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O6wuit ypoBeHb 3pe/IOCTU PEryIATOPHbIX CUCTEM
cTpaH-yneHoB BO3 u rnasHble Bbi30BbI

Llenn nporpammsbi RSS

® [locmpoeHue NnomeHyUAAd 8 CMPAHAX-

4s1eHaxX 8 CO0Ma8emcmauu ¢ NPAsUALHBIMU b2
pezynamopHsIMU NPAKMUKAM. 38 C‘Z’::‘/t”es
0
® [IpodsuxceHue pezyanamopHO20 A
compyoOHU4Yecmea, KoHgepeHyuu u 98 countries
npo3pavyHocmu nocpeodcmaom 50%
pacwupeHus cesasel, coemecmHou ML3, ML4
pabomel u pykogodcmaa . 58 Cg:;tries
0

* Pe3sonouusa BO3 67.20 in 2014

v [Tpn3HaeTCA Ba*KHOCTb CU/IbHbIX PEryIaTOPHbIX
CUCTEM A1 YETKO HA/NIOXKEHHbIN CUCTEMDbI
34PaBOOXPaHEHNA N AOCTUXKEHMA CBA3AHHbIX CO
3apaBooxpaHeHnem LUYP v cuctemom sBceobulero

AP P U - Dec 2023

e/l W yeabirelal et iSOkl Ela it Source: WHO RSS database, April 2024




Kak BO3 moxeTt nogaepxatb HPO B yKpenjieHUH ero peryJiiTopHoro

noreHuuasja?

CpaBHUTENbHbIN aHaNu3
npo6enos

NMpon3BoanTeIbHOCTb

BeHumapkuHr (FTMB)
OueHKa 3pPeKTUBHOCTH
nobanbHaa cuctema KOMMNETEHL UM

HapawwuBaHue noteHuuana

ObyueHune

TexHn4YecKaa NnomMoLLb

CneunannsnpoBaHHa
A TexHMuyeckas
noaneprKKa

O4YHble U AUCTaHLMOHHble 0byyatowme
ceMMHapbl

CUMYNALMOHHbIE MEPONPUATUA
MeponpuaATUA (Hanpumep, NPOBEPKM)
N NpaKkTuyeckoe obyyeHune

y4yebHble BU3UTbI M 0byyaowme

MeponpuaTma
KoHcynbTMpoBaHue

YMHoe peryanpoBaHue
pblHKa
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Copencrsue
KoHBepreHumnn GRP u
GRelP

OTOBHOCTb
l-Ipe3BbI‘-Ial‘/JIHbIM

PekomeHpaunmn GXP

Pykosoacteo no GRP

PykoBsoactso GRelP

OpraH, BHECEHHbIN B cnMcok BO3
(WLA)

MNopgrotoBbTeCh M OTpearnpymTe Ha PHE
(Hanpumep, COVID-19)




nobanbHbiM UHCTPYMEHT beHumapKkuHra (FMB)
YposHu 3penocmu(y3)
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Pa3BMBa|OLuaﬂCﬂ CTa6MﬂbHaﬂ, XOpOLUO PerynﬂTopHaﬂ cucTema,

[MpucyTcTByIOT HauuoHanbHasa perynatopHas -
PUCYTCTBY! L pery. P oTnaxkeHHas u BblLLeALIAasa Ha nepenoBom
HEKOTOpPbIE 3JIEMEHTDI cucrtema, YyactTuyHo

PerynaTopHOMN BbIMOSTHAOTCS OCHOBHbIE
CUCTEMBbI perynatopHble yHKUUN

MHTErpupoBaHHan YPOBEHb PE3yribTatuBHOCTU

BO3 N'nb

perynsatopHas N NOCTOSIHHOTO
cucrtema COBEPLLEHCTBOBaAHUS

Llenb Pesontounu Bbicoko pecypcHas
BO3 67.20 perynaropHas cucrtema
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Home / Tools and toolkits / Global Benchmarking Tools

Contains data: Yes jat
Implementation Percentage 94 ‘ .age 94

04-MARKET SURVEILLANCE AND =STABLISH!
CONTROL (MC)

Contains data: Yes Ye
Implementation Percentzoe 94

07-LABORATORY TE S TING (L 73 : ; 9-NRA ] Evaluation of national regulatory
systems of medicines and vaccines

