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HaUuWOHaNbHbIX PerynupyroLwmnx
opraHoB — ponb BO3
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3.8 ObecneunTb BCeoOLWMM OXBaT ycriyramMmv 3apaBooOXpaHeHns, B TOM
yucrne 3awunTy ot PUHAHCOBLIX PUCKOB, AOCTYN K KAYeCTBEHHbIM
OCHOBHbIM MeAUKO-CaHUTAPHbIM yCNyram u o0CcTyn K 6e30nacHbIM,
adhheKTUBHbLIM, KA4YEeCTBEHHbLIM U HEAOPOrMM OCHOBHbIM JIEKAPCTBEHHbLIM
cpencTtBaM U BakuUMHaM O BCeX

XOPOLLIEE 3/10POBbE
WU BJTATONONY4ME
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Pe3onounn BcemmnpHon accambneu 3gpaBooxpaHeHUs no
dhapmaueBTUYECKMM NpenapaTam

- WHA45.17,
- WHA47.17,
« WHAS52.19,
- WHAS54.11,
« WHAS9.24,
* WHA63.12 n
* WHAG65.19,

g’@ BceMupHan opraHu3auys
X8 3ppaBooxpaHeHus
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AcneKTbl He06X0AMMOCTUN NOBbIWEHUA:
KayecTBa, be3onacHocTy,
3pPEKTUBHOCTb N AOCTYNHOCTbMU
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POJiIb U AEATEJIbHOCTb BO3 B OBJIACTU PEINYJINMPOBAHUW
MEOMUUHCKOU NPOAYKLUUA

« Hopmbl 1 cTaHpapTbl

* YKpenrneHue noteHumana

-~
LWWECTBAECAT CEObMAA CECCUA

* n peKBan 4 Cb 7 Kauuﬂ " BCEMUPHOWU ACCAMBINEW 3APABOOXPAHEHUSA A67/32
MyHKT 15.6 npegBapuTenbHOM NOBECTKU OHSA 14 mapTa 2014 r.
 OrpaHU4YeHHOCTb NOTeHUMana v

nporpamMmmbl npekBanudukauum BO3.

YRpenneHne HOPM?ITIIBHOﬁ CHCTEMbI
« YcuneHue npekBanudunkaumm u nepenaya

- Hoxnan Cexperapnara
aTon pyHKUMU
° ¢apMaKOHan30p 1. VcronHHTEIBHBIH KOMHTET Ha cBoed CTo TpHIUATh YeTBePTOH CECCHH NIPHHAT K

« Co3aaHue ceTen n oomMeH nHpopmaumeu

\‘f‘/@ BceMupHas opraHusaups G
W3¢ 3npaBooxpaHeHus
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BO3: pa3padboTka HOpM 1 cTaHAAPTOB C KOMUTETaMM
JKCnepToB

« [upekTumBbl, pykoBoacTBa 1 pekomeHaaumn BO3 no obecneveHmto kayecTBa NEKapCTBEHHbIX
cpeactB (MQA), paspabotaHHble Ha ocHoBe npoueaypbl ECSPP, aensatwTca ouumarnsHou
pekoMmeHgauuen ansa rocygapcre-yneHos BOS.

|
@ or pa3paboTkn [0 NOCTMAaPKETUHIOBOIrO KOHTPOMS KavyecTBa

» PaspaboTtka

* [lponssoacteo

« KoHTponb kadecTtBa
 HopmaTtuneHble pekomeHaauum
* WHcnekuyusa

» PacnpepeneHue n cHabxeHune

'|‘ BceMupHan opraHu3aums
3/ 3APABOOXPAHEHNS
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https://www.who.int/teams/health-product-policy-and-standards/standards-and-specifications/norms-and-standards-for-pharmaceuticals/expert-committee-on-specifications-for-pharmaceutical-preparations

Momowib BO3 B yKkpenneHuu perynartopHoro norteHuuana HPO

BeHumapkuHr (FT1B)

