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48.63%, AXITA 2019-2020 £ SEEEE S ; RITARRZBBAN SEES
B 1.46%, 3.99%, 1.97%.

(2) FhEF~m, REXES—HRERALEREEEIME.

(3) RITAANABEERT “EAHIEdL (C27) -HEHmFERFIEW
(C2710)",

ATFEERET, (ERZFTI A (2017 £/ ¥ “EZhE1E" XIS H

“UEEREAERRGELY (C26) -FHLEFRRHIEL (C2614)”, (ERE

ST 4336 (2017 SERR) YR A E 2SN (C27) - F 25 M R R &k (C2710)”
NEEFENT, RERBEESLPEIE.

BRITAGEREHARERGUAN SEEERE(EREZF 1T 53 (2017 £
BO) { EfARITIE 364651 (2012 481D FHRXME, #E—LRAINER
SRERT “E@HIEL (C27) -EHRERBIE (C2710)” MAGRNKIER
AIEM.

EREAN ZITARINL RABEL .
[6] & -

— GEREHNRBZERA SHER R (BRE5F TR (2017 4
BOY ( EWAFITIRIET (2012 FBITDY FHKHE

(—) MEAPNFERZHRN & RS

AF FEN S AR AR, JFR 2 LR R SR R . A S
WEIHN, A FEMS HESNH LS sl
FEWLE 2020 £ 2019 £ 2018 | MIE=FAF1T
[ 24 v () 44 S SR 24 50.60% 52.50% 46.42% 50.05%
Horr: BEZyrpEik 48.63% 48.51% 44,95% 47.53%
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FEWSK 2020 fEFE 2019 £ 2018 4EE | BIE=FAt
JEk2Y 1.97% 3.99% 1.46% 2.53%

PR fd i SR 47.05% 45.63% 52.18% 48.04%
Aot it S} 0.22% 0.38% 0.58% 0.38%

E: RRBFRE ARG TION, 2020 £ 58 LA FE L R AR5 AE RN ERE FHEGY A,
B b& P 9 B N F b R AR G B RABNRRNE T H R B M EH.

B Bl s, s BN A B RN &5 B3 71 1.46%. 3.99% A1 1.97%.

(2 (HEREFHATILR (2017 S£50) (AR TILrKIR 5] (2012 4
(CADVIE S PSS

1. (EREBTID (2017 /R MMM 2 KB

R (ERZFFATILP2E (2017 SERO) A (H REFHAT L RER (2017
FERROD, C2710 AL 24 it JEURF 24 iE F kit — 2 TAL 2 25 bl . 2B 24 d )
7R Rt 7 R R 2 i B

R (ERZFFATIL2E (2017 SERO) A (H R RER (2017
FERROD, C2614 AN EURHE G AEXT T FIA N BRI &Sl ALK
FEamAEZ A (FRFLIR. T 2R C R KRR BRI UL &M
HA R 2 ERERI™ i)

2. { EWAFATILAEFRE] (2012 F4BIT))Y BIMESHLE K&

Rl CEiamATIr K455 (2012 FFET1D) K RIEN 5T, 24 B
DA I HVE N L E R T 85T 50%,  TUPREH S 20l 55 AR xR 14T
Ao 2 BT A TS — 55 B E MO B EE R T BEE T 50%, (HAEZRY 55
NHRFR L FTAT L 55 7 foe e 1 HLAS) o 21 22 "] SN RS A (9 30% LA E (8
BAHO, WHZ A VAR 25550 N AT ML 250

HIATIR PR, feil—4E KRS =4, A m] B2k &R 251 55 &k E
AN & EE AT 50%, 928 BB — Rk 55, DRl JERRY 25 9 24 w55 Kk 55 .
W HIN, A" = KA s W mT CAE g B 25 ) 4k F 1 R il Rk 24 Kotk — 25
B 2GR A=, SO DAPE ORf dt R B A R e DR B i A2 o AN TR [
s BT AR N7 bty (10 FL AR 8 T AN R, 28 mIAR I = i il P dd kAT
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TNE55 902K AR R 2 ) A B DR e ey JEUREEEAT 88 85 (1 R 7 i, A6 700 F4 BT
S ZER, (HRAE A SBURER . BEY S &5 AL RE A o
DR ity JEOBEAN BT DLE — 25 8l 90 2 24 v T AR B JURE 24 o 23 ] 77 il A D D A i iR
EE 1A S A [ X, 3 EAR NS IR R R B A, AR
KHE (Eah 2 aBIRR) SFARSIEIIE, 2w W 5SS 1 PR fe dh R
AR RBNET LTI, A8 TR RGN,

gi b, nREI R R KRN 255 O A RIS — Rk SS, EDIRON o L
if 50%, =24 rh Al A S JEORE 26V 55 AT ML SR Hs 1R 5E 2 =) BT IR AT Mk 1200

