HAIWEN & PARTNERS

Updates on Regulations and Regulatory Practice in Healthcare and Life Sciences
(December 2023)

Author: BIAN, Hao MENG, Rui SHI, Jinning HUANG, Fuyu XIONG, Le

ARSI ST (2 HERIA: i B 2 Ui R N 03 2 2023 4R 12 H 2y AR T A bl BRITHLI . N3t
e GRIRAUIUA A 1) ZLF BRI S I B A AT W 2 e . AR 2 RisE: (D BRRAEZE
KAT GRS A (QQ0244F KD ), (EBEZGJTTHMLE STERIZE . 6 IR IS 13T Tk 2
ol (2) BERKREEAEZ . WS MAAT (T SCRPE SRR RE & DXL T3 N RF i B ) 22

Y T (B BIIRE AR S AR SRR AR OB IR T T WU HE N PR ], S0TE &
PR BSL RN DT . B R ERS TN, TBOE IR R BT i B [ B i 1 BN SR A BRURG sh i bR /7, 4R
FAE BRI R B AN PR BT F S8 T B2 T BRI FU R 45 22 TUBOK -

LA BN :

B 25 s AR ST SR 0K

—_

F oA R AT (Pl iR R 2 H R (2024474 )

(3]
H H
A
&
Es
an
>

A8k 24 ity i i S 1 i T 451

H
S
Play
&
@
»
e
F‘_

24 it W 2 B R ZE 41

~
H
S
%
=

LR A AT GREEE T S 2 4 B VA B R AE R

B BT HL SR

5. BEXTAER NS BEXPEAGEHR. B EP00 BPHE R R AT OB LT I 3% Tk
B GalAT) BimAnD

6. MF I EAHEZ A TSR (T STRF SR BR A R X TRUSE T I #HE N R 39 5 1t PO 55 AL )

= NRBL B GU
7. B R RS G S WS ERAAT (RT SRS SRR T A AR D08 1737 HE N R A 3 B ) 35 L
8. RIS R e 22 bl o A (RS IR E 5 1 X R AR A JR )

9. ERKBUIERRAL WEH. EEMHaM B B R A (8T 3R MBI e iiszfE N 5
SR A A X R LD

B—8a HmMETRMN

1 KR SRMER S (bS5 H B4R S B % (202454 )

202312H27H, ERERMFEZRA T G-I S HIE (202454 ) (¢ (B3 (Q0244F4) ) ™, F£F2024
E2H 1 H S

CHF Q0244FEAD ) tsih PREIATEIR = H R Ui, REIZEAERE I, BATEEZEIREE. B
1



WCRAUE I8 T R VFR (1.

TEBEZT5,  (HF (2024440 ) MUE 1 SHSIMZE. 6WURHIEABHHERIE . HARMET:

o (A QQO24EA) ) BUMELGOHEARRB SR 2], BTG WAL3). EMEGRCE (4], BT & bl G E
RSR[5 R 2 24 A% A BB 6| LA T7 T o

BRAh, BREERST . BTRARABNIZW ARG, BITHLAR N R B S A AN S RN T AR e i A UK
e

o (HF Q024474 ) MRHIH. § @b IR ERCIER (IR, fral. R ki D A3 E, B
il Bdh. FRL SRR AR RBL i RB2. 4R RBI2, 4EAERKERRVE R E (7).

o (HZX (02454 ) MUK T 8H7k Ja A7 T 22 5 (8] LA K ST Ji 7 b 9]

