FE B 360 v Y 5 1A SH 4 A E 39

(HRRE] HFTEAH
FALE T B 53 %t 25 & & 2.
FRES T 307 A & & 5IAE,
FAFTHLETFREZHAIARL
IR B RN ZE & . 4 BUAE
T E W2 R A K R
TERT G, hESKEEAE
FEERVEREE LY AG R,
AT, B a7 FBHAESR 3 85
RREEBEHARER, MET
HEWBES, B NE R
WHERERI AT . INEX T BUALE
B RIVRAR L RE B 3 2 3k
AL TARENER LGN
hEZ A ERRA AR, A
ETEBIHMEA, FITHA
ETBEMAEEE.ARESH
FRE .

[x@RE] #HRATEHEW
MBS B ; EBRULE; Akt A
B R

B A BN

[Abstract] World Health Organization Prequalifi-
cation Programme aims to provide quality and affordable
medicines to people in poverty by examining and certif-
ying medical products’ safety, quality and efficacy. The
products entering the PQ lists could reach the market in
developing countries more quickly, also gain the access
to the purchasing lists of relevant UN agencies or inter-
national organizations. However, current research on
PQ stays at the technical level, focusing on how to apply
PQ. A profound understanding of PQ will give an insight
into global public health governance, as well as inspire
China’s pharmaceutical companies to internationalize.
This essay analyses PQ’s legitimacy, effectiveness and
limitations from an international regime perspective.

[Key Words]
fication Programme, International regime, Legitimacy,

World Health Organization Prequali-

Effectiveness, Limitations

* BE HElL E¥EL . REA¥ERXR AN S Y EREE R B #2:t
B, HREREEGRASARFFERT LML,
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3 £l

2022 #£ 5 A 19 H, #t { T 4 4 22 (World Health Organization,
WHO, T#R“t TLHR") E 70K b B R A& 0 4 )0 2wl A 7= i S B
W ACE A %" (Emergency Use Listing, EUL) , Wi ff i T4H
LIGUE A T BB B SARS-CoV-2 B2 i #7 % B A R W K 3 il
XM T —FpRE, Mt THA MRS EB I XL AT WELS
WEFZESKRSESVIAREREE., FAMTHAARSFEHATARKE
47 XERERGHESHEDZEREH N SEFE I TIHHEK
WXt &R, B R T A% B A0 H B R R 3K TR (COVAXD B H s 1 &
B BRIEIRE , LABA R AP IO B 2 BB 8 2 S AR 45 37 s 8 8 LA 1 Xt 3 il
KT, #FABRERABEREMA COVAX BE BRI MATIR &4, HT
HARJFERABLET M SEFRENIGREREF SETENES
HABRHSRERE, A BRHNREEE TR SBFEAE. F
B, B2 MERE R WA L& B R A B 56 F 3 sl B iy W B w Ak, LA
TEFMEOSEH,

Xhr b, ER/ERE LR T THARIAIESR H (WHO Prequalifica-
tion programme, PQ)HRHKMIIZ— HEATERFRXEN AL DA R
REGSHMATAEREHZHKE A, DFR & EEE R REHR.
ZEERRHHEXRG K. HEEZHE, # DTHAABTAEREERES
% 1925 54T B2 (access to medicine) [ F N EEBEAS.,

HROFEURLRTAPRABRSIHEZ —, G577
(Mark W. Zachen) ¥ /R, P AR T ERXRNA KT IHS REEREY

O AEXFHER"WMSEFNE « 188 (Suerie Moon) L /& - BB (Ellen 't Hoen)
TECZEY ] St A9 2 3RS : BA 1.0 3| 2.0)(The Global Politics of Access to Medicines: From
1.0 to 2.0)— 3L %4 & (medicines) M1 T4 R (health technologies) B, Bl Z154C25 Y
(drugs) . B i (vaccines) f1E{ A4 %) 37 (biologics) . i Wt ( diagnostics) #1 EE ¥ i% £& (medical
devices) %%, £, Suerie Moon, Ellen ‘t Hoen, “The Global Politics of Access to Medi-
cines: From 1.0 to 2.0,” in Colin Mcinnes, Kelley Lee, Jeremy Youde(Ed), The Oxford
Handbook of Global Health Politics , Oxford University Press, 2020, pp.881—915.
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8 2RTESEELE

AEFFEEIEREFRMEREEZ — Ottt DAL S TERD
E 2 (Margaret Chan) 1328 “7E th BAHLVATS R ETE U, 597
Bt R B RE A YOS B B F (most. heated) B 2 B 43 R (divisive) BUR Y%
(explosive) 1S HIIERE . " O/ B AT WL, 26 5 AT itk B £ BR DA R HE B AR AT
LM EERRZ—.

T L8 3h 9 BUAIE T B, 3 i XF 25 & & 2 (safety) . B &
(quality) 5Ihaf (efficacy) B ZE 5AIE. BA FA TR TFREZFHA
IR HEOR R BRI MZE 5 . H878 TUAETR B 25 5 8B 0% 5E it ik AJEW
ZEHZETG, hEBRERS EEERIAXWERANASR, HHj, W
TAET B B2 %HE 1500 # B 57 7= & (medicines products) #4735 #8 T # ,
AL SO (IVDs) | 25 #) (medicine) @, % ¥ (vaccines) . % i &
(immunization devices)® JE % #l (Vector ControD) /=%

e B SCER e R B BRI T HOAES B Wt R &>, BALFE
EMEHFRBIEHAAFRIOAERE. TREMNERTAEBREN X RS
B R 5] Rt a2 B E 2 4 B bR A B, BOATE T B &8RN R
HMIEENHIZ—. &, A0 AR BAIES B 8 & &, N E Br bl 9
T EE X FRUAUES H # =818 . BUAUES B o fa] 8 52 X ] BUE F
& E? %I B U4 B a0 & #AE AT O 23R TA 1R 3 R ]
FMEW? XRES, ZWMEXEKEMMRE? 152, ACERETH
TAATMER B G ABRE SRR, DUOABIRE & R
FEREFAE . WA PEACHEABRSESERHLARBWERLRELT
AR

@ 7 PHEERME: TARBSLRBOG ), T B &, WILR¥E LR 2011 4
M55 5 .

@ Colin Mcinnes, Kelley Lee, Jeremy Youde(Ed.), The Oxford Handbook of Global
Health Politics , Oxford University Press, 2020, p.5.

@ BEHTHLEN, BB RIKFRFEIMSE= G (IVDs) 5 B 4 5417
5% (MCD)

@ HEHTHEER, Y (medicine) 53X IHRMZ (FPP) | JFH 25 (APD LA R K &
EHEZEBEQCD.

