK Z
ELSRRA X R A IE 2 B8R - R e HAE R 2 5oy R AR
B2 > SRR A Z SR Bt - SRR S Z BB R AR
SEFARGEORIE > Bl T —EEY A Z iR HARIR B aRREER Z
ZBEEHRY) ) RIesdirRg B b e A BRGEIRR Z Z5BE5EH
ik o RS B Z SR UARRE S e R i -

#i 1.
[ FHEE A )
—EgeH - HEaANEZ Atae? -
(&R )
5 RS HEE TR ZEHBEEAEREZ AMEEY) > HES|
re L FESSTE A LEY)  MEFERIBLESRE A F. 2 FAL > 38 SeR
ST Z BRI (BIAE SRS ) TR R - SFTas < SERTE A Hra it -

5.2.3 B#EA R

L EYIBRHEIEA Rl S e Res KIA & R ARl
pratay A BAFRNE - Bl TEEY A RIREEERRR B 2592
ik ) EREAHRNE - B LEVE R~ Bl - AR EEfRes
KIFR & BAHRME R 8 H A b &Y s IRT L oRAV B 85 A 22k
Hlgr - BransHpky) B A Bl - R T —fERE SR Y B Z R > Hok
IR ERR RN X 288 ) e BAHEN: (Rl pie?) B iRiaH ik
W X Z e B A -

B B IR a5 ORI B S AR (AT P ) e 2 il BB ER (E A
M S BH Z Rl A T EAH B TR ER ESCEEEE A > Sofe
HHTHERRIER] > PIAIRr e B R ~ FRE L ~ (ERIHE - 4588R18 -
SEBERIE R R R o et ik I FRio R > R i E— Rl e e
Sem I Sy - LR R R s R R A Wt -

LI [FES B A L e VI8l ) 2 B gE iy seiiy - 536
BT R4 B S ik 2 S OV R e R RR I PR LB IR 2 12
BIAIEREE B 2 2 s " —TEE SR B 2 iR » BRI B a
PR X 2889 5 5 RS a sz 0y B el e 5RE X > Hig
Fa 2 MHREABRGE R e LAREHARE R B A] Y 5RIR X RIS [R5 AT
ra HHFER A Z A Bl - 2 > 55 [RESX R 2R SR R E

2-13- 26



SoREPLEHFHE R PR FEAMEP

EFRHEY) B 2R e iE M B X Z BRI - H ez s IR E s irdis g

BA RS IR Z B AR 40 R B RS RERN X o s

S REREARMY) B B L2 (P2 E R ERE Z A

Aot | SRR PR BRAE IR ) FIJ5 [RE SO ETASE I H 55 SR Z 52 A Egas

Mo —fiIMs > SVE WL EIE s UE THY SRR SR R 21T Ry

BER - EEZ R BRI B EEARRE TS - o E R HAE

BRI B SE iR E » 19 e LATF Ryse i B 28 it A B MERvRE 2 -

JFAIE > 2 E A& ] R A A b S VT H B F R G iR e AR (B R

T B AR PRER 2 5 [RESL PR B #AE: - AR EEZ L

BRACE S 2R e Ra T AR AR 2 AR -

FEELBNAFEZEEARELE

(L) Bt 55 S A1) 2 B S IR B 5 (55  (46 88 =~ B S i B T = A A
= & e 2 A AR - FR A 2 e iR S MY IR
s > 5 Bl -

() FHER A Z B S8 iR eb 5 [ 6 S M8 e Z B8 S8 Y IRy A [F) S5 L R
FE £ H A 2R - B0 5 (35S 8E B S RE IR A AR
HHER S A 2 B 45 i e BR B s B ORI A AR S 5 [RECSC B EE 3
e I E SR 28 - FH 55 A0 2 o 48 A 48 B (o L BRI
i SRR RE AR Hy ZAGHIHIEE AR - REEEAZ
EEE IR R RS e R iR -

(i) ER 55 S5 A1 2 B B P AR (A m e o st F 2 U AR R Y S BSR4
B RS EE SR LRI AR - FREE B 2 B e IR e Ea 2
FAIPREIRI AR 5 [RESHHaBE SR R HR - HEE A 25
SEFHintE R R PR IR A it -

