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Abstract

Since the State Council issued "Opinions on Reforming the
Examination and Approval System of Pharmaceutical Medical Devices" in
2015, pharmaceutical manufacturing enterprises began to rapidly increase
the R&D investment of new drugs, but the pain points such as obstacles in
patent application, difficulties in finding new targets, substandard drug
production quality, continuous growth of R&D investment of single new
drug and declining rate of return also became prominent. Under this
background, Contract Research Organization (CRO), as a new specialized
research service industry, began to be favored by pharmaceutical
manufacturing enterprises, and a large number of local outstanding large and
medium-sized CRO enterprises rose rapidly, expanding the scale through
mergers and acquisitions, and improving the ability of pharmaceutical
integrated R&D services. However, up to now, compared with international
CRO giants, the overall industrial concentration is low, the upstream and
downstream industrial chains of CRO have not been effectively opened up,
and the competitiveness is limited.

Therefore, this paper takes WuXi PharmaTech's merger and acquisition
of Mingjie Pharmaceutical in 2020 as a typical event, and based on synergy
theory, transaction cost theory and enterprise growth theory, analyzes the

motivation of this merger and the enterprise performance after the merger.
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The results show that the drivers from strategy, competitiveness and
industrial chain layout form a synergistic effect, which contributes to the
merger and acquisition. Moreover, the merger and acquisition has a positive
and positive impact on the short-term market value, financial and
non-financial performance of enterprises, which brings potential benefits,
shortens the R&D cycle and improves the operating efficiency. Finally, it
points out the realistic enlightenment for the whole CRO industry: before
M&A, it is necessary to clarify the motivation of M&A and make a strategic
layout; during M&A, it is necessary to guard against various risks; after
M&A, it 1s necessary to integrate resources. In this way, we can enhance the
resource integration ability of CRO enterprises in the industrial chain
through mergers and acquisitions, and truly promote the development of

vertical integration and globalization of business.

Key words: pharmaceutical R&D outsourcing (CRO), M&A
motivation, market reaction, financial performance, non-financial

performance
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2 BRF EREAMIEL
21 SR E

2.1.1 §RI#5RAL (CRO)

A EF S (Contract Research Organization, CRO) AL ZE1T & FIFZAL,
7E HE N B 70N G I PR G P B0 2 S ST AR AR ALY . R B 55 A A L35
4RI IGPRATHESE (Pre-Clinical) CRO A RHF 7 CRO. 47T & 25T A AL
WEHYGHEY K, e T ARG RETR TR, BdREHE. 580 Hr L &I H ik
5% MRS .

2.1.2 §R%E AL/ A REHIE HL (CMO/CDMO)

G EAEFH A (Contract Manufacture Organization, CMO) & — e/ w6 A 77
SRR BN JIAIA B SARE X, 25 T A5 3 MR RR ], e F
MRS A P R A2, B i A AL s i A T

& [EE #4741 (Contract Development Manufacture Organization, CDMO)
7& CMO H € il 2E 77 Mk 55

2.1.3 3G R IE FREEEME (GCP)

(L PRuRSE oT BE BRRLYE ) 2 b [ 2 2y o M B B R 5 L o R A R
KA, DOINtRZGY S PP e L BLHI AL, R EOR AN, IR E 2 fh I
RGIGITE  ARAEACHT ) 5 R O . 5 = =2 HUE W Ip 3 AT 35 R TT 4147
BEATHT AT o
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2.2 EAhIEip
2.2.1 thEI RS

MR Z <M H T 1971 FHRHBE . R 2 VONE SIS T 1A T84 EAT
KFo MPXIR « ZRRESE (1965 4 Kb MM TV A E #H . iy
DR AE 77 7 K (14 A AR A RS P R S R IR o b R BN AE Al I R R
S SESHRE o Bl R RN W AR 25 A HEA R F KA AN R T ik — 2D 4Ry M LR
=i

