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WHO PQIZSIDIE

> 2001 FENSEIRENIEWHODERERERIZAE /O 5L (PQP: Prequalification Programme)
PQEZEELEDEE S : Prequalified Medicinal Products

12 EIRFEEMEAOMRIEIIEERNRE. T2, B0 EEEL B IEDTHDIEHET
EX DI INd &

> WHOODPQARER: F>N—I0IRI\=5>
» UNAIDS (The Joint United Nations Programme on HIV/AIDS : EE&REIA X5tH) ,

UNICEF. UNFPA (United Nations Population Fund : Eff&ESAOEREE) . HRIBITLRENE
£Hh—b., Zv33>(d good quality medicine for everyone

PQEREEDNIERIE. EZFEmm - IIF>(FPP)ZIITRL, [REFE(API, EEMBMA D) PoHEREE = FEN 5.

FPP : Finished Pharmaceutical Product API : Active Pharmaceutical Ingredient
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WHO PQZSEFRRADIME (4ai%51)

NTD, 3 'FEJ'SGE%

ﬂ:l::.ﬁq 2, 0.4%

> 2017548177, 536mBNPQERSESNICREFERIA S
AD (Active)

@%
> Eligible FPPs(Finished Pharmaceutical Products) %

'!‘

(PQEREERIBE/R NI SRR pllsk ) £ L T 8HRIE

HIV/AIDS. #&#%. X3U7. BF&RE A~JINI Y,

NTD (EEHSNBVEVER)  THI X

NTDEH3HE], = KRB AEE P RIS ERER

HEARNDI6 %% 58D,

WHO HP PQEREEERUARDLINk: https://extranet.who.int/prequal/content/prequalified-
lists/medicines?label=&field_medicine_applicant=&field_medicine_fpp_site_value=&search_api_aggregation_1=_&field_m
edicine_pq_date&field_medicine_pq_date_1&field_therapeutic_area= All&field_medicine_status=_&field_basis_of_listing=

All&field_combi_excl_copack_num==&field_combi_excl_copack_num_op=%3D&field_combi_with_copack_num=8&field_co
mbi_with_copack_num_op=%3D&page=1
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WHO PQZsERRSOEME (HaBazn)

EMA, 5,1% HC, 1,0.2%

> 2017848171E. 536E™H. 7 8 %(418)" WHOB B MOE
B HGETHBN. MBFDAN2 1 %(112). EMAN 1 %(5).
Health Canadah'l &5z - AR %=X

v' US FDA-approved/tentatively approved products
The products listed with the reference "US FDA" have been added to the
list of medicinal products prequalified by WHO, on the basis of

assessments and inspections conducted by US FDA.

v EMA-approved products
The products listed with the reference "EMA" have been added to the list
of products prequalified by WHO on the basis of assessments and

inspections conducted by EMA, according to Article 58.

Link: https://extranet.who.int/prequal/content/general-information-who-list-prequalified-medicinal-products FDA: the US Food and Drug Administration
EMA : the European Commission and the Ministry of Health
H C : Health Canada;
Afe
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https://extranet.who.int/prequal/content/general-information-who-list-prequalified-medicinal-products

WHO PQRSEHSDiBIE G-
FPP(Finished Pharmaceutical Product) =

e e
> EREETOTX: £F91Z (EHKX) hSExpression of Interest (EOI) %1t . WHOIIPQEREEDERER

o]z B2k 9 Blnvitation ZF179% (RIU-=27) . eDE. BELENCTD(Common
Technical Document) LNV zimEfc I FPPOEREGEERE(Dossier)ZPQEBICIEHU T, BE. AR EIR
Zimlc B (EPQEREEEN D, HE TAPIOEBREMH. GMPEMZ®ICI CENNETH D,

Link: https://extranet.who.int/prequal/content/products-eligible-prequalification

MRERMMICHINERE TESEARREUSDIHE

~

[ Submission of Dossier r
5 Prequalification of FPP \
EOI :% API PQ/ API Master File )
f 0 J (Full Assessment)
Verification of Compliance g I
T o s WHO List of
WREZMIICHINEE TESARBDGS Preq ua l Iﬂ ed
Submission of an Prequalification of FPP Med|ca| PrOdUCtS
EOI Application for PQ of an (Abbreviated
FPP approved by a SRA ) Assessment) /