5 Ja) 28 AT 8t 24 i 3 10k S A M T SR A

202312130, EEAM R AT T 82 sl ik R P B S, BT
s WREMERAFMARETHELAAMERF

20224E8 L AR 25 h B R SRR SRR AR R, L AR R R 25 IR A F AT IR A, R A F BEAE 2N
OCFLBE A Al AT B R, 2N, PREZG S IS G HE . A, LR R FLE A A B A12.29 75, &
R e 3.7570 70, A FIET G S AARE TSR T (P CRICAT R 25 5 B BHIGHLE . 20234F 1
Ho A 25 B SR A (e N RERINE 25 @8 BEY |, WZA A AL LR 22 . IRWSUBVEFT3.75 /376 i
1352205 JCHIATBUAL T «

oMM PEAHMAFAERAMAE REEHMER

202247 H 5 P 25 i B BRI AR AN B0 T 2 B, X R R DRSS IR A Rl AT IR S . A8, %A AR
TEAR R R AR P 2 R 25O B B R SE A IEAT N, A RIS ARBEEAT G BT, B 0 ST A OSRIUR EEE
CHRAVZIENHIE) o ZAaFER 7 (ZMEE RS AT M e NRITHEZ RAEHE) IAHGHE . 202349

J1, HEEAR 2R R BRI (rh AR N RITMEZG R INE) , Wiz Al A AT A . $i3K5077 T AT Bk
il AEERRNEIIEANTAEN BRI UL 4R 58 e N2 A P g SEm gl iRdE (Pl 28Il g 2L MED) 1
A m RTINS (POLZGIENHEY « =N A TIEN AT .

o TR0 M X 0 1 2 b i R W 2 i R

202248, FPTT M X i M B LR X B R T 75 XGPS 25 D AT H Wi & . 8, 22 RN LTV A
oE HA AR 28 TR R Wt SR . Fale UK R . Bk R eSS 2, 7 i BB 8014377598 1224507
FRITNERT PN RIURTE 25 A B AIDCIE . 202348, E R IM X g I B B R ARE (R AR L
AEZGSEHNE) %25 5 A DL O #414.37 75 78§43, 1173 JE AT B 41 .

© BRI RE IR B A BR 2 A R 22 dik o SR 4 B R 0T ML AR 3

20234FE8 7, U B T AUN X 7 b B B R AR VR R R, W H B E A IRA R AT A . &8, E%A
ARG (BT UG BRI R A EE T BUAG R H 4 ST 4 0] SBRGEE L. AL AL, AR
SEAP ST HLRI I I3520,24008, 845 44051.8671 70, %A A FIRT AN T (A N ISR ZG S ERVL) AOMI G AE

2023410H, HETAUNX i B EIRKE (e ANRIAEZMEIL) , TR ARSUE RS, FHE
WOETEZ . BUETETAE51.86 /5 7T 1 3K51.99 75 J6 AT BUAL il

o M BB AR 2 3% % [ A PR A W 5 1L 7 B R T SR A2 T 4 P R BXAS 24 b HEE B SO D 2 R

20224E 11, WA UM T 7R L DX 1737 BB L JR o B M BB 1k 2 516 P e 5 P PR 078 LD 7 BR R T SR A2 Il AT H A
2



B G, GEPEMARORER SRS L R R R 25, R T RS 25 i eI SOt 2y i, 7 B et
1,45070. % kAT A T (e N RLRIE 25,508 FED BOAROCHUE o 20234E7H , BUMI 3R 1L X 1l B A8 SRR
i (b NRICAIE 2 5 B, RHZIS T AR LR BO S 2t T13K50/7 TCHIATEAR 1 o

e R ENELTLHEEWHEA M. FHHHE

20224F 107, 1l VU RS T 1737 M5 B B R AR A B T TR AR, s BER A 2 T AT UG & . B8, ZIETF
FEARNZy i LA N B 25 A= . 28 SO ) Al et R S S5 h 25 OR A7 09, 7= i DR E 4 4014,5100, 3B T
(e N RICRE 25 S0 ER) RIASSIUE s 2 T AR WP i S AT AR R AR AE B P 2GR, BRI R T S 1)
VRSB SRR S, SRR bl < 27 RN RO E B B AL R S SR R/ Lo, i 1 (B
FROCANE 2 i D BIRHORHLE - 2023%F6 7, RIRTTATIZM BHAE B Rl (e NRICAIE 24 i A Bk, XHZig ik
DU L RIBOE R TS0 TG AT BUL T .

