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Influence and Reflection of Marketing Authorization Holder System on Drug
Regulation

Huang Zhicheng', Gao Min', Bei Lei’, Chen Xu® (1. Beijing Drug Certification Administration Center, Beijing
100053, China; 2. Beijing Drug Administration, Beijing 100053, China)

Abstract Objective: To carry out prospective study and explore risk management and control measures for
Marketing Authorization Holder. Methods: The influence of the Marketing Authorization Holder system on
drug regulation was analyzed by investigating the progress of the trial implementation of the system in Beijing.
Moreover, the supervision strategy for the system was analyzed based on practice. Results and Conclusion:
The Marketing Authorization Holder is still in its infancy. The challenges of regulation of the system come
from insufficient regulatory basis, increased regulatory tasks, increased regulatory difficulty and the high quality
requirements of supervisors. It is suggested that measures should be taken to strengthen the supervision of
the holders, such as establishing and improving the inspection basis, changing the concept and innovating the
supervision, promoting the construction of professional inspectors, creating a good living environment for the
holders, as well as carrying out spirit of scientific research.

Keywords: marketing authorization holder; drug; regulation; marketing authorization holder system;

prospective study; risk control; regulatory suggestion

fEF I BREAL, ARE, W25 TR, B . 255 WA BORIFST; Tel: (010) 835129915 E-mail: zc00789@163.com



494

2019 5 33 5

2k LA REA AN ( Marketing Authorization
Holder, MAH ) il & 2 [l b I35 3k >k FH 14 24 i A5 2
LS W = 1 N =1 2 O 1 2 T I R T s -
258 ETTVERT R L RIFREEA Ve DT 3
AR E 4 A A TR I A B AT o AR S A % 24
TR AR (DA SRR AR )R T
W], JEETHHEA NG . ZHEE T AR
SEIEBLUEA TR, TR R S 2 A TR
AR B, I45 G PR S TR
1
1.1

201646 H , ESBEMAITENET (XF<2y
di TR AT REA S T s s ) (H
Ik (2016) 415 ) P [\4AE7TH, dbaihifEN
SEI0MTFREA N R A a2 il
Bl 55 B . I R 24 MBS AR A 1 A G
S, AAEEXSEPREIE T (LT R b
VERTREA AR R TAESSE T % ) (LU ffR
SRS ), W T ACE T R R R
AN SRR, AL AL X5

TSRS IES XS PN )

P AL

mE

MULEEAERTR, 292 E Al R AR
BB, A 86% ;s WEANUE B K]
i HA 1495 B BRI USRIl
R NBIZG A A, AR 5 20 AE
7Rl B AT i PO IR B AT 1 A At
HERY s ON R A BRI & T-0F A WAL T
AR AL 2 R SCSFERS SO A N o A N5
ARZRSTT2% R ERAF, 8% ke, i
BEA LY RN Rl . HAT, JERTHREA A B
B BeRRUh, BAUERARA NS D, BRKA
SERAT R, AR AR SRR 2 BRI

V@O i ARVACEUTICALATIAIR

5IHE. WBEHENEY, A, JbsmiRea A
RE I 78 S0 TR, 25 5 LTV T R A )R
uifid. 20184F10H 26 H, %1 = JmaE ARMAE
REWSFRUSERNRSVGRL, K250 L
AEEA B T AR AR K —4F, A
20184F 11 H S HARMEATS S R A K 4k 2 r 5
Be P B UERFF R AT, IR IE A FR B 1T
1) 25 A BRI ) A% Ol 2 —, ST 7E 3R
2l S AT 4 T HE S S
1.2
1.2.1 A A

A TR Az B AL R v, AR A4
S AR GORGT R ZE . HARERAI SRS L HRA
PRk, SRRPEAY | ZFCAR S O BT TR
giit. HuEr, dbm o SBURREE A S R
HA775% CBIESTHZE20184E6 A30H ) . B—
T RNAGIN, 2T R 25 A =l . F98 AFh
B35 32354, g anfh2164y, fh22 P19
Ao AR A I LR S A324, (Sl
56%, HARSFPEAE TR, WKL, 2,

TR IES RE PN S s a1

K

mhz
bzl

1.2.2 A4

WAL R 6 245 il A P Al 2R A N2 [N
BRI R IR . ZAAE Al 3 A
FEACRT AL L, 22 DR R s A5 s
WX o VRO R MU AT A BT A AL, o7
TALET . FA N 2350305 A, e st
XA =132 (CHA 1314 R R i 24T Ak s A=
77, BAERHMIX A8, AT LA A
2264, BRZEFCAC SO X AR 7 i A E A 7724k
HAt X ZAEAE PR BLER I Bt v, A B
7 AR IR E R Z BN EIGEN . K3,

zhgysh



2019 5 33 5

495

EWFAEFE AT &ML AUERT R E

b=
ifi || Dnﬁﬁé
[k 226

0 50 100 150 200 250

BB Z A = B WAL T ARG HEDE, ZHEdL
TUHB DX A 7= ) A R LU BRRE2 N RE. IRERRAIEREA A
MRS E , B4~ 4B W AT,
VLA X L, BT P B — 2K
1.3

