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ABSTRACT

The Blue Book ON the Internationalization of China’s Pharmaceutical Indusiry
(2021) contains nine chapters: Supervision Policies, Industry Development, Foreign
Trade, Registration and Compliance, Regional Development, Multilateral Cooperation,
Country-by-Country Markets, Comprehensive Development, and Enterprise Cases.

The chapter on Supervision Policies introduces China’s progress in the reform
and internationalization of its pharmaceutical supervision. This chapter describes
China’s achievements in the reform and innovation of the review and approval of
drugs, medical devices and cosmetics in recent years, and elaborates on the coordi-
nation and cooperation between drug supervision authorities and international organi-
zations and agencies including the World Health Organization ( WHO) and the Inter-
national Council for Harmonisation of Technical Requirements for Pharmaceuticals
for Human Use (ICH).

The chapter on Industry Development reviews the development of the global
drug market in 2020 amid the COVID-19 Pandemic. This chapter forecasts the
growth rate and development features of the global drug market by 2025, and
analyzes the driving forces as well as the characteristics and trends of the
development of innovative drugs overseas.

The chapter on Foreign Trade summarizes the import and export of medical and
healthcare products including the subdivisions of Chinese medicine, western medi-
cine, medical devices and the nutritional and healthcare supplements based on cus-
toms data. This chapter also analyzes and forecasts the future development of foreign
trade in medical and pharmaceutical products.

The chapter on Registration and Compliance illustrates the latest data on the o-
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verseas registration of Chinese medical and pharmaceutical enterprises, touching
upon the subjects of NDA, ANDA, DMF, CEP, etc. This chapter also presents the
latest supervisory actions and tendencies of regulatory agencies in Europe and Ameri-
ca, WHO, and other international regulatory agencies, as well as notes on generic
drug registration and remote inspection.

The chapter on Regional Development goes through the progress of the interna-
tional development of medical and pharmaceutical industries in Shanghai and Shan-
dong, with regard to the status quos, goals, and prospects.

The chapter on Multilateral Cooperation summarizes the responses to COVID-19
by the United Nations (UN) system, including the United Nations Industrial Develop-
ment Organization (UNIDO). This chapter also exhibits how the UN is working with
China to stabilize the global supply chain of medical and pharmaceutical products, and
to facilitate international cooperation in the medical and pharmaceutical industry chain
as well as to accelerate the inclusive and sustainable industrial development (ISID).

The chapter on the Country-by-Country Markets introduces the overall UN pro-
curement in 2020 and the share of the procurement in response to COVID-19. This
chapter analyzes the share of medical and healthcare sector in the UN procurement
and the participation of Chinese enterprises. This chapter examines the status quos
and future development opportunities for Sino-Africa and Sino-Central-and-Eastern-
Europe cooperation in medical and healthcare sectors. This chapter also introduces
the progress of medical supervision coordination in the Asia-Pacific area with the ex-
ample of Singapore-Thailand interdependent supervision pilot program.

The chapter on Comprehensive Development studies how pharmaceutical enter-
prises may open up international markets and advance their internationalization
through Industrial Internet of Things, cross-border e-commerce and digital trade. The
chapter on Enterprise Cases presents the international development course and expe-
rience of leading enterprises in the medical and healthcare industry such as Fosun

Pharma, BeiGene China, Mindray, etc.
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&2 X
HE4 RHE) pek i
5 LA 3.99
6 g 1.49
7 W 1.44
8 PN 1.41
9 WA 1.19
10 [} 0.93
BRI ;i [ BE R B 2 AR A b B R S
&7 2021 F1—6 BARIMZENAFIE ORI+ X5
(Hfii: 4237T0)
AT i mpEyl

T 26. 11

e 23.22

L ] 5.91

ey 2.67

F*H 2.09

fif 2 1.76

HEA 1.68

A 1.49

R 1.32

v it 0.83

BRI . b E B R 2 AR e R S

=. KARERFRE B OEHIERE

SEHETE IR, ARk CEAT PR, FOE RO

FERAR S . 2020 4320 E i 4 B 1

W, B R, FARAT L

ZAEAWAE . R ADCERUA R, T E Al ve il INXE, TofE R ), S8
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TR DT ST, 2021 4 B4R, VRN TRE BT AR S Y
FRGEARF =i, FEPEEGd D D RAR O AR s g “ BT FRRE I 1B Y
TE e — 2D I 7 7 b & AT S5 K, T 2020 AF 2 FE L f s L 11 39 3
EwRIER AT O e ST, TP E BRI, TR R
H.2021 4F FRAEXFAME D535 29. 60 122578, Al LIS K 86. 77%, i 10 200
NEZHMIX, AR AR, CHLE, fEE, E ., H AN E YR E
RO e HAR B s AT SR #, Hariig ANk, #iit 2021 4
R AE] 50 12350T,

9. EfrsmHE RS EH

\

2021 4F FARAE | BRIV RARIE U8 171, 16 /23500, IR 5. 96%, #E M
SRUSHATILISEE | fEE L AACHE, HECLEAY 53.39%, BEC A A
SHEMS | IVD PRIMS W) B e o 2 7 150 A I de KA 11 v, AR 43 5
Ui BRI T A0 i R O 2B | OB IR A R RO E (T AR ey, gL b
AL TN BE ST GR R Y FEHE AAT

f. EfrssmER R REiE%

(—) 2021 FESB/HARSERESEDE S

2021 AR P S 00 3 [ B e W) S oK A B R R, dn b BRI B
WERAL, WRAGTT ST B TR, RO [ 20 A AT AGL I o] 7 il B 5 R 4%
AT B [ B s A I X7 77 W 7R 2021 AR SR AR AR, 5 v PO e 5 4
SEAROC AT R BT, B R R ok 3R i S ML T RO, T A
Ve sl 2 . W TR BT d ™ S 5 5 2020 AEAH HE 2 WA T B, Pt
FUBE 1000 /23600747, BRERANSEEIR R IR m B MY, BRiesini
b, Al AT R R T B X
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(1) SNV R R 3l T RS e P B B o, S R AIOX 383 PR 7
IR RIGRE ST, ZRETEREMR, AT BEBE ARG, FAST B e i Rk

(2) ZEbRARATRRE, TR S A B A B 25 H A ™ 5 A7 BR AT 525 i)
TR ST BT S35 3 DL B4 01 R R 4 0 4 5 AR 45 T4,
il 55 LK e 2 0 45 7 3 32 48

(3) SR NT SE BN 5 M6 X By 22 ) B e e SR B, AR B vk 1 T AR
WOR T B RAR I S T T R, W TR AR R e, Ak, JER R
RN T A Y B | 25558 H - 5 X0 78 4 M A8 8 s A 2 i — 2D 5 Al i
A

(=) BEfrmiaENEE R

2020 4F B AR R 2 A B e M0 A BT AR v R 20 87 3 TR R R T A
AP AE XS 2 [ N AR E RN R AR R AR . 2o —AE M BEAL, RZ i
MEAMNERVIE TAEZ AL E A BB, BT Il A 2 1 52 el 3B 5 AT 13380 1 Bk
RS AR AL (MDR) RSN W BEI7 d A L (IVDR) 7E 2021 4F 5
FIFIG S, SAUE, BTN S TR G RYERE 0o BT & i rT 38 0 1 A g
FE R R I B R R A A RV T 4 1) B i S A 1 R
Hil, XA A T AR AR AR 4 Al R AR
B DAUE A IR A B DRSS 1 K 46 ]