o VR KRGV W &L I S vl v B

202347, B EEYER /K B i XA 1737 MR A BRI S A SRR AR B IR SRR, R R R R AT B
Koy, L5 #&AE N AR T SR T A 365000, 2, R il W5 & A2 0 S 5 05 M S5 VR TR A 2,0000,  JF il 545
B, ratEESe. 2 e, CEET IEENRT5070. GFENLRIT AR T (PR N RSERIE 2 5 ) (A
KHLE . 20234E9H, PAYNTIIZM B EIRAE CPEANRIAEZWEIE) , 5T AF N ILEEHE 4T, IF
AL LABHSCH S 2 by RGBVEFTRT75070 113K255 )7 TC AT UL 1 .

o ERF Akt i 5

202343 4, ARG X AT R HRARE A AR A RN ER A e B it Tl ks, 28, HEAA
20204F8 1 20214F3 71, SRR 5 378 H R SRAE ARt 3 6 DX 1 A N ARWSOE O 28 R HE . FARASE ROR00 4%
63MZ . HMFEAN FIRATONE R 1 (G RE N E S BINED) B RHUE . 202346, dbatT AR G DX 7 M B R K A
Crpie N RSERIE 25 A BED A (2 miftil B B B IMED) X B AR LI 2825 . 15073 Je AT UL £ .

2023%F1234H, ERAWRA T4k M aas i 26, AkuT.
o LN K LI E 255k 3

20234E3 1, VLG4 B T i e A TR AR A ] K 24t o 2 M £ R B, 0l S AN R L G A R i P R 5%
AF TR, RINZR S DGR (2R EVEREY i M4 B B A0 ST R IR AR 2, SRR 1137508, W
TEEB.64T1 70, ZHFR LIRT G R T ChEANRITNEZ) A HE) MASGHUE . 2023497, 1798 M A hiiis e
EERHE (e N RIUMIE 25 50 B FIVEY A1 (VL VE A 25 B BRAT BUR ST BB AUE HI D 5 XHZ RSk LU ot i
F1.13J5 76 $3K10/5 JEIAT UL T .

o il MR X HE R ELME

202354, VLG REM T % [ L iy e 0 A s R 5 24 vt o 26 B B AT 65 MEE DM 228, 0 2453 P 3N BEE P L TP Ak
WK 5 FEIEA IR A R R E, A m) AN I 0 45 41 5 SRR AT R0 o5 B &5 2. 12 ) L T iR T
G245 A 4 S0 A5 B IR 0) IAHOGHNE o 202344, YLPGAA ST % [ B i B SR KR (rhrie A RILRIIE 24 5
LY R (25 M R I R ANED  SHZAE A DI L TTERT.5 0T Je AT UL 1 .

o 1 £ 2 B3 BE 7 28 B R HUAH L AR W SCAF 28 i 3

202371 H, @R LR X I B B R A2y A E 2 2 A T e AR R, NS 2 RIAGE
P LT R X I ANIZE AT A, RN RIS (2 an B VR RIE) 83T W 4% 4 5 Panadol  Extra paracetamol (42
) RIS 2 AR SO 2 h e B8, WRAMIMESHN.03677 7. ZMh FR T AR T (hHe NRILANE 2 5 2