(QHEEEM 2 B FEH R oy B RS 3 ] > 5 R ATEEs 2 BEE iR
FH 5 BRI Z S A I RS DR HR 5 R Z BB i A Bt
Biran - 5IEE AR DR R IR R - R B BEER RS
Fe St P A E IR Rl it © 5 (RS HE BB s i ) e R A AR
HER A 2 B i S R A D U R AR -

QYGRS 58 Z B EE IR » 5 H S A Z B EE iR (a4 5 [RE L
P85e 2 BRI EEEEH] > T ERF TV gE AR - Hiz @
MREEE LA - RIHEEA] 2 BEE A A B - Bl
5 e EREEDTERII AR > H A 2 B R e —E
B AR AT i Z SRR Y A AR -

5.2.4 ZEH

Pl L FEEEAR
[ S A A )

2-13- 27 2021 & i<



2021 &=

SoEEP RTINS A PR FEAMEP

—fE{LEY) A R aR I 2L B EVESEY 2 R -
(5REA )

SIS E R DA EATERE ZALEY) A st 2 BEiEiens
fifg (acetylcholine esterase ) » DAFf 1 Z BighSinbe g - Bt~ SErE e bnss
RENMEEY A BAEE Y ZREiEm BRI IHE M 5 vTR DR 22 S ER
JEZIEAR -

558 188 eY A BATIERE  (HREEHEA 6L
EZ IR A0 > SRR iTiE R (L& A AR ZBEhEinBane
SRV EEY 2 BIEEETEHLE - IARBER LY AERTIERIZ/E
Fr I B G ] 24 R R FE R 2 R BRI -

(&5 )

A KIARTER B A A RIS AR Z08BE 2 RS (58 118t

V) A IR HE Z AR IE - BB AN -

Bl 2. REBERE
QR Vil

—fE(LEY) X REFEFAESEY 2 R KB E SR
T EEEER] (aromatase inhibitor ) FZEEPEZE (tamoxifen) JEREEAL:
i -

(E52HH )

5058 1188 LY X BB BB R ET e ARt 2 56—
GRFHEE - H SRR lrish B B ARE R s B R
S 5 B 7T BB HIHIR 2R 57 S AR HLEE M 2 e IR Y AR B 1R
AAHEE] -

st IS e R p SR S — G AR EEY R S8 o5 DR 4 AR EEY)
7 e IISEIR e A 2 JEEE - T LEa) X ol ARSI -

[ &z )

FLIE BB 2 ARG 2R B 5 A LA M 1T B B4 T 4R A BT £
o SRR B AR S BRG] R =g S E A DN
BRI AR TR - RN E AU 82V R [E] - W AR
AR TR E] - SR KIEPTER R SR 2 B IRRTEG [R5 1 2
BEGEREAE - 55 KEEAEH RN -

Pl 3. FERKE

[ EEH A aEE )

—fE(EEY) A REE G RmEEY) 2l > 2 ta?) A DL 30-40
ng/kg BEEEIE - 49 3 (8 A RS T E N -

(&8 )

2-13- 28



SoEEPLR{ITNS A PR FEAMEP

55 1IERE R ORI T 1 no/kg iR ERIE L&V A ZRHA
AR DSEN ZAEAR > 28T > RER IERTAEEY) A it g - N
It FFEAEHAR T EEY) A BLER (BRORIET 1 no/kg AGER
BZeEPIA) > EESHELBITER B -

S IIETEEETE 3 1 H 1k 30-40 pg/kg REEEAIE Z (L&Y A TR
IR SR ZIEAR T EURTE (R B S8 24E 2 1R -

[ &5 )

ARG [EE 1 REEELIE 3 A 30-40 pglkg A2 EfIE Z(L&P) A ZK
JETRE R > H0E KT PIT S B EE ik 2 (i A B B 28 7 2 (5 [ 1 A
s KA ARl -

Bl 4. FrécEERR
[ FHEE A )
—rEEE (e A ZHRYIF R FERONEESEY) 2 ik Hdk
{E&P) A (L4 100 — 120 porkg B EE M E 1 T 2 RBEHEH 2 Z 5L -
(&8 )
505 1 i Eaba) A 28yl Eim s Simmor & - 8
GEAENFEZEIEA -
SIS REE R LG AT EIEELZ Z B nI2 B0 T A E
BESEY 2oy HETT AT 8 - H G RSUCR BN E AR 4
SGHERTERE AR
[ #fam )
5156 1 BREEFIRERMEEY) A AR SR 2 AR - RIEFELIE
2 ba?) A RIREEE I T 2B BT Z B A aHRON & » R
SKIARTER B SE iR S BEIRTR S [5E 1 AF - s KIHE ARl -

