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JloKJ1a/1 0 COBEIAHUSIX KOMUTETOB IKCIIEPTOB U
ncCJIeI0BaTeIbCKUX TPy

Joxnan I'enepajibHOTO AUPEKTOPA

JIEKAPCTBEHHAS 3ABUCUMOCTbD

Jlokmax o paGore COPOK 4YeTBepTOro copemanusi KomuTera »>KcHmeproB 1o
JeKAPCTBEHHOH  3aBHCHMOCTH,  COBellaHHMe B  BHPTyaJdbHOM  ¢opmare?,
11-15 oxradps 2021 r.2

1. B coOOTBeTCTBHU C MEXIyHApOIHBIMH KOHBEHIIMSAMH O KOHTPOJIE 32 HAPKOTHKAMH
BO3 ynonHoMo4eHa MPOBOJIUTH OLIEHKY HAYYHBIX JIaHHBIX, KACAIOIIMXCS 3aBUCUMOCTH OT
TICUXOAKTUBHBIX BEIECTB, 3JI0YMOTPEOJICHUS UMM U WX Bpea Uil 3/I0pPOBbs, a TaKKe HX
TEPaneBTUYECKOTO HCIOIb30BaHUA, U (HOPMYIUPOBATH PEKOMEHIAIMU O TOM, CIIEAYeT JIh
YCTaHABIMBATh MEXKIyHApPOJIHBI KOHTPOJIb HAJA TEMH WIA HWHBIMH TICHXOAKTHBHBIMU
BEILIECTBAMHU. OTH PEKOMEHJALMM MpeacTaBisitoTcss uepe3 Komwurer »sKcneproB 1o
JIEKApCTBEHHOW 3aBUCUMOCTH U SIBJISIIOTCS PE3YJIbTATOM BBITIOJHEHUS CTPOTHX, OCHOBAHHBIX
Ha (paKTUYECKOM MaTepuase Mmporeayp.

OcHoBHbIE PE€KOMEHIAINH

2. Komurer mpoBen cBoe copok dyerBeproe cosemjanue 11-15 oktsabps 2021 r. ans
paccMOTpeHHs BOIIPOCAa O TOM, HAHOCSAT JIM TISITh HOBBIX IICHXOAKTHUBHBIX BEIIECTB CTOJb
3HAYUTEIbHBIN yepO 00IEeCTBEHHOMY 3/10pPOBbBIO, UTO 3TO MOTJIO ObI TOCTY>KUTh OCHOBAHHUEM
JUI YCTAaHOBJICHHWS HaJl HHUMH MEKIyHapOJHOro KOHTpoisi. Komurer Takke mpoBen
IpeJBapUTENbHYI0O OIEHKY IICMXOAKTUBHOTO pAacTeHUs] KpaToOM U €ro OCHOBHBIX
NICUXOAKTUBHBIX KOMIIOHEHTOB MHTpParvHWHa W /-THAPOKCHUMHUTpPAarvHWHA, a TaKXkKe
JIEKapCTBEHHOTO Npenapara GeHuOyT.

1 B coorsercteun ¢ Tlonoxenusmu o KOHCYJIbTaTHBHBIX TPYIIIaX U KOMHUTETaX dKCIepToB I 'eHepaabHbINH
JMPEKTOP TIPECTABIISIET Ha pacCMOTpeHue LcIioMHUTETbHOT0 KOMUTETA JOKIIa] O COBEIAHUIX KOMUTETOB
9KCIEPTOB, COACPKALIMN 3aMEUaHHs O 3HAYCHNH JJOKJIAJI0B U PEKOMEHIAIIMii KOMUTETOB 3KCIIEPTOB LIS
HOoCHEIYIOEH NesITebHOCTH.

2 CoBenianne KOOpIUHUPOBAIOCH U3 mTab-kBapTHphl BO3 B JKenese.

3 Cepus Texauueckux fgokiaanos BO3, No. 1038.
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3. Komurer pekoMeH0Ba1 BBECTH MEXIyHAPOJHBINH KOHTPOJIb B OTHOILIEHUH TPEX HOBBIX
MICUXOAKTUBHBIX BemecTB. CHHTETHYECKHE OMUOUABI OpYypQHH W METOHHTA3eH CIEAyeT
IIOCTaBUTH IO/ MEXIYHApOAHbIN KOHTPOJIb KaK HAPKOTHUYECKUE CPEICTBA, & CUHTCTHYECKUN
KaTUHOH SyTUJIOH — I0JI MEXIyHAPOJHBI KOHTPOJb KaK MCHUXOTPOITHYIO CYOCTaHIHIO. DTH
BEIIECTBA HE MMEIOT OOLIENPU3HAHHOIO TEPaNeBTHUECKOr0 IPUMEHEHHs, M HM3BECTHO O
CITy4dasix CMEpPTH, CBS3aHHBIX C UX YIOTPEOICHHEM.