3



) ARIE . 202343 1, RN A B BRI K (P NRIEATE 250 A 3D A1 (i N RIEAN [ 4T LA 1)
3D MR LIS 2 . BOBUE IR SRS T JC AT AR T -

o FURTIMA TR XA R TT HEL TR

202343, VITEA B AR TH 20 B EL iy e 0 AR e R 5 24 vt ol 2 5 T 5 M2 28, 0] s 2 R N T i A LK
Ly MUEREATRL Y, RIS AT AR TT 8 B A0 77 245 ] B R BRI IR 3 25 EIRAT Juid e 1 (2 it e R
IREY WIAHRMGE . 202354, TLRUAHARTT 2 B E MR BB (2B B B ME) Xk b DU 5
ATBAL T

o SRR

i B =07 B RS TIVE ST (2 R A S B ELINEY) A OUE, RGBT R THE, SRICH S, sk
R, ABUEREIAT S Ak, I R T e 2 R A TR o 24 R A TR 2 IR R A
RIEL ML 2

4.1 5% 24 M J5 O3 A Gif 5 7 7 254 ) 48 4 A i VR L R A5 B

20234E12H5H, 2R AT T 6T S M 2 e R E MR M B, Bk R

o T T RMAAFEBAMATE DMESEREFAERT AT EHER = RET S, REW RN EST 803
ik

20234E5 H5H, 8 FUT i B HRR R [ S R T a0 4 0 5 S B AR R, W T RIS B IR A R E 1
BEE ST A . 2, B RIS BRIT 8B VAR TR 147 & 898 0 R ERT iR ) SRR A 2 5k
ARFH IR BT A MHIE . ERAT NS T BT e A AR ) M (ST A b0 226 4 45 I A LMD (A S
B KA (BT ER MU B EAR ) B\ (BT S e B I B ELNED) , BRI EE RS TAFA
TFEAL T .

© BT A UL {8 7 BT PR A B R 20 ¥ W1 2 5T R 7 308 4 58 = SRR T Al

20234EA T 1LH BT AR 11117 37 B A 2 JR M0 I S P 4 B P 2 1 8 P £ M 2R, DT RME TR B2 A IR m BEAT B3
Kot 208, 3R ACRIBUT BT 88 2 S VF T IEAE SR A B 20 SRR T s il K B JL R eb A, B TS 1 (BEST
T BB IR BRI ORHLE . K (BT S E B FLAR T IR EE MRS T 55 N TEUL .

e HRMEMXAMTE R HHERAFFEIL 2 M EE R KN ZREST 8

202345 HTH, ERITTEREX 7 EEEHERREARER, SERTEHXMTE R AR IUEAFRTIsRE. &
i, M3 ATEDFZ 20 W B AR 0 58 2R BT B TPLAK OB B A Lo AT iR T CBRY7 bl B B 441
RIFIDCHLE « it (BEIT g it BB HA ) B DRTT R Xl i i B R 4 7 2 S A AT B T .

ol IT FREBE R AMARERMBEIRFE O HFROET M, BREEREK

20224F 126 F I 397 7K B 117 37 M B 0 R AR AR ] X R 7 S P 4 4 B IR T S 2R R, xR RS BE R ST A IR A 7]
BATIZ R A . R, S NAE R A B TN & R — 38— RETT SRR R RS e
20200248) , Ui BUEFIAR RS, RTINS T (BRI SO B ARG BIAIOE . dE (BEIT S
B, YK T B RS T 2 AT .

oI EM M T REARAR N B OO MEEET#M, RERE ZRETBMEE SRR

202343 H20F , A 1Tz e DT 37 B SR R AR AR [ R R T S R 2 A B IR S 2R R, AL A T T B A TR A
AT . 28, AR SRR TR TA TR, RN TR T S E & R ATE, R
IRHIBRST S E HIES 5 S B K A B B TN R T (BT SN S A B BINED) IO SRHE . R (BR

4



Jr a2 B I BMED AN 2 R X T B BR 4 T AT EUR AT .
e E WA RAMTEAMARARXLTFEHEET /M, RERESTSMEME, HRZZEREK

202342 24 H, W T B BRI T AR SR 2 i R AR A RTS8, BFEALRAaHE
BEAC B RS B 7, RIBR BT S HIE, #0T BUb R R B . IR i 1 (BR)T s bl 44 1
EELIPED BIARRIE . s (BT asiiim s GUUE EHNE) s i E SRS T L8 N TELE .