TR 25 5 AL P21 nLE B Al 20045 5K
H TN REA AN 25 A = A 3% Jb st
A 1 25 S E SC5 6000431, F5 A AHFAT A
SAEA%, NIRRT TR A
il BE R RIS R, U R SR o B . &R IEL
3R TRl & J i R R R IE B . W 2 WLAE B
NN R N E S K, B B
BREW . FrA NN RN, XA AW
BA 5 THATIMNRAIZIRA, 8 A& N By
R AT R S 2 /A Al SR I L B A
FHEL SRS . FeA NS HR R R A ST,
B A N7 T A S R A TR R 1) R i
o, nTEAEME . TSR E. A A E R
L BT IR A
2 [7-12]

2.1

Frf A B S AR T, mT DL R Y
AT —SEFB TR B Bl SO, TR ARE LA A8 5
%, XM IEEZEORISTERHE R T, CAHESE,
ez HARERAE, Blandy ek BHME R A
PRSI BT AR R, BORSTEVR CBIN , HE
RS I T AR R AL FE TR N 2R, A B
15 EOR EAZLR . XSS A A M R B
AN, AT . AEEERAEAEA—3K

zhgysh

o A o XA R [ TR RIS
BUNZG Sl . AR 1% PR AT ]
ToT, WS ZEFEA 7 B AR ] 4 T Y [r]
Bk FIESEARIER, AN LIRS 97 T AR
WE, RIFEE T T REAFAE AR SR ShaifE, SEOR
[v] DI A X AR AR AS s Aok A F3Cbr TAE,
AR N A 4% WA A5 P10 W38 T R R )
RO AL B8 ) WA T Bel R PR ) s iRk A Tk
PIJEE, BIUNBES KA . SEMAS AT A PAT I A,
2, WERIEA KRR S Boha T s
PR AR 46 K
2.2

B R MR . HATAY 2S5 I
DIAEF=AV R s i WA, TR A MR DA
Rl AN B WA, SLFIAYSERCE K. AL T R
B, A WX 5 N200F A% 160004, 20K 4
YK HROR ISR E 2 A AR
FRGFEE =M . PRV ERFA G, 2550
K-S 25, LHIERERH . BHIFA
BT AR B IR, R R WA T B
Mo TRE RN ATEARE LT, £5E ATt
TR i bR . 2 . RIS S AR
T, HEm TR A S
2.3

Fefr NG5 24 A 7 s A Bl S RN 2 B Ak
AR, XTI IR ETRSY . IR . AR
Tl . AR . AN RSO W A5 AR A B
11, BB RATRE, WElKEFERER. &
B NGO Tl R R T SELR A, WREE

SIVICIEETS P 6 & b



496

2019 5 33 5

LUECETGE . WA, Sl BHPGIE. 28
M T A B A TR AR I o, R AN
Wr A%, BB AR, EERA W aEE . &
WATH TARAEIR . 3, — IO ARt [R) iy )
S THCREAL A BRI B Z AR L D7k
JHERBCE, FENRE N AANCERA ), BT
SR BT R, BRI 3 N AE ) Al
REJT, WA R K
3
3.1

A AT WA T AR IR T A A, o 2 v 52 1
EIE ., RmERASeR . B T R
Pt AR, EE AL TR H BSLEEAUR
ZW, SRR AR REEEL, HE— 0]
WiHRTE, BIgbRE, - MR . X T LA e
LT IE AL AR AR E BRI TR EOK,
SR LALLM kg5 AR R 7 3 0R
K, G hERE, A X [ AT Y
AN R TARA IR, BT .
XA N E R S, rT IR 7
V&, KB REIGEINR . A 2 i
A SR NI AL, A DR A, 7R
FEATE . BRGHIETT T RS T IR — 2
3.2

B xR E A N MEATE S5, 1 Yo ks
WAELEIF IR AP A IR e, A
7= A AR ] i P R, I TR
WAL AL, aBE AR AR R S AT
YIS DI R R, AR R KRR
Wit AR B A 2, B RETEk
PAKGAE N O R M ORI B, MRS —, B
THGMPIAIIE, AR WA B 1 T PRk G A A AR S A
ke 8 T ER R R TR E AT, A
NG A | SEARAG AL . AR AR B T2
AR, HUK, B IRAE TBAEHIE S Tl fEfr
TETCTE N B ME LR ORI TS DL, R 2
BRI AR TR W T B, AAEILE,
TRANASIE o N4 T S 24 AR A B AL
i, SeTHGE TAE R SR e . IR
R, MBI A o A ST R
AMEBEIC R PERMIER S S, RELIS R, Jrff
K, B, BT AE.