HeERLEMRE, KEWRMLI =T B, IR RTL A e
T30 BALPE SO AR E AR BEA, RS PRI o 2R ARG IR RO
e T2 By imsh A I N A 5y, IRl & A AL AN B AN il Sk
TR R AR B Ak )58 2 98 B Aol A B FR) = it ek, AT 48 17 Aol 8] 0 pleAs
iR m T EBEANRIZE R =, BEIFRCEA r 4-Ie%, Am
SKILEAMUS B H br e HUGEE BB RN, LSO EEEMTHE: —F2IFE)E
Aol A G —BEATAE B], AN 548 B h BRI S5 A B3R T, 53— o 2 R
JIMOLIEE, FANICEEZL, MU E EARE BT NL. e M55
RN, BRI Al I < B id e /1AM E BiE RE 7T

222 X5 HAES

FBHIT (1937 ££) £33l 1 E XG5 10E 5 MM et AR BB S, WRARAT,
St T EEREG A, JRR A RS NIRRT . SRR AS S 9 FH AR R
A, XREWIHLGERF NI RS, JRHERAN TS g E B )5, i
BN E R ARG R RIE BRES HIS A~ 7] A B 22—l NS A
[ )7 B B, RS 35 0 BOE R — N REE P (1 B Al 5 R iiF A w], AL TR
EEEAH, e Al N EAT T35 5 FEARAE 5y AR

AR A E R RO S kAl b (1975) BE AT e 1 FRARAE 5 ieAs 2 T B
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o, R TR RS AT 1A RIS S R R T BT IR E
PR AV RREE S IR B 77, 20 4D 80 FEAN, MRHRF( 1989 EREEREGHIT, A
A S LT RAER AR AEHRZ PO E BRI 6] U ldE i, 2 & #
RIFIE HOR BEARAE P URE (AT, RAFA o

2.2.3 Ml R KRR

£ 1959 Foz i W « W2 Wi (Al BRI ) i NA B A o Bt
PR SRR R K ST 7T

T % e ARV A TP B R B AR TR U . BRI R e e USRI R B B, AR
VR A e AL 0 B B EAT DR AR . ARk P B3 B BE YRR AL T Ak R 0 5 S
71, BN GO AN IR A AT A IR Al R S S A7, G I R E Al Pl
BRI, AERSAE AV AE IS RN . SR R T BRI A S, A b SRR A 2 R
FEAMV AR SETT ), R RGN B S R IREAT RS, R RFseE,
HERFG M CAEHRLR . Jr b BRI

A Mb K S ARE H AT A N AR S AN . BTl I ok B B R SI AN T
g, (Rt . 5 W IR SRR SO BT 5 BT Al B IR
PR AR AR 25 S R v d b s sk B AR Bl 7
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3 EZITI CRO SulEi A& RILR B HI LY E &
3.1 RRAHTERTIHHER

3.1.1 XRHE

[ MR EiIFE. 25 CRO & Z& (Quintiles Transnational) A & lJ4fi A\ Dennis
Gillings T 20 242 70 FAHAT T — W B 25 P gn Se 1 H 0 AE B & [, 1 e
A B2 R AN AR

1984 47, L E 2 AMRiHI 2 ERE, St 534k, @il T
(b NiE a5 5 L RIIARMEE) TEE. U RCR, B2l Xt G 24 (R R #
B mEmK, SEREMZAMTESHRME, EEMAH T CRO T, BER

(Quintiles Transnational) « RIS H# (Convance) 25—t H JG 47 b 0 Sk #R & AEIX — B
HAGISE . CRO A7V — oy H1 5 [l i 257 AR 1 7=

BEE FDA 5B 24 o St il B2 56 38 5 2 L WD UE 8 D0 T BRUARAN 38 4+ LA SR 2517
AR TR ER AU, AT B SN R, SR TR A
AL EALAE I 1 CRO k. Mtk, EEZ4 CRO k3R MR 1 R JEHL
=, CNET G RUETE R I OGEEE K — PR . %K CRO 2w (Rl 25 TR ek,
il | PO BB, — KAtk CRO A A JIFA]_F i

