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27.03.2020 Ne 20-1/11/2-3651
Ha Ne oT

ITo BompocaM MpOBEAEHHS  KIMHHYECKHX
HCCIIEIOBaHMi JICKAPCTBEHHBIX IIPENapaToB B
ycsoBusX naHaemMun kopoHasrpyca COVID-19.

B cBsa3u ¢ oObaBIeHHeM BceMupHON opranusauuei 31paBOOXpPaHEHHs BCIBIIMIKH
HoBoro Ttuma KopoHaBupyca COVID-19 nanpemueld, BBedeHHeM B Poccuiickoi
desepallid peXMMa MOBBIMIEHHOH TOTOBHOCTH M € Y4YEeTOM TeKylled CUTyallud B
cybpekTax Poccuiickoit ®enepanun MHHHUCTEPCTBO 3/paBOOXpaHeHMs PoccHiicKoi
deneparuu NpUHUMAeT Bce BO3MOXKHEIE MEpBI IO CAEPKHUBAHUIO PaACIPOCTPAHEHUS
KOpOHAaBUPYCHOH HH(EKUMH, HAIpaBI€HHBIE, B TOM YHCII€ HAa YMEHBIICHHE YaCTOTEHI
COIIMANIEHBIX KOHTAKTOB, KOTOphbIe MOT'YT CIOCOOCTBOBATh paclpOCTPAaHEHHIO BUpYyca.

YcnoBus HanpsHKEHHON 3MUAEMHYECKON CUTyallMM M OIpPaHMYEHHMs], HAJIO)KEHHBIE
pEXMMOM MOBBIINIEHHON TOTOBHOCTH, MOTYT IIOBJIMATE Ha IPOLIECCHI ITPOBENACHHSA
KIIMHUYECKUX HUCCIIEIOBAaHUN JIEKAPCTBEHHBIX IIPENaparoB, MPHBECTH K TPYAHOCTSIM
B BBIMOJHEHHUH IpOLENyp MPOTOKONA KIMHUYECKOrO HCCIeNOBaHus, KacarouUxcs
obecreyeHHs1 YJaCTHUKOB KIIMHUYECKUX UCCIIEIOBAaHUM HUCCIeNyeMBIMU 1€KapCTBEHHBIMU
npernaparamMyd UiId coONMOaeHUs rpaduKa NOoCeUeHH U 1abopaTOPHBIX/ AUArHOCTUYECKUX
oOcnenoBaHUi, yCTaHOBIEHHBIX IIPOTOKOJIOM.

B 31Ol CBsI3M OpraHu3aTopamMy KIMHUYECKUX MCCIIEIOBAHMM JIEKAPCTBEHHBIX
IpernapartoB B COTPYAHUYECTBE C HCCIENOBATENSIMH M JIOKAJIBHBIMU 3THYECKUMH
KOMHTETaMH B HHTEpecax yYaCTHHUKOB KIMHUYECKUX UCCIIEIOBAHUHA U C Y4E€TOM rapaHTHH
JIOCTOBEPHOCTH JIAHHBIX MOTYT BHOCHUTBCS KOPPEKTUPOBKH B CTaHIAapTHEIE OllepallHOHHBIE
npoueaypbl. JIroOble KOPPEKTUPOBKU AOKHBI OCHOBBIBATHCS Ha OLIEHKE PHCKa KaXI0ro
OTJIEIBHOIO TEKYLIEro UCCIeNOBaHMs.

MunsapaB Poccun momgdepkuBaer, 4To obecrnedeHue Oe30MacHOCTH YYaCTHHKOB
KJIIMHUYECKUX UCCIIENOBAaHUN UMEET IIPHOPUTETHOE 3HAYEHHE.

KpaitHe Ba)xHO, YTOOB! YYACTHHKH KIMHUYECKUX UCCIeNOBaHUH OBLIM MOCTOSHHO
UHGOPMHUPOBaHEI 00 H3MEHEHHUX B I'padkax BUBUTOB 1 MOHUTOPHHTA.