4.  Komwurer nanee peKOMEHIOBAJ MOCTABHTH YETHIPE HOBBIX NCUXOAKTUBHBIX BEIIECTBA
nox HabmoneHne BO3, ¢ TeM 4ToOBI yIpOCTUTH MPOLEAYPY HENPEPHIBHOTO MOHUTOPUHTA U
NPEACTAaBICHNS CTpPAaHAMHU JaHHBIX O BpeAe OT WX HCHojib30BaHMA. K 3THM BemectBam
OTHOCATCS KPaTOM, OCHOBHBIMH IICHXOAKTHBHBIMH KOMIIOHEHTAMH KOTOPOTO SBIISIOTCS
MHUTParuHuH U 7-TUAPOKCUMUTPArUHUH, U HEHUOYT.

5.  Pexomenpanuu Komurera 66111 paccMoTpenbl Ha 65-i ceccun Komuccun Opranuzanuu
OObemHeHHBIX Harmuii mo HapKoTHYecKMM cpeactBaM B Mapre 2022 1., Ha KOTOpPOM
COCTOSUIOCH TOJIOCOBAaHUE MO YyKa3aHHBIM pekoMeHAanusM. Komwuccus mporonocoBana 3a
NpUHATHE BceX pexkomeHnauui Komwurera, TeM camblM IOCTaBUB O] MEXIyHapOIHbII
KOHTPOJIb TPU OMACHBIX CYOCTAHIIUU.

3HauyeHuHe JIsl MOJHUTHKHA B 00J1aCTH 001ECTBEHHOT0 3IPAaBO0XPAHEHH S

6. PaccmorpenHble KoMuTeTroM HOBbIE IICUXOAaKTHUBHBIE BEIIECTBA HE  HMMEIOT
TEparneBTUUECKOr0 NPUMEHEHHUs, ObUIM NPUYMHONM CMEpTH OOJBIIOro 4YMcia JIojAed B
pe3yabTaTe Nepelo3upOBKU, a TaKKe HaHEeCIW 3HAuuTeNbHBIH Bpel OOLIECTBEHHOMY
310poBblo. CornacHo pekoMeHaanusamM KomureTa Tpy U3 3THX BeLecTB Oy 1y T OCTaBJICHbI 10T
MEXYHAapOAHbI KOHTPOJb JJsl OTPaHUYEHHUS HUX YNOTPeOJIeHMs, a TroCyJapCTBa-uJIeHBI
YCTAaHOBAT HAI[MOHAJIbHBIA KOHTPOJb HAJl 3THMHU BEIIECTBaMHU JIsi NMPEAOTBpAIlEHUs HX
HEeHaJUIeXkKaIlero UCIOIb30BaHMs U 3I0YNOTPeOICHNS UMM U B LIEJSIX OXpaHbl OOIECTBEHHOTO
3JI0pOBBSL.

7. Komurer pekoMeH/I0Ball MPOJODKUTh HAOJNIIOJICHHE 3a PAacCTEHHUEM KpaToM, KOTOpoe
UCIOJIb3YETCS B HApOJHOM MEIUIIMHE, a TaKXe 3a €ro OCHOBHBIMH ICUXOAKTHBHBIMHU
KOMIIOHEHTaMU MUTPArMHUHOM U 7-TUJPOKCUMUTPAariHUHOM. KOMUTET Takxke peKoMeH10Ball
MPOJOJKUTh HaOmoeHne 3a (eHuOyToM, KOTOpBIi B HEKOTOPBIX CTpaHax SBISETCS
3apeTUCTPUPOBAHHBIM JICKAPCTBEHHBIM cpeAcTBOM. [IpopormkeHne HaOMIOJEHHUS IMO3BOJIUT
o0ecnednTh cOOp JaHHBIX O MOTEHIUANE 3JI0YIOTPEOICHUS U aIIUKTUBHOM MTOTEHIIMAJIE 3TUX
BELIECTB, UMEIOIUX NIPU3HAHHOE TEPANIEBTUUECKOE IPUMEHEHHE.