1 5. 4EEERRR
[ FRESE A )
—FE(EEY) B N a2 S5 M B BB EEY) 2 iR - S EEY) (R IEIY]
My Hep—Efear et BEE 21 K > #EFEET X -

(&R )
5136 1 {g8baY) B Allam -4 M mdaR - (ERIE TR R B IIERE
SREENY TR

SR LaY) B sl BT - K —@Eile a5y B
A 21 Ko PEEIFEE T R g RAFEFR AR REIFRES -
[ &z )
5158 1 RIS FEPTaR B S8 AR KIS 2] - SPTan e gE
wER KR A HEN: -

2-13- 29

2021 & i<



SoEEP RTINS A PR FEAMEP
5.2.5 FEEFEEH

FREE A S50 RB— TR AR Y R B4 - B4 Hph&FE
FoaltEpor k& X DUR A ARAZE (instruction) (EiE7R ~ (EHER
BHE B EERIAE ) - H(LEaY) X FERE Y 5k L BEE RGO -
HIEEERIA 2 N BRI RAtr I — Z R IEE N VAR A » N
FIESHEE &R Z 28 HINEH - B2 EEEE ROl e 2
JE A R BRI 2 SR RS TR T A P& 57 - SRR BRI 2 S8R B
FAME -

2211 5.3 #HH
5.3.11EEY)

&SRB EEYRESREER EEVSERE AL - AN GRS
SREBETAIRII . e EAESE -

& BN A e RSB A eV H EZ EFEEYIE
AHETIHZE - Nz HATE R B b BB HaE - SR
e NS R DI b & B A EOEIEE > FRLE - Z et A
#VVE - WA HEEEN b A AR - AL ERAED
PE o M ATEIIRIDRO] U Bz TR E SV A EIRY AR - B E Al
b2 fHFE R B E R RATRER -

5.3.1.1 RSN 2 HEr R Al

HEgr R EEYNERESEL > TEGZFEN TEBAGERE
HHEEIRTEARL OB 7 B AR RERAERE o (La &SRR T AR BRI
e - B S mmay B - 28{r 22451 (geometrical isomers) ~ fi7 B 525%
P (position isomers) (FAEERFZ A [EE EAHEERVEE) ~ [F
) (homologues ) ({L&) 2 R EIFEAE A R 248 hn AAH B HUCEAE
BHE > FIaEREE-CH,-)

i bEYEER LR EENL - BT BRI A R F R E R
AR BB R - NREBRAI o T e sk 2 e et s
YisEE R SR BOEE ERBRTEE - SRRV % - M
HWEELERE - BRI L - LEWsERE SR 2 BIGEEY] > RIS
L FIETIEAE B R -

5.3.1.2 S0t EEEY)
FREE B 2 2800 R — AU &Y 2 FHBL Y (enantiomer ) » 5]

2021 &= 2-13- 30



SoREPLEHFHE R PR FEAMEP

s PO ARRZEEY 2SN EIEEEY) (racemic mixture) » BEREAS A
B 22 5% 2 A PR B Rl SR B A 78 A se Bl S D 2 Y 2 12
S EREARERERE T 2 LEY—REF TR EEY)  GaaiETH
Fi@ Rl s 2 s A1 - B yis s AN AEYEI R
A TERAE > RIIL - % SS AR R iTE T A E A A g e
FH— e st ) 2 7% » 1SN ETRYE &Y F i I 2R
Yy o JRANE - s ERREY R B o BRIEEEE A OIS IR A S
HAT 3 B A ) B3 S R ) B2 35 oK 2 L AR Y B A
THEAZ TRy -

5313 LEaMZ &I
HEF A Z I R — e a2 R > N2 SRR T4

HEZ GV EME - BERINRARTAE - HZ SR E s ik
o B I R L B B RS MR IR - (A =R A2 G AT IR

( Bioavailability )~ 27 i 14 5 i BB EE S M E 2 AL G VIR A EEY) -

HENETT R AIAVERE - B2 > SRS DT 2 E5R5 AN E
& BURAI EEFEEYZ 2RI RSN - FRIEZ 2R AL ER
{bEaVBAIEREINZ IR - 11 &5 [FEXHEAE—EEREEY)
M2 A AR BREREA 2 800 Rz b GRS — T 2% 55 B Y > Kl
e B P Ml R H Il 2 S A 5 %
ZAFHE ~ AR E R T BA i E A E B S AR E SR X
2RI R GE R EE A R S A SRR S A
—Z R EEEEEZ E (PR » ZEME) FRE -