A, BB ok, ARk O rh [ By 25 A 1 A AR,
B, BRI R TR AR A SR AR 2 I Sl R 1
B, EPRTEFRROINIC, T ™ 5 7E 4 BR T3 50 -Gk 1o i 58 R Pk, 784
BRATHH G IE Z P T, b E B 2547l o LA H B (H A 5
&, TEIBURER TR R0 R R e, EEAEE R T R R IR
B AT AR (i R I 3 — 20 4 5 BT T A A A RO i B, BT KM@ RO
TEFD R R 1 B A AR, o o B 7 AR Ml i) [ Bt 57 23 ifE— 2D 4R T
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v [ 7 B RIE £ ol 2R S R 3 0 B B S B

PEHEHMEELERE TS KPMN

BIMER R M EE ISR AR BERANTEH . DIREtE R AL FRIRIE R
B AE TR G AE, B TR AT, FATE PR b AR ATl E X
— BN, SRR R SN T 1 IR R AR IS TR R, R T
HAPHEE IR, W HLRTIRERIMEI, A 6 TIH2E E @R, HALLAYSTY
o I, WG IER IR, JF BN AR AR 2k kel
TBPEEHE . M lBE bRl oe &R b, — MBORE 8 IR0 R A 23 DR SR A ] it
PIRZEH, A SR IR IR 1 ity F2 A 1 A

20 20 80 AFEARLIR, HAS, | WA RESRK E SRR A AT T
oA HRLE . 1996 47, JRE R DAMARIGH BT (&5 BAE) e
A T (O SR, TR TR R S B, 2015 4E, BT
(BMZRIE) WO @M AR R ST 1, 2016 4F, JRAE M
A BE AR RAT T (BRSNS s A EINE) , TR T RME R
(R R AW S S P = Rl (O RN IS Lot s B L A 95 e R S = 3 (S
FARME LIS, ARl i T TR B 28 e A B R S 1, (AR I 2030 B 2K
LY VRN S B IR S T Eh 404N, BRI TR 4 R B REVE R & R R AR
A HAR,

2020 AFLAKE, BTl R PENG A A BRELE AN 9h A BN A B,
a7 T 2 LA AR AR R S I, e TS SRR L R 36
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Informa 23 7 i T 2 F5 7 Ml 2¢ &% ( Nutrition Business Journal, NBJ) 4 iH©,
2020 FFRERME AR T 1500 123550, K 9. 7%,

FERPE, ERREE T RE Y B IR O R T T R [ R A T T A
REFE R OR R o BT B DO tHERS LR, BT 1.7 A ENHES,
2020 AFARAFHT = S MH A A AR A 715 3K, SO R ORE AT AR
PR R AR R RN A 22, L R 77 i o AR A B DT R 1Y 30. 49%
FoUCh R R Rk se e, MWAHEHERI DI REE , 75 FRIG S G0 ) S 2 Ak 4k 03 9 55 )
REMYP= iR 22, B TEEM =M, (RMEEMAER M LED KR, EATEL5
i, HETRESS S T 6500 14, SgRmS, LU SR 08 B R
PRI R A | 32 20 R R A B IR AR AN A2 B A
THMTTIR, FREEFREREE M 2T TR ERFL, o E B
FIageit, 2020 45, thEE TR MR T 8000 /47T,

. 2021 F ¥ FHE O

2021 4R DU BRI R Z AR, T e il 4 5 1 AE 4 Bk AR AR
FE, GREFRERR L B R 5 3 B T ANy A5 25 LA AR 1 B
BOR, T EE TR R I s BT i R R Ak b E R R ST,
2021 4F B4R, pEILHE DS SRR R 23. 7 1236 0T, WK 7.3%, i
FA#] 12. 0123500, K 16. 9%, dEH D805 8

(—) #OBR
B AR T eI 2 b, R SRR A2 E T R RO IR
MZETE R | T T 2 v i 0 i B 5 SR A 2 28083 g, AR I R Gt

https : //www.newhope.com.

http : // www.samr. gov.cn/tssps/index. html.

SR, k. 2020 A E E PR AR A R AR 0T, http://www. enhfa. org.cn, 2021 -
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JfEE©, 2021 4F B4R FREE N A7 BB R 53.2 TT120T, T b gt
B 12.7%, A EFE R A LA 17642 Jo, [A) He 44 SO K
12. 6%, #2328 B 21. 2 Ji{eot, [RIIEIGK 23. 0%, W4EF- 2 1g
N4 4%, EFRERE AR SR FERAR, O AR AR R
PRF W H W

. BB YRR EH oL ARt R R

Z LA EE RS2, RO R S AR A . B R DR YR
an AT S, ANBEWE I 2 LR AR R R oK. BkRleS, &
KUY FIFHAE, BETimEA L6 T —RINBOR, Wk T W1,
b A v R R R R AR D R SRR T R I EORZ
TEZH T ZWEEME, 2018 4 11 A 30 H, Ri%5 % 6 MERM T (LT 5
BT LR 4 B IR G TARRE AN ) @, 4 E OB S B i R R R
HE S SRR AT T — Wi O AL, IZECR T 2019 4F 1 A 1 H IE 250,
PRIAF R [ GRS S B8 i R R R, i nl T B Ak, 2021 4 3
H I8 H, RIFMENMELRM T (RTY REER R FEH A 7%
FUREEOR A D, R EE S A REA AR X, B
FHRZAAX | A BIX . #F0 R G R HQF R BT (B
) IrET (X)), A, A RS F S A T T R B e R R
%o

EHG R R PELF, & B TR R Al 2y 2y 4 b B 1R S R i 3
S18 RWOIAS b E g 6 I B, 7 S DO RS K, iR
g2 geit, #EOE 2008 4R 4. 1443570, MK Z 2020 4F[9 48. 1 42360T,
I EIRK R RIL 22.8%

2. #t o kiRARXTE P

ME R B A, SEE AR, ENEERPEW, EEAH AR

=

@ http://www.stats. gov.cn/tjsj/zxfh/202107/120210715_ 1819440.html.
@  http://cws.mofcom.gov.cn/article/zctb/201811/201811028 12004 shtml.
@  http://cws.mofcom. gov.cn/ article/zcfb/202103/20210303046247 .shtml.
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(Hfi7: fZ3£TT)
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0
2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 (4F)

E1 2008—2020 £XEEFEREEREOEM
PERRUE . B2 A R 2,

R HE AR FORCR IR, 2021 4F AR, A A bR E S0 HE 0 A S
WA 431423600, 3.55 423800, 2. 25423500, 2. 00 /2350 1. 56 12350,
B R IE OGN BER 57. 7%, Hh M vl (57 2% 3 00 17 3 00 9% i 4 300 I
FAX S, (HBEE I 23 HG 3, g2 ocifiasd Hlam e, SERE AR
KA T S AL 52 BIAR BRA, ok A b 3A 9 1 A9 35 5 o 2 3 10 743020531
TEET 10.6%H115. 4%, J&E TAE LKA W A o g, FEIRE 5 5% 5 EE
B, B Lk EAAEAL . NMN R ERRA 6, BEERHE
W, PE A H AR 3R R H Ao YT 44.4% | 43.8%F 25. 9%, FE R
PR b e s T SR T S L e, HERJE S R ARG K, hi Tt T A ENE
JEVEMY A A, 5 I 0 AR 8 e B 7 o — B2 T 2
K ATEEAEYI AN ST AN H A B R | IS H AR SE A I i g KA, I L
AR, WIORINE BRI g RORE P 22 3R AR HUAL A B AU 4 R Y A
SRR &, PR SR e TAE, teln, (&g el ok 48 51 {2 pL
MIELLZ AR AT 2 HNC B SR @, JF 5 B E AR & G 1R T R BUR 1k
B RS A ES - RIIME b RTFAERmIES, W T
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U B K

HEE, 2% Hift, 13%

W, 2% K
FEEE, 2%

3~ \ ‘
gk, 3% , _‘@aﬂuﬂz.

