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149-a ceccusn EB149/10
MyHKT 7.1 npeaBapmUTeNnbHOM NOBECTKU AHA 20 masa 2021 r.

JlokJ1a]1 0 COBEIIAHUAX KOMUTETOB IKCIIEPTOB U
HCCJIEN0BATEIbLCKUAX TPYIIILL

Joxiaan I'enepajibHOIO AUpPEKTOPA

JIEKAPCTBEHHASA 3ABUCUMOCTD

Jlokaax 0 paGore COPOK TpeThero copeuanust KoMmurera 3KCnepToB 1o JeKapCcTBEHHOI
3aBHCHMOCTH, COBEeIlaHHEe B BUPTYaJbHOM (opmare?, 12-16 oxradps 2020 r.3

1. B cooTBercTBUM C MEXAYHapOAHBIMH KOHBEHLUSIMH O KOHTPOJIE 3a HApKOTUKaMH
BO3 ynonHoMoueHa MpOBOAWTH OLIEHKY HAYYHBIX JAaHHBIX, KACAIOIIMUXCS 3aBUCHUMOCTH OT
NICUXOAKTUBHBIX BEILIECTB, 3JOYNOTPEOJEHUS UMHU U UX Bpelda JJiS 3/70pPOBbs, a TAKKE HUX
TEpaneBTUUECKOTO HCIOIb30BaHUS, U (POPMYJIUPOBaTh PEKOMEHJALMU O TOM, CIEIyeT JIH
YCTaHABIMBAaTh MEXJIyHAPOJAHbI KOHTPOJIb HAJ TEMHU WIM HHBIMH ICUXOAKTHBHBIMU
BEUIECTBAMHM. OJTU PpPEKOMEHJAMM NpEICTaBIsIIOTCS uepe3 Komwurer sKcneproB 1o
JIEKaPCTBEHHOM 3aBHCHUMOCTH M SIBJISIOTCSI PE3YJIbTaTOM BBINOJHEHUS CTPOIMX, OCHOBAaHHBIX
Ha (pakTHUYECKOM MaTepHase Mpoueayp.

OcHoBHbIE PE€KOMEHIAINH

2.  Komurer mnpoBen cBoe cOpok TpeThe coBemianue 12-16 oktsabps 2020 r. aus
paccMOTpEHHsI BOIpPOCa O TOM, HAHOCAT JHU 11 HOBBIX TICHMXOAKTHUBHBIX BEIIECTB CTOJb
3HAYUTEIbHBIH ylIepO 00IEeCTBEHHOMY 3/I0POBbIO, UTO 3TO MOTIJIO ObI TOCTY>KUTh OCHOBAHHUEM
JUTsL yCTAHOBJIEHUS HaJl HUMU MEXKyHApPOIHOTO KOHTPOJIS.

3. Komurer PCKOMCHIOBAJI BBCCTU MC)K,Z[yH&pOI[HBIﬁ KOHTpPOJIb B OTHOLICHUHU BOCHMU
HOBBIX IICUXOAKTHBHBIX BCIICCTB. K stum BE€ECTBaAaM OTHOCUTCA M30TOHUTA30J — CHITBHBIN
CHUHTETUYECKHUIM (02884(0) 501 8 KOTOpBIfI HCOABHO IMMOABUJIICA HA PBIHKC 3alIPCHICHHBIX HAPKOTHUKOB U
CBsA3aH C MHOT'OYHMCIICHHBIMH ClIydassMUd CMEPTH OT TMTCPEAOZUPOBKU OIMOHJIHBIMU
npenapaTramMu. KoMmuTter Taxxke PECKOMCHAOBAJI IMOCTABUTH MO MG)K,Z[YHapOI[HHﬁ KOHTPOJIb B

1 B coorserctBim ¢ TTONOKEHMIME O CIIHCKAX 9KCIIEPTOB-KOHCYJIBTAaHTOB U KOMUTETOB HKCIEPTOB I eHepanbHbIi
JUPEKTOp IPEACTABISICT HA paccMOTpeHHe MCIOMHUTEIBHOrO KOMUTETa JOKIAJ O COBEIIAHUSAX KOMHTETOB JKCIEPTOB,
coJeprKalluil 3aMe4aHusl O 3HAYECHUHU JOKJIAJ0B U PEKOMEHAAMH KOMUTETOB SKCIIEPTOB UL IIOCIEAYIOIIECH AeATEIbHOCTH.

2 TIpoBeseHHe KOOPAMHUPOBAIOCH 3 mTab-kBapTupsl BO3 B Kenese.

3 Cepus TexHu4yecknx goknanoB BO3, Ne 1034 (B neuarn).
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KAauecTBE TICHXOTPOMHBIX BEHIECTB TPU CHUHTCTHUUYECKUX OCH30JMA3CIMMHOBHIX Iperapara:
KJIOHa30J1aM, (IyOpoMasoJiaM U JUKIJIa3ernam. DTH TP BEIIeCTBA U3 IPYIIIbI OCH30/1Ma3eTUHOB
WHOTJIa PeaTN3yIOTCs KaK (hanbCHPUIMPOBAHHBIC OCH30/1Ma3CTIMHBI U CYMTAIOTCS BEIIECTBAMH,
BBI3BIBAIONIMMH JICTAILHBIA HCXOJ; B psAIC CIy4acB OHHM TAKKE HCIOIb30BAIUCH MPU
COBEPIICHUH C MTOMOIIBI0 HAPKOTUKOB HACHILCTBEHHBIX JCHCTBHI CEKCyalIbHOTO XapakTepa.
VY 3TUX BEIECTB HE UMEETCs KAaKUX-TTHOO0 MPU3HAHHBIX TEPANIEBTUYCCKUX BHJIOB IPHMEHCHHS.

4.  Komurer nanee peKOMEHI0BaI MOCTABUTh TPU HOBBIX MCUXOAKTHUBHBIX BEIIECTBA MOJ
Hagzop BO3, 4uro6bl ynpocTuTh MpoLeaypy MOCTOSHHOTO MOHMTOPUHIA M MPEACTaBICHUS
CTpaHaMH JIAHHBIX O BPEJIE OT UX UCIOJIb30BAHUS.

5. Pexomenmanmu Komurera Obumu HampaBieHbl ['eHepanbHbiM gupektopoM BO3
I'enepanbaOMy cekperapro Opranuzanuu OO0benuHeHHBIX Hanmii ' paccMOTpeHbl Ha 64-i
ceccunn Komuccnn Opranuzanuun O0benuHeHHBbIX Hamwii mo HapKOTHYECKHM CpeACTBaM B
anpene 2021 r. Komuccus mporosiocoBasa 3a NPUHATHE BCEX  PEKOMEHJALUM,
chopmynupoBannbix BO3.

3HauyeHue 1JIsl MOJHUTHKH B 00J1aCTH 001ECTBEHHOT0 3IPAaBO0XPAHEHHS

6. PeKOMeHI[aI_II/II/I KomureTa OKCIICPTOB HAIIPABJICHbBI Ha obecneueHue AOCTYITHOCTHU
IICUXOAKTUBHBIX BCIICCTB I MCIAUIMHCKUX W HAYYHBIX ueneﬁ H B TO XC BpEMA Ha
ONpeaAoOTBpAIICHUEC HX YTCUKH U IIPUYUHCHHA BpEaa 340POBBIO. BriHecenne Komurerom
OKCIICPTOB peKOMeHI[aHI/IfI O IOCTAaHOBKEC IICMXOAKTHBHBIX BCHICCTB II0[] MC)KILYHapOJIHI)II\/II
KOHTPOJIb HUJIN 00 U3MCHEHHUH YPOBHSA HUX KOHTPOJISI O3HAYACT, YTO CTpaHaM CJIICAYCET BBCCTU
OrpaHM4€HUs Ha BBO3, BEIBO3 U XPAHCHUEC 3TUX KOHTPOJIIMPYCMBIX BCHICCTB.

