COBET EBPA3MNCKOWM 3KOHOMNYECKON KOMNCCU

PELWWEHNE
oT 12 dpespana 2016 roga N 29

O T[paBunax npoBeOEHUs1 KIMHUYECKUX U KIMHUKO-NabopaTopHbIX WCMbITaHUN
(nccnegoBaHUn) MegULMHCKUX U3aenui

B cootBerctBMM cnyHkToM 2 cTtatbu 31 [loroBopa o EBpasuvckom
9KOHOMMYeckoM coto3e oT 29 maa 2014 roga, nyHktamum 4 wuS cratbu 4
CornalleHms 0 eavHbIX NPUHLLMNAaXxX 1 npasuiax obpalleHns MeguunHCKUX U3genuim
(M3germMn  MeOULIMHCKOrO  HasHa4yeHust W MeOWUMHCKOW TEeXHWKW) B paMKax
EBpa3suninckoro skoHomMuyeckoro cotoda ot 23 aekabps 2014 roga, nyHkTamm 105 wn
106 _npurnoxennsa N 1 k PernameHty pabotbl EBpasunnckon 9KOHOMUYECKOW
KomMuccuu, yteepxgeHHoMy PelleHvem Bbicuiero EBpasmMicKOro 3KOHOMUYECKOro
coBeta o1 23 gekabpa 2014 roga N 98, wn Pewenvem Bbicwero EBpasunckoro
9KoHoMMYeckoro coBeta oT 23 pgekabpa 2014 rogpa N 109 "O peanmsauuu
CornalleHms 0 eavHbIX NPUHLLMNAX 1 npasunax obpalleHns MeguUnHCKUX U3genuni
(M3oenvn __MeaUUNHCKOrO Ha3HaYeHus W MeOMLMHCKOW TEXHWKW) B paMKax
EBpasuickoro akoHomuyeckoro coto3a” CoBeT EBpasunUCcKOn 3KOHOMUYECKOWN
KomMuccum

peLnr:

1. YTBepauTb npunaraemble [lpaBuna npoBeaeHUs KIMHUYECKUX U KIMHUKO-
nabopaTopHbIX UCMbITaHWI (MCCNeaoBaHnin) MeEAULMHCKNX N3OENNN.

2. YCTaHOBUTb, YTO ANt MeOULUHCKUX WU3Oenmin KnaccoB MOTEHLManbHOro
pucka npumeHeHnsa 3, 26 n UMNNaHTUpyeMbIX MEAULMHCKUX U3AENNA KIIMHUYECKNE
NCnblTaHNs (MCCreoBaHUs) B LIENAX permcTpauumn 4omkHbl NpOBOANTLCA B dopMe
MHOMOLLEHTPOBbIX WCMbITAHWA (MCCrenoBaHM) U COOTBETCTBOBATb OLHOMY W3
crefyroLmx yCrioBuK:

a) KIMWMHWYECKMe ucnbliTaHUs (MccreqoBaHus) NpoBedeHbl B COOTBETCTBUM C
3aKoHo4aTeNbCTBOM rOCYAapCTB - YreHoB EBpa3nMncKoro aKOHOMMYECKOro co3sa n
Ha ux Tepputopuax o 1 auBaps 2016 roga (no garte nocregHero Bu3UTa
nocregHero nauveHta wnnM  cybbekta wucnbiTaHuMa  (MCCnegoBaHus))  unm
NpoAoSPKanM BbINOSMHATECHA MO cocTosHM Ha 1 saHBapsa 2016 roga (npwu
3aBepLUeHHOM Habope naumeHToB);
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6) KnMHMYEecKue wucnbiTaHna (MccrnenoBaHus) NPOBEAEHbl Ha TEpPPUTOPUAX
rocygapcTB, He ABMAIOLMXCSH YneHamu EBpasnnckoro 9KOHOMMYeCKoro corsa, 4o 1
aHBapa 2016 roga (nNo pare nocnegHero Bu3uTa MocrefHero nauneHta umm
cyObekTa wucnblTaHUs (MCcrefoBaHusl)) WM NPOAOSPKANM  BbIMOMHATLCA MO
cocToaHno Ha 1 aHBapsa 2016 roga (npu 3aBeplueHHOM Habope nauymeHToB) B
COOTBETCTBUM C pekoMeHaaumsmm MexagyHapogHoro dopyma  perynsatopoB
mMeguumHckux nagenun (IMDRF);

B) KINMHMYECKNe UcnblTaHns (MCccnegoBaHnd), MHULMMPOBaHHbIE nocne 1 sHBaps
2016 roga, npoBeaeHbl B COOTBETCTBUM C NpaBoM EBpasnmnckoro aKOHOMUYECKOro
CO03a, Npu 3TOM OAHO U3 KIMHUYECKUX UCMbITaHU (MCCneaoBaHuin) NPoBeEHO B
OLHOM M3 roCcyapcCTB - YreHOB EBpasnnckoro 3KOHOMMYECKOro Cot3a.

3. HacToswee PeweHuve BcTynaet B cuny no nctedeHnn 10 kaneHgapHbIX gHEN
C gaTtbl BCTynneHus B cuny [poTokona, noanucaHHoro 2 aekabpsa 2015 roga, o
npucoeanHeHun Pecny®rvkn Apmenusa k CornaweHno 0 eauHbIX NpUHUMNax U
npaBunax _obpalleHna  MeauuMHCKUX — mn3gervin  (usgenun  MeguumHCKOro
HasHayYeHWs U MEeOULMHCKON TEXHWKW) B pamMkax EBpPasMMCKOro SKOHOMWYECKOro
coto3a o1 23 gekabps 2014 roga, HO He paHee YeMm no nctedeHnn 10 kaneHgapHbIX
AHen ¢ aatbl odomumnansHOro onybMkoBaHUsS HacToALEero PeLueHus.

UneHbl CoeTa EBpasuinckomn
3KOHOMUYECKOW KOMUCCUW:

Ot Pecnybnukn
ApmeHus
B.l"abpuensH

Ot Pecnybnukn
Benapycb
B.MaTioweBckui

Ot Pecnybnukn
KaszaxctaH
B.CarnHtaen

OT Kblprbiackom
Pecnybnmku
O.lMNaHkpaToB

Ot Poccunckon
depepauymn
N.lWysaros
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NMpaBuna npoBeaeHNs KIMMHUYECKUX U
KITMHUKO-NabopaTOPHbIX UCMbITAHUN
(uccnepgoBaHnU) MeOULIMHCKUX U3OEeNUN

YTBEPXOEHDI

PelwweHnem CoBeTa

EBpasuninckomn aKOHOMUYECKON KOMUCCUMN
oT 12 dpespana 2016 roga N 29

. O6wMe nonoxeHus

1. HacTosiume lMNMpaBuna pa3paboTaHbl B COOTBETCTBUN C NYHKTOM 2 cTaTbyh 31
[oroBopa 0 EBpasMnckom sKkoHomMmn4yeckom corose ot 29 masa 2014 roga, nyHKTamm
4 n5 cratbu 4 CornalwieHus O eduHbIX MNPUHLMNAaxX M npaBuniax _obpalleHuns
MEOULIMHCKUX mn3genun _(U3genui _MeauLMHCKOrO Ha3HaYeHUs U MeOULIMHCKOW
TEXHUKU) B pamMkax EBpPasmMmMCcCKoro 3aKOHOMUYECKOro corw3a ot 23 gekabpsa 2014
roga v yctaHaenuBatoT B paMkax EBpasmMmMcKoro SKOHOMUYECKOro corosa (ganee -
Cot03) npaBuna npoBefeHNsT KIMHUYECKUX U KITMHUKO-NabopaTopHbIX UCMbITaHUA
(nccnenoBaHW) MeOULMHCKUX U3 EeSNU.
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2. [Ana yenen HacTosaumx [NpaBmn NCNONb3yKTCA NOHATUSA, KOTOPblE O3HAYaroT
crepyroLee:

"aHanuT" - KOMNOHEHT NPOBbLI C N3MEPUMbIM CBOUCTBOM,;

"aHanuMTn4eckas apdPeKTUBHOCTb MEAULMHCKOro nsgenus ans AuarHoCTUKN in
vitro" - cnocobHOCTb MEeAULIMHCKOro U3genus anisi AUarHoCcTUKK in vitro BbISsBNATb
NPUCYTCTBME WM  OMpedensaTb  COAepXaHWe  KOHKPETHOro aHammMta B
Buonornyeckomn npobe;

"ayOuT KINMHUYECKUX WUCMbITaHUM (MCCnegoBaHun)' - cuctematundeckas u
He3aBUCUMas NpoBepKa 4OKYMEHTauuu, MeponpuaTun, CBs3aHHbIX C NpoBeaeHEM
McnblTaHUss  (UCCregoBaHus), W OeATEeNbHOCTU  CTOPOH, Yy4acTBYHOLWMX B
NpoBEeAEHNN KITMHUYECKOro UCMbITaHUA (MccrnegoBaHnsl) MeQULMHCKOro MU3genus,
KOTopasi MpoBOAUTCS AN NOATBEPXKOEHUSA  BbINOMHEHUS  MEepOornpuUsTUin
OL,EHMBAEMOro MCNbITaHUs (UCcrenoBaHuda), pakTa npoBefeHUsT KITMHUYECKOro
ncnblTaHNs (MCCrneoBaHus), a Takxke A8 OLEHKN COOTBETCTBUA npoueayp coopa,
aHanM3a [OaHHbIX W OTYeTHOCTM TpeboBaHMsIM nNporpamMmMbl  KIMHUYECKOro
McnblTaHMss  (MCcnefoBaHusl), CTaHOApPTHbIX — OMepauMoHHbLIX  npoueayp u
TpeboBaHMsIM 3aKOHOAaTeNbLCTBA rocyaapcTs - YneHoB Coo3a;

"6poLwuopa uccnegosatena” - CBOAHOE U3SOXKEHME aKTyarbHOW KITMHUYECKON U
HEKNMHMYECKOM WHGopmMaumm o006  uccrnegyemMom  MeULMHCKOM — U3genun,
OTHOCSLLENCS K KIMHUYECKOMY UCTbITaHMIO (UCCIeqOBaHNUIO);

"NBOMHOM  crienon MeTto4" - npouenypa  KIMHUYECKUX  UCMbITaHUW
(uccnepoBaHun), B KOTOPOW  CYOBEKTbl  UCMbITAHUA  (MCCnegoBaHun) U
nccrnegoBartenu, y4acTByowme B NoslydeHnn n obpaboTke nepBuMYHbLIX AaHHbIX, HE
ocBegoMneHbl O  (paKTMYECKOM  MPUMEHEHMM K  cyDObekTam  UCMbITaHWUn
(nccnegosaHun) BO34ENCTBUSA MEQULMHCKOrO n3genvs;

"OU3anH  KINMHWYECKOro  UchblTaHus  (MccnegoBaHusa)' - MEeTOAosorus
NpOBEAEHNS KIIMHUYECKOro UCMbITaHUS (MCCregoBaHUsA) C ydacTUEM 4YernoBeka B
KayecTBe cybbekTa uccrieqoBaHusl, C NOMOLLBK KOTOPOro NilaHMpyeTca NonyvymTb
CTaTUCTUYECKM OOCTOBEpPHble [AoKaszaTenbCTBa KIMHMYeckon 6e3onacHocTn u
9(pPEeKTUBHOCTM  UCMLITYEMOrO  (MCCriegyemMoro)  MeguUMHCKOro  msgenus,
BKIoYaroLaa B cebs ncrnonb3oBaHNE KOHTPOSbHbIX Pyrnn CyObeKTOB UCMbITAHUS
(uccnepoBaHus), 1 (Unn) pacnpegeneHne CybbLEKTOB UCNbITaHUA (UCCneaoBaHun)
no rpynnam crnyyvyanHoiM obpasom, M (UnNM) UCNOMb3OBaHWE OOMHAPHOMO WU
OBOWHOrO Ccrienoro MeToda, a Takke BblOOp OCHOBHbIX W OOMOSMHUTENbHbIX
KOHEYHbIX TOYEK;

"AoNonHUTENbHasa KOHeYHasa Touka" - nokasartenbs (nokasarenu), UCnosb3yeMbli
Onst  NPOBEPKM  AOMOSHUTENbHOM  MMNOTE3bl  KIMHUYECKOrO  UCMbITaHMUS
(uccnepoBaHus);

"3aKOHHbIW npeacTaBuTens” - gM3ndYeckoe Unn pUanyeckoe fmuo, KoTopoe B
COOTBETCTBUN C 3aKOHOAATENbCTBOM rocygapcTBa - ynieHa Colo3a MmeeT npaBo
AaBaTb WHAJOPMUPOBAHHOE corfiacue Ha yyactve B KIMMHWYECKOM WCMbITaHuU
(nccnegosaHum) oT UMEHN noTeHUnanbHoro  cybbekTa NCNbITaHUA
(uccnepoBaHus);

"3agBuTenb" - puagundeckoe UM M3nveckoe  NMuo,  SABNSHOLLEECS
MHALMATOPOM  KIIMHWMYECKOrO0  UCMbITaHWs  (UCCregoBaHUA) U Hecyllee



OTBETCTBEHHOCTb 3a €ro opraHMsauuio u (Mnm) dMHaHCMpoBaHue;

"MHoMBMAOyanbHas perncTpaunmoHHaa Kapta" - OOKYMEHT, npefHasHa4yeHHbIN
AN BHECEeHMs B Hero BcCeW npegyCMOTPEHHOM MPOrpaMMon  UCMbITaHUS
(MccnepoBaHus) MHGOPMaL MK O KaXOoM CyObekTe UcnbiTaHns (MccrnegoBaHns);

"MHCNEKUNA  KIMMHUYECKOro  UCNbITaHus  (uccnegoBaHus)" - OencTeue
YMNOMMIHOMOYEHHbIX  OpPraHoB, 3akryawlweeca B odwmuumanbHOM — NpoBepke
AOKYMeHTauun, obopyaoBaHusi, WHbIX MaTepuarnoB, WMEKWMX OTHOLLeHME K
KITMHUYECKOMY UCMNbITaHUIO (MCCNeaoBaHnio) MegULIMHCKUX U3OESNNn, HaXoO s ALWMXCS
B MCCrnegoBaTeNlbCKOM LEHTPe, MOMELUEHUAX 3asBUTENS, a Takxe B WHbIX
opraHM3auunsax, UMerLMX OTHOLLUEHNE K MUCNbITaHUIO (MCCredoBaHuo), B NOpsiaKe,
YCTaQHOBMEHHOM  3aKkoHOAAaTeNbCTBOM  rocygapctB - uneHoB Cotw3a WU
MeXOyHapoaHbIMM LOroBopamMu U akTaMu, cocTasrnatowmmm npaso Coto3a;

"MHbopMmnpoBaHHoe corracue” - NMMCbMEHHbIN AOKYMEHT, B KOTOPOM CYOBHEKT
NCNbITaHUS (MCCrenoBaHMs) UM €ro 3aKOHHbIN NpeacTaBuTENb NOATBEPXKOAET
OobpoBOfbHOE  corfnacMe Ha  ydacTMe B KIMHUYECKUX  MUCNbITaHUAX
(MccnepoBaHMsAX) Ha OCHOBaHUKM NpeacTaBfieHHOW eMy MOSHOWM MHdopMaummM O
KIMHUYECKOM UCTbITaHUN (UCCrneaoBaHumn);

"ncneiTyemoe  (Mccriegyemoe)  MeguumnHckoe  usgenve” - MeauuuMHCKoe
nsgenve, KOTopoe B XoA4e KIMHUYECKOro UCMbITaHns (MccregoBaHus) Unn KITMHUKO-
nabopaTopHbIX UCNbITaHUN (UCcnegoBaHun) AN MeOUUMHCKUX mu3genun ans
AVarHoCTMKM in  vitro oueHuBaeTca Ha npegmetr ©Oes3onacHoCTM U (Mnn)
9PEKTUBHOCTH;

"mccnepgosarenb" - dwmM3nM4ecKoe JMLO, OTBETCTBEHHOE 3a npoBedeHue
KITMHUYECKOro UCnblTaHUs (UccnegoBaHnsa) B MeAMUMHCKOM opraHuM3auun unm
Apyrom ¢oakTM4eckoMm MecTe MpoBefEeHMSsT UCMbITaHus (MccneaoBaHns) B criyvae
NpoBeOEeHUa  KIIMHUKO-NAabopaTopHbIX  UCMbITaHUM  (MCccrefgoBaHuA) — OANS
MEOULMHCKUX u3gernvn Ons OuarHOCTUKKM in vitro. B crnyyae ecnv ucnbiTaHue
NPOBOOUTCA KOMMEKTUBOM MUCCrieqoBaTtesien, pykoBogUTESNb OaHHOIO KOrrekTusa
SABNAETCS rMaBHbIM UCCriegoBaTesieMm;

"KNNHMKO-NabopaTopHble UCMbITaHUsA (UCCnegoBaHNAa) MegULMHCKOrO n3genus
Ans  guarHoctukm in  vitro" - cucTtematuyeckme WUCMbITaHUa aHanMTU4ecKux
XapaKTePUCTUK W, rae NPUMEHNMO, KIMHUYECKON 3G0CPeKTUBHOCTU, NPOBOAUMbIE C
Lernblo YCTaHOBIEHUSA UMK NOLTBEPXOEHUS COOTBETCTBUA MEAULMHCKOro nsgenud
ANs AWarHOCTUKM in Vitro Ha3Ha4YeHUIo, YCTaHOBITIEHHOMY MPOU3BOAUTESEM;

"KnMHn4Yeckas a(pdeKTMBHOCTL MEAULUHCKOro msgenus ans OuarHOCTUKK in
vitro" - cnocoBbHOCTb MEeAULMHCKOro n3genvsa ans AuarHoCTUKM in vitro nokasbiBaTb
pe3yrnbTaTbl, KOppernvpywme ¢ KOHKPETHbIM KITMHUYECKUM Ui ou3noriorm4yeckmm
COCTOSIHMEM B LENneBov Mnonyndumm rnpu ero npumMeHeHun rnpeaHas3HavyeHHbIM
nonb3oBarernem,;