R (ERAFATI S (2017 /0D 18E, (HRZEFATI2E (2017 4F
BOY HEZRG R EREACET TR, E S0 R AR R R
B SRR B S A B R A - (B R GFAT LA R RE (2017 4ERRO) B
Giit R KA o 2018 4F 3 7, AR € rpr A s S TR A 5 AT L SONUAL A IR R E )
(FET =B NRRRRSE — R UEET E S BN SO 7 R RE ),
S5 BENUREAT SO, 4 [ 0T i B R S A S R IR S B, R i
BEEHLR, AgExdmEEERR, dEF g RE A RS, Fi,
Gii R AT 37 Ma B A R A A AT 2 ZAA S A AR T

2021 £ 9 H 10 H, ®HAW I EEH R M (MY, “2017 F2
Sy TIME LREL RMARAR (BURERR AR FENGEEZ a4k,
JEURLZ4 DA R OR i it SRR RIE A L AR S8R, b R 2 v () 4k DL SR 240 45
. B (ERZFATI2 (2017 450 LUK 2019 4EE1T it C2710 1%
HUIR AR F=IE ), A% A B AR I B 2 ) A Oy G R 2 () 4, 222
TER 2 U A R JEORL 2 o ORI R AR S S, REHARETS, H
THE AN AN 5HE, 2 w185 B8 1 DR fg il J5ORL™ i 2252 (B i 22
AL ) (Food Safety Modernization Act, FSMA) ¥y, A& T2
b, ANATRAE— 2 RO R 2 AR R EOR 2 . IR, FRJRIE H AT 4y
I, AR A\ B —RME 25 B 24 v A DA SR ) R, Rz A wl R E
REFATIAFIE) (C27) BEZhiliG -1 224 i R 25 liE k. (C2710), ALH
8T AR A R 1 2 7] I A S H A AT
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2021 F 8 H 31 H, ®WHAWGit R A (HOUEIY, “TrRNE L2
AIRAF BN Aw)) A5 A Trgsrel e, %26 ozt 2000 4
11 H 27 H, FE~BAREFRERAY . SRR RS, WK RH% =K K5
PR A FIESEZ N E AT, EAVF . R4E (2017 B RAEFAT I
DRERY, FEAFATIET A2 5 ER 2L, 17k ARASh C2710. 7

2021 4 8 H 31 H, H#TW Tl 2 ARG S /NP A = A
CIEOLULER Y, “MRIETLIRE e AT o BRI, IR s SRR 2 ity A PR
2\ ) F BN SE IR AR JFURL 2 AR 7, ok R (R & 5F A7 1143 28) CGBIT4757-2017)
PAK (2017 BERAFATI A R RE) (Ha /s (2018)93 5), HAT AR
2710 (L5245 WE R R, NETARIPEEIN I LIENW L4
HARBIRIETH A RY (F5dr (2019)96 5D MAEATH] CH REFFAT L)
CGB/T4757-2017) ' 251, 261-266 3£ 7 ML MEIRATINEH, A
ANF AL 22 IR B VR ST R bR

3 (BEIEBRIEHG A REHELR) B LEH

2019 4F 7 A, ASHEHEG VR4 R, SRR OEE T (FEEE
JUIRHRG VRT3 R B 5% (2019 4ERRD ), HFH 2019 4 12 H SLji. 1% 44558
=R ARG T (E RETHATIL 25 (GBIT 4754-2017) R 447517
SEPUSHLE « DUAT HEVS BT B 7E A A5 PR BT e 1 St P PR Py H i IS HE TS
VFATIE B ARG Bl R .