Contains data: Yes < R
Implementation Percentage 9. entation F ¢ \ * WHO Global Benchmarking Tool (GBT)

-

Y-

Global Benchmarking Tools

Credits

WHO Global Benchmarking Tools (GBT) for evaluation of national regulatory systems Evaluation of national regulatory
systems of blood products including

|

whole blood, blood components and
plasma derived products

Regulatory systems play a key role in assuring the quality, safety, and efficacy of medical products. Effective regulatory systems are an essential component of health systems and contribute to desired public health

WHO Global Benchmarking Tool + Blood (GBT

-
outcomes and innovation.
The Global Benchmarking Tool (GBT) represents the primary means by which the World Health Organization (WHO) objectively evaluates regulatory systems, as mandated by WHA Resolution 67.20 on g + blood
Regulatory System Strengthening for medical products. The tool and benchmarking methodology enables WHO and regulatory authorities to: ood)
—
-
-

¢ L 7
identify strengths and areas for improvement; .
facilitate the formulation of an institutional development plan (IDP) to build upon strengths and address the identified gaps;
prioritize IDP interventions; and

monitor progress and achievements. » ; _—

Evaluation of national regulatory
systems of medical devices including

https://www.who.int/tools/global-benchmarking-tools T

WHO Global Benchmarking Tool + Medical
Devices (GBT + medical devices)

@\‘@, World Health
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OnpepeneHue opraHa, BKAKOYEHHOro B cnmcok BO3
MpuHAT ECSPP B okTAbpe 2020 ., TRS 1033

PerynatopHbin opraH, BkntodeHHoro B cnncok BO3 (WLA) aensetca
perynaTopHbIM OpraHOM UM permoHanbHOW CUCTEMOU PEryrmpoBaHus,
KoTopagd Oblna 3ag0KyMeHTUpPOBaHa Kak COOTBETCTBYIOLLLAA BCEM
COOTBETCTBYIOLLMM rokasartenam n tpeboBaHuam, ykasaHHbiM BO3 ang
3anpawimsaemMomn obiacTu NIMCTUHIa Ha OCHOBE YCTaHOBIEHHOIMO npoLecca
CpaBHUTENLHOIO aHanm3a 1 oueHKN 3apPEKTUBHOCTH



Hesin nuunuaTusbl WLA

Ob6ecneunTtb NPO3pPaUYHbIN U HAYYHO
060CHOBaHHDbIU NYTb K rMobanbHOMY
npusHaHuio RA.

CopencresoBaTtb AOCTYNY U NOCTaBKam
6e3onacHou, 3pPeKTUBHOMN U
KaueCTBEHHON MeANLUHCKOMU

npoayKumn.

OnTMMMU3NPOBATbL UCNO/Ib3OBAHUE
OrpaHMYeHHbIX pecypcos 3a cyeT

noBbilleHNnAa Hagae>XHOCTU

N
Z

«/@! \, World Health
{&9/)Y Organization

PLES

MoAnTUYECKNiA AOKYMEHT :
lMonumuka onucsieaem yesnb, onpeodesneHus u
obuwue npuHyunsl pabomel, C8A3aHHbIE C
oyeHKoU u nybauYHbIM 8K/HOYEHUEM 8 CITUCOK
opeaHo8 8nacmu.

Evaluating and publicly designating regulatory
authorities as WHO listed authorities
Policy document

World Health
Organization

CcbinKa:
https://www.who.int/publications/i/item/9789240023444.



https://www.who.int/publications/i/item/9789240023444

KntoyeBble coobparkeHus

3ii /4ii Y3 HE npusodam K aucmuHay

[UB-Y3

" MpeacTaBnset cobot OCHOBHOE CPeACTBO, C MOMOLLbIO |

KoToporo BO3 06beKTUBHO OLEHUBAET CUCTEMDbI
— peryampoBaHua u namepaeT nx sGPeKkTUBHOCTb.