7.  Takue HOBbIE TICUXOAKTHUBHBIC BEIIECTBA, KAK CHHTETHUYECKHUE HAPKOTHKHU, HAMEUCHHBIE
Ut paccMoTpenust KoMuteToM, He UMEIOT TEPANIEBTUYECKOTO IMPUMEHEHHS U CTIOCOOCTBOBATHN
CMepTH OOINBIIOr0 4YHCIAa JOJEH OT MepeAO3HpPOBKU HapsAy C MNPUYUHEHHEM HWHOTO
3HAYUTENIBHOTO Bpe/a 00IIeCTBEHHOMY 370poBbio. CornacHo pekomeHaauusM Komurera atu
BellecTBa OyIyT TOCTaBICHBI MOJ MEXAYHAPOAHBIA KOHTPOIb [UJIsl OTpPaHHYEHUS HX
yInoTpeOIeHusl, a TOCyJapCTBa-WiICHbl YCTAHOBAT HAIMOHAIBHBIM KOHTPOJb HaJ STUMHU
BEIIECTBAMHU ISl IPEAOTBPAILIEHUS] MX HEHAANEKAIIETO MCIIONb30BAHUS U 3II0YIIOTpEOIeHNUs
MU U JJIS1 OXpaHbl 0OIIECTBEHHOTO 37]0POBbS.

3Hauyenne s nporpamm Opranusanuu

8.  HoBele cuHTeTHYeCKHEe OEH30/Ma3epIHHBI, HAPUMEP T€, KOTOPhIE PacCMATPUBAINCH
KoMuTeToM, HE3aKOHHO pealM3yIOTCS MO/ BHIOM MEIUKAMEHTOB M MOTYT IPUBOIUTH K
(daranpabM TIOCHEnCTBUIM. JlestenbHOocTh BO3 B 910l 0Omactu, BKimrovas [nmobanbHyro
cuctemy BO3 mo Ham30py ¥ MOHUTOPUHTY HEKOHAUIMOHHOW W (alibcU(UIIMPOBAHHON
MEIUIIMHCKOW TMPOAYKIIMH, JODKHA CIIOCOOCTBOBATh BBISBIICHUIO TIOJJOOHBIX OITACHBIX
BEIIECTB U KOHTPA(PaKTHBIX MEIUKAMEHTOB.

9.  UroObl oOecneunTh HAIWYHE JKA3HEHHO BAKHBIX IMPEMApaToB, B3ATHIX O]
Me)i(ILYHapOI[HBIfI KOHTPOJIb, HAITPUMCP OIMUOU OB, AJId UX 3aKOHHOT'O IPUMCHCHUA B ClIydadx,
korga oHu HeoOxoammbl, Cekperapuar Komurera TecHO coTpyaHuyaetr ¢ KomureTom
OKCIICPTOB 110 OT60py " UCITOJIB30BAaHUIO OCHOBHBIX JICKAPCTBCHHBIX CPCACTB, OTBCTCTBCHHBIM
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3a BeaeHue IIpuMepHOro rmepedHss OCHOBHBIX JIEKapCTBEHHBIX cpeacts BO3. Dto
COTPYIHUYECTBO obOecrieunBaeT 0OMeH WH(GOPMAIUK O HaJUIeKAIIUX CIIOcO0aX MPUMEHEHHS
KOHTPOJIMPYEMbIX MEIUKAMEHTOB B PA3IMYHBIX YCJIOBHSX, BKIIIOYas KyMHUpoBaHHE OOJIM U
NaUIMATUBHYIO TOMOIII.

10. Kpome Ttoro, Cekperapmar Komurera TECHO B3aUMOJICHCTBYET C pPa3IMYHBIMH
TEXHUYECKUMHU mnofpasnenenusmu Cekperapuata B IeNAX MOMYJSpU3ALUKU  TOJUTHKU
BCeoOIero oxBaTa YCIyraMu 31paBOOXPAHCHUS U TPHUBJICYCHUS OCHOBHOTO BHHMAHHS K
OXpaHe 3/I0pOBbs B paMKax MPUHATHS Mep O PEIICHUI0 MUPOBOM MPoOIeMbl HAPKOTUKOB.

11. Pexomenmanuu Komurera uMeEIOT OOJBIIOE 3HAYCHUE IS PA3BUTHS MAPTHEPCKHUX
B3aMMOOTHOIICHUH B paMKaX PerMOHAJIbHBIX U cTpaHOBbIX 0r0po BO3. Croa MOXKHO OTHECTH
MOBBILIEHHE YPOBHS HH(OPMUPOBAHHOCTH O PUCKaX yNOTPeOIEHUsI ICUXOAKTUBHBIX BEILIECTB
JUIsl OOLIECTBEHHOTO 3JPAaBOOXPAHEHUSI M COICHCTBHE HCIIOJIb30BAHHIO PEKOMEHIALUH ISt
pacuIMpeHus: JOCTyNa K KOHTPOJIHPYEMBbIM MEIUKaMEHTaM U MX 0€30MacHOro MpPUMEHEHUS,
a TaKke Ha CTPAHOBOM YpPOBHE — ISl NPO(UIAKTUKU U JICUYCHUS PACCTPONCTB, BBHI3ZBAHHBIX
yHnoTpeOIeHueM HapKOTHKOB.

CIIEHUO®UKAINU IJSA PAPMAINEBTHYECKUX IIPEITAPATOB

Iarbaecat naATbiii  gokiaang  Komurera »JKcneproB no coenupuKanusaM s
dapManeBTHYECKHX NPENApPaToB, COBENIaHHe B BUPTYaIbLHOM (opmarel
12-19 oxTsi6ps 2020 r.2

12. Komuter »sKcnepToB Mo crequpukanusaM i (apManeBTHUECKUX MPernaparoB
KOHCYJbTUpPYET ['eHepalibHOTO AUPEKTOpa MO BOIpocaM oOecredeHHsl KauecTBa JIEKapCTB U
o0ecrieyrMBaeT HHCTPYMEHTBI DErYJIMpPOBAaHUS I MEIUIMHCKOM mnpoaykuuu. Ero
peKOMEHIalNK pa3padaThIBAIOTCS MyTeM (GOPMUPOBAHUS HMIMPOKOTO KOHCEHCYCa Ha OCHOBE
00IIeMUPOBBIX OOIIECTBEHHBIX KOHCYJIBTAIMI B COOTBETCTBUU C YCTAaHOBJIEHHOM Mpo1ie1ypoi
Y 0XBAaTbIBAIOT BCE 00JIaCTU 00eCIeYeHNs KaueCcTBA JIEKAPCTBEHHBIX CPEJCTB HA MPOTIKEHUN
UX )KM3HEHHOTO IMKJIA U BCE ATAIIbI LIEMH NOCTaBOK — OT Pa3pabOTKH 10 pacupeaeeHHs Cpean
MAIMEHTOB.

OcHOBHBIE peKOMEH/ 1Al

13. Komwurer mpuusin 10 pykoBomsmmx ykasanuid W 17 ¢papMakomelHBIX TEKCTOB IS
BKIIIOYEHUST B MeXIyHapoJaHyl0 (apmakonero U MOATBEPAMI BBIMYCK JBYX HOBBIX
MEXIYHAPOAHBIX JTAJIOHHBIX XHMHMYECKHX BEIIECTB, YCTAHOBJIEHHBIX OTBETCTBEHHBIM
LIEHTPOM.

1 [IpoBenenne koopauHNUPOBAIOCh U3 mTad-kBapTUPEl BO3 B XKenese.