AW T 2019 4 11 H BTN T AR A ERE R R R I CHEVS VR RTHIE ) CF 2508
2019 4F 11 A 12 H-2022 4F 11 A 11 H) , #R¥E CHESFRTIEY id#, A a fr)E
AR A2 SRR 2 iE A7, SR (ERG BT 28) ) C2710
24 i R i

gi b, WHEG VAT or S BRI A BER U, = 24 v (144l 5 ol A 28 P A
ITNE R “EEZHIENL” i “AF 2 R R G 7, RAT ARSI
MIIWEARNRT (HRZEFTALE) 1 C2710 10272 bl J5UR 2 i o

4 (EFRERRFRREFTBRIUH) B REH
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2016 5 2 H, BHEE. MEGE. BEXRBE SR EM T CEiEAReINEE
vk (2016 BV, RITZEH ML, B E S SRR S AR
T ER. EMSHEZ. PR IiME. SEARMSS . HatlE 53 EE.
TIRS G, JeidthligE 5 B et )\ RS Hr, fb5 28 B Rk A =R
BN B VASEAN “ W 582y ” i, EARSEAHGN N “ = W5 Z (=)
WA R ERIS, B R IEAR Y IR R 25 F B S R AR 7, RN E N A
BEbnE. SHEAREGE. THEREXIEEFREAGYIRE LS. B
R AR AE PR RR s RIEE /D IR E G g . 15 e B FE I I8 2 PR A A P2 A 1 24
S RN R SR N

NFEVRYE EIRE IR, PL AN S B 2 ML S AT R R R [ 2R
A2 W) SR} 25 A0 B B A R R F R 7 R AR AE T ErET R AN E SR
Bl RGN E NE A (2017 4E-2019 4. 2020 4£-2022 4F).

Kb, M EHEr AR N 1A R, 5= 285 A ARk 5 3 R 5 8 N 8
T AW EHEZR” S, RATAWEEENENET “EMSHEY” 17k,

Z\ P URAEE SR T “EBadHlE (C27) 4h2xE 5 E R E
(C2710)” KRN K &HEiE

(—) AaNkEER

AR EEN S AR AR JEORNZG DLK R Aa bl JEURHI BT A . A2 S A AR,
FE AR IR RS BEAREIEIR RS UK R I5E =R RH7 . = K&
B i = 249 AR DR i il U2 A3 BT

) AL AR O B 24 v TR AR s AR p R (DB BURURLZGE S0 B54E
MR MREM T, AR NEEREEA TR

P55 oAl 22y HEARBH
AL Teh [ agIE, A — MR A R SR 2 R R 2
1 IEI)\IACE.WOONG Blo 0, & @ E kWA " DAEWOONG CO., LTD.
(003090.KS) )T/
2 | OLONSP.A. FTBRAIK 2, M ERLZG A= R 24 4 7]
3 DKSH Marketing AL T PHIEF 2 2 TR DR A ot S R 2 IR R RS, B bl
Services Spain /»#] DKSH Holding AG (DKSH.SIX) HJ-F /2]
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Fs AL FR YN
. . fr T EigE, RHA LT AR TOKUYAMA (4043.T) 4%t
4 g?g:iﬁg(t PR, BRI R T
J =255 45
MFR RIS, KA R A, Er R gt AR E 2
> | EVAPHARMA T A R . TR FUER, )
6 IR | AT B, ABREEZG ETAF], WSS EIEE . SRR
PR . 2 R R
. SAMI LABS MFEVERGIER, BIE R BEERAHIES, FEHY.
LIMITED ENEE
SUN PHARMA AT B d S, ZREDEE BT AT Sun Pharmaceutical
8 | LABORATORIES Industries Ltd. 4 55T A7), %4 B & BB P 405G 1 )
LTD. 2 H]

gi b, SREHREATIRML S SER . 77NN R, R MRS C27 R
Z5iliE L

(Z) HREBZFH

AL BT (B E S B H RS P B 2 AL 45 5 e e G
i 50%) HATIAr2Eh “C27 EZitlid” 1 Bl A s Bk .

WA | EmitR | EEWS/IEEE - REPZHELF | HERSHER
m | EFER ) EWHEE ) 5 TEEER | mmeoos | RO
A% 245+ [a] 44
2021 4F 8 7.35%.
CDMO %5, 2018 & 44.50%. 52.26%.
7 U 82%.
N éﬁ@mg BB e g s | 2020 4 51.47% 2%,
CEr R IAD e
MH (8 K& 39.98%.
2021 73%. 71.20%.
sgisa | 8 T3 o | wimisn | 20 TE ) SOTI0 T g 1
‘ = 5 R 40.44%
AR P B
2017 FE & 98.18%. 99.98%.
S 24 S .
300966 &) 24\l 2021/4/9 | GiMkHR ﬂﬁi%%ﬂ%ﬂ 2020 ¢ 6 A 99.99%. 99.60% 0%
SRIEIREN
38.33%.
PRIV RGPS S 2017 £ & 60.46%. 59.18%. 39.70%.
RV % 1
605177 | ARl | 2020111725 | 34 B aik | 2020 6 A 56.22%. 56.78% 39.61%.
42.45%
JEURLZ I PR 2 19.13%.
[al{A B CMO Mk 2014 F& 74.46%. 72.72%. 23.66%-
11%7AN
300702 | Rty | 200719119 | GhILAR % KdE CMO Mk | 2017 4 6 H 66.98%. 65.93% 26.94%.
% 29.67%
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WEFA | BTtk | FEWE/IFEFE " MEPSHESAS | REHSHE
| ERRE ) EWEE ) 5 B B T T B N

8.28%.