YpoBeHb 3penocTu

4 Y
Mpouecc cpaBHUTENbHOTO aHanm3a N'Mb BkaoyaeT B cebs

HEeKOTOpbIe 3/IEMEHTDI
N3MepeHUa NPon3BOAUTE/IbHOCTH

Pa3paboTtaH ans obecneyeHns CTPYKTYPUPOBAHHOIO noaxoaa K
aHaNn3y BXOAHbIX AaHHbIX, NPOLLECCOB PeryimpoBaHusA 1
- npeanonaraembix pe3yabTaToB , KOTOPble BMeCTe onpeaenatoT

WLA HE npedHa3Ha4yeHa 0n1a HapawusaHue

WLA

nomeHyuana

XapaKTep 1 cTeneHb oueHKM ana obecnevyeHma BbICOKOM
CTENEeHW YBEPEHHOCTM B paboTe opraHa BaacTu (Hanpumep,
KauyecTBO OTYETOB, HAY4HO 060CHOBAHHbIE peryaupytowme

peweHnMa uT. 4.)

- IOKYMEHTaNbHO NOATBEPKAEHHAA NOCNe[0BaTENbHOCTb B
cobN0AEHUN MEKAYHAPOAHbIX HOPMATUBHbIX TPEO6OBaAHUI U
nepeaoBoi NPaKTUKK, MPoLeayp U B MONYYEHUN
pe3ynbraToB, AoCTUXKeHue 6onee aPpPeKTUBHOM CUCTEMDI
N perynMpoBaHusa. Y,

PacwupeHue nsmepeHua NponsBoAUTENbHOCTU

4yTobbI NPeacTaBUTL 6osiee NOAPOOHYIO KAPTUHY

HaCKO/IbKO XopoLlo paboTtaeTt cuctema

HACKOJIbKO XOpPOLWO HAaCTpoOeHa CUcrema peryimposaHuna

@

MposepuTtb 3aBegeHune , uenecoobpasHocTb 1 A
npaBua, NpoLLeccos, npoueayp, N1aHoB U T. 4.

N peryanposaHuA J

»

MN3mepbTe NPOU3BOAUTENBHOCTb 1 A NOBIUAID

npasua, NpoLeccos, npoueayp, N1aHoB U T. 4.
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Switzerland

SRA

Swissmedic

Republic of Korea

tWLA

MFDS Landmark listing of first three
countries as WHO-Listed
regulatory Authorities

< S o 31 October 2023 | Departmental news |Reading time: 2 min (453 words) Media Contacts
Z In g ap O re The Health Sciences Authority (HSA), Singapore; the Ministry of Food and Drug Safety (MFDS), Republic of
Korea; and the Swiss Agency for Therapeutic Products (Swissmedic), Switzerland are the first three countries to Sarah Sheppard
q be listed as WHO-Listed Authorities.
World Health Organization
—l H SA A WHO:-Listed Authority (WLA) is a regulatory authority or a regional regulatory system which has been Telephone: +41 79 516 47 56
documented to comply with all the indicators and requirements specified by WHO for the requested scope of Email: sheppards@who.int
listing based on an established benchmarking and performance evaluation process.

Members of the technical advisory group on WHO-Listed Authorities (TAG-WLA) met for the first time, 11 to 12
September 2023, at WHO headquarters in Geneva, Switzerland and reached a consensus to recommend the
listing of HSA, MFDS and Swissmedic as WHO-Listed Authorities, after discussing the findings of the
performance evaluations of these three regulatory authorities.

https://www.who.int/news/item/31-10-2023-landmark-listing-of-first-three-countries-as-who-listed-requlatory-authorities
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European Medicines L
(&) Reg ula to ry Ne tWO rk /ﬁ‘ Health Topics v Countries v Newsroom v Emergencies v
m Home / News / Largest number of regulatory ager\rcies for medical products approved as WHO Listed Authorities
EC/EMA

+30 NCAs

E United States
of America

A )

N/

US FDA Largest number of regulatory

agencies for medical products
approved as WHO Listed
Authorities

SRA

Singapore

20 May 2024 | News release |Reading time: 2 min (530 words)

Media Contacts

WHO has approved designation of 33 national and regional regulatory authorities as WHO Listed Authorities

(WLAs) that can be relied on for fulfilling the highest level of requlatory standards and practices for quality, i

WLAs) th be relied on for fulfilling the highest level of regul dards and ices for qual WHO Media Team
safety and efficacy of medicines and vaccines. This listing makes a total of 36 regulatory authorities from 34
Member States now designated as WLAs since the launch of the initiative in March 2022. World Health Organization