2 Cepus Texandeckux goknagos BO3, Ne 1033, 2021 r.
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14. bbuii OpUHATHI CAEAYIOLINE PYKOBOAAIIUE YKa3aHUS U TEKCTHI.

(@) AcmekThl Ul PAacCMOTPEHUS] MPU BKIOYCHHH CAHHTAPHO-THTHEHHYECKHX
HopMatuoB (CI'H) B nponienypy BanuIanuu OUYUMCTKH.

(b) Hammexamass — mpakTHKa ~ OpraHM3alMd  HPOW3BOJACTBA  BOABI  JUIS
(bapMareBTHYECKUX HYXI.

(c) PykoBOACTBO IO BOMPOCY O TIOCTOBEPHOCTH JAHHBIX.

(d) Pexomenmarmuu ~ BcemupHo#t  opranusanuu  3apaBooxpaHeHus/  Dowpaa
Opranmzanun OO0bequHEHHBIX Haruii B 00JlacTM HapOJIOHACENICHUS B OTHOIICHHUU
TeMIIepaTyp XpaHCHHS U TIEPEBO3KHU MPE3EPBATHBOB.

(e) PyxkoBoactBo BecemupHoii opranusaiuu 3apaBooxpanenus/ ®onmga OpraHusainuu
OO0benuHeHHbix Haumii B 001acTM HapoJOHACENEHUS IO HCIHBITAHUAM MY>KCKHX
JIATEKCHBIX MPE3EpPBAaTUBOB.

(f)  PyxoBoactBo BecemupHoii opranusanuu 3apaBooxpanenus/ @onga Opranuzanuu
OO6benuHeHHbIX Hanuii B 005acTi HApOIOHACENICHUSI B OTHOLICHHHU IMOCIIEIIPOIAXKHOTO
KOHTPOJIS IIPE3ePBATHUBOB.

(9) PyxoBoactBo BO3 mo OHOIKBHUBAICHTHOCTH: MpEJIOKEHHE 00 OTKase OT
TpeOoBaHUN OMO3KBUBAJIEHTHOCTH 1N VIVO B OTHOLIEHMM BKJIIOYEHHBIX B [IpuMepHbIit
NepeyeHb OCHOBHBIX JIEKapCTBEHHBIX cpelcTB BO3 HeMeaneHHO BBICBOOOXKIAEMbIX
TBEPABIX JIEKAPCTB JUIsl IEPOPATBHOIO TPUMEHEHUS.

() PykoBoactBo o BHempeHuu cuctemMbl BO3 s cepTUdHKAMU  KauecTBa
(apmalneBTUUECKUX U3AEIUN, HAXOIALIUXCS B MEXTYHAaPOJHOM TOProBOM 000pOTe.

(i) PykoBoACTBO MO HaIekKalled MpakTHKe JOBepHs B chepe peryaupoBaHUs
MEIUIIMHCKONW MPOIYKIMH: PUHIUIBI U COOOPaKEHUS BHICOKOTO YPOBHSI.

(3) PyxoBoicTBO MmO HaamekKalmled NPAKTHKE PEryJIUPOBaHHS  MEAUIMHCKOI
MIPOYKITHH.

15. beula maHa pekoMeHAAus O TOM, 4TOObl BHEITHUIT MexaHW3M OLIEHKH TapaHTHH
KadecTBa TPOJIOJDKAT COACHCTBHE YKPEIUICHHIO TOTEHIHaIa JIa0OpaToOpuil MO KOHTPOIIIO
KauecTBa U obecrieunsi ObicTpoe mpuMeHeHHe CeKkpeTrapraToM MEepPeCMOTPEHHOTO MOpsIKa
ceprudukanmu BO3 kauecTBa papManieBTHICCKUX W3ACTNUNA, HAXOISIIUXCS B MEXKYHAPOTHOM
TOPrOBOM 00OpOTE, IIPH AKTUBHOM yUACTHH TOCYAApCTB-UICHOB.

16. Komurter moaroTOBWS psJ  pEeKOMEHIANMKA O HOpPMax W CTaHAapTax s
(bapMareBTUYECKUX CPEJCTB, KOTOPBIE JOJKHBI OBITh MPEACTABICHBI HA MATHAECAT IIECTOM
copemanul KomuTeTa SKCIepTOB B OTHOUIEHWU: COTPYJHMYECTBA C MapTHEpaMH U
MEXIyHapOAHBIMU OpraHU3alUsIMU; TEKYIIUX BUAOB JEATEIbHOCTH, HAIPUMEP OpPraHU3aLuN
MEXIYyHApOAHOTO COBEIIaHus (apMakorne wMupa © pa3paboTKu crenuduKanuii Ha
MEIMKaMEHTBl Ul BKIIOYeHHS B MexayHapoaHyto ¢apmaxomneio; PykoBoncta BO3
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1o OMO3KBUBAJICHTHOCTH; HaJJIeXalleid MpPaKTUKU OpraHu3alMd  I[POU3BOJCTBA  JUIS
UCCJIEYEMbIX JICKAPCTBEHHBIX CPEJICTB; W MEPONPHUSATUN [0 aKTUBU3AIMU MPUMEHEHUS
perJaMeHTUPYIOIIUX TOKYMEHTOB.

3HaueHne JJIdA ITIOJIUTHKH B o0sacTu OﬁlIIGCTBeHHOFO 3APaBOOXpaHECHUSA

17. B To Bpemst Korja AOCTYIl K OCHOBHBIM JIEKAPCTBEHHBIM CPECTBAM SIBJISIETCSI OJJTHUM U3
HauOoJsiee NPUOPUTETHBIX BolpocoB [loBecTkn OHSA B 0OJIACTH YCTOHYMBOIO pa3BUTHS,
nestenbHOCTh Komutera B cdepe pa3pabOTKM CTaHIAPTOB CTAHOBUTCS YHUKAIBHBIM U
KU3HEHHO BaXKHBIM BKJIAZIOM B oOecrieyeHue OoJiee CIPaBEUIMBOTO JOCTyNa K KpaiiHe
HE0OXO0JUMBIM JIEKapCTBAM FapaHTUPOBAHHOI'O KaueCTBa.

18. CocraBnenHoe KoMuTETOM TEXHHMUYECKOE PYKOBOJCTBO IO OOECHEUEHHIO KadecTBa
JIEKapCTBEHHBIX CPEJCTB MPU3BAHO CTATh IOJCIIOPHEM B HOPMOTBOPUECKON ACSITENIbHOCTH AJIst
BCEX TOCYJapCTB-WICHOB, a TaKXke opraHuzauuii cucrembl Opranuzauun OObeAMHEHHBIX
Hanwmii u qpyrux KpymHbIX MEKIYHAPOIHBIX OpPraHOB. 3HAYUTEIbHAS YacTh paboTel KomureTa
HalpaBJIeHa Ha CO/AEHUCTBUE COMMKEHUIO PYKOBOJSLIMX MOJIOKEHHUH B 00acTu obecredeHus
Ka4yecTBa U PEryJMpPOBaHUs, HAa JOCTH)KEHHE IOJIE3HOTO CHHEPTHYEcKOro 3¢ (dexra Mexmy
COOTBETCTBYIOIIMMHM KOMIIETEHTHBIMU OpraHaMud M ¢apMakonesMd M BHYTPH HHUX, Ha
COKpaleHue 1yO0nMpoBaHus YCHIIMH U, COOTBETCTBEHHO, 00bEMa PacXOI0B.

