W BcemupHas
opraHv3aumsa 3apaBoOXpaHeHus

WCNONHUTENbHbLIW KOMUTET
147-1 ceccua EB147/9
MyHKT 7 npeaBapuUTeNbHOM NOBECTKU AHA 12 masa 2020 r.

JloKJ1a/1bI 0 COBEIAHUAX KOMHUTETOB IKCIIEPTOB U
HCCIeA0BATeIbCKHUX Irpynm?

Joxaan I'eHepajibHOTO JUPEKTOPA

CIIEHU®UKAIINU NJA PAPMAINEBTUYECKUX ITPEITAPATOB

Jlokax o paGoTe NATHIECAT 4YeTBEpPTOro copemanusi KomuTera 3KcmeproB mo
cnenuuKANUAM 1151 (papMaleBTHYECKHX NPENapaToB
Kenena, 14-18 oxrsi6ps 2019 r.?

1.  Komwurer »skcmeproB 1m0 crnenupukanusaM Uit (hapManeBTHUECKUX IMpernapaTroB
KOHCYNbTUpYyeT ['eHepalpHOrO JIUpEeKTOpa IO BOIpocaM  OOecredeHus KadecTBa
JIEKapCTBEHHBIX CPEJCTB M MPEJOCTABIISIET WHCTPYMEHTApHUU Ui HOPMAaTHBHO-TIPABOBOTO
peryiaupoBaHus B  OTHOUIEHWHM  MEIAMLIMHCKOM  mpoaykuuu. Ero  pexkomeHnanuu
pa3pabaThIBaOTCs B IPOLIECCE JOCTUKEHHS OOLIET0 KOHCEHCYCa 110 pe3ysibTaTaM 00Cy X IeHN!
C ydacTHEeM IIMPOKOIO Kpyra CTOPOH B COOTBETCTBHHM C YCTAHOBJIEHHBIM TMODPSJIKOM H
OXBaTBIBAIOT BCe 00acTH 00ECTICUeHHs KAa4ecTBa JIGKAPCTBEHHBIX CPEICTB Ha MPOTHKECHUU
BCEr0 MX JKM3HEHHOIO LHMKJIAa M BCE 3BEHbS LENOYEK IIOCTaBOK, OT pa3pabOTKU [0
pacnpeneseHus Cpeu NaleHToB.

OcHOBHBIE peKOMEeH1aluu

2. Kowmwurer skcnepToB mpuHsi1 13 pykoBoAsmux yka3aHuii U 16 hapMakoneiHbIX TEKCTOB
JUIs  BKIIOYEHHS B MeXIyHapoaHyl0 (apMakoneo M MOATBEPAHMJ BBITYCK IIECTH
MEXIYHAPOAHBIX JTAJIOHHBIX XHMHUYECKMX BEIIECTB, YCTAHOBJEHHBIX OTBETCTBEHHBIM
uentpom BO3.

! B coorBerctBuu ¢ TToNOMKEHUAMH O CIHHUCKAX SKCIIEPTOB-KOHCYILTAHTOB U KOMHTETOB SKCIIEPTOB
I'eHepanbHBII JUPEKTOP MPEICTABIAET HA pacCMOTpeHHe VICTIOMHUTETFHOTO KOMHUTETA JOKJIAl O COBEIIaHMAX
KOMUTETOB HKCIIEPTOB, COJIEPKALINI 3aMeUaHusi O MOCIEACTBUAX JOKIAJ0B U PEKOMEHIalINi KOMUTETOB
9KCIEPTOB ISl MOCJIEIYIOIINX JACHCTBUM.

2 WHO Technical Report Series, No. 1025, 2020.
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3. DBbUIM NpHUHATHI CIEAYIOUINE PYKOBOIAIINE YKA3aHUS U PEIICHUS:

* MOPSJOK TOATOTOBKM MOHOTpaduii © APYrHX TEKCTOB JUIS BKIIOUCHHS B
MexnyHapoaHyto (hapMaKorer;

* pexkomeHJauuu MeXIyHapOJHOIO areHTCTBa 1o aroMHoM sHeprun u BO3 mno
Ha/JIeXKAIIEH TPOU3BOICTBEHHON NMPAKTHKE B OTHOIIEHUH PaanodapMareBTUIeCKUX
Mpenaparos;

¢ HOJYYCHHUC BOABI AJIA I/IH'LCKLIPII;'I CHOCO6aMI/I, HEC OCHOBAaHHBIMHU Ha JUCTHUIIIIAIINH,
¢ HaJICXKallas IIpaKTUKa B obnactu XpOMaTOFpa(bI/II/I;
° Tp€6OBaHI/IH K CUCTCMaM YIpPaBJICHUA KAYCCTBOM IJI1 HALTMOHAJIbHBIX I/IHCHGKIII/If/'Ig

* BOIIPOCHI, TpeOyroIe BHUMAHUS IPOU3BOIUTENICH U MHCIIEKTOPOB: SKOJIOTUYECKHE
ACTIEKTHI TIPOU3BOJICTBEHHOM MPAKTHUKU B OTHOIIEHUH MPOPHUIAKTHKN YCTOUIHBOCTH
K IPOTUBOMHUKPOOHBIM IIpenaparam;

* HaIeKallasd IMpaKTUKa XpaHCHHUA U paClIpCaACIICHUSA

¢ BOIIPOCHI, Tpe6yfoume BHHUMAaHUS ITPH OIPCACIICHUH OCTABHICTIOCA CPOKa CKIIaJICKOI'O
XPaHCHUA M€I[I/IIIHHCKOI7[ MIpOAYKIIMHU HAa MOMCHT €€ IMOCTABKH,

* pexomeHgauuu nporpamMmel BO3/®@onna Opranuzanuu OObeauHeHHbIX Hammii B
0o0yacTu HapOJOHACEIEHUS MO MPEKBATU(PUKALNN B OTHOIIEHUU KOHTPAIENTHBOB:
MY’KCKHMX IIPE3EPBATUBOB U3 JIATEKCA, KEHCKUX NPE3€PBATUBOB M BHYTPUMATOYHBIX
KOHTPALIENITUBOB;

* TexXHHMYecKas creuu@uKalus My>KCKUX Mpe3epBaTUBOB U3 JIATEKCa, TOJATOTOBJICHHAs
BO3/®onnom Opranuszanuu O0beanHeHHbx Hanuil B o6nactu HapogoHaceneHus;

e crnenuUKaUU Ui TPOCTBIX JTyOpHKaHTOB, moAroToBieHHsle BO3/Donaom
Opranunzanuu O0veaquHeHHbIX Hanmii B 061acTi HApOJOHACETICHUS,

* mepeyeHb «OuoBeiBepoB» BO3: mpennoxkenue 00 oOTKaze OT TpeOOBaHUU
OMOPKBUBAJIEHTHOCTH IN VIVO B OTHOIICHWH TBEPBIX MEPOPATBHBIX JIEKAPCTBEHHBIX
dbopM ¢ HEMEIJIEHHBIM BBICBOOOXKICHHEM, BKIIIOUYEHHBIX B [IpuMepHBIi mepeueHb
OCHOBHBIX JIEKapCTBEHHBIX cpeAcTB BO3;

®* PYKOBOIAMIMUC YKA3aHUA BO3 B oTHOmEHUHN BHCAPCHUA CUCTEM YIIPABJICHUA
KauC€CTBOM JIA HAITMOHAJIBHBIX OPIraHOB PETryJIMPOBAHUAA.