ML4 NRA

Email: mediainquiries@who.int
% . The newly approved WLAs include: the U.S. Food and Drug Administration (US FDA) and the European
M C fu nCtIO n Medicines Regulatory Network (EMRN), which is composed of the European Commission, the European

Madirinac Anancu (FMA) and tha madicinac raniilatar antharitiae nf tha fallswinn 20 canntriae: Aictria

https://www.who.int/news/item/20-05-2024-largest-number-of-requlatory-agencies-for-medical-products-approved-as-who-
listed-authorities
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Koannuua samHrepecoBaHHbIX ctopoH (CIP)

STRENGTHENING NETWORK
HobpoeonbHas cemb BO3 no ykpenaeHuro cucmem pe2ynupoeaHus, co30aHHas e 2021 200y CIP Network website

O61acmb npumeHeHUs:

Uens:

YcmaHosumes u npodsuz2ams eduHbIl cmpameau4ecKuli U CKOOPOUHUPOBAHHbIi » "
e[Togbicumb 3ghheKmUBHOCMb KOAEKMUBHbIX ycunuii u ¥eenaemolii

pe3ysbmam e CmMpaHax U pe2uoHax

nooxoo0 K YKpernsneHUro HaAayuoHas1bHbIX U pe2UOHA/IbHbIX pe2ynamopHbIX
cucmem

Mo cocmosaHuUK Ha anpenb 2024 a.:

29 YneHos: 6 permoHoB 288 BupoB MHBecTuuum 6onee
25 + 4 Habnopatens 36 cTpaH AeATEeNIbHOCTHU 125 mnH gonnapos

_ Observers:
Schweizerisc| he Eidgenossensc| haft

(?\AUDA NEPAD CCRE F EXPERTISE @msh O G
- g Cirszen

""" Centre of Regulatory Excellence Regulatory Excellence F RA N C E Wnagermc 5 P Hii Swiss Agency for Development

@ Duke-NUS Medical School

BILL& MELINDA P— . /
GATES fomndasion OO . B 6 13 BIALY pautenrichnstitet 2 ¢ e medic
European_ I_Directorate or the ’ /_ ez el

A International Federation
‘\.

of Pharmaceutical

Quality of Medicines & H @ LIAMIEDA ‘,. e e
(\' . ‘ ‘, mmtrust A L) - IFPMA  Manufacturers & Associations
ﬁ. CHMP Deutsche Gesellschaft D S ‘
Centre Humanitaire des Meéliers de la Pharmac I Z fir Internationale £3
g * ST T 3

Enabel” e ? D
EUROPEAN . £ =y
cerpl @iz |SoP OMUA!V!EU i YSAID vty o

Therapeutic Goods Administration FROM THE AMERICAN PEOPLE u H
Hertfordshire

Ceancumecs ¢ Cekpemapuamom cemu CIP: cip_network@who.int

Zusammenarbeit (61Z) GmbH

@)@‘@, World Health
S
NS4 Organization
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https://www.who.int/initiatives/coalition-of-interested-parties
mailto:cip_network@who.int

Kak BO3 MmoxeT oKa3aTh nNogJep>XKy B MOBBILNIEHUU Ka4YeCTBA U
YCTONYUBOCTU MECTHOIO NIPOU3BOACTBA AJISA YIYUYIIEeHUs JOCTyIa

NanbHeuwee ycuneHue pesontoumenn WHA74.6:

BcemupHbIn GOpym MecTHOro

npoussoacTsa (WLPF) [no6anbHble pecypcbl No

MeKBeJoMCTBEHHOE frob6anbHasn MeCTHOMY NPOU3BOACTBY U
3aABNEHNE N T.A. KoopAuHauua u nepeaaye TeEXHONOTNN
NapTHepPCTBO

JKOCUCTEMHDbIe
OLLEHKM Ka4vecTBa "
YCTONYNBOCTH

Copencreme nepeaaye
TEeXHONOrUM

PervoHanbHaa u
CTpaHOBaA NoAAEPKKa B
MeCTHOM NpPOU3BOACTBE U
nepepgavye TeXHONAOIMM