NO scientric discussion

SRA : Stringent Regulatory Authority
WHO SRA guideline(Technical Report Series, No. 986, 2014, Annex5) THREI = AL
&



https://extranet.who.int/prequal/content/products-eligible-prequalification

Article 58%FfIALEWHO PQIZEEDLiEH

> 2012FLAF. EMAOATrticle 58F&EEFIEWHO PQEBDHEMATICLDEEZ XTI DLI(CEEE

~

Eligibility
, [ ] QSS : Quality, Safety and Standards
Pre Submission } QSM: Quality Assurance and Safety of Medicines
, |
| Submission Validation WHO NRA
) [] w Experts/Observers NRA :National Reguitory Authoiy
Primary Evaluation - _ |
- [ / +a: Site audit,
( ) ) UN packaging requirement,
L Secondary Evaluation ) UN tender specifications and etc.
1 - _ \
I - ) WHO List of

e O —  Prequalified
I .
SO (Scientific Opinion) 5 Medical Products y

10 *EMA®DATrticle 583#BAERI LD Link: http://www.dndi.org/wp-content/uploads/2013/04/Pinheiro.pdf . /f’h/{’j;a



http://www.dndi.org/wp-content/uploads/2013/04/Pinheiro.pdf
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WHO PQ:ZIIES DR (5E)

HAR(F. WHODH P OPQI&#R- TRS(Technical Report Series)REDH A RSA(CAIBE,

Dossier : ICH MABZE(CEEHIL., E21-)L 1 — 5ZEAZ TR,
Module 1. Administrative and prescribing information- - -Labeling. PIL
Module 2. Overview and summary of modules 3 to 5

Module 3. Quality (pharmaceutical documentation)- - -CMC, stability study
Module 4. Safety (toxicology studies)
Module 5. Efficacy (clinical studies)- - -BE(Bioequivalence) study

PQEEEE. WHOICLB TIHZNADBERNHS, FDA. EMANSIRKIBESNZBRENRK T, TNSOFRHIZH
BEBIUCGMPLANILOWHO GMPZEIEULTURHOBRER, (I-H101> R MYy TIZOLSICER
(CFDAOBZEZEO>TULTH. WHOER(IRIR. Ehecnd) .

HEARIEFEETI8YATHIN I-Y((L105HEVWSFEEARI TEYS, —75. Dossierz 12U T
305 ANNSEHI6Hd. EEIAHPQ HPTHEIERIEE.

PIL : Patient Information Leaflet CMC: Chemistry, Manufacturingand Control GMP: Good Manufacturing practice Ahe
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2010118 : 1R XM HvJ(ICHVWTHFEA

20114 38 : IO 1M F—LOFEE

20124 48 : 1FURCBVWTEYZENRF MR DFENE
20124 98 : 1> RICBVWTTOTANNUFT 23> DESE
20125108 : WHONPQEZSEEADHDEHFFEE R
20135 1A : WHOICLR/\1HYy) TIZOGMPER
2013 8AH : PQiZiIzHUS

20134108 : Rz Faga

DECEE &R <ILAMER

v NTDEEEREL T, PQEREHzBUS Ut 574 DS

v STRRE DSV \Dossier{ERl. AA—ATREN BRI 0% S, EULGMPLAJUCED,
EREENMS 100 B EVVOSEHARRI CPQERTZEVE (FEBX1848)
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PQ:RSEERBDAUY

1. EERVICRASEFNIIREEPEN, FETOESFERFHIZREIC. Z<0D
MNBELUTUVBEL ICEEREAFRITACENTEEE D $F5(C. BEICES R AEH
ZUTUVRVE L ICBVLTIERIZERMN R TOTERERDSS,

2. WHO certificateh"®i7aN., EICLHOTEIEREINZ R GO A BOBEREERN
AEEIRDo

3. BE-Z2%E- c‘ﬁ':’,%’f RehS. WHONMREEL CL\BEmEL TERsESN. TR
‘D\bDbDIE.u:% DbD ﬁ.‘-ﬁﬁu u/\0)1=.§573\1'%=b1’150
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