19. KowmuTer naeT HOpPMAaTHBHBIE PEKOMEHIAIMW, HMMEIOIIME Ba)KHOE 3HAYEHHE JUIs
MHOTOMCTOYHUKOBBIX JICKQPCTBEHHBIX MPENapaToB, MpeIHa3HAYEHHBIX ISl HCIIOJB30BAHMS BO
BCEM MHpE — B CTPaHaX C JKapKUM M BIQKHBIM KJIMMATOM, B MaJIbIX MJIM OOJBIIUX CTpaHax, a
TaK)Ke B YCJIOBMSIX OOJIbIIEN MIM MEHbLIEH oOecrieueHHOCTH pecypcamu. Llenb 3Toit paboTsl —
3alIUTUTh TALMEHTOB M YIPOCTHTh IS HUX JOCTYHN K KaueCTBEHHBIM JIEKapCTBEHHBIM
CpeACTBaM B OTBET Ha HOBYIO TJIOOQIBHYIO TMpOrpaMMmy, oTpakeHHYr0 B IloBecTke mHS B
oOmactu ycroiuuBoro passutus Ha nepuoj A0 2030 r., OJHUM M3 NPUOPUTETOB KOTOPOM
SBIISIETCS  BCEOOIIMH OXBAT yCIyramMH 3ApaBooxXpaHeHus. OToT KoMHTET aKTHBHO
CHOCOOCTBYeT 00ecreueHII0 BCeoOIIero JOCTya K KaYeCTBEHHBIM OCHOBHBIM METUKaMEHTaM
¥ MEUIIMHCKOH MPOIYKIINH.

IMocaeacTeus piast nporpamm Opranusanuu

20. Xots mnepBoe comemanne Kommrera coctosmiock B 1947 T., ero pekoMeHIAIUU
COXPAHSIIOT CBOK aKTyaJIbHOCTh Ul BCeX noapasneneHuii BO3, ubs 1eATenbHOCTh CBA3aHa €
MeJAMKaMEHTaMH — OT CTPAHOBBIX M PETHOHAJIBHBIX OIOPO 10 APYTUX IKCHEPTHHIX KOMUTETOB
u naptHepcTB. [lockonbky pemenus Komurera BINAIOT HAa Ka4€CTBO IIMPOKO NMPUMEHIEMBIX
JIEKApCTBEHHBIX MPEMAPATOB, OH JIEUCTBYET B MHTEPECAX HE TOJIBKO rocynapcTe-unaeHoB BO3,
HO W MHOTOYHMCIIEHHBIX IporpamMM, KOTOpble peanu3yrorcs B pamkax BO3 u apyrux
MEXIyHApOJAHBIX OpraHu3aIuil.

21. JlestenpHocTh Komurera wumeer Oonbloe 3HA4YeHUWE Mis mojpasfeneHuit BO3,
3aHUMAIOIIUXCS TpeKBaTU(UKAIIMEH JIEKQpCTBEHHBIX CPEJICTB W YKPEIUICHHEM CHCTEM
pEerylUpoBaHMsl, a TaKXke JUIsl MPOrpaMM IO KOHKPETHBIM Oolie3HsM. B cBoo ouepens,
OTBeTHas MH(OpMalLMs MPAKTUYECKOTO XapaKTepa, HapuMep O HACYIIHBIX MOTPEOHOCTAX B
HOBBIX WJM OOHOBJCHHBIX HOPMATHBHBIX JOKYMEHTaX, mocTymaer B Komurer
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HEMOCPEACTBEHHO OT TeX, KTO MPUMEHSET Ha MPAKTUKE BCEOOBEMITIOIIHIA CBOJT HOPM, KOTOPBIi
Ha CEroNHSAIIHMA JeHb BKIodaer Oosiee 130 pykoBoactB, 600 cnenmudukanuii u
250 MexayHapOIHBIX 3TAJOHHBIX XHMHUYECKUX BEIIIECTB.

22. PaGora Komurera HalerneHa Ha HPUHATHE MEXAYHApOIHBIX HOPM M CTaHAApTOB
o0ecrieyeHns: KayecTBa JIGKAPCTBEHHBIX CPEJICTB M HOPMATHBHBIX MHCTPYMEHTOB, KOTOPBIC
pa3pabaTrbIBatoTCsS B Ipoliecce HIMPOKHUX INI0OANbHBIX KOHCYJbTaluui. OHU NPUMEHSIOTCS B
MHUPOBOM MaciuTade, CiocoOCTBYIOT 00eCIIeUeHHIO MallMeHTOB KaYeCTBEHHBIMU JIEKApCTBAMU
U aKTyaJIbHBI JUIs BCeX nonpasaeneHuil BO3, 4bs 1eATenbHOCTD CBA3aHA ¢ MEIUKAMEHTAMHU.

OLIEHKA HEKOTOPBLIX 3ATPSI3HSIONIMX TIPUMECEIl B TIMIIEBBIX
MPOJIYKTAX

JeBsinocThiii Aokiaag CoBmecTHOro komurera 3kcneproB ®AO/BO3 no numeBbIM
100aBKaM, coBellaHne B BUPTyaibLHoM opmarel, 26 okradps — 6 Hosops 2020 r.2.3

23. B mokimaze copeprkarcs orieHkr KomureTa 3KkcrepToB 1o 18 BemecTBaM, KOTOPBIE MOTYT
IPOSBIATBCA B BUJAE NPEALIECTBYIONIMX Kapro-MoJyieKyls, U mo tpuxorenuHam T-2 u HT-2,
Boznoxxennas Ha Komurer 3amaya 3axiitouanach B BbIpAOOTKE MPHUHIMIIOB, PETYJIUPYIOMIUX
OLIEHKY  JONYCTUMOCTM  MNpEALIECTBYIOIIMX  Kapro-MojeKyJl  HpU  NPOBEACHHUU
TOKCHUKOJIOTMYECKHUX OLIEHOK M aHaJIn3a JUETOJIOTUYECKUX JAHHBIX B CBSI3U C 3arpsA3HSIOLIIMMHU
IIPUMECSIMH B MUIIEBBIX MPOIYKTaX.

OcHoBHbBIE PEKOMEHAAUU

24. KowmuTeT mpuien K BbIBOLY, YTO 16 u3 18 pacCMOTpEHHBIX BEIIECTB, KOTOPbIE MOTYT
MpOSABIATHCA B BUAE MPEALIECTBYIOIIMUX Kapro-MoJIEKYyJ, COOTBETCTBYIOT KPHUTEpPUSIM
JOTYCTUMOCTH KaK IPEALIECTBYIOIINE KapTrO-MOJIEKYJIBI.

25. TlockombKy B XOJ€ COBEIIAHHS CTaJl0 OYEBUAHO, YTO PACCMOTPETh IPOBEICHHE
TOKCUKOJIOTMYECKOHN OlleHKH TpuxoreunHoB T-2 m HT-2 He ymacrces nu3-3a orpaHMuYeHuil 1o
BPEMEHH, TOKCUKOJIOTUYECKas OLIEHKa 1 001I1asi OLIeHKa PUCKOB OYyIyT pacCCMOTPEHBI HA OTHOM
W3 TOCHEAYIOIIUX COBELIAHUM.

26. Komurer Konekca mo »xupam u maciam u Komwmrer Kojgekca 1o 3arps3HSIONIM
MpUMecsIM B TMHUIIEBBIX MPOJAYKTaX MPOBEIYT OOCYKICHUE OIICHOK, PEKOMEHIAIUid U
koMMeHTapueB Komurera, 4TO0BI MPEICTaBUTh PEKOMEHIAIMHN B CBSI3U C 03a00YEHHOCTSIMU
HALIMOHAJIBHBIX OPraHOB 3PAaBOOXPAHEHUS IO MOBOAY NPEALIECTBYIOMIMX KAPro-MOJEKYJ U
3arpsI3HUTEINEH, a TAK)KE ONMPENIETUTh U PEKOMEH/I0BaTh COOTBETCTBYIOIIUE MEPHI YIIPABICHUS
PUCKaMU M CMSITYCHHS] PUCKOB, MPU3BAHHBIE MPU HEOOXOAMMOCTH COKPATHTh BO3JECHCTBUE
ATUX BEIIECTB HA 3JJ0POBbE YEIIOBEKA.