"KNMHMYECKMEe OaHHble" - gaHHble No 6e3onacHOCTU U (Mnn) 3ddPEKTUBHOCTM,
NOSTlydEHHbIE  MPU  KIIMHWYECKOM  MPUMEHEHUM  MEeOULMHCKOro  U3genus.
KnuHn4YecknmMmn JaHHbIMU Takxke SABMATCA AaHHble no 6esonacHocTn un (unn)
9(OPEKTUBHOCTH, TMOSNYyYEHHbIE MNPU  KIMHUYECKOM MNPUMEHEHUN MEeOULNHCKUX
n3gennin, 9KBUBANEHTHOCTb KOTOPbIX paccMaTpMBaeMoMy MeaULMHCKOMY N3LENAI0
MOXeET ObITb JOKa3aHa;



"KNMHMYECKME UCMbITaHUA (MccrnenoBaHus) MeauumHcKoro nsgenusa” - noboe
ncnbiTaHne (UccrnegoBaHME) € ydacTMeM 4erioBeka B KadecTBe CybbekTa
ncnblTaHUs (MccregoBaHus), NPOBOAUMMOE C LeESblo M3ydeHus 6e3onacHoOCTU U
(1) 3dpdPeKTUBHOCTU UCMbITYEMOro (UCcredyemoro) MeauuMHCKOro musgenvs u
(M) meToda AMarHOCTUKMN U NIeYeHnd, CBSA3aHHOMO C ero NPUMEHEHNEM;

"KINMHMYecKoe [0Ka3aTenbCTBOo 9dpekTUBHOCTH n 6e3onacHoCcTH
MeULMHCKOro naaenua” - otyeT, NoATBEePXaatoLMi KIMHNUYECKYHO 3¢pdeKTUBHOCTL
N 6e30NacHOCTb MEAULMHCKOro n3genus rnpu ero UCnofib30BaHMM N0 Ha3HaAYEeHMIO,
YCTaHOBIEHHOMY NPON3BOAMUTENEM, HA OCHOBE KITMHUYECKUX AaHHbIX;

"KINMHMYecKoe [0Ka3aTenbCTBOo 9dpekTUBHOCTH n 6e3onacHoCcTH
MEOMLMHCKOro U3genusa ans guarHoCTUKK in vitro" - oTyeT, cogepkalummn JaHHble,
noaTeepxgaroume  HaydyHyro  ODOCHOBAHHOCTb  aHanuTa,  aHanMTUYECKYHo
9)PEKTUBHOCTb U, A€ NPUMEHNMO, KITMHUYECKYI0 30PEKTUBHOCTL MeLULMHCKOro
nsgenua ans AuarHoCTUKWM in Vitro npu ero ucnosib3oBaHWM MO Ha3Ha4eHuIo,
yCTaHOBIEHHOMY NPON3BOAUTENEM;

"KOMUTET MO 3TUKE" - HEe3aBUCUMMbIW 3KCMEPTHbIM OpraH, KOTOPbIN
paccmaTpmBaeT BOMpochbl obecneyeHns npas, 6€30MacHOCTU U OXpaHbl 340POBbS
CYOBEKTOB UCMbITaHU (UCCNeaoBaHUN);

"KOHTpPOrbHOE MeaUUMHCKOe wu3genve" - usgenve, WUCMNoNb3yeMoe B
KITMHUYECKOM  UCMbITaHUMN  (UCCriegoBaHUKM) Ofs CPaBHEHUST C  UCMbITYEMbIM
(nccnegyembiM) MEAULNHCKUM U3LENUEM;

"KoopauHaTop-uccrnegosaresnb” - nccnegosaTernb, Ha3HaYEeHHbIN
npousBoauTenemM (ero ynorIHOMOYEHHbIM npeacTaBuUTeNneM) M OTBeYalolwmin 3a
KoopauHaumo paboTbl B XO4€ MHOrMOLEHTPOBOIO KIIMHUYECKOro WUCMbITaHUS
(uccnepoBaHus);

"MegUUVHCKMe u3genna onst OMarHOCTUKKM in vitro" - nobble MHCTPYMEHTHI,
annapatbl, npubopbl, 00OpyaOBaHWe, MaTepuarnbl, peareHTbl, KanMbpaTopsbl,
KOHTPOSbHblE MaTepuanbl U Npoyne usgenus, npuMeHsieMble B MeAULMHCKMX
uensax oToenbHO WM B coveTaHun Mexay cobol, a Takke BMecTe C
NPUHAANIEXHOCTAMN, HEOBXOOMMbIMU A5 NPUMEHEHUS YKasaHHbIX M3genun no
HasHayeHuio  (BKMOYMaa  cheuunanbHoe  nporpammMHoe — obecrneyeHue), u
npeaHasHavYeHHble Npon3BoauTeNnem Ans NPUMEHEHUS NpU UCCregoBaHUNAX in vitro
obpas3uoB 6MOMOrMYEcKMX MaTepuarioB 4erioBeka And nosnyydeHna uHdopmMaunm
OTHOCUTESTbHO (PM3MNOSIOMIMYECKOrO MM NaTOSIOMMYECKOro COCTOSIHUS, BPOXOEHHOW
naTtonorun, nNpeapacrnonoXeHHOCTU K onpeneneHHoOMY KiMHUYECKOMY COCTOSHMIO
nnm  B6onesHn, COBMECTUMOCTM TKaHEW C MOTEHUManbHbIM pPeLunmeHToM,
NPOrHO3MPOBaHNS  peakuun Ha TepaneBTUYECKME BO3OEUCTBUS, BblIOOpa
TepaneBTUYECKUX CPeacTB U (M) KOHTPOS SIeYEHS;

"MHOrOLLEHTPOBOE  KIMHMYeckoe  (KIMHUKO-NabopaTopHOEe)  uUCMbITaHue
(uccnepoBaHue)' - KIMHWYECKOoe  (KNMHUMKO-NabopaTopHoe)  UcnbiTaHue
(nccnegoBaHMe), KOTOpoe npoBoauMTCS B AOBYX UM Oornee  MeauuMHCKMKX
opraHu3auusax no eguHon nporpaMmve;

"MOHUTOPVIHT KITMHUYECKOro (KnnHMKO-nabopaTopHOro) NCNbITaHUS
(nccnegoBaHuAa)' - OeATEeNbHOCTb, CBA3aHHass C  HabnogeHnem 3a  Xo4oM
KNMMHUYECKOro  (KINMHUKO-NabopaTopHOro) UCNbITaHus  (UccrnefoBaHud)  ANs



MNPOBEPKN TOrO, YTO JaHHble UCCrefoBaHUS MPOBOAATCA U 3anUCbIBaOTCA, a OTYET
O MOHUTOPUHre OpMUPYETCA B COOTBETCTBMM C MPOrpaMMon  KITMHUYECKUX
(KNMHUKO-nabopaTopHbIX) UCNbITAaHUA  (MCCegoBaHWUM),  OOKYMEHTUPOBAHHbLIMU
npoueaypamu n Hactoawmmmn Npasunamu;

"HaszHa4YeHne MegULMNHCKOro n3genua” - peLleHne npomsBoanTenst B OTHOLLEHUN
LerneBoro UCMosib30BaHUA  MEeOUUMHCKOrO  u3fenusi, OCHOBaHHOe Ha  ero
cneundmryeckmx cBoncTeax, obecneymBalolLMX JOCTMKEHNE Lenen MeagnLnuHCKOro
MPUMEHEHNSI N OTPaXKEHHbIX B TEXHUYECKUX XapaKTepUCTUKaxX U UHCTPYKUUAX MO
MPUMEHEHWIO;

"Hay4yHas OOOCHOBAHHOCTb aHanuMTa" - CBSA3b aHanmMTa C KIMHUYECKUM WUnn
dm3nonorm4eckmmMm CoCcTostHUEM OpraHn3mMa YeroBeka;

"oouvHapHbIn - crienon  Meton" - npouedypa  KIMHUYECKUX  UCMbITaHUW
(uccnepoBaHMn), B KOTOPOM CYOBLEKTbI  UCMbITAHUMW  (MCCriegoBaHW) — He
ocBeloMSieHbl O (PAaKTUYECKOM MPUMEHEHUM K HUM BO3OEUCTBUS MELULUHCKOro
ns3genus;

"OCHOBHasi KOHeYyHasa Toyka" - nokasatenb (nokasarenu), UCNosfb3yeMbl AN
NPOBEPKN OCHOBHOW MMMOTE3bl KITMHUYECKOro UCMbITaHUs (MCCrieqoBaHus);

"OTYET O KIMHUYECKOM (KINMHUKO-nabopaTopHOM) ucCnbITaHUM (MccregosaHnm)”
- MUCbMEHHOE OrUCaHWe KIMHUYECKOro (KIMHMKO-NabopaTopHOro) WcCnbITaHUA
(uccnepoBaHusl) MeOUUMHCKOrO u3gernua € ydacTMeM 4ernoBeka B KayecTBe
cyObekKTa, obbeanHsoLLee KIMHM4Yeckoe (KnnHKKO-rabopaTtopHoe) n
CTaTUCTUYECKOE OnuCaHus, nMpeacTaBrfieHne [daHHbIX W WX  aHamm3  no
YCTaHOBJIEHHOW popME;

"nepBuYHbIE OaHHbIe" - nobaa uHgopmaums B Buae OpUrMHarbHbIX 3anvcen
WM 3aBEPEHHbIX KOMUM OpUINMHarbHbIX 3anucer O KIMHUYECKUX dpakTax,
HabnaeHNAaX U OpyrMx CcoObITUAX BO BPeMs  KIMHUYECKUX  UCMbITaHWU
(nccnegoBsaHuK), Heobxoaumasi ANA9  MOHUTOPUHIA W OUEHKUM pe3ynbTaToB
KIMHUYECKNX UCMbITaHU (MCCrnegoBaHni);

"nonpaska K nporpammMme UcnblTaHun (MccneaoBaHnin)' - MMCbMEHHOE onncaHue
M3MEHEHUN wunn opMarnbHOe pas3bACHEHME TeKcTa MporpaMmbl, KOTopble
3aTparvBatoT UM MOryT MOBSINSATbL HA AOCTOBEPHOCTbL MOfly4aeMblX pe3yribTaToB U
NCXOL KNMHUYECKOro UCTbITaHUA (UCCrneaoBaHus);

"npegHasHavYeHHbI  nonb3oBaTens" - ocobas rpynna  (rpynnbl) — nuy,
obo3Ha4YeHHas B CONPOBOAUTENBLHON LOKYMEHTAUUW K MeOULMHCKOMY W3Oenuio,
KOTopasi MOXeT TMPUMEHATb MeOUUMHCKOe u3genue B COOTBETCTBUM C  €ero
Ha3HavYeHveMm;

"nporpamma KITMHWUYECKOro (KnnHMKO-NabopaTopHOro) NCNbITaHUS
(uccnepoBaHuA)" - OOKYMEHT, B KOTOPOM YCTaHOBIEHbl OOOCHOBaHWe, Lenu,
ON3aH KIMMHUYECKOro (KINMHUKO-NabopaTopHOro) ucnbiTaHuUa (MCCnefoBaHus) U
npeanonaraeMbl aHanm3, MeTodOororMs, MOHUTOPWHI, MNpOBedeHVe W BedeHue
3anuncen o KNMHUYECKOM (KIMHUKO-rabopaTopHOM) UCMbITaHUU (UCCIieqoBaHUN);

"CyOBEKT mcnbiTaHus (MccregoBaHus)" - msndeckoe nuuo, yvyacTBYoLLEE B
KNMMHUYECKOM UCMbITaHUM (UCCrefoBaHUW) B COCTaBe rpynnbl, K KOTOPOW
NpUMEHSIeTCS nccrnegyemoe MeauumHckoe usgenve, nmbo B cocTaBe KOHTPObHOM
rpynnol;



"TexHn4yeckmn dpann" - [OOKYMEHTMPOBaHHble [aHHble, MoATBepXxaatowme
COOTBETCTBME MeaULUMHCKOro usgenua obuwmm TpeboBaHusiM ©6e30nacHOCTU U
9PPEKTUBHOCTU MEAULMHCKUX un3genuin, TpeboBaHMsIM K WX MapKUPOBKE W
9KCrnyaTtaymMoHHOM OOKYMeHTauuMuM Ha HUX, YyTBepxagaembiM EBpasumnckon
9KOHOMMYECKON KOMUCCUEN;

"YyNOSTHOMOYEHHbIN OpraH" - opraH rocygapCcTBeHHOM BflacTu rocygapcrtea -
yrieHa Cor3a, YMNOMHOMOYEHHbLIA Ha OCYLIECTBEHWE U (MnM) KoopauHauuio
AeaTenbHOCTN B cdpepe obpalleHns MegULUNMHCKUX U3OENUA Ha TEPPUTOPUM 3TOro
rocygapcTtBa - YneHa Coto3a;

"ys3BMMble CYOBLEKTbl WUCMbITaHUA (MCcregoBaHus)" - nuua, Ha >KenaHue
KOTOPbIX y4aCTBOBaTb B KIIMHUYECKOM UCMbITaHUN (MCCReLoBaHMM) MOXET OKa3aTb
BNMsiHMe oxungaHve (0DOCHOBaHHOE WM HEOBOCHOBAHHOE) TeX WM MHbIX
NPEMMYLLECTB, CBSA3aHHbIX C Yy4YacTMeEM B WUCMbITaHUM (MCCregoBaHUK), Wnu
BO3MOXHbl€ CaHKLIMWN BbILLECTOALLMX NIUL, B CIlydae OTKasa OT y4acTus B UCMbITaHUU
(uccnepoBaHuu). K ys3BMMbIM CyObekTaM MUCNbITaHUS (MCCrieqoBaHns) OTHOCATCS
yyaumecs BbICLLUMX W CpegHUX  MeOUUMHCKUX,  (hapMaueBTUYECKUX U
CTOMAaTOSIOMMYECKNX YYEOHbIX 3aBedeHun, Mraglmin  nepcoHan MeguUUHCKNX
yypexageHun n nabopatopumn, BOEHHOCYXaLme U 3aKMtoYeHHble, a Takxke 6omnbHble,
cTpagarowme HeusneynmbiMn 3aboneBaHusMMU, nvua, Haxoaswmecd B AoMax Mo
yxoay, ManoobecneyeHHble U 6e3paboTHble, NMMua 6e3 rpaxgaHcTBa, NauneHTbl,
HaxoOsWwpecss B  HEOTNIOXHOM  COCTOSIHMKM, NpeacTaBuTeNM  HauMOHarbHbIX
MEHbLUMHCTB, 6e3a0MHble, bpoasarn, 6exeHubl, anaTpuabl, HECOBEPLUEHHOSETHNE U
nvua, Haxogswmecd o4 OMeKoW WM MNoneyvymTenbCTBOM, a Takke nuua, He
cnocobHble gaTtb MHOPMUPOBAHHOE Cornacue;

"a(pdhbekTUBHOCTb MeAMUMHCKOro u3genus" - cnocobHOCTb MeaMLMHCKOro
n3nenus CoOoTBETCTBOBATb HA3HAYEHUIO, YCTAHOBIIEHHOMY NPON3BOAMUTENEM.

Il. ObocHOBaHMe 6e30MNacHOCTU U KITUHNYECKOM
3¢ PeKTUBHOCTU MEeANLIMHCKUX N3nerium, Kpome
MeaAULUMHCKUX usaenumn Ansa ouarHoCcTukKwm in vitro

3. Ona pokasaTenbctBa 6€30MacHOCTU U KIMHMYECKOW 3deKTUBHOCTU
MEAULMHCKOro n3aenusa Nnpon3BoanTenb OOSTKEH:

a) onpegenMtb TpeboBaHus w©3 obwmx TpeboBaHun ©HesonacHOCTU WU
9PPEKTUBHOCTM  MEOULMHCKUX un3genuin, TpeboBaHUA K WX MapKUPOBKE W
9KCrnyaTtaymMoHHON OOKYMEHTauum Ha HuX, YyTBepxagaemblx EBpasumnckon
9KOHOMWYECKOM KOMMUCCUEW, OoKasaTenbCTBa COOTBETCTBUSA KOTOPbIM [OSDKHbI
ObITb OCHOBaHbI Ha KITMHUYECKNX OaHHbIX;

6) onpenenuTb KNMHNYECKNE AaHHble, OTHOCALLMECH K MeagULMHCKOMY U34enmo
N ero Ha3Ha4YeHuo, KOTopble MoMyYeHbl MyTeM MOUCKa B HaydHOW ruTepaType, n3
OMbiTa  KIIMHWMYECKOrO  MPUMEHEHUS UMM U3 KIMHWYECKMX  UCMbITaHUN
(MccnegoBaHMn) MeQULMHCKOro N3genus;



B) OLEHUTb KINMHUYECKNE AaHHble Ha NpeaMeT BO3MOXHOCTM MX MCMOMb30BaHuMS
AN AokasatenbcTBa 6e3onacHoCcTU N 3dPEKTUBHOCTU MEAULIMHCKOIO U3aenus;

) MPOBECTU KIMHUYECKME WUCNbITaHUA (MCCrnedoBaHusl) MO TEM acnekTam
6e3onacHoCTM U  9PPEKTUBHOCTU MEAMUMHCKUX M3OenvMin, AN KOTOpbIX
HE4OCTaTOYHO UMEIOLUMXCA KIMMHUYECKUX OaHHbIX;

[1) NPOBECTN aHanM3 Kak braronpusiTHbIX, Tak U HEBNAronpPUATHBIX KIMHUYECKUX
OaHHbIX, MOSIlydEeHHbIX MNyTeM MOMCKa B HayvyHOW JfwmTepaTtype, W3 OrbiTa
KIMMHUYECKOrO MPUMEHEHUss Wunn B pesynbTarte npoBefeHUst  KIMHUYECKUX
UcnbiTaHUWn  (MccnepoBaHun), W caenatb  OOOCHOBaHHOE — 3aKkfoyeHwe O
KNMHUYECKOM [oKasaTenbcTBe 6e30nacHOCTM U 3ppeKTUBHOCTN MeOULUHCKOrO
nsgenus B oopme otveTa. AHanus npoBoAUTCA C Y4ETOM Kracca NoTeHunansHoro
pyCKa NPUMEHEHUS, HasHa4vyeHus 1N cneunduyeckmx ocobeHHOCTEN MpPUMEHEHUS
MeOMULNHCKOro U3aenusi.