4.  Kpowme Toro, ObLI0 pEKOMEHIOBAHO MPOIOIKUTH paboTy BHelTHero Mmexannsma OIeHK!
rapaHTuM KadeCTBa B LCIAX YKPCIUICHHA IMOTCHHOHAIAa HAIlMOHAJIBHBIX na60paT0pI/H71 10
KOHTPOJIO KadecTBa, a TakKe MPOJOIKUTH, MPU aKTUBHOM YYaCTUU TOCYIApCTB-UJICHOB,
oOHoBneHHe mopsaka ceptudukanmmu BO3 kauecTBa (apmarieBTUUECKONW MPOAYKIIHH,
HaXOJSIICH B MEXIYHAPOAHOM TOPTOBOM 000pOTE.
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3HaueHne AJId MEpP NMOJIUTUKH B odJacTu OﬁmeCTBeHHOFO 3APaBOOXpPaHECHUSA

5. 3naunTenbHas yacTh paboTel KomuTera SKCEepTOB HampaBieHa Ha coOneicTBHE
COMMKEHUIO PYKOBOISIINX MPUHIIMIIOB B 001aCTH 00eCIeueH s KaueCTBa U PeryJIMpoOBaHus U
TEM CaMbIM JOCTHXKCHHUE TTOJIE3HOTO CHHEPreTHUeCKOoro 3 dexra MexXy COOTBETCTBYIOLIIMMHU
KOMIIETEHTHBIMH OpraHamu, (papMmakomnessMH U BHYTPH HUX M COKpAIICHUE AyOIUpOBAHHSA
YCUIINH H, CJIe0BAaTEIbHO, PACXO/IOB.

6. TexHuueckoe pykoBOJACTBO Kommrera »dKCIepTOB IO  BONpOcaM  KadecTBa
JICKapPCTBEHHBIX CPEACTB MPHU3BAHO CIYKUTh MHTEpPECaM PEryIHpyIOUIMX OpPraHoB BCEX
roCyJapCTB-WICHOB, a TaKXe opranu3aiuil cucreMbl Opranuzanun O0benuHeHHbIx Hanmit
OPYTHX KPYIHBIX MEXKIYHAapOOHBIX opranuzauuidl. KomuTeT Takke MperocTaBiseT
TEXHUUYECKYIO TuIaTGopMy Ui CONFMIKEHUS IMOJXOJIOB B COOTBETCTBHUU C PEKOMEHIAITUSMU
MesxtyHapo1HO# KOH(QEpPEHIIUN OPTaHOB MO PETYIUPOBAHUIO JIEKAPCTBEHHBIX CPEJICTB.

7. B To Bpems Korja I0CTyI K OCHOBHBIM JIEKAPCTBEHHBIM CPEJICTBAM SIBJISIETCSI HACYIITHBIM
BOIIPOCOM TOBECTKH JHs B 00JIaCTH YCTOWYMBOIO pa3BuTHs, padota KoMmurera skcneproB no
MOJTOTOBKE CTaH/IAPTOB SIBJISICTCS YHUKAIBHBIM W YPE3BBIUAHO BaXXKHBIM BKJIAZOM B
oOecrieyeHue Oosee CIpPaBEAIUBOrO JOCTYNA K HEOOXOAMMBIM JIEKAPCTBEHHBIM CpPEICTBAM
rapaHTHPOBAHHOTO KadecTBa. KoMuTeT Takke pa3zpadaTbiBaeT HOpPMaTHBHBIE PEKOMEH/IAINH,
UMEIOIME BaXHOE 3HAYE€HUE JJIi MHOTOMCTOYHMKOBBIX JIEKAPCTBEHHBIX IIpENapaToB,
IpeHAa3HAYeHHBIX JJI1 HUCIIOJIb30BAHMUS BO BCEM MHpE, B CTPAaHaX C APKUM U BIAXHBIM
KJIMMaTOM, KaKk B MaJbIX, TaK W OOJBIIUX, & TaKXKe B YCJIOBUAX OOJbIIEH WIM MEHbLICH
obecrieueHHOCTH pecypcamu. Llenb 3Toi paboThl — 3aIUTUTH NAIIUEHTOB U OOJIETYUTH JTOCTYII
K BBICOKOKAUECTBEHHBIM JICKAPCTBEHHBIM CPEJICTBAM, YTO COOTBETCTBYET IOJIOKEHUSAM HOBOM
J100aNbHOM MOBECTKM JHSA, 4eTko chopmynupoBanHod B [loBecTke nHA B obsactu
ycToiuuBoro pazButus Ha nepuof 10 2030 r., B KOTOpO# MepBooyepeiHOE BHUMAHHUE B TOM
yHuclie ynaenseTcsl BceoOlleMy OXBaTy yciayraMu 37apaBooxpaHeHus. Komwurer akTHBHO
coJieiicTByeT obecreueHuIo JOCTyNa K Ka4eCTBEHHBIM OCHOBHBIM JIEKAPCTBEHHBIM CPEICTBAM
U TIPOAYKTaM 3/IpaBOOXPAHEHUS JIJIsl BCEX.

IMocaencreus pist nporpamm Opranusanuu

8. Hrorm paboTel ® pekoMeHmanuu gaHHOoro KomHTeTa OKCHEpTOB OKa3bIBAIOT
CYILLIECTBEHHOE BO3CHCTBUE HAa B3aUMOOTHOIIEHUS B pAMKaX COOTBETCTBYIOIIMX KJIACTEPOB U
MeX/1y HUMH, Ha CBSI3U C PETMOHAJILHBIMU U CTPAHOBBIMHU OIOpO M MapTHEPCTBAMH, a TAK)KE Ha
CBSI3U C APYTMMHU KOMUTETAMH JKCIIEPTOB BO BCEX CIIy4asiX, KOI/a peub UAET O JIEKAPCTBEHHbIX
cpeacTtBax. MexayHapoaHble TJI00ANbHO NPUMEHUMBbIE HOPMBI M CTaHAAPTHI IOMOTAIOT
o0ecnevnTh JOCTYII MallMEeHTOB K BEICOKOKaYECTBEHHBIM JIEKAPCTBEHHBIM CPEJICTBAM.

9.  JearenpHocTh KOMHTETA SKCIEPTOB MMeET 0CcOOYI0 3HAYMMOCTb JJISl MOJIpa3/IeIeHUi
BO3, 3anumaronuxcs npekBaiupuKanueil JeKapCTBEHHBIX CPEJICTB U YKPEIUICHUEM CHUCTEM
peryiaupoBaHus, a TakXke MporpamMm OopbObl ¢ OonesHsMu. B cBoro ouepenb, Komuter
HKCIEPTOB HAMPSAMYIO MIOJTyYaeT 3aMEeUYaHUsl U MPEJI0AKEHHUS TPAKTHUECKOT0 XapaKTepa OT TeX,
KTO Ha MpaKTHKe MPUMEHsET Bech KoMmIuieke u3 6osee yem 100 cymecTByommx pyKOBOJCTB,
590 cnerudukamuit 1 250 MexayHapOAHBIX ATAJTOHHBIX XMMHYECKUX BemiecTB. Komwurer
HKCHEPTOB 00ECHeunBaeT MPHUHITHE pa3pabaThIBa€MBIX B IMPOLECCE MIMPOKUX IIIOOATBHBIX
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KOHCYJIbTAllUM MEKIyHapOAHBIX HOPM M CTaHIApTOB B OTHOLICHUM HWHCTPYMEHTApPUS IS
HOPMAaTHBHO-IIPABOBOI'0 PEryJUpOBaHMs U 00ECIeUYeHUs] KayecTBa JEKapCTBEHHBIX CPEJCTB,
KOTOPBIH ABJIETCS aKTyaJIbHBIM JUIsl BCEX JIEKApCTBEHHBIX cpeacTB BO3.

OIEHKA OCTATKOB HEKOTOPbBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX
CPEJICTB B IPOAYKTAX IINTAHUA

Hoxman o padore BoceMbaecsiT BOCbMOIo coBemanusi COBMECTHOI0 KOMMTETA IKCIIEPTOB
DAO/BO3 no numieBLIM J00aBKaM
Kenena, 22-31okrsi6psa 2019 r.!