CneuuanunsnpoBaHHanA
TEeXHUYECKana Nnomollb,

ceAsaHHan ¢ PQ/EUL  Jyanaiissanie noteHumana u

TeXHU4YecKas NnomolLlb And
NOCTUXKEHUA KavecTBa,

YCTOMYMBOCTM U COOTBETCTBUA
TpeboBaHMam BO3/EUL

Pa3paboTka
peanusayms

cTpaTernun/nopo>KHom
KapTbl

EUL: Cnucok ucrnons3o8aHusA 8 ype3goiyaliHbix
«‘/7*’]2 , World Health  [lns nonyueHus 4oNoAHUTENbHOM MHbOpMaLmK: https://www.who.int/teams/regulation- cumyayuax

N Y0 izati MK: npedsapumensHasn Keaaugpukayus
D2 Urganization o e gualification/Ipa.



https://www.who.int/teams/regulation-prequalification/lpa
https://www.who.int/teams/regulation-prequalification/lpa

BupTtyanbHbih 0byyatownmn mapadoH
cGMP 2024 no npoun3BoacTBY
BaKUWH: MHCTUTYLMOHAIN3ALNA
COOTBETCTBUA U MOCTOAHHOE
COBEepLIEeHCTBOBaHME

Register

now!

y’@?@y World Health
8% Organization

September 10™
to
October 10" ,2024

13:00 to 15:30 CEST
Twice a week

2024 Virtual cGMP Training Marathon
for Vaccine Manufacturing:

Institutionalizing Compliance and Continued Improvement

The WHO Local Production and Assistance Unit (LPA), with financial support from the Bill &
Melinda Gates Foundation (BMGF), is organising the fifth Virtual cGMP Training Marathon
for Vaccine Manufacturing. This event, titled “Institutionalizing Compliance & Continued
Improvement,” aims to strengthen the capacities of vaccine manufacturers, particularly in
low- and middle-income countries, ensuring sustainable access to quality-assured vaccines.
This year's training will build on the success of previous years, focusing on new
technologies, regulatory updates, and best practices to help participants maintain ongoing
cGMP compliance and foster a mature quality culture in their manufacturing processes. The
marathon will be conducted virtually from September 10 to October 10, 2024, and will
feature interactive sessions designed to equip and enhance participants’ knowledge, skills
and compliance with intemational guidance and regulatory requirements in vaccine
manufacturing.

CLICK /T REGISTER NOW

| ! 1” ‘ >> | ¥ - > .
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COXPAHUTE OATY19-5
MexayHapoaHaa KoHbepeHLUUs
OpraHoB NO perysnpoBaHunto

0b0opoTa NeKapCcTBEHHbIX CpeacTB
(ICDRA)

OpraHusatop: LleHTpanbHaA opraHMsaumsa no
KOHTPOJ110 33 CTaHAAPTAMMU IEKAaPCTBEHHbIX CPeACTB
(CDSCO) npu leHepanbHOM AUpeEKTOpaTe cNy»Xb
3apaBooxpaHeHna, MMHUCTEpPCTBO
34paBOOXPaHEHMA U 61ArocoCToOAHNA CeEMbM,

MNpasutenbcrtso UHaUN
Aatbi: 14-18 okTAbpa 2024 .
MecTo nposeaeHusa: Awobxymu, UHAUUCKUN Wt e /‘
MeXAYHapPOAHbI BbICTaBOUYHbINA U KOHEpEeHL;- NN
LeHTp, Hoto-Aenun
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Pabouee Ha3BaHUe KOHPepeHUuUn:«YMmHoe U W55 e e __‘3
perynMposaHue: npeaocTaBieHne meguLuHCKON e Ty | S S ChTA
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Nnatdopma AnA OHAAUH-PerncTpaumm:
https://www.icdra2024.in

Mporpamma: paspabarbiBaerca BO3
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https://www.icdra2024.in/
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OPTAHM3ATOPbI GMP

TMAC
nHIM

Az GX) S GROUP

FEHEPA/IbHbIN NAPTHEP CTPATETMYECKU NAPTHEP

P
‘.igq)apMCTaHﬂapD TEAEOH PUXTEP
340poBbe — Halla MUCCUA

FEHEPA/IbHbIN FEHEPA/IbHBIN UHO®OPMALIMOHHO- CTPATEIMMYECKN
WHOOPMALMOHHbIN NAPTHEP AHATUTUYECKUI MNAPTHEP WHOOPMALIMOHHbIN NAPTHEP

GxP Gonpmangbisisrecsud ®APMMELPOM
HOBOCTM IBIECTTIHITAIIEE



