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- Legal representative, responsible person of the corporate
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MAH izati ; X
Oiation Key persons | - Responsible person for quality

axodl Deperizety - Qualified person (QP)

- Responsible person for pharmacovigilance

Managing active pharmaceutical ingredients (APIs), excipients, and packaging

ity materials

Management

Managing post-marketing changes
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Managing market release

Managing entrusted manufacture

Managing storage and transportation

Managing drug traceability

Managing drug recall

RIS Establishing pharmacovigilance system
Conducting post-marketing study
Handling drug safety events
Reporting halted production
Fulfilling legal liability
Reviewing batch records

MAH Quality Management analysis and review of drug manufacture and quality at least
once every quarter

Management -

. Writing annual report
Mechanism

Conducting internal review/audit

Managing trainings

* Zx]: New Resource] China Marketing Authorization Holder (MAH)'s Responsibilities for Drug Quality,
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8. = CRO 1&

(] IQVIA, LabCorp, Syneos, PPD, Charles River Laboratories

2AE

ro —
T =

=2 Ao

Ab Qo= Hangzhou Tigermed(#i/MZ4&), Boji Pharmaceutical(fFE&E 25)° &
< &= CROZ| ZAl

[ $= 78 CRO YAl R AHIA 89 |

h&RMB mm) | AZ Aul2
CRO e P
2020 2021 | Growth ne .Drug Pre-clinical| Clinical Regula_tory
discovery| study study affair
Biology: small molecule (CRDMO);
drug R&D and medical device
Wuxi o testing; clinical research:
AppTec 16,535.43)22,902.39) 38.50% oligonucleotide (CRDMO); peptide o o o
(CRDMO); cell therapy and gene
therapy, et
Laboratory chemistry: biosciences;
chemistry, manufacturing &
Pharmaron | 5,133.60| 7,443.77| 45,00%| COnrol (CMC): safety assessment: | ° °
radiolabeled sciences:; clinical
development; biologics, cell &
gene therapy, etc.
Regulatory affairs; clinical
Hanezhou operations; biometrics; integrated
m 3,192.30| 5,213.50 63.30% technology services: medical [ J ([ ([ o
—~ieeTmed devices/IVD; post-marketing/real
world evidence/vaccine, e
R&D and ¢GMP production of
Asymchem o,| advanced intermediates, APIs,
Laboratories 3,136.72) 4,632.12 47.67% chemical drug products, and o o
biologics; regulatory affairs, etc
Small molecule APl and
Porton intermediate CDMO services: drug
— product CDMO services: biologics
Pharma | 2,071.8 | 3,105.15|49.87% A . ( ( [
Solutions CDMO services: client-oriented
- program management; global
licensing & partnering, etc.
Discovery chemistry: biology &
Chem o, | Pharmacology: DMPK/Tox studies;:
Partner 1,481.5911,690.68 14.11% discovery biologics: small molecule o o ¢
CMC: biologics CMC, etc.
Research animals & models:
. discovery services: R&D and
Lablﬁies 1,075.90| 1,516.68|40.97%| production; safety assessment; ° ° ° °
= clinical trials; laboratory services;
pharmacovigilance, etc.
Shanghai o,| Drug discovery: CMC research:
Medicilon 665.96 | 1,167.23) 75.27% preclinical research, etc. ¢ * o
Clinical research; CMC study; drug
Boii evaluation; technology transfer;
Medical | 260.47 | 324.2 |24.47% data management: MAH and ([ ( o
Technology CDMO; NMPA & FDA application,
etc.
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https://www.wuxiapptec.com/
https://www.wuxiapptec.com/
https://www.pharmaron.com/
https://www.tigermed.net/
https://www.tigermed.net/
https://www.asymchem.com/
https://www.asymchem.com/
https://www.portonpharma.com/
https://www.portonpharma.com/
https://www.portonpharma.com/
https://chempartner.com/
https://chempartner.com/
https://www.joinnlabs.com/en/
https://www.joinnlabs.com/en/
https://www.medicilon.com/
https://www.medicilon.com/
http://www.bojicro.com/
http://www.bojicro.com/
http://www.bojicro.com/

0}Z(RMB mm) — Al Ae| A
o)
CRO - o . o .
2020 2021 | Growth ne 'Drug Pre-clinical| Clinical Regula.tory
discovery| study study affair
CDMO services across plasmid,
Obio 14231 | 254.95 |78.87% adeno—gssomated Vl.l”US,' lentivirus, ° °
Technology adenovirus, oncolytic viruses, and
cell therapy products, etc.
Clinical operations for new drug
Beijing development from phase I to IV
CTSMED studies; clinical sciences,
Pharmaceu Not revealed regulatory affairs and medical ([
tical affairs; quality management,
Technology training and the 3rd party audit;
value added
Biometrics: clinical operations;
technology; medical affairs; drug
ClinChoice Not revealed safety,. rr?edlcall writing; regulatqy (] [
affairs; quality & compliance:
pharmacology & toxicology;
scientific & strategic consulting
* £X|: Leading Contract Research Organizations (CRO) in China, baipharm, 2022.05.31.

China Contract Research Organization (CRO) Industry 2022 Review, baipharm, 2023.06.01.
HEIWGE | ERN4A2KIEIRCROA BIE A, HAE, 2023.06.17
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https://www.obiosh.com/en/
https://www.obiosh.com/en/
http://u002fwww.ctsmed.com/en/index.html
http://u002fwww.ctsmed.com/en/index.html
http://u002fwww.ctsmed.com/en/index.html
http://u002fwww.ctsmed.com/en/index.html
http://u002fwww.ctsmed.com/en/index.html
https://clinchoice.com/
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(Livzon Pharm)

(Huadong Medicine)

1 33 YIRS AUt
cal 3|ArY G 3|ArY
| VI ERE AR EIRAT] https://www.hengrui.comen 2% VIR AR B PR A ) https://www.nhwa-group.
(Hengrui Pharma) /about.html (Nhwa Pharmaceutical) com
FeHhaRAT https://www.qilu-pharma.c WAR Z R EE RN B IR A B ) )
2| (QILU PHARMACEUTICAL) om 27| (Luoin Pharmaceutical) | [P//wiwluoxin.cn/
IEAKRBA W ERARANGIRA T . R AN ERRA S http://www.cisen-pharma.
3 (CTTQ) hitps://www.ctiq.com 28 (Cisen Pharmaceutical) com
BATERERFRAF . - HHPEFIZAR I ERR A B )
4 (CSPC PHARMA) https://www.e-cspc.com 29 (Reyoung Pharmaceutical) http://reyoung.com
19| BRHE 2L BN B IR A B ) T ERBEERARRAF]
5 | (KELUN PHARMACEUTICAL) | DUps//wwwkelincom |30 | po b Vikang Group) Renhe
HEE EEH(ER)RNERAT] |https://www.fosunpharma.c 1Em EFIHIZARNBIRA T .
6 (Fosun Pharma) om 31 (Hainan Poly Pharm) hitps://vwww.hnpoly.com
v SR TE | 5 FE g 5
7 ESZ%W.:%%JJLH%%E FRAT] hitp://www.btyy.com 0 TBZ (LRI E FE’AT https://www.fapharm.com
(Innovent Bio) (Fuan Pharmaceutica)
IHERBVERAFRAT . A SAWRIAERAT] | http://www.wangao.com.cn
8 (Hansoh Pharmaceutical) hitp://www.hansoh.cn/ 33 (Wangao Pharmaceutical) /
NiBE AL AT http://www.humanwell.com. BERIBNEARHIR N AR AT . .
9 (Humanwell Healthcare) cn/ 34 (Haina Pharmaceutical) hitp://www healthnice.net/
— — FEE SRR ERA T
10 BRERHHRA EI, https://www.sjzsiyao.com | 35 (China Medicine Health http://www.meheco.com
(SJZ No.4 Pharmaceutical) Industry)
HEBENEARNERA T 4 =
11 (Shanghai Pharmaceuticals | https://www.sphchina.com | 36 B0 I RABIR A https://www.luye.cn/
Holding) (Luye Pharma)
ITh | EE INT
LS EIZE Al https://www.yangzijiang.co INA=WWEHERRIDERATF]| http://www.byspharm.co
12 (Yangtze River 37 . )
Pharmaceutical) m (Baiyunshan Pharmaceutical) m
ST BRI BRAT]
13 (Be; éene) https://www.beigene.com.cn/| 38 (Huaxia Shengsheng http://www.hxssyy.cn/
Pharmaceutical)
BRI AR BIR A B) . EFIARANERR AT )

14 (China Res Double-Crane) hitps://www.dcpe.com 39 (North China Pharmaceutical) hitp://www.nepe.com
5 WD BIR A E] https://www.huahaipharm.c n = NEARNERAT] https://www.999.com.cn/i
(Huahai Pharmaceutical) om (China Resources Sanjiu) ndex.html

EFHINERKRNERAT . MR EIR AT | https://www.nkf-pharma.
16 (Lunan Pharmaceutical hitps://ww lunan.com.cn/| 41 (Nanjing King-Friend) com
BRMEAEARNERAE ) . HOEYRHERAE] https://www.avistonebio.c
17 (Haisco Pharmaceutical) hitps://www.haisco.com | 42 (Anshi Biotechnology) om
o _ KESHHASI(ER) RN ER
18 %ﬁfm%ﬂiﬁ%ﬁﬁﬁ%ﬁﬁ https://www.joincare.com | 43 N http://ccht.jl.cn/
oincare Pharmaceutica (Changchun High-Tech)
FRZHIE INF
19 PURREE PH2ei EE A PR A F) https://www.sihuanpharm.c a4 &?%ﬂkﬁﬁ{?ﬁ FR2] http://www.kingyork.biz/
(Sihuan Pharmaceutica om larjin f1anyao html/2/
Pharmaceutical)
REEST . . WA WD EIRAT] | https://www jingxinpharm
20 (Lepu Medical Technology) hitps://www lepumedical.com) 45 (Jingxin Pharmaceutical) .com
ILWRENMEARNERAT . FINE LRGN RN ERAT] . .
21 (Lukang Pharmaceutical) https://www lkpe.com 46 (Salubris Pharmaceuticals) itps://www.salubris.com
2 TERE AERRANFIR A T https://www livzon.com.cn/| 47 EREARNERAT https://www.eastpharm.co

m
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https://www.creditchina.gov.cn/xinyongxinxixiangqing/xyDetail.html?searchState=1&entityType=1&keyword=%E6%B5%B7%E5%8D%97%E5%8D%8E%E6%B0%8F%E5%8C%BB%E8%8D%AF%E6%8E%A7%E8%82%A1%E9%9B%86%E5%9B%A2%E6%9C%89%E9%99%90%E5%85%AC%E5%8F%B8&uuid=ab2609480ae58134b4f991

Gl 3ArY Sl 3|AY
xRN BIR A F) https://www.bettapharma.c TN R B IR A F] :
23 (Betta Pharmaceuticals) om 48 (Ascentage Pharma) hitps://vwww ascentage.cn/
RPESEZ . IR AR A F] https://www.ask-pharm.c
24 (Sunshine Lake Pharm hitp://pharm.hec.cn/ 49 (Aosaikang Pharmaceutical ) om
VEFNAL 2|25 NG
o J:{(iiiﬁ?ifff@;ﬁd%rﬁ @) https://www.shyndec.coms 50 FREBSE AR EEIZIRANEBRAF) | http://www.eastonpharma
P hxdzy/index html#rgzn (Easton Biopharmaceuticals) .cn/en/