B 1.
SRS EEY) 1a
i
N—N)\N/R1

2-13- 31

2021 & i<



SoREPLHFHER PR FEAMEP

(&R )
SR DA E SV A B A R EARZ a7y B B AR/ iR -
s A2 (baY) 1b B5 [ e i 2 (L&) la SR~ EEL - HItEA

A -

i 2.
SRS - e 2a H2N—CgsHs—SO2NHR!
EHEEEE A 850« {E&Y) 2b HoN—CgHs—SO,—NHCONHR!
(E5HH ]

5B L) 2a i h NPT - R EAZAEEY) 2b b
Wk S B - 5% (B L e PsS RN Rl (B S E R AT
HEFSEAZ(LaY) 2b B -

1 3.
5[EE - EEY) 3a

CONHCH,

CH,
H3C CH3

FHEF A Z 350 - (L&Y% 3b

CONHCH,
HC o CHs
(8B )

5EE SRR 2L EY) 3a EHEEN Z L&Y 3b &5aLl - HiS
EAMHEIIEIIR > {2 ZFE DL 0.002%: & [FH 3 X% 55k
G 3a ZANEEIRUR 30%  HH R A Z (B &) 3b Z IR D5k Al 2 90%
N DA R % 3 BT R il s h B E A E =S - Az
HERIRF I ATRIE - NILEA D -

# 4.

2021 &= 2-13- 32



SoEEPLR{ITNS A PR FEAMEP

SRS - (EEY) 4a

0
QEJD lilm
o™t UL
OCH,

NO,
HEE BRI 380 (L&) 4b

0
Y}/o iilm
o™l UL
SCH,

NO,

(&8 )
5[EE X EE 2B EY) 4a BLHEEEN 25T 4b &gl - X
SCH3 B OCHs Z 85!l » H 5% 5% B R AG S IR S R ROt R 2E A S A TR 2 2
o AN EAESM:

5.3.1.4 K&Y)

HEE A Z I R — e E BV 2R e e /KBHKEY) - $HHE
SEEYIN S - AES/KEEEEY) 2 ISIRE ~ TERRERE R A Re T R - #
Bl At e R e TR R E AV B ROttt A
HlEARE R RS b EEKeYFEFEZELT » Atk
TR 2K WPAGITT 2 Bl AR nE S 2/ KB K &) -
AIFERI_ ERZER bV 2K a3~ B - BrRIERREs A RERR (R
KK GV EABA AT a5 SOt Hh e LA IHER SR K &)
HAEESM -

5315 (LA EIER

B 7 H AT BT RO 2 72 EAE R AT e AR E AL
RIVEFHEEERE T - BEEH AR E AR Z (E R T ~ KRG E
LW o ERL BRI E R BRI e Al o o HEZ s RS 2 2
HEMHE R e pR iy B AT Z D5 - TERRE % 3 I IRRE IS 5
SRk BB - HARE RS IRE =5 3.5 T SR 2 D 1A
-

2-13- 33

2021 & i<



2021 &=

SoEEP RTINS A PR FEAMEP

(DEFEIA BB M

& HER A FHEARTCERE 2 2 EN ey B EZ
VEUEEY) » BAREAETATRIHZ D5 A BAEb M - BIansemisit
EEE L — A SEZAEEY) B R FoRaVHUE - 8% R U
B SEIMERZ E VAR - SRR B AU BRI ek
BT e (e e B DEERG B IR - FHas SR 2 S5 8Lz o
ARSI Z Z AR AT (b &P HURE: R i Soriisidirig a2 R UK
FLH 2 HElE AT sE H  BASRTE A E - BT AL - eI R A
fata s R R RS A ZALEY) - HZ B =R AR b SRR e R
A&V BRE AT Z 0 > BB b e B A B STATR
flrP RS 82 AL SV E BEECR - R SE IRl sk -t B i
B AR H R A TR e B A MR EOSER A RE s |
B TIEMEEE - QIHEEEAZ A B -
() fEFHE A D