CpaBHUTENbHbIU
P OueHKa 3¢pPeKTUBHOCTH

aHanu3 npobenos
FnobanbHaa cuctema

NponssognTenbHOCTb "
KomneteHunum

fA
A/

PekomeHnpaummn GXP

PyKoBoacTBo
Pykosoacteo no GRP
YMHOe peryamposaHue ConelicTBume PyrosopcTeo GRelP
OpraH, BHeceHHbIX B cnncok BO3
PblHKa KOHBepreHumu GRP un (WLA)
GRelP MNopgrotoBbTECH M OTPEarnpymTe Ha
@,V’ ’} ‘\@/ BceMMpHas opraHusaums rno6anbHble YC O3 (Hanpumep,
\5‘\ A 1.‘3// 3ADABOOXDAHEHHS! [oToBHOCTb K HYC COVID-19)
g
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mobGanbHbIN MHCTPYMEHT BO3 anAa cpaBHUTENbLHOrO
aHanu3sa (6-e usgaHve)

Ywlows mxoba 30 hovsaposny
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45 pykoBoactea BO3 no npoBeaeHUI0 perynsaTopHbIX MHCNEKUUN

Haanexauiaa nponssoacTeeHHasn npaktuka BO3 ang
dapmaueBTUYECKOr NpoayKLMn: OCHOBHbIE MPUHLMMbI,
MpunoxeHve 2, Cepnsa TexHmueckmx otuetos BO3, 986, 2014 .

Hagnexaulaa npowssoacTtBeHHasa npaktnka BO3: PykoBoACTBO

no sanvgaumny, Mpunoxenve 3, Cepmsa TEXHUUECKMX OTUETOB
BO3, 1019, 2019 .

YTo0 CNEAVET YUNTBIBATb MPW BKJAHOYEHWW NPEAENOB BO3/Ee1CTBUA

Ha 3g0poBbe (HBEL) npu Baavaaumm 0YMCTKM Npv OYUCTKE
Mpunoxenue 2, Cepusa TexHmuueckmx otyetos BO3, 1033, 2021 .
(HoBOE)

Hagnexallasa npov3BoACTBEHHAA NpPakTMKa: BOAa A4
dapmaLeBTMYECKOro ncnoib3oBaHuns Mpuaoxexve 3, Cepus
TexHn4yeckux otyetos BO3, 1033, 2021 . (nepeCMOTpeHHoe)

|_|DOVIBBO.£I.CTBO BOAbI AN UHBbEKLINK cNocobamMm, OTAUYHbIMUY OT

avctunnaunm MNpuaoxerune 3 , Cepusa TEXHNUYECKMX AOKIAA0B
BO3, 1025, 2020 r. (HoBoE€)

PyKkoBOACTBO MO CMCTEMAM OTOMAEHWUSA, BEHTUAALN U
KOHAVLUMOHWPOBAHWA BO3AyXa AN HECTEPU/IbHbIX
dapmaLieBTMYecKMx NpoAykToB [MpuaoxerHue 8 , Cepus
TexHuueckux otyetos BO3, 1010, 2018 .

PyKOBO/ACTBO MO CUCTEMAM OTOMJIEHNSA, BEHTUAALIMN U
KOHANLMOHNPOBAHNA BO3A4yXa A8 HECTEPUNBHOW
dapmaLeBTMYeCcKOn Nnpoaykunn. Yactb 2. VIHTepnpeTtaums
PykoBO/ICTBA MO cUCMeMam omonJieHus, 8eHMUISYUU U
KOHOUYUOHUPOBAHUs 8030yxa 019 HeCmepu/isHoU
dapmayesmuyeckot npodykyuu. Mpunoxexve 2 , Cepus
TexHnueckunx gokaagos BO3, 1019, 2019 .