® AREMTHMEN, £5F %% (immunization devices) G IER ¥ % (ImDD) L R ¥
B & (CCEY&7= 4.
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— ., XBRGRHEHRER

(—) X#&FR

H &7, B A A T it DA R BUAES B 8 SCRBF T B AT Ry =
%, — R 5 X B A T S 5 B i 5 AR 48, X BIAE T H
H— B RBIT AT, @ E SRR BRI BUAMES B 85
THE 305 SR 45 B 7 AL FF TR R

REFXMBEENAH TALTNERBRRBS SR, X7
T, TR S B A ) & B % KR L + 1851 K2 IE A (Nora Dell-
epiane) B¢ 1t T 20 2% By BUAGE U B 25 4F (1987—2012) : # Il 5 AR KD
[ Twenty-five Years of the WHO Vaccines Prequalification Programme
(1987-—-2012) : Lessons Learned and Future Perspectives | DR B E C#RZ
—. IO HHAIEST B 895 B R R R R IR S ROk E M T
TR . R - BB (Philip Coyne) OANR A 515y
B EIE WS T BUAES B , B R R T BUAES B & B & R+ E
FREBREETFHR URESHTAAREHERNE R, R, B R
WE THOAES B WEA F BT, — R REBRE . SHHKRE, —R/ET
ERMWEGHUEEN. BAFRAESREEAONZTE K EER
R AFEEURSHERFUA BEM TFREFGFRNFER. HE
BEAOUMEFRBESEES, FBELRBERES SHAED H K%K

@® Nora Dellepiane, David Wood, *“Twenty-five Years of the WHO Vaccines
Prequalification Programme (1987—2012): Lessons Learned and Future Perspectives., ”
Vaccine, Vol.33, No.1, 2015, pp.52—61.

@ Philip E. Coyne, “The World Health Organization Prequalification Programme-
Playing an Essential Role in Assuring Quality Medical Products,” Int Health , Vol.11, No.2.
2019, pp.79—80.

® &SRB (R IR 8024 8 BUAE B & 5t —— KR TR IR B 2500 D it il
MSEE ) (B2 5152%),2016 45455 4 5 62—66 7.

@  FENE Y B KH CWHO 24 5 B8 670 000 3 [0 24 0l PRl A B 1R D
(R EZGE 2011 455 4 9,55 402—404 T,

53



m 2RDPESEBRXE

%, SUKONMILHER JER SE BB BRI &, BEFHAES B &2
RESEES., FRESAOERESTHEM LSS TRELASS
ZWBEARWERE, iESEEARA R U RBRAE, 348 W5t

FR, 74> SCERSE X BUAIETR B oy 3 B AR5 4T b, 48 -
ZE B (Ellen ’t Hoen) QLI ENE M ERIR A Y S 5 THBETIAE K5,
B T BHAES B & B BT 3% 2 9 B 58 R H AT 0 72, 7E B 45 i T
HREFENER N HAOREREREZ F— 2RI, HEEFE - FRE
B » BB (Herbert Afegenwi Mbunkah) @ W 373 57 P F I 3 4t 57 44
SN W (IVD) BRI BT TVD 3535 BUAIET B 49 TVD B4
HITAE S L, BB BOAESR B AR ERRERFE IVD MiFERE,
AMTREAEMEENWAE, FWIR - BREM « EX (Isabel
Ortega Diego) ©I [B1 8 2007 4E 2 2012 £E A UEIR B A K i JF 61 25 if &
BREEMEE SRR, KHFRI NG ST AXEM BN AR S BEWMA
X, BUHUAIET B R AR ER R U ELS RS EEATY. AR
FEACLARBRBERE NP0, BR T HATBUAES B X L5 FIAER
TR LA B SERE RO  FFTE I B At (51 0 3R B 24 S0 38 = el o B Bk X

O HKAZRFNERFRI LML RESEBEE), (EXIMEFHELH2007 F4 8 #1,
%9192 W.

@ EFB.SREAMRATAHAGRTANEREWERRZRF D (CPEEE)
2009 4585 4 31, %6 390—392 |,

® Ellen F. M. 't Hoen, Hans V. Hogerzeil, Jonathan D. Quick, and Hiiti B. Sillo,
“A Quiet Revolution in Global Public Health: The World Health Organization’s Prequalifi-
cation of Medicines Programme,” Public Health Policy, Vol.35, No.2, 2014, pp.137—#61.

@ Herbert A. Mbunkah, Jens Reinhardt, Chancelar Kafere, Heiner Scheiblauer,
Irena Prat, Claudius M. Niibling, “In Vitro Diagnostics for Screening the Blood Supply:
The New European Regulation for IVD and the WHO IVD Prequalification Programme,”
Vox Sanguinies, Vol.116, No.1, pp.3—12.

® Isabel O. Diego, Antony Fake, Matthias Stahl, Lembit Rigo, “Review of Quality
Deficiencies Found in Active Pharmaceutical Ingredient Master Files Submitted to the WHO
Prequalification of Medicines Programme,” Journal of Pharmacy & Pharmaceutical Science ,
Vol.17, No.2, 2014, pp.169—186.

® HERFHEBEE . B¥ER ARE(WHOLGRRIRETAERSIRE
ZEREBR MM E R ChEEZSRI2014 45 10 $9,45 13541356 T,
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—Ef, REOREPERY, Xrn BHH 20 BRHEE EASTUFHHE
H BHALBOAE, HEEAR HBERKRELZH O —HF B ERER.

R, WA SCRER S T TR BOAED B ARSI R
H R, FTEMER - 154 - H % (Ariadna Nebot Giralt) @LL
EL A HEBURF LA LA VTR ¥ 5, BF 52 {6 I BUAE S0 B B B8 2 9 150 &L, 4
HREZELS THHEAMEURMBARES FREMENEN. 4
BT 7 4% - #LF (Joachim Y. Doua) Q¥ HUAET B 5 X H R K4 H BT
¥ /5 (US Food and Drug Administration, FDA) F1Ex ¥ 25 5 % 3 7 (Euro-
pean Medicines Agency, EMA) FHE B F#H1THLE . R TUAED B £
HEBMAERBRERGRABER LR, KREEEZH A EL AR
HEF AN RBETHERS. RERONREREMNLEF AL
B ESAE R AREXESHLHREEBMATNERE , H %3
ATt T4 40 B 57 4 P3G $7 ¥ (Good Manufacturing Practice, GMP) il
M SR EEARZ IR LY.,

A EXERMA AR A E YA, XF i TR R FAETR B K& e = & i
ITHRANBE S BHAEEEFAR. H— NERR, DA TR
BEREIRETELZ ST MAZSEBENZTEHN TR . RENSR, I
AHEMESEZEERRZRBONRNER T F. K2, XU % =
MBS A TR, SR X HOAIET B KB BRERBR . & A X B 3C#R
BZEARBEEIEHBRZXNTE A SGHEE. FEMEBRNE

O 21 HLLFRE “PERE"ELETF WHO BAERR B “—# — 8"
LR KB ), 2020 4£ 1 A 10 H, http: //news. southcn. com/21sjjjbd/m/content/2020-01/
10/ content_190036808.htm . & %A 6] . 2021-04-13,

@ Aridna N. Giralt, Maya Ronse, Raffaella Ravinetto, “A Survey of Nongovern-
mental Organizations on Their Use of WHO’s Prequalification Programme.” Bull World
Health Organ . Vol.98, No.6, 2020, pp.413—419.