Hocnencreus aas nporpamm Opranu3zanuu

8.  HoBble CMHTETHUYECKHE OMHOU/IbI, B YACTHOCTH paccMOTpeHHble KoMHUTeTOM, HE3aKOHHO
peanu3yroTcs IOA BHJIOM JIEKAPCTBEHHBIX CPEICTB M MOTIYT IPUBOJHUTH K TSKEIBIM
MOCTENCTBUAM Ui 370poBbs. [estensHocTs BO3 B 31O 06nactu, BKiIto4as I100anbHYyIO
cucteMy BO3 mo Ham30opy M MOHUTOPUHTY HEKOHAMLIMOHHOW U QanbcuuirpoBaHHON
MEIULIMHCKOW TPOMYKIMH, JOJDKHA CHOCOOCTBOBATH BBISABICHUIO MOJOOHBIX OIACHBIX
BEIIECTB U (panbcuPUIMPOBaHHBIX JEKAPCTBEHHBIX IPENapaToB.
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9. B uHrepecax obecrieueHHs HAJTUYUS KH3HEHHO BOKHBIX ITPENApPaTOB, TOMENICHHBIX IO
MEXIYHAPOAHBIA KOHTPOJb, HAIpPUMEP MHOIMX OIIMOMIOB, I HX IPaBOMEPHOIO
HpUMeHEeHHss B HeoOxoaumbix ciydasx Cekperapuar Komurera TECHO COTpyAHHYAET C
KomureTom 9KCIICPTOB 110 0T60py 1 HCIIOJIb30BAHHWIO OCHOBHBIX JICKAPCTBCHHBIX CPCIACTB,
OTBETCTBEHHBIM 32 BejieHHEe [IpuMepHOro nepevHs OCHOBHBIX JICKapCTBEHHBIX cpencts BO3.
OTO COTPYAHUYECTBO TO3BOJSIET BeCTH OOMEH HH(popManuend O HaIIeKalMx crnocodax
HPUMEHEHHSI KOHTPOJIUPYEMBIX JICKAPCTBEHHBIX CPEACTB MPH JICYCHHH PA3INYHBIX COCTOSHHUI
¥ 3200JIeBaHMii, BKIIIOYAs JICYCHUE OOJICEBOTO CHHPOMA M OKa3aHUE MaTTHATHBHON MOMOIIIH.

10. Kpome Ttoro, Cekperapuat KomurTeTa TECHO B3aUMOJCHCTBYET C pa3IMYHBIMU
TeXHHYeCKUMHU ToapasneneHusmMu Cekperapuara BO3 B mensx momyaspu3aniui MOJTUTHKA
BCEOOIEro OxBaTa yCIyraMH 3JpaBOOXPAHCHUS B OTHOIICHUH KOHTPOJIUPYEMBIX
JICKaPCTBEHHBIX CPEJICTB | YJICIICHHS BOIIPOCAM 3/I0POBbs OCHOBHOTO BHUMAHUS TIPU PEIICHUH
r100aIbHOM MPOOJIeMbl HAPKOTHKOB.

11. Pexomennanuu Komwurera nmeroT OoJblIoe 3HAYEHUE JUIsI Pa3sBUTHs HNApTHEPCKUX
B3alMOOTHOUIEHUH B paMKaX perMoHalbHbIX U cTpaHOBBIX 0ropo BO3. K HanpaBneHusm takoit
JeSITEIbHOCTH OTHOCSITCS MOBBILIEHUE YPOBHSI OCBEJIOMIIEHHOCTH O PHUCKaX YHOTpeOJIeHUs
IICUXOAKTUBHBIX BEUIECTB JUISl 3JI0pPOBbSl HACEJICHHMS M COACUCTBHE HCIOJIB30BAHUIO
PEKOMEHIALMI 110 PACIIMPEHUIO JOCTYIIa K KOHTPOJUPYEMBIM JIEKAPCTBEHHBIM CPEICTBaM,
B TOM 4YMCJI€ MCIIOJIb3YEMbIM JUIsl JIUEHUs OOJEBOr0 CHHApPOMA M OKa3aHUS MaJUIMAaTUBHOMN
MIOMOIIH, a TaKXKe JUIsl NPOQHIAKTUKY U JIEYEHUs] pacCCTPONUCTB, BBI3BAaHHBIX YIOTpEOICHUEM
HapKOTHKOB, U UX 0€30MacCHOMY ITPUMEHEHHIO Ha CTPAaHOBOM YPOBHE.