OcHoBHbBIE PECKOMEHIALINHA

10. Jloksax coaepkuUT MHPOPMALUIO O pe3yibTaTax BbINoJHEeHHOH KoMuTeTom skcnepToB
OLIEHKA TEXHUYECKHX, TOKCHUKOJIOTUYECKUX, SIUIACMUOIOTHIECKUX, CTATHCTUYECKUX U
JMETOJIOTUYECKUX JIaHHBIX 110 OCTATKaM CEMU BETEpUHApPHBIX JIEKAPCTBEHHBIX CPEACTB (/1B
MPOTHBOMHUKPOOHBIX Mpemnapata (pocOMUIMH U XaTKBUHOI), OJWH aKapuiua (3THOH), /1Ba
IPOTHBONAPA3UTAPHBIX Mpernapara (MBEPMEKTHMH U CEJIaMEKTUH) W JIBa HMHCEKTULUAA
(mudydensypon u dpaymerpun). Kpome Toro, KomureT sxcriepToB 00paTuiics ¢ MpU3bIBOM
IPEJOCTaBUTh JIaHHBIE JJISI OLIEHKU CHCANpOHWIA (3KTONApa3sUTUIMIA), OAHAKO HHUKAKUX
JIOTIOJIHUTEBHBIX JAHHBIX IIPEJICTABICHO HE ObLIO, U OLIEHKA 3TOr0 BETEpUHAPHOTO Npernapara
HE MOrJjia ObITh BBIIIOJHEHA.

11. B poxname Takxke MpeACTaBICHBI OOIIME 3aMEYaHHs U PEKOMEHJAIlMU, B YaCTHOCTH B
OTHOILIEHUU AaKTyaJIM3UPOBAHHBIX METOJOJIOTMUECKMX IOAXOJ0B K OLIEHKE OCTaTKOB
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB B MPOIYKTAX MTUTAHUS.

12.  Ouenku, pekoMeHaamu M KomMmeHTapuun Komurera skcnepToB OyayT oOCYykIaThCs
Komurerom Kozekca mo ocrarkaM BETEpUHAPHBIX JIEKAPCTBEHHBIX CPEACTB B IHILEBBIX
IPOAYKTaX, ¥ Ha UX OCHOBAHUU OyJyT ONpeeNeHbl COOTBETCTBYIOIINE MEPHI 110 YIIPABIECHUIO
pUCKaMU U UX CMSTYEHHUIO B LEJISX OrPaHUMYEHHs, KOI/la HEeoOXOIMMO, BO3JEWCTBUS Ha
YEJIOBEKa, a TAaKXe IIOArOTOBJICHBI PEKOMEHAALMUU Ui HALMOHAIBHBIX OpPraHOB IO
0e30MacHOMY IPUMEHEHUIO ITHX BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJICTB B )KUBOTHOBO/ICTBE.

13. B cepun ny6nukaiuii o numieBbix 1o0aBkax BO3 BbIMYCTUT MOHOTpaduu ¢ AETAIbHOM
TOKCHKOJIOTHYECKOM, SMUIEMHUOJIOTHIECKON W WHOW COOTBETCTBYIOMIEH WH(OpMaimei, Ha
OCHOBE KOTOPOH MpPOBOJWJINCH OLEHKH PHCKOB JUISL 3JI0POBbs, CBSI3aHHBIX C AITHUMHU
BEIIECTBAMH.

3HaveHHe I Mep MOJUTHKH B 00/1aCTH 00IIECTBEHHOI0 3IPABOOXPAHEHUSA

14. Komuter 3KCHEepTOB IyTEM HAyYHOM OLIEHKH PUCKOB HAa OCHOBE MEXIYHApOJHOIO
KOHCEHCYCa YCTaHaBIMBA€T M, II0 BO3MOXHOCTH, KOJMYECTBEHHO OIIPENEISIET 3HAUEHUE
BO3JICHCTBUSI HA 3/I0POBbE HACEJIEHUS OCTATKOB BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB,
MPUCYTCTBYIONIUX B IPOAYKTaX NMUTaHMs. B ciryuae BbIsIBIEHUS KaKOH-JINOO0 yrpo3bl 310POBBIO

1 WHO Technical Report Series, No. 1023, 2020.
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KomuTeT roToBHT 4YeTKHE PEKOMEHJIAIMH O MepaM, KOTOpbIE JIOJKHBI OBITh MPHHATHI
npaBuTeabcTBaMu cTpaH uin CoBmecTHOW mporpammoii PAO/BO3 mo crangapraMm Ha
numiesle npoaykTel (Komuccueit «Komekc AnmMeHTapuyc» U €€ BCIIOMOraTeJIbHBIMU
OpraHaMu).

15. Pexomenmauuu Komurera skcmeproB  ucnonb3yrorcs  Komumcecuenn  «Kopgeke
AnuMmeHTapuyc» Mpu pa3paboTke MEXIYHApPOIHBIX CTAaHIAPTOB OE30MaCHOCTH MHUIIEBBIX
IPOAYKTOB, a TaKX€ APYTUX PYKOBOJSALIMX YKa3aHUNW M pPEKOMEHAALMH. DTU CTaHIApThI
UMEIOT HayYHOe 00OCHOBAaHHE M YCTAHABJIMBAIOTCS TOJILKO B OTHOILIIEHUU BEIECTB, KOTOPHIE
MOJIBEPIIINCH OIEHKe co cTopoHbl Kommurera skcneproB. Takum oOpazom, obOecrieunBaercs
COONIOZICHHE IKECTKUX CTaHAApTOB OE30MacHOCTH TMPOJAOBOJILCTBEHHBIX TOBapoOB B
MEXTYHAPOJHOM TOPTrOBOM 00OPOTE B IEJISIX 3aIIUTHI 3J0POBBS MOTPEOUTENEH U 00eCTIeUeHUS
J0OPOCOBECTHON MPAKTUKU TOPTOBJIH MUIIEBBIMU MTPOTYKTAMH.

16. Pexkomenmamuu KomuTera OJKCHEpTOB TakXKe HEMOCPEICTBEHHO YYHTHIBAIOTCS
rocyaapcTBaMu-4JICHAMU IIPU YCTaHOBJICHUY HALIMOHAJIBHBIX UM PETMOHAIBHBIX CTAHIapTOB
0€30MaCHOCTH MULIEBBIX POAYKTOB.

17. Bce rocynapcTBa-4ieHbI CTAJIKHBAIOTCS C MPOOIEMON OICHKH MMOTEHIIMAIBHBIX PUCKOB
AJId 300PpOBbs, CBA3AHHBIX C XMMHUUYCCKHMU BCIICCTBAMH, NPUCYTCTBYIOLIIMMHU B IPOAYKTaAX
NHUTaHHS, OJHAKO JIMIIb HEMHOTHE HAay4YHbIC HALIMOHAIBHBIC U PETHOHAIBHBIC YUPEIKICHUS
MMpoOBOAAT CHUCTEMATHYCCKYIO OICHKY BCE€X COOTBCTCTBYIOIIHMX TOKCHUKOJOTHYCCKUX,
AMUJIEMHOIOTUYECKUX U JPYTMX JaHHBIX. B CBS3M € 3TUM BaXHO, YTOOBI W3 JIOKJIAJZIOB
KomuTteTa skcriepToB rocyiapcTBa-uwieHbl MOIy4Yald JOCTOBEPHYIO MHPOpPMAINIO 00 00Imux
acleKTax OLEHKM PHUCKOB M KOHKPETHBIX OIIEHKaxX YINOMSHYTBIX BETEPUHAPHBIX
JICKApCTBCHHLIX CPCACTB.

18. Pabora Komutera 3KcrepToB B CHIIy €€ CIOXXKHOCTH U HEOOXOIUMOCTH BBIPAOOTKH
MEXIYHAPOJHOTO HAYYHOTO KOHCEHCyCa MO BOIPOCY OIEHKH OJTHUX BEIIECTB SBIISAETCS
YHUKAJIBHOM C TOYKHM 3pEHHsI €€ 3HAUMMOCTH M BO3JAEHCTBHS Ha NPUHATHE TII00ATbHBIX
pemieHuit B 00jacTu OOIIECTBEHHOTO 3/PAaBOOXPAHEHHUS, KaCarolIUuXcsi 0e30MacHOCTH
MUILEBBIX MPOTYKTOB.