4. OOGOCHOBaHME KNMHUYECKON IdEKTUBHOCTM U ©e30nacHOCTU  OOSmKHO
OCHOBbIBATbCS Ha KIMHWYECKUX AaHHbIX, MOMYYEHHbIX MpU NpPOBEAEHUN
KITMHUYECKMX UCNbITaHWUW (MccregoBaHni), ons:

a) UMNMAAHTUPYEMbIX MEAULMHCKUX U3OEenMin U MeauUUHCKUX M3aenuin knacca
NOTEHUMaNbHOrO pucka MpuMeHeHust 3, ecnvM chneumanbHO He [AoKasaHo, 4To
KnuHn4Yeckas 9ddeKTUBHOCTL W 6e30nacHOCTb 3asBNSEMOro  MeAWULMHCKOro
n3genusa MoXxeT ObITb AoKa3aHa MHbIM CMOCOOOM;

6) MeauUUHCKMX wn3genuin, CQyHKLMOHAmNbHbIE XapaKTePUCTUKKW, MPUHLAM
OEUCTBUSl, HasHayeHue, MoKa3aHWss K MEeOULMHCKOMY TMNPUMEHEHMIO UMK
0COOEHHOCTM MeaMLMHCKOro NPUMEHEHUs1 KOTOPbIX paHee He UccrneaoBarnuchb;

B) MoaudwmKaumn MeAULNHCKMX U3AENWIA, paHee AOMYLEHHbIX K MeAULNUHCKOMY
NPUMEHEHUIO, B Crlydae, eCniv NPon3BeaeHHbIe N3MEHEHMS CBSI3aHbl C NOSIBNIEHNEM
HOBbIX  (PyHKLUMOHamNbHbIX  XapaKkTepUCTUK, N3MEHEHMEM  MPOrPaMMHOrIO
obecnevyeHus, nNpuvHUMNA  OENCTBUS,, Ha3HA4YeHUs UMM OCODEHHOCTeWN
MeOMLIMHCKOro NMPUMEHEHWS!, KOTOPble paHee He UCCrenoBanuchb;

) MEOULMHCKUX U34envi, cogepxallmx HOBble, KOHTaKTUPYHLLME C OpraHM3MOoM
YyerioBeka, paHee He U3y4yeHHble B 4YacTu Guonornyeckoro AemcTBusS martepuanbl
WM U3BECTHble MaTtepuarbl, KOHTAKTUPYHOLLWME C TEMM OpraHamMm WM TKaHAMU
YyeroBeka, B OTHOLLUEHMM KOTOPbIX OTCYTCTBYET OMbIT WX MeOMULMHCKOro
NPUMEHEHUs, WM B CIlydae, €eclnM TakoM KOHTakT sBrndeTcs OGonee
NPOOOIPKUTENBbHBIM, YEM paHee N3y4YeHHbIN.



5. KnuHnyeckne paHHble, MNOSIlydEeHHbIE TMPU  MPOBEAEHUU  KIIMHUYECKUX
MCNbliTaHUA (MCCNegoBaHNn) UMM NPU MNPUMEHEHUM MELULMHCKOro M3genusa B
rocygapctBax, He gaBnsiowmxcsa uneHamm Coto3a, nNpusHalTCA B KavyecTBe
MCTOYHMKA KIMMHUYECKUX [OaHHbIX O MEOUUMHCKOM u3genun npu BbiMNOSTHEHUU
OLHOTO M3 CriefyoLmX YCITIOBUN:

a) KIMHNYeckne OaHHble noaTBeEPXOeHbI nyénukaumamm B
cneumanuM3mpoBaHHbIX XypHanax wnm oTyeTamm BcemupHoOM  opraHu3auunm
3paBOOXpaHEHNsT MO rporpamme KOHTpons 6esonacHocT U 3ddpeKTUBHOCTH
meauumHckux ngermn ("The WHO prequalification project"), pasmeleHHbIMM Ha
caute BcemupHOM oOpraHuM3auuMM 34paBOOXPaHEHNs B MHJpopMaLMOHHOW-
TeNeKOMMYHUKaLWOHHOW ceTun "MIHTepHeT";

6) npeacTaBneHbl pes3ynbrTaTbl  MNPOBEAEHUS  KIMHUYECKUX  UCMbITaHUN
(nccnegoBaHuK) B COOTBETCTBUM C pekoMeHaaumsammn MexaoyHapoaHoro dopyma
perynatopos meauuuHckux usgenun (IMDRF). [okasaTenbcTBa COOTBETCTBUS
NPOBEAEHHbIX  KIMMHUYECKMX UCMbITaHUA  (UCCRegoBaHUn) — MeXoyHapOAHbIM
TpeboBaHWsIM JOPKHbI BbITb BEpUGMLNPYEMDI.

KnnHnyeckmne gaHHble Anst MEOULMHCKUX U3OENUA KIacCoB MOTEHLManbHOro
pycka npumMeHeHna 3 n 26 U MMNNAHTUPYEMbIX MEOULNMHCKUX U3OEeNVN OOSPKHbI
OblTb MOMyyYyeHbl B pe3ynbrate MpoBeAeHUs  KITMHUYECKUX  UCMbITaHUK
(nccnegosaHun).  KnnHmyeckne ucnbiTaHna  (MCcnegoBaHUd)  MeQULMHCKMX
N30enuMmn KraccoB NoTeHLManbHoOro pucka npumMeHeHnsa 3 n 26 1 nMniIaHTUpyembIx
MeOMLUMHCKUX n3genumn, nHuunumpoBaHHble nocre 1 auBaps 2016 roga, npoBogsaTcs
Ha OCHOBE MHOIOLLEHTPOBbIX UCMbITaHU (MCCeqoBaHW), B TOM YnUCHe B OQHOM U3
rocygapcTs - YneHoB Coto3a (ganee - rocygapcTBa-yrieHbl).

6. KnuHnyeckne paHHble, NOSyYeHHble ONS OAPYroro MeauUMHCKOro M3genus,
MOIYT ObITb NPUHATLI K PACCMOTPEHMIO TOMLKO MPU NpeacTaBrieHn oKas3aTenbCTB
€ro 3KBMBareHTHOCTU 3asiBNiEMOMY MeaM L MHCKOMY U3AENWI0 NPU OAHOBPEMEHHOM
BbIMOSIHEHNM CINEeaYLMX YCIOBUIA:

a) paccmMaTtpuBaemMble meguunHCckKmne n3genna MMeroT ognHakoBoe Ha3Ha4eHne,

6) TexHuyeckne wn OUOMOrMYECKUE XapaKTEPUCTUKM paccMaTpuBaeMbIX
MEOULMHCKMX M3OEeNMin  OQMHaKOBbl B TOW CTENeHW, KoTopasa rapaHTupyeT
OTCYTCTBME Pasfnynin B X KNMHUYECKON 3dpdekKTMBHOCTU U 6e3onacHoCTH.

7. KnmHnyeckoe  gokasatenbcTBO  9dhdeKTMBHOCTM UM BGe3onacHoCTU
MEOULMHCKOro u3genusi, Bkovawwee B cebsi BCe KMMHMYECKME AaHHble, Ha
KOTOPbIX OHO OCHOBAaHO, AOIMKHO 6bITb 0GOPMIIEHO B (hopMe oTveTa, ABNSOLLErocd
4YacCTb0 JOKYMEHTaLu M Npou3BoauUTENS.



8. OTyeT O KNMHMYEeCKOM OokasaTenbcTBe adeKTUBHOCTU U HGe3onacHoOCTU
MELULMHCKOrO u3dennsa LOSKeH MNoALepXMBaTbCA B aKTyarbHOM COCTOSIHUM C
YY4ETOM [aHHbIX, NOSIyYEHHbIX B XO4e MOCTMNPOL4AXHOMO MOHUTOPUHIa 1 (Unn) npu
NOSIBIIEHUN HOBOW MOATBEPXKOEHHON WHGOPMALMM U3 HayYHbIX fMTepaTypHbIX
MCTOYHUKOB, KacaroLlencs ero 6esonacHocTn U 9ddeKTUBHOCTMW.

lll. KomuTteT no 3aTuke

9. B uenax oxpaHbl >XM3HW, 340POBbS U MNpaB CYOBLEKTOB MCMbITaHUS
(nccnegoBaHusl) Mpyv NPOBEAEHUN  KIMMHUYECKUX UCMbITaHU  (UccrnegoBaHuin)
MeLULMHCKUX U34EeNU B rocygapCTBax-4yfeHax 4eNCTBYIOT KOMUTETbI MO 3TUKE.

10. B cBoen pabote KOMUTET MO STUKE PYKOBOACTBYETCA MNpUHLMUNAMU
XenbCUHCKOM Aekrapauuv BcemunpHoM MeaouumHckom accouuvauum 1964 roga
"OTU4ecKne NpUHUUNBI MEOULMHCKUX WUCCRedoBaHWA C yvacTUEM 4erioBeka B
KadyecTBe CybbekTa uccnenoBaHnsa” U 3akoHo4aTeNbCTBOM rOCyAapCTB-4YIEHOB.

11. OCHOBHbIMU npuHUunamMmmn AeATeribHOCTU KOMUTETA MO 3TUKE ABJIAIOTCA.

a) obecneyeHne npaB, 6€30NacHOCTU MU OXpaHbl 340POBbS PUINHECKUX L,
YY4acCTBYHOUMX B KIMHUYECKUX WUCMNbITAHUAX (UCCNEQoOBaHUAX) MEAULMHCKUX
n3genuu;

6) cobnogeHrne MopanbHO-3TUYECKMX HOPM M HOPM OO LLIECTBEHHOM MOpan;
B) cobntogeHne NpUHLMNOB NYMaHHOCTY;

) HE3aBUCUMOCTb CYXXOEHUN;

A) cobnogeHne KoHMaeHUManbHOCTU NONy4YEHHON MHdopMaLLUW;

e) cobnogeHne HopM nNpodeCcCcUoHanbHOM 3TUKK;

X) HegonyLLeHne KOHNMKTa NHTEPECOB.

12. OCHOBHbIMW (DYHKLIMAMW KOMUTETA NO ITUKE SABIIAOTCS:

a) pacCcMOTpeHMe NporpamMm KIMHUYECKUX UCNbITAHWUIA (MCCregoBaHun);

6) BbIHECEHME 3aKStoveHus 06 3TnYecKon 06OCHOBaAHHOCTM MO0 06 3TU4ECKON
HEOOOCHOBAHHOCTN  MPOBEAEHMS  KIMHWYECKMX MUCMbITaHUA  (MCcregoBaHWn)
MEOULMHCKUX WU3OenMin B paMKax MpeaCTaBfeHHOro npoekTa nporpaMmbl
KIMHUYECKNX UCMbITaHU (MCCrnegoBaHni);

B) OUEHKa COOTBETCTBUS KBanMdmkauum uccrnenosatens npegnaraeMmomy
NCMbITaHUIO (MCCNESOBaHWIO).



13. 3asBuTEnbL OOMMKEH NPeaCTaBUTb B KOMUTET MO 3TMKE BCE OOKYMEHTHI,
HeobOxoouMble AN MOMHOM U TWATENbHOM  SKCMepTu3bl  MNIIaHUMPYEMOro
nccneaoBaHnst. TN AOKYMEHTbI LOMMKHbI BKIOYaTh B Ce0S:

a) 3asiBrfieHMe Ha PacCMOTPEHME;
6) nporpammy nraHNUPyemMoro UcrblTaHns (MCcneaoBaHns);

B) nHameuayaribHble perncTpaunoHHble KapTbl, AOAHEBHUKU W BOMPOCHUKN,
KOTOpbIe NpeaCTOUT 3aroriHATb UCCriegoBaTeENdAMm,

) onucaHne AaHHbIX No 6e30MacHOCTU MEAULMHCKOrO M34enusi, ucnbiTaHue
(nccrnegoBaHMe)  KOTOPOro  3anfliaHMpoBaHO, a Takke €ero  TexXHUYecKue
XapaKTepPUCTMKK, [OaHHble MNPOBEAEHHbIX TOKCUKOSIOMMYECKUX WUCMbITAHUA C
OMNMCaHNEM CYLLECTBYHOLLEIO Ha AaHHbLIA MOMEHT KIIMHUYECKOrO OMnbiTa NPUMEHEHUS
MeOMLNHCKOro N3aenusi;

A) 6poLlopy nccnenosarens;

€) TEKYyLLyl0 pefakuuio pestome uccnegosatend v (unu) gpyrve martepuvansl,
noATeepXxgaroume ero Ksanmmkaumio;

X) MaTtepuvarnbl (BKMOYad pekramHble), UCNofib3yeMble AN MpUBneYeHns
NOTeHUManbHbIX CYOBEKTOB UCMbITAHUSA (MCCreqoBaHUs);

3) oopMy MHOPMUPOBAHHOTO COrfiacus ¢ ornMcaHneM npolecca ero rnosy4eHus
N OOKYMEHTUPOBaAHUA, a TaKkxe Apyrme dopmbl, Ccoaepxalme nHgopmMauuo Ans
NOTeHUManbHbIX CYObEKTOB UCMbITAHUSA (MCCIeqoBaHUS);

1) onMcaHne BCEX KOMMEHCaL M 3a y4acTne B UCMbITaHUU (MccrnegoBaHnm) ons
YY4aCTHUKOB WCMbITaHWs (MCCneqoBaHus), BKIKOMAs MOKPbITUE pacxodoB U
MEANLIMHCKYIO MOMOLLp;

K) nHdopmaumo 06 ycroBusax BbINfaT M KOMMEHcauun CyGbekTam UCTbITaHuS
(uccnepoBaHus);

1) ONMcaHue YCIoBUIA CTPaxoBaHWS Y4aCTHUKOB MCCre0BaHus;

M) nosioxkeHne O corrnacunm crnegoBartb 3TUHMECKUM TMpUHUUNaAM, U3NOXEeHHbIM B
COOTBETCTBYHOLMX PYKOBOACTBAX;,

H) npegblaywme peleHnd, NpuHATble ApyrimiMn KOMUTETaAMM MO 3TUKE.



14. KomuteT no 9TuMKe [JOrkeH pacCcMOTpeTb BOMPOC O [MpOBeAeHUU
npeanaraemoro KiMHUYeCcKoro UcnbiTaHus (UccnegoBaHUA) B COOTBETCTBYHOLLME
CPOKM WM AaTb 3akfiyeHne B MUCbMEHHOM BUMAE, B KOTOPOM [AOSPKHO ObITb
NOEHTMMUMPOBAHO UCMbITaHWE (MCCreaoBaHWE) C yKasaHMEM pPacCMOTPEHHbIX
AOKYMEHTOB M AaTbl NMPUHATUSA peLleHus:

a) o6 ogobpeHun (Bblgade 3aktOuMeHWst) Ha MpoBefeHME  UCMbITaHus
(uccnepoBaHus);

6) 0O BHECEHUM U3MEHEHUI B NPEACTaBMEHHYIO AOKYMEHTALMIO A8 MonydYeHns
o006peHna (Bblaadn 3aktoueHns ) Ha NpoBeAeHNe NCblTaHns (MccneaoBaHns);

B) 06 oTKkase B ogobpeHuun (Bblaaye 3aknioyeHusa) Ha NpoBedeHne UCMbITaHUA
(uccnepoBaHus);

r) o6 oTMeHe (NPUOCTaHOBIIEHMM) COENaHHOro paHee ogobpeHus (Bbl4aHHOIo
3aKIto4eHns) Ha NpoBefeHNe UCTIbITaHUA (UCCrnefoBaHus).

15. B coctaB KomuTeETa MO 3TUKE BKMWOYalwTCA nuua, obnagavoume B
COBOKYMNHOCTU HeobXoaMMOoW KBanvMdmKaunem M onbiTOM ANI9 pacCMOTPEHUsT U
9KCMEePTHON OLIEHKM HayYHbIX, MEOULMHCKNX N 9TUYECKNX acMeKToB MiiaHnpyemMoro
NCnbITaHNA (UCCnegoBaHus).

16. KomuTeT no aTuke OOrmkeH OCYLEeCTBNATL AeATEeNbHOCTb B COOTBETCTBUN C
AOKYMEHTanbHO OJQOPMJSIEHHBIMWN  Mpouenypamn. Ero peatenbHOCTb  LOSPKHA
COOTBETCTBOBaTb HactodAwum [lpaBuriam W 3akoHodaTernbCTBY [OCYOapCTB-
YJ1eHOB.

17. Komuter no aTuke HeceT OTBETCTBEHHOCTb 3a TO, YTO OH AencTByet
MOMHOCTBIO B MHTEpecax NoTeHuMarnbHbIX CyObEKTOB UCNbITaHUS (UCCrneaoBaHus)
C YY4EeTOM WHTEepecoB W nNOTpebHOCTEN YA3BUMbIX CYOBEKTOB WCMbITaHUA
(MccnepoBaHMs), a TakXKe HanMyiua 3aKOHHbIX MpefcTaBuTenien B Criydae KX
HeobxoanMOCTH.

IV. Pa3pelueHne Ha npoBeaeHUe KITMHNYECKUX UCTNbITaHUN
(nccnepoBaHum)

18. [Ana npoBegeHns KIMHUYECKOro UCMbITaHus (MccrneoBaHus) MeauLMHCKOro
n3genusa (Kpome MeuLMHCKUX U3genui and AuarHOCTUKW in vitro) OOrmkHO 6biTh
NOMy4YeHO paspelleHne YNOfIHOMOYEHHOIO OpraHa rocydapcTBa-yneHa, Ha
TEPPUTOPUM  KOTOPOrOo  MriaHMpyeTcs  NpoBeAeHWEe  OaHHbIX  MCMNbITaHUK
(nccnegosaHun). [na  npoBedeHUa  KIMHUKO-abopaToOpHOro  UCMbITaHUS
(nccnenoBaHus) MeQULMHCKOrO M3genua ans AuarHoCTuKM in vitro JOrmkHO 6biTb
HanpaBneHo yBegoMSieHMe B CBOOOAHOM dopMe B YMNOSIHOMOYEHHbIM OpraH
(3KCNEPTHYO OpraHn3aumio) rocygapcTBa-yneHa.



19. [Ing nonyyeHus paspelleHns Ha npoBedeHWe KITMHUYECKOro UCMbITaHuA
(nccnegoBaHus) MeANLUHCKOro nsgenua npounsBoguTesb nm ero
YMNOSNMIHOMOYEHHbIN MpeacTaBuUTENb HanpaeBndeT B YNOSIHOMOYEHHbIM OpraH, Ha
TEPPUTOPUN  KOTOPOro MMaHMpyeTcs MpoBedeHue KIMMHUYECKOTO  UCMbITaHUS
(nccnenoBaHus) MeQULMHCKOrO M3fenusl, 3asiBfieHne Ha nosydeHne paspeLLeHus
Ha NpoBedeHVe KIMHMYECKOro MCNbITaHus (MccriegoBaHus) no ¢opme corracHo
npunoxeHnto N 1 ¢ conpoBogUTENIbHON AOKYMEHTaUMen, cogepXaLlen crneayowme
cBefeHuns:

a) 3asiBrieHve nNpons3BoANTENS UIMN ero YNosTHOMOYEHHOIro NpeaCcTaBUTENS O TOM,
YTO JaHHOe MeOWLMHCKOe msenne yaoBrieTBOpseT NPUMEHUMbIM TpeboBaHUAM
6e3onacHOCTM M 3(PPEKTUBHOCTKN, 3@ WUCKIIIOYEHMEM CBOWCTB U XapaKTEPUCTUK
6esonacHOCTU U 3PPEKTUBHOCTU MEOULNMHCKOIO U3aenusi, KoTopble OOMmkHbI ObITb
nccrnegoBaHbl B XO4€ KIMHUYECKUX UCMbITaHUM (MCCNegoBaHun), U YTO Mo
OTHOLLUEHMIO K HUM OblfiM NPUHATBI Mepbl NPedoCTOPOXHOCTU ANA  3almThl
300poBbA 1 6e30MacHOCTU CYOBEKTOB UCTbITAHUIA (UCCredoBaHUN);

6) KOMnd 3aKrinnyeHnsa KomMumteTa Mo 3TUKe, BblAaHHOMoO B COOTBETCTBUMU C
HacToALWLMMU I'IpanmaMM, 3aBepeHHad npoussoguTtenem nnn ero yrnosiHOMO4eHHbIM
npeacTtaBUTENEM,

B) GpoLutopa nuccnegoBartesnid, CocTaBfieHHas B COOTBETCTBUM C TpeboBaHUsIMA
corrnacHo npunoxeHuto N 2;

r) obpasey, nHanBUOYyanbHOW PErMcTpaLMOHHON KapTbl CYObeKTa nccregoBaHus
(Npn HarM4un);

O) TexHudyeckun dann Ha MeauuMHCKoe umsgenue, COOTBETCTBYHOLLMN
TpeboBaHusiM cornacHo npunoxeHuto N 3, 3a UCKMOYEHWEM CBOWCTB U
XapakTepuctuk 6esonacHocT ”  3GMPEKTUBHOCTU  MEOULMHCKOrO  U3aenus,
KOTOpble [OO/KHbl OblTb onpefeneHol B  XO0A€  KMMHUYECKUX  UCMbITaHWUIA
(uccnepoBaHun);

e) nporpamMmma KIMHUYECKOro ucnblTaHus (uccrnefoBaHusi) ¢ 06OCHOBaHMEM
KonMyectBa MeOUUMHCKUX U3Oenun, npeacTtaBnsgemMblX Ans  KIMHWUYECKOro
nCcnbiTaHna  (UCcrnefoBaHWs), CPOKM ee TMpoBedeHWss B COOTBETCTBUN C
TpeboBaHWsIM 1 corracHo npunoxexuto N 4;

X) nepedeHb HebnaronpuATHbIX  COObLITUA  (MHUMOEHTOB), B  Cllydae
BO3HWKHOBEHUSI KOTOPbIX HEOOXo4MMO COOOUWMTL B YMNOSIHOMOYEHHbLIN opraH (C
yKaszaHneM CPOKOB HanpaBfeHusi COOBLLEHWS);



3) Konus OOKyMeHTa 00 ycrnoBusX CTpaxoBaHuWsi WM BO3MELLEHUS
(KOMNeHcauun) BO3MOXHOMO Bpefa nNpu  BO3HWKHOBEHUMM  HeGnaronpusiTHbIX
cobbITUA (MHUMOEHTOB) B COOTBETCTBUMM C 3aKOHOOATENbLCTBOM rocygapcTBa-
yfieHa, Ha TeppuTopuMM KOTOPOro MPOBOOMUTCH  KIMHMYECKOE  UCMbITaHue
(uccnepoBaHue).

20. B cnyyae ecnv opurMHarnbl OOKYMEHTOB COCTaBJSiIeHbl Ha MHOCTPaHHOM
A3blKe, OHU TMpPeacCTaBnAlTCA C MNepeBOAOM Ha pPYCCKUM SA3blK, 3aBEPEHHbIM
npounssoguUTerieM Unm ero YrnosIHOMOYEHHbIM NpeacTaBUTENeM.



21.  YNONHOMOYEHHbIN opraH (9KCnepTHad  opraHuM3auus) npoBepsieT
KOMMNJIEKTHOCTb NpeAcTaBfiEHHbIX MaTepManoB 1 HanpaeniseT 3asBUTENO pPeLLeHne
OTHOCUTENbHO BO3MOXHOCTM nNpoBeaeHs KITMHUYECKMX NCMbITaHWI
(nccnegosaHumn) He nosgHee 30 pabounx gHEN.

B cnyyae HegocTaTOMHOCTM MpeAcTaBfiEHHbIX 3asiBUTENeM MaTepuarnoB U
cBefeHMn ANA NPUHATUSA PeLLEHNss O BO3MOXHOCTWU MNPOBEAEHUSA KIMHUYECKNX
NCMbITaHU (MCCriegoBaHNA) YNONTHOMOYEHHbIN OpraH (3KcnepTHas opraHu3auunsi) B
TeyeHne S5 paboumx C OHeW CO OHA MNOCTYNSEHUS 3asiBfieHUs O MOfyYeHuu
paspelleHnsi Ha MpoBeAEHME KIIMHUYECKUX WCNblITaHun (UccnegoBaHuin) u
CONPOBOAUTENBHON  OOKYMEHTaUMM  HanpasfseT npou3BOAMTEN0 WM €ero
YNOSTHOMOYEHHOMY NpeaCcTaBUTENO 3anpoc O nNpeacTaBneHun HeobXxoonMblx
cBefeHun (C yKkasaHMeM XapakTepa 3aMeyaHuin n cnocoba nx ycTpaHeHus).

YKasaHHbIM 3anpoc HanpaBfideTCs OAHOKPaTHO M MoXeT ObiTb nepefaH
NPOV3BOAUTESIIO UMM €ro YNOSTHOMOYEHHOMY NPeACcTaBUTESNIO NIMYHO NO4 PaChuUCKY,
HanpaBfeH Mo MoyTe 3aka3HbIM MUCbMOM WM nepefaH B 3SIEKTPOHHOM dopme
NOCPEeACTBOM WUCMOSMb30BaHUA TENeKOMMYHUKALMOHHBLIX KaHanoB cBsA3u nmbo B
dhopmMe 3NEKTPOHHOIO AOKYMEHTA, NOANNUCAHHOIO 3fIEKTPOHHOM MOAMNUCHIO.

[MponsBoguTEenb WM €ro  YNofHOMOYEHHbLIN  NpeAcTaBuTenb  00A3aHbI
npeacTtaBuMTb  OTBET Ha  3anpoc  YrNOfHOMOYEHHOro opraHa  (3KCnepTHOWm
opraHuM3auun) B CpPoOK, He npeBblwaowmn 60 paboymx OHen CO OHSA nonyyYeHud
9TOro 3anpoca. B cnyyae HenpenctaBneHuss No uctedeHun 60 paboumx OHewn
3asBuTENeM OTBeTa Ha 3anpoc YMONHOMOYEHHOro opraHa (9KcnepTHow
opraHuM3auun) pelLeHne NPUHUMAETCHA YNOSTHOMOYEHHbIM OpraHoM (3KCnepTHOWM
opraHu3aumnen) Ha OCHOBaHUN AOKYMEHTOB, UMEIOLLMXCH B €ro pacriopsiKeHuUN.

Bpems co pOHA HanpaBneHUa  YnosIHOMOYEHHbIM OpraHoM  (3KCMepTHOW
opraHusauuen) 3anpoca 40 OHS NorydYeHnss OTBETa Ha 3arnpoc UIn yBegOMIIEHUS O
HenpeacTaBfieHMM OTBETA Ha 3anpoC He YYUTbIBAEeTCS MpU MCYUCIIEHUM CpoKa
NPUHATUS  YNOTHOMOYEHHBbIM OpraHoM (3KCMEPTHOM OpraHusaumen) peLLeHus
OTHOCUTENbHO BO3MOXHOCTM NpoBeaeHNs KITMHUYECKMX NCNbITaHWI
(uccnepoBaHun).

B cnyyae npuHATUS OoTpuuaTenibHOrO peleHns OTHOCUTENbHO BO3MOXHOCTU
NPOBEAEHNS KIMHUYECKUX UCMbITaHWA (MCcrenoBaHui) MeOUUUHCKOrO n3genus
YMNOSTHOMOYEHHbIN OpraH yBeLOMSIAET NPOU3BOAUTENS UM €ro YnosIHOMOYEHHOIO
npeacTaBuTensa B MNUCbMEHHOW opMe WM HanpaeBnsieT MNUCbMO 3aKas3HbIM
MOYTOBbIM OTMpPaBfeHMEM C YBeOOMSIEHMEM O BpydyeHun 5mbo B dopme
9NIEKTPOHHOrO  OOKYMEHTa, MOAMMCAHHOIO 3SIEKTPOHHOW MNOAMUCbLIO, WM B
9NIEKTPOHHON d)opMe MNOCPEACTBOM UCMOSMb30BaHUSA  TENEKOMMYHUKALMOHHBIX
KaHanoB cBA3n. K nnucbMy npunaraetcs akCnepTHoe 3akoyeHne ¢ 060CHOBaHMEM
NPM4MH OTKasa B pas3pelleHMM Ha npoBedeHUe KIMHUYECKUX UCMbITaHWn
(nccnegoBaHUn) MeQULMHCKOrO nsgenust.

V. TpeboBaHUA K MEOULMHCKUM OpraHn3aLusam,
NPOBOAALNM KITMHUYECKNE N KITMHUKO-NadbopaTopHbIe
UcnbiTaHusa (MccriegoBaHUA) Me AULUMHCKUX N3aennum



22. YNONHOMOYEHHbIE OpraHbl OrNpeaendatoT NnepevyeHb opraHn3aumm, NMEKLLMX
NpaBO NPOBOAMUTL UCMbITaHUA (MCCrefoBaHUS) MEQULMHCKUX U3LENUA B LENsX UX
perucTpaumm (panee - nepeyvyeHb OpraHuM3auun), B KOTOPbIA  BKIOYAKTCS
MEOULUWNHCKME opraHMsaumm Ons  NpoBeOeHUs  KIMHUYECKUX W KITMHUKO-
nabopaTopHbIX UCMbITaHWI (MCCNeaoBaHnin) MeEAULMHCKNX N3OENVN.

23. B nepeyeHb opraHMsauum BKIKOYAOTCA MEOULUHCKME opraHuMsauun ans
NPOBEAEHNSA KIMMHUYECKMX MUCMNbITaHUN (MccrnenoBaHui) MeOUMLMHCKUX U3Oenui,
COOTBETCTBYHOLME Criegyowmm TpeboBaHMAM:

a) Hanmuume JIUUEH3MM Ha OCYLUECTBMEHWE MeAULMHCKON OesTenbHOCTU (C
yKaszaHnem nepedHsa paboT (ycnyr), COCTaBNAWLMX MEOULMHCKYO OEATENbHOCTL),
COOTBETCTBYHLUEN HA3HAYEHMIO 1 0B1acTn NPUMEHEHUST MEOULIMHCKUX U3LENVN, B
OTHOLLEHUWN KOTOPbIX NPOBOAATCS UCMbITaHUA (MCCrieqoBaHUs);

6) Hanmmume nonoxeHun  (CTaHOAPTHbLIX  OMNepauMoOHHbLIX  npoueayp),
pernaMmeHTUpylomx npoBeAeHne  KIMHUYECKUX UCNbITaHun  (UccregoBaHuin)
MeLULMHCKUX U34EeNniA, OXBaTbIBAOLLMX B TOM YUCTIE:

KBanudmkauoHHble TpeboBaHusa U oby4yeHne nepcoHana;

B3anMOENCTBME C KOMUTETOM MO 3TUKE;

nony4yeHne MHPOPMUPOBAHHOIO cornacus;

NOPSIA0K NPOBEAEHUS KITMHUYECKNX UCTIbITaHWIA (MCCneaoBaHnin;

permcTpaumss 1M HanpaerneHne coobuweHnn o HebnaronpusaTHbIX COBbITUAX
(MHUMOEHTax) B YNONIHOMOYEHHbI OpraH;

BeJeHNe N y4eT JOKYMEHTaL MM KIIMHUYECKOro UCNbITaHus (MccreaoBaHus);

obecrneyeHne 3awmTbl KOHMOEHLMANbHON nHdopMaLuu;

B) Hanmuume ycroBUW AOns NpoBedeHUa 3asiBfsieMoro npodomns KIMHUYECKNX
NCnblTaHW (MCCNeaoBaHUin) MEAULNMHCKNX N3OENNN;

) HanMn4yMe ycroBui s NPOBEAEHUS MHTEHCMBHOW Tepanum U peaHnMaumm;

[) HanM4due nepcoHarna, MMEKLLEro MeauumHckoe obpasoBaHMe N OOKYMEHT,
noATBePXOalWmii NpoxoxaeHne obydyeHus npasBunamMm NPoBeOEHUST KITMHUYECKMX
NCNbITaHU (Hagnexallen KIIMHNYECKOM NPaKTUKK).

24. B nepeyeHb opraHM3auun BKIIKOYAOTCA MEOULMHCKME opraHuM3auun ans
NpoBeAEHNS KIMHUKO-NabopaTopHbIX MCMNbITaHUK (MCCriegoBaHUM) MeQULMHCKMX
n3genun Ons AnarHoCTUKK in Vitro, COOTBETCTBYOLLME CrieaytowmM TpeboBaHNAM:

a) HanMyme JIUUEH3MM Ha OCYLUECTBMEHWE MeOULMHCKON OeSATENbHOCTU B
obnacTtn nabopaTtopHOM ANarHOCTUKK (KNMHUYecKasi nabopaTtopHasi AnarHocTuka);



6) Hanmmume nonoxeHun  (CTaHOAPTHbLIX  ONepauMoHHbLIX  npoueayp),
pernaMmeHTpYyoLLNX npoBegeHue KITMHUKO-1TabopaTopHbIX NCMbITAHUN
(nccnenoBaHUM) MeQULMHCKUX U34EeNUn Ans OUarHOCTUKK in vitro, oxXBaTbIBarOLLMX
B TOM YUCTIE:

KBanudmkaloHHble TpeboBaHusa U oby4yeHne nepcoHana;

NOPSIAOK NOBEPKN N KannbpoBKn 060pyaoBaHus;

NOPSIAOK NPOBEAEHUSA KITMHNKO-NabopaTopHbIX UCTbITaHWUA (MCCneaoBaHnin;

BeAeHMe W y4eT [OOKYMEHTaUUM  KIMHUKO-N1abopaTopHbIX  UCMbITaHWUK
(uccnepoBaHun);

obecneyveHune 3aWwmTbl KOHGMAEHUNANbHON MHGOPMaLLMK.

25. YNOrMHOMOYEHHble oOpraHbl paccMatpuBaloT  3asdBKM  MeOULMHCKUX
OpraHus3auun O BKIOYEHUN B MNepevYeHb opraHmsauuin M KOMMMEKT LOKYMEHTOB,
noATBEPXOAWMX COOTBETCTBME MEAULMHCKOM opraHu3auum TpeboBaHMaM,
YCTAHOBJIEHHbIM NMyHKTamMu 23 u 24 HacToawmx [Npasun, n npMHMMaeT peLleHne o
COOTBETCTBUN WM HECOOTBETCTBUM MEAULMHCKOM opraHu3auum TpeboBaHnsM
HacTosumx [paBun B TedeHne 20 paboumx OHEN CO OHS nogayn yKasaHHbIX
[ OKYMEHTOB.

B cnyyae npuHATMS peweHuMsi O COOTBETCTBUM MEOULMHCKOW OpraHu3auuu
TpeboBaHMsIM HacToswmx [NpaBun ynosIHOMOYEHHbLIN opraH B TeveHne 3 paboumx
AHEen C gaTtbl NPUHATUS TaKoro peLleHnss yBeaoMIiaeT MeAULNMHCKY opraHM3aumio
O NPUHATOM peLLeHnn B NUCbMEHHOM ¢hopme.

B cnyyae npvHATUA pelleHns 0 HECOOTBETCTBUM MEOMULIMHCKOW OpraHu3auuu
TpeboBaHMsIM HacToswmX [NpaBun ynosIHOMOYEHHbIN opraH B TeveHne 3 paboumnx
AHEen C gaTtbl NPUHATUS TaKoro peLleHnss yBeaoMIiaeT MeAULNMHCKY OopraHM3aumio
O NPUHSATOM PELLEHNN B NMUCbMEHHON (hopme (C 06OCHOBAHMEM MPUYUH).

26. OO6xanoBaHve peLleHNsi YMNONHOMOYEHHOrO OpraHa OCYLUECTBNSETCA B
COOTBETCTBMU C 3aKOHOAATENBCTBOM 3TOrO rocyfapcTBa.

27. YNornHoOMoYeHHble opraHbl obecneymBaloT XpaHeHwe, cucTemMaTmsauuio,
akTyanM3auuio 1 M3MeHeHne uHdopMauun o6 opraHMsauusix, UMerLmMX MpaBo
NPOBOAUTL WUCMbITAHUS (MCCRefoBaHUS) MEOUUMHCKUX M3genun B Lensax ux
perMcTpaumm, a Takke 3awmTy 3TOM WHEopmaumm OT HeCaHKLWOHWPOBAHHOMO
aocTyna.

[NepeyeHb opraHmMsauun pasMeLlaeTcsl Ha camTax YnofIHOMOYEHHbIX OpraHoB B
MHJPOPMaLIMOHHO-TENEKOMMYHUKALMOHHON ceTu "IHTepHEeT" U B OTKPbITOM YacTu
MHpopMaLMOHHOM cucTeMbl Coto3a B cdepe obpalleHUst MeOULIMHCKUX N3OENUIA.

KoHTponb cobnogeHna MeguumMHCKUMM opraHnsaumsMm, UMeELWmMMn npaBo Ha
nposeaeHne KITMHUYECKMX nnm KITMHNKO-abopaTopHbIX NCMbITaHWI
(nccnegoBaHuMn)  MeOUULMHCKUX  u3genuin, TpeboBaHun HacToswmx [pasun
OCYLUECTBIISIETCA  YMNOMIHOMOYEHHLIM  OpraHoM B  Nopsigke, YCTaHOBSIEHHOM
3aKoHo4aTeNbCTBOM 3TOrO rocygapcTaa.



28. VCKknovyeHne MeauLMHCKOM oOpraHu3auumM u3 MnepedyHss opraHusauum
OCYLLECTBIIAETCA YMNONTHOMOYEHHBIM OPraHoM rocygapcTBa-dfieHa B Criedytowmx
cnyyasix:

a) MNocTynneHne 3asBneHust 00 WCKIYEHUM MEAMLMHCKOM OpraHusauum u3
nepeYHs opraHM3auuin, Nogn1McaHHOro pykoBoauTeneM MeauLmMHCKOM opraHn3anmm;

6) no pesynbTaTam KOHTPOA 3a cobnMogeHneM MeAULNHCKMMU OpraHn3aLnsiMm
TpeboBaHu HacToswmx MNpaBun, ocyLeCcTBNSEMOro YrorHOMOYEHHLIM OPraHoM.

29. YNOnHOMOY€EHHblEe OpraHbl B TedeHne 3 pabouumx OHEen ¢ gaTbl BHECEHMS
N3MEHEHUN B CBEOEHMUS, COAepXalmecs B NepeyHe opraHmsauumn, obecneymBaroT
pa3sMeLLeHne COOTBETCTBYHOLLEN MHGpOpMaLMM Ha CBOMX odmuMaribHbIX canTax B
MH(POPMaLIMOHHO-TENEKOMMYHUKALMOHHON  ceTn  "WIHTepHeT", a Takke ee
npegcrtaerieHne B EBpasnincKyto 9KOHOMUYECKYKD KOMUCCUIO C UCMOSb30BaHMEM
cpencTB MHTErpupoBaHHOW MHApopMaLMoHHOM cucTemMbl Cotosa.

30. lMNMpeoocTaBneHne 3anMHTEPECOBaHHbIM NULaM cBegeHun 06 opraHusauusx,
BKIMIOYEHHbIX B MEepeyYeHb OpraHM3aunin, OCYLLUECTBNSETCS YNOfHOMOYEHHbIMU
opraHamu B COOTBETCTBMM C 3aKOHOLATENbCTBOM rOCYAapCTB-4YIEHOB.

VI. TpeboBaHUA K NpoBeAeHUIO KITMHNYECKUX UCTNbITaHUN
(vccnepoBaHMU) MeAULMHCKUX U3aenun

31. KnnHnyeckune mcnbiTaHms (MccreqoBaHus) MeAULMHCKUX U3LENUA OOIMKHbI
NpoBOAUTLCA B COOTBETCTBMM C NpUHUMNAMUM  XeNbCUHCKOW AeKkrapauum
BcemunpHon wmeaouumHckon accoumaumm 1964 roga "OTudeckne NPUHLMNMLI
MEeOULMHCKMX WUCCredoBaHMA C  ydacTMeM YerioBeka B KavecTBe cybObekTa
nccrnegoBaHus".

KnvHuyeckne wucnbiTaHna (UccnegoBaHua) MeOMUMHCKUX W3LENAA  OOSDKHbI
NPOBOAUTLCA Ha OCHOBE MPOrpPaMmMbl KIIMHUYECKOro MCNbITaHus (UccrnenoBaHus)
TakuMm 0Opasom, 4TOObl pes3ynbraTtbl WUCMbITAHUA  (MCCNEeaoBaHUW)  MOITU
NOATBEPAUTb WM OMPOBEPrHYTb 3asiBfIEHHble MPOU3BOAUTENEM  KIIMHUYECKYHO
6e3onacHOCTb U 9GEKTUBHOCTL. KONMYecTBO NpoBeAEHHbIX HabnoaeHin OOIMKHO
OblTb  AocTaTOMHbIM — Ans  Toro, 4ToObl  obecneuntb  CTATUCTUYECKYHO
AOCTOBEPHOCTb, BOCMPOU3BOAMMOCTb PEe3yrbTaToB M HaydHyto 0H6OCHOBAHHOCTb
BbIBOJOB.

32. KnnHnyeckune mcnblTaHms (MccreoBaHus) MeAULMHCKUX U3LENUA OOIMKHbI
NPOBOOUTLCA B YCIIOBUSIX, YCTAHOBJIEHHbLIX MPOU3BOAMUTENEM ASIA MPUMEHEHUH
MEOULMHCKOrO u3genmda, W OOikHbl  OblTb  NpegyCMOTPeHbl  MporpammMon
KIIMHUYECKOro UCMbITaHUA (UcCcrneaoBaHus).



33. WccrnepoBaTtenb HeceT OTBETCTBEHHOCTb 3a MPOBEAEHUE KIMHUYECKOro
ncnblTaHUs (MccrnefoBaHus) MeauumHCKoro msgenusa. Mccneposatenb OODKEH
MMEeTb OOCTYN KO BCEM MMEKLLMMCHA TEXHUYECKUM W KIMHUYECKUM AaHHbIM 06
nccrnegyeMom MeguLHCKOM U3genun.

34. [Ina obecneyeHnss nccnegosarenen HeobxoamMmbiM 06 bEMOM MHOpMaLLUK
0 MeAULMHCKOM MU3OenMu npousBoguTerb UM YNOSTHOMOYEHHbIN NpeacTaBuTeNb
npou3BoanTENa npeacTaBndeT Opolopy uccnegosaTensa B COOTBETCTBUM C
TpeboBaHsIMK, NpeaycMOTpPeHHbIMU npunoxeHnem N 2 K HacToawwmmM lNpasunam.

35. lNporpamma KnmMHUYECKOro ucnbiTaHna (MccnegoBaHud) LOSMkHaA BKOYATb B
cebss cBedeHMss B COOTBETCTBMM C TpeboBaHuAMW, NpPeayCMOTPEHHbLIMA
npunoxexHnem N 4 k HacToawwm Npasunam.

36. OnucaHve gu3anHa KIMHUYECKOro WCMbITaHUA (MCCnegoBaHus) OO0SDKHO
BKIOYaTb B ceb4:

a) cTpatermto  obecnevyeHnss  KNMHUYECKOM  3HAYMMOCTM M Hay4HOW
060CHOBaAHHOCTU pe3yrnbTaToB ¢ 060CHOBaHMEM ee Bbl6opa;

6) OCHOBHbIE U LOMOMHUTENbHbIE KOHEYHbIE TOYKN C OOOCHOBaHMEM UX Bblibopa
N N3MEPEHUSI.

37. lNporpamma KIMHUYECKOro UCMbITaHMs (MCCregoBaHUs) COrmnacoBbLIBAETCS C
MEOULMHCKMMM  OpraHM3aumsiMM W KOOpOMHATOpOM-uUccriegoBatenemMm  npu
NPOBEAEHMN MHOMOLEHTPOBLIX WCMNbITAHUA (MCCNEdoOBaHWA) U yTBepXaaeTcs
NPON3BOAUTENEM UIMN €0 YMONTHOMOYEHHbIM NPEeACTaBUTENEM.

38. [Ins npoBeAeHus KIIMHUYECKOro UCMbITaHus (MCcreaoBaHnsl) MeanLNHCKOro
n3genvs NPou3BOANUTENb UMM €ro YNONHOMOY€EHHbIV NpeacTaBuTeNb NPeacTaBnseT
B MEOUWLMHCKYIO OpraHM3aumio crieayrolme JOKyMEHThI (B Crlydae ecriv opuriHarnbi
OOKYMEHTOB COCTaBfieHbl HA WHOCTPAHHOM $3blke, OHM MNPEACTaBNSATCA C
NepeBo4OM Ha pPYCCKUA $3blK, 3aBEPEHHbIM MNPOU3BOAUTENIEM WM €ro
YNONMHOMOY€EHHbIM NpeacTaBUTENEM):

a) paspelleHne YMNONMHOMOYEHHOrO oOpraHa Ha npoBedeHVe KIMHUYECKOro
ncnbiTaHWs (MCcregoBaHMs) MeQULMHCKOro n3genus;

6) 3asBrneHve Ha npoBedeHue KIMHUYECKOro WCMbITaHua (MccrefoBaHns)
MeOULNMHCKOro U3aenus;

B) 3asiBfeHue C noaTBePXOEeHWEM TOro, YTO AaHHOe MeOUUWHCKOe usgenve
yOOBMeTBOpPAeT  BCeM  MNpuMeHuMbiIM  TpeboBaHuaMm  6esonacHOCTU U
9()PEKTUBHOCTU, UCKIKOYas Te CBOMCTBA U XapaKTEPUCTUKKU, KOTOPble OOIDKHbI
OblTb  MCcrnegoBaHbl B XO4e  KIMHWYECKUX  UCMbITaHWA  (MccrieqoBaHum)
MeOULNHCKUX U3aenui;



r) 6poLuopa nccnegoBarens;
A) NPOEKT NporpamMmbl KITMHNYECKOro UCMbITaHUAa (MccrieqoBaHus);

e) obpasubl (0bpasel) MeauLMHCKOro U3genns BMecTe C NpUHagnexHoOCTAMMU,
HeobXoAUMbIMM ONs1 MPUMEHEHNSS MEOULMNHCKOro M34enusi Mo HasHayeHuo (npu
HanmM4YnmM NPUHAANIEXHOCTEN);

X) CBeOeHUa O COOTBETCTBMM MEAULMHCKOro usgenust ooumm TpeboBaHusM
6e3onacHOCTM U 3PPEKTUBHOCTU MEOUUMHCKUX un3genuin, TpeboBaHMsIM K KX
MapKUPOBKe 1 3KCMyaTaLMOHHOW JOKYMEHTaL MM Ha HUX;

3) WHCTPYKUMA MO MPUMEHEHWMo (3KCnslyaTauuoHHas [OOKyMeHTauusd) Ha
MeOuLMHCKOe ugenve ¢ NpUHaanexHoCTsMy, HeobXoauMbIMU AN NPUMEHEHUS
MeOMULMHCKOro U3enus no HazHavyeHu o (Mpy HanMyuun NpUHaanexXHoCTen);

n) OOKYMeHTbl (MaTepuarnbl), cogepxawme pesynbTaTtbl CODCTBEHHbIX
NCNbITaHUA (UCCrNefoBaHU) NPOU3BOAUTENS, B TOM 4YUCIle aHanmM3 [daHHbIX
NPUMEHEHNsT MeAULMHCKOro nsgenua (Npu Hanu4um);

K) pe3ynbTaTbl UCMbITAHUA B LENsX YTBEPXKOEHUS Tuna CPEACTB U3MEepeHun
(AN MeoUUMHCKUX MU3OENvi, BKMKOYEHHbIX B NepedYeHb MeOULMHCKUX U3Oenvi,
OTHOCSILLMXCA K CpeacTBamM W3MEPEHUA, B OTHOLUEHWM KOTOPbIX MPOBOASTCS
NCNbITAHMS B LLENsSX YTBEPXKOEHMS TUMa CpeacTB N3MEPEHUI);

n) opobpeHre KoMUTETa MO 3TUKE Ha NPOBEAEHVNE KIMHMYECKOro WCMbITaHUS
(MccnenoBaHMs) MeQULUMHCKOro n3genus;

M) KOMWs OOKyMeHTa 00 YCroBMSIX CTpaxOBaHWs WM BO3MELLUEHUS
(koMneHcauumn) BO3MOXHOIMO Bpeaa npu  BO3HUKHOBEHMM HebrnaronpusiTHbIX
CcoObITU (MHLUMOEHTOB), OCYLLECTBISIEMbIX B COOTBETCTBUMN C 3aKOHOO4ATENTbCTBOM
rocygapcTBa-ynieHa, Ha TeppuTopuMnm KOTOPOro MNPOBOAUTCS  KIIMHU4YECKOoe
ncnbiTaHve (MccrnegoBaHMe) MeguUMHCKOro n3genus;

H) doopma MHGPOPMNPOBAHHOMO COrfacus;

0) chopma nHgmBUaYyansHOM perMcTpaLMOHHOW KapThbl;

n) dopMbl OTHETA O HEGAroNPUATHBLIX COBBITUAX (MHUKOEHTaX);
p) dopMbI OTHETA O HegocTaTKax MegULMHCKOro U3aenus;

C) chopMbl OTHETOB O KITMHUYECKOM UCTbITaHUM (MCCneqoBaHNM) MEOULIMHCKOIO
N3Lennsi, BKIKOYas NMPOMEXYTOUHbIN OTYET.



39. [lpoBedeHne KIMHMYECKOro WUCMbITaHWUs (MCcrnegoBaHnsl) MeauuLMHCKOro
n3genus  Krnacca noTeHuManbHOro pucka npuMeHeHuss 3 uinm 26, a Takxe
NMMNIIaHTUPYEMOrO MEAWMLMHCKOro U3Oenust OCYyLLEeCTBNSAeTCs B 0bsi3aTernibHOM
nopsigke B opMe MHOIOLEHTPOBbLIX UCMbITaHUA (MCCneaoBaHuin), B TOM Yucre B
OLHOM M3 rocyapCTB-4IIeHOB.

40. OT4eT O KIMHUYECKOM WUCMbITAaHUN (UccriegoBaHun) (C  NPUNOXEHUEM
oboOwaroumx Tabnuy, (rpadmkoB) pesynsTatoB MUCMNbITaHUA (UCCNeLoBaHUN) C
COOTBETCTBYHLUEN CTAaTUCTUYECKON 0OpabOTKOM N KOMMEHTAPMEB K HUM) [OSDKEH
cogepxaTb KPUTUYECKYI OLLeHKY BCEX AaHHbIX, MOMyYeHHbIX B XO4e WUCMbITaHun
(MccnepoBaHUN), B TOM YUCHE HEraTuMBHbLIX [aHHbIX. Takon oT4yeT A0SKeH ObiTb
cocTasrieH no ¢opme cornacHo npurioxeHunto N 5, nognucaH uccnegoBaTenamm u
YyTBEPXOEH pyKoBOAUTENEM MEAULIMHCKOW OpraHu3aumu.

[pyn npoBefeHNM MHOTOLLEHTPOBbLIX KITMHUYECKUX UCNbITaHUA (MCCreoBaHuni)
cocTaBnsieTcs obLmmn OTYET, KOTOPbI JOIMKeH ObITb NnognucaH uccregosaTenamm
N pyKOBOOUTENAMU MEAMLMHCKUX OpraHusauum n yTBepXaeH KOoopauMHaTOpOM-
nccregosaTtenem.

41. 3asBuTENnb WMEET MpaBO KOHTPONMPOBaTb MNPOBEAEHME KIMHUYECKOro
ncnbiTaHMS (MCCrnegoBaHWs) MeQULMHCKOro N34enms Ha BCex aTanax nocpeacTBoM
HasHa4YeHUs UL, COOTBETCTBYHOLLUEN KBanMdMKauum M nNpoBedeHust npoueayp
MOHUTOPVHIA WU HE3aBUCMMOW OLIEHKNM COOTBETCTBUSI C LENbl  MOJyYeHUs
OOCTOBEPHbIX JaHHbIX.

VIl. O6ocHoBaHMe KnnHn4eckomn 3cpheKTMBHOCTU U
6e3onacHOCTM MeAULMHCKUX n3aenun ana AMarHoCTUKM in
vitro

42. [lokasaTenbCTBO COOTBETCTBUSA MEOULIMHCKUX M3Oenun Ana AUarHOCTUKK in
vitro obuwmm TpeboBaHusaM 6e30nacHOCTU U 3PEKTUBHOCTN  MELULMHCKUX
n3genuun, TpedoBaHMsM K UX MapKUPOBKE M 3KCMyaTalMOHHOW OOKYMEHTaLun Ha
HUX BKMtoMaeT B cebs obocHoBaHWE  KNMHMYECKOM 3GPEKTUBHOCTU U
©e3onacHOCTM MEeOULUMHCKNX U3OenMn Ons AuarHocTUKK in vitro.

O6ocHoBaHMe KnnHM4eckon apdekTUBHOCTU N 6Ee30MacHOCTU OCHOBbLIBAETCS
Ha onpegeneHnn wnu NOATBEPXKOEHUMM HaydyHOM OBOCHOBAHHOCTU aHanuTa,
aHanMTMyeckom aPEeKTUBHOCTU W, IAe NPUMEHUMO, KIIMHUYECKON 3Q0PEKTUBHOCTM
MEeOULMHCKOro msgenus Ons OMarHOCTUKKM in Vitro npy ero Mcnosis3oBaHuUM no
Ha3Ha4YeHWUIo, YCTaHOBIIEHHOMY MPOV3BOOUTESIEM.

43. OnpegenexHve nnn noaTBePXOEHNEe Hay4YHOM OBOCHOBAHHOCTWU aHanuTa He
ABNsieTCA HeobXoOMMbIM B Crlydae, €CfiiM CBS3b aHanmMta C KIMHUYECKUM WU
JoM3NONIOrMYECKUM  COCTOAHMEM OpraHM3Ma 4erioBeKa XOpowo W3BECTHa W
OCHOBbIBaETCS Ha JOCTYMNHOW MHJpopMaL K.



44. [1na HOBOro aHanuTa UM HOBOro Ha3HaYeHust MeguLUHCKOro maaenust ang
AWarHOCTUKN in Vitro Hay4YHast 060CHOBAHHOCTb aHanMTa MOXeT ObITb yCTaHOBEHa
OLHMM UNN HECKOMbKMMU Criegytowmmm cnocobamu:

a) Ha OCHOBE KIIMHWYECKOro OfnbiTa MPUMEHEHUS MeOVLMHCKUX U3genui Ans
ANArHoCTUKM in vitro, onpeaenstoLmX TOT e aHanuMT U C TEM e Ha3HaYeHNewM;

6) Ha OCHOBE AaHHbIX Hay4YHOW NUTEpPaTypbl;

B) B XOA4€ KIMHUKO-NabopaTopHbIX UCMbITaHUA (UCcnegoBaHuin) MeauLMHCKOro
n3genusa anga amarHocTuku in vitro.

45. AHanutnyeckass 3PEeKTUBHOCTb [JOPkHA ObITb yCTaHOBMiEHa wnu
noaTeepXxaeHa pesyrbratamm KITMHUKO-NTab opaTopHbIX ncnblTaHUA
(nccnegoBaHUMM)  MEOULMHCKOrO  mM3genua  ans  guarHocTuku in vitro  gns
3a8BNsIEMOro MeAULIMHCKOro nsaenus ans AuarHocTukK in vitro.

B cnyyae HenpumeHMMOCTM nMoKasaTernen aHanmMTUYEeCKOM U KITMHUYECKOW
9PPEKTUBHOCTU K MEOULMHCKOMY WU3OEeNMio OS19 OUArHOCTUKKM in Vitro KIMHUKO-
nabopartopHble  UCMNbITaHUA  (MCCrefoBaHUs)  MEOULMHCKOro  u3genua ans
AMarHoCTUKM in vitro He npoBoaATCA.

46. OnpegeneHne wnn NoaTBepXaeHUe KIMHUYeCKon adpeKTUBHOCTN B Xoae
KITMHUKO-NabopaTopHbIX UCMbITaHUA (MCcrnenoBaHuii) MeQULMHCKOro u3genua ans
ANarHOCTUKKM in Vvitro He ABNAeTCa HeoOXoaAUMbBIM NS MEOULNHCKUX U3genui ans
AVAarHoCTUKM in vitro, Ons KOTOpbIX KIMHUYecKass 3(pdekKTUBHOCTL LeSIMKOM
ornpegenseTcs aHanMTn4eckom apekKTUBHOCTBIO N 3TOT (PakT XOPOLLO U3BECTEH U
OCHOBbIBaETCS Ha JOCTYMNHOW MHJpopMaL K.

47. KnnHnyeckasa apdeKTUBHOCTE MEAULMHCKOro U3fenusa ans AnarHoCTUKK in
vitro MOXeT ObITb YCTaHOBSIEHA OAHUM UITM HECKOSbKUMW CReayLWMN crocobamu:

a) B Xo4e KIMHUKO-nabopaTopHbIX UCMbITaHUK (MCcregoBaHun) MeaULMHCKOro
n3genua ansa AuarHocTuKuM in vitro;

6) Ha OCHOBE AaHHbIX Hay4YHOW NUTEpPaTypbl;

B) Ha OCHOBE KIIMHWYECKOro OnbiTa NPUMEHEHUS MeOWULMHCKOro usgenus angd
AVarHoCTUKM in Vitro B rocygapcrBax-dsieHax.

VIIl. TpeGoBaHUA K NpoBeAeHUIO KITMHUKO-NTabopaToOpPHbIX
ucnbiTaHm (MccnegoBaHUN) MeANLMHCKUX U3penun ans
AOUArHOCTUKMU in vitro



48. KnuvHuyeckue wucnblTaHns (UCCnegoBaHUA) MeOUUMHCKUX Mn3genun Ons
AVarHoCTUKM in vitro npoBoaaTcs B dopMe KIMHUKO-1TabopaToOpHbIX MCMbITaHWUK
(nccnegoBaHUM) MeQULIMHCKUX U3AEeNUA NS AMarHOCTUKK in vitro.

KnnmHuko-nabopatopHble UCMbITaHus (MCCregoBaHnsl) MeQUUMHCKUX U3aenni
ANS AMarHOCTUKK in vitro OOMKHbI MPOBOAUTBCS HA OCHOBE MpOrpamMmbl KIMHUKO-
nabopaTtopHbIX UCMbITaHWA (UCCeaoBaHUn) Taknm obpasom, 4YTobbl pesynbTaThbl
ncnblTaHW (UCCNeaoBaHNn) MO NOATBEPAUTL UM ONPOBEPIHYTh 3asiBIIEHHbIE
Npon3BOAUTESNIEM  XapPaKTEPUCTUKN  aHanuMTU4Yeckon 3dpdekTMBHOCTU K, 1ae
NPUMEHUMO,  KIMHMYecKon  9pPEKTUBHOCTM,  KOSIMYECTBO  MPOBEAEHHbIX
nabopaTopHbIX TECTOB AOIPKHO OblTb AOCTATOYHbLIM ANA TOro, YToOblI 06ecnevunTb
CTaTUCTMYECKYH AOCTOBEPHOCTb PE3YSbTATOB UCMNbITAHUN (MCCreaoBaHum).

49. lMporpaMmma KrMHUKO-abopaTopHbIX UCNbITaHUA (MCCrefoBaHUA) LOImKHA
ObITb COCTaBneHa B COOTBETCTBMU C TpeboBaHUAMU corriacHo npunoxeHuio N 6.

50. UcnbiTaHna (nccnegoBaHnsl) MEQULMHCKUX M3Oenuni ons OuarHOCTUKM in
vitro, npegHasHayeHHbIX Afs  UCNOMb3OBaHMS  NMUaMW, HEe  UMEKLMMMU
MeaULMHCKOro obpasoBaHus B 06nacTu KIMHUYECKOM rnabopaTtopHomn ANarHOCTUKM,
OO0SPKHbI MPOBOAUTBLCA B YCIIOBUAX, MOAENUPYIOLIMX YCIIOBUS UCMOSb30BaHUS 3TUX
MeOULNHCKUX N30ENMA NO HAa3HAYEHUIO.

51.  KnuHuko-nabopaTtopHble UCMbITaHUS  (MCcrefoBaHus)  MeOULMHCKNX
n3genun  Ona  guMarHocTukM in vitro, npegHasHadeHHbIX Ond MPpUMEHEHNA B
coveTaHunM pyr ¢ APYroMm B BUOE aHanMTUYECKMX CUCTEM, MOMYT NMpoBOAUTLCS B
pamMKax oOfHOro wucnblTaHnsa (uUccregoBaHusa) (BMeCcTe C  NPUHAASIEXHOCTSMN,
HeobxoaAnMbIMM A58 UCNOSb30BaHUA MEAULMHCKOro N3genums No HasHa4YeHuio).

52. [pobbl, wucnomnb3yemble B  KIWMHUKO-NAbopaTopHbIX  UCMbITAHUAX
(nccnenoBaHUAX) MeOUUMHCKUX M3genun ans OuMarHOCTUKKM in vitro, MoryT 6biTb
cobpaHbl N3 HECKOSMbKNX UCTOYHUKOB, BKMOYad ocTaTo4vyHble obpasubl, apXUBHbIE
obpasubl N1 LeneHanpaBfeHHO OTOOpaHHbIE 0Opa3Lbl.

OcTtaTo4HbiMM 0BpasyaMm cYMTaTCA OCcTaTkn obpa3uoB, cobpaHHbIX B Xo4e
ne4YebHO-gMarHocTUYEeCKoro npotecca.

K apxvBHbiM oOpasuam wunmM npobamM OTHOCATCA OxapakTepu3oBaHHbIE
obpasubl wnM npobbl, KoTopble OblM OTOGpaHbl paHee W NOoSlydYeHbl U3
peno3ntopmes (B TOM Ymcre DaHKn TKaHen, CTaHgapTHbIE NaHenn, My3enHble TECT-
LUTAaMMbl U MHbIE KOMTEKLUN).

Moo ueneHanpaBneHHO OToDOpaHHbIMKM oObpa3uaMn MnoHMMaloT obpasubl,
KoTopble OblnM B34Tbl Y MaUMEHTOB creunanbHO Ans UCNoNb30BaHUs UX B
KOHKPETHOM UCMbITaHUW (MccregosaHum). B gaHHOM crnydyae OT naumeHTa OOImKHO
ObITb NOYy4EHO NOLNNCaHHOE UM MHAPOPMUPOBAHHOE corfacue.



53. Pesynbratbl TecTMpoBaHMA nNpob6 B XoOe KIMHUKO-NabopaTOpHbIX
NcnblTaHW (MCcnenoBaHM) MEQULMHCKOrO nsgenusa ana AnarHoCTuKM in vitro He
AOSPKHBI MUCMOMNb30BaTbCA ANA APYrMX Lienen, KpOMe OLLEHKN €ro aHanmMTn4eckom u
(M) KNHUYEecKon 3dPEKTUBHOCTU, €CITM ATUYECKMe CoobpaxeHUs, MOMHOCTbIO
pasgensieMmble  BCeMUM  UccnegoBaTendmu,  ydacTBYWOLWMMW B UCMbITaHUU
(nccnegoBaHuKM), He npegnonaraloT  obpaTHoe  (BKMYasi HeobxoguMMocTb
NHPOPMUPOBAHUS CYOBHEKTOB MCMbITaHUM  (UCCiegoBaHUM) O  pesyrbratax
TecTupoBaHud). B Takom criydae uccnegosaTesnib NpPUHUMaET Ha cebda MNOSHYHo
OTBETCTBEHHOCTb 3a NOCNeACTBUA MHOMO NCMOSb30BaHUS NOMYyYEHHbIX JaHHbIX.

54. KnuHuko-nabopaTtopHble WUCMbITaHUS  (MCcrnefoBaHus)  MeOULUMHCKNX
n3genuin And OnarHOCTUKKM in vitro HOBbLIX MM O0COBO0 OnacHbIX WMHAEKLMOHHbIX
3aboneBaHun NMMB0O peako BCTpevarwmxcsl 3aboneBaHnn, B TOM Yncre NpupogHo-
ovaroBbiX WMHMEKLMOHHbIX 3aborieBaHuii, MOryT MpoBOAUTLCHA B nabopaTopHbIX
YCrOBUSAX C NPUMEHEHWEM apXMBHbIX 0O6pasuoB n (Mnn) obpasLoB, MOMyYEeHHbIX
reHHO-UHXEHEPHbIM crnocobom. B yKasaHHbIX chyyasx npou3BoguTenb Mo
COrMacoBaHUIO C  YMNOSIHOMOYEHHLIM OpraHoOM rocygapcTBa-dfieHa npoBoaUT
NOCTPEerncTpaLnoHHbIN KIMMHUYECKUA MOHUTOPWUIHI ©esonacHocTu n
9P(PeKTUBHOCTN  MEOMUMHCKMX u3genMm B COOTBETCTBMM C  MpaBuriamm
npoBeoeHNss  MOHUTOpMHra ©e3onacHoCTW, KadecTBa UM 3PeKTUBHOCTH
MEOULMHCKUX  u3genun,  yreBepxgaembiMn  EBpasmMinckon  9KOHOMUYECKOM
KOMUCCUEN, C LEenblo NOMy4YeHUs1 CTaTUCTUYECKM AOCTOBEPHBIX XapaKTEPUCTUK KX
aHanMTUYeCcKom 1 (M) KNMHUYEeCKon adpdpekTneHoCTw.

55. [na npoBefeHus KNMHUKO-NabopaTopHOro ucnbiTaHua (MccrefoBaHns)
MeOULMHCKOro u3genus Ons OuMarHoCTMKM in vitro npousBoauTenb WM ero
YMNOSIHOMOYEHHbIN MpeacTaBuTeNb NpeacTaBndeT B MeAULMHCKYIO OpraHm3auunto
clregyrowme OOKYMEHTbI (B Crlydae ecnv opurnHanbl JOKYMEHTOB COCTaBreHbl Ha
MHOCTPAHHOM 4A3blKe, OHW NPEeACTaBnAlTCA C MEepeBOAOM Ha PYCCKUN SA3bIK,
3aBepeHHbIM NPOM3BOAUTENEM UIN €ro YNOoNHOMOYEHHbLIM rnpeacTaBuTenem):

a) 3asdBneHMe O MNpPOBeAEeHWM  KIMHUKO-NabopaToOpHOro  MCMbITaHUs
(MccnenoBaHMs) MeQULMHCKOro n3genyst Ans AnarHoCTUKK in vitro;

6) 3asiBrneHne ¢ NogTBEPKOEHNEM TOrO, YTO JaHHOE MEULMHCKOE nsgenve angd
AVarHoCTMKM  in  vitro  yOoBNEeTBOPSieET BCEM  MNPUMEHUMBbIM  TPebOoBaHUAM
6esonacHoCcTM U 3EKTUBHOCTU, UCKIOYaa Te CBOWCTBA WU XapaKTEPUCTUKW,
KOTOpbI€ AO0IKHbI ObITb UCCNeaoBaHbl B X04e KITMHUKO-NTabopaTopHbIX UCTbITaHWIA
(nccnegoBaHUM) MeQULIMHCKOrO n3genus Ans AnarHoCTUKM in vitro;

B) NPOEKT NporpaMmmbl KIMHUKO-11abopaToOpHOro UCNbITaHUs (MCcreaoBaHns);

r) obpasubl (0bpaseL,) MeEOULIMHCKOrO N3genusa ana AMarHoCTUKK in vitro BmecTte
C MPVHaANEXHOCTAMU, HEOOXOAUMbIMU AN NPUMEHEHUST MEAULIMHCKOro M3genus
MO Ha3HaYeHUo (MPY HaNMYUN NPUHAANIEXHOCTEN);



) CBedeHMs1 O COOTBETCTBUM MEAULMHCKOro magenus ooumm TpeboBaHusIM
6e3onacHoCTM M 3MEKTUBHOCTN MEOAULMHCKUX Wn3aenuin, TpeboBaHusM K UX
MapKMPOBKE N 3KCMNyaTalMOHHON AOKYMEHTaL MM Ha HUX;

€) WHCTPYKUUS MO MNPUMEHEHUIO (3KCnryaTauMoHHas [OOKyMeHTauus) Ha
MeguUMHCKOe wu3genve [Ona  OMarHoCTUKM in vitro ¢ nNpuHagneXxHoCTs MU,
HeobXoAUMbIMU ONS NPUMEHEHUs MeOUUWHCKOro MU3genust no HasHayveHuo (npuv
HanMyYMn NPUHaANEXHOCTEN);

X) [OOKYMeHTbl (MaTtepuwanel), coaepxawme pesynbTaTbl CODOCTBEHHbIX
NCNbITaHU (UCCrNefoBaHU) NPOU3BOAUTENS, B TOM YUCIle aHanmM3 [OaHHbIX
NPUMEHEHNss MeAULMHCKOro u3genusa Ana oMarHOCTUKK in vitro (npy Hannymm);

3) pes3ynbTaTtbl UCNbITAHUA B LIENsX YTBEPXOEHUS TUna CpeacTB UsMepeHun (B
OTHOLLUEHUN MEAMUMHCKUX u3gernun Onsg OuMarHOCTUKKU in Vitro, BKIKOYEHHbIX B
nepedeHb MeOUUWHCKUX MU3OEenun, OTHOCSAWMXCHA K cpeacTBam W3MEpeHun, B
OTHOLLIEHMWN KOTOPbIX NPOBOAATCHA UCMbITAHUA B LIENSX YTBEPXOEHUA TUNa CPeacTB
N3MepeHun).

56. [porpamma  KNMUHWKO-1TAb0paToOpPHbLIX  UCMbITAaHUA  (MCCregoBaHWN)
MeOULMHCKOrO us3germs  Ona  OWarHoCTUKM  in Vitro  cornacoBbiBaeTcs  C
MeOULNHCKUMM OpraHmsaunamm u yTBepxagaeTca npousBoauTeNneM unmm ero
YMNOSIHOMOYEHHbIM NPeAcTaBUTENEM.

57. Tlpn npoBedeHUN KIMHUKO-1TabopaTopHbIX UCMbITaHUA (MCCregoBaHNN)
MeOMULMHCKOro u3genus Ons AnarHoCTUKM in vitro OCyLLeCcTBATCS:

a) npouenypbl B COOTBETCTBMM C MPOrpaMMon  KITMHUKO-NTabopaToOpHbIX
NCnbITaHU (UCCreaoBaHUn);

6) BedeHne OOHO3HAYHO WAEHTUUUMPYEMbLIX 3anucer Mo OLeHKe
byHKLMOHAamNbHbIX XapakTePUCTUK, COAEPKaLLMX BCE pe3yrbTaTbl USMEPEHWN;

B) OUEeHKa W aHanm3 TnMnoJfydYeHHbIX AdaHHbIX C ueliblo noaTBepXaeHUA Wux
COOTBETCTBUA 3aABJIEHHbIM XapPakKTEPUCTUKAM,

r) nfnopaboTka 9KcnfyaTauMOHHOW  OOKYMEHTauuMM  npousBoguTenss Ha
MeOULMHCKoe wu3gernue Ond AMarHoCTUMKM in vitro no pesynbtataMm UCMbITaHUN
(nccnepoBaHun) (Npy HEOBXOAUMOCTH).

58. PesynbraTtbl UCNbITaHUA (MCCregoBaHUW) MEOULMHCKOrO msgenus ans
AVAarHoCTUKM in vitro cymntalTcs oTpuuatesibHbIMU B Crlydasix, ecfin pesynbraThbl
KITMHUKO-NabopaTopHbIX UCMbITaHUA (MCcrneqoBaHuii) MeQULMHCKOro u3genua ans
AVarHOCTMKM in Vitro CBMAOETeNnbCTBYT O TOM, 4YTO aHanuMTMyeckas u (1nm)
KIMMHKMYeckass 9QXPEeKTUBHOCTb  YKA3aHHOTO  MELUUMHCKOrO  U3Oernvsi  Huxe
3asBIIEHHOM NMPON3BOAUTESIEM.



59. OT4eT 0 KIMHUKO-ABboOpaTOpHbIX  UCMNbITAHUAX  (MCCregoBaHUSX)
MEeAWLMHCKOro u3genusa ans AuarHoOCTUKM in vitro JormkeH coaepxaTb KPpUTUYECKYHo
OLLEHKY BCEX AaHHbIX, MOSIlydEeHHbIX B XO4€ WUCMNbITaHUW (MccrnegoBaHuK), B TOM
yucrne HeratmBHbIX OaHHbIX. Tako OTYET AOMKeH OblTb OodopMIieH Mo dopme
cormacHo npunoxennto N 7, nognucaH wuccregoBaTtensaMm U YTBEpPXKOEeH
pykoBoauTeneMm MeanLMHCKON opraHmnsauun.

B cnyyae npoBegeHns MHOIOLEHTPOBbLIX KIMHUKO-NIabopaTopHbIX MCMbITaHWUN
(nccnegoBaHU) MEOULUMHCKOrO M3genus Ans AuarHoCTUKKM in vitro coctaBnsieTcs
o0WMM OTYET, KOTOpPbIM OomkeH ObiTb nognmMcaH uccnegoBaTtensMu U
PyKOBOAUTENAMU MEOULMHCKUX OpraHu3auum v YyTBepXOeH KOOpAMHaTOpPOM-
nccregoBaTtesiem.

NMpunoxeHune N 1. 3assBNeHue Ha pa3pelueHne npoBeaeHns
KIMTMHUYECKUX UCNbITaHUN (UCccrnegoBaHNN) Me AULIMHCKOro
nspenus

[Mpunoxerne N 1

K [NpaBunam npoBeaeHns KIMHNYECKUX N
KITMHUKO-1TabopaTopHbIX UCMbITaHUN
(nccnegoBaHUn) MegULMHCKUX U3aenui

(cbopma)

(MorNHoe HanmeHoBaHWe MeAULMHCKOro U3nenms)

(KpaTKoe HaMMeHoBaHVe MeULNHCKOro nsaenus (Npy Hanm4mm))




1. HanmeHoBaHune n agpec
npon3BoauTens

2. Agpec mecTa npom3BoACTBa MeAULMHCKOro usgenust (NpomnsBoaCcTBEHHOM
nnowaaKkm)

3. HaumeHoBaHve v agpec yrnorHOMOYEHHOro npeacTaBuUTeNs NPOU3BOAUTENS
(B cny4yae npou3BOACTBA HE Ha TeppuTopusix [OCydAapcTB - YSIEHOB
EBpasninckoro 3KOHOMMYECKOro cor3a)

4. damununa nms, oT4ecTBO (NpKU Hann4uK), agpec, Homepa TenedoHa un gakca,
afgpec 9NeKTPOHHOW MNoYThbl (MPU HanMMYMM) KOHTAKTHOrMO nMua no gaHHOMY
3asBIIEHNIO

5. lMpn NoBTOpHOM nogayve 3asiBNEHUs N0 AAHHOMY MEAULWHCKOMY U3OENIo
aara v Homep

npegblayLwiero 3adBrieHundA

6. MonHoMouunA Ha NpoBeaeHNe KITMHUYECKUX UCTIbITaHUA (UCCneaoBaHnn)




7. llepuoo BpemMeHn npoBedeHUs KITMHUYECKNX
ncnblTaHUN

8. [laHHble 06 nccnepoBatensx, KOOpANHAToOpe-uccregoBaTene (Npy Hanu4um)

(®.N.0. (npn Hamm4um), MecTo paboTbl, AOSPKHOCTb, HaydYHas cTeneHb (npu
Harnm4un))

9. WpeHTudwmkaums wn onvcaHve wuccregyemMoro MeOuUMHCKOro usnenus,
BKIlOYasi MepeyeHb WCMOSHEHUW, KOHMMIypauum w MnpuHaanexHocTen, Ha
KOTOpbIE pacnpoCTPaHAITCS pe3yribTaThl

ncnblTaHUN

10. HasnHayeHne  meguumMHCKOro
n3genus

11. Krnacc noTeHumanbHOro pucka
NPUMEHEHUS

12. Kog Bmgoa B COOTBETCTBMM C HOMEHKNATYPON MELUUMHCKUX W3LENAN,
npuMeHseMon B pamkax EBpasnnckoro akoHoMmM4eCcKoro corosa

13. Uermm wn rvnoTtesbl KIIMHUYECKOro
NCNbITaHUS




14. KonunyectBo CyOBbeKToB NcnbiTaHU
(uccnepoBaHun)

15. Konm4ecTBo 3K3eMNNsipoB MCCrneqyeMoro MeauUmnHCKoro nagenms

16. MeguuMHCKaa opraHmMsauus NpoBeAEHUA WCMbITaHuM (MccrnenoBaHumn) C
yKasaHueM agpeca, HomepoBs TenegoHa 1 dpakca, a Takxe agpeca 311eKTPOHHON
NoYThI (NPY HaNM4YMK)

Mognucek pykoBoaAuUTENA oOpraHun3auum npomssogctea WM YNOJIHOMOYEHHOIO
npeacrtaBUTENA.

(®.1N.0. (npn Hann4un), MecTo paboTbl, OSPKHOCTb)

Noanuckh 3asBuTens:

(®.1N.0. (npn Hann4un), MecTo paboTbl, OSPKHOCTb)

I'Iepequb npunaraeMbiX JOKYMEHTOB:



1) nporpaMmma KimMHU4eCKMUX UCMbITaHWUN (UCCrieqoBaHuN);

NMpunoxeHue N 2. TpeboBaHUA K coaepxaHMIO OpoLLOpbI
uccriegoBartens o MeAMLUHCKOM usgenum (Kpome
MeOULMHCKUX u3gernum ans AMarHoCTUKM in vitro)

[MpunoxeHne N 2

K [NpaBunam npoBeaeHns KIMHNYECKUX N
KITMHUKO-1TabopaTopHbIX UCMbITaHUI
(nccnegoBaHUn) MegULMHCKUX U3aenui

l. O6wee onncaHne MegULUHCKOro usgenvs

1. Bpowtopa nccnegoBaTens AofkHa cogepaTb criedytoLlyto MHdopMaumio ¢
onucaHneM MeauLMHCKOro N3 envs:

a) HaMMeHoBaHWe MeguLMHCKOro N3aenus;
6) oOLuee onncaHne n HasHa4YeHe MeaULMHCKOro U3nenvs;

B) nHdopMaLms, No3BOnALWAs naeHTuguumposate MeguUnHCKOe nsgenve, B
TOM 4uCrie HOMep Mofernu, BKItoYas HOMep MCNOMHeHusa (mogudmkauum) (npu
HarnmM4unm) UnNn CCbINKy Ha MOAEHTUULNPYIOLLMIA HOMEP MOENW;

) BUO MEAULMHCKOro U3gesnnsa B COOTBETCTBUN C HOMEHKNATYPOU MeOULMHCKNX
ns3genuin, NpuMeHsemMon B pamkax EBpasminckoro aKOHOMMUYECKOro Cor3a;

a) nHcpopMaums 0 npegHa3Ha4YeHHbIX NONb30BaTeNsiX;
e) NPYHUMNbI 4eNCTBUSA MEAULMHCKOIO U3Oenns;

X) Knacc pucka u NnpMMeHnMble KnaccudgmKalnoHHbIe NpaBuia B COOTBETCTBUM
C npaBumamMu Kraccudmkaumm MeOuUUHCKUX Uu3genMn B - 3aBUCMMOCTU  OT
noTeHUMansHoro pucka NPUMeEHeHUs, yTBEpXaaeMbiMu EBpasuiickon
9KOHOMMYECKOU KOMUCCUEN;



3) ornMcaHne HoBbIX CBOMCTB U XapakKTepucTtmk meanumMHCKOro nagerud,

n) onncaHue npuHagnexHocTen, Apyrmx MeAULNHCKNX U3LEeNUA U U3genuin, He
ABNAWLMXCA MEeOVUUWMHCKUMW, HO TMPedyCMOTPEHHbIX Afs WCMOSfb30BaHUA B
KOMOWHaLMM ¢ nccnegyemMmblM MEAULMHCKUM N3aenvem;

K) onucaHne wn (unn) nepevyeHb BO3MOXHbBIX WCMONMHEHUA (KOHUrypawummn)
nccnegyemMoro MeauLMHCKoro nsgenvst;

n) obuwee onMcaHMe OCHOBHbIX (YHKLMOHAmMbHbLIX 3fIEMEHTOB, BKIOYas
avarpammbl, doTorpadun M PUCYHKKW, OEMOHCTpUpyloLMEe OCHOBHbIE 4YacTu
(KOMMNOHEHTbI) MEOULUMHCKOro u3genus u Bkrvawume B cebst NosicCHUTENbHbIE
Hagnucu, AoCTaTo4YHble A9 MOHUMaHUA anarpamm, dpotorpadommn v pPUCYHKOB;

M) oOnMcaHve MaTepuanoB, BCTYMalWMX B  HEMNOCPEACTBEHHbIA UMK
OMNOCPEAOBaHHbIA KOHTaKT C TENOM YerioBeka.

Il. MpymeHeHne MeAULIMHCKOro usaenus

2. Bpowtopa vccriegoBaTtenst AomkHa coagepaTb credytoLlyto MHdopMaLmio o
NPUMEHEHNN MeOMULIMHCKOro U3AEenns:

a) HasHavyeHVe MeguLMHCKOro n3aenus;
6) MHCTPYKLUM NO MOHTaXy (BBOAY B 9KCMyaTaumio);

B) WHCTPYKUMS MO MNPMMEHEHMIO, BKIOYas YCrOBUSI TPAHCMOPTMPOBKM U
XpaHeHwUs.

lll. CBeaeHna 06 ucnbITaHUAX MeAULIMHCKOro nsaenus

3. bpouwlopa nccnegoBaTtens OOSPKHA coaepXaTb CrneayoLwyo MHopMaLnio o
NpOBEAEHHbIX paHee UCMNbITaHUAX MEAULMHCKOro U3Lenus:

a) pe3yrnbTaTbl JOKITMHNYECKUNX nccnegoBaHnin U UCNbITaHUN;



6) umetoLLmecs KnNMHUYeCcKne gaHHble, B TOM YUCTE:

AaHHble Hay4YyHOW nuTepaTypbl OTHOCUTENBLHO KOHCTPYKLUMM, ©6e3onacHoCTw,
9(PEKTUBHOCTM N HA3HAYEHUS] aHANOrMYHbIX UM SKBUBANEHTHbLIX MEOULMHCKNX
n3genuu;

AaHHble Hay4yHOW nuTepaTypbl OTHOCUTENBbHO KOHCTPYKLUMK, ©6e3onacHoCTw,
9(PEKTUBHOCTM N HA3HAYEHUS] aHANOrMYHbIX UM SKBUBANEHTHbLIX MEOULMHCKNX
n3genun Toro e NPou3BoaMUTENS, BKOYaa JaHHbIE O BPEMEHWN NX obpalleHnsa Ha
pblHKE, a TaKkxe cBefeHus 060 BCeX BbIsIBMIEHHbIX Npobriemax ¢ 6e30nacHOCTbLIO U
90PEKTUBHOCTbLIO N NPESNPUHATBIX KOPPEKTUPYHOLLMX OENCTBUSX;

B) pe3ynbTaTbl aHanmMsa pUCKOB, CBedeHWst O MOoOOYHbIX 3deKkTax u
NPOTUBOMOKA3aHUSIX;

) nepedeHb BO3MOXHbIX HebnaronpuATHbIX COObITUA  (MHUWOEHTOB) WU
HebniaronpusTHLIX BO34ENCTBUA MEAULMHCKOIro U3genus;

Ll,) nepevyeHb CTaH4apToB, NpUMeHAeMbIX B NMOJIHOM obbeme unm 4YacTU4Ho.

NMpunoxeHune N 3. TpeboBaHNA K coaepKaHUIo
TexHu4eckoro panna Ha meguLUMHCKOe usgenue (Kpome
MeOULMHCKUX u3genum ans AMarHoCTUKM in vitro)

MpunoxerHne N 3

K [NpaBunam npoBeaeHns KIMHNYECKUX N
KITMHUKO-1TabopaTopHbIX UCMbITaHUI
(nccnenoBaHUn) MegULMHCKUX U3genui

l. O6wee onncaHne MegULUHCKOro usgenvs

1. TexHuyeckun danmn [OSPKEH codepXaTb Creaylowy UHdopMauuio C
onvucaHueM MeaunLMHCKOro 3L enns:

a) HaUMeHoBaHWe MeguLMHCKOro N34enus;
6) oOLuee onncaHne n HasHa4YeHne MeaULMHCKOro U3nenvs;

B) WHJpopMaLms, NO3BOMAOWAA MOEHTUMLMPOBaTL MeauLMHCKoe nsgenve, B
TOM 4UCfe HOMEep MOAENN, BKIOYad HOMEP WCMNOMHEHMs (NpU HanmMymm) unm
CCbIJIKY Ha NOeHTUPULMPYIOLLMIA HOMEP MOAENU;

) BUO MEAULMHCKOro U3gesnnsa B COOTBETCTBUN C HOMEHKNATYPOU MeOULMHCKNX
ns3genuin, NpuMeHsemMon B pamkax EBpasminckoro aKOHOMMUYECKOro Cor3a;



[) NpeaHasHa4YeHHble Nonb30BaTeny;
e) NPYHUMNbI 4eNCTBUSA MEAULMHCKOIO U3Oenns;

X) Krmacc  NoTeHUmanbHOro  pucka  MNpUMEHEHUS U NPUMEHUMbIE
KrnaccuukaumoHHble MpaBura B COOTBETCTBUM C MNpaBuramu Kraccudmkauum
MEOMLUMHCKUX U3Oennin B 3aBUCUMOCTM OT MOTEHUMarnbHOro pucka NpUMEHEHUs,
yTBepXxgaembiMn EBpasmimncKkon 3KOHOMUYECKON KOMUCCUEN;

3) 00O bSACHEHNE CBOMCTB U XapakTePUCTUK MeaULMHCKOro U3aenus;

n) onucaHue npuHagnexHocTen, Apyrmx MeQULNHCKUX U3LEeNUA U U3Lennin, He
ABNAWLMXCA MEeOUUWHCKUMK, HO MPedyCMOTPEHHbIX AfS WCMOSfb30BaHUA B
KoMbuHauum ¢ paccMmatpmBaemMbiM MEAULIMHCKUM U3OENNEM,;

K) onucaHne wn (unn) nepevyeHb BO3MOXHbBIX WCMONMHEHUA (KOHUrypawummn)
paccmaTpmBaemoro MeauLMHCKOro U3nenvs;

n) obuwee onucaHne OCHOBHbIX (YHKLMOHASbHBLIX 3NIEMEHTOB (AuarpamMmmbl,
doTorpacmmn M PUCYHKWN, OEMOHCTPUPYIOLLME OCHOBHbIE YacTU (KOMMOHEHTHI)
MEOULMHCKOrO u3genusi, BKovawwpe B cebs  nosicHAKWME Haanucm K
avarpammam, otorpadmsam U pucyHkam);

M) oOnMcaHve MaTepuanoB, BCTYMalWMX B  HEMNOCPEACTBEHHbIA UMK
OMNOCPEAOBaHHbIA KOHTaKT C TENOM YerioBeka.

Il. OnucaHne meguUUHCKOro usgenvs

2. TexHn4eckun dpann JOImKeH coepXaTtb rnepeyeHb OCHOBHbIX XapaKkTepUCTUK,
pa3MepoB M yKasaHu1 Mo aKcnnyaTaunm MeauunHCKOro usaenns, ero NCnosiHeHUn
N NPUHAOSNIEXHOCTEN, KOTOpble UMEKTCHA B TEXHUYECKOW [OKyMeHTauum
MeAULUMHCKOro mnsgenna W Opyrux matepuanax, AOCTYMHbIX KOHEeYHOMY
Nnosib3oBaTerto, a Takxe nepevyeHb NpUMeHseMbIX NPoU3BOAUTENEM CTaH4APTOB.

lll. Ccbinka Ha noaoOHbIe 1 npeabiaywmue moandukaumm
MeaOULMHCKOro ngenus

3. B cny4yae wucnonb3oBaHus uHGOPMauuM O MNOAOBHBIX MM npenblgyLwmx
mMoamndmKaumax MeoULMHCKOro wu3genuss Onsi gokasaTenbCTBa COOTBETCTBUS
obwmm TpeboBaHnAM Oe3onacHOCTU U IPEKTUBHOCTU MEAULMHCKUX U3OENnN,
TpeboBaHMsIM K WX MapKUPOBKE W ISKCNSlyaTauMOHHOW OOKYMEHTaUUW Ha HUX,
yTBeEpXOaemMmblM EBpasmMinckon 3KOHOMUMYECKOW Komuccuen (panee - obwme
TpeboBaHus1), TEXHUYECKUI (hainn AOIMKEH COAepXaTb KpaTKoe OnvcaHue:



a) npegblioyumx mogudwmkaumi paccMaTpuBaeMoro MeauLUHCKOro u3genvs
(Npn HarM4un);

6) nogobHbIX MoAUdMKaAUMA MEeOUUMHCKUX W3OenvMn, Haxo4awmxca B
obpalleHmn B paMmkax EBpasmMmnckoro 9KOHOMUYECKOro COK3a 1 Ha MeXayHapoaHbIX
PbIHKaX.

IV. ConpoBoautenbHasa uHgopmaums

4. TexHnyecknn chansn gOormkeH cogepxaTb:

a) OaHHble O MapKUpOBKE MEAMLMHCKOro M3genna U ero ynakoBkWu (MPOEKTbI
MapKUPOBKW);

6) WHCTPYKUMIO NO MNPUMEHEHUO  (IKCNIlyaTauMOHHY0  OOKYMEHTauMIo)
MeOULMHCKOro U3aenusi.

V. poektnpoBaHue n paspadboTka MeaUMLMHCKOro nsaenus

5. TexHudeckun ann [OOIPKEH cogepXaTb MHGOPMAaLMIo, MO3BOSIAHOLLYHO
nonyyntb oblee npeactasrnieHne 00 OCHOBHbIX CTagusix MNPOEKTUPOBAHUS
paccmaTpmBaemoro MeguumHckoro msgenus. aHHaa mHdopmauums MoxeT 6biTb
npeacTasrieHa B Buae 6510K-CxeMbl MPoLeCCOB.

VI. MponsBoacTBeHHbIE NpoLecChI

6. TexHuyeckmn dpann [JOIMKeH cohepXaTtb WH(OPMaUUIo, MO3BOSSOLLYHO
nony4yntb oOOLUee npeacTaBneHne O MNPOM3BOACTBEHHbIX Mpoueccax. [aHHas
MHpopmaums MoxeT ObiTb npefctaBrneHa B Buae 6roKk-CcxeMbl MPOLLECCOB,
aawowen obuwee npeactaeBreHne O npoumsBoacTBe, cbopke, 3aKnMoYUTENbHbIX
NCMbITAHUSAX MEOULMHCKOrO WU3LenMsi M OKOHYaTerlbHOW YNakoBKE rOTOBOrO
MeLULMHCKOro nsgenvsi.

VII. MpousBoacTBeHHbIE NNOLWaaKu

7. B  TexHudeckom  hanne  AomkHbl  ObITb  MOEHTUULMPOBAHbI
NPON3BOLCTBEHHbIE MITOWAAKM, HA KOTOPbLIX OCYLIECTBISETCHA NPOou3BO4CTBEHHAdA
AEeATeNnbHOCTb MO paccMaTpMBaemMoMy MeauLMHCKOMY nsgenuio. Ecnm ans gaHHbIX
NIOWAL0K  UMEeTCA  cepTudmKatbl CUCTEMbl MEHeXMEeHTa KadectBa WM
pPaBHOLIEHHbIE JOKYMEHTbI, TO X KONMUWN LOSMKHbI ObITb MPUIOXEHbI K TEXHUYECKOMY

doanny.



VIIl. CBegeHus 0 COOTBETCTBUM OOLLMM TpeOoOBaHUAM

8. TexHnyeckun darmn OOMKeH BKMYaTb B cebsa cBedeHust O COOTBETCTBMMU
o0LWKMM TpeboBaHUAM.

IX. PesynbTaTbl aHanm3a n ynpaBneHUSA PUCKOM

9. TexHudeckurm dpann [JOrkeH cogepXaTb KpaTKUA nepeyeHb PUCKOB,
NOEHTUMUMPOBAHHBLIX B MpOLEecCe aHanM3a pucka, W onucaHue crnocobos
yrnpaBneHns 3TUMKU PUCKaMU B LLESIAX CHDKEHUA UX OO0 40MYCTUMOrO YPOBHS.

X. OdeaTenbHOCTb NO Bepucpunkauum u Banuaauum

10. TexHnyecknn dparn OOSPKEH coepXaTh criegytolme CBeAeHUs U AOKYMEHTbI
no BepudmkaumMm 1 Banugauum, KOTopble UCMNONb30BanNnchb ONA OoKa3aTenbCcTBa
COOTBETCTBUA MeAULMHCKOro msgenua obumm tpeboBaHusM (B TOM 4uUCrie MO
NPUMEHNMOCTUN 06X TpeboBaHWi):

a) pe3ynbTaTbl UCMbITaHUA B UCMbITATENbHbLIX NadopaTtopusix (LeHTpax);

6) pesynbTatbl NabopaTtopHbIX U (MNKN) 3aBOACKUX MCMbITAHUW, B TOM 4uCrie
pe3ynbTaTbl UCMbITAHUA B YCIIOBUSAX, UMUTUPYIOLLMX 3KCMyaTalMOHHbIE;

B) pe3yrbTaThbl J'I860paTOprIX UCMbITAHUMA Ha XUBOTHbIX AN noareepXxaeHund
npaBUJibHOCTU KOHLUEMNLUWN TOTOBOIro MeAULIMHCKOIo U3gesrins,

) [LOeknapauuu COOTBETCTBUSA CTaHAapTaM W3 NepeyvHss CTaH4apToB, B
pe3ynstate MpUMEHEHUsT KOTOPbIX Ha A0OPOBOSIbLHOM OCHOBE MOSIHOCTLIO WIN
yacTuyHo obecnedymBaeTcsa coOnoaeHne COOoTBEeTCTBMA MeOULMHCKOro usaenuvs
o0LwKmM TpeboBaHUAM;

O) AeknapauummM COOTBETCTBUSA CTaHOapTaMm, KOTOpble He BKIOYEHbl B
yKasaHHbI B nognyHKTe "I HacTosWero nyHKTa nepeyeHb, ¢ 060CHOBaHMEM WX
NPUMEHEHWS;

e) o00630p onybnMKoBaHHbLIX  NMTEpaTypHbIX UCTOYMHUMKOB  KacaTesflbHO
paccMaTtpMBaeMoro MeAuUMHCKOro usgenMss unn  nogobHbIX  MeaULMHCKUX
n3genun.

11. TexHn4yecknn chann JormkeH coaepxaTb:

a) ceBegeHnsa o GMosormyeckorn CoBMECTUMOCTM;



©) cBegeHMs O NeKapCTBEHHbIX CpeacTBax, BXxOoAsWMX B COCTaB
paccMaTpuBaemMoro MeauLUnHCKOro N3aenus;

B) cBedeHna O Owuonormdeckon 6e30MacHOCTU MEOUUMHCKUX — U3Oenui,
BKIOYaOLWMX B ce0H KNEeTKKN, TKaHN U UX NMPON3BOAHbIE, B3ATbIE Y YEroBEKa Unm
XMBOTHBbIX;

) cBeOEeHUs1 0 MeTodax CTepunmsauunuy;

O) cBedeHust 0 BepudmKkauum 1M BanugauumM nporpaMmmHoro obecnevyeHuss npu
NPOEKTUPOBAHUN MEAUNLIMHCKOrO N3aenus;

e) otyeT 06 06OCHOBAHWM KIMHUYECKOM 3pdeKTMBHOCTM M Be3onacHoCTU
MeOWLMHCKOro nsaenvs.

12.  W3noxeHne pesynbtaTtoB MPOBEAEHHbIX  KIMHUYECKUX  UCMbITaHun
(nccnegoBaHuKM), KpoMe BbIBOAOB, [OOIDKHbI BKMoMaTb B ceBsA  MPOTOKOSbI
NcnbITaHU (UCCnegoBaHUin) B NOSIHOM obbeme.

13. TexHudeckun pann OOIDKEH coaepxaTb MNepeyvyeHb BCeX MaTepuarnos,
Haxo4ALWMXCH B HENOCPeACTBEHHOM UMM ONOCpeOBaHHOM KOHTaKTe C OpraHnM3mMoMm
naumneHTa, ecrnu Ans Toro, YToObl OXapakTepu3oBaTb (M3NYECcKMe, XMMUYEecKue,
TOKCUKOsormyeckme n buonorndyeckme xapakTepucTukn marepuana, Heo6xogmmo B
COOTBETCTBUM C pes3ynbTaTaMy aHanmMsa pPUCKOB TMPOBECTU  UCMbITaHUA
BGuorornyeckon COBMECTUMOCTU. B TexHumyeckun pavn crieqyeT  BKIIOYUTb
NoAPOOHYI0  MH(pOPMaUMKO O  MPOBEAEHHbIX  UCMbITAHUSAX,  MPUMEHEHHbIX
CTaHOapTax, MpPOTOKOMax WCMbITaHWWA, aHamu3 noslydeHHbIX OaHHbIX W KpaTkoe
N3roXeHue pe3ynbTaToB UCMbITaHWUI.

14. Ecnn meguunHCKoe nagenve BkrodaeT B cebsi nekapCTBEHHblE CPeacTBa,
TO TEeXHMYecKkun dann [JOrvkeH coaepXaTb noapobHyd  MHGopMauui o
NPUMEHSEMbIX NIEKapCTBEHHbIX CpeacTBax, MX npou3sBoautesne (MpovM3BoanTensXx),
NPUYNHE BKMOYEHUA B MeaUUUHCKoe usgenue, 6e3onacHoOCTU MNPUMEHEHUST Y
MexaHn3Me LENCTBUA B COCTaBe U3OenuUsa npu npeaycMOTPEHHOM MPUMEHEHUN,
AOKYMEHT, NOATBEPXOaoLWmMin perucTpaumnio fekapCTBEHHOrO CpeAcTBa B CTpaHe -
nponssoguTerne nekapcTBEHHOrO cpeacTBa.



15. TexHuyecknn pann [OMKeH cohepXaTb MepevyeHb BCEeX MaTepuaros
YXMBOTHOIO UM YeSIOBEYECKOro NPOUCXOXOEHUS, UCNOSTb30BAHHbLIX B MEULIUHCKOM
nsgenun. TexHndecknn hamn OorpKkeH copepXxatb noapobHyto mHdopmMauunio o6
9TUX MaTepmanax, OTHOCSLLYCA K BbIDOPY UCTOYHMKOB (OOHOPOB), B3ATMIO NPOD,
00paboTKe, XpaHEeHWIo, UCCnedoBaHUIO U O6palleHN0 C TKaHAMMU, KreTkamu U
BELLECTBAMMW XXMBOTHOMO UM YENTOBEYECKOIrO NPOUCXOXKOEHNS.

B TexHudeckun pann criegyeT Takxke BKMYaTh pesynbraTthl  Banugauuu
npouecca, MOATBepXOawWwmMe  HanMyimMe  NPOM3BOACTBEHHbIX  Mpouenyp,
MUHUMU3MPYOLMX BUMONorMyeckne puckn, B YaCTHOCTU B OTHOLLEHMM BUPYCOB U
Apyrnx Bo3byauTernen 6onesHen.

Takke cnegyeT BKMOYaTb OMMCaHME CUCTEMbI  XPaHEHWs  3arnucen,
MNO3BONSOLLEN OCYLLECTBNATE MNPOCHEXMBAEMOCTb OT UCTOMHUKOB MaTepuarnoB [0
FOTOBOIo MeLULMHCKOro nsgenust.

16. B cny4ae ecnn meauvLMHCKOE uU3fernve rnocTasfseTcd B CTEPUITbHOM Buae,
TEXHUYECKUN (pann [OOImKeH codepxaTb CBedeHWd O Banugauum rnpouecca
cTepunmsaumm  (BKMOMas WCMbITaHUS Ha OMONOrMYyeckyo Harpysky, Hanmdue
MUPOreHHbIX BEeLWeCTB, HanmMuMe OCTaTOYHOro KONMyecTBa CTepuruayroLllero
BeLLeCcTBa) 1 O Banvagauum npouecca ynakoblBaHus. VHopmaums o Banvaaumm
AOIPkHa BKMoYaTb B C€e0A  NPUMEHEHHbIM  MeTon, [OOCTUIHYTbIM  YPOBEHb
obecnevyeHns CTepuUnbHOCTU, NPUMEHEHHbIE CTaHOAPTbl, MPOTOKOM CTEPUNM3aLmK,
pa3paboTaHHbIA B COOTBETCTBUN C 3TUMM CTaHOapTaMW, U KpaTKoe WU3NOXEHUe
NOJSTydeHHbIX Pe3yrnbTaToB.

17. TexHunyeckun a1 OOSDKEH cCoAepXaTb CBedeHuMs O npouecce
NPOEKTMPOBaHUS W pa3paboTkm nporpammHoro obecneyeHnss U Banvgauum
nporpaMMHOro obecneyeHus, UICNosfib3yemMoro B roTOBOM MeOULNMHCKOM U3aenun.
YKasaHHaa uWHdopMaunsa BKOYaeT B cebs KpaTKoe W3MoXeHue pes3ynbTaTtoB
AEATeNnbHOCTU Mo  BepudmKauuv, Barmvgauum W pes3ynbTaTtoB  UCMbITaHWN,
BbIMOSIHEHHbLIX B OpraHM3auun-npou3BoauTerne, a Takxe CBedeHnd O BCeX
NMEIOLLMXCA KOH(Urypaumsax annapaTHbiX CPeacTB U onepauMoOHHbIX CUCTEMaX,
NOEHTUPULNPOBAHHBIX B COMPOBOAUTENBHOW AOKYMEHTaLNN,

18. TexHudeckmn dpavn [OrKeH cogepxatb MHGOpPMauuio O MPOBELAEHHbIX
NCCNedoBaHMsIX Ha >KMBOTHbIX Af8 NOOATBEPXKOEHWUS COOTBETCTBUA OOLIMM
TpeboBaHMsM (Npy HanMyuKn). B TexHn4yeckom goanne AomkHbl 6bITb onMcaHbl Lenu
yKasaHHbIX UCcregoBaHuii, MeETOA0M0Ms, pe3yrnbTaTthbl, aHanM3 1 3akioyeHust.

NMpunoxeHue N 4. TpeboBaHMUA K coaepKaHUIO NPOrpamMmb|
KIMTMHMYECKOro ucnbiTaHMa (uccriegoBaHus) MeAUMLMHCKOro
nsgenus



[MpunoxeHune N 4

K [NpaBunam npoBeaeHns KIMHNYECKUX N
KITMHUKO-1TabopaTopPHbIX UCMbITaHUN
(nccnenoBaHUn) MegULMHCKUX U3genui

l. O6wee onncaHme MeguULUHCKOro usgenvs

1. Mporpamma KIMHWYECKOro UCMbITaHUSA (MCCrneaoBaHusl) AOMKHA coaepXaTb
crnenyoLLyto MHopMaLMIO C ONMCaAHMEM MEAULIMHCKOrO U3aenms:

a) HaMeHoBaHNe MeaULUNHCKOro n3genus;

6) npon3BoAUTENb M YNONTHOMOYEHHbIN NPeaCTaBUTENb MEAULMHCKOro M3aenus
C yKasaHueM agpeca, Homepa TenedoHa, 3N1eKTPOHHOM NOYTbl M KOHTAKTHOro Nnua;

B) oOLLee onncaHne n HasHa4yeHne MeauLMHCKOro U3nenvs;

) uHpopMaums, No3BonNsoLaa naeHTUUUMpoBaTb MeauLUHCKOe u3aenve, B
TOM 4uCrie HOMep MoAernu, BKIoYas HOMep MCNOSHeHusa (mogudmkauum) (npu
HarnM4unm) UNn CCbINKY Ha MOAEHTUULNPYIOLLMIA HOMEP MOoEeNW;

O) BuO  MEOUUMHCKOrO uM3germa B COOTBETCTBUMM C  HOMEHKNATypom
MEOMLUMHCKUX U3Oenun, rnpuMeHsieMon B pamMkax EBpasnmckoro 9KOHOMMUYECKOro
COH33;

e) rpynna naumMeHToB 1 MeaULIMHCKME NoKasaHus, Ans KOTOPbIX NpeaHasHayYeHo
MeguLMHCKoe n3aenue;

X) Ha3Ha4YeHe MeguLMHCKOro U3aenus;

3) Knacc pucka U MNpUMEHUMblE KNnacCUdMKaALWOHHbIE npaBuia CcornacHo
npaBuaM Kraccudgmkauumm MeguuuMHCKUX  uU3geni B 3aBUCMMOCTUM  OT
noTeHUMansHoro pucka NPUMeEHeHUs, yTBEpXOaeMbiM EBpasuiickon
9KOHOMMYECKON KOMUCCUEN;

) 06 bSICHEHME HOBbLIX CBOVCTB 1 XapakTePUCTUK MEQULMHCKOro n3aenus;

K) onucaHue TOro, Kak AOCTUraeTcsi NpocrexvBaeMoCTb BO BpemMsi U nocne
NPOBEOEHUSA KIIMHMYECKOro UCMbITaHMS (MCcregoBaHns) MegUUNHCKOro n3genusa (c
MOMOLLBIO MPUCBOEHUSI HOMEpa Ccepun, HoMepa MNapTuM, 3aBOACKMX CEPUMHbIX
HOMEPOB UM UHBIM CMOCOBOM);

J'I) cBeeHnAa 0 MaTepuarnax, KOHTakKTUPYyrLWMX C OPraHM3MOM HEJT0OBEKA,



M) cBegeHnA O KOHTPOJIbHbIX MEOULIMHCKUX U3Oernnsx.

Il. JaHHbIe O KNTIMHNYECKOM UCNbITaHUN (UCcregoBaHUM) MEOAULIMHCKOIO
u3genus

2. [lporpaMmma KIMHUYECKOTO WCNbITaHUSA (UCCredoBaHUA) MeOULMHCKOro
nsgenua  OofkHa — codepxatb  Cneayouwylo  MHopmMauuio O npoueaype
KIIMHUYECKOro UCMbITaHUA (UccrneaoBaHus):

a) HaMMeHoBaHVe U NAEHTUUKALNOHHbIE OaHHbIe KIIMHUYECKOro MCMbITaHUs
(uccnepoBaHus);

6) agpec W HauMeHoBaHWE MEOULMHCKOW opraHuM3auun, npoBOAsLIEN
KNMHUYECKME UCMbITaHUs (MCCreqoBaHus);

B) AaHHble 06 uccnegoBaTensx, KoopanHaTope-uccneaosarene (Npy Hanudmum)
1 UCTbITaTENbHOW OpraHn3aLum;

) onucaHue cneumanbHbIX XUPYPrMYeckmx U Apyrmx MeguuMHCKUX npouenyp,
CBSI3@HHbIX C UCMONb30BaHMEM MEAULIMHCKOIO U3OEeNnns;

A) TpeboBaHUA K onbITY U 06Y4EHMIO MEOULIMHCKNX CNELNaNNCTOB;
€) onucaHve gm3anHa KnMHUYEeCKOro UCnbITaHnsa (UccrnegoBaHus);

)K) onncaHne puckos ” nMnoJib3bl NMPpUMEHEHUA MeOULUNHCKOro wusaersiia rnpu
nposegeHnn KImHN4YeCcKoro ncnbitTaHnA (I/ICCJ'IeLl,OBaHI/IFI);

3) onMcaHve YCroBWMA A9 NPOBEAEHUs]  KIMHUYECKOro  MCMbITaHUs
(MccnegoBaHuWs), onpeaerneHHbIX NPON3BOