! OTKPbITOE MUCbMO OT MEXAYHAPOHbIX OPTAHU3ALINI
K BO3 KACATE/TIbHO BE3OMACHOCTW BAKLIMH.

Bo BceMMpHYH OpraHn3aLmio oxpaHbl 340P0OBbA U y4acTHUKaM BCTpeun FobanbHoM ceTn nabopatopuii no
KOHTPOJIt0 KauecTBa BaKUUH (Pum, 25-27 ceHTabpsa 2018 r.)

B EBponelickuii napnameHT, EBponerickoe areHTCTBO MO JIEKAPCTBEHHbIM CpeacTBam 1 EBponelickuia
AMPEKTOPAT MO KauecTBY SIEKAaPCTBEHHbIX CPEACTB

YBarkaemble 4ieHbl BcemnpHOI opraHnsaumm oxpaHbl 340p0BbA!

PacnpocTpaHan HayyHble gaHHble N 06beaMHAA YCUANA ANA YAy4YLlleHUs 340p0BbA Aoael, Bawa
opraHu3aumsa yay4liaeT }XU3HU MUIIMOHOB /I0AEN, 338 YTO NPOCUM MPUHATL Hally 61aroA4apHOCTb.
Bbnarogaps npeaocTaBAEHMIO IyYLLEro NUTaHKA, YACTOM BOAbI, Pa3BUTUA B BONPOCAX MMIMeHbl, JOCTyna K
MeauLUMHE, CMEPTHOCTb M YPOBeEHb 3a601eBaHUA UHPEKLMOHHBIMWN 6ONE3HAMM BblN 3HAUUTENBHO
CHU}KeHbl. OcHoBaHHas Bamu HenpeB3oiaeHHas cuctema MHPOPMUPOBAHUA A8 ONpeseneHuna cayyvaes
3a6001€eBaHMA U KOHTAKTHbIX /UL, U UX M30/IMPOBAHUA NPUBEA K MCKOPEHEHMIO paHee Henobeaumol ocnbl 1.
3T0 3HaYMTENbHbIE AOCTUNKEHUSA; U CTONb BAaropoaHble Lenuv, 6e3ycsioBHO, A0MKHbI UMETb CBOE Pa3BUTUE.
Tem He meHee, cerofHa Mbl CTOMM Nepeg, IMLOM HOBOM 3NUAEMUN: SMUAEMUN XPOHNYECKUX 3aboneBaHNit. B
CLLA KakAablit BTOPOW B3POC/IbI CTPAAAET XPOHUYECKMM 3a601eBaHNEM, U KaXKAbl YETBEPTbIN — ABYMS UK
bonee 2.

OXupeHne, acTmMa, pak, UMMYHHbIE U ayTOMMMYHHble 3a60/1eBaHUsA, HEBPONOTMYECKNe PacCTPOCTBA U
HapyLLUeHNA Pa3BUTUA ABAAIOTCA «6ONE3HAMM CTUAA HU3HWUY, BbI3BAHHBIMW, B OCHOBHOM, HEMPaBU/IbHbIM
NUTaHNEM U 3HAYMTE/IbHOM TOKCMYECKOM Harpy3Koi. BakuuHbl BBOAATCA 340P0BbIM N0AAM A5
NpeaoTBpPaLLEHNA Pa3BUTUA CneunudrUUYeckUX MHPEKUNI, HO UX AONTOBPEMEHHOE B/IMAHME HA UMMYHHYIO
CUCTeMY, KaK M UX NOTeHLUManbHan Po/ib B Pa3BUTUKN XPOHMYECKUX 3a601eBaHMIA, Ha AaHHbIA MOMEHT He
oueHuBatoTcA. HAUBUAYANbHbIN PUCK OCNOMKHEHUSA KaK OT NepeHeceHHoM MHGEKLMN, TaK U OT BaKLMHALMK
BapbupyeTcA B LUMPOKOM AManasoHe; MaccoBas BaKUMHauma 6e3 Haasiexkallero otbopa Ha
NHAMBUAYANbHOM YPOBHE NMPUBOAMT K TPaBMaM, CMEPTU 1 HenpeaBuaeHHbIM NocaeACTBUMAM. HepasHue
He3aBUCUMble NCCNeaoBaHMA M 1abopaTopun 0BHaPYKMAKU, YTO MHOTUE BaKLMHbI COAEpPKaT PETPOBMNPYCHI 3
1 3arpasHeHbl HaHovacTMLuamu 4. BbicoKoe cogepikaHne antoMUHUA, aCCOLMMPOBAHHOIO C BaKLMHHbIMM
afbloBaHTaMM, 6b110 0BHaAPY>KEHO B MO3ry AeTeil-ayTUCTOB U t0AeN, CTPaAatoLLMX HEBPONOTMYECKMMM
paccTporicTBaMu, TaKMMK, Kak 6osiesHb Anbureimepa 5, 6.

Bo Bpemsa Baluel npeaplayLleit BCTpeun Bbl nporonocosanu 3a MeHee He3aBUCMMOeE TeCTUPOBaHME,
onpeaesieHHOe KM3ULWHUMY, C LLe/Iblo YCKOPEHUA NOCTaBKM nekapcts 7. HepgasHee BBegeHne 250000
AedeKTHbIX BaKUUH B KuTae, Tpareama KamnaHMM OpasibHOrO BaKUUMHMPOBaHMA OT nosiMomuenuTa B UHamm ¢
6onee yem 450000 cnyyaeB napanmya U cmepTn 9, yuiepdb, NPUYNMHEHHDBIN BaKLMHOM OT IMXOPALKN AEHre B
®duannnuHax 10, oT4eTbl U3 Pa3HbIX YTOJIKOB MUPA O XPOHUYECKUX BOAX U Mapasnye nocsie BBEAEHMUA
BaKLMHbI NpoTre BMY 11, 12 nokasbiBatoT, 4TO 6€30MacHOCTb U 3GEKTUBHOCTb BAKLMH OblIN TparMyecku
ocTaB/ieHbl 6e3 BHUMaHWA B 3TON FrOHKe 3a ObICTPbIM yTBEPKAEHMEM U 0BneryeHHOM cepTUdUKaLmen.

Ecnv HeobxoamMMma nogaeprkKa pa3BMBaloOLMXCA CTaHAAPTOB 1 06MeH 3P GEKTUBHBIMM NPAKTUKAMKU MEXKIY
KOHTPONPYIOLMMM OpraHamm, A0/KHO 6biTb 06ecneyeHo TeCTMPOBaHUE HaLMOHANbHbIMU U1
He3aBMCUMbIMW 1abOPATOPUAMM, T.K. MOLLEHHUYECTBO M TEXHUYECKME C6OM BO BPpEMA XPaHEHUS UM
TPaHCMNOPTUPOBKMU MOTYT MPOU30MTHU B 11060 MOMEHT, U PACXOXAEHUSA UM BHECEHME APYTUX BELLECTB MOryT
6bITb He obHapy>keHbl. CornacHo Ballemy foKaaay, «Llenbio ceTn ABAAETCA COOTBETCTBME NPEA/IONKEHMIO
npousBoauUTenell KacaTeibHO TeCTUPOBAHWUA M HETBOPKMHIA, OCHOBaHHbIX Ha oLeHKe puckos» 13. Ho aToT
«PUCKO-OCHOBaHHbINY MOAX04, NPUBEALLMIA K YMEHbLIEHWIO TECTOBbIX TPebOBaHWNA 415 BaKLMH KaTeropmm
«MaJIoro puUcKa», NPeACTaBAAETCA ONacHbIM HauMHaHUEM.

MHorve MMHWUCTEPCTBA 34,0aBOOXPAHEHNA CETYIOT HAa HeL0BEPUE K BaKLMHAM, HO He AeNatoT NomMbITOK
ybeaunTb 0bLecTBEHHOCTb, MPeAoCTaBAAs Tpebyemyto MHopMaLMio 0 6e30MacHOCTM BaKLMH. Bo Bcem mupe
MUIMOHbI t0AeN NoAMUChIBAlOT NeTULLMK, TPebys Bonblue 6e30MacHOCTH, MPO3PAYHOCTU U HE3aBUCUMbIX
nccnepo0BaHUI, HO KNKOYEBbIE IMLLA B3aMeH M36pann cuctemy BbICTPOro oTcaexmnsanus. Ans



BOCCTAaHOB/IEHWNA YTPAYEHHOro A0BEPUsA, Mbl HACTaMBAEM Ha TOM, YTO, A0 U34aHUA KaKoh-1mbo
pekomeHAauun unm paspetleHuns, BCE BaKUMHbI, NpeaBapUTENbHO OTOOPaHHbIE NN PEKOMEHYEeMble
BO3om, A0/1KHbI ObITb NOABEPTHYTHI:

* [lonroBpemMeHHbIM KANHNUYECKUM UCMbITaHUAM, MPOBOANMbIM OpraHaMm, He3aBUCUMbIMUK OT
npoussoamuTeneit BakumH

* [lonroBpemeHHbIM UccnegoBaHNAM 3GPEKTUBHOCTM M 6@30MacCHOCTU, HE «B TeYEHUMN HECKOIbKUX AHEN»
* TecTam Ha KaHLeporeHHble CBOICTBA

* TecTam BANAHKUA Ha GEPTUAbHOCTb

* TecTam BANAHUA Ha BepemMeHHOCTb, BHe3amnHble BbIKUAbILLIM W Pa3BUTUE N10A3

* MiccnefoBaHMAM Ha MyTareHHble adpdeKTbl (M3meHeHune cTpyKTypbl HK)

* TecTam Ha BAVAHWE HA HEPBHYIO CUCTEMY U pa3BUTUE MO3ra

* MHepTHOMY NnnaLeb0o-TeCTMPOBaHMIO, MPAKTUYECKM He NPOBOAMMOMY Ha BaKUMHAX

Mbl TaK:Ke HacTavBaem Ha nposeaeHun BO3 nccnefoBaHwii:

* ALbIOBAHTOB M KOHCEPBAHTOB, TAKMX KaK aflOMUHUIA U PTYTb, U X BUOHAKOMAEHUU

* [1pyrnx ncnosnb3yembliX TOKCUYHbIX MaTepranos, TakUX Kak nonncopbart, TeuH 80, popmanbaerna u 1.4,

* Be30MacHOCTM BaKLUMH W BO3pacTe BBEAEHUA BaKLMH

* BAnaHuA noaHoro rpadurka BakUMHaUMM Ha rnobasbHoe 340p0Bbe NONYAALMUK

* CpaBHEHMA BaKLMHNPOBAHHbIX M HEBAKLLMHUPOBAHHbIX MONYAALMIA B TEPMUHAX F106a1bHOTO 34,0P0BbA

* [lepefayn BUPYCOB NtOAbMM, HEAABHO BaKLUMHUPOBAHHbIX }KMBbIMU BUPYCAMMU, TAKUMU KaK KOPb, MapOTKT,
KpacHyxa, rpunn uav opanbHaa BakLMHa OT NONIMOMMENNTA, KaK Mpumep.

B 0cO6EHHOCTM, Mbl MPOCUM O TLLATE/IbHOM UCCNEA0BAHUM UCMOIb30BAHNA KOMBUHMUPOBAHHbIX BAaKLMH U
OAHOAHEBHOrO BBeAEHMA HECKONbKUX BaKUUH. [NoKasaTtenn n3 MHAMM CBMAETENbCTBYIOT, YTO KO/INYECTBO
CMepTel Ha NPOTAXKEHUN Tpex AHEN NOCAE BaKLMHALMW BO3POC/IO BABOE NPW UCMNONb30BaHUM
neHTaBasieHTHOM (5-B-1) BaKLMHbI MO CPAaBHEHUIO C TPOMHOM BakumHoW DTP. MporHosumpyeTca, YTo 3aMeHa
3TOM BaKUMHbI NpuBegeT K 7020-8190 aeTcknum cmepTtam B MHAMK exkerogHo 14. MpeacTtaBaaeTca, 4To B
nepuoamyecknx KoHGUAEHLMANbHbBIX OTYeTax 6€30MaCHOCTM MO reKCaBaIEHTHOM BaKLMHE OT NOJIMOMUENUTA
MHbaHpurKe, nogasaembix B EAJIC, nponssoamTenb GSK yaanma KoAMYecTso cmepTei, MpomsoLeamx
mexay otyetamum 15.