@ Joachim Y. Doua, Jean-Pierre Van Geertruyden, “Registering Medicines for Low-
income Countries: How Suitable are the Stringent Review Procedures of the World Health
Organisation, the US Food and Drug Administration and the European Medicines Agency?”
Tropical Medicine & International Health, Vol.19, No.l, pp.23—26.

@ @ Christina Forge-Wimmer #h ¥4 FHE ARE . RER. . ZHEB (RE
G2 A 7 ok B i 15 B WHO 25,3 BUAEAT ¥ A0 B B R B R 22 BERF AT )« o B 3
202015 4E5 7 49,9 725729 7.,
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B 2RTESERXE

EREAMABFIANET R MAOAEZENERBERERREN A
B BOAET H W AESIEM. TR EEOM—RIIXEMEBRE,
HEHXEBRTHHANERRIESHEBA HHARENN R, WEESTE
W HIEB R RGN, MU FEERNBIE S RA.

ET U EEAS IR, EE A A THABAET BB HE KM
REE., BAERERN=ESKRIRARBR, XEATFAHEAH
ERTERBRAER, WP IHXRRENEEFT R, AHEALT
ERFVLEHARMARE. B A XWFAETHIANEREE T
HERBIAERT B2 — Rk o) B ILH , 38 T B RV A 5
WZH B EEE ARESRRE.

() FRER AN E RS B BEAESE

BUAES B R B —F EERILE 7 EE NN 1 E R (inter-
national regime) I &. “BERFIH" M E LB FF - mhH$
(Stephen Krasner) 58 {A%F - ZEXIN (Robert. O. Keohane) Hft#E. &
HHEIARERLR R ETARPRIIRAE -ERXRFESHE
B — R I BRI S BRI 0T L LI DA B2 g SRR 7 @5 B RRIUA
EE BRAL R0 R B PRt & R SR 7= A B “BUM @ A A R s B 2 F e i 3
MR RN ESH R ATHERHBEEXR  ERAXR"OME R HE
He, FEEBRTARCEN AL TAEBEHTR, BDAERBEL T — &
PR ST EIRES AU, 315 B AT A KA AT, AAT R, T
TAUET B 775 B BRALE 2

7T E PRI R EER B, MR L T RS AR SRER
MBS S ATHEZR D, 28 38 AR oA SO BUAE AT B A B B .

O  RFEH PR RHFETH TERABMERRE ZEE?, (ERAT 32020
FEH 6. 5053,

@ Stephen. D. Krasner, “Structural Causes and Regime Consequences: Regimes as
Intervening Variables,” International Organization, Vol.36, No.2, 1982, pp.186.

® ZaRe I FER « (DU SHEERED , T84, Jh 5T A% A 2002
IR HE6 T

@ ITEEEAGBRE AR S RRE—THEREVBERNEBER, FAKk - & -

BRI : RS BRI SR B e L AU S 63D, TTBE4ER, JE R K2 AL 2004 48 4
5 326361 1.,
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& ¥ (legitimacy) 2 F BRI & 38 76 F 00 2500 4% 44, T & 25 46 Cle-
galization) M EFEHLE & SR H EFHOS R, NTHREA S ERILH
HEEHEREETFIHNETSHAEZERS S, HLH # R LN S5
F%BTHAERNAT BT E AR ERFSE T HA. ORRILH
— BB G EEREEN SR EARFEER, UEF B FHRa®E. B
W, EFANTTETOAES B M ARSI N =AWE B . RESA
", XUEFINEREAEAHRE, BB E T BUAIES A &
BSMEE X Ea 5, kgt DARSH AT A2 EIE
WX, ERBHE, mX ERESS T EEILEM TR, gk ity
FIEEO B EEFE S XERNE RS NESQ, BUAER B ERA
BRIERRE R, #— S R H A RN HR, ATEX B B
L gEATREN T EWBERREO WL TR DR EE
BRI RS 2 —, BANTRYIAE . ©

AN R EBRILH R AR R, Ak & & B RLH 688 2
R I S EIAENMTNENITR. B2 - % (Oran Young) A A H
BRALE A R T LU LR BT e AT 15 B AR M R Gk SR 1R I F
MU R IR X B — R E K/ R, AR — 1 “R 2R E” (all

@ g A AR SRR E—— IS B U RS B A% - B
BRI - ¢ SRR R ALt SR eh i B e 1 AU S0 . T HE I L BEKCF AR 2004 4ERR
8349 T,

@ LGB GRS EERHE R SRR — U ERE SR S AREE N
1), i R 5 SB35 2005 44 12 5, B 43 |

® BPELERIUATIR M A E BRI TR EE . BERIA N XT E FRbL & A58 BE (strength)
536 B (extent) 5256497 £ IR AE 36 , 3 3 BI A 36 F B BRAL# 75 R A0 % H— Rl
s R 0, %t T R EHLE R TR s BT A o PR E R R R B E LR E R
PHEROEHREZ—, TSRE A BRI (RFLSREMAPHEBEL NS
FGEY, ITRHIR, LA R AL 2004 4EKK L 5B 134—164 TL,

@ L RE.GREERHER SR R kB —UERE 2 E S5 A E N
1y, (it R B 52005 455 12 1,58 43 T

® [Tt (S B AN R ———IFE ERRIL A A B RER ) W 14F - B
BRI RS R AL T SR e iy 6 B S AR D5 06 ) [T AR L BT RF R 2004 4R
346 7.
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or nothing) KR . OX T BB F N R4 B A 2 ik, & SCR A Mk
K18 BB RY (logic model) , 4% Y3z B i HH (output) . 25 8 (outcome) FH1E M
(impact) = A4 BF F E bR LG BB B TS A TR O b “S 3R
B B R ML ] BT B 7= AR B R 8 5 R A A e L BN 5 S0 S S B R
5, ‘SRR RYH B DX F AR R IENT B, “Em
EEVHA ST ENERETERPETPR RSN ELR RGO
THWYGHZERXNRRS TR AMKEXRERMEHATER, N
H4owmd , EFANZEREEERERE A R0 2 HRYLH 2
VERRT=H R » R K i Y 1 A 1 A SCRE BUAE S B M A 30 44
HESL T A SO0 T BAIET B A B R BT R .

R1 EXXTHEHIAMHRESHER

REE LGB REEHEH RS
HmMRERREESE

W)y REHBHGRHE, REURTHL
RERRE

RiDy  REFRET R BE; BEEWRY
YIRES
ZRE:REWMR GG RE; BERAT Y
WESTTKVFERS

REMNEMRREERER: REEHTH
mERA R

it output LERTESN

%8 outcome TR

£.m impact [l o

FRORI . XSS A RS EER A K.

RRENZERYIHZENERREE., BAETE, RRERKR
HEFrYUEE AR ERT R B M PR . Bk R B2 ERvLE B 5 Rk Fe Fsh

O Mg (FEE ARESRBRE—FMAERVGEANESER), PN - &
BRI (RS BRAL I R P B o AU 56D, ITH 4%, JE I R4 1 A 2004 4B 18
%336 ;.

@ Harry P. Hatry, Performance Measurement: Getting Result, Washington D.C.;
Urban Institute, 2006.