EBponenckumn pernox

TpeboBaHuWsA K c1CTeMe MeHEAXMEHTa KaYecTBa AN
HaLMOHaAbHbIX MHcnekuUnn MpuaoxeHune 5, Cepus
TexHuuyeckmx goknazos BO3, 1025, 2020 r.
(NnepecMoOTpeHHas Bepcus)

[lpeaBapuTeNbHbie PpeKOMEHAALMN N0 NPOBEPKE
dbapmaLleBTMYeCcKkMX Npoussoantenen MpuaoxeHue 2 ,
Cepusa TexHnueckmx otuetos BO3, 823, 1992 r. 1207

PykoBOACTBO MO Haanexallen NpOn3BOACTBEHHOWN
npakTunke: otyeT 06 nHcnekumax, Mpuaoxenve 4,
Cepua TexHnueckmx otyetos BO3, 996, 2016 T.

PyKOBOACTBO MO MHCOEKLMAM Oepes yTBEPXAEHNEM
I'fgmnoerme 7, Cepua TexHmnueckmx otyetos BO3, 902,
2002 r

PyKOBOACTBO MO NepesoBON NPAKTUKe KABUHETHOW
oLLeHKM cobatoaeHums Haznexalllen NPOn3BOACTBEHHON
NPaKTWKW, Hajiexallen na6ooaTooHom NPaKTUKN U
HaAnexalen KNAMHUYECKOU NPaKTUKA ANA NPUHATUA
peLleHV NO PEeryanpoBaHno MeANLMHCKOW NPOAYKLINM
"punoxeHvie 9, Cepusa TexHnuecknx goknazos BO3,
1010, 2018 .

NHCTPYMEHT OLLEHKMW, OCHOBAHHbIN Ha TUMNOBOW CUCTEME
obecreyeHns KayecTBa AJid 3aKyMnoOYHbIX areHTCTB:
namMaTHad 3anucka Aaa nposepku, [NpunoxerHve 4 ,
Cepusa TexHnyeckmx otyetos BO3 986, 2014 .



https://www.who.int/publications/m/item/trs986-annex2
https://www.who.int/publications/m/item/trs986-annex2
https://www.who.int/publications/m/item/trs1019-annex3
https://www.who.int/publications/m/item/trs1019-annex3
https://www.who.int/publications/m/item/annex-2-trs-1033
https://www.who.int/publications/m/item/annex-2-trs-1033
https://www.who.int/publications/m/item/annex-2-trs-1033
https://www.who.int/publications/m/item/annex-3-trs-1033
https://www.who.int/publications/m/item/annex-3-trs-1033
https://www.who.int/publications/m/item/trs-1025-annex-3-water-for-injection
https://www.who.int/publications/m/item/trs-1025-annex-3-water-for-injection
https://www.who.int/docs/default-source/medicines/norms-and-standards/guidelines/production/trs1010-annex8-who-gmp-heating-ventilation-airconditioning.pdf?sfvrsn=c77698e2_0
https://www.who.int/docs/default-source/medicines/norms-and-standards/guidelines/production/trs1010-annex8-who-gmp-heating-ventilation-airconditioning.pdf?sfvrsn=c77698e2_0
https://www.who.int/docs/default-source/medicines/norms-and-standards/guidelines/production/trs1010-annex8-who-gmp-heating-ventilation-airconditioning.pdf?sfvrsn=c77698e2_0
https://www.who.int/publications/m/item/trs1019-annex2
https://www.who.int/publications/m/item/trs1019-annex2
https://www.who.int/publications/m/item/trs1019-annex2
https://www.who.int/publications/m/item/trs1019-annex2
https://www.who.int/publications/m/item/trs1019-annex2
https://www.who.int/publications/m/item/trs1019-annex2
https://www.who.int/publications/m/item/trs-1025-annex-5-qms-national-inspectorates
https://www.who.int/publications/m/item/trs-1025-annex-5-qms-national-inspectorates
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/current-projects/trs823-annex2-inspectionpharmaceuticalmanufacturers.pdf?sfvrsn=5d1d785b_2&download=true
https://cdn.who.int/media/docs/default-source/medicines/norms-and-standards/current-projects/trs823-annex2-inspectionpharmaceuticalmanufacturers.pdf?sfvrsn=5d1d785b_2&download=true
https://www.who.int/publications/m/item/guidance-on-good-manufacturing-practices-inspection-report
https://www.who.int/publications/m/item/guidance-on-good-manufacturing-practices-inspection-report
https://www.who.int/publications/m/item/trs902-annex7
https://www.who.int/publications/m/item/trs902-annex7
https://www.who.int/publications/m/item/trs1010-annex9
https://www.who.int/publications/m/item/trs1010-annex9
https://www.who.int/publications/m/item/trs1010-annex9
https://www.who.int/publications/m/item/trs1010-annex9
https://www.who.int/publications/m/item/trs1010-annex9
https://www.who.int/publications/m/item/trs1010-annex9
https://www.who.int/publications/m/item/annex4-trs986-eng
https://www.who.int/publications/m/item/annex4-trs986-eng
https://www.who.int/publications/m/item/annex4-trs986-eng