IHocaencreus ais nporpamm OpraHusanuu

19. OueHka XHMMHYECKUX BELIECTB, COIEPIKALIMXCS B MHILEBBIX MPOIYKTAX, SBIAETCS
MOCTOSTHHBIM HallpaBlieHueM JAestenbHocTd KoMuTeTa skcnepToB. B TeueHne AByXroanyHoro
nepuosa 2018-2019 rr. 6bUIM IpoBeEHBI YeThIpe coBelanus KomuTera skcnepTosl.

20. BO3 sBasercs maptHepoM B pamkax CoBmecTHO# nporpammbl @AO/BO3 1o nuieBbiM
CTaHJapTaM, IJIaBHBIM opraHoMm kotopoil siBisiercss Komuccus «Komekc AnumeHtapuycy.
HestenpHocTh KoOMHUTETA SKCTIEPTOB, YIIOTHOMOYEHHOTO 00ECIIeYMBATh HAJACKHYIO HAYIH VIO
0a3zy UIsl MEXKIyHApOIHBIX CTaHAAPTOB M PEKOMEHAAlUA B OTHOLIEHHH OCTaTKOB

! Mepeyens mybnukanumii cm. Ha Beb-caiite https://www.who.int/foodsafety/publications/jecfa-reports/en/
(o cocrostauio Ha 23 mapta 2020 1.).
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BETEPUHAPHBIX JICKAPCTBEHHBIX CPEJCTB B MPOAYKTAX MUTAHUS, UMEET KIIOUYEBOE 3HAUCHHE
st pabotel Komuccnn «Konmeke AnuMmeHTapuyc.

21. Ouenku Komutera 3KCHEpTOB TaKKe UCIOIB3YIOTCS pykKoBoauTensiMu Oropo BO3 Ha
YPOBHE CTpaH, TEPPUTOPHI 1 pallOHOB M peruoHaIbHBIMU Oropo BO3 B X071€ nmpemocTaBiaeHUs
rocy/1apcTBaM-4JIeHaM KOHCYJBTAIUH 110 BOMPOCcaM 0€30MacHOCTH MHIIEBHIX MTPOYKTOB.

CTAHIAPTU3AIUA BUOJIOI'MYECKHUX ITPEITAPATOB

Jloksiag 0 paéore ceMHAECATOro copemanus KomMurera 3KcnepToB o CTaHIAPTH3AIMM
OMOJIOTNYeCKHUX NMPenapaTon
Kenena, 21-25 oxrsaops 2019 r.!

22. KomuTeT 3KCIepTOB IO CTAHAAPTU3ALUHM OHMOJIOTHYECKHX IPErapaToB 3aHUMAETCs
PACCMOTPCHHUEM I10JIOKCHUA B 00J1acTi OMOIOTHYECKUX BCIICCTB, IPUMCHACMBIX B MCIUIIUHC,
K KOTOPBIM OTHOCSTCSI BaKLMHBI, OMOTEparneBTHYECKHE Npenaparbl, Npenaparsl KpOBU M
COOTBETCTBYIOIIME BEIISCTBA M PEAreHTHl JUIS JAMAarHOCTUKHU IN Vitro. OH KOOpAMHUPYET
JEATeNLHOCTh, CIIOCOOCTBYIOIIYIO (@) NMPHHATHIO PYKOBOJACTB W PEKOMEHIAIMH I10
o0ecrieyeHn0  KadecTBa, 0e30macHOCTH © IPQPEKTUBHOCTH  TaKMX  BEIIECTB, U
(b) ycTaHOBIEHHIO MEXIyHAPOAHBIX CTAHJAPTOB M APYTUX STAJOHHBIX MATEPHAJIOB?,

23. HpI/IMeHeHI/Ie MCKAYHAPOAHBIX 3TAJIOHHBIX MAaTCPHUAJIIOB JJISA ONPCACIICHUA aKTUBHOCTHU
OMOJIOTUYECKUX BCILICCTB, UCIIOJIb3YCMbBIX B HpO(I)I/IJ'IaKTI/I‘ICCKI/IX HJIN TCPAINICBTHYCCKUX LEIAX
nim  Jjis obecreyeHus HAaACKHOCTU MpOoHCAYypP KOHTPOJIA KadeCTBa WX AOUArHOCTHUKH,
ITO3BOJISIET 00ECIIEYNBATh COIIOCTABUMOCTh JaHHBIX BO BCEM MHPE

OcHoBHbBIE PE€KOMEHIAUH

24. Ha ocHOBe pe3yabTaTOB MEXAYHAPOIHBIX HCCIEAOBAHUN, KOTOPBIE MPOBOASTCS
COTpyAHHYAOIMMHU Jabopatopusmu, KomureT yrBepams 32 HOBBIX WM 3aMEIAONIUX
MEXIYHApOAHBIX OMOJIOTHUECKUX STATOHHBIX Mpenapata BO3. 3To 0CHOBHBIE «KalTMOPaHTHI,
10 KOTOPBIM BBIBEPSIOTCSI BTOPUYHBIE CTAHAAPTHI (HAIPUMEDP, PpETHOHANIbHBIE U HAIIMOHATLHBIE
CTaHJIapPThl, UCTIOIb3yEeMBbIE JIJIsl IPOBEACHUS U3MEPEHUI).

25. Kpome Ttoro, KomMuTer »5KCHEpTOB pEKOMEHAOBAI YTBEPAWTH JBA IHCHMEHHBIX
cTaHjapra:

* PYKOBOJAIIME yKa3aHUs 110 00eCIeYeHHIo KayecTBa, 0€301acHOCTH U 3(pPeKTUBHOCTH
BaKIIMH [IPOTUB PECTMPATOPHO-CUHIIUTHAIILHOTO BUPYCa;

1 WHO Technical Report Series, No. 1024, 2020.

2 O6HOBIAEMBIH TIEpeUeHb BCEX MEKAYHAPOIHBIX OHOIOIMUECKHX ITAJOHHBIX Ipenaparos BO3
cMm. o aapecy http://www.who.int/bloodproducts/catalogue/en/ (o cocrostamio Ha 13 mapra 2020 1.).
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* IIEPECMOTPEHHBIM BapuaHT npuiokeHus 3 k Cepun TeXHMUYECKHMX HokjIanoB BO3
No 993 «PexomeHauuy mo o0ecrneyeHu o KauecTBa, 0€30MmacHOCTH U 3 (PEKTUBHOCTH
BAKIMH OT MOJUOMUEINTA (MHAKTUBUPOBAHHBIX )».

26. Komurer Tarkke mnpemoctaBuia [ eHepadbHOMY JUPEKTOPY PEKOMEHIAIHUU IO
IMUCbMCHHBIM CTaHAapTaM MW OJOTAJIOHHBIM IIp€laparaM, KOTOPBIC pa3pa6aTbIBaIOTCSI B
HACTOSIIIIEE BPEMs, a TaKKe MO MPEIUIOKECHUSM, KOTOpBIC IUIAHUPYETCS IPEICTaBHTh Ha
paccmotpenne Komutera B 2020-2021 rr.