Q@ THW.NER(HEAKTE. Z2558E5EEAFKEXRROALE) (R 25
H5E552018 4£55 11 #1465 80—117 7.
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mERREFHERE AHATAERR

EH AR T E . OEF WH X HA R B # 72 [ 8 5 SR R AT R
FRYESIHT .

SE AXKATERIUGEE FHUS BB E5H. BUAEM
HHEBEEREAREARE S EA, MR B RRAOSE FBRA MM
FRES B BN EAR . &L =F BR 554, A SOK A AIRBGAE
T B A8 ] B AL T 14 £

71w1mummm; -
| RN T[ ﬁﬂﬁ&ﬂff}
‘ A | ‘ 52}
=t ALH ||| R E T
|kt | (7 % | EERER
“ 0 a
[ wmormste | S wEmE
7 Jobhho e el ]
— teeEE |
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ki Gt 1rr Rl 77

HOAES H
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~ zpR |
i
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| BREES S HER
7‘ A 4{

- Y kwmswmr |
o wewmw |
s
MR
B1 #rE TERRAETRE R
YRR EH H 3.

O TIBtE A FUE SRR —EEE R EEANEISESR), BA% - &
B (R Rt R i B E 30U SHED, N#t4E, LR K R 2004 )8,
% 341 i,
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=, FGAIETR B 69 6kH

EHINHBUAET H &5 =0 B L HIR L 386 i T4
L EHAMT AT RBUAED B RS HE S ER LN SEE AR
SRR R REE W E FRYLE, BUNES B AR EER, 55 E 5
58 5 B BUAUES B IR8 AT AT FHMAA] s —2038 i 7 Ha

(=) B .#ITHALERTHELS LY

“E bR BE R (B VSR SR 8 5 T 3 E B PR I i S I S
A DL RSB 018 SO 4T " O N EE R A L B A SEMESE
S5WhiEsE T HAAXTAHY T RESHERLG G R ENERE T HIA
R H R B S M EE X EREEE.

VER A 25 & 517 & & (Essential Medicines and Health Products,
EMP)EBI T T RrZ Y 5 H A @R R ES (RHD T3 B , FAES H
MRS THS RN, At THHAGIE LUK, RS & R &
H—HRHEELANEZ—, 1946 SFAEA A28 /519 E PR LA X4 (Interna-
tional Health Conference) i 33 T ¢ tH # 2.4k 40 24 5 & ) (Constitution of
the World Health Organization) , #R#EFEES 2 &, DHEANEFZ—
RBE B AMEHE L] EY AR REUE SN ERREO, 3
HBREEAZEAE T EREHENNES SR, ANKBLZLHF
MAMERA SRV FERBRMAAKBIRZ —, MK & & i E s
B K Al 2t R T4 K4 (World Health Conference) (36 TEILEHZ —
2017 4, X R G RL EE 70 it RA DA KS I 2018 E55 71 &
R B RESH S UESCE PR B R I AB I R, 72304, i1
THARRBBE LR SHREEREAROIRULEZ LS . ARARRKY
YRR » [ At “ Bk 2 S R SR AR SRR & AU 7 R LUE F 2 3R P 0

@ ML RE R ERH RS RERRRE —UERESHES ABHER
1), (2 ¥ 54 Y2005 4R45 12 31,48 47 .

® World Health Organization, Constitution of the World Health Organization,
https: //apps.who.int/ gb/bd/PDF/bd47/EN/ constitution-en.pdf?ua = 1, % Fi}8] . 2022-04-15,
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E 538 o th T2 21 25 4 B GE BL R 317 R W &% BUAE S XD AR B R
W ER DAFTRAEE"O, HW, b TLHRMEHEARRTEEE
BB DA K& B, BOAER B IEEBUN FREREXE™MBA
fIRBERMINAET =", K EZEHA T it TAZ R KT A
ESMEEX EME%Y, HHEEH THRE S RRMARME.

B, BUAET B B BA T AN X525, FE0UKE
HTEARMEEER. UAYTAIESR EH B, 2001 63 A, 9 HA
HEIR B g 2t TR 584 H JLEE £ 2 (United Nations Interna-
tional Children’s Emergency Fund, UNICEF, F#*“JL&&”) BKEEHKX
% B4 #1 %) 2 (The Joint United Nations Programme on HIV/AIDS,
UNAIDS, FRR“Z#EK AR E") B4 E A 04 £ (United Nations
Population Fund, UNFPA, F#“ A OEE S LR AR, 7517 (World
Bank) R BE¥T & 38, HOU I R EEE B, BRI, BUAES B 2
HEZNERT AR RZER FELW, XURRAEHNERZ—.

AR 244 5 DR Ak

(EMP)
et e | ;57'.7"!711,'“, o it [k ‘ | 7/7/\7jf'.7}k\ T .
sk g e || 20 j,?{ ;f_,‘;,fﬁ = s & {‘]‘ . ,fﬂ{,’f{, |
(PAU) ‘ NIz L | | AU ki)
(RHT) | (PHD
FARVRUE S RLUE i NNy | A IE A A T 5

(TSN) (RSS) [ | (PQD) | (SAV)

2 HDAREXFAEMERERBIITHBAMEITRE
PRl R IR R A i DARSUE . O

O HEF T GG et B BR A5 0 SO R BRI T B (] B, 2019 4R 30119 1
https: / /apps.who.int/gb/ ebwha/ pdf_filess WHAT71/ A71_12-ch.pdf . {fitf4 ] . 2022-04-15,

@ World Health Organization. WHO Prequalification of In-vitro Diagnostics. Medi-
cines, Vaccines and Vector Control Products; Overview of Prequalification Process &
Product-specific Updates, htips://www. who. int/medicines/areas/policy/ PQT _ Updates _
IPCjunc2017.pdfrua =1, T xtiflu}.2022-04-15,
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(D) REFFAREEHERILH

FAIETR B 2 i 1987 48 /5% #1AE . 2001 4E B9 259 A3E LA & 2010
FERERIMS W= RIAEOX =AML iR & B Wi ok, L@ 2 4bE TH
BREEETFRNERREEM. 2013 £, 88 . 4 562l =R M
INET B A —ANTH . 2017 48, BUAIES H d0o_m B s = R g A
HEME., WNBOAMES E B S 0RFBHEE, B TUAEN B X T
HERRRRE 24 MIREHERO, HBEEMAE IR, Ll
WHABAIE: AYBOANEH R SRR ERAY M4
BR TR R R AN U R RS8R B &
WAWED , AN B0 B R R B T R 5%, B R F =S HER
R AR EIN MR EEH S . KETEAFhik
T 15 & B R AT, 0 8 B BB ## #% (Neglected tropical diseases,
NTD),®

PR SEEENRB I Z B MEER BRI BP AU ER. HLH
T Ak S5 5 R B 78 U9 & () B, LAV R B B At & 5 T B B HL
BIRER . ZEBKIUE 12 & EBRHLH A7 R B8 A b A 54 5 IR) R 1) pe 3%
FHRUE R R F B 5B E B (issue density) 5 1 % Xf B BR L M5
ROOEZFUNFHALED HAEBRALRE , EX=EANEE ERIETHRE
M. Bk, BOGES S SR E R 4R 5 — 1R,

O MFEIMSITREE MBI K & 1988 4t DA R EH Kl T B iFhit”
(Test Kit Evaluation Programme) , EW£ 8| 4Bk 77 & K300 7512 W 100 57 3 T o o e
RERIBEAE. SRR A R R —EHR ARG T G E R0
ARIABFHRR, JER G KB HARRERRE P, 2010 48, it DHESSE 3 T3 Fiksbie
W= G B RARE , 3 A TR BB IR A 11 .