VOB i iR CEUTICAL A

3.3

ESTT AR Eas s JNEATE SN S SN (v L Ue =N
{EBE AR Rl e, Wy AT, A Gt
PR 24 i A S BAREE Ll A A O el A
Wi, LASCBLRE SR A A O A XU . FTIE R
LR AT ZR IR A T BAA REO 25 dl Bk W A R
BT EIUE,  HESEROL AR A B MR
PR — B, ERMIEE SR, SET
i e B B UM AR R | 221 HEZELL AL
RS ARUNTTRE 3% = Do A E VA AN LN 7 N
fF. Bl IR BRAPH AR RN BOAR
A5 BMIJE— D HIBA, AMUCEE LV B e,
WEFE LR R EHA S . Tl 59Rs
BoAES G o BTV RS IR . B RARH B2
Hooc, #RIHG A B A SR X0 A SR AR
B, O AR AR T, dook A XK
M, SOITE gl Busad il fEXGE
B SRR A AL, B, KA AR AR
MR b1, B2 ARIE, AN, R
LB A FIRL AR, REEA AR 255 4
3.4

RN 2 i 4 A i FRLDR A T4, XS 2400
LA AT RSORI R P A AT 24 i o R MR
ERTHE . FA AR L 2 — a5 1R
T, (R AR TS R T IN TR AR IRA
5224, T H A HEARICE o S5 AT AR BT
Wbk RIS ARl B RE . R A
RS A, X B T T B TR
FrERTHE . PREGZG BT G B sz 46
BEA M R A A v SCER I IR B 75 22
GMHEANR, R IRAH R AT DA 52
Bis AN EGRIEAR), &0 A DGA LR
MEBEAT B KA . I ZAE AN T kY, -T2
FEERAL LA RE AR EAh, g i sifEis
. HW SRR RE L ZIC AL PRI R
R, B RTTZ AL 2 W B A el ik 1 AL
AERAE AL, AT RO REA AR AR Rt 2 2
%o B RIFRRA ARG, A REREERA A
fEE PR A
3.5

R NI TAE S 2N — R &
SoRLE, BEESCHL . SEESCER, EMERILRTR

zhgysh



2019 5 33 5

497

SR LR WA ITEA KSR, Rk
N W A8 B 2 B R T — 254 T RS 92, IR T
RN S EINEA . T INAEC. A, Ik
— AR RS, RS TUE, I E S, WiEE
M, MR IS T SR A AP
PR TS AR AR . KRS KU HE
A KRN E R BRI
Wi, SE R E R LRI ALE, TG
PR BRI . AR R, K
FES AN TR, BT RRE.
4

Fr A A B T 825 B Hr . AR Bkl T
9. RACHEISECE . G LA T HA IR mE
%}fx[w—lﬁ]o

JE s A A MBS IR . B A
B A FHASI R AR, X T F e B R
BB BARL (FIZE I R g el 25 5 L Tl A
T H AL ) L LA A PHELR R B B
{37 (AN 24 5 3 gt — BT L o H R R i
ANHIEAL ), B B OURRE TR AR, RIIA
R NN AU W SO (S PE G 2k: X A 118 | mN <]
LSy . A, B BRI H ]
B, AR RN IS, R A B B Sk
WiB I, AR 24 A At SRR R
Mo AU B M E LR G . B2k h
O ANEAL, KSR A B S B %
il

LB A AR RS T — 2t
FATEZ AR AW S, dbsE P
SN TR FKIRFN300/CTeE A, AR R E
16%. 1525 Tl A AR R 2 G 1, 85 8
FIRA R WUT =TT MRy
P B K 1 180012 L) 11T, — BT TR
T At & BEARET BEYEZ LA
A6 JR,  “FE” AR LAIRE IR Y E 2 3
RO il 5 S AR O E iV e & ety
BRI RO TR R L, 3L R T R EE 2 K
JESE T RIFIR BT, = RAbSHiE A2
Bigu . seferhe . EERsEfue . B RIETTH
L, FEE R DIREE R 28 T 45 A B S i B 1
HE, AABIHE, BOEHE AP LB & R R
RIATARA BI3HL, 25 THAA BRI, Bk

zhgysh

[LEAINES YRR R WASE R R NS LA W e T el P}
BRI H o POEREE MRECR I ARTIER | i
MR T HEAR AR L9, JERTTT 285 i A2 )7 ol PR OR
T1 NBOSAABHRTE, AR Z 25 A Al &
PSS URE WL SR SN | SR RITLY L B B e Y

W 15 A N B 3lA T DL R ORI L, R A
NP A . O T AP A A A7
Fi R, AR BRRE X2y i B e 4y, A AN
PLZATSZ, WA 5L G . g b
WFoe, PR, RSB, P
AT A, HEh A AEA Pt A R

(1] #hi. (2 Bl ReA AR 2 ) CHRiF
BrlI]. 25 A, 2016, (7) @ 25-26.