CTAHIAPTU3AIUA BUOJIOI'MYECKHUX ITPEITAPATOB

CembecaT 4erTBepThlii gokiaag KoMuTera 5JKCmepToB M0  CTAHAAPTH3ALMH
OMOJIOTMYECKUX  MpenaparoB,  coBellaHMe B  BHPTyaJbHOM  (opmarel,
18-22 oxrsi6ps 2021 r.2

12.  Komwuter 3KcrepToB MO CTaHIAAPTH3ALMKU OHOJOTMYECKUX MpEenapaToB pacCcMaTpUBAET
aKTyaJbHble  JaHHbIE, KacarollMecs MpPOAYKTOB OHOJOTMYECKOTO  IPOUCXOXKIACHUS,
OpUMEHSeMbIX B MeauiMHe. K TakuM NpoIyKTaM OTHOCSTCS BAaKIMHBI, OMOJIOrMYECKHe
TE€paneBTUYECKHE MPENapaThl, CPEACTBA KIETOYHOW M T'€HHOM TEpanuu, MpernapaTsl KPOBH U
Cpe/CTBa AMArHOCTHKH IN Vitro. KomuTeT KOOpIMHUpPYET AeSTEIBHOCTD, IO UTOTaM KOTOPOH
MIPUHUMAIOTCSI PEKOMEHJAIMH, PYKOBOJCTBA M JpPYrMe€ HOpPMAaTUBHBIE JOKYMEHTH BO3
(MMChMEHHBIE CTaHIAPTHI) IO 00ECIIEUEHUIO KauecTBa, 0€30MacHOCTH U 3((HEKTUBHOCTH TaKUX
NPOAYKTOB, a TakKe€ MEXIyHAapoJHble JTaJloHHble cTaHnaptel BO3 (cranmaptel uis
NPOBEICHUS U3MEPEHHUIA).

13. TlpuHATHEe W MyOJWKanus TUCBMEHHBIX cTaHaapToB BO3, a Takke pa3paboTka U
MPUMEHEHUE U3MEPUTENBHBIX cTaHaapToB BO3 1iis onipeneneHust ak THBHOCTH OMOJIOTHUECKUX
BEIIIECTB, HWCIOJIB3YEMBIX TPH JIUATHOCTHKE, MPO(HUIAKTHKE WM JICYCHUH 3a00JIeBaHUM,
MO3BOJISIFOT IPOBOJUTH COMOCTABIEHUE HEKIMHUYECKUX U KJIMHUYECKUX JAHHBIX B MUPOBOM

! CosBelianye KOOpAXHUPOBAJIOCH U3 mTad-kBapTupsl BO3 B Xenese.

2 Cepus Texanueckux gokiaanos BO3, No. 1039.
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MacmTabe. OOecrnedyeHre COMOCTaBUMOIO KadecTBa, Oe3omacHOCTH M 3(P(EKTUBHOCTH
MPOJYKTOB OMOJIOTMYECKOTO MPOUCXOXKICHUS SBISCTCS BAXKHEUIINM IIIarOM B 00CCIICUCHUUN
CIPABEUIMBOrO JIOCTyIa K HUM BO BCEM MHpPE M, TAKUM 00pa3oM, B JIOCTHIKEHUH KITFOUYECBOMH
cTpaternueckoit menu BO3 — obecrieueHNH BCEOOIEro 0XBara yciayraMu 3JpaBOOXPaHCHHS.

14. B xone 3acenanust Komurer cocpeoTounsl BHUMaHKUE Ha IIMPOKOM CIEKTPE MOCIEAHUX
Meponpusitiii BO3, Britoyass HEKOTOpPHIE CPOYHBIE MEPONPHUATHS MO OHOJOTHYECKOM

CTaHAapTHU3aluu, I/IMeIOIHeﬁ OTHOIICHUEC K MAaHACMHUU KOpOHaBHPYCHOﬁ I/IH(beKI_II/II/I
(COVID-19).

OcHOBHBIE peKOMEH 1Al U

15. Ilo utoram TILATENBHOIO PACCMOTPEHUS PE3YJIbTATOB MEKIYHAPOIHBIX COBMECTHBIX
na00paTOPHBIX UCCIIeA0BaHU, KOMUTET peKOMEHI0BaJI YCTAHOBHUTD IATh HOBBIX CTAaH/IAPTOB
BO3 B o6actu u3mepenuii. Kpome Toro, Komurer ogo6pun 10 npeioxkenuii mo pazpadboTke
HOBBIX WJIM 3aMeniaromux ctanaaproB BO3 B o0nactu usmepeHuil.

16. KomwuTer Taxxe peKOMEH0BAI MPUHATH J[Ba CIEIYIOINX MICHbMEHHBIX cTannapra BO3:

(@) «IlompaBku k Pexomenmanusam BO3 mo KOHTpONIO KadecTBa, O€30MACHOCTH H
3 PEKTUBHOCTH KHUBBIX aTTCHYUPOBAHHBIX BAKIIUH [TPOTUB JKEJITOU JINXOPAIKIY; U

(b) «Omenka kadectBa, 0Oe30macHOCTH H AI(PPEKTUBHOCTH BaKIMH HA OCHOBE
marpuuHoii PHK mis  npopunaktuku MHGEKIHOHHBIX 3a00JE€BaHMI: aCHEKThI
PEryJIHpOBaHUs.