@ “4A PR AEEHIKER JUR. A% BEGRVE B %, 28, 2B RS I
R RN, B RRR RE  RATHER L RE S 0% R E AL 5T T,
HPV. K& BE# G BERR BRREHR FKEHSE.

Q “BRMMAEER " OEGERDERR. DR HH L85 AT wEiesms . i
B AR IR (R ) A E W R (BB I 8%  EEYWR . EAR BL s
UL L RR) R B F R R KB 2 3% R R 2 S5 (T E 1) . 0 % 5%,
T HEEREHRE.

@ ZOFF - BRI ARHEREUER M EB XX AN SBE, T8RE, R
2 IR 2004 R4, 55 164 BT,
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FRAAIE 1 BA

(PQT)
R I A E
(Coordinator’s [—
office)

g I T 1
BV 24l 120 T TR o A4 Jo I 2
(Vaccines (Medicines (Diagnostics ([n\pccli\;nx) (Vector

Assessment) Assessment) Assessment) ) Control)
17 BA (Administrative Team)

3 2018 FRIAMERBARRYN
PRI £ E B E E # TARE . O

L AR - ARVTEEEENKER

255 503 (public goods) ZBRIFAEE —EMFEXRR. A1Y
MAEEESFHESIEFEENRA MARNRREBRNATERR
REWAL BN 5%E, AR SEETELE G HHE U008 B
HEBA, HEZE A ROEFR Y, EEANSR L HRE —E N
fiotk . O, EiL RS ALY R AT EE RV SR .

1997 4, THAR KA TH R “BA Y RILFEH” (Model List of
Essential Medicine), £ LERF  HTHLAFH TEATERERE
RN BEEBNAYER. HFIATHETESERBEAN BE2MF
B BAITRMZY, AR JER IR E B RRIA AR . X
HHRGIANRAETAMNE - REG"O,F 8 Kb gii n & E
BB AKX E. R ALEKBPIEERN TEREAGYIREF LD
M SEEETRENER. EEMNMEMPTEHERNEIEER. 4
A2 — WD T RS 2 A 25 &, 1 754800 B LA RS R 4F X A B 6

@® World Health Organization, WHO Prequalification of In-vitro Diagnostics. Medi-
cines, Vaccines and Vector Control Products: Overview of Prequalification Process &
Product-specific Updates, https://www. who. int/medicines/areas/policy/PQT _ Updates _
1PCjune2017.pdf7ua =1, B it . 2022-04-20,

@ Ellen F. M. 't Hoen. Hans V. Hogerzeil, Jonathan D. Quick, and Hiiti B. Sillo,
“A Quiet Revolution in Global Public Health: The World Health Organization’s Prequalifi-
cation of Medicines Programme.” Public Health Policy, Vol.35, No.2, 2014, p.138.
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Eit—¥,0

B R EERER =,

H— A9 a5, s 0 & MYk A ARIBE BIEIT E L
S, WIERIRTT R BWIIH R R E LY (ARVS) . A4,
KA B A P 5% SRR B 2 0 1.k S 8 A 4 RE % O T A 45 i 4 18 0
IR SR T 25400 %8 148 A\ B 4E B 34 10000 & 15000 0. Xt FiFLIEME
AR TAETE SR B ERELEN A2 S RBU R,

Ho, BAHAGRHTHRRERA LY MWK, THERRAET
RS BOR THRATHEXRMNERRERMAN, A0 88X A F
FHE P OEERH GRS, AR AN EHNNABASEEEE
PR ARG E A REAA T R E B84 W R B E AR, OF R ST AE  BEBE
SRMEENAY MABRARA TR LR ERERFERNTE
FIEAZ R, “10/90 " —F B AXRE FXf e x5 A YT & il
HITEOL, BRI BR{UA 10% 25 @ BF R 24t 3T 90% M2 BRE RT3 &K
EyraE.®

H=,4 25 5875 (substandard and falsified medical products) 172 i
IERFET A TR AR RFERERE. R EEBE20ZAFK
BRI EAZG R ZH URMBIMS WS, A= E N ES E A S
P P= G 4R . XEHRWEARFRERITARENEEI S B
TREBAREMMN S, R, Y4Y KR ZETHIFH. BT X% TRIT
Sh, AT RE IR B TR 25, ZER BB T WE N R LR EN A S ES
ARPFERGEE, HTEAABTHERRBRAERE +oZ2—0NE & AR
HRLH, OH L TRESBEFEHIA 7T T E 16 FILERLTFMHE.6 FE

O 3 PEE(ERME: PARES2RENE ), B4k 5%, WL K diRi 2011 48
JE .25 136 1T

@ B ERNARBLRUHAFN A BELAASHE), THEF JLEX
SR 2004 AR, 55 144 T

Q@ L3 PR CEFME: TARESSRBUG Y, T4 5 %, B IL A% H KA 2011 47
M. 5137 |,

@ World Health Organization, “Substandard and Falsified Medical Products”,
https: //www.who.int/health-topics/substandard-and-falsified-medical-products # tab = tab_1,
% 5%itla) . 2022-04-21,
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15 FASEFoER. O

HYTAER BN EERF AN FAHGEEMNRE. 1999 4, it
PHAWD TRHIEEFRAM THEER — KRBT WG SR HiX
2y S BB R —F#EF (Rifampicin) , iLT0 B S8R Z Y
BoFRERAE, BETERMRAE, 10 MEAFH 6 MEREMBEHFK
BHRWHEE, A XA ERRER L ARFERE. MRRER
BEAERFN, AR EATRE—24 U RS E0R B E AT AYaIT
BN, F R RMAENEBEARER. ZEHRATHIHAR
BN FERREAN GIAMENXEZ — O, RER EAR G MirtE
BHREHNSRRI AR Y S EEER, AERARE LS ENEEAE
FRALEI N R R ERRERAE BB INENEARZG . ETALTEER
BERE R, AR B B % 2% ) B i B B2 & R AL & B — 36,
MRS MESE AR ESREREAELIFEH.

2. RURFEZEFTENTRAER BN A RN FERAIE

“HERIB TR BILE A S RBORHE ERETERFEERAER
WEEZ —. SRS R AOYLE AR B0 5 E B4 5 B R ALBI R AT
MMEZ— OMTFREVAMS  ARNEL L FRESRERNT
WEERKEEZ—.