1 [IpoBenenue koopanHUpOBasIoch U3 mTad-kBapTupsl BO3 B JXKenese.

2 Jlns yTBEpIKICHHS JOKIAa, KOTOPOE COCTOANOCH 24 HosOps 2020 r. GbUT HpeayCMOTpPEH
JIOTIOTHUTEIbHBIN JIEHb.

3 Cepust texundeckux goknanos BO3, Ne 1032 (B neuatn).
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27. BO3 BeimyctuT B Cepun myOnuKanui O MUIIEBBIX J00aBKax MOHOTpaduu ¢ JeTaTbHOM
TOKCHUKOJIOTHYECKOH W WMHON COOTBETCTBYIOIICH WHPOpMaIMeil, Ha OCHOBE KOTOPOi
IPOBOJIMIIACEH OIEHKA 0€30MacHOCTH 3TuX coenuHenuiil. ®AO BbIycKaeT KpaTkue 0030pbI
JAHHBIX 110 WACHTU(QUKAIIMH ¥ YHCTOTE MPEIIISCTBYIOMUX Kapro-MOJIEKYJ U 3arps3HIONINX
IIpUMeECeH.

3HaveHHUe JJIS MOJUTHKHA B 00J1aCTH 001IECTBEHHOT 0 3IPABOOXPAHEHUS

28. Komwurter, neiicTBys myTeM Hay4YHOH OLIGHKM PHCKOB Ha OCHOBE MEXKIyHApPOIHOTO
KOHCEHCYCa, YCTaHaBIMBACT M IO BO3MOXKHOCTHU KOJMYECTBEHHO OIpEAENseT 3HaueHHEe
BO3/ICIICTBUS Ha 3/J0POBbE HACEJICHUSI XUMUYECKUX BEIIECTB B MUILEBbIX POAYKTAX, B JTaHHOM
ciydyae — 3arpssHsonmx npuMmeceil. [Ipu oOHapy)eHUM KakoW-1u00 yrpo3bl 370POBBIO
KomuTeT roToBHT 4YeTKHE PEKOMEHIAIMH 10 MepaM, KOTOpBIE TOJDKHBI OBITh HPUHSTHI
npaButenscTBamMu cTpan win CoBmectHoil mporpammoit @AO/BO3 mo cranmapram Ha
numieBble npoaykTel (Komuccueint Kopexkc AnumeHTapuyc U €€  BCIIOMOTraTelbHBIMU
OpraHaMH).

29. Pexomenmaiuun  Komurera oskcmeproB — ucmonbdytotess  Komuccmeidn  Komexc
AnuMeHTapuyc TpH pa3pabOTKe MEXKIYHAPOJHBIX CTaHIIAPTOB OE30MACHOCTH IHIICBBIX
NPOJYKTOB, a TaKXe IPYTUX PYKOBOISIIMX YKa3aHWH M PEKOMEHJANUH. DTH CTaHIapTHI
UMCIOT HayyHOe OOOCHOBAaHWE M YCTAHABJIMBAIOTCS TOJIBKO B OTHOIICHWW BEILECTB,
npomeamux mnpoueaypy oueHkn Kommurera. Tak oOecrieunBaeTcsi COONIOCHHE >KECTKHX
CTaHJApTOB 0OE30MaCHOCTH MPOJOBOJIBCTBEHHBIX TOBAPOB B MEKIYHapOJHOM TOPTrOBOM
000poTE B IENAX 3aIIUTHI 3J0POBbS MOTpeOUTENEH 1 0OeCTICUeHHS I0OPOCOBECTHOM TOPTOBIHU
MUIIEBBIMU TPOAYKTAMHU.

30. Pexomenmanmn Kommrera Takke HEMOCPEICTBEHHO YYHTHIBAIOTCS T'OCYJapCTBAMHU-
YJIeHAMU NIPU YCTAHOBJICHUM HAIIMOHAJIBHBIX WM PErHMOHAJBHBIX CTAHAApPTOB 0€30IacCHOCTH
MUIIEBBIX POAYKTOB.

31. PabGora Komurera B Cmily €€ CIIO)KHOCTH M OpPHUEHTHPOBAHHOCTH Ha JOCTHXKCHHE
MEXIYHAPOJHOT0 HAYYHOIO KOHCEHCYCA B OLIEHKE ITUX BEIIECTB UMEET YHUKAIBHOE 3HAYCHHE
U BIUSIET HAa MPUHATHE IN100aJbHBIX PEHIEHUH B 00JaCTH OOIECTBEHHOTO 3/JpaBOOXPAHEHHUS,
Kacaroluxcst 0e30MacCHOCTH MUIIEBBIX MPOTYKTOB.

3navenne 11 nporpamMmm Opranusanuu

32. OrmeHKa XWUMHYECKHX BEIIECTB, COJACPKAIIMXCS B IHIIECBBIX MPOAYKTAX, SBISCTCS
MOCTOSIHHBIM HarpasiieHueM pabotel Komurera. 3a nByxrogauunsiii nepuoa 2019-2020 rr.
OBUTO MPOBEJICHO /1Ba COBelIaHusi KoMuTeTa 1Mo MUIIEBHIM J00aBKaM W OJTHO COBEIIAHUE IO
3arpA3HAIONIAM [PUMECSIM B MHINEBBIX Npoaykrax2. Ha 2021 r. 3amiaHupoBaHO €Il OJHO

1 safety evaluation of certain contaminants in food. WHO Food Additives Series, No. 81. Toxicological
monographs of the ninetieth meeting (B craguyu NOArOTOBKN).

2 JInst IONy4eHMs TOTIONHUTENbHOM nHdopMarmu cM. https://www.who.int/foodsafety/areas_work/
chemical-risks/jecfa/en/ (110 cocrosiauro Ha 23 ampesns 2021 1.).
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COBCHIaHHUCE I10 IMHUIIICBBIM IIOGaBKaM " CIIC OJAHO COBCIIAHUC 110 3arpA3HAIOMIUM IIPUMCCIAM B
IMUIICBBIX MMPOAYKTax.

33. BO3 sBmsercs maptaepom CoBmecTHOH nporpammsel PAO/BO3 mo crangapram Ha
MUUICBBIE TNPOAYKTHI, OCHOBHBIM OpraHoM Kotopod BeicTynmaer Kommcens Kogpeke
Amumentapuyc. JlearenpHocth KomwureTa, ymOJTHOMOUYEHHOTO 00€CHEUMBATH HAACKHYIO
HAY4YHYIO OCHOBY JUIsl MEX/IyHAPOJHBIX CTAHJAPTOB U PEKOMEHIAIUil 10 MULIEBBIM JJ00aBKaMm,
3arpsI3HAOLUM IIPUMECSIM U OCTaTKaM BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEICTB B IPOAYKTAX
IUTAaHUs, UIMEEeT KiItoueBoe 3HaueHue i pabotel Komucenn Koneke Anumenrapuyc.

34. Kpome TOro, pe3ynbTaThl BBHINOJIHEHHBIX KOMHTETOM OIICHOK HCHOJB3YIOTCS
pykoBogutensamu 0ropo BO3 B cTpaHax, TeppUTOpUSX U pallOHAX, a TAKKE PErMOHAIbHBIMU
6ropo BO3 niput KOHCYIbTHPOBAHHUY TOCYIAPCTB-WICHOB IO BOIPOCcaM 0€30MaCHOCTH MUTIICBBIX
MPOAYKTOB.