17. KomwuTtery Obl1a IpesicTaBiIeHa akTyaabHast HHPOPMALIUS O CUTYaLMH C KOPOHABUPYCOM,
BBI3BIBAIOIIMM TSDKEIBIN OCTPBIi pecriupatopHblil cuaapom, Tuna 2 (SARS-CoV-2). B cBs3u ¢
TeM, YTO B pe3yJbTaTe OeclpeleeHTHOro clpoca Ha pa3padOTaHHBI HEIaBHO IEpBBIN
MeXTyHapoaHbli crannapt BO3 Ha ummyHornoOymuH k Bupycy SARS-CoV-2 6bu1 OBICTpPO
ucueprnaH Bechb OObEM TMPOM3BEAECHHBIX CTaHIAPTHBIX o0Opa3noB, Komurter omo0pun
MIPEUIOKEHUE O CPOYHOM pa3pabOTKe COOTBETCTBYIOUIETO 3aMEHSIOIIEro cranaapTa. Komurer
Takke ono0pui mpenioxkeHne o paspaborke BO3 mepBoro mexayHapogHoro Habopa
STAJIOHHBIX 00PA3IOB AHTHTEN K BBI3BIBAIONIUM 00ECIIOKOEHHOCTh BaprantaM SARS-CoV-2,
KOTOPBIH MOXKET OBbITh PACIIMPEH B CIIydae MOSBICHUS HOBBIX BapUAHTOB.

18. KomwuTeT coriacuics ¢ TeM, 94TO B HACTOSIIEE BPEeMs OTCYTCTBYET JOCTATOYHAS HAYIHAS
0aza B MOJIb3Y HCIOJNH30BAHUS KOHBAJIECHEHTHOW mmia3Mbl mamueHtoB ¢ COVID-19 mus
nedyeHus ymepeHHoM u Tspkenmo dopmber COVID-19; kpome TOro, Takxke HesCHa
MOTEHIIMAJIbHAs  11e7IeCO00pPa3HOCTh €€ WCIONB30BaHMS ISl JICYCHUs JIETKUX WU
oeccumntoMHbix (Gopm COVID-19. B cBere BBIBOJOB, MNPEACTAaBICHHBIX B HEIABHO
OITyOJINKOBAaHHOM Kokpanosckom CHCTEMaTHYECKOM o030pe HCIIOJIb30BaHUS
KOHBAJIECIICHTHOM TJIa3MbI WM TUIIEPUMMYHHOT'O HMMYHOTJIOOYJIMHA JIJIsI JICYEHUSI TAI[AEHTOB
¢ COVID-19, Komurer Tak:ke COTJIACHIICS C TEM, YTO 3Ta 00JIACTh SBIISETCS HOBOM, YTO MHOTHE
WCCTIEIOBAHMS €III€ HEe 3aKOHYEHBI M YTO OKOHYATEIhHBIE BBHIBOIBI 00 d(h(PEKTUBHOCTH ITOTO
METO/a B Pa3JIMUHbIX MOArPYIIaX MallMeHTOB €Il HE CCIIaHbl.




EB151/9

19. Kowmwuret BbIpazuil NOJAEPXKKY psiiy HenaBHUX nHuUnMaTUB BO3 B 00nactu npoayKToB
KpPOBU U POJICTBEHHBIX BEIIECTB, BKIIIOUast HeAaBHee co3ianue KoncynbratusHoii rpynmnsl BO3
M0 PeryJIupOBaHUIO, JOCTYITHOCTH U 0€30MacHOCTH KpOBU. B cocTaBe 3T0i KOHCYIbTaTUBHOMN
Tpynmbl OyJET MPEACTaBIeH Pa3HOOOPA3HBIA IKCIEPTHBIM MOTCHIIMAT BCEX IIECTH PErHOHOB
BO3; rpynne OyaeT mopy4eHO OKa3bIBaTh MOMJEPKKY peanusanuu [Iporpammbl necTBuit
BO3 no pacmmpenuto BceoOiero A0cTymna Kk 0e30nacHbiM, d3PGEKTUBHBIM M Ka4eCTBEHHBIM
npoaykTram kpoBu Ha 2020—2023 rr.