B, FUAF R EE R TS, 1974 £, it DHATF RS KEZM
R1” (Expanded Programme for Immunization, EPD) , JLESHt R &[] FIH
EFHAXMERWES HBEELZEFER. AW, XEREEHIS
SHAFEKRNEERRZ - RHRARMEREMNEHFEMNE. 25
BRWAREE. ik, LES S TAL R R B — M — BindE

@® World Health Organization, “1 in 10 Medical Products in Developing Countries is
Substandard or Falsified,” https://www. who. int/news/item/28-11-2017-1-in-10-medical-
products-in-developing-countries-is-substandard-or-falsified, A if (8] : 2022 4F 4 A 22 H,

@ Ellen F. M. ’t Hoen, Hans V. Hogerzeil, Jonathan D. Quick, and Hiiti B. Sillo.
“A Quiet Revolution in Global Public Health: The World Health Organization’s Prequalifi-
cation of Medicines Programme.” Public Health Policy, Vol.35, No.2, 2014, p.142.

Q@ PR < EEN ORI EBRALUEF P A B E SO R A, TR EE LUK
2 HARAL 2004 4ER5 . 56 159 T
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PR P R R 7= B . D1987 48, 5 W BUAGESA E BLiE Wi 4k, 2 R4S
—RKERRAEWBOAESRE. J& %, XMy KB HAb KB4 B A1
EHM 517 2% T4 44 (Pan American Health Organization, PAHO) %,

BUAUETR B AL 2 L INERE G L BB 25940 8. B 1996 4,
kBt BAHA LB FRRTEKA BV REMERS SR
PUH (R % 24 & B R |/ B 7S 4~ A 7EDLA4 181 25 5 3 98 /N 4 (International
Pharmaceutical Coordination Group, IPC) B F &1, IR K& B Y
BUR , A 1 & BRI RE A E AW ER , BRI EZ 58
KBRAER . EX S YR B L FEE —Ea . EX &8
BUAET B B Zh X gt 225907 ., 2 BOAE BT B M — R 51
FREGESAMEERERER T XEIAXTHREMBEKNFE. 2001
4, WA IR 25 & U /N L T 25 B TE S B 1R 0 BEA B LM (6] B —
AR, RS TH TAR LS B 0% SRR ER 28R
#:4”(The Global Fund to Fight AIDS, Tuberculosis and Malaria, T #K
“EREE”)EX T LR EEWIREMEER.Q

—TF R, A BUNE E B & H T W5 B A 59 4 1 25 (generic medi-
cine) lH &, ILEFRRWH R WX AR SV MBS AEETRELARESR
MEEMERNPEY RHERBTERNG SR, 240, L™
TERBEFERBRHERGRIMSGHLG, AREESNEAEMZ S
BENMES T ERREESORE., ERP TSR
FHMEREIRAE 0 LA W A =B R, 15 B B B AR 7= B9 0 25 4 4
ERTEEARNEHZE, RAERREE S EL SO EEHER S MM
RHTTEE. 20 R, EE M —F L LS, B R EE= A2 B4
PRS2 0 K E . ©2001 47, d EEEA 7 $E % B (Cipla) 4 7= 49 3L

@ World Health Organization, Procedure for Evaluating the Acceptability in Principle
of Vaccines Proposed for Sale to UN Agencies for Use in Immunization Programmes, https://
apps.who.int/iris/handle/10665/62001.

@ Ellen F. M. ’t Hoen, Hans V. Hogerzeil, Jonathan D. Quick, and Hiiti B. Sillo,
“A Quiet Revolution in Global Public Health: The World Health Organization’s Prequalifi-
cation of Medicines Programme,” Public Health Policy, Vol.35, No.2, 2014, p.143.

Q WEFH (EHWARNIETE . ERMMEF AR S).20184 7 118,
https: //baijiahao.baidu.com/s?id = 16056513816169633428wfr = spiderfor = pc, & F it [H] ;
2022-04-23,
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ﬁ%ﬁ%ﬁﬂ@H%ﬁﬁﬁTﬂ1%%Jﬁﬂﬁ%A@%ﬁ%ﬁ*%%ﬁ

o BRI SEHA R MR RCE  BELAS T SR HLH B T A
Wﬁﬂ%o 2001 4E(&F TRIPS thiE 5 A DA B E & MEITH “2E 4
WS R —ERE LB T AAR=RREs B FE, HARER
A . BT EFMEFRBEYLE AL DM LEARR,
1 DA UL 5 WP ARG SHE A B9 05 %1 25 2T BIAIE. LMW IRTT
ZHYWMBOAEE 4. BR. AYBUAMERY BB THZW A Y, [B AL
IR RS AE B R AR P R R

B7E, FUAET BAK HE B BRZ SR W B E S B REF B R0
HHfaE, B BRSSP EEMNSRAZRUHAN, EKEGER
HRHIILES AODRESS LERANES GEFE2REHLEKHA
(The Global Alliance for Vaccines and Immunisation, GAVID) . 234
ZNFEEMERTAENAL, AR S HbERYA I RERESRS
S R, A AT RN DA RB RGN ZE SN EEEPA DA
REFE FESRBADKEXRR  BRGKHEE, BAHMKBEL
2y RIS . Ol GAVI [ E R P ERBHES AH, KREN . KRTE
FEHRERRE RERE; tt TALA AR B & & #1786
%A B EREE I A RBE R GAVI i F A SZE 45T fthis

‘ A J b [ A } .
J T ‘.Il g 7‘ _—
,ﬁ!@;figj L \WHOAMJLmiia‘m,*be Tﬂ
™ i CPRERARERS || RS
BT ‘7 1
| - 0
[ l 7[[111774"]77L i UN[CLP e P ”il!ll “RIE AN
o = = [ 4\[1 /} I‘IL ; / P ‘Ht Hi ;[“

4 éﬁﬁﬁﬁﬁﬂﬁﬂﬂ@ﬁﬁﬂ&%mk
BERIRE: THWM (ERTERENREEIFA- —BEELARKERRY
T RS H B, BB R¥F 2020 F 18200305 139 T,

@ World Health Organization, “WHO Work on Supply Systems,” https: //www.who.
int/ teams/ heatth-product-and-policy-standards/ medicines-selection-ip-and-affordability/med-
icines-supply , & 3 A 8] . 2022-04-23,
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B ERPESERXR

EMBGRETR AT HEEN R SE7 G, B LESHTESRYH
B, REKRE R E AT ER . O X —ERA D, BUAER A gk
# > BISRWT7 , 3R 3t 2 b 9 AR {7 2 LA 4R 7 R W 82 18 A% B B3R AR T
GAVI 5 A\ AT BHAUEDT B A9 [ bR R W AL 72 25 5 7T Rtk il R b R
TR BRAEAT, BN BUA R B R NA 1308 .

3. WEEE BB Sk BOAESE B

WEE BUAET H 9 & & ELET b R SRR S R it i, 2002 48
Y BUAEIR B £ B9 A% S A K259, 2003 L IR A W ENATFE
B,2004 £ THER Y TG AR R BR 5 2 1 (2009 ) (B A
HHH G (2013 4E) 5 HF 4 (2016 E) A AGAIETE B . 38, FAGE
THWE S X TAEYRT AR BUE , LK I8 77 5 2893 iE F IR
WY, SUATESSE Y IFEREYL, 2 5 E R & M ER IR
FWEARKER. “DUBEEHRM R BOR 2 [N A SRR &
HEZE., WEEEMNEIESEXERIENESERNE ZH
Bl @

it [ 1998 4F % 2020 FHH R PAEKRSFEMEEZ G EHIAN
SR FEFP BRI T 5 O R BRI, F0KE A BOK R BB B A BUAGE TR B
FIBENERTE, AESZMXGRMESHEEK., FHEKRLA
RERECYMAIMES,  BRHAS BUGER B ZE A 30 HERTE
B, 295 BANRE BOUAMERE S 1 18.6% . FHKEA—-HREMA T
ERESIREFNEZEN, 1988 F Wit 7 TEKSH T 5 2000 £
BRIREREBE R B A B AR, FHB S I K G % SR A0 & B AR R O =X
AT, BHEMEHAFERARMERZTFE, 1999 FENERREN
2R 80% LI HLH B K AR B W A H MY KR BRI s R, it
& B REK AR BB R TEREHEDEE,

BRAh , ARG A St T A B bR 41 27 A 2 St W RE 2 B2 o BUASIE 9T E B
RERBFME, BlW,1996 Fhit DHA,LEES BKEEFRITRE

O TERAALRIERENHETENRR —BEAMKELXRMT R SHBL),
H B K% 2020 28 .56 139 |,

@ B - ER BRI R A A B A 5HE), [T 4%, LK
2 1IR3 2004 4E 55, 45 149150 T,
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B ERKAEFHHREALAATLNERE

% 7 MNARBA R R CHRRIE W B T 3EE X 23Rk T AE B
ERE KA EE W, 1999 FR B, BRI H B HF AL 3360 7 A,
B HREELEEALARTEFZ EERIENZERE~ENER,
CHERG B IRATHRIY T a2 % 50 ER K BALR . 02002 2 BRE S ML, AR
Xttt 57 B HA) =R BB A R o —— 30K VS BoR 5ER B R BT
5HRRUEFRAIRBRPERIEXEEREGRHRBAEF. 2003
F HTHARMEE RN EERRZ LERBITRAIERALTAR
AN, FERERT“="H# (3 by 5, B H| 2005 FH B EBEFER 300
T NBE R L HIRIGTT . WA RAEIRB YRR BR T BOAED
HEFHHEEHAE. Bl BUAMET B $ g R RISTNEYSR
276 F, HHGEN B ETH 47%

ARk, BEE M ARG YR (I IE IR S ME IR E X2 R
AT BUAUES B 675,

R2 198 £ F 2020 FHRDE RS TEXHERT RNER

%ﬁﬁ s | etk | e | T Rge || e | N |
1998 4
1999 V4 v 4
2000 v 4 v
2001 4 v \4
2002 v 4 v 4 4
2003 Vv v Vv v
2004 Vv 4 4 v
2005 4 Vv 4 \V4 Vv
2006 4 v 4 V4
2007 v V4 v 4 Vv 4 Vv

O FRT=BUEFATEXRS (HIV/XER L TFRE 2000 £3 A 22 8.
https: //apps.who.int/gh/ebwha/pdf_files/ WHAS53/cab.pdf, i[al i 1] . 2022 4£ 4 H 25 H
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B ERVEHERRR

5%
ﬂfﬁ S | sk | 4| TR | e | vk | | O AR
2008 4 Vv 4 4 Vv
2009 Vv 4 4 4
2010 v Vv 4 4 4
2011 Vv 4 Vv 4
2012 Vv v Vv \4 v
2013 Vv Vv 4 Vv Vv
2014 Vv v Y4 v Vv 4 4
2015 \4 V4 4 Vv 4
2016 4 4 v v Vv Vv 4
2017 Vv Vv 4 Vv
2018 Vv 4 4 v V4 Vv
2019 Vv Vv 4 Vv V4 Vv
2020 Vv 4 4 Vv

PORLRIR . ZEREBMF TAERSE B,

W EWMZ, BUAES B M-8R R BE AT =4 . RGP TR
P RS KE R EPRA RS H B FRIT AR B8 0 8 LR A YR
HEYE AR O R B SRR AL s TO B PR 2y R A R E PRl e T B &
BB 5% AR T EBUAES B ix — L o H R Mo g R 46 nT £ 408
M2y & RS BUAET B W R B Wt E— A%, M RMEE it T
HAWEFREWE S Bt x fEF 23R T4 KB K X E T A B
PR X=ATEHRE B X A ED B M7 E, R XS
BETHEBMEM. B, BUAES B RS EE R 25— PR,

(Z) Rk B EATHEA AT

BRTESZHMEBRHESERURERR P AR HES & EL, |
WIET B W83 T KA BT 84BN, BaTHE R REERINE
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W ERRAPHEREELAATONERE

AFERMZ REERE GMPAECS AT R A IEMBRBEHZ % X
##(EDMPF) . X EHEB RS ETHFN GMP AE. AR FE 4 (PIOME
Fr2h A E B VEA R (PIC/S) I GE — AR AESE M i) GMP WAGE, A Rt B4
LU TN E S5 , 30 53X S A UE Y £l 7= 5t BE 5 ifF ACDAEALM BT SR i
BT i . O 6 M FRATE BT B 25 S T B BUAES H B 072 . X
S A IEAFFE — 22 [a) B, bb 0 2 DA UE A9 25 76 oAt ot X A7 7% B B HAE
BInEEE P ARMAE T EE R L T IARKE K EDMF AIE, i@ L b
HEAERNZ & —RAEEEEF ARSESERIANRKBEE,
Eik, Xt FIRMBL YA BRZ WER, BUAET H A AR ES
BRSNS, URAERFES S RUAA0 FHAY HHEML
Wi S ORI T B, AR MR A AR EZ BAEE S A5,
ML GAVI ) UEZTUMEM =& . Bt i, BUAER B &5 4
25 AIE E RS AT AR R AT B, XA E#F— X RFH
A,
£3 BAERVMRBEETEAED

g @ NERE [Pp—
| meEsE R, R B FUAER
GAVI (L83 PQILIE = B AR R

UNICEF Supply | {¥#3% PQiAiE —

O GMP(Good Manufacturing Practice) , B4t P R BB HWMAK, —MEHSEIAH
AR E R 2 A SR, B SA S AE SR ASNBRHEER, Sl
EFRATE, RAFRFIT B UMEF AR FAZER LR .

© EEERGABRLIXTASERRRERNEMNILSE L), 201948 A 29 H,
https; //mp.weixin.qq.com/s/ X6 Y6 YksAPGYMqhx3DYZYBA, {4684 18] . 2021 48 12 A 27 H.