CTAHIAPTU3AIIUA BUOJIOI'NYECKUX ITPEITAPATOB

CembaecsiT BTOPOH W ceMbJecAT Tperuid aokjJaabl Komurera 3KcnmeproB mo
CTAHAAPTH3ANMHE OMOJIOTHYECKHX NPEnaparoB, COBEMIAHUS B BUPTyaJbLHOM ¢opmarel,
19-23 okTs6ps 2020 r. u 9-10 gexadps 2020 r.2

35. KomuTer 3KCnepToB MO CTaHIAPTU3ALUK OMOJIOTMYECKUX HpPEernapaToB paccMaTpUBAET
HapaOOTKu B 00JacTh OMOJOTMYECKUX MPOIYKTOB, MpPUMEHseMbIX B MenuuuHe. K takum
IPOAYKTAM OTHOCSITCSI BaKLMHBI, OMOJIOTMYECKHE TeparneBTUYECKHe Mpernaparhl, CpeacTBa
KJIETOYHOM M T€HHOM Tepanuu, npenapaTsl KPOBU U CPEICTBA JUATHOCTHKY 1n vitro. Komurer
KOOPJAUHHUPYET JEATEIBHOCTD, MO3BOJIAIOIIYI0 IPUHUMATh PEKOMEHJAIMH, PYKOBOACTBA U
Ipyrue HopMaTtuBHble TOKyMeHTbl BO3 (muceMeHHbIe CTaHIapThl) 10 00ECTIEYEHUIO KauecTBa,
6e30macHOCTH U 3()(HEKTUBHOCTH TaKUX MPOAYKTOB, @ TAKXKE YCTaHABIMBATH MEKAYHAPOIHbIE
sTasloHHble cTaHaapThl BO3 (cTanaapTsl A NPOBEACHUS U3MEPEHUN ).

36. bmarogaps HpuHATHIO M ONMYyOJIMKOBaHMIO NMUCBMEHHBIX cTaHaaptroB BO3, a takke
BBEJICHUIO U MPUMEHEHHUIO U3MEPUTENbHBIX cTaHAapToB BO3 mist onpeneneHust akTHBHOCTU
OMOJIOTMYECKUX BEIIECTB, MCIOJIb3YEMBIX MPHU AMATHOCTHKE, MPO(UIAKTUKE WU JIEYSCHUU
3a00JIeBaHUN, MOXHO MPOBOJUTH B MHUPOBOM MAacIITa0e CONOCTaBICHHE HEKIMHUYECKUX U
KIMHUYECKUX JaHHbIX. OOecrneyeHrne COMOCTaBUMBIX YPOBHEH KauyecTBa, 0€30MacHOCTH U
3¢ (HEeKTUBHOCTH OHOJOTUYECKUX TMPOAYKTOB SBISETCS BaKHEHWIIMM IIaroM Ha IyTH
COJICMCTBUS MX CIPaBEAIMBON OOIIEMUPOBON JOCTYITHOCTH.

37. Tlocme cBOEH OCHOBHOM €KErOJTHOM ceccHH, coctosBiieiics B oktsope 2020 r., Komurer
TaK)Ke IMPOBENl B JeKaOpe BHEOYEPETHOE COBEUIAHUE JUIS PACCMOTPEHUS psaa CPOUHBIX
BOIIPOCOB IO CTaHJAAPTH3alUA OWOJIOTHYECKHUX TIPETmapaToB B CBSI3M C IMaHJIEMHEH
kopoHaBupycHoi nHpekiu (COVID-19).

1 [IpoBenenue koopauHUpOBaIOCh U3 mrad-kBapTupsl BO3 B XKenese.

2 Cepus texandeckux aokiaazgos BO3, Ne 1030 (B meuarn).
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OcHOBHBIE peKOMEH AU

38. Ha ocHOBe pe3ynbTaToB MEXAYHAPOIHBIX MCCIEJOBAHUN, KOTOPBIE TPOBOASTCS
COTpYIHUYAIOIIUMHU JTabopaTtopusimu, KoMuter pekoMeH10Ball YCTAHOBUTH 16 HOBBIX U TPHU
3aMeriaronux cragaapra BO3 s npoBenenus uamepenuii. Kpome toro, Komurer ogobpun
14 npeanokeHuii o pa3pabOTKe HOBBIX WM 3aMeIaronuX cTanaaptoB BO3 mis mpoBeaeHus
HM3MEpPEHU.

39. KomureT Takke peKOMEHI0BAJ IPUHATH TPH CIEAYIOUINX MUCbMEHHBIX cTanaapta BO3.

(@) PexomeHmanuu Mo 0OECIEYEHUIO KavyecTBa, Oe30macHOCTH M 3(deKTUBHOCTH
KOHBIOTUPOBAHHBIX BaKI[H MIPOTUB OPIOIIHOTO TH)A.

(b) Pexomengamuu Mo oOeCHCUCHUIO KauecTBa, 0E30MacHOCTH M A(PPEKTHBHOCTH
BaKIIMH OT dHTepoBUpYyca TUNa 71 (MHaKTUBUPOBAHHBIX).

(c) IIpouenypa coTpyaHHYECTBa MeKay BeceMupHOii opranusanueii 31paBooXpaHeHHs
U HAIMOHAJIBFHBIMU PETYJIMPYIOIUMH OpraHaMH B OOJAaCTH TPOBEACHUS OLECHKA H
YCKOPEHHOH HaIlMOHAJIBHON PETUCTPALMH CPEICTB AMArHOCTUKH in Vitro, IMpOLIEIINX
npeBapuTeNbHy10 KBanudukanuo BO3.

40. KomureT TakkKe NOJUYEPKHYJ HACTOATENbHYI0 HEOOXOIUMOCTh B IOJATOTOBKE
BceoObeMITIONIETo pykoBocTBa BO3 mo pa3paboTke u KIMHAYECKOW OIIEHKE MpernapaToB Ha
OCHOBE MOHOKJIOHAJIbHBIX aHTUTEN AJIs1 00phObI ¢ MH()EKLIIMOHHBIMU 3a00JIEBaHUSIMHU, BKIIHOYast
COVID-19. B HacTosiee BpeMsi BeaeTcd pa3padoTKa LENOoro psjaa TakuX IpPenaparos,
NpeHa3HAYSHHBIX Ul MPO(UIAKTUKHN M JIeYeHUsI WH(PEKIUOHHBIX OOJIe3HEH, YUUThIBAs UX
KOPOTKUH NepuoJi pa3paboTKu, OBICTPHINA KIMHUYECKUH 3PEeKT U onpeneneHHblil npoduib
6e3onmacHoctd. KomureT mnoanepxan mnpeasokeHue o pa3paboTke pykoBojactBa BO3
C MUPOKOI chepoit MpUMEHEHHUS KO BCEM IperapaTaM Ha OCHOBE MOHOKJIOHAJIbHBIX aHTHTEN,
NpeHa3HAYeHHbIX 111 00pbObI ¢ HH(EKIMOHHBIMU 3a00JI€BaHUAMU, HAPSIY C COCTABICHUEM
JIOTIOJTHEHUH TI0 KOHKPETHBIM 0O0JIE3HSIM, €CITH TaKOBBIE MTOTPEOYIOTCS.