Rt R 2 Je = 2014 £ & 79.39%. 87.71%.
BR[| 25

603229 | BEHZL | 2017/5/9 E 25 el 2016 4F £3.45% 5.40%.

24.71%
. | FOpimErgy | 2012 % 2015 £ L

300497 | ErEZGL | 2015/12/22 | GINEAR 03 i 2015 4F 6 2015 4F 5 1k 57.69% 42.31%

VEL: Rt R 2B 2 RO 8 e R AR R
VE 2: _beh SO IR 2 I PRSN o R URN ZHISN 8 LR AR SIS e WA R 1 N 2
IFISSURHG AT I (A5, 2016 4FBE2G TR IR LRGSR L 4E S LA e, FABIB A
#5 hRBIHK S0 B 2 SRR S PR AAS SUGE T MR R ) R 25
VE 3: RV TR U PR AR B R e e

Zr b, oy Rl B CBGE 2 ) O FRARR T A B 2w TR AL 55 o B A (i
i 50%) JEURHZG i LEBUR A B 1T 22 Rl EERE F B ATME 208 “ C27 BR 2l 7.
ki BRG], £ EH T RGO 25 B 25 I il 55 A S08 “ C27 B2

SR | A

gi ERTIA, ARWEAESTEE. BHEG T A R @ AT 7328, A RIS
SERT e TN A, ARG, KT BTN A AT EAE,
2N\ I NI 24 vh [l S JFORF L 55 A28 T C27 BRZgiiligk. T ARl
M — 4 5 W = AR A e 2 v R s B SR 2l 45 o L ¥k 50%, TR, A ]
BT “c27 BEZHIEN", AR EFINENET “EflEl (C27) L
2y E RS L (C2710)7 HoAF A,

= REAN. AT NI RIIHE L
(—) BEREF
RN BAT NEINPAT T 00 TR B

1. BT RAT RS A B2l A s JEORM 2L S5 WO S LR s B T
(HERAFHATIL 228 (2017 FROD (E RAFHATIL 72 SR (2017 FEROD. (-
WAFATE K455 (2012 SFAETTD) . (2 V5 Qe RS VT 70 288 B4 35
(B BOR AL N E & B IME (2016 SR 1T ) ) (5K R SCHF IR R T BOR A0
SEAHRIE I S E 5

2 BRI T 23w S F AT JEORH 27 i ORI PP E 25 2R RIBUF A B 1l b vl
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B4R R e R S R R -

(1) MEHARITASDHEN GBS, TEHEXE. BEREMNER
X,

(2) HEEXRINESALANZERILEERLZITALOZSHE~mA
“)Eﬂ?\i%”o

(3) MEHALITAFERMER = RIRREL iEs & R 4E R
1THERER.

HEITA:

(1) RALOEXENRRREROREHE, REFESRATHIE®

FERARRTEMGNEY, REFEXERAXEENXMNZITASRETHR
HREFHERY, RENSXETLLERBAXAEERK.

(2) GFEEXMNFRWTRACREFEAR, WAL OZESHEMEX~®
REGPEFTIHEFERM R BT, HON “FEREAR" SHEEXERIE
B “ERZ” mRER, O~ RRTRHARERERFSEOMBIT
RFTHRERHEHRFIC, IMITRREFEHESR. KR, EAPEGE
REEAMRE

(3) RIAREHAABMNBEXEFEEFEURERER]ZGEOZITAS
mATERMANTHENTEY, KMtXERREFERRITATRERERE
B ENER, REEERMEXEENXNZITAFRETIGRESR
%, HiAA LR RRATRESBIRERE R ZIT ASMEBN = E AR FIRAMT

(DRPEZITARFLRARBCBSR SN NS S (BEME~®m)
FIRHEMEERR, FAIXH. E#HFE, LREERR. WX, HitF
SRBATAVA, REFEHDHE. HEHBTEEANL .