20. Komurer mpuBEeTCTBOBaN MOATOTOBKY JoKymMeHTa BO3, ycTaHaBIMBaromIEero
HOPMaTHBHYIO 0a3y ISl MPOJYKTOB KJIETOYHOH, TKAaHEBOM M T€HHOH Tepamuu, W MpHU3Bal
BBICIIEE PyKoBOACTBO BO3 paccMOTpeTs BOIpOC O PacCHIMPEHUH 3KCIIEPTHOTO MOTEHIMAIa
Komurera um Cekperapuara aias oOecrieyeHMs] HalU4us CIEUUAIM3UPOBAHHBIX 3HAHMM,
HEOOXOMMBIX JUIsl pEIICHHs] MACIITA0HBIX PETYJSATOPHBIX U JAPYTHX MpOOJIeM, CBSI3aHHBIX C
9THM CJIOXKHBIM KJIacCOM OMOJIOTUYEeCKUX HPOTYKTOB.

21. KomuteT mpu3Haim KpailHe BaXKHBIM XapakTtep paboThl HamuoHanbHOrO WHCTHTYTA
Ouosiornueckux crannapToB U KoHTpois CoemunenHoro KoponerctBa BenukoOputanuu u
Cesepnoii Upnanauu. OTOT MHCTUTYT SIBISIETCS BEAYLIUM COTpyAHUYaromuM neHtpom BO3
o pa3paboTKe MEXIYHAPOJHBIX CTaHIAPTHBIX 00pa3roB BO3 mpoayKTOB OHOJIOTHYECKOTO
MIPOMCXOXKICHHS, M €r0 JIEeATEeILHOCTh MMEET KIIFOYEBOE 3HAYEHHUE HE TOJBKO ISl PaOOTHI
Komurera, HO 1 AJis pa3BUTHS HAYYHOTO HOPMOTBOPYECTBA BO BCeM Mupe. Bkiiag nuncruryra
B paboTy MO YIYyYIIEHHIO JOCTyMa K >KM3HEHHO Ba)KHBIM JIEKAPCTBEHHBIM CPEACTBAM B
HEKOTOPBIX M3 OCAHEUINX CTpaH MHpPa UMEET OOJIbIIOE 3HAYCHUE JJIS TOCTHHKCHHUS MHOTUX
COTJIACOBAaHHBIX HAa MEXIyHApOJHOM YpOBHE Ienedl u 3amad, Bkitoyas llenu B obGmactu
yctoitunBoro pazButusa. Komurer obpatmics k Cekperapuary BO3 ¢ npocsboii mpoBecTH
WH(OPMALIMOHHO-PA3bSICHUTEIFHYIO paboTy B HHTEpecax oOecreueHus HaaIeKalero
(UMHAHCUPOBAHUSA HTOTO MHCTUTYTA, C TEM UYTOOBI OH MOT MPOJIOJDKATH BBHIMIOJIHSATH CBOIO
LIEHHYIO paboTy.

3HavyeHHe 1/ MOJTUTHKHU B 00,1aCTH 00111eCTBEHHOI0 3[PABOOXPAHEHH

22. Kenras nuxopangka — 3a0oieBaHHe, OTHOCSIIEECS K TpYIIE BUPYCHBIX
reMopparuuecKux JUX0paloK U 3HIeMUYHOE B psizie cTpad Adpuku u Llentpanbsaoit u FOxHON
Awmepuku. bezonacHeie U BBICOKOA((EKTUBHBIE KUBbIE aTTEHYHUPOBAHHbIE BAaKLMHBI TPOTHB
MKEJITON JTUXOPAJIKH, ITOTYUYECHHBIE HA OCHOBE mTamMma 17D, npumenstorcesa ¢ konna 1930-x rr.
OpHako ¢ UX MPUMEHEHHMEM CBSA3aHbI PEJKUE CEpbe3Hble MOOOYHBIE PEAKIIMH, B YACTHOCTU
HEKOTOPBIC HEBPOJIOTHUECKHE U BUCLIEPOTPOIHBIC 3a001eBaHus. B 3TOM CBsI3M KpaifHE Ba)KHON
3a/1a4eil SBJIAETCS ONPEACIICHUE YPOBH HEHPOTPOIM3Ma U BUCLIEPOTPOIIM3MA HOBBIX ITAPTUI
BaKIIMH B COMOCTABJICHUH C BaKIIMHAMU, TPU3HAHHBIMU KIMHUYEeCKU Oe3onacHbIMU. [TonpaBku
Kk Pexomennanusm BO3 nmo koHTpomto kauecTBa, 6€30MacHOCTH U 3()(PEKTUBHOCTH >KUBBIX
aTTEeHYHWPOBAHHBIX BaKIUH MIPOTUB KeNTON uxopaaku (2010 r.), mpuHATHIE 110 PpEKOMEHIalluU
Komutera, NO3BOJAT YTOYHUTH U TapMOHU3HMPOBATh COOTBETCTBYIOIIHME MPOLENYPHI
TECTUPOBAHUS.
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23. Tlocnemnue MOCTHXKEHUS B MPOM3BOJICTBE BakIMH Ha ocHOBe MarpuuHoii PHK (MPHK)
MOATBEPAWIIN MEPCIIEKTUBHOCTH ATOTO METO/1a, a OBICTPOTA CO3/1aHUs BAaKIIMH-KaHIUIaTOB Ha
ocHoBe MPHK nenaer 3ToT MeTon uaeanbHBIM ISl UCIOJIb30BAHUS BO BpeMsl YpE3BhIYAHBIX
CUTyalluii B 00JIaCTH OOIIECTBEHHOTO 3APAaBOOXPAHEHHUS. becrnpeneqeHTHbIE TEeMITbI
pa3paboTku u onieHkH KauauaaTHeIX MPHK-Bakuma nporus COVID-19 npoaemMoHcTpupoBaiin
OCTPYIO HEOOXOJIMMOCTh B pa3pabOTKe COOTBETCTBYIOIMUX pekomenaauii BO3. B mpunsTom
o pexomennanuu Komurera nokymenre BO3 00 acnekrax perynupoBaHus B chepe OLeHKH
KayectBa, Oe3omacHocth u  d¢¢exktuBHoctHn MPHK-BakumuH ans  mpoduimakTHKH
MH(EKIMOHHBIX 3a00JeBaHUIl M3JI0KEHbl MPUHIUIBL, JIEKAIIMe B OCHOBE OICHKH U
pPErucTpaly TAKUX BaKIIKH.