27. KomuTteT NOATBEPAIII, YTO CTaHAAPTU3ALINUS METO/IOB KIETOYHON M T€HHOW Teparnu Kak
o0acTh, MMEMOMAs YPE3BHIUANHO BaXHOE 3HAYEHHWE C TOYKH 3pEHHS TI00aTbHOTO
OOIIECTBEHHOTO 3IPAaBOOXPAHEHUs, JOJKHA ObITh BKIIOUEHA B MOBECTKY AHs pabotsl BO3.
KoMUTET NpUHST K CBEICHUIO PEKOMEHIANNI0O MeXayHapoJHOW KOH(EPEHIIUN OPTaHOB I10
PEryJIMpOBaHUIO JIEKAPCTBEHHBIX CPEJICTB O 1enecoo0pa3HocTu pa3paboTku CekperapuaToM B
COTPYAHHYECTBE C rOCYJAapPCTBAMU-WICHAMH aKTyaJIM3UPOBAHHOTO JOKYMEHTA C OIMCAHUEM
o0JacTei, o KOTOPBIM CYIIIECTBYET COTJIaCHe MEXy OpraHaMu PeryJIupOBaHUs, UMEIOLIUMU
ONBIT B O3THX Bompocax. [ns mnpomonkenus 3toit paboTel KomurteT pexomeHgoBa
Cekperapuary BBIICIUTh HEOOXOAMMBIE PECypchl IJsl CO3AaHUA pabodeil Tpymmbl IO
CTaHJApTU3aLUN KJIETOYHOW U TeHHOW TEepaIuu.

3Ha4yeHHe JJI1 Mep NOJUTHKH B 00/1aCTH 001IECTBEHHOI0 3IPABOOXPAHEHUS

28. Hossle pykoBojsmme ykazanus BO3 mo oOecrneueHWIO KadecTBa, OE30MACHOCTH H
3¢ (HEeKTUBHOCTH BaKIIMH MPOTHB PECIIUPATOPHO-CUHITUTHATBLHOTO Bupyca (2019 r.) comepxkar
PEKOMEHIAlUK ISl PETYIUPYIOIIUX OPraHOB, MPOU3BOIUTENCH U Pa3pabOTUYMKOB BAKIIUH 110
MPOU3BOJICTBY M HEKIMHHYECKONW M KIMHUYECKOW OIIEHKE PEeCHUpaTOPHO-CHHIUTHAIBHBIX
BUPYCHBIX BAKI[MH". PykoBogsimue ykazaHus KacarOTCs LEIOTO psija BEIYUIUX TEXHOJOTHU,
KOTOpBIE B HACTOAIIEE BPEMs OIICHHBAIOTCS Ha dTane KIMHUYECKOW pa3paboTKH, a UMEHHO
KHNBBIX aTTeHYI/IpOBaHHI)IX/XI/IMepHBIX BaKIIUH (B TOM 4YHCJIE€C Ha OCHOBE TI'CHCTHUYCCKUN
MO (DUIIMPOBAHHBIX OPTraHU3MOB), OENKOBBIX BaKIMH (BKJIIOUas MpernapaTbl HA OCHOBE
CY6”I)€I[I/IHI/IH 1 94aCTul ¢ aIbrOBAHTAMU U oe3 HI/IX) 1 BaKIIMH, IMTOJYUYCHHEBIX C UCITIOJIb30BAHHUEM
PEKOMOMHAHTHBIX BUPYCHBIX U JAPYTUX BEKTOPHBIX CUCTEM. [IpHHSITHE HOBBIX PYKOBOMISIIINUX
yKa3aHuW OyleT CHocoOCTBOBAaTh MEXIYHAPOIHON pa3pabdoTKe, JHIICH3UPOBAHUIO U
nocHeAyIolIel mpekBanu(UKaIMi BaKIIMH MPOTUB PECTTHPATOPHO-CUHIIUTHAIBHOTO BUPYCa.

29. TIlepecMoTpeHHBII BapuaHT mpuioxenns 3 Kk Cepun TexHHYecKuX okianoB BO3 Ne 993
«PexoMenmanyu mo oOECIEYCHUIO KadecTBa, 0€30MacHOCTH W A(PPEKTUBHOCTH BAKIUH OT
TIOMOMHENNTA (MHAKTHBUPOBAHHEIX)»> SABJIAETCA JOKYMEHTOM, MMEIOIIMM CTPaTerHuecKH
BAKHOE 3HAYCHHUE JUIS JIMKBUAAIMU IOJMOMHENIHTa BO BceM Mmupe. [Ipunsateie B 2014 1.
NepBOHAYAILHBIE PEKOMEH/IAIMU BKIIIOYAIN PYKOBOSIIME YKa3aHUs MO IMPOBEIACHUIO
HEKOTOPBIX MCIBITAHUI C UCIIOIB30BAHUEM JKUBOTO MOJHMOBUPYCA U OBUIH TOATOTOBJICHBI HA
OCHOBE OIPaHUYCHHbBIX JAHHBIX U OMBITA MIPUMECHEHHS HHAKTUBUPOBAHHBIX MOJTMOMHUCIUTHBIX
BaKIMH Ha OCHOBe mrammoB Ca0uHa. Kpome TOro, B TO BpeMsi OTCYTCTBOBAJIM KaKHe-ITHO0

1 WHO Technical Report Series, No. 1024, Annex 2, 2020.
2 WHO Technical Report Series, No. 1024, Annex 3, 2020.
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KOHKpETHBIC TPEOOBAHUS B OTHOIICHUN OMOU3OJISIIIMY TIPU TPOU3BOJICTBE HHAKTUBHPOBAHHBIX
MOJINOMHUENIUTHBIX BaKIMH. BrocneactBuu Obul OMyOJMKOBAaH TPETUH IMEPECMOTPEHHBIN
BapuaHT [ mobansHOTO TUaHa AeiictBuii BO3 mo MUHMMH3AIMK PUCKA, CBI3aHHOTO C paboTOi
C TOJMOBUPYCAMHM B YUPESKICHHUSIX, II0CJIE JUKBUIALUU OTICIbHBIX THUIIOB JTUKUX
MOJIMOBUPYCOB M TOCTEMEHHOI'O MPEKPAIICHUs] HMCIOJb30BaHUSI OPAJIBbHBIX MOJHMOBAKIIUH
(I'TII-IIT). ITommpaBkM K peKOMEHIAIUSIM, OMyOIMKOBaHHBIM B 2014 r., MOMOTYT YCTPaHHUTh
cmaboe 3BEHO B TJ00aNbHBIX TOCTABKaX CTONh HEOOXOJUMBIX WHAKTHUBHPOBAHHBIX
MOJINOMHUENIUTHBIX BaKIMH Ha OCHOBE IITaMMOB (C30MHa, KOTOpPOE BO3HHUKIIO B pE3ylbTare
HEXBATKU YUPEXKIECHUH C BHICOKOI CTENEHBIO JIAOOpaTOPHON O100E30MacHOCTH, OTBEYAIOLIIX
tpedoBanusim ['TIJ-111.

30. Cranmaptuzanusi  OMOTEpaNeBTUYECKUX  TPEMapaTtoB, BKJIOYAs  aHAIOTUYHYIO
OMOTEPANeBTUYECKYIO MTPOYKIINIO, OblIa MPU3HAHA FOCYAAPCTBAMU-UJICHAMU BaKHBIM IIarOM
B ocymectBiaenun pesomonun WHAG7.21 (2014 r.) o moctyne Kk OHOTeparneBTHUECKON
MPOIYKIIMH, BKIIOYAsi aHAJOTHYHYI0 OMOTEpaneBTUYECKYI0 MPOAYKIHMIO, U 00ECIICUCHUH ee
KayecTBa, 6e3onacHocTy U dpdextuBHoCcTH. [Ipockda o mepecMoTpe PykoBomsmmx yka3zaHui
M0 OILIEHKE aHAJIOTMYHOW OuoTepaneBTHdeckoi mpoaykuuu 2009 r. Oblia mpencTaBieHa B
OTKpbITOM IMcbMe Ha uMs [eHepanbHOoro gupexkrtopa. Ilocie oOcyxaeHus Ha HUMs
npencenarens Komurera sKkcnepToB ObLIO HAMpPaBICHO BTOPOE MHCHMO C MPEATIOKEHUEM
MEePECMOTPETh JEHCTBYIONIYIO peAakuuio pazgena 10 maHHBIX PYKOBOISANIMX YKa3aHUU O
KIIMHUYECKOW OIleHKE aHaJOTMYHON OHOTEepaneBTUYECKOW NPOAYKUMHA U OpraHu30BaTh
KOHCYJIbTAIlMM HE3aBUCUMBIX IKCIEPTOB JUIsl YIITYOJIEHHOTO 00CYXIE€HUS MOAHITHIX BaXKHBIX
BOIIPOCOB, B YaCTHOCTH KacCaOIIUXCsl TPEOOBAaHUS O MPOBEACHUU KIMHUYECKUX HCIIBITAHHM.
KoMuTer »sKkcnepTroB 3akiroumi, 4YTO MpEICTaBiI€HHAas HHQOpMAIUs HE MOITBEPXKIAeT
TMIIOTE3Y O TOM, YTO JJisi obecredyeHus: 6e30macHOCTH U 3(P(PEKTUBHOCTU 3TOW MPOTYKIMU
OyZIeT 10CTaTOYHO TOJIbKO BBICOKOKAYE€CTBEHHBIX JaHHBIX. OJHAKO OH TaK)K€ yKa3ajl Ha TO, UTO
0ojee crenualu3upOBAaHHBIA M, BOBMOXKHO, COKPAIIIEHHBIN MaKeT KIMHHYECKUX TaHHBIX MOT
Obl OBITh IPUEMJIEMBIM B T€X CIydasX, KOrJa 3TO SIBHO IMOATBEPXKAAETCS HMEIOUIMMUCS
HaydyHbIMU JaHHBIMU. BO3 coxpaHseT TBep1yro MPUBEPKEHHOCTH JIeTy PACIIUPEHUS JOCTyIa
K JISKapCTBEHHBIM CpecTBaM 0e3 yiiepoa it ux 6e3onacHocTH U d3ppextuBHoCcTH, 1 KomuTeT
HKCIIEPTOB BBIPA3UJI MHEHHE O TOM, YTO THOKOCTh C YU€TOM KIMHUYECKOH CrIeU(UKH KaXKI0TO
ciIyJasi y)Ke MpeaycMOTpeHa JISUCTBYIOMIEH peakiiuei pykoBoasamx ykazanuiit BO3 B aToii
o0jacTd, KOTOpBIE COTJACYIOTCA C JAPYTMMH HAlMOHATBHBIMH W MEXIYHAPOJHBIMU
HOPMATHUBHBIMU PYKOBOJICTBAMH. B COOTBETCTBHH C BBIIIEH3IIOKECHHBIMUA TTOJ0KECHUSIMHU
[Ipeacenarens KomuteTra 3KcnepToB MpemnpoOBOAMII CBOU BBIBOJALI CeKperapuaTry, KOTOPBIH
OTMETHUJ, YTO MPOBEJET OLEHKY COBPEMEHHBIX HAYyYHBIX JaHHBIX B LEIAX COACUCTBUS
OOHOBJICHHIO PYKOBOJAIMIMX yKazaHuit 2009 r.

Hocnencreus aas nporpamm Opranu3zannu

31. B nHacrosiiee BpeMs B pa3IMYHBIX CTpaHaX JUIEH3UPOBAHO HECKOJIBKO JIEKAPCTBEHHBIX
IpenaparoB Juisl KJIETOYHOM W T€HHOM TEepaliud M TKAaHEBOM WH)KEHEPHUH, KOTOPBIE YacTO
Ha3bIBAIOT JIEKAPCTBEHHBIMHM IIpenaparaMu Ui nepefnoBod Tepanuu, u BO3 mosyunna
HECKOJIBKO 3asiBOK Ha IPUCBOEHUE MEXIYHApOJHBIX HEIAaTEeHTOBAHHBIX HaMMEHOBaHMI. Ha
CBOEM CEMUJECITOM coOBelaHMM KoMHTET 3KCIEpTOB cO3[al MEPBYIO MEXAYHAPOIHYIO
ATamoHHyI0 naHeiab BO3 B OTHOLIEHWM KOMWIHOCTH JIEHTUBUPYCHBIX BEKTOPOB M MEPBBIN
MEXIYHapOAHbIA ATAJOHHBIM peareHT BO3 g a”anm3a ydacTka  MHTETpaluu
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JICHTUBUPYCHOTO BekTopa. KommuTer cumraer, 4r0 MNpEeACTaBICHHE OOIIUX MPHUHIIUIIOB
JEATENILHOCTH B 3TOW HOBOW 00nacTé B OQHUIMATBHOM JOKYMEHTe OyIeT CrocoOCTBOBATh
PACIIMPEHUIO JOCTYIIA MAIIMCHTOB K TAKUM MPOayKTaM. Takoi JOKyMEHT MOT Obl BKIFOYATh:
(a) MEeXIYHApOTHOE OMpPEICICHNE JICKAPCTBEHHBIX IMPENapaToB Js MEPeIOBOM Teparuy,
(b) HacrosiTeNnbHYI0 PEKOMEHAALUIO O TOM, YTO JICKAPCTBEHHBIC Mpenaparhl JJisi MepeoBOM
Tepanuu JODKHBI MPOXOMUTH JIMIICH3UPOBAHWE HA OCHOBE IaHHBIX, MOJYYEHHBIX B XOJI€
KOHTPOJUPYEMbIX KIMHHYCCKUX HCHbITaHui; W (C) OOIIHe 3aMedyaHusi 1Mo TPeOyIoIHUM
paccMOTpeHHsI BOMPOCaM KadecTBa, 0E30MacHOCTH U 3()(HEKTHBHOCTH JICKAPCTBEHHBIX
IpenapaToB sl IepeI0BON Tepartiu.

32. KoMureTr 3KCHEpTOB MPUHAT K CBEICHHUIO PaMOYHYIO Mporpammy aerictBuii BO3 mo
o0ecrieyeHnI0 BceoOmero aoctymna K Oe3omacHbIM M 3(PQPEKTUBHBIM TNPOIYKTaM KPOBU
rapaHTUPOBAHHOTO KauecTBa Ha mepuon 2020-2023 rr., KoTopas SIBISETCS CTPATETHYECKUM
JOKYMEHTOM, TIpEeIHAa3HAaYeHHBIM JUTSI pyKOBOACTBa padboToit BO3 B 061acTu mpoJyKTOB KPOBH
u 0e30MacHOCTH TeperBaHMs KPOBU B TEUEHHUE CICAYIOMIMX YEThIPEeX JIeT. DTa pamModHas
nporpaMMa Obila pazpaboTaHa B HEISIX JAIBHEHIIEro COJACHCTBUS OCYIIECTBICHHUIO
pesomorun WHAG3.12 (2010 r.) 0 Hamuuuu, 6€30MaCHOCTH M KauyecTBE MPOJYKTOB KPOBH.
B pesynbrare aHanmu3za HaHHBIX, COOpaHHBIX Ui TyIoOanbHOW Oa3el nmanHbix BO3 1o
6e3omacHocTH kKpoBU B 2015 T., B paMO4HOI mporpamme ObLITH ONpeAeIeHbl OCHOBHBIE 33141
B OTOH oOnactu, 00O0OIIEHBI pe3yibTaThl paHee NpUHATHIX BO3 Mep pearupoBaHus u
HAMEUYEHBbI LIECTh CTpaTeruyeckux ienei. [laHHas pamoyHas mporpaMMa Ipu3BaHa CTaTh
MexaHnusmMoM BO3 aiig MoOMIM3auy JOHOPOB U TEXHUUYECKUX MTAPTHEPOB B LIETSAX COACHCTBUS
OCYILIECTBIICHHIO BCEOOBEMITIOLIETO IIaHa AeHcTBUI W mo3Boiaut BO3 Gonee >ddexkTuBHO
BBITMOJIHATH CBOM MaH/aT B 3TOM 00JIaCTH U TEM CaMbIM MOBBIIIATH JOCTYITHOCTh 0€30I1aCHBIX
U 3(PPEKTUBHBIX NMPOJYKTOB KPOBHM TapaHTHPOBAHHOTO KadyeCTBAa B pa3jIMYHBIX CTpaHaX.
Uro kacaeTcst B 1IEJIOM BOIIPOCOB, CBSI3aHHBIX C MPOAYKTaMu KpoBH, To Komurer mpusnan
BKJIJl M BaXHYI0 posib CeTH peryiupyrolux opraHoB B obmactu kpoBu BO3 u mpocui
MPEACTaBUTh €My TPOEKT TUIaHa JEHCTBUM CETHM B paMKax €€ IJIaHUPyeMOou B Oymyriem
JESATEIIBHOCTH.

33. KomuTeT 5KCIepToB MO CTaHAAPTH3AIHMKA OHWOJOTUYECKHX TIPErapaToB SBISIETCS
cTapedium KomuTeToM 3KkcriepToB BO3, 1 B ero 3ajauy BXOAUT pa3paboTKa MEKIYHAPOIHBIX
STaIOHHBIX MpenapaToB BO3 u mnpuHsATHE NHCBMEHHBIX CTaHAapToB. Pa3paboTka Takux
MEXIYHApOAHBIX JTAJOHHBIX IPENaparoB MPOJOJDKAETCS B  paMKax IPOBOJUMBIX
COTPYIHUYAIOIIHUMH JIA0OPATOPHUSAMHU HCCIIEIOBAaHUI C UCIIOJIb30BAaHUEM Pa3IMYHBIX METOJIOB
KOJIMYECTBEHHOTO aHAlIM3a M IOCIEAYIOUIEr0 JETalbHOIO CTaTUCTUYECKOTO aHaiu3a M
uccienoBaHuii  crabuiabHOCTH. OJHAKO OJHOBPEMEHHO C TOCIHEAHMMHM HAayYHBIMU
JOCTHKEHUSAMH CTPEMUTENIBHO COBEPLICHCTBYIOTCA KaK TEXHOJOIMHM KOJWYECTBEHHOIO
aHaiM3a, Tak U aHanutuyeckue meroasl. B XXI Beke KomureT Bce yarie nomydaer 3anpochl B
OTHOIIEHUM pPa3pabOTKHM CTAHIApTOB JUI HOBBIX OHOJOrMYECKHMX IMpenapaToB H
JTUArHOCTHUYECKUX pEeareHToB, KOTOpble TpeOyloT NpHUMEHEHHUs Bce O0oJjiee CI0KHOTO
MHCTPYMEHTApUS B COUETAHUU C MHHOBALIMOHHBIMU METOJaMHU TECTUPOBAaHMsI, HAUMEHOBaHUS
u pacnpoctpaHenus. Hampumep, B 3ToM roay KomurteT mpuHSI HOBblE MEXIyHapOJHbBIE
CTaHJApThl B 00JIaCTH T€HOMUKHU PaKa HAa OCHOBE CEKBEHHPOBAHHUS CIIEAYIOUIETO MOKOJICHHUS
JUJIS1 BBISIBJICHUSI MHO>KECTBEHHBIX MyTalluid U KosimuecTBeHHOM orieHku JJHK omyxoinn, a Takxe
000pHUI HOBBI MPOEKT MO pa3pabOTKe ATAJTOHHBIX PEAreHTOB Uil TE€HETHYECKOU
XapaKTePUCTUKH MHUKpoOmoma denmoBeka. Camoil OoJbmIoi mpoOjeMoil MpH MPOBEACHUU
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MPUKIAJAHBIX HCCIENIOBAaHUNA M pa3pabOTKe MPOAYKTOB B 00JacTH MHKPOOHMOMA SIBISETCS
spdexkTuBHas cTaHmapTu3anus MpoTokosoB. Komwurer Tarke onxobpun pobaBieHHe
18 sTamOHHBIX peareHTOB B CYIIECTBYIOUIMI CrpaBOYHO-UH(pOpMannoHHbIH ¢ong BO3 mns
TeHOTUIMPOBAHMS TPYII KPOBH, M JOOABICHUE TaKMX STAJOHHBIX PEArcHTOB 00s3aTEIbHO
Oyzet nmpoaoiwkeHo. B atux u apyrux pazsuatoniuxcs odnactsax Komurer nponomxut padboTy
C y4eToM OBICTPOro mporpecca B cepe HOpMATUBHBIX HAYYHBIX UCCIIEOBAHHMA.

JIEKAPCTBEHHAS 3ABUCHUMOCTb

Hoxaan o padore copok BTOporo copemanusi Komurera 3KkcnepTroB 1o JeKapcTBEHHOM
3aBMCUMOCTH
Kenena, 21-25 oxrsi6ps 2019 r.!

34. B COOTBETCTBUH C MEXIyHAPOJAHBIMH KOHBEHIIUSIMH O KOHTpOJIE 3a HapkoTukamu BO3
YIOJHOMOYEHA IPOBOAMTH OLICHKY HAY4YHBIX JaHHBIX, KAacaroIIUXCsd 3aBUCUMOCTH OT
NICUXOAKTHBHBIX BEIIECTB, 3JI0YMOTPEOJICHNS MU M MX Bpeda s 3I0POBBS, a TaKKe HX
TEpareBTUUECKOro MCIOJIb30BaHMs, U (POPMYIUPOBATh PEKOMEHJALMM O TOM, CIENyeT JIU
YCTaHABIMBATh MEXKIYHApPOIHBIM KOHTPOJIb 32 TEMH WM HWHBIMU IICUXOAKTHUBHBIMHU
BeuiecTBamMu. OTH 3agaud pewmarorcss Komurerom skcneproB BO3 no nexkapcTBeHHON
3aBMCHMOCTH.

OcHOBHBIE peKOMEHIAI U

35. Ha cBoem copok BTOpoM coBemannd KOMHTET 3KCIEepPTOB IO JIeKapCTBEHHON
3aBHCHUMOCTH paccMOTpen 13 TCHXOaKTUBHBIX BEHIECTB M CPOPMYIUpPOBAN CIEAYIOIINE
pPEKOMEHJIallul B OTHOIIEHWU BEIIECTB, KOTOPHIE JOJKHBI OBITh TIOCTaBJIEHBI MO/
MEXKIYHAPOIAHBI KOHTpoJb. B coorBercTBUM ¢ ENMHONM KOHBEHIMEHW O HApKOTHUYECKUX
cpenctBax 1961 r. u Konpenuuei o ncuxoTponHbIX BemecTBax 1971 r. mox MexayHapOaHbIN
KOHTPOJb JOJDKHBI OBITh TOCTABIEHBl UETHIPE CHUHTETHMYECKUX KaHHAOMHOWTA, TpHU
CUHTETUYECKUX CTHUMYJSATOPA, 1Ba HOBBIX aHajora )eHTaHusa, IBa OEH30/[Ma3eMHA U OJINH
TaJUTIOIMHOTeH. BOMbIas 4acTh 3THX BEHIECTB HE MMEET TEPANeBTHUECKOrO MPUMEHEHHS U
HaHECJa WM MOKET HAHECTU BPE 3J0POBbI0 3HAUUTEIBHOIO YK CJIA JIFO/IEH, B TOM YHCIIE CTATh
MPUYMHON CMEpPTH B pe3yibTaTe Mepeno3upoBku. OIUH CHHTETHYECKHH KaHHAOMHOUT
ocTaeTcs noJ snuaHaazopom BO3.

36. Komurer 9KCIICPTOB PCKOMCHAOBAJI MOCTABUTH IIOJ MCX(HYHaPOHHBIﬁ KOHTPOJIb OAHO
JICKApCTBEHHOC CPEACTBO, 3TU30J1aM, ITpOoaa’Ka KOTOPOro pasp€iicHa B HECKOJIBKUX CTpaHax, B
CBA3U C TEM, 4YTO HMCECTCA I/IH(I)OpMaI_II/ISI 0 Cliydasax 3J10y1'[OTpC6JIeHI/I}I UM, YHOPaBJICHUA
TPAHCIIOPTHBIMU CPEACTBAMU OO €TO B03)IeI>'ICTBI/IeM, a TaKXKXC CMCPTCIBHBIX ClIydasiX B
PE3YILTATEC €T0 ICPECAOZUPOBKH.

37. KoMHTET IKCTIEepTOB TaK)Ke PacCMOTPEI COOOIIEHHS O 3I0YIMOTPeOICHUH TTpenapaTaMu
C COJEpaHWEM HApKOTHYECKUX BEIECTB, KOTOPbIE KOHTPOJIMPYIOTCS B COOTBETCTBHM CO
CrnuckoM Il Equnoli xoHBeHIIMM 0 HapkoThyeckux cpeiactBax 1961 r. K Hum oTHOCATCS
COOTBETCTBYIOIIME KOJEWHOCOJEpIKaIllie Ipernaparbl, B OTHOLIEHHHM KoTopblx Komwurer

1 WHO Technical Report Series, No. 1026, 2020.
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W3YYMJT JIOKA3aTeIbCTBA 3JIOYIMOTPEONICHUSI W 3aBHCHUMOCTH W PEKOMEHIOBAl TPOBECTH
opUIMAbHBIN 0030p 3TUX MpenapaToB Ha OAHOM U3 OYIYIIUX COBEIIAHUM.

3HaueHne AJId MEpP NMOJIUTUKH B odJacTu OﬁmeCTBeHHOFO 3APaBOOXpPaHECHUSA

38. Pexomenmauum Komurera sKcrepToB HampaBieHbl Ha oOOEClEYeHHE JIOCTYIHOCTH
IICUXOAKTUBHBIX BEIIECTB [UI MEIMLIMHCKUX M HAy4HbIX LEJIed U OJHOBPEMEHHOE
IPEIOTBPALICHUE MX YTEYKM M HAHECEHHs Bpeaa 340poBblo. BriHecenune Komwurerom
PEKOMEHJAlUKA O IOCTAaHOBKE IICUXOAKTHUBHBIX BELIECTB I0J MEXIYHAPOAHBIM KOHTPOJb
O03HA4YaeT, 4TO CTpaHaM CJEAYeT BBECTH OINPEIEICHHBIE OrPAHUYEHMS Ha BBO3, BBIBO3,
XpaHEHHUE U yHoTpeOIeHue KOHTPOJIUPYEMBIX BEIIECTB.

39. Takue HOBBIC TICMXOAaKTHBHBIC BEIIECTBA, KaK aHAJIOTH (EHTaHWIA, HE HMEIOT
TEpaneBTUYECKOr0 MPUMEHEHUS U CIIOCOOCTBOBAIIM CMEPTH OT NIEPEI03UPOBKH 3HAUUTEIIHLHOTO
yucina mojed. Pekomennmanum KomuTeTa SKCHEPTOB IMOCTAaBUIM OBl ATH BEIISCTBA I10J
MEXIYHAPOAHBIA KOHTPOJIb U OTPAHUYMIN Obl MX YMOTpEOJEHUE U, B CIydae UX MPUHATUS
Komuccueil 1o HapKOTHYECKHM CPEICTBAM’, MOKHO ObLIO Obl IPU3BATH FOCYAAPCTBA-UIEHBI
MOCTaBUTh 107 HAIMOHAJIBHBIA KOHTPOJb OTH BEIIECTBA B IMEIAX COOJIOJCHUS
MeXAyHapoaAHbIX KOHBEHIIMII.

40. CormacHo  COOOMmEHUSM,  CIlydad  3JIOYMOTPEOJICHUS  KOJEHUHOCOACP KAITUMU
npernaparamMy KM MECTO B Pa3IMUHBIX CTpaHax Mupa, 1 KoMuter skcnepToB OyAET CleanTh
3a TEM, SBJAIOTCA JIM IMPUHUMACMBIC B HACTOAIICC BPEMsS B OTHOUICHUH 3THUX IIPCHIapaToB
MEXyHAapOJHbIE MEpbl KOHTPOJI JAOCTATOUYHBIMHU JUIsI 0OecreueHusl K HUM JIOCTyNa B TeX
oOnactsix, rAe OHU TpeOyroTcs, M NPEJOTBPALICHMs] CIIydaeB 3J10yNoTpeOieHus u
BO3HUKHOBEHUS 3aBUCUMOCTH, a TAKXKe BPEIHBIX MOCIEACTBUMN IS 3J0POBbSl HACETIECHUS.

IMocaeacTBus 1151 ocymecTBiaeHus nporpamm Opranusanumn

41. B nensax obecnieueHHs! JOCTYMHOCTH TaKUX MCUXOAKTUBHBIX JIEKAPCTBEHHBIX CPENICTB C
JTIOKa3aHHOM TepareBTUYECKOM LEHHOCThI0, KaK MOP(UH U JIpyrue OMHOUIBbI, IS 3aKOHHOTO
IPUMEHEHHUS B TeX 00J1acTAX, B KOTOPBIX OHM HEOOXO0IUMBI, cekperapuat Komurera skcrepToB
TECHO B3auMojelcTByeT ¢ KoMureToMm 3KkcnepToB 1o oTOOpPY M MCHOJB30BaHUIO OCHOBHBIX
JIEKapCTBEHHBIX CPEJICTB, KOTOPHI OTBeyaeT 3a mepecMoTp U oOHoBieHue IIpumepHbIX
IIEpEeYHEN OCHOBHBIX JIEKapCTBEHHBIX cpeAcTB BO3. DTo0 B3auMMOJEHCTBHE MNPU3BAHO
o0ecreynTh pacrnpocTpaHeHrne MHGOpMAIMM O HaJUleXKalleM NPUMEHEHHUHU JIEKapCTBEHHBIX
CPEICTB, B TOM 4YHUCJE ITOCTaBIEHHBIX II0J MEXIYHAPOJHBIA KOHTPOJIb, IPH PA3TUYHBIX
COCTOSIHUSIX, B TOM YHCJIE JUIsI YCTpaHEHHs OOJNM M OKa3aHWs NaJUIMaTUBHOW ITOMOIIIH.
Cekperapuar Komurera SKCHEpPTOB TakXke TECHO COTPYAHUYAET C€ TEXHUYECKHUMH
JernapTaMeHTaMu B pamkax Cekperapuara B IIesiX oOecredeHns: BCeoOIero 0xparta yciayraMmu
3/IpaBOOXPAHEHHS U PEIICHUs MUPOBOM MPOOIEeMbl HAPKOTUKOB € TIO3UIMI OXpaHbI 3I0POBBSI.

42. Pexomenmauuu Komurera 5KCHEpTOB HMMEIOT BaXKHOE 3HAYEHHE [UIS Pa3BUTHUSA
MapTHEPCKUX B3aUMOOTHOIIEHUI B paMKaX PETHOHAIBHBIX M cTpaHOBBIX Oopo BO3. Onu
BKJIIOYAIOT  TOBBIIIEHHE YPOBHA HMH(POPMHUPOBAHHOCTH O pHUCKaxX ymoTpeOieHus

! Pexomenmauuu npusaTs! 4 Mapta 2020 T.
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MICUXOAKTUBHBIX BEIIECTB JUIsI OOLIECTBEHHOTO 3JpaBOOXPAHEHHSI, MOHUTOPUHT HAHOCUMOTO
HapKOTHKaMHM BpeZa IIyTeM IIOCTOSHHOIO cOOpa IaHHBIX, a TAKXKE COJCHCTBHE NCII0Ib30BAHUIO
PEKOMEHJIaUUi B ILEIIX PACIIMPEHUs JOCTyla K KOHTPOJIHUPYEMBIM JIEKAPCTBEHHBIM
CpeAcTBaM, B TOM 4YHCIE s YCTpaHeHMs Oo0jM, a Takke NPOQWIAKTUKUA U JIEYCHUS
HapKOTUYECKHUX PACCTPOMCTB HA YPOBHE CTPaH.
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