ALK, SR RIET R TR REMET GHl, CROATMRAER. i
Pl ARG B PR SRR, B3k CRO Mk 4y 9y b e bR, ASWE st b i A 3L
AL CHNBSSTHE . il B0 SER ) RS, 5 LT &
M55, SO T RS A N, SRR AL . S, YA CRO AT AR R %

HIFEE o
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. A 2F T i A

1974 4, BZEA
% N\ Dennis BZE. FEEZ.
Gillings 3kf3 25— BLscH#r. PPD.
AN A, BB ICON #H4t I
B PG B

A A' -

I P

43k CRO Bk A H

Quintiles Transnati
onal (27%) . PARE
XEL (F s 5)k) « P
PD(Pharmaceutical
Product Developme

. nt). ICON (ZRHE)
1 Convance (Bl 3
) A0 2 Bl ST

FORERIR: R RALBHE T O

3.1 E4F CRO RIEHTZ

2000s &4

y (R4 S=p U \

fll TR, B
Bk o L
KU T 2
Ff, Bk Al
PP BE 4
RN TF A e 4
0 B

WR DR . E L2 CRO ML FIRSESE T Ak DG, 405 A4 20

FERANIR DI

B
(1996-2000)

1996 &£, MDS Pharma
Service }& CRO S|I\FEM
%, NEIGRARIRS

BEORPRIE: = RSB E TT O

=
(2000-2007)

2000 FZ5BRRRISRAL, BEfE
B4k 7B E CRO
W IVINSRISER. M5
E#%, PE CRO 17l FHA
et

& 3.2 ERN CROKBHE
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FKEITJE CRO ATk [a)EHE, (B2 2% EAC A LKA 2 mE R K. 1996 4,
i MDS TEFR BB T8 — KL 25 CRO A ], #E 21 tH 20 H B A 4= Al 46 ik
S, PR R E X G HE R EWEEZ) CRO k. HEMEEZ . Fetk
[ 2555 AR AV Bl 22 TR B ] 4h T

EELZ) CRO AR KR P EEZARHEEX, FHIXHE RGM A RESE
i RE T, T AR RS R DL A . TR H B WSR2 CRO %51
IZ)H 500 K.

3.1.2 AR

4FR CRO T & K B NHEE 600 103 TG R, IF HATRER DA R 4 1 15
faE K JE. FE CRO TR BN 20 Z4F, (HELIAHGL ALR T, B
TSRAL T — A R R KA

i 3.3 fran, 2020 48k CRO Mg IR 24 575 143570, it 2021
NG 600 1236 4. AR 3 ETHHE A HEN 9.79%.

2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020 [2021E|2022E|2023E
mIEREICRO| 62 | 67 | 71 | 77 | 85 | 92 | 104 | 114 | 124 | 136
mIERCRO | 260 | 290 | 324 | 346 | 379 | 419 | 471 | 523 | 575 | 625

B I|fiFKCRO M IR ATCRO

ZERRVE: Frost & Sullivan
B 3.3 £BR CRO AT MM (123£8)
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K 3.4 Frx, 2020 4, FRE CRO WiZ#HE A 83 {2350, it 2021 ¥
R HAL, FRE CRO Mg A A B B & T Bkl gk, KK 3 FE
T EAHEH 27.49%.

200
180
160
140
120

100

80

060

: B |

20

S N N NN NNNNS

mIEEFICRO| 7 9 11 13 15 19 23 R 32 39
m[fFRCRO 11 13 17 23 32 | 44 60 80 | 104 | 133

W[5 FRCRO W s R HTCRO

ZHRLKJE: Frost & Sullivan

B 3.4 BN CROATILHHME (f23£5T)
3.2 NS S8 E

3.2.1 =l S A

T EAT RSN (CROD MMV IEHAE 2R I IGIRETIEFE . IR
T, W & R A ERAE IR SS, BRIAT B SR T AFE R E 1 IR R
PR SERSE, BIRFENEFZIRTT, 4 CMO/CDMO V.55 FH & 24 Ak R T i
B, IR R BRI SSRGS R DL S B N ER T, R
By LAATE, i SR BRI 2 S .
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HRIRS EFHRT