24. Tlpennaraemas pa3paboTKa 3aMEHBI JIJIs1 KOMIICHCAIIMH OBICTPO MCTOIIAIOIIETOCS 3armaca
MEPBOr0 MEXKIYHAPOJTHOTO CTaHIAPTHOTO oOpasna uMMmyHortoOynmaHa k SARS-CoV-2
00ecreuynT HEeNpephIBHOCTH cepoliorudeckoro snuaHanazopa 3a COVID-19 u pabotel 1m0
CO3JIaHMIO0 U OLIEHKE BakIuH-KaHauaaToB npotuB COVID-19. Kpome Toro, sToT cranmapt
MMO3BOJISICT OOECHEYHTh CTAHMAPTH3AIMI0 METOJOB H3MEPEHHUS THUTPOB HEUTPATH3YIOIIMX
anTuTen K kopoHasupycy SARS-CoV-2 B pekoHBajnecuenTHoil mina3me mojei ¢ COVID-19,
TEM CaMbIM CIIOCOOCTBYS BHITIOJTHEHHIO OIICHKH JaHHOTO MIEPCIIEKTHBHOTO TEPANIEBTHYECKOTO
Metona. Kpome Toro, peanusaius npeioxeHus o co3ganuu BO3 nmepBoro MexxayHapoIHOTO
HaOopa JTaJOHHBIX OOpAa3lOB AHTUTEN K BBI3BIBAIOIINM OOCCIIOKOCHHOCTh BapHaHTaM
SARS-CoV-2 Oynmer cmnocoOcTBOBaTh MpOIECCY CO3JaHUST M TapMOHU3ALMU METOOB
CEPOJIOTHYECKOTO TECTHPOBAHWS, HCIIOJIB3YEMBIX JUIsl OBICTPOTO BBISBIICHHUS TAKUX BapUAHTOB
1 pa3pabOTKH COOTBETCTBYIONINX OOHOBJICHHBIX BAKIIMH U TEPANIEBTUUECKUX CPEACTB.

25. Tlo omeHKaMm, YMCIIO JIFOJICH, CTPATAFOIINX aHEMHUEH W/WTH Te(hUITUTOM MUKPOJIEMEHTOB,
COCTaBJISIET MIPUMEPHO TPETh HaceleHus miuaHeTel. K uncny nocnegnux muunuatus BO3 B
o0JacTu MNPOAYKTOB KpPOBH W POACTBCHHLIX BCIICCTB, ITOJYUYMBIINX BBICOKYIO OICHKY
Komurera, oTHOCHTCS MOArOTOBKA aHANUTHYECKOM 3anucku BO3, mocBsiieHHas noaxoaam B
FeMOTpaHC(by:%I/IOJ'IOFI/II/I, II03BOJIAIOIIUM OIITUMHU3UPOBATH KIIMHUYCCKYIO IMPAaKTUKY
MepeNuBaHusl KPOBH, a TaKXKe MPEAIoKEeHUE O pa3pabOTKe COOTBETCTBYIOIIETO PYKOBOJCTBA
BO3 nns nomonu crpaHaM BO BHEAPEHUH ONTUMU3MPOBAHHON IPAKTUKH.