© R J7 A% P 28 4 4 R A PR

M (BT S B E AR A (YT SR B M BLANEDY IUE, WHETEAE TSN, AL E RUIEI N
HHRGE LEMAEMSCIE DU A IR # bl BT # s & ol BOnsR A THER I, SVEALHE . BT S
WA 2558 5 B 55 55 =071 B AN 4 B ai I SR EL AR, 6N W BT SRR B T BRI i BRI g A
B, R B FEAT S ) b T 3k B 24 i R T

BERS ETiNG

5. 5] 5 T {2 O £ IS R 26 R B SO0 D R R A (K R BT I B B A R GRAT)

202312740, FER PAMBEE RS, EEPEHERE. BEENRPERRRAR T (TR EST MERE LA
GRAT) fdsn)  (ERERK (2023) 355, « CLAERNEY ™, W60 7 E 2 0L By BAR R AT BGH T R HZH T 22
et BEAUR T BT UG S HL B2y AR N T SRS im Sl W DU AT MU B 2, JRHOE B AL AT Sy AR ZER . Hob il
BRI R Py AN AR I T

o ST GHRESTHUGHOL T ROl & R BT HUIT ST IS 3 S ol v ] s 2 75 A 1
Blo

o DT TANAB: Ak (BVE) BRI, P (e BRI, solkdrd. 20l () o 8l () Mo ERAESET
PR GARIFIAAR R RO FEAS O, BRI 4 Ol R L -

o EITHORIGRN AL A3E BT BORIG IR B A8 B G ST L 1) B2 5 B AR S L Ry BRI RN F AT 58 BE
T BRI BORIRR R IR S M ATFRE O TT N AR B RS M S B SR 2 7 BOR SE B2y T BORAF S MR E B 0L s 2
WIFRASIERER T BOR BRAISRERS T BOR 6 58 ST R Al 5 BARIA T 0L -

o FRELRMERIRARS: QIERHR RS S TGO NM I A TR AR ST RO NIRE T BRI 55 T R A5 0L 5
ARIEARDE 22 75 E ARG LA 4 AR P A N LR R YR E TR SR L s RESR DR AR M 55 A1 S 1 BE 8 S S s U
HTR 2R B S TT R 0 s AR PR A e W R 0L

o Zjfih DRJT SR MIm IR AT FE 25 A B S 00 s By S A BN R 0L

o PEEZAMRS: WIEHEETTHUWGHOLFRT . KIS E RGO B U TT P 25 AR 55 IR DL PERIRST ) 5 Ao 5 o
SR ARl P ERZGERIT AN SISO AT NI L PR RO RINETT AR UL PG S R L

o TR ZAEH, QUIRETIEFEMIULLT GO ARSI, BT mbiE. BT 2 emEmETEe
T AAE IR E SR SIS Il BT U Ao S BARETE L, BRSO (BT MRS, BT USRI S
ALFRNE Lo

MR CTARRNEY » TFRET I RIE G, DA RRAT BT TR X M S A B ) FER M DA Ak B 7

o (A RS A A A NS BHS A R DL, 6P AS A A LR ) RURVE R I B S R L, A AR (KR A AT O IR AT A Ak

o K B PA S BHZIEHUE AR . IR E PIEE B RS0, I R 1 51 5t H 8 B 55 3 T A 0 .
5



o X ERERSTHEIRAA, N T AERRAT O 2 J2 N ) b4 AR A BeAT B T TR

o X B At AT N B R R RIN A S RAT O IR . P U AR, 2 R % 5 AL b HE

o J B E R L BRI U IBVE RTINS RPLAT RIS /8 5, IR 245 AT A BT WU A s

6. [H R RECER o T 55 i kAl (O T SCAF 1 5 S IR B 5 A DX 8008 1T 37 E N R I i B A L) e (B SR B R

R B A X A R AR )