[2] rhAe N RIEFNE h e N R, [0 %[2016]41% [
55 Bt TN T 06T B & 2 1 T 1 AT REAT A
SR AEB/OLL (2016-06-06) [2018-06—
31]. http://www.gov.cn/zhengce/content/2016-06/06/
content_5079954 htm.

3] 2EARREXRSHFENS 2EARMRERSF
55 22 Dt 43 & TR BUIE 55 Be 75 38 43 b J7 F S 245 i |
VR AT A A i B 3 A G ) Y U 2 [EB/OL.
(2015-11-04) [2018-06-31]. http://www.gov.cn/
xinwen/2015-11/04/content_2960422_htm.

(4] AT 2 W A R A s T 20 B A
J e FELR (dbnthi R 2y ah b vr nl fe A il
A TR % ) AS[EB/OL]. (2016-07-26)
[2018-06-31]. http://www.bjda.gov.cn/bjfda/gzdt14/tzgg/
2¢/359853/index.html.

[5] 2EARRXRSFFZERS 2EARNRELRS
W95 F D2 0 T HE K AR 55 e 78 F8 43 b 7 IF
2yt b VR AT SR R U BR 9 s [EB/OL].
(2018-10-27) [2018-11-02]. http://www.gov.cn/
xinwen/2018-10/27/content_5334906.htm.

[6] St 2 b v nl ey Al B ——F 24 5 )
JEBCEI SR ). T EE 2R IEE, 2016 (7) -
10-13.

[71 EREMAHWEEHLR. B2 12016]86
5 E R 2 B HLE R O TR 2 i TR
AR I S A OC T AR A8 HI[EB/OL]. (2016-
07-07 ) [2018-06-31]. http://samr.cfda.gov.cn/WS01/

IS P &) b b



498

2019 5 33 5

(8]

[10]

CL0844/158302.html.

el £ 24 i M B A L) B2 MR 21020171685
FE) %20 2 i B A TR G TR 24 T mT 4
BN CAEA G WY I [EB/OL]. (2017-
08-21) [2018-06-31]. http://samr.cfda. gov.cn/WS01/
CLO844/176274.html.

25 TV T REE A B R ) BOR (). h
FE S ZG i e, 2017, (2) . 42-43.

R 2h B S PR, (258 BT A
N R 58 ) BUR R [EB/OL]. (2016-06-
17) [2018-06-31]. http://samr.cfda.gov.cn/WS01/
CL1790/156244 html.

[11] SR 2t B AR . (2 BT TR A

B S ) ORI () [EB/OL]. (2016-
09-29 ) [2018-06-31]. http://samr.cfda.gov.en/WS01/
CL1790/164916.html.

[12] B2y b B LR R . (25 BT AT A

[13]

il B s %8 ) BUR R (=) [EB/OL]. (2017-
08-08 ) [2018-06-31]. http://samr.cfda.gov.cn/WS01/
CL1906/175820.html.

AR, EABEST. K 258 T AT R A BRI &

SO i ARVACEUTICALATTAIRS

[14]

[15]

X E R R[] 252 S5IRIRBESE, 2016, 24 (5) -
429-432.

XM, 275 % 1 2 3 R AL RS A D1 BAHL— 3 37 4> i A
AN SRR BRI R [N/OL] P E EE 2542, (2019-03-
01) [2019-03-02]. http://epaper.cnpharm.com/zgyyb/
htm1/2019-03/01/ content_587997.htm?div=—1.

R 2[R NS TR AT R Y AR ) AR 242
Zeiki, 2017, 32 (3) : 330-332.

[16] ATiE R, AT 25 hh LT vF Al A A oo e ] 22 24

[17]

IR AIONE
151.
e gllik “ T4 =47 ek
18001/Z[N/OL]. NEM-Jb 5 4iiE, (2016-07-08)
[2018-6-31]. http://bj.people.com.cn/n2/2016/0708/
349239-28635810.html.

R, dbrgssE, 2017, 14 (6) & 150-

[18] M. Jb s BB A= = 25 71 210201 74843 B Al R ST

FALIN/OLY. HEZ TR, (2016-07-12) [2018-6-
31]. http://jjsh.cet.com.cn/show_476177.himl.

(kfa B 20192F 188 %% HWH)

zhgysh