*CRO CMO/CDMO FfIEZ1Ek =95 CDc\Eﬁim’g\ 75

2 BARRTE ASYMPHARM

EEeAtRk Catalent BRER

FIREA BIONTECH F H AT ERR

BEER Inovio It AKFE ==
ch %:EB

RIsCHRy moderna i "

A 3.5 FEMbEERT

WERIATT . CRO AT VBRI AR, EEMFEREE. BIOCHT. 25U il
Ao B BR 25 2 ] O I AR, R B2 250 251K LA SMugs R 2 CRO
PLF, (HH T K2 % CRO HURNLSS B —, BAARFOR S EWIK, Wizsed s, 17
WA EEAN R, WATRE LSS .

AT . CDMO/CMO A ELSRAS 24 i A2 7 A SR VF AT UE 1) 24 Al EE A 5T
R Ll = 28 JEURRZ N LSRRG, SRR, IR R AR A S 2 B AR 24 1
. CMO/CDMO AT S 5 25 Bl MR OUA R, A2l
S SRS, Rty RAT G AN A 9T B T 2547 ML R AR B DL =
CURAELII MRS % BR25 A WA A AT BT RS 5N, BAIZE R 6, W)
AN VAL TR

BB, BJ7 DAETALT CRO AT &, T EOFEERER . 250,
AR . IRZ BB A2 b BA . DRAE i S ST i, Il 2 50
BOZ DAL KIS ER AR, TR R, SOREAIESEEO, W —
FRCAR A BE A 7 Aol DRI 24 Al X b B I T e AR R

3.22 BHRBRESH
[HAh5e i /. BR25 CRO ATML IR B RN HEAT P b B R 5, 3736 — AL
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5 G, W IFWEG T LEE, S IFEE, RELG IS /152 CRO Bkl
2R T T W 3.6 frx, HRESK& A48 CRO Tz H s, RAKHEEH
WA B 2O AN T USRI 2GR R I S i, Bk A IR R
B B SRRUAT R BV E Y, AT T R AR BT

EaliE)E
21.60%

el B Ak Al
Hitt . 9% 7.48%
50%
PPD it FIBEE]
. o 64.78% oo
"PAREXEL
= 7%
&l 3.6 E4 CRO TV ESKR & 3.7 EN CROTWESKR

FRERIR:  mARBCR T L

E N SE g R . BUER] 2017 4, FEAEAF RS K BRI 525
%, BB POARFER R AU 15 KEEWIT REERE TEEAR IR S5 «
e 3.7 s, JEBE k4 b 3L S T2 36% M #t, AT kAR T R
$eTt, HATg A G PR R I 2 RS & EE 21.6%, (BS540 B S EL b AR
Vi B

3.3 AREILIEFE

(1) EPr CRO Je kNI E N i 756 5

BRI 2PV HAE 1R BB R 29 A e Y, I B R 2 24 4l = Bk it b 55
HBEANA&FE. BOMIA, BHREE. SABKNTE, EINKE CRO 4
AT IQVIA (BZ8) | Parexel CWESH) bkl O h E g, AWnEid &%,
e 27 20 o 9 [ I T3 8 4. X EEE PR CRO MV A E B A FARR
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RV G, AR LREFR CRO ik k7.
(2) 77 TR e o B KT B
T E A EEZ CRO LD, 7 i k55 A7 AR 25t K fig
TR TRRSERIE B ZAFAE R I Z 57, B2 CRO ik e LK A 77 5 il (14 243
HHMRRULNIGZERA IR, a7 E ™ dh ikl i G0 58 77801 245 dh 1 fil i
e SO, BEL A0 170 308 3 H AT ST A ST RN R 22 36 PR A1 245 W T R w6 AR« RS B
GMP (YIS, 6] [ A28 it ™ it AT 1) PR it s o T S 8 e (LA AR K B LA 24
TIF AR 55 70 177 Wb A )3 o A, 5 WS [ SR (R SRR 55 28 AR AN i B AT LE R
A HE— D 1R F R 2 T
(3) T AAFEZ
TENENRL HR. AR AZBLM, AT AT ER AN A 5= 2 AR il
i o CRO 7k s R R i i 2 . AN AL, CRO AR HAR N A BBk
PR R R =, X RN T A 55 A Al B FH AR Y 7 B A 60%-70%
RELEWRE A" WL F e 0 5 A ANA MR R KK R @A TRk &
ATRLRIL, #50 B s CRO 4k, AFAE S b R N A Rk 0 R 8L 1 & i A
7B B SR H AT E CRO ATk g e i b B HAG Z —, X H AT
CRO A7 MV Il )7 U2 7] 78
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4 Z3RA RRTEH MRRTEE 25 R EhE 534
4.1 ZHFRRTEF MBREE A