20214E9 5 H, ke, [ESEEEIAT (RSB SIEKE RS AT R) (¢ CREEHITR) ™) . (EB8RDy
Z) IR L E A AR ORI T N RS . N BUIVE S CREERBRTT 58) RIRZOR, 2023120150, K
R RSN (T SRR S SRR B S DB I AR B R L) CR el (2023) 17305 5 &b
QIR B 2 UK TN TT 50, 3 P BB R B T WU HE N R ) S 7E A X B L B . A BEERIT AL, il
ESCRFR RS AR H AL AR RTINS T [ 1S5 BT LM B BOR S I «

B (BB R PR T S T 2 RAESERIRZZOR, 20235123210, EE A REEEER Rt f
RATT (RS ERIE S AR RS RARIDY  ( CRRER SO R ™, Horpatb— R T DO T R S5 . FL AR
WG () GUREEDIREST P, BURGIHEE A S BE R SRERE . T AR B R SR XTI BT L
Hys () BORNAME S BEAR MR . AE. IRFHAELRIBESTHU; (i) RSN P EE AR IR AR 44 2 T BE T
TEZE (B 5 (v) FEMAERET RS, &MEIEZETIIEIT . REAEETT IR,

SEAh,  CREERELMUR R S5 A AR R bR R it e BAR BB IR TRUF+DRIT Vb A R R, KITR BRI TR AL B
SRS R mIREIT IR . mimBE SR SRR, SRR AR S ORI Al A A R HTR A, 5T 14T B
WP DX ER FE AR

=W N KB AL B

7. B R SR BUCE R o S5 kAT (O T 3 B B I R R A0 X9 i 37 1N R A 4 i Y L)

wn ESCHTA, 20231215, EZURIRECEEZR . BSHRAT T (R T SCRPSER SR A 1R DX 7320 HE N RF 1 i ) 7=
WY CRERSE (2023) 17305) o X QU ER 5@ BEOUKTITAMEAN T 30, (G0 T SCRPRAEF IR & A DORCSE TS e N
TR R ILY AR SRR BT BORDEAR ARSI, BRI EAE: () SR A AR BN S v 2078 B 25 Al T fig [
PR PR ARG GO I AR B8 T B[R BR B A AN S A% BHRS S i IR, AN e NSt BHRAP R TR, 6 %
BB [ 55 Be R T )RR T AR R R T

8. [ 5 K S MU 2R bt 2 Je A (S SRR R A X S AR SR AR )

wn ESCHTA, 202312021 H, MERIEECEEZ Rl AR T (RS ERE S AR DS A R o Bt R R A B
PR R LR AR, (BRI R (1) SRR EIEROIT LA, T AM G PRI FU 55 BTV BRI HoR
WEFCRISE A s i) SCHFA R DXRT A 2 A B EE Al R A Py N i A DR VRER 5 Tl s s, AP A AR X BT i\ At % ¢
VREFART OS] .

)R R AT (R T SCRRT I B v SR T 8 N L i 5 M A A i X

P (1 L)

20224E6 H6H, [ESSBEENR T () JH g R AT et 5 R A T SR S AT 58 CRMATT D ™) BUmESh
F VDR AL E A T 51

IR QAT %) I AEZR, 20234F 12260, MR REEEERE RS WA H. ERTIZE RSB RN T CRT3HF

TR O TN SR A A ORI L) CREUR R (2023) 17865, « (TTNFIIPRIL) ™) o HrhEr X BE 2y

BEyT astlilid, N EIL) SRHURE IR, B AR () VRN AT RNA T 2 TR R ] & S T IRE
6



CETT LRI IT REBR M S A IR T BORIG IR B s (i) FEVFA 5 25 A (R AL A P 55 9 N SRR AR BEROT R AR T4 . RE R
LW ERIT Z AN ERERT T

2024-02-02