Munsapas Poccuu B 1ensx obecriedeHus 0€30MacHOCTH YYaCTHHKOB KIMHHYECKHX
WccnenoBandii Ha Teppuropuu Poccuiickoit ®enepannn, coOmomeHHs HaJexallei
kIuHHYeckoi npakTuku (GCP) 1 MMHUMH3AIMH PUCKOB AJIS LIEJIOCTHOCTH KIMHHUYECKHUX
HCCIIENIOBaHHM B YCIIOBHAX TEKyIleil 3MuIeMU4ecKol CUTyallud CYMTaeT 11eJ1eCo00pa3sHBIM
PEeKOMEHIOBaTh OpraHU3aTopaM KIMHHYECKHX HCCIEIOBaHMH HAlpaBUTh YCHIMsS Ha
CIEYIOIIME aCIIEKTHI:

- pacCMOTpETh ~ BO3MOJXKHOCTb  HCIIONb30BAaHUs  AJbTEPHATHBHBIX  METOIOB
MOHUTOPMHIA IIaMEHTOB KJIMHUYECKOTO HCCIeNoBaHus (Hampumep, TenedOoHHBIH
KOHTaKT, BHUPTyaJlbHOE I[IOCELEHHEe, AaJIbTEPHATHBHOE MECTOIIOJIOKEHHE Ui OLEHKH,
BKJIFOYas MECTHBIE JJAOOPATOPHH WM LIEHTPHl BU3YaIHM3alMU) IIPU YCJIOBHH, YTO 3TO HE

| YBEJMYHT PHCKH IS CyOBEKTOB MCCIEOBAHUS W He NPUBEET K YIIEMIICHHIO X IIpaB U
3aKOHHBIX MHTEPECOB,;

- PaCIIMPUTL BO3MOXXHOCTH B3aHMOIEHCTBUS C MallMeHTaMH Ha JOMY (HalpuMep,
OpraHW30BaTh JOCTAaBKY IpenapaToB YYacTHHKY HCCIEIOBaHHMsS HA JOM COTPYIAHHKaMH
MEIHIIMHCKHX IIEHTPOB, OpPraHM30BaTh cOOp OHOJOTHYECKMX OOpasloB IO MECTY
XKUTENbCTBA), MpPU YCJIOBHH, YTO OPraHMU3aToOp HCCIENOBAHHA CIOCOOEH O0ECHEeYnTh
nmyposeﬂb KadecTBa 3TOro mponecca (T.e. COOJIIOJEHHME CTaHIApTOB Yy4eTa
npenapara, obecrniedyeHne HaJIexallero kadyectsa o0pasuos H T. I1.);

- IPUHATE MEPHI 110 MUHHMMM3ALMM BO3JAEHCTBUS HA IEIOCTHOCTh KIMHHYECKOIO
UCCJIEIOBaHUS, MO NpPeIOTBPAILECHUIO OTKJIOHEHHH OT IpPOTOKOJIA, 338 HCKIIOUEHHUEM
cllydaeB, KOT/la OHM HallpaBJIeHbl HA YCTPaHEHHE HENOCPEACTBEHHOH yrpo3bl CyOBneKTaM
HCCIIEIOBAaHUSI HJIM KOTJa M3MEHEHWs KacaloTCsi TOJIbKO aJAMHHHUCTPaTHBHBIX H
MaTepHalIbHO-TEXHUYECKHMX aclleKTOB UCCIENOBaHuUs, a TakXKe yIAe/aTh 0c000€ BHUMAaHUE
JIOKYMEHTHPOBaHHUIO KaXA0T0 (aKTa U MPUYHUH TAKOTO OTKIIOHEHHS;

- IpHHATh MEpPHl HampaBJIeHHblEe Ha O0eCledYeHHe MaKCHUMAallbHO BO3MOXKHOM
3al0UTH] BOBJIEYEHHOTO B KIIMHMYECKOE UCCIIeJOBAaHHUE [IEPCOHANA.

VyuTEIBag 3HAYUMOCTH  IIOJIEPXXaHHS BBICOKMX CTAaHAApTOB IIPOBEICHHS
KJIMHUYECKUX HCCIIEOBAaHUI M COOJIIOJEHUST HOpPM 3aKOHOJAATeNbCTBa Poccuiickoit
Qenepalud, peryJMpyrOINX MPOBEACHUE KIMHUYECKUX HCCIIEOBAaHHUH JIEKapCTBEHHBIX
IpernapaToB AJis MeIMLMHCKOro NpuMeHeHus, Mun3apaB Poccun noguepkuBaer, 4yTo I
OpraHU3aTOPOB KJIMHHUYECKUX HUCCIEAOBAHUN U JJIsl IPOBEPSIOLIUX OPraHOB IPHOPHUTETOM

SABJISAIOTCS 0€30MMacHOCTh MNanMeHTa U MNOAACPKAHUE PA3YMHOI'O OanaHca MoJb3bl H pHCKa

IS CyOBbeKTOB ucciaeAoBaHUs. OpraHu3aropbl KIMHUYECKMX HCCAEOOBaHW MOTYT
npuberarp TakXe K UHBIM MepaM, €CM B KOHKPETHBIX OOCTOSTENbCTBAaX UX MNPUHATHE
OyIeT CIyXUTh HHTepecaM MaleHTOB KIMHUYECKUX UCCIIENOBaHMM.
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