4.1.1 HEWN 75 E T

FIf4lk: 25, 2000 VLI L THROL, 2001 68 M & AL
W55, IFE B T EANENIAE X, 152 EIF R RIS £
2iM T R A . 2008 AF, AT AR RAEY SRR Y S5 . [F4E,
AFEMZE T i o BEE MDY VG AWK, SBHE & T BE 25,
A DL 25 RIS IR SR 50 S0 55 . AT R T N 41 i 137 RE ) 25 A 24 Sl
T, HUITAER LI “—ikat, —3LF. —IKIEHR” BARY 58 BT A
il o

et mE I SRR R A BR A ], R — IR R AT 2508 K Ik
S . BT HRAE LU BRyET s B AR I — 2 B o AU s W R SS, fll
AW D HAEF] 5500 2777 K BB R e 520 % [l G AR P B2 2500 A oK
SRR, Mg TS IETETR G . PUAREAR . STEVEGY . ARV 29T
T 08 MR 9T S A U 7T 56 2 B I Re - &, AIARA L 25 A R4 T 4 5 AL )
e R R AT 58 S IR 55

412 HEERNE

M2 B RRAE 2 ) i S IR SR T AR B, o mI AR R 55 WEAHT R,
WA, S5 — R & . 29 REAR AL Sl 55 3T B PR aise i, (A AE
A GURAN S BMS Fi 287 Sk, RN T, A A 445 1 B 2 RSN
Wil . 2 BRAEBAE AR S5 PR R B S, WOl 7 EIRAEY . APPTEC. Xeno
Biotic F1E Ar A4, $2THA MV AE A VOB FESUR BT A RE ST, XA 1 T 2E W HF Fe 40K
RGN T 52 A8, TR SR, NORIEZSP T &, 75 AW R BoR B IR CRO
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V55 1) I AT JE it Al g B B X, BUAIGIR CRO LS RIS %, &
KR AR, AT AT AL Pharmapace AR, 37K T8 o5 HAH,
WMV EAE G TR ST, S AR ERE . BT RTEOR IO Z T, 250 e p e
LW APPTEC 1A 1 4HMOAEE R B &0t K e 7): U OXGENE 55 [ 4 fid 5 4&
PRI BIRF-6 o 2500 BRAE 4 A R Bed, AR ET CRO, IR CRO 2577 1
i TR B, AEHAE E CRO AT T 3% A 26iA 2 8 S H

4.1.3 FMdizHid

2020 4F 9 H 28 H, 240 FEfl1 /0 ) Fifg 24 W B 24 7 R AT PR A =) B A W
P AR AE MR 25K DA BR A =) 60% M AL, Wt #r AT i 191419800 JG. 9
H 30 HERAFIEAL, SERAE S H Ik, BITEDS 256 4k ST 1 5 A AR N 58 =7 24
Vs R, IMAZ B RAE SO T AR . MR EZRR, AR B
L2t — AR T AR AR E TR ), § KT AR, DR A K
JEIA

MR 2020 AR R, BLOOTFIIIFEEE 2557 A Ui 210398566.58 TG, K
THAME A 100178604.84 7. $L774 105512996.43 Jeii 25, FZRuith £ Bk H LI
R, LB FUE 111032493.16 76, WKTHIHME 26666.48 TT.

AR IE IS SIKe N 24 B AR I 20 R R U RE A0, RIS, (it 24 M RE e
MEVIE I B A = AT 2R B T A AR A R, B T B A R A
W

4.2 ZiEREF M AREE S E o4

4.2.1 ST E & PRk

Ly RAEAF IR E T A R ECKIEEZS CRO 4k, HE R /8%
CRO b, Aolba] DABEAT BT 25 B I PR AT 7C . PRGBS A s S A4 kL
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FUFI LA =45 A FR R AT, 3035 PRI 28 A 35 /N 0] SO g Al B T
BRVAYT M. R AR LN CRO N KT, CMO S HIEPGE K. ARHHE
— IR IRS T &, TN ESE IS A RSB TR T M 55 e ¥ . E— 1
WP & BB AT R T, A RDE I e R E e, @RI, WS #
AR IS ANY, R BRI o I T R A R AR, SRR
WAIE, JRTEZ W H SRR, RANEI LA o 1O AL I T B R R 2k, A
Wi bt B A e T, X2 P I E AR A B, NI e R g%

LR BRI A2 AT 7= ML BE I A PR AT I 0, J8 I R AT DSR4 B 4R I 24 R A
M LUEREINEAR, 2 i BRAE 259 5 =2 B IR 55 Re J1Bh g, s 24 1
BEFE, TERE R AR DL RO & BV . rh [ X O A Aol 5E s T E B T 2
(Investigational New Drug , IND) Hi#k# &, 2018 45| 2019 FANZ G0 1 2 W,
1M 2019 4F3 2020 4ETH SERIGIN T 29 M H, BERMK 15 5. 20 i
DL CRAIE T 24 o 22, AN BB % bRl ] 2y sk i) 5 4 77 DA R s 80l J2 % 7 B 76 oK
[ Bt 7] DU RO SR R 02, DRBUEE A, DLE B R EIEER . I
U] FH A I 24 (1 5 5 T SO IO R A Ml 0 77 M P B 2R R T 1], DA R 2 W R A )
I R W AR R R, TR T RES KOS E L, T
ik,

ZHRAEAE R KRR e, BKS 5HAT RS Wl E2m
TWANIINFT AL, ATt bR 2, RGeS . KER
PR A AE LB PR, BRI R BRI BOR R R, (H 2 BT R
N, EEERER A, TINEB R R ER R, RETHR ML XX T 4
RIS =G LA B A I 55 4 75 SR P HE B, AR ATT R DU B 24 B R A P
MR- r&, TF SR @ISR = AN, E AT MR BAS IR AT T A
Ro BT REEG — A &, 1A B R R S R AR,
PRI, 24 B e K s 5 7 L B 3 R I SRS T IR R M5 . IR
PR R R R R IR, R PR 55, SCIA R 5% 3L
K, AR BB R R T . 24 B el 2020 AEAE KRR P IR 1110810.58 5 TG
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No NYUETREET, DALCER EREION 7 58 IR 250 A, 29 W] R (07 i 1)
rRIER, KON R E 2 U .

4.2.2 L R E TR th [F] 8 R

P=245 CRO 4ilb /& B 250 A IR 55 PEAT ML, 28 W] A9 O 858 22 AR B T80k
NAFAHRL I AR S5 DRTE IR, 225 Al AR Ve AL B I AN 51 E AR 5 ZR s . Ll Bk
SIFEFEMAA, FERERIGIREEZS CRO IR R BE 7, MM m Al (125
R R

AR R 2546 PR o A | S 30 3, i3l 6600 2T U7 K, &M H 6000 £ 75
TG, Pt St i VB MR [ BT i R A2 A A S ST Y o R
A& FREZ CNAS SR s A n], X ZOR VLK EAR R 5 25 W REpE 1 s kit
Wiz ILEe, Hta A EFRERET.

ISR 25 Al D3 T 200 RN, FEBROLIR) 5 SR I [a] SOt T 54l 56 5 2000
2T o R BIE LR 245 (BRI H AR 55 B A1 RIE ST, SRAG %) 1S IZ 0]
IR R 25 R B A A £ 5 B2 CRO I B EHALR, JFHHE 4.1 fn, B
TR 25108 BR HR 70 BAT 29 W AR I A e B, QUG AL 20 4 L 25473
Bk CRO Iz B EH A LA 15 5 Rifg 25 RS LA E B2 0, BAEIT 250
TERRZ TR LA N ST BRI A B R, TR T 24 B e 32 38 Al 55+ 70 24
o I, U RRIETFIGIITELL 2, AN AT AR e 24 W RREAE ) b [T DA RIS DL e 5%
VRN T, 1T ELAA 24 W e R e 56 i) A T BN, 2 SEAR A B & K A | R S
TERE B RN, JRD AL S A, ST I8 AT R .

R 4.1 WHREGEHERN

A o) BT NP

L HIFEEZG 604G | 20+4E 2590 81 2 CRO a8 B A . 2001-2011 4F4T 24 B 4t
AN&SZTE | O EIAT EAE 2011-2016 4FATF 25 B RN 7 U5 EI A 3k
2016 4F 10 A G /pBA#EEE 2, FffR RS,

AT HIBZH | ISHEAYRED AR, NFLY RN 10 KE, AT
[ P9 41 245 i S5 R A SRR R S R b
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KA RlEZE | TRBHZGRIR A 22l o AT 10 SR 259 20 F Ao &4 2R
TR, S E NN S OCHRIRA, H &35 1 cGMP &
ALK,

ISes RS2 | 10+4F CRO RS540, 22 5l (b2 i Sk iR B FH
BVERE T HOARTE SR G417 ) 5 #4728 cGMP #AETE, #8)

FE] P Aol e Jl H i A
SEhEth RlEZB | P 15HER 252U E T T2k, Kb 64 10 49K 7% CRO

NEBIRGY . Jefa IR T 3, FE s, APIRE, B
REEZ, WIRZE Z A8 kiR 2550 H FRET T, JF T2
PEPEA 1B BE 22 A CMC TH o

pAE RSB | ISHEERT il H B B S, NPURS ) R ARG 2 S0 E, PgMP
A PIMP TAIE. 8 FEAEZ5 W RRAE NS ahda B i st N/ AT

EIE Al E | B 10 R GMP FHRHE AR K& B, WARAT b2 8 FE g
ZiIF A R A AN SR AR 2 E F & 5t N, 7157 GXP
I EE R, GXP LW EAAR, THEAHLR G4y A W &
GMP i iH45HHC TAE.

AR WITELR 255 W

4.2.3 e EEEITRE S

ZI W RRAE R I E K CRO 4k, yseElbolkss, REHmEHR, HIf
W4T R B o P =R AR PRV B S, 3T3E LIRSS T 6 . 29 RIS RO
MIBISERR 2, AT L BERIWEA A Tl JFI0E R B 32T b ik A ad 2
BN GRS RE 1. Thh, AWIRIENEINL S, L BRI IR, B CR
NIAEEZ) CRO B W Es M gia Ak . 2 w3 5 KR EOR, BRI 1)
VB |8 5 AW T E G K AT CRO PLAIGIR CRO M55 TEAEF=HiliE o, 2
A K)o w5 a2 lon] DLSE R 254 7 K AR 555 2wk 55 i) K PR 7 2
VPR vl NS o7/ e 1 R S e T |4 = P 7R A5 S B UL
Polst A, DAGRIIEET 25 (107 1 DL 29N LR s Bk, AR i 2 m] (A% 0 38
F77, WRTISTR, TR

ISR R 2530 — s N BB eSS, W] DASR LA P 8T il ok 7 SRR R
550 HAEEARST A AR A ERE S E M AR AR IUAT,  BLR MV BT ™% 5 L
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BT EAAR R, NSRS, SR FFE R A BRI 25 o &
WEFTHRSS o IR LB o Al PR AT CRO RO ASIN . JF A FREE TARWRE,
HBCRF AR, Iz TR S, BRARE R E A .

ZREFTIR . 2 W] RETE I I B G [ 24 f) 23 D] 2 B A iR O I [ B S I
e, BERNA AL, RSB R RN 58 2 7] R R A R o 245 B RS F I I B =
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