A, 3% — 15%

K EMH, 18%

ENRE SR VPE,
9%
i, 8%

B2 2021 FE¥FEFEBRRARIEHORBERTSHE
VORI, 2 S R 2,

3. IR IR ) e 2 R FE Ao RS S

TESZE b, BRTANFRAEERT BT, IR O A ORI 55 5 241
B )y, DRSS PG4 . 838 FR MR AG LR D AR Y 7™ i i
THGHAAE, WS BE, BERT YRS, AR, REED, 25
AR RRRECEZ . Q-3 MR Q10 PSR Ay B K, B 48 S 1
BRI, HEET . NMN 277 R — SE o G e ) 28 09 7= i 1 it 3 b i 2R
Iy E R R R R e T S E R, MR AR eI e S kb 7, MR AL
THA . REME AL SR, R LM R AR, WA
I THOR B BEL Y R BC % (G B AR T, B e s DL B v 22 B 4R
HIRE TR, BONTTE b e e S i, 3R [ e s T S S ik
) 300 /2760, MR E T 1.2 75, 2021 4 L AR4R 5 738 K2, #ews

i

D  https://baijiahao.baidu.com/s?id = 1683256370065586567 &wfr = spider&for = pc.
@  https://page.om.qq.com/page/O11zeU_ bkcFCulqwApWHIAYwWO.
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HWOREAE BT, IREMRISS T, 2021 4F FRAERSE 0 179 i, 2.8 {23
IC, RIS 46. 4% F1 51. 0%

(D) BOE)

B E 2P P & R, R E A S RS, E IR 4
[ BOR W IE M s AR AT 3 R, < B . 2BkAE R By AL & R Y
R F AR, TEE SRR, —se Sk an 3 221 (R fEEE . AR
SN AV AN A PR R M | BEST A ST ML SRR A SR Bk, R R R A R
FREEANTAVEN T, FREE R Dt — E RSP RS (I
[lg—] 3) o

(pfr: 42350)

25

20

15

10

0
2008 2009 2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 (%)

B3 2008—2020 £XEEAFEREEREOEM
PORIRUR . S 2y R Sk i TR,

BRI RIEEIE ARG IE LR, FEPSERH EMmIRE e, R mi ™
My FIEE R BE 3 B TR/ N, R 2020 4F 3 A GOk, B NS R L
e, s FUEE | BAWEEE, 2020 FaF ek EEATHA
ME—SCBRER BT IERG A, [ PN IR A R A A M AT 58 ST B S S B0 7™
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PR RPLE, MEE TE™, BWRIFHHEFRT, 2020 4F 1 03k 21.8
e300, FIHHK 11.0%, 2021 4F AR DO s BURIAR] 1 16.9%, A
ARG T

1. BT HEFES

e b b, RE, BEEGE, RE. H AR S EZ X
BB SRR A R O HLIX 2021 4F FRRAR, miRRH DT i 25
PEEE . RE, HARMEGEARR, OGN 185 {3IT, 1.58 /40T,
0.58 /Z3£TT ., 0.55 fC3ETTHN 0.45 123678, HEH 5 2020 48 [F] Fo g K 43000
16.5% . —-8.2% . 79.2% . 12.0%#115. 5%, RiH KT N 41.8%, HMO
G, RERSRERWEEH RN, T, mhmkEE,
TR RS 55, T 2 AR R LI 24, 463518 NB (AR B MR
k) Geit, 2020 45 E B AN SR TG R 557 3£V, HA G
SRINBEMIAEAE R | £ AR BRI R 5™ i K2 W, b R IRE  Ah
AL Ty B4 SR B 112, 6 1236TT, [FIHLIEHK 17. 6%, WK T 37 B4
K, HFAOREOR, A, EE, SEMERAGHRR, tEK
EE SRR A EZM EhRh D ER, TIUE, RBEREER gk
Jge i, A gt AEEERE C R RO TR EE R R R S B T E A
H A2 4 Bl Lt OR A D Al 1 R 5, 2 o e X B T g £ o St 4
FKEHREZR, T 1962 aFREH M Rt RS, 1991 R BT
CEFRUGEE) UInett & M ARk R e, FRoh R RME e
fn”, 2001 AR JRAE 55 348 i E JF S0 T A O IR B SR I AR R R B, 2015
ERAT (BMEBREME)S, B TIREEE R MUEATIN, TgE L%
¢, 2019 AET M, 2. 08 JTACHIT (A AR 1308 1278) @,

@ NBJ. Supplement Business Report 2021.

@ Tyler Smith, Farhana Majid etc. Herbal Supplement Sales in US Increase by Record—Breaking 17. 3%
in 2020. HerbalGram 2020.

® WEERBEE LS. RETSEL M EASMEEE RS (M]. Jba. hEEZRE
HifAt, 2020 68.

@  FGH. HAERBER S ATGBUR KT 00 [J]. 2020. 11. 26.
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2. TR B oRmE

e R YT, WORM-3 , R 2 LA ) PG £ 4 h e 50 S5 2 3R T
H IR RHEG IS, Rl O BERUR R O 2R — S )T 57
RGO i, O A BRAE R 2 8 1O BN, X LAE XS SE I 3 ) 1 4 3
K, FERMGFN I, RREITGA AR GRS, e ETY, 424ER
W) BRI A G B 5T 700 0T o5 i A 0 B, 2020 A4k AE 3R IR & 4h 5T
AL 177 42670V, REA KRG &4 ST 40 B Al O 1 100 12365T,
Wi A NS B A LK, PR A i PR B SR I 4E 4= 2 D A B THRBUBTE
5 aE, 2020 AF4EAE R D BB B AL F] 14. 3 {23600, W HE Ik 47.5%,
He ARBE . SERBE ARG AR A A A b SRR BT R S, 2020 AR Y
PRSI, A F] 2.75 /2% 7T, 0.79 /CFEITHN0.32 123%7T, A
FLE K 20514 150. 35% . 133. 8% 11 185. 2%,

3. o

AT RN AR B AL SR s O o, I BRTI Sl 55 o oA,
PR A2 CDMO ([EZ5GU0E R R A7) AR, HERHAFRRTHA
FE SIS ER A E S, EJUER I EFER R CDMO Gk, 1 0 RRSES
I 70 ANEGRIHIX, AR ERRAESEAE YR A I Q-3 BB Al
—80 b iAE AR R A SR ) S Y AR SR A R L O AL, Sy 2y A )R CDMO
55, W E 5 ARG 2D s EL ISR ] T JORER R U SR Sy, A HR
FEWI AR TR J A i B sh th R BT E Al A 1 S A1 514 W) e U A )R
CMO ME55, WLZRIESE 2 v R FEAE SN S GUR AR R 2 P L3, IR 55 T8 e ld
FEE A CMO k55, SutFey, —Sfgi ) FERET RTINS E
K, TR T B RS, W IR A A R E RT3, A B b R R
S E PR A 6 -9 AR AR DRI %, H% B C A9 ™ S kAT [ bR
CEMRAGIE e Fias g, JFE—2emidy BIUS T,

D NBJ. Supplement Business Report 2021.
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=\ 2021 FFHEFREES

EEFR AR 2 (g B 7l ) T A R Ay, SR A BRI AR R YT SR,
B PR . VAR E TR A L, Ry HE— 2D DU S e Al R R Ak
SRR, HESH @A A R E KT8, R AR R 2 7 4 AT 21
LU PMR IR T, BN BETE T < U v R o R s
2021 YK AR KB SRR ™ (2021 HNC fEFERE) |, A B2 0 A LLE N
KAGH Ry A, [ P B UG 20 AH BAR 3 0 KA BRA T 28 i F- /5, 2022 HNC
PR ARG T 2022 4F 6 A B2 In, ERI SR T, T EBE AR
S HAL R RS (REEG T OHER) , HEedts a2~
S S =i

XUCHTEENT 2 P28 18 78 SRR AT, LLIH 9 8 X AR B oe i, 5 Rk
FREMTERIRI B BRI — DT, TR, W R ATl & e,
it 2021 4R AR E SRR i CVUR CR AR R DU A5 3, (H 32 ) T B R
P JEARLUAS | as A TR EBREARSERER, W DR I 2 0
Pl XETHED, Bl [ GT A E E R 2 5 T SRR AN 2 AN
B HREIE O, (HZ2 6T AT O A R, R 2
JE SRR R I, Al B AR T T R B AT, T SR E HE G
O BT LA A RE VR A B AT JCTE T, BEE B AR T 2 AE ZR Y 5
e, Fiit, 2021 AE4AEE SRR A HE CURURE ORI o B 53
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2020 A rf [ 25 4 [ B 73 WS O

Intertek X A4 H  #tdc

TeENSN, Gh T EA RGO, B 25 EEM AL iR
KRG,

FEurmig, FRESEH bR E PR AT AL, PRAL T S R
FExbaa, FREM 10 ZAEHT X ZGMBTTE . AR TRIE SRR LA T A
PG INUERIEE , D45 R N8R 24 5 B b 22 A A " @ B oy et MR RE )
BUAAR” = B 47 24 it 22 4 AR, R At 24 it A 88 i 4 2 i A S A8 ELBIL ]
SR R AL FATHE @,

ARSCERAL T d5cr i At A a1 A0 M PR WL, A BN OCA B T I 4
W AE FE PR AE i EATRRBOL, A B T 0 FE N A R

—. NDA ( FiFRg5mitt i/ #iZ5eRis )

K [E NDA AR . —J2 B2y it (Novel Drug Approval) ; &
FZiHiE (New Drug Application)

(—) FAZuceitE

BAZy il (Novel Drug) FEAESZQHT ™M, MRS THeriAR & i 2 iy 7
SRBY 2R i A 5 3 3 B A3 SRR T R 2 BTRIZY TP R R B A
K ARAF R o

© AR IR @R R S, EIh R (2021) 1645, KA H: 20214E5 H 10 H,

@ HEML S ENER. PR N RICHEE S BRI ZE, 2008 47 H

@ A A RSN R e B R AL 2y e SR AR T DU A AR R RT 2035 4R B H AR L. B AR,
2021-03-13,

@ AR EE R RN IERE . B L (2021) 165, A HM. 202145 H 10 H,
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JE FDA (2020 45550 245 i At ) - (Novel Drug Approvals for 2020)
R, FDA 2553 EMFBFSE .0 (CDER) 15 2020 4ESE4tbuE T 53 S8 2h i
(Novel Drug) , .

(1) BAZyah, w2 LB = 6, Sl St e i 7 58 F
MR B 7, G IR R ES

(2) TZ FDA HEAERZ 58T R s i .

(3) EWiHZY (Biosimilar) , 52 FDA HEAERIIGYT F AWl & =
FAL. AR RIZG AL SR T 20 9%, T 5a 4 .

(4) BZ FDA HEMEZ S0 HTHC 7 sORT G Aok, TSR 4L LR 25 58 2 1
PRFA, BN JEAF 25 B R 5 A, TRt A 24 T A2 IR IR A .

(5) RERTLZE FDA HEHER 2 S E TR A, Bt %A 7 i 24 1 PR o
1 (A R LA LR A

FE2021 4F (BE 7 H 20 H) JLHEMET 31 DFEIZ . &4, 2020 4EAI
2021 4 AR HEME RSB 2 it B A b e b Al

70
59
60 5
50 - 45 46 48

41
40 - 39

301 27

22

20 4
10

2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 (4F)
B 1 Jf 10 &£ CDER LERFIEAREE (1)

YERRIR . FDA. Novel Drug Approvals for 2020,
M TR, B 2011 2 2019 4F, FDA P4 AEHEHEL 40 SHT# 24 0
(D) #HARB

2019 4£, 3£ 107 /> NDA 315HEHE, 6 > NDA A8t e, A —%h
FE LAY NDA FRAGHEME, PERWE .
2019 4F 12 H 19 B, A2 HARE 25\ A FRA R R M40 “CONJUPRI”
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1) b o R e Jie B S S 77 NDA 4R45 7 3¢ [ FDA b, & 1.25mg. 2. 5mg
il Smg =FPRLAS , 270 ELS05 (b) (2) B&AR, 5238 (HiEMERLY) s
328 (HrnaY) Jr A ERARE,

2020 4F, & 108 4~ NDA A3t ifE, 3 4~ NDA FRAFEmH At H—F+h
[l f Ml 9 NDA BRAHEE, TEEWT .

2020 4 10 A 6 H, i 38 A M B 254 B A /) 097 2 R f bk
FKEBHEWRT A (50mg/300mg/300mg, DLT H) 3K45 T FDA Lk, %77
FRUNE 4K AE) . XEMIEHTEEPR TS0 E A LA NDA RALAH 24,
EPES A 505 (b) (2) BURBENTESE E AT,

Zi b, 3K FDA iRy E A 2 4> NDA ¥ e REzs

(=) ANDA (fEIBFZHERIE)

2021 4 2 H R FDA (P29 % 2020 4E4) Faily, FEAbJ7 2540,
D25 A0 S 7E 2020 AEAEHE T 948 4~ ANDA, 045 72 N E5ZS (First Generic
Drug) ; MHtHET 35 NEA “TERVEDIHIZIART”  (Competitive Generic Thera-

py) HIPHIZS (LR 2) . KR 72 AN E D REE E T, M E S,

100

>

s

P SR SR . N G S S S

/ 9% /
/ 7 X X /
I Approvals [l Tentative Approvals

El2 2020 £ ANDA BEMHERBR (4 )
YRISRIE . FDA OFFICE OF GENERIC DRUGS 2020 ANNUAL REPORT,
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(7. # ot (Tentatively Approval) : ALK Wi A L 2 4 of b 69
Wl 2h, PR &R Ao dh b b PR R AT B AR R 28T, Su A5 R 25 S R AR R
)

2020 SEFAFHEUER 72 N E GG, ALUFEZER IR 1,

&1 2020 FIRMAIBHEPFH FOANABEEE XA~ m

Pyl 24538 44 FibR44 TV E
Pyrimethamine Tablets Daraprim BT 5B
Dabigatran Etexilate Capsules Pradaxa TR XU 4 B P AR 98
Albuterol Sulfate Inhalation Aerosol Proventil HFA | Y7 BT B 2 45 e 2E

Efavirenz, Lamivudine, and Tenofovir Disoproxil Fuma- SYMFT and VBT N IR B s B R B L

rate Tablets SYMFILO | (HIV-1)
Dimethyl Fumarate Delayed—Release Capsules Tecfidera TRIT £ KRR ALAE
Glucagon for injection Glucagon BT E B I BERE

() US DMF (Z3¥)EXH)

FEIE DMF 55 25 B2 o0 i Ak . il Sl i HoR BokE, ax gl 4y
IAfE. 2k (128 DMF), JkZS (1128 DMF) | 5@kt (2%
DMF) . 2545k (IV2E DMF) . {05 H1 25 35 (ANDA) v fii T 9 )50k} 24
DMF (%5 1125 DMF) £:51% DMF 2%, DMF 1A R B7ER 47 DMF 6 A& H
FEPLEIEMRTIR T, U FDA HIF R #H PR ARGR, PSR A2 A
FFE N I A 2E i I

[ DMF 348w @ ERIFHC, BT 25 ) 0 ) e Al v F ATy, 35970 )
FDA #£52 DMF, HT FDA RXt DMF fEA7HEE SR HEE, F I AR A A
WRLE DMF Sl THARH IR, MEEEARRIITHE 2 A S i, AR E N A
MLl T SE ) DMF MEDL, B 43 T LR 5

FDA BRI R, #ZE 2021 47 A 16 H, B 58T A58 4 1t PRl
( Completeness Assessment) MM AT LG5 25 HE S T 95 1 28 DMF 3£ 5490
£, F2021 46 30 H, DMF &It 34267 £ DMF W% 2, K3
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*2 ZX[E DMFBERHEXE DMF HERERXER ( E )

IS Ik | a5 | I LS IES V£ IV

Active | Inactive N N
A Active M I2% | Inactive Active Inactive Active Inactive

16751 17516 24108 11550 5490 12558 3367 3031 1598 1190

40000 —

35000

30000 —

25000 —

20000 —

15000

10000 —

5000 —
0 - I . . || | -
©

GBI . FDA B,

A EEEE T, 5B 519% LA Y DMF J&2 AT BRI, RIS A R 17 4
Py S E A AR ECR 2 DMF S80h 24108 &, (B4 (5 1125 DMF &
B 47, 9% 2GRy, HAh b7 25 g S RS DMF 76 1136 DMF St 5
P RS 22. 8%,

(P) CEP (ERMZHERIBRIHIESS)

CEP 4§ “ (BRUNZGHLY £90@ HITEUERA” o 103krE (BRINZGHL) it JsikL
2y iR REZGRIEZ AL, DL R B L e Mg AR (TSE) AU
BT, BT ) BRCHH 24 i B F A B R (EDQM)  H1TE CEP i, CEP dEHE
W IR 5 ARRIIE T 1) = ki e 2 —.

556 E DMF 422500, BREA CEP I m) Bkl b i, AR #E
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i, H53EE DMF A#E FDA #L#ESAHEAEA TR, EDQM %X &4~ 38 1Y
CEP HUEFRHY SR MBI (B TATFE R GMP iR & 1ERSH) .

WICHH 25 LI A R ) B I (37 A4Y) 394852 CEP e ;. HABZH 2RI S8k
X WU EEZ ] CEP HEA3 AR JFURL 25 TE T Pkl 5 36 T CEP JIEE R
FEHPREE, 1 WHO (IR TAZHEY) | ngk, WORANE . Frmse . mdk.
LS ERVEIE, BpE =2 BEVEER, WRRRTRLR . TP E AT,

EDOM B M s, #ZE 2021 4F7 A 24 H, EDQM 4% T 6818 4~ CEP
WA, W 50 2 E KK 1250 Z25¢H s A, Hr 50% %k B = F1ELEE
Hrbk EDQM s | BrEi e e A (6818) b 1hik 2.77%,

#=3 EDQM #HdEZEAH CEP #lR

e | e | P EDOM AN e H EDQM #ilH | s
RS | B e | o | POOER | s (ea1s) K
301 38 151 783 5545 2.77%

EDQM it ki A CEP ik, A 977 ¥y CEP iEf+eA Ak [E 4

A, Hrbgk EDQM RS . s B IFAE S8 (977) i tbEs 5.52%, HE 4

WAEFELF AR (BN T | BIHSEIESE) | BB GMP & & A& #LJ5 1fi
H2£5%571,

# 4 EDQM HUEEHHEEIIFER CEP R

‘ . BE EDQM AR | B
s | g | DEDOM AN i | e E e (977)
WE | e
i
40 11 43 . 86 797 5.52%

EDQM AR s, #E 2019 4F 4 A, HF 312 R EM I FA
CEP iE4s, 5 25%, WSHAH TENEEAL (286 %, 23%) . {HRRIMA LA
L, A 448 K, 1 36%.
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Repartition of manufacturers

Repartition of manufacturers April 2019

ROW, 55, 4%

USA, 66, 5%
Europe, 448, 36%

Asia other, 83, 7%

China, 312, 25%

India, 286, 23%

27 ©2020 EDQM, Council of Europe, All rights reserved.

6 F[HX. ERIEFH CEP HBRER
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X3, WHO Kz Fofth [ Fx 5 55 DL
It 9t W 5 8 v B s

Intertek X A& H  #Hic

—. RMEERGE

RN ShE, WAL TR H 2018 4E AR, A AR AR
JUF SR R SR BRI TR, A e PR e A SE AL (TARC) 3
St ] R ER AT e AR BUE Y B, 35 E FDA | BRI EMA Al EDQM, H A PM-

A, BRFE TGA LK WHO Z5EHLII ¥ & A 15 7 Sefd

(W 2ty (EEZG8) W T AHSCHZS, filtn. (EEZM) BT
5 (1469) I “AHMEAR " ; (BRI BT TR %18 .

(1) PHPPIHEE Candesartan cilexetil (2573)

(2) J& VA Irbesartan (2465) .

(3) I&VHIHAD Losartan potassium (2232)

(4) YAIEVHIHTE Olmesartan medoxomil (2600)

(5) 4YbIH Valsartan (2423)

(RRPNZBLY SRBG N T 56 2.5, 42 R I WA 44, 56 2034
B OCHRPITET | 2619 F A HHIRT WA TEITE R,

R S 24 it WA ML) R R ) 24 i A e IV S P 2% S a0 4 7 1 2K 8 XU 1A 5
TR R XU, R R AT AR R PR A I O ELAE i 2 400 B 1) A DL 4SS AR
USRS R B RE )] 24 i M 7 SR A 7 T ST e 2 Tt 2 Bk 2 PR E LA
N, JFHE RN 2R E  BREE AE GMP KA rh g im 1 Al B AR 5C
7%, . FDA BERAnIL [ 2020 4F 9 H TS pE & AR 6 A H P SL i
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PAUERLT b s g XU AL, 7EE R A HE 3 4R (B 2023 4E 9 H)
PR 2 B A T P ARG 00 R W R AR B, EMA R Ak 2 7E 2021 4E3 H 31 H | 4=
P2 HE 2021 4F 7 1 H 2Z 0058 BUE P A3 RS 24 9 RS G DT ] W A B
IRV LSS fh2hAE 2022 4F 9 A 26 H | AEWIZ5HE 2023 4F 7 A 1 HZRi5E
JSASUE PRSI A TR A PR AR T

TG it 24 VS Y XU DA 0 B B 2 rh (B | OBV B T2 RIS L R
G AT, AT A AR A B, TRk 2 KUK PP Al 5 2K B A,
BRI A 1 B, S EU™ s BT ER, 5 F T AR TR AT
BRI o AETEE T AIURS A R A ORI 1448 R L TBOR X S e A Jo 1 W A8 2 T,
IR DG Al FEUR T %

—. InEEE

TERRSE WAL & B4R 1 I s, Bl Bk Gk, DLURE R
Huly ARSI, BARTR,

2020 4F 3 H, BERMZGAAEHE (EMA) KA T (2 2025 4F W R4S )
( Regulatory Science Strategy to 2025) , FL4E FL KI5k H R,

(—) RHEAXKERPRZFSEANES

NI AR 28 H AR SR 1 OR WA BE S SRR 25 MBI BT BoR B & 8, i
M B Ay AR I PR _LE 2 BRI R ORI
MRS, Filan, ELUERE b R B TR DARORS R A A R Y
Zifh, EMA F8A BIEOH R A MERTIREA 2 it Ao, AL T AR
it o X E GRS WEIE PO AER B ST A DI SR, JF R IX —
FUAR Rl MG A DU R A N B A28 T R R 45 B BE#EA T RO XS v

(D) HEIMELERIEE—IRSAmIENIIRFRE
EMA J¢ T2 36 TR 89565 = A~ H Ar e $2 1 B 4 A9k 3 LA SC8 25 TR AP
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FEANDRSEH E , (8 RE RS T M AR 1A 3367 . 1% H A ik B 7Efig ik L
BENHE . DL B AR AT B0 R B BT 55K, AR e 4 L iy ) {EL ok = 3
BTN AR AL TATR, X — B kB2 R8T TR A2y
dn I L TR R PR AP BT 58 X TR R A B 24 it A= i R 30 B HodlE e S 2
Bz EARNCE, R RATIT A&, Bl R R, DL B S
P o AE R A ST T AR A s DA A 2 DA I AR A R R O 4 B
THLZ, WA I PRI A0 WA AR SRR, Il B2y TR R GERI B 4H

(=) ESEFIERGHNSIER, REUBENPLNAGIRIE

BHEMEYT TN RVALT WA R GG s G, Py X — A4
AR —> B E bR e R 2 T Rk, A 3 TR B TR O AR A RRAS S 3k
Tl BT 20T H AR 25 ah, I HLEEr TLAE T A A 5 T R BE
PTG 25 SR AR T AT, 0 2R EMA 7E BUA HEQLIER [ P 4%
Ui, K PRSRHE A PN 55 G T7 REEAE— BN sk &1, LUBH PR S A 5 A %L
Pl < REHE” WAL PTA RGNS T T 2, bR T R EE AT, R A= 5
LG R — AR e 2 i n] Rt

(F9) NXFTHIEVEREMFIRIESEYS Bk

EMA i fir /24 ik 24 5 PPN A0 B BBk 2 R R, DA A 1 R 1 A AR
SRR . ik, RS H bR OR A AR ST RE S A RSN AT B FIEAE Hh
PR G AT Bk, ST S ReX — B bR, CEA T e 7 il
EMA H44kS2800) T SRR 0 20 36 T A Ui 955 07, A48 SR & B bt
WEGPIRIRERT, DANIHLR M, EMA ¥ S Re @l AH PR F & . b
AW, DA SR 5 A8 T AV ST AN BRI AT, EMA 875 B2 o
LA LT A 245 S AR B AN A] AR AR IR, TR Dy 24 5 VA Tl sl PR kg AR 7 e
Wi, 53— AU SR, 6 R T I E O AR AR LT B A AT 24 O
DA X S 24 2 5 BB L AE A, X T FRAR 2 SO R AR, R
AL Z RIS XH AN T HMZ BRI (in-silico) TH
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AL, SER S 2R A 05 i 2515 2 LU 3R] 9 A= W0 A8 28ert AT AR 24 it A
(1) EEERNSFIIMENRBARS I

2% BRI T R B WA AR R R (W T8, EMA IR
AR QR AESE , TN AT F % W A5 SR AR R A e ik, 33k Iz ik
HoAtHms BARiy oSG8, A3k A YR H 200 Ok W B B2 R e KT
fit EMA GEIBATORI ARSI MEE | SEh24 it % 838 1 AT I — AN (i iy

SEHE FDA 24 RIMVAE (OPQ) ML Brih iR T H K Br, 2550
B/IMAE T 2015 4E 1 A 11 HNOZ, SRJE T FDA W25 @ PR 5 A 58 bl
(CDER), BYefmzyit i, NOHUA FFLRRIPRL, BRI E 2 RA 5
oI, FUARR, OPQ 557 ik 4AR2h 5t i WE A (v . TR HARINF .

(1) BERFTA N2 S5 G R BT i b, DAORBRIG PRI

(2) finai e TR L T XU 4 e A8 T =2

(3) B it ot W DA P 2 70 R R T s RN TR A DAl

(4) TR TA R N AR AL 0 Ry W BOR ARSI
TS

(5) BLIIF R AR EA

X LR WK HER, AEBIE T “New Inspection Protocol Project
(NIPP)”, FZNEA. AL FOE TP A cGMP 556 1,
I HARR I DT i A i 22 AR GRS, X A A T AN BE T & by S50 7 7 5 A
Wi, P, FDA TETESSJIHF K —Fhor i e A 598 2K, DATE 4 b 2 Ak A
O SR AL 1 BT AR, X OB AR BLAE — B AR “ New Inspection
Protocol Project (NIPP)” MBI, NIPP A I T H By, FaAim
T, RAE R AMZH AL RORE A iy . NIPP 7 2R I % 534G A 513 R) FiY
iy =, AR A R B BT A RIS, T NIPP R
T BN AR S AR, DR A R R BIAPEAL X Ak B K
Ay b P R A T S G b SRR A B
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HOBS T WIS 145 0 24 18 ) 56

Intertek R AFE A  #Hic

FERI , Dl 245 T EMA £ v o i o W B O [ s it EMA AR 4
WoR, #EARRIN T 90% 1 2 fid ik il o B iR Sy B, OF B E R
Hilzh, Wit EINEF (MRP) s{r#lFEY (DCP) bl brr, JERKEJ5 25
HHE I F 2T

2y T R MG C kA, WO 25 W8 DU 200 PR TC 18 ik R 10 5 2Y
st 36 A AR AEAT L, T RE IR SR ) 4 R R AR v

FE EMA AFEHRY < B D R 10 St A 24 ot il 3 S5 L0y (Y e B ™ e 4
F|, 7E 2020 4F EMA @ C8F 5 1 i TEVE LAY “ Panexcell Clinical Labora-
tories Priv. Ltd” (LA FfAlFR Panexcell) 2\ RIS 05 6245 1T i, o FHEA
TURIRZA R SR AE Y SRR G CHMP (BRI B 2477 25
23) ARFKBIINA AL T H Panexcell KA FTA 2458, ZEEA — A
1, PRI CHMP @15 Panexcell STt A= )55 80 EBF I8 LA S AE KR A LT
PR, AT R T AN b A T #BREE, SR T Pan-
excell B A TRIN 2> 7] AR ALK B Panexcell LAAM I e UE I A= M1 5534
EMA ZAi R T Panexcell £ 19 B 7 W 280117 09 7= 5 6 B 122 . oF
2R, fERE DEAL, frcs . VEPEA . Hht . SRR 34 M2,

A, 7E 2020 4£ i T GCP (25l KNI A BANE ) NG HLILHEH T 3
AMERHE PR BT RAH 1 A>T 28788 EMA FEAY CHMP R4y 1 — A
UL (BB HEAE E Ay, FREZ T GCP NG LR,
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1M 2019 4F4EHR o, 7€ 2019 4Ff T GCP A MAURE T 2 4~ i 4L
HiE; 2018 4E4EMLE /R, T GCP ARSI T CHMP —ANfiTi & WA 5 4>
HI TR .

H AT UL, SRR IUAE GCP A UK R B 25 W HLAG DG I B A, AR T RK
U 25T 37 B il 1 5 T DG

FKH FDA D5 259023 78 2020 AFAF AR AT 13 Panexcell £ 2075
IRBRAECS, EA7E 2019 4F 9 H LAy (R A 18 2 T W) ( Compliance
Program—Preapproval Inspections) {HAS F1ER

“HEMERTRR AL 524 S TE T R TS TE AR 1S FDA HEVERT, i FDA xd HAk™
an SRS, A7 BT FDA B O 24 5t VU 3 rh g L Y i 2 3 A Re 0
R, JF BT RS B S R Y . e

SRR L, 2019 AF RO A 52 i = ZARBLAE LA BT INZS .

(1) BT “—IRALFREIEAEFIBL (IQA, integrated quality assessment) ,

(2) EPxFE T2 RSP, BB XS LA R, B
RN

JCTE T T2 7 i B o s PE A s

@Y — AL T RFRAFN, 8 HPOA TR T R BRAR A

a. QRS IR YRS B HE RN AR RS 5

b. B SR ARG T

c. LZPERRS ™M B B PEREAS BN 700 . AT RERY R

@R 7= i 5 T 200 B G HE e 7 o DA R A B TR T K R o A G R
AREME, JF ELCR R4y 7 T 0 DG H 0T 5t e 5 0 i O T J s 1 1) e
EBHM T ESHC A RPHR RIE S5,

@XT LR, ST RIZERA ™ i A I b ) T2 ey .

(3) PAL BRI KRBT W & TZIFR RN, GUFEEETE,

088



| SBlE | EWEM

A7 35T I 38 E 7 25T 5 10 24 i 0F 2 ML B i) 25 4l 17 2 555 2 2]
HICH f8m/8, FeBl 2L IF KB &G0 H ICH Q8. Q9. Q10, Q11,
T B OB B8 M = R . AR, AT S Z2RE MK IR FDA T2 503

A St A 2 7 A A R ) T S0E 7 7 Ml Ak i A b BEGUR 3 3 FDA
fdy, I FLAERE GMP ZRMEIW B fkiatT,

HEMERTRL A (LSO 25 gt RT A R A ) AR B4l GMP Ry, A
FERD Al 7 M35 SF ICHQT (JFURHZS GMP) | 21 CFR Part 210 & 211 (il 5
GMP) 344 & LA i o LR A 2

i 2 £ (DMF) F5A AE BHEE R T A &
WH (RAEEEFRIE) , NOCHEZICH GRS A RPFR M2 24t
R sl FF R I H B, W OGS A v S S [ 24 i W s DMF 32, 37 I 4 5%
FREDNY, I BENZE S EM R A . DMF R A48 R 2 b,
ZACT AT A, DB S G R,

E A -nlb 5@1‘%

FE 2GRN 5" AERSEBE AT X R B Drug regulatory af-
fairs professional” , P& “ZyRh S SF B A DL, XAIFET “regulatory af-
fairs” F “professional”, Fi#E AHAE “THEM”, FEE (A HEE B SE LR

J) rp g SCRE SO

(1) BIIAG; Bl AL BF;

(2) BUizsh by, (NFRESI) Ll AL,

(3) WiT; LIIAA; HORKHE; BHMAN,

TER TR SO, 30 RE R 2 BRLAR 24 i 11 B i 0k ) AR R B2 4 JE 4% “ CTD
R W BB i BIE. SRSSIEMBORL,

AN EEM AR AA R IHEREE TR, AU “2h il A4, B
A DRI WP TE R | K2 A A RO B B A SR | R TS
i AR G . etk ARIEEOREOR A, XA R e 7E R

089



PEESFIVERMCERS (2021)

SRS AL, AT A EOR SRR EOR A IR 55 T Al A2
AR R G A TR,

e [ o S S A HUR UL IS 0 58 24 i WA 2 55 Ll AR BB SR, SRS BRE
FRBEZHEIMN RS A, AME b E 217k RS i H A [E PR
PCRREF ALl BE 7 B 25 %5, L RE 0 7E BN B3 B2 AR XS 28 G2 AR 22 1 27
Pz,
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PENS T D] 1 M B LR jze P s 7 B A B T i

Intertek X AF4EH  #isc

M FDA 2R iy SR E, hEA R E . B3 2021 47 H 25 H,
AL AT 90 B FDA Kk iy ik B ARG R ER, 4G5 FDA IREWZ
M, WS, At AHZS . B2 BEIT R MAE, FDA &kt R
BT 20 A7 [ KB XL 1

100 —
90 —
80
70
60 —
50
40 —
30
20 —
10 +

0
& & FR B DK DR D SSRGS
R %@ y\gz« <& %f&@%&@@ QT Y & %ﬁ%ﬁé %39 @% A y;«}<

B1 #OBRYE ()

FDA ‘BB, 78 FDA 3 MY 24 5% Al B I 7 25 68 37 H 850 7F 2020 10
AR (LFE L, FR2),

X1 Hik 4 F7E FDA MG RIGHHE (1)

Gyl & 2017 IH4E 2018 IH4E 2019 NiA4F 2020 MH4E
EH 9092 9687 9464 10068
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Yy B 2017 W4E 2018 4E 2019 WH4E 2020 I 4F

EJEIYEN 4103 4241 4161 9354
B 13195 13928 13625 19422

x2 b4 5EE FDA FMNETSEMGEE ()

B LKA N 2017 WH4E 2018 J4E 2019 JH4E 2020 MA4F
%H 13596 13707 13857 16190

EQEEIYEIN 12755 13143 14287 26088
PEgi 26351 26850 28144 42278

FDA 7 2020 FAEARFR, FDA DA A Hh 18 e il 48 S8 1% 1 i T 2020 4F
Yyt WO O, A R A B B AR 7 A L AE I ) 58 B T

FDA 37 E M3 b 245 i 37 i ( Drug Establishment Registration) | BEJ7
PEWIAHTEN ( Device Establishment Registration) . Z8VEME, FDA [ 73 it #4
M3 IR—A FEIL 45, FEI /& “FDA Establishment Identifier” 8 71455
(VE: 76 FDA #5F ', Establishment=Firm = Facility) , FEI %i*5 &1 FDA 73
A — N —TE W RNAE, AU T 32 FDA WE4 = S i A/, T FDA
B BT 3Z A A Al s R B R A, IR AARER FDA bl TR S R i
N FEIEYT

EDQM ‘B 7 %BHE R 2006 4E 2 2019 4, P EA I FIEIEE A & EDOM
MR A R E L, W2,

KK GMP \ GDP KA 5idli s, 2010 4F 1 H 1 H&E 202147 H 25 H
PREAE LT 137y “AFEME”, Hrph 39 MLy T Ee, &
28.5%; 2018 4F 1 H 1 HE 2021 4£7 H 25 H, &K T 31y “AHFEM
e Hoh S YRS T EAE, 5 16.1% ., AT UL 3 4F v E Al A A
GMP & HLJ7 A . 2 2t

TR RPN MRS, KRB BV ERL & TR 7 =0k
VB A LR EE A B, FIA0 FDA B AR, FDA E 2R tic st wil
P AR E AN AE TR, DUAGE S WA MR R R, R
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Where:

100%

80%

60%

40%

20%

0%

M India ] China M Asia other B EEA B ROW (America, Africa, M.East)

12 ©2020 EDQM, Council of Europe, All rights reserved. ‘:é;-_"*

B2 2006 £FZE 2019 &4 EDQM &3 a7 IR B D

160 —
140 —
120 —
100 —
80
60 —
40 —

0 I

3 JE10 &k 3 FME “AHERE" HE

REEST A EEAT & L2 lE | AREEOR, TERA LGP, FDA K —rrfg
AERBES TSI T RE LB, MR SE IR A
EH BTN EEREI, &l AH .
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(1) IE BN FDA i W Z 25 & & #b 33 B ( Drug Establishment
Registration) | BEJT#7F M (Device Establishment Registration) .

(2) oz, BfTE YA REAR (I COMP KR ZBRR R
ATEF IR, TR (AR Ko S, ilhn CEP ) 4532 B sk m)
FARig s —it ey (Bl e E a8 OTC = Mst By 28 m) M H .,

(3) #ENT5 FAEE BRI i, B ZE IRTE, IR LL OTC 7
B R S E T M UE FIOAH EE R, AR B B B

(4) ARG KA B AARE, A5G OR BT A 5
T T OIS, b R R R E AL 5 FDA 0 8 0 R B 5 Al R 2
] DO 3l AT AR A B T T BT S 515

(5) Kb, IS FDA AUBRCE . GG, K| RIS FDA Ak
(TR) s 5 Rl P E ol K 8 31 FDA R sl gk Ay, (U2 A e 1 b B2 1t
FDA 58 i H 35 25 ICE R 2SR S 49 COMP SCHFFIC sk M T & 545

(6) KA RE ST BB WA R SR SRR

i

W

E 3Lk

[1] FDA, EMA, EDQM, WHO, PMDA, TGA ., EudraGMDP [ 3.

[2] FDA NDA and BLA Calendar Year Approvals, FDA Office of Generic
Drugs 2020 Annual Report, FDA Compliance Program Guidance Manual for PAI
(7346.832), FDA Annual Report on Inspections of Establishments, White Paper:
FDA Pharmaceutical Quality Oversight.

[3] EMA Annual Report 2020, EMA Regulatory Science to 2025.

[4] EDQM Annual Report Highlights of 2020.
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| FER | RERE

i v A e 2 5 I R B A 2 e BIAIR e e B2

BT AN EHTLRS

AR 2l 2 B G A R R ) R MR 2, R B TR TR A S it [
FAVF IR sh & g . HEsh @ vrab &k B EE IS 18 M= KAeFr=lhz
o AR, RiAEYIEAAT L R BAGE, RIILRE

—. LiBEMELFIARERR

(—) FUAERRSEK

2020 4F, [T A B 2 5l 4 U B R 4014. 01 {400, W FARRE K
4.7%, LW 2 E AR 88,5 ot L RAEWK 27.3% ., LR
12 22 ) 3 Iy 98 PRI e it 4 8 195 194 52 o G B Y 2%, 2020 4R S EE Tk B
fH 1416.61 1270, ¥K 2.9% (WL IR 1) B= 25 5l 55 30 Rg b 49 6 R4
2150.3 1270, K 1.8%; AW B2 IR 55 b 58 B 7t 4471 4208, K
11.7% . SAKRFE, FlE R0 A 7 HE . w i et & Ik 55 54
“EIFET B R ERI,

AR 2 5 AT T B E 4%, L FAERIAR 5 0.3 AN E 4
A, AT T A BRI — 2 BB, WA X . [ATIX . BRI =4
My Bl o 4T AR R 24 1 1l Tl B (E R A 70% A W R 24 ekl Al
UG, WRAAL Y 47%, SRBEA Y 53% ., 2020 4F iR XK
B2, R RAE R E X (26.2%), AWK ESE N AE, 5
FEAER (-1.8%) FIHA (-0.9%) .,

(D) B HSRFEEN
2020 AFEFIAELL B BE 25 ol Al MBGRE] 400 22, %5 2019 4FH4 )1 94 5,
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. e (o) —0— [A]LHEK
1 2016—2020 F LS ERHEW T S = ERIER
PORRIE . TSR,
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Nl 1
) H = .

BT FGER AKX &lX FmX BRI HAX
m— E (fLTT0) —0— [A LK
El2 2020 F LiBFEXEEYMELERIEKER
BORRRWE . BdghigeitE,

“P=7 WAE, BB 284 FHEEIME] 409 K, EE GHKET.6%),
HE e A 1 12784 EAS N 150 B3] 228 %, g Ak
%8.7%.,
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=1 “+=R7 BELBEITIAREMERIVEHE (K )

e B 2 Tl A M RS 2016 2017 2018 2019 2020
2000 Ji ~1 127t 134 126 127 132 181
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ISR 79. 1%,

(—) REEXRBHEZNM

2020 4 2R W B4 4 40 5 BT = 44 09 43 2 WHO, B¢ A B L # gk 4 &
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0.13 -38.9 71.9
(ESCAP)
A EA AR LHELR /A (UNFCCC) 0.13 -41.8 2.9
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