©  HER LA KM Rk RO E AR S BENRE R B SRR (PEPFAR) |
£ EHBEEREN(PMD X BERHF % F (USAID) K& EH A D %44 (UNFPA) B &8
B ERRE &R HLH (UNITAID) B4 H JLE B & £ (UNICEPF) i 3% . %R fE
23R4 (The Global Fund) . £ 3R %5 & H1# (Global Drug Facility) , £ 3R i S B¢ 84
(GAVD iZ £ T 4441 (Pan American Health Organization) . EE & E 4 (MSF) , BFr4 +
F£(CRO) B & EIF &1t %F (UNDP) . 7 il < £ (Clinton Foundation) .18 #° 1 #%
H13 3 % LB 4 4 (Elizabeth Glaser Pediatric AIDS Foundation) %,

@ XRTFEYMEBEFRAN THYMLETT &R METTIAET LR 1.

® SRAC(Stringent Regulatory Authority)$5 82 ™I EHLE,
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m 2RTAESEEXRA

&k
4 A NEFEE MAaFtBr
PQ =% SRA AilF
PAHO (PO 5 PAHO W R EHRERE
MSF PQ = SRA A —
ICRC PQ = SRA A —

VORI EE A TAAE M.

=, FRNIET B 49 A S0k

AR H SR R AN ER. EREFRANITRE
o, R EE R R, FUAETH B % A B B 89 BN 9 S0 5 2 i BT
W, HETIRRBN 7 R IG T IR ZBEE RN AT A= — R R,
MXSERAKIEREL W TRR SR TAERENERE,

(—) % 4 (output)

“Hr i FEASCR I R BUAIES B B HE#> Y, G X T2 &AER
— RIVAE S E SIEIERR B RIS R, LUK B RUPPAE R 25 S Fp
EERHBZHERIEE, XEEZRA—ERBERR, HELNES
A SIEEARHE R L B AT VRS R 5 TR YRR, T 2 WA TE A R &
FIRBBOAE WY R B = 3R, X2 BAKM 15 AR BB 45 58 4 17 i
B B AT BUAES H R S5Th6E.

B 5, BUAETR B R4 T B8 PR SO A48 9 30, B 22 T BOAGE
SRMOAETE., BOAESR B E M ERET —RIVRESE AT
Yy R ST EH KT . DU R, i A SRR B IRAEEE B
i WA S 1 A VT B2 3 MR T (2013) O[ Procedure for Assessing the Accepta-
bility, in Principles, of Vaccines for Purchase by United Nations Agencies

@ World Health Organization, Report of an Independent External Review: Impact
assessment of WHO Prequalification and Systems Supporting Activities, https://www.who.
int/medicines/Impact_assessment_ WHO-PQ-RegSystems.pdf , & 5% i8] . 2022-04-28
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B AREATHERTEHE AT ANERE

(2013) ICHHREE T TR B A B R, B E A IRE T
A HE B AFETUAET B FE 57 FUAE B iF MR R B A BT AR
FEE MR & 545 8 DL R B 48 85 88 &9 7] 3% 3% 14 (assurance of continued
acceptability) . BRUL 240, th T4A 4t X 144 FE o R R 4L T 304 3¢
¥, IO 0 G R TE AL 2 AR 8 O e R VA 18 55 - I 4 T (2017))
[ Guidelines on Clinical Evaluation of Vaccines . Regulatory Expectations
(2017) 15 ¢ B FF & W AR KB . 55 815 & (2017) ) [ Human Challenge
Trials for Vaccine Development . Regulatory Considerations (2017)1% . it
Ab IR R TREE B ARG R R B S REEH .
EHMREEMERER EEMEENETEME EEREHUREE
WAAR S — R P . XEXHFEEA LER A T TALABARMRE S
FJ(WHO Technical Report Series) , #1784 MU 5 &€ 4, F B
HECAUET BB EE BB T HARE . AU, HAL ™ 5 8
TAUE L3578 A S0

HK L BUAMET B dae s Rt X i FUAEA s AR A G HE
R4 ” (WHO Public Inspection Reports, WHOPIR, T #§ “ /2 3 #; 7 i
ENOCHERAFEEM L., AREERESTHHUATER™ LK
=5 B B ERPER ) HRTEE & VRIESAGRE, H A
SREMEENMERR, ERINERNRLRENRB TG, R
HATEALMHEXARE A’BRERERTRETANNEREZ
SR HAMBEAEM I BUR=GOKRE SIFHSERYEARETR
fi. RAEMALKERSEKRZE WHOPIR AR F=F .2 BEBE
WHOPIR Archive W B #E47 /R4 . B4 b BT A 7 ah 238 55 41 5% ) 3 3% B
MARKERENALA.AHANN ERZGEREMNHLALERE
&

B BUAEW B @ My KB R R R 2R K& D
ML B2 SRS E X 25 Y 4 A A BT 1 B 25 (FPP) 3 K B J0R)
Z5(APD, [FlRt ¥ T BHEAE R =RX M. BE202247H,

@ World Health Organization, “WHO Public Inspection Reports (WHOPIRs),”
https: //extranet.who.int/ pqweb/ inspection-services/ whopirs, & 5% [d] : 2022-07-10,
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BUAIET BBt 4 2 1E 83 MR H 7™ & ©, 105 # ik sh L Wi =i O,
1 % 58 o 40 B AU 7= 5 9. 159 FERAIZD 630 # A &© .57 A R BRI H
FEEO . 167 MR M OLL K 367 MR M @R & O, B BUA
MR MRS AR WA AR, MR B E LS F TR S50 &
HNEZERATHRERER SRR, AT ARG RE—RIRRKH
REFROEE. RN, b THERENEE, BOAET B wEmksd
RO 5 R AR R B A TR @

B AT L BUATES B 768 "R W R AF . RO H A s
B AR BEAE O H 1 B 4R LT AT 09 7 1R A Lk o B R o BE AL, R
BAGEK. RN, BUATES B 884 B K 712 TF i i A AR K 77 25
M EER, FREWEMN A, ETHNKIRESHEERRF, 298

O REEHSBEREHE A A UETR B B M3UE, 7T L https. //extranet.who.int/
pgweb/ vector-control-products/prequalified-product-list, B i [al B 8] : 2022 47 H 15 H.,

@ A LEHPIREERTE A TYIE B RS2 WP T, AT ¥ W, https: //extranet.who.
int/pqweb/vitro-diagnostics/ prequalification-reports/whopr?field_whopr_category = All, &
¥ B R B 6] - 2022-07-15,

©® BHEEIFMEHRIEEE B FIES B E ™34, 713 R https: //extranet.who.
int/pqweb/sites/default/files/documents/200724_pqme_list_of_prequalified_devices_0.pdf,
B % FatE . 2022-07-15.

@ FERZAPIEEEEHE B FAET B EM, 70 https://extranet.who.int/pqweb/
medicines/active-pharmaceutical-ingredients, F %7 & F i 8] . 2022-07-15,

® BAGPHEEEE A WAES HE N, 73K https: //extranet.who.int/pqweb/
medicines/ prequalified-lists/ finished-pharmaceutical-products?label = &field_medicine_applicant =
&field_medicine_fpp_site_value = &search_api_aggregation_1 = &field_medicine_pq_date%
5Bdate%5D = &field_medicine_pq_date_1% 5Bdate% 5D = &field_therapeutic_area = Ali&field_
medicine_status = &field_basis_of_listing = All, 7% 3 i : 2022-07-15,
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