26. Kak oxupmaercs, pa3paboTka pykoBojsmiero nokymeHta BO3 o perymupoBaHun
HCIOJIb30BaHUS MPOAYKTOB KJIETOYHOM, TKAHEBOW M F€HHOW Tepanuu Oy/eT crocoOCTBOBAThH
COMMKEHUIO HOPMAaTHBHOM 0asbl B CTpaHaX M CTUMYJIUPOBATh JHAJIOT MEXIY CTpaHaMH O
HEe0OXOUMBIX Mepax M0 YIYUIIEHUIO TOCTyIa K 3TOMY KJIacCy MPOIyKTOB BO BCEM MUDE.

IocaencTeus pist nporpaMmm Opranusanuu

27. Pa3paboTka W TpeICTaBICHHE TIIOOANBHBIX CTAHIAPTOB UIS MPOBEICHHUS HW3MEPEHHUN
SBIIIETCS OJHUM W3 OCHOBHBIX HAINpaBICHHH HOPMOTBOpYecKoil nesrenpHocTd BO3, u
CBOCBpPCMCHHAsA HY6J'H/IK3HI/I$[ TaKuX CTaHAAPTOB HMECT KIIIOYEBOC 3HAUYCHUC JJIA
3¢ (HEeKTHBHOTO HUCIOIB30BAaHUS JOCTIDKCHUH HAayku B cdepe MPOU3BOJACTBA M OICHKHU
OMOJI0rMYecKuX MpoayKToB. Pa3paboTka pekoMeH0BaHHBIX KOMUTETOM YIOMSIHYTBIX BBILIE
neBsité crannaptoB BO3 crana Ob IpOAOHKEHUEM ITOTO BaXKHEHIIETo BHJIA AEITEIbHOCTH,
Kacarolerocss IIMPOKOTO CHEKTpa TJI00AJbHBIX TMPUOPUTETHBIX TIPOOIEM B 00JacTH
OOIIECTBEHHOTO 3[IPaBOOXPAHCHHS.
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28. Cosznganue 10 omobpenHsix KoMuTeTOM HOBBIX MM 3aMmemiaroniux cranaaptoB BO3 B
obnacTu U3MepeHHut 00eCreYnT HAIMYNEe HOPMATUBHBIX JIOKYMEHTOB, CTOJIb HEOOXOIMMBIX
JUISL BBITIOJTHEHUSI HOBBIX BcTaromux mepen BO3 mpuopuTeTHBIX 3a7a4, a TakKe MO3BOJUT
00€ecIeunTh CBOEBPEMEHHYIO 3aMEHY CYIIECTBYIOIIMX MEXIYHAPOAHBIX cTaHAapToB BO3.

29. IlpenmpuHUMaeMble B HACTOAILIEE BpeMS YCWIHMS MO COACWUCTBUIO BBIMOJHEHHUIO
PEryJIAITOPHOW OLEHKHA TMPOAYKTOB KJIETOYHOW, TKAHEBOM M TEHHOM TEpanmuud W,
COOTBETCTBEHHO, 00ECIIEUEHHUI0 00JIee HTMPOKOTO U CIIPABEIIMBOTO JOCTYIA K HUM, SIBJISIFOTCS
OTPaXKCHHEM TCHJICHIIMU K HEU30EKHOMY NalbHEHUIIEMY PACIPOCTPAHCHHIO ITUX CIOXKHBIX
OPOAYKTOB, TpeOYIOUIMX pEIIeHUs MHOXECTBa BOMPOCOB B cdepe peryaupoBaHusl.
Kak oxxumaercs, qanpHeHIe J0CTHXKEHHS B 3TOH chepe OyayT 3aHUMaTh Bce Ooiee 3aMeTHOE
MecTo B padore Komwurera u, coorBercTBeHHO, BO3, B CBA3M C 4eMm Aisi MpeacTaBICHUS
Opranu3anuy HaJeKHBIX U 00OCHOBAaHHBIX PEKOMEHIAIMIA 110 3TOMY BOIPOCY MOTPeOyeTCs
MIPUBJICYECHUE JIOMOJHUTEIBbHOIO SKCIIEPTHOTO MTOTEHIIMAA.

JEUCTBUS UCIIOJTHUTEJIBHOT'O KOMUATETA

30. Hcnosnkomy mpejyiaraercsi IpUHITH HACTOSIIUHN TOKJIAJ] K CBEJICHHIO.