& RN #HGHERS R 2 EZEEN EEY T BN EZ D
Bibe? - HEAREENZYS - AIEAED M - 40 Ei(1) 2 &R
fe&) > B B Z TR A Se A 8 AVEU R R Z B2 #ulE
TR E 2 O5 L o E BT A B b eIt AL &Y B
ETAIIZ D > H AR s Eor sdEaR s [ s AT s Rl <H
b A MRSy TG TR B R R A
RIS B Z B -

5.3.2 BEEHY)
53.21 ABDSMNYEIHBRE N BRBE A

HH 35 BOM < S B R 5 (56 ERI R IR N ENY) <~ B E24H )
S B NHRZEHRY) > 75 A R R SRR ek > B
5 [EES M AR R - [RR_E R EE A S A B - BRIE
HEE NREfe Bt I B A TR 2 D a6 5 s = At B e e DARE I
HAEESM -

5.3.2.2 &ALl R4y Z 4B

HEE BN R Bl i DA B Z BRI AT SRE » B Ry 2
HEBHE HEA AT IR RIHEEN 2 S B ED 7 -

2RI > A5 AE LA_E Bl oy 4 5 PRl Z SR (aZ S WA P J s fl sk o
HAEENEE > RS K 2 R - B o R sl
REIER » e sl (E Pl LR iy R s & HAH — BT TIF

2-13- 34



SoREPLEHFHE R PR FEAMEP

RIRTERS > ARG A Z S8R B -
ZFHEPIRAT

(DEFBTHIEHE - 55T Z EEAEHZAMERY - Planst B8 ERIE
BAHELERHEH Z ERIRTHIEH A -

QR EX A BIE A EER o B E A AR BRaz Bl (F AV E B 4
GAE—HE o BIATH G BRI 2 307 Ry — T e Seal sl B ph e PR e R 2
VIZ iR - e i B 2R 2 BR (paclitaxel) DUk —HE(E &) X -
CARIRIZ RS o] [ e R - e TR e EEEBIE A © JUEEY)
X ARGt 2 DU BEA! - HIEL > Rgs Si2 iR Ars (58
ZIEt IR - %55 R Rl <R B i R aE A Bk 42
FRE{be?) X e - Ha B ERUR - S A 2 0] A
Hife bt -

Q)i BA $1 H— £ EBRIE 5 HERY S SR A H BN G REER Z ERIEL
T EHE L o BIATH 55 F A2 S5 0 o — T B S5 AH Rl i B T
AIDS g7 iz » Hh s AZT RALGY) Z - EX AZT ] fIRYEH
AIDS HAEEY) Z aJRIRYEER Xz HEERF EX1 AIDS gH
B [EEhR - R - R0 AIDS #YEENE » FyE iR AIDS Fs (48
AR 3% - 3% S AT Rl sk o B Sl M A g AZT Rba
V) Z sHEER > H A FEIHHGRSOR ST EE SN Z 38~ BAED 1 -

# 1.
[ FRESEAHEIE )

—HAROER N R SE Y - HEEEELR 5:1~41 Z(EEaY A
FAL&Y)B -

(&R )

b&Y) A JAEGEY) B HER ZaBEIRR 2 287 - BBkt S
V) A GrEAREMIIZEIER - 156 WM e piig iz (b &Y A
FAb&Y) B Z8HEHH - HEF B Z SR EEY A J(EEY) B
FrEtEPI T LS E R - EHEPEEEZ A Etb bl Ham R BRI EY) A
FrEEA Z BITER -

[ &fam )

HES A Z S5 BHES [58 1 2 BAERS 58 L R ERRHEEY A KAt
&Y B IR BT LI E A - 3 IS 2 S8 B Bt R BN R E EL
A& A FAEEY) B A AR ELEY) A ZBIFER - HZYssok
Z IR B R o st B I E RIE B T R SR ATRE TEHA - HHEE A
ZEPEAESE -

2-13- 35

2021 & i<



2021 &=

FoREME{IFHEA LR FEAMER
5323 BEUS - BEKEME

ARG ~ BRI - S B HIROIT A 2 8 RO
BN ERSY 28 E - HHABRFEANS 5.3.2.2 T4 & #LL BRI
ZEHE) ) ZAEME

sl G S IR B DR BA THIRASCER (synergistic effect ) -
FAI EZar KBRS s I & B s A B Rl i o B
A RIS S SA > HRrEAE 2 MHRSCRIN R a T > %
HEVIABEEDE - PINER R (analgesic ) FHE PR Rz 2K e M A