41. KomureT BBICKa3zajcid B MOAJCPKKY 0030pa HMEIOIIMXCS HAy4yHbIX JaHHBIX U
nproOpPETEeHHOTO OmbITa B OOJACTH TIPOBENEHHS PETYIMPYIOIIUMH OpTaHAMH OLEHKH
AQHAJIOTUYHBIX OMOTEpaneBTUYECKUX MPOIAYKTOB, YTOOBI NMPEIOCTaBUTH COOTBETCTBYIOLIYIO
nHopmaruio 11 oOHOBIeHUss W Tepecmorpa PykoBoactea BO3 2009 1. mo omeHke
aHaJIOTUYHOW OuoTepaneBTHYecKoi npoaykuuu. IIpeanonaraercs, yTo oOIEMHPOBON pocT
00BEMOB TAKHX MPOIYKTOB MO3BOJHUT PACHIMPUTH JOCTYI K YIOMSHYTBHIM JIEKapCTBEHHBIM
npernaparaM, BbI3bIBas OOOCTpEHHE KOHKYPEHLIMHM U CHIDKeHHE IeH. KomwureT Tarke
MOJIep)Kal  CMEXKHOE TPENIOKEHHE OTHOCHTEIBHO CHCTEMAaTHYECKOTO IMEepecMoTpa M
OOHOBIIEHHSI BCEX MHUCbMEHHBIX cTaHiapToB BO3 mo 3Toif Teme, omyOIMKOBaHHBIX MOCHE
2009 r., yunThIBasg 3aMETHBIM TpOTpecc B OTOW OOJIACTH, TOCTUTHYTHIN 3a IOCIIeIHEee
JecAaTuiIeTue.

42. Tlocme oOcCyXIeHHS HETAaBHUX HapaOOTOK B 00JacTH IMPOW3BOJACTBA W KOHTPOIIS
KauecTBa IE€POPAIbHOM BaKIUHBI NPOTHB mnonuoMuenura KomuTeTr BbICKazaincs 3a
MaciTabHbIi iepecmotp Pekomennarnuii BO3 2012 1. B oTHOIIEHUN 00ecriedeHUsT Ka4ecTBa,
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6e30macHOCTH U APPEKTUBHOCTH BAKIMH MPOTHB IMOJMOMHUENINUTA (TIEPOPATHHOM, KUBOW U
aTTEHYHPOBAaHHON).

43. BbISIBEB psAJl aclieKTOB M MU3MEHEHHUH B c(epe HBIHEUIHETO MPOW3BOJACTBA U OIICHKH
BaKLIMH IIPOTHUB KeNTON nuxopanku, Komuter coriacuics ¢ TeM, YTO HEOOXOAMMO BHECTH
nonpasku B Pekomengarmu BO3 2010 r. B oTHOLIEHUN 00ecTiedeHus KauecTBa, 0€30MacHOCTH
1 3(ppEeKTUBHOCTH )KUBBIX aTTEHYUPOBAHHBIX BAKLIWH MPOTUB KEITON JTUXOPAIKH.

44, KomuTeT OTMETHJI, YTO TENEpPh HYXHbI OOHOBJIECHHBIE PEKOMEHAALNUU O BPEMEHHOM
OTBOJZIE OT JOHOPCTBAa KpoBM B CBA3M ¢ Baknuuamued or COVID-19, u Bbickazaiics B
MOAICPKKY OOHOBIIEHUsI BpeMeHHbIX pekoMenaanuii BO3 2020 r. mo Bompocy opranuszanuu
MOCTaBOK 0€30IMacHOM KpOBHU HaJyIexKallero kauecta B nepuof nanaemun COVID-19, a takxke
0 BOIIPOCY obecneueHust 6e30macHoro cOopa peKOHBAIECHEHTHOH M1a3Mbl. B 0OHOBIEHHBIX
PEKOMEHIALUAX CIIEIYET YUeCThb MOCIEeTHUE HAyYHbIe TaHHbIE O KITMHNYECKOM HCIOJIb30BaHUU
pEeKOHBaJIeCEHTHOH 11a3mbl ipu siedennn COVID-19.

3HayeHue ISl MOJUTHKH B 00J1aCTH 001IECTBEHHOT0 3IPAaBOOXPAHEHM I

45. Tudouanas 1uxopaaka Mo-npeXKHEMy HOCUT IHIEMUYHBIN XapaKTep BO MHOTHX CTpaHax
C HM3KUM M CPEIIHUM YPOBHEM JI0X0JIa, OCOOCHHO B CTPaHaX C OTPAaHMYCHHBIM JIOCTYIIOM K
Oe3omacHoOi Boje u 0a30Boi caHuTapuu. Pexomenmanuu BO3 B oTHOmEHUM oOecrieueHUS
KayecTBa, 0€30MaCHOCTH M 3PPEKTHBHOCTH KOHBIOTUPOBAHHBIX BAKIUH MPOTUB OPIOIIHOTO
Tia OKaKyT 3HAUUTEIBHOE COACHCTBHEC B TIPOM3BOJACTBE, KOHTPOJIE KadyecTBa U
PETYISIIIMOHHON OIIEHKE TaKMX BAKIIMH.

46. DOutepoBupyc 71 THIIA, aCCOIMUPYEMBI BO BCEM MHPE C CHHIPOMOM «PYyKa-HOTa-poT»,
cTall npuuMHOM »nuaeMuid B Asum, EBpone m CesepHoit Amepuke. IIposBieHust storo
3a00JIeBaHUs BapbUPYIOTCS OT aCUMITOMATUYECKOM MHQEKIMU 10 TKENbIX OCIOKHEHUMN
COCTOSIHMS LICHTPAJIBHON HEPBHOM CUCTEMBI U CEPACYHO-JIETOYHOW HemocTtaTodyHocTu. Ilpn
TSKENBIX CIy4asiX ypOBE€Hb CMEPTHOCTH MOXKET OBbITh BBICOKMM, OCOOEHHO Cpeau IeTei.
Pexomennanuu BO3 B oTHOLIeHHH obecnieueHust KauecTBa, 0€30MacHOCTH U 3(PPEeKTUBHOCTH
BaKIIMH NPOTHB 3HTEpoBUpyca 71 Tuna (MHAKTUBUPOBAHHBIX) CTAHYT AJIS PEryIHPYIOIIMX
OpraHoB, pPa3pabOTUYMKOB M MPOM3BOAUTENEH BaKIMH IOJCIOPbEM IPH IPOU3BOICTBE,
KOHTpOJIE Ka4eCTBA U PEryJSILUOHHOMN OLIEHKE TaKUX BaKI[UH.

47. OueHka 3asBOK Ha OJOOpEHHE ¥ PETHCTPAIlMI0O CpPEACTB TUAarHOCTHUKU in Vitro
HAIlMOHAJbHBIMU PETYJIUPYIOUIMMH OpraHaMHU SIBJISIETCS] BAXKHEHIIINM I11aroM AJis o0ecrieueHus
KayecTBa, 0e30macHOCTH U APPEKTUBHOCTH 3THX CPEACTB IO HX MOMaJaHHs Ha PHIHOK.
CotpyanuuectBo Mexay BO3 u HalMoOHaNbHBIMHU PETYJIMPYIOLIMMHU OpraHamMu B cdepe
OLEHKH M YCKOPEHHOW HAIlMOHAJIBHOW PpETUCTPALMK CPEJICTB JUArHOCTHKH in VItro,
MpOLIeAIUX NpeaBapuTenabHyo kBanupukamuio BO3, ciayXuT mpuMepoM HparMaTHUYHOTO
MI0JIX0/1a, IPEyCMATPUBAIOLIETO YCKOPEHUE POLIEAYP HALIMOHAIBbHON OLIEHKU U PErUCTpaliii
MPEKBATU(PUITMPOBAHHBIX CPEJCTB JAUATHOCTUKH 1n vitro Omarogaps ydYeTy OILICHOYHBIX
MaTepHajioB mpeaBapuTesbHo kBanudukanuu BO3, oneHku 3¢p(HEeKTUBHOCTH U OTYETOB O
MpOBEpKE MPOM3BOACTBEHHOI0 00bekTa. Takas mpouenypa OyeT BbITOJHA Ui BCEX CTOPOH,
MOCKOJIBKY OHA ITO3BOJIUT COKPAaTHTh CPOKH PETUCTPAIMM M TEM CaMbIM CIIOCOOCTBOBATH
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066CH€LIGHI/IIO 60.]'[66 MaCIHTa6HOFO nu CBOCBpeMeHHOFO HaJluuusa CpCACTB IHAIHOCTUKHU
in vitro.