Pharmaceutical)
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2. 5% ulo] QOJokE Fputat

il = e -
5 3JA1 5 3JA1
1 HERREHERARNBIRA ) https://www.fosunpharma.com | 26 Y?Eﬂll%ﬁ%iﬁﬂkﬁ%ﬁﬁﬁﬁfﬁ B https://www.salubris.com
(Fosun Pharma) (Salubris Pharmaceuticals)
VLA ERE AR AR AT . . TLIHBETNIENHZIERAT) | https://www.alphamabonc.co
2 (Hengrui Pharmaceuticals) hitps’//www hengrui.com 21 (Alphamab Oncology) m
3 EREMHIA I ERRAE] http://cn.innoventbio.com 28 TLETE %*:HSLZUZY) ﬁ BRZAF] https://www.lanovamedicines
(Innovent ) (LaNova Medicines) .com
4 E?ﬁWJ‘N https://www.beigene.com. 29 J:?&%ﬁi%ﬂﬁﬁﬁﬁﬁ 7l hitp://www.jmt-bio.com
(BeiGene) (Jinmante Biotechnology)
5 HiEE *J?E%E%ﬂ?ﬂ%ﬁﬁ FRAE] https://wwwjunshipharma.com | 30 FINRIREE ZHE A BRR A B hittpe://www transcenta.com
(Junshi Bio) (Transcenta)
EERKIEA I ERARNDFRAF] i TEFE R (JLR) AR A E] .
6 (CTTO) https://www.cttq.com 31 (Eucure (Beijing) Biopharma) https://www.eucure.com
FEHAERFRAT i . HRYIEEMEAERAT] o
7 (QILU PHARMACEUTICAL) https://www.qilu-pharma.com | 32 (IASO Bio) https://cn.iasobio.com
8 Ll ﬁi% EHERA T hitps://www.akesobio.com 33 BEATA E%ﬂ&( ESZ ) EPRAT] https://www.keymedbio.com
(Akeso Biopharma) (Keymed Biosciences)
MR TAZ AR A F ) HEERFERARMNERAF] . .
9 (Sinocelltech) www.sinocelltech.com 34 (Shanghai Pharma) https://www.sphchina.com
KESHHAS W ER) RN ER © NS
10 NS http://ccht.jl.cn/ 35 ‘gf%ﬁﬁﬁ%ﬁﬁjﬁAﬁ) https://www.eastpharm.com
(Changchun High-Tech) uadong Aedicine
a3 ; - BB BB EMRHIR N ERR A F]
11 ﬁg%%ﬁﬂ%ﬂ%ﬁsﬁ?fﬁﬁﬂ)\j https://www.bio-thera.com | 36 (MABWELL (SHANGHAI) https://www.mabwell.com
io-Thera Solutions BIOSCIENCE
2 AR ER s S g
|, |ExEmesem R | " S S L
. . p://www.genrixbio.com 37 fR2A ] http://cn.immuneonco.com
( Genrix Biopharmaceutical)
(ImmuneOnco)
13 %%ﬁi%ﬂ&ﬁ%ﬁﬁﬁﬁﬁa https://www.lepubiopharma.com| 38 HEALBRAERE a https://www.ganlee.com.cn/
(Lepu Biopharma) (Gan & Lee Pharmaceuticals)
ERAEMEARCKE) GRAE] ) . BRE VEMHRIRNDERAT) . "
14 (Biotheus) https://cn.biotheus.com 39 (Zhifei Biological) http://www.zhifeishengwu.com
15 =R (L) Hﬁ@,ﬁﬁﬁﬁ = https://www.3s-guojian.com | 40 SR KEMBARN HIRAE) http://www.mab-works.com
(Sansheng Guojia) (MAB Works)
BR (b ) I R A ) ] e
16 (SUNHO (China) http://www.sunho-bio.com | 41 + t%}J%H%ﬁﬁBEA B ) http://www.ncpe.com
. . (North China Pharmaceutical)
BioPharmaceutica)
R RAT (M EIRA S bl
17 Efgz;ﬁ{é PBI\%[AS = https://www.e-cspc.com 42 B E%g&ﬁggé!&;ﬁ FR2] https://dualitybiologics.com
18 BRI RIZTER A R A ) https://www.luye.cn/ 43 %ngﬁﬁﬁﬁa https://www.simcere.com
(Luye Pharma) (Simcere)
19 E.) : |§*U§’5ﬂ]ﬁﬁ5ﬁ%&’&a http://www.baili-pharm.com | 44 ALRERRPRARAE] http://www.bj-genecradle.com
(Biokin Pharmaceuticals) (GeneCradle)
IHEEENE BN EIRAF . W LE AR EBR A B .
20 (Qyuns Therapeutics) https://www.qyuns.net/ 45 (Zhejiang Medicine) https://www.zmc.top/
LB EL RN EIRAE] . . EFEZ L AR A E] ) .
21 (Hisun Pharmaceutical) https://www.hisunpharm.com | 46 (Genor BioPharrma) https://www.genorbio.com
22 ﬁﬁﬂﬁ?%jﬁﬁ%ﬁﬁﬁ&ﬁﬁ] https://www.huahaipharm.com | 47 RGE https://www.carsgen.com/cn
(Huahai) (CARsgen)
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&l &l
. 3213 . 32}
23 REEMFIARE)RINERA F] hitp:,//www.remegen.cn/ 18 Eﬁﬁﬁiﬁi%%ﬂ%ﬂ%ﬁﬁ FRATE] hitps://www.yzybio.com
(RemeGen) (YZY Biopharma)
24 (CStone %Ei?likceuticals) https://www.cstonepharma.com | 49 %:fffififﬁi%fa? https://www.lunan.com.cn/
SN a JT B Al a5
25 PA)IRHE AL B R A =] https://www.kelun.com 50 LT ARG L ARA ) http://www.ask-pharm.com

(KELUN PHARMACEUTICAL)

(Aosaikang Pharmaceutical)
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3. &= CRO

il il
. 82} . RS
A B EE {2 3 2% 2
£ EH[%L_\/%\W%’?%&H&{%EFE } . T AE YRR SE A https://www.vivabiotech.co
1 NG| https://www.wuxiapptec.com| 11 (VIVA Biotech) m.cn/
( WuXi AppTec) rotec '
g 3 NG
BRSO RAR AR R O A R L 7] | |
Z ) (Shandong Chuangxin http://www.chuangxindrug.
2 NE] https://www.pharmaron.cn/ | 12 .
. Pharmaceutical Research and com
(Pharmaron Beijing)
Development )
3 M %%EZ@%#HH%&}EKE/A B https://tigermedgrp.com | 13 ﬁﬁ@%ﬂ&ﬁ%ﬁﬁﬁ&ﬁﬁl http://www.gzboji.com
(Tigermed) (Boji Medical Technology)
ERBBATH AR F LR EBR . . _
4 NG| https://www.joinnlabs.com | 14 K %B£$?£+§Elif)ﬁﬁﬁ =) http://www.duxact.com
(JOINN Lab) uxact Bl
LY%EEEL@E%H&%E@L\ https://www.medicilon.com. I HRERBRENHTIZERA T . )
5 =] cn/ 15 (Lewwin) http://www.lewwin.com.cn/
(Shanghai Medicilon)
6 TEEAAR( ) ERAE https://frontagelab.com.cn | 16 %ﬂﬁ%ﬁ‘éi%@%ﬁﬁ&ﬁﬁl http://www.hnynswyy.cn/
(Frontage) (Yineng Pharma)
ERERE AR ERFRAT] . HHBERIBIE ARH(F ) BRA F) . .
/ (Huasky Medical) FRES 17 (Standard Group) hitp://www.kescin.com
8 ﬁﬂ‘l‘lﬁiﬁf%%ﬂ&ﬂ%ﬁﬁﬁﬁﬁa http://www.hzbio-s.com | 18 ﬁﬁiﬁ@igéﬁﬁﬁﬁéﬁﬁﬁﬁﬁl http://www.huawe.com
(Bio-Sincerity) (Huawe Medicine Technology)
9 WA EEE AR BIR A http://www.bestcomm.cn/ | 19 %:WEIETK(J.:?)EFEQE http://www.glbiochem.com
(Bestcomm) (GL Biochem)
10 BRBE/REME ARHE PR A T | http://www.vcarepharmatec 20 BRREENE AN FRAF] CAREMO
(Vcare PharmaTech h.com (CAREMO)
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https://www.creditchina.gov.cn/xinyongxinxixiangqing/xyDetail.html?searchState=1&entityType=1&keyword=%E6%B5%B7%E5%8D%97%E5%8D%8E%E6%B0%8F%E5%8C%BB%E8%8D%AF%E6%8E%A7%E8%82%A1%E9%9B%86%E5%9B%A2%E6%9C%89%E9%99%90%E5%85%AC%E5%8F%B8&uuid=ab2609480ae58134b4f991
https://www.creditchina.gov.cn/xinyongxinxixiangqing/xyDetail.html?searchState=1&entityType=1&keyword=%E5%8D%97%E4%BA%AC%E7%A7%91%E9%BB%98%E7%94%9F%E7%89%A9%E5%8C%BB%E8%8D%AF%E6%9C%89%E9%99%90%E5%85%AC%E5%8F%B8&uuid=0aceaccb5e3c1f39c56ca357c213f662&tyshxyd

4. 5= CDMO

o o
- 3|ALY - 3|ALY
1 AERE YRR ER A ) https://www.wuxibiologic 1 WHLERLEHIZS F IR A ) http://www.langhuaphar
(WuXi Biologics) s.com (Langhua Pharmaceutical) ma.com
0 SRR P9EE (R AIA PR A F] | https://www.asymchem.c 12 BRIERE RN AR AT |http://www.healthnice.ne
(Asymchem Laboratories) om.cn/ (Healthnice) t/
BHREBHINRHR N EIRA T . TIRFEEA RN ERAT) | https://www.menovopha
3 (Porton Pharma Solutions) hitps://www porton.cn/ | 13 (Menovo) rm.com
4 WL AN L RN B IR A F) http://www.jiuzhoupharm 14 LR AVFHIZH) BIRA F] http://www.huayi-pharm
(Jiuzhou) a.com Huayi Pharmaceutical) a.com
S _ VLFAZRTIEEMHIA N GIR
5 TRAWIRNE Kﬁf—\\a http://www.apeloa.com | 15 NG https://www.sinopep.com
(Apeloa Pharmaceutical) .
(Sinopep)
6 BERAARHIRMERAT  |https://www.pharmablock 16 WL AR G IR A 7 https://www.ausunphar
(PharmaBlock Sciences) .comcn/ (Ausun) m.comabout.html
7 B TEARIAERAT | https://www.chemexpress 17 AR F AN ER A B https://www.abachem.co
(Haoyuan Pharmaceutical) .com.cn/ (ABA Chemicals m
EEERARHIIRMERAT) | https://www.cppt.com.cn TREEENRNERAT] )
8 (ChemPartner PharmaTech) / 18 (Sunho Pharmaceutical) itp://www.sunho.com.cn
ISR I EE A B4R B R WAL=k gl =
9 NG| https://www.hepalink.com| 19 {EH:II:7;E§2§JJ_H%§}E)_[5EZ\EI http://www.biocause.com
(Hepalink Pharmaceutical) focause
10 SUBREMRTANEPRAT) | https://www.genscript.co 20 HERIRIEEMRHERANEIRA T | http://www.opmbioscien

(GenScript Biotech)

m.cn/

(OPM BIOSCIENCES)

ces.com
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PR ATEINATE
w 9] 043.713.8843 (F=EAMFRSE DAIG AI A1)
02.780.7119 (RPfAIRTATLY 7Y M7
% Atzol]l 229 U8 710 3As7E obds wdt
% B2 7S ST H AAAXISY S o] A|(www.khidi.or.kr) & ACRAFAXNH T E
(https://www khidi.or.kr/epharmakorea)of] 7|Afi=] ] PDFn}OE ez c spsshch
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