(decongestant) JEEMEA ATH & {EA - HH a5 B Z AR EUEAE R e
bR R 25 e I o 8 28 L — (5 o T 7 B — (i /ey LA s
DRI A= 2 A MITSURs TS Bl < igi B 28 R Y s ] FRBAY
WU S A B

5.3.3 BEEF R

JFRIE - BSEEF aRay 0 MR 5 =W R AT i A ZAA B B S TR
73 et ERAV S SEFARACHIET - BEER R IE T (A f5 P 2R E AT B
SEHER] > s S Z SR Rt T E A B FH Y A e e
TER > SRR ERRIER - Bl e B8 ~ (NS - LRk - &
Sl ~ R EIRT LRI FROTR - RZE S BRSO Es %
AR R B Y S A 2 5 B I -

Fofe & SERI - BRI A SRR RE > BTAansg hIsaesscr
Bk VEIER > S EREIE - (G2ER0R - S80S R AT =1y
A EERRT - 5 Rk st RS R <Big T B i B s a <l — e BT i
TAFETRSERS > HIHDRUE a4 s P Fr s o s B i R A e A
AR - AN RS - BRIEHEE A RETR Btz S A AT 2 T
e M e DRI E B A -

> BERAE G BN 2 B IR A S [ e BRI R IR N EA
[ > LT FE FH R A 2 A8 T R P 2B L = 2 1 PSR R e e > TR
F - HFEENZREAR A BED M BRIEHE AR S A A
ETARAZ DS s s A B o ) DI B H B 0 -

5.3.4 EH
pl Ll EREE (—)
[ RS AEEE )
—TEBIHE AR (collagenase) Z %k » HARANEGFIEERMA X
Z BV L SR Ryl e 2/ 10,000 BB R E Ll 2 mT R EES B

2-13- 36



SoREPLEHFHE R PR FEAMEP

Fi[E - HHJRE REFZTT 20,000 £ 40,000 FA{ -

(&5 )

SSRGS RE RN EH S E-NEZBFREOR - HNE
RUBHRREE LS RS a2 8% - e THEHANZA
75 o

5138 1 8FE2 I E H B rT AR X MEE G AR R 5
KIARTFUE#E - HAZTOLST -

[ &5

HHER B 2 SEHAES 38 1 2 2 BAER DUREEH S RE Z B E S
BACERRER X o MR BT SR Z B R 2 Bl & sl e 4
5 AR Z A A > 2% SR PTEROr SUs B i R
Rt E RN E sl A s R 2 B R A i T S B0 LA - HTHIIRE
ZEARHIERRIE X o SRR B 2 AL EZ S AT R o s o
HA R AEE R AT emHaiupTRe i S 5e s - BA#ED M -

Bl 2. ERmE (=)

[ HA a5 S A E )

—TE(LEY) A A BLFE A EEY) 2 FiR > Ho(H R & Fs AR 400 ~ 450
no/kg #EEE - 1R 12K -

(EREH )

st R B it 91 Fs 1Ak 400 ng/kg S EE > 1K 1 20 BEUR IR CRUR G -

5158 118 HEZ A 2 AE&Y A BRI & LAk 160 po/kg #8EE > 1
RIRK e

[ 455 )

FREE SR 2 S5HREAS (38 1 2 = RAENE S EEY) A A $E 2~ (FH
P& > (R DAEEER S MR L B SRR B R Al YR IR - 3]
WIFETHEERL ~ B AR SN AR M S T R R 8 i B T 2 s E AR > &
w2 SR R B R i e o B i R A e — R T AR R A
HE DG 5 T P S R i Eis B I R & 1Y 3% 55 BH FH S5 AT s
FEEAE » GBS B 25045 (36 L BB RSN BT » B
ATl sk vh BA 8 Rk B (R R B A Se AR T P RE IS B 5 e
NEHESE -

Bl 3. " ERBIREE

([ EHEE A #E )

—E{LEY) X R GRS 2 iR - H A B e miiz
WG PHZY (tamoxifen) K75 EBHIIFEE] (aromatase inhibitor ) &
R -