EREA. ZITARITL REABHER .
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(—) WA ZEXE KRR FER ) B
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£ BANLNLES
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Aw AR E R CGREZGI) TIH)E TR EA RIS, AR
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E

g3 b, ) Y A SR P DR A i JEURE AN AR AE RO TN AR SRR 24 B T I
BT o

(Z) FEREMRBEENRN AT N ST IR EEHE
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HEAREHE: Ar MR Er=Es) (BRI, 5= B TA, HER
W B AhFE. KB, FHREHD. |k, dREFE. RISk RS
HLAnT

Ff 1] AR 45 KA i KALER A&
T I D L~ UL Ik 7
v | - Uit = —.
ot | R EE-RA | e, o
A
CPGM7303.040 e
2021/3/25 % o . IR
VR AE Y f T | PR IR yibul 15 B 1) s 1
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2014 F IR A, SEE FDA MRS RRIR IEARFE T, A R R HkiEE
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AT RMTE, 2021 £ 5 HEE FDA MMk T MK B MR (EIR,
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.

RAEFEMXAE, AAHHEERKEE, £ B FDA AT HEMITH K AT
, £AFREHE: REEE (AERLRMNZAE ARG >R LU0 ELET
%), i &, WHENIRLFR, BEERE. NABRRAGEEHKRE
¥, REMA o ZLEMNAXLSMRERRAY R,

L, FDASI A S WAZHRERLA A HE ZLEMNAALFHRERR
A,

(D FraRETLRE AR EER

oxw) ORARE A UL il HY D S SR A2 B SE [ R i 20 I B LR (FDAD T &
iz AMERE SR OETT RS, R E O CEERARE &),

1-29



BRI 2o AR B A e SEE R E R (FDA) 2B fE
B W ORAE R ARSI R IR 2 4 W RO A2 T 20T K B oA
FORH 24 ST ImbR B il (Ao« B FRIERER WD At d U7 Tl )&
P B 5 ) 8 AR DL BCRANE R, DU B B4 7857 22 ) L e WIe O MBS £ s

B DR A ft J o B it () 22 4, R DR IR RS TR s BRI & b AT L B SR 4709
BEATIE S Ha AT Jvdh e Ui FE B g i A A 22 25

O3 F)AE 3 R S 10 DR i JEURL ™ i B2 (B 2 2L R ) (Food
Safety Modernization Act, FSMA) #iii. FSMA $ kK 7 3¢ E & 5 A 259 B R 1)
WEBIAER ST, HEORE ARV RHSE 2 D3AF, [0k B 6 0 B
TEMEIFE, FSMA [T SRIE AT MERE D e T PE 3 8n s B T I IE
HiFO R, LIZnitia.

(M ZRIARMIER) BERITERE Y P a4, L, .
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BATOR A, AWT 2014 40 2021 SEP IR FDA Bl s, Hiimid.
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1. AR BERIRE R i B Ak &

AFH O EEE P EER N DAEWOONG, H R A & i 3= oA
GPC-#ifA. DAEWOONG 4= — R IERI 2T R E R A MR AR, £
[ R A il 22 4. DAEWOONG £ H e i1 A W), H ) 3 W) R GPC-iA4 5 FH T
GPC JF R} 1 i3 -

2. AR “FERZ” SEEMRERMEN “FRZ” KAREXH]

AR 4 5 [ SR T 55 P L R ARk AR = S, B4 (Drug Substance) (45
ELEYIRL (Starting Materials). H[a]4A (Pharmaceutical Intermediates) #1J5 R}
Zjlih CAPD ., H[AfA& (Pharmaceutical Intermediates) i T4/ FURHEE 25 5 (APD,
M EEHE 2 (APD F 427 i 2= 24 i (Medicinal Product).

oy &) A & dr A 4K (Pharmaceutical Intermediates ), J& - 5k} 24 5 (Drug
Substance). 2 a] H Y “JE ARG 57 (BRI a4 (Pharmaceutical Intermediates) )
e EAMERAUE R “ERZG” (RIFEURIEE 250 (APD) HIIX ), BIEE 2 (A
PR FORFZG I X0 s JEORH 2 2 A TE PR C 4 56 BCE B AS ) P4, P T A4 U)o
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201551 A 1 B, 3 B A&7 RS iz M5 45 £ ) (K-REACH),
A3 K-REACH, ¥ %A > B, # o0 B, THAF S5 FERHTLFEUAA
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BRFET. BANTTAERRH .
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