48. VYcranosneHue AByX craHaaptoB BO3 mis u3MepeHuss aHTUTEN K KOPOHABUPYCY
TSDKEJIOr0  ocTporo pecrnuparopHoro cuniapoma 2 (SARS-CoV-2) Oyzaer crnocoOCTBOBaTh
BEJICHUIO CepoJIornueckoro Haazopa 3a ciaydasmu COVID-19 u HapamuBaHUIO HBIHEIIHUX
YCUJIMH 110 pa3pabOTKe M OIIeHKE BaKITMH-KaHauaToB nmpoTuB COVID-19. C apyroii CTOpOHBI,
3TH K€ CTAHIAPThI TO3BOJIAT 00ECIICUUTh CTAaHAAPTU3ALUIO TUTPOB HEUTPATM3YIOMINX AaHTUTEI
k kopoHaBupycy SARS-CoV-2 B pekonBanecuentHod miaazme COVID-19, tem cambim
ympoliasi mocjaeoBaTelbHOe JeUeHHEe 1 00Jiee CTPOTYIO OIEHKY JAHHOTO MOTEHIUAIBHOTO
TepaneBTUYECKOro noaxoaa. Kpome toro, nosisneHne BHOBb yCTaHOBJIEHHOTO cTanaapta BO3
no mmepenuto PHK koponaBupyca SARS-COV-2 MOBBICHT ypOBEHBH COIOCTAaBUMOCTH U
rapMOHH3aIUU TJ00aNbHBIX quarHoctuueckux TectoB Ha PHK koponaBupyca SARS-CoV-2.

IMocaeacreus aas nporpamm Opranuzanuu

49. Pa3paboTka M TpeCTaBICHUE MIOOANBHBIX CTAaHAAPTOB JJISL MPOBEICHUS HW3MEpPEHUi
SABJISICTCSI OJIHUM M3 OCHOBHBIX HaNpaBJICHUH HOPMOTBOpUYecKou gesrenbHocTH BO3,
MOCKOJIbKY CBOEBPEMEHHOE TMOSBICHUE TaKUX CTAaHJApTOB UMEET KIIOYEBOE 3HAYCHHE IS
3¢ (HEeKTHBHOTO HUCIOJB30BAaHUS BBITOJI OT HAayYHBIX HApaOOTOK B cdepe MPOHU3BOJICTBA U
OILICHKH OMOJOTMYECKHX MPOYKTOB. YTIOMsHYTHIE Bhiie 19 crangaproB BO3 mist mpoBeneHus
W3MEPEeHHM,  peKoMeHIoBaHHble  KoMuTeroM K  MpPakTHUYECKOMY  MPUMEHEHHIO,
CBUJIETEJILCTBYIOT O MPOJOJDKEHHH 3TOr0 KJIKOYEBOTO BHUJIA JEATEIBHOCTH MO IIUPOKOMY
CIIEKTPY TII00ATBHBIX MPUOPUTETHBIX MIPOOIIEM OOIIECTBEHHOTO 3/IPaBOOXPaHEHUSI.

50. Komwurer Taxke ogo0pui cBoa U3 13 mpennokeHui, Kacaromuxcs pa3paboTKu HOBBIX
WIM 3aMEeHbl HhIHEIIHUX cTa”naptoB BO3 s npoBenenus mmepeHuil. B cooTBeTcTBHM €
YCTQHOBJICHHBIM I'pa)MKOM BBEIEHUS THX MEXKIYHAPOJHBIX 3TAJTOHHBIX CTAHAAPTOB HBIHE
JNEHCTBYIOIIME CTaHAApThl OyAYT CBOEBPEMEHHO 3aMellaThCsi HOBBIMU CTaHJAPTAMU,
pa3paboTaHHBIMM B MOPS/IKE PEarupoOBaHUs Ha MOSIBIISIOLINECS IPUOPUTETHBIE 3a/Jauu.

51. VYcraHoBieHHE BBILIEYNOMSHYTHIX cTaHaapToB BO3 11 mpoBeneHus u3MepeHUit
anturen K kopoHaBupycy SARS-CoV-2 u PHK koponaBupyca SARS-CoV-2
HE3aMEeJINTEIbHO OKAKET BIUSHUE Ha IIMPOKUM criekTp ycunnii BO3 1o coTpyiHU4YeCTBy B
001acTAX SMUAHAA30pa, TUArHOCTUKHU, pa3pabOTKH TEpareBTUUYECKUX CPEJICTB M BaKIUH,
KOTOpBIE B HACTOSIIIEE BpeMs HarpasieHbI Ha 00pr0Oy ¢ manaemueit COVID-109.

52. Tlonnepxxka KomMuTeToM BBIICYTTOMSIHYTON pa3pabOTKH WU MEPECMOTPa MTUCHMEHHBIX
crannaptoB BO3 Ha mpoBeeHHE OUEHKHM MOHOKJIOHAJIbHBIX AHTUTEN, MCHOJIb3YEMbIX IS
npoQUTAKTUKA WU JIedeHHs WHQPEKIMOHHBIX 3a00JeBaHMI, a Takke Ha IMPOBEJICHUE
PETYIUPYIOIMIMMH  OpraHaMU  OIEHKH aHAJIOTHYHBIX OHMOTEpPANeBTHUYECKUX TMPOTYKTOB
MpHUBEET K YKPETUICHUIO M OOHOBICHUIO PYKOBOASIINX monoxeHnit BO3 B 00enx yka3aHHBIX
00J1acTsAX, 3HaUYEHWE KOTOPBIX IMOCTOSIHHO Bo3pacTtaeT. Kpome Toro, mojyduia MOAIEPKKY
WHUIMATHBA 10 pa3paboTke pykoBojacTBa BO3 B OTHOILIEHUH MPOBENCHUS PETYIUPYIONIUMU
opraHaMu OIleHKH BakiiMH Ha ocHoBe PHK-mMecceHmkxepoB, 4TOOB BOCIIOJIHUTh HBIHEITHIOO
HexBaTKy pexkoMmeHaauuit BO3 B 3T0il HOBO# cdepe eI TenbHOCTH.

11



EB149/10

53. VYcranosnenue nepBbix ctannaproB BO3 Ha npoBeneHne n3MepeHuit Juist IpUMEHEeHHS B
TEXHOJIOTUSAX  BBICOKONPOU3BOJUTENBHOTO  CEKBEHUPOBAHMsSI  CBUAETENBCTBYET O
CTPEMHUTEIBHOM DAa3BUTUM KaK YyKa3aHHBIX, TaK M JPYTHX BbICOKONPOU3BOAUTEIBHBIX
TEXHOJIOTUH TMarHOCTUKU. BecbMa BepOsATHO, UTO NOTPEOHOCTh B CTaHAApPTax Ha IPOBE/ICHUE
M3MEpPEHU 1)1 3TUX IEPEAOBbIX TEXHOJIOT UM, & TAK)KE JUIsL APYTUX COBPEMEHHBIX TEXHOJIOT UM,
TaKUX KaK KJIETOYHas U IeHHas Tepanus, OyJeT Bce aKTUBHEE BIMATH HA AEATEIbHOCTb 3TOrO
KomuTera u, cnegoBarenbHo, Ha AeATenbHOCTs BO3.

JIEMCTBUSA NCHOJHUATEJIbHOI'O KOMUTETA

54. MHcnonkoMy npeasiaraercs NpUHITh HACTOSIIUMN JOKJIa] K CBEJICHUIO.
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