BO3 TRS 1044, 2022 r.

Annex 1

Guidelines and guidance texts adopted by the Expert Committee on Specifications
for Pharmaceutical Preparations

Annex 2
WHO good manufacturing practices for sterile pharmaceutical products

Annex 3

IAEA/WHO guideline on good manufacturing practices for investigational
radiopharmaceutical products

Annex 4
WHO guidelines on technology transfer in pharmaceutical manufacturing

Annex 5
WHO good manufacturing practices for medicinal gases

Annex 6
WHO good practices for research and development facilities of pharmaceutical products

Annex 7
WHO good manufacturing practices for investigational products

Annex 8
Points to consider for setting the remaining shelf-life of medical products upon delivery

Annex 9
WHO/UNFPA guidance on natural rubber latex male condom stability studies

Annex 10
WHO/UNFPA technical specification for TCu380A intrauterine device

Annex 11

WHO Biowaiver List: proposal to waive in vivo bioequivalence requirements for
WHO Model List of Essential Medicines immediate-release, solid oral dosage forms
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[ToMmoLlb NO NOBbLILWLEHUIO KaYecTBa U YCTOIZHMBOCTM MEeCTHOrIo npomndBoacrtBa

B pamkax pesonouun WHA74.6:

BceMMpHBIH GopyM [106a/IbHbIE Pecypchl 10
MECTHOT'O MeCTHOMY MPOU3BOJCTBY U
?Vlilcl)_gi];oacma nobanbHanA nepejauye TeXHOJIOTHH
KOOpAUHaLUA U
NapTHEpPCTBO
JKOCHUCTEMHbBIE )
OIleHKH KauyecTBa U CO,Z[GI/ICTBI/I? nepejaye
YCTOMYMBOCTH TexHo0rNN
Texnomolyb B CneuunanusmnposaH
MECTHOM HafA TeXNOMOLLb, HapamuBaHuve noTeHiasaa
peansanus nepepaue PQ/EUL NOCTHXKEHHUS] KauecTBa,
CTpaTeruu/J10opoXXKHOH TeXHONOIMii YCTOMYMBOCTH U
KapTbl COOTBETCTBUS TPEOOBAHUAM
: BO3/EUL
\*f@ BcemupHas opraHusauus /
X3 3apaBoOXpaHEHUs =='= Gl@

EBponenckumn pernox
[ns nonyyeHuns nononHUTeNbHOM MHGopmaumm: https://www.who.int/teams/regulation-prequalification/Ipa .



https://apps.who.int/gb/ebwha/pdf_files/WHA74/A74_R6-ru.pdf
https://www.who.int/teams/regulation-prequalification/lpa

WORLD LOCAL PRODUCTION FORUM

BT T W MY 7

2-n BceMmupHbIM oopyM NO MECTHOMY NPOU3BOACTBY:.

PacwmpeHune gocrtyna K JIC n gpyrum TeXxHONornsm
3paBOOXPaHEeHUS

[@aara, HuoepnaHabl (KoponeBcTBO).
6—8 Hos1I6ps 2023 T.

7 ! \) Beemmprast opranmsaua

X3 3apaBoOXpaHEHUs
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EBponenckun pervox [Ons nonyyeHus AonoHUTeNbHON UHdopMaumu: https://www.who.int/initiatives/world-local-production-forum
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https://www.who.int/initiatives/world-local-production-forum
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Email: nra admin@who.int
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