KacaTenbHO BaKLMHbI OT KOPU-KPACHYXN-MApOTMTa U ee CBA3U C ayTU3MOM: eAMHCTBEHHbIM YTOMUHAHNEM 06
ayTM3Me Ha BalleM CaiTe ABAAETCA yCTapeBLUAn CTaTbA HA GPaHLY3CKOM, M31aratoLLasn 40BOAbI MPecchl,
KOTOopble BblM ONpPOBEPrHyTbl pelweHnem AHIIMIACKOro Bbiclero cyaa B 2012 r. 16, 17. B To Bpems, Kak
aKkcnepT M3 CDC npusHanca B 2014 r. B MaHMNYAALUMM AaHHBIMM KHOYEBOTO UCCNEA0BaHUA, Aa/lbHENLINX
nccnefoBaHMn No AaHHOMY BONpocy He nposoaunock 18. Toraa Kak 1 ns 36 aetent B CLLUA nmeet guarHos
PaccTPOMCTBA ayTUYHOTO CneKTpa 19, 3To nccnefoBaHMe ABASETCA UCKIHUYUTENBHO NPUOPUTETHBIM, U
He3aBMCMMble NabopaTopHble TECTUPOBAHUA U HOBbIE KIMHUYECKUE UCTIbITAHUA 40/1KHbl 3aMEeHUTb NOTOK
«HeybeauTeNbHOM» CTaTUCTUKMU.

B noaTBeprKAeHME BaXKHOCTU 3TON MHULMATUBDI, lMapiameHTCKas Komuccusa UTanum HeaBHO A010XKUAA O
MHOTOUYUCNEHHbIX C/Iy4asiX CMePTU, ayTOMMMYHHbIX 3a601eBaHNA U paKa Yy BOEHHbIX NOC/e BBEAEHUS
HEeCKO/IbKMX BaKLMH, NPM3BaB K MPOBEAEHWNIO UCCNEA0BaHNIA U NPeBeHTUBHbIX mep 20. JonroBpeMeHHble
3} PeKTbl BaKUMH He U3y4YeHbl, HegaBHUI NepecmoTp Knaccudurkaumm «MobouHbix addekTos
UMMYHHM3aUUN» He NpesoCcTaBAfeT BO3MOXKHOCTUM TOYHOrO MHGOPMUPOBAHMA O CAyHasx CMepPTU UK
OC/IO}KHEHWI, He 3aeK1apMpoBaHHbIX NpounssoauTesem 21. YuntbiBasa TpeBOXKHOE BO3pacTaHMe Cyyaes
XPOHUYECKMNX 3a601eBAHNI, UMMYHHbIX, 3QYyTOUMMYHHbIX 3a601€BaHNIN U HapyLLIEHWIA Pa3BUTUA B MUPOBBIX
MacwTabax, Hesamen/IMTe IbHble OTBETHbIE AEWUCTBUA ABNAIOTCA MMMNEPaTUBHbBIMMU.

B cBoei nocnegHen pesontoumm 06 oTCYyTCTBUM 40BEPUA K BaKLMHaAM, EBponencKMii napiameHT Npu3biBaeT K
«MPO3PAYHOCTM 1 06BABNEHUN KOHPINMKTA MHTEPECOB, BK/IOYAn UccnenoBaTenei, paboTatowmx Ha
BcemuMpHyto opraHM3aLmio oXpaHbl 340p0BbA U EBPOMNeENcKoe areHTCTBO NEKAPCTBEHHbIX CPeACTBY.
MapnameHT NpeasaraeT «UCKAUYNUTL UcCnefoBaTenei, BXoAAWMX B chepy KOHGANKTA MHTEPECOB, U3



OLLeHOYHbIX KOMUCCUINY; Aanee «npusbliBaeT K CHATUIO rpuda KOHOUAEHUMANBHOCTM C 0bCyKaeHUA
OLEHOYHbIX Komucenin EAJIC»; npeasaraeT «caenatb 4OCTOAHMEM OOLWECTBEHHOCTM Hay4YHble U KIMHUYECKMe
[OaHHble, coCTaBaAoWMe 6a3y A9 3aKAOYEHUA KOMUCCUM, aHOHUMHOCTb KOTOPbIX FapaHTMpPOBaHa no
YMONYAHUIO B HACTOALWMMN MOMEHT» 22. Tem He meHee, MapaameHTOM He Bblal NOCTaB/IeH BOMPOC O
npeaB3AaTbIX oTYeTax 23.

Korga HoBasA BaKLUMHa NOANEXUT 040O6PEHUIO UM PEKOMEHAALMM, Mbl 3HAEM, YTO:

* JloNnUEH3MOHHbIE UCCef0BaHMA NPON3BOAATCA UCKIHOUNTENIbHO NPONU3BOANTENEM BAKLMHDI,
npecnegyowmm Lenm cobcTBeHHOM BbIroabl. ITO — ABHbIN KOHGAUKT MHTEPECOB.