2-13- 37

2021 & i<



2021 &=

SoEEP RTINS A PR FEAMEP

(&R )
S B S B S — GBI SRR B S5 DUR 58 R R EEY)
75 aBEIHIRD e AR Z SRS - =T EEY) X a8z -

5138 L1883 LaY) X a{E BRI EE 2 5 g afReEy) iR E
VG453 R~z 8e (estrogen receptor ) FRETR -
[ 4&Em )

HHER A Z 3085 56 1 2 RAE M EaYI X FiaRAR 284
BEAE - BEZRS (RS 1 fEER b G X WIfE RALEE & 2R UaIFREY)
WS E AP EEVE 2 iR S > B A B s B 2 ( physiological or
pathological characteristics ) ELAEAEIEE - 5% 3R fEROty<H s B A
BRI OATHEI AR B = 40U REEY) - TR EPa 2 BT R
HHIRL RN Z FEEE AR AN > (ba?) X Z S8 (F R B 57y
SPAHAT - BT SR RO SIS B B T M A T S > dEEh i
TEFITHATSEYIE R & S 2 IBRREEY) » SR aR B Z 38N R S48
Rty essk - B 0 R R SR R Z Se R R AT Re i S 58 il > B
HEBE o

B 4. BEFRLE A 2 BRI
QEE Vil
—fE(LEY) A NEFEERIEEE R (NAFLD) 292 1
(EHEH ]

sStHERELEY A BASEIEEEERERR 2 T3 -

5158 Li8F2LEY) A nI RS R BURE - T ARENERR S - HAF
FAtHIZE(LZEE X X515 2 faiatE S L2 X selaRtdREE RS
AT

[ &z )

FREE BN 2 35 HAEAS (38 1 2 2R 558 L 8B(LaY) A R
X Z @R - mreE R S E U M e R (EREEEH AT YA
B EEREERER R - M5 (56 2 Cfafea bz i8 X sEFaaEnrtRRsh <
HELIAT - IS IREE RGN - RS (EE 1 K 2 @ TS
{bszdg X 2 MHBAR o 558 LIS LEY) A Ryszia X ZEhE| -
5158 2 188 EL2hE X serlcE I REia AR R - B B A TR s FH
Hydam M o R - s IR R o s B s A A Eias &5
se 1 e 2 ZHRAGNE - S 5e i e A 2807 - SR B -

Bl 5. R ELRIBIRREZ R
[ S A A )

2-13- 38



SoREPLEHFHE R PR FEAMEP

— K IR b VIR DR R R
(878 )
SIS RO R AR SV e L - e AR
B SRAE BB S A FERYEE - 515 1 ISHEEN R IGEFI LS
VraEt s a0 DA SEHE A IRE TR LU P58 8 R Z=IEAN
-+ o

_H

(&5 )

FHEE B 2 85 HHEAS (38 1 2 =R AN RN IGEFE e ARG
BRI AN E - S R K EEEE A A EER - (R EE A
HEHVEURRZE (causative factors) - FIA1E & - HE R ERYEEY)
AOEHRE R E B AR AR A - BRE (3 1 EEERIKT
A REY LAY aRE SRS - S BRI B A A
ok B RIRE S (58 1 2 NAS e FH B IS 2 28 3% T & B e 2 T A B
{EEY AT AR E R BB 2 8% 158 1 1858 2 5maviE
AR > Rz AP B RO R T B A AR K FR EE AT S TR
FREER Zh 5 il - N EED M -

6.3 E—M

AR MR - B2 IREE IR RN — M 2 e - s
BTGS2 LB BE S AH [F] BB E A Rl (B FIE -

6.1 L&Y KHE
6.1.1 BEARENEFEKRE

DU R A 2 FE—El P 5 E e B A s & » P ay&
{lE%E4=IH H (alternatives) EAHAIAE (nature) BF > FIEY Ay (il 15845
TH B ARt - AR - BA MRS FERIR iR = -

DU PRI 2 F—a s e (e A - HET = 1Ry
SEEEEE (AInitEE ey BEaEABEUNAE » [EEEES
[ERFRFE NAIRAE
(V)FrAZEERE H A LEEEESCEM: » B
(Q)()FrA EEEE H B A ILEEERE  RIFrAE SR A —EE = b
BRLERETEZ (element) o S (b)BEZRSL[E] 4SS fmass— 0y HIETAEAE > (HFT
AHYEEREIA B vl BN % S A P @ Rl SR BB ARk AT
NRZALEWEE -

Fai(2)(@)F 2 " FrARVERTE H IV —(EEZ LR o &
fepTE SEEE B B A — L LB > s L EM LRSS RS T H

2-13- 39

% 31

2021 & i<



2021 &=

SoREPLHFHER PR FEAMEP

SEtmHVRE ALy - BCEZ AL EPIRY I RIR RS G T B RS Ry
INER Gy > AHELJERIS R - 5% SR E RIS EL iR T 4518 ey
73 ° AL R T DU B 2 — 87> (component) » 7R AT Ry 51 1
NLERST PR S

EHL@)(b)Z T SR ZAbEPEE ) IR RIS SE VIR R i ey
B A > A DTSRRI R S Y F R A 2 550 (R R B A
EHZFE—8LEYE - 52 - BRI EEY 2SI EEY) - &0
EARETT o] PSR B R HUSE R -

G R AR B EN A KT 20~ EEFEEEEAREN
SeRTRNT - B B E S Z Ry iR ts > RLDVAEN Bk
KIS BB -

Bl 1. FEEEFERIS : SLEIRVESHE
[ R ES EAFEIE )
—HEGEREAA TR EED)

SCH
\l 3 / \
__/

Horr RyBEEZRAL ~ MEWE AL ~ WEMARL ~ — IR ~ B FObe RS ~ WA i B
ZEEES ~ B oo R A
(&R )
eI - -N=C-SCHs iRz F /N BIRAVAS IS AT A B EEH H A HYE
BUEREEER - B R FTERZ R BIRR & AT #HKZ
eI LR ] FIFEFGR T RrimevEay) Z RIS - BGEKEZATA1E
GV EEAHEEEE 2 Fra iR > HaE 1k -

Bl 2. BEPERIS - ML ENEERE

[ FREEEE A HIE )

—rEEFT R EEY) - A-B-C-D-E - HAr:

A #EH C1-Cio Je Rkl Co-Cuo ikl Cs-Cro BN RL » BV BRI
FHEEEH 12 3{EEH O & N fE T2 Cs-Cr iR

B 15 H C1-Ce IiFkal Co-Co fHFkEl Co-Co ML » &AL - hiskk » Cs-Cs
Pk SSCH ik 5

CEHEH 1% 4{HEEH O S 8¢ N FF T2 Cs-Cs B BHA
FEER > BCHUCECREUCHYARE

D #H B &Y Cs-Cs AL A BRI A 5 K

E 2 5 HUTECREUHYAES » 255 » B » MErEAEmEmE -

2-13- 40



SoREPLEHFHE R PR FEAMEP

(&5 )

FH_EaiciE b A REREE T S S 2R ] - [NIEATARYEHEIRE 2
A BAREINGER - #ERKIEZ Ara (b aY 2 A B AHE s A
i - BN BRI EE 1% -

6.1.2 FRIRREREEY

R T IR B A EE IR > S EIR T & 51 () R (b) A -
HIL B AR Sl FE Rl 2
(a) el R eSS E V) B A M E 2 ARG 2 > B
() rhfelss s R EYIRIE A EE2AE A > B
(if) YR LRSS R o B B VAR > 5% h MR — (A
SimE R taRSEYT > H
(b) el A R X EE VIR Bt b B AH RS > RIS Y2 B R e P fetaa
EHZREY > SR E R PRI T B R -
EAEE—FHERE - KRB E— RS EYRIA EDT AT R B
[E e » RS PG B A MR EARGSEER - HIEAHE =
JESGRFEL -
EEE—FHEEZE - 57 KE— RS E YA RIS ER o Z A [E Hr ]
Az o IR SR E 1 -

B 1. PRI ED

[ A A HE )
1—fEsERE e EEY) -
R, | | R,
N
|
OH
2. —TE&EREX W T EEY)
Re— | R,
N
"
O R
o—P 4
|\X_R5
Y
EED

G B R A E YA LRSS R A A Rty R UAEREME - 204G
BRI ARG EZRE

2-13- 41



2021 &=

SoREPLHFHER PR FEAMEP

PRI - 55K 1 K 2 2 R B A SO e Z Bt (L -
6.2 B BELH BRI SRR K B B R e KA

EEEAH Y e B S FH AR K IHFT FUE 2 B S IR (BT A [
MR - AVREE R GBI —(EEZEFIME - AR A HE
BB > BIANER S KIEFTHE Z 3% e S LRy ( HEEEEKIH
Tl 2 EFIHVIRTESERE ) BUE 15 LRI I E R BGRB8 LB H I A
il - JaEEE R A Z S R A S -

2-13- 42