* [1oNNUEH3MOHHbIE UCC/IeA0BaHMA He OXBATbIBAOT M HE MOTYT OXBaTUTb BCe NMOBOYHbIE 3ddEeKTI,
npoucxogAwme B 4ENCTBUTENBHOCTH.

* PeleH3npyemble Hay4yHble U34aHMA COCTOAT B 3HAYNTE/IbHOM KOHOIMKTE MHTEPECOB, BONbLUMHCTBO
nccnenoBaHU ABAAIOTCA NPeaB3saTbIMU UKW Henpasamsbimu 24, 25, 26

* NoCT-MapKeTUHIroBble HabAOAEHUA BO BCEX CTPAHaX ABAAOTCA BONUIOLLLE HeA0CTaTOYHbIMKU. CoobLuaeTca oT
1 1o 10% nobouHbIX peakuuit. B CLLIA obs3aTtesibHble ABYXrOoAMYHbIE OTYETbI MO HesonacHocTh Cnykbbl No
oxpaHe 340p0BbA K KoHrpeccy KacatenbHO 6€30MacHOCTM BaKLMH NPOCTO He co3a4aBanunck 27.

®urHaHCcMpoBaHMe Ballel OpraHM3aLumMmM OCHOBbLIBAETCA Ha 3HAUUTE/IbHBIX YAaCTHbIX 61aroTBOPUTE/IbHbIX
B3HOCAX TakUX NpeanpuATIiA, Kak GAVI anbAHC, NapTHEPCKUX OTHOLEHUAX ¢ 6aHKamu 1 chepoit
npounssoacTsa. Cam GaKT TOro, YTo AaHHas BcTpeya GUHAHCUPYETCA YacTHbIM MHBecTopom, DoHaom bunna u
MenuHgpl leiiTc 28, npeacTaBaseTca KpaiHe HEOAHO3HAYHbIM. YUNTbIBAA 3TOT BHYTPEHHUN KOHGANKT
NHTepecos, abcoNOTHO HEOBXO4MMbIM ABAAETCA NPOBEAEHNE HE3AaBUCUMbIX UCCIEA0BAHUIN U NPUBIEYEHNUSA
HE3aBMCUMbIX S3KCMEPTOB MNPW BbIHECEHUM 3aK/THOYEHNIN N PEKOMEHAALUMI MO BaKUMHAM M BaKLMHANbHOM
nonutuke. Ecnv BO3 rapaHTupyeT 6e30nacHOCTb NpeaBapuTENbHO 0TOOPaHHbIX €10 BAKLMH, OHa TaKKe
[ONKHA NPUHATL OTBETCTBEHHOCTb 338 OC/IOKHEHWA BCEACTBME BaKLMHALMM.

MponaraHaa Ana uenbix Nonyaaunii NpuHyAnTeNIbHOM BaKUMHALWM NPOAYKTAMM, CYLLECTBEHHASA
nHdopmauma o 6esonacHocTU 1 3GpGEKTUBHOCTU KOTOPbIX NPEAOCTaBAAETCA X XKe MPOU3BoAUTENEM,
ABNAETCA ABHbIM HapyLUeHMEeM MPUHLUNOB 6E30MacHOCTM 1, KaK TakoBas, NpeaocTaBaseT cobol
NPUHYAUTENbHbI MeAULMHCKMI SKCNepuMeHT. Tak Kak PUCK A1A 340p0BbA BCAeACTBME BaKLMHALMUN
MO/IHOCTbIO NIEKUT Ha KOHKPETHbIX MHAMBMAYYMax, BO3 aonkHa obecneuyntb MUHMMM3ALMIO 3TOr0 pUCKa u
obecneynTb HaMume NoAHOro MHGOPMMUPOBAHHOTO COrNacus.

[ns BoccTaHoBAEHMA AoBepus 06LLECTBEHHOCTU K MeAULMHCKMM BAACTAM U COBEPLLEHCTBOBaHMA
BCEMMPHOMN cUCTEMbI 0BLLECTBEHHOIO 34paBOOXPAaHEHMA Mbl TPebyem AeNCTBUIM M OTBETOB COr/TacHO
Haluemy 3anpocy.

Mbl 6narop,apMM NOYEeTHbIX Y1eHOB AaHHOVI accambneu 3a BHUMAHUE U Hageemcs, YTo UX ym u cepaua 6y,£I,YT
OTKPbITbl HaWemy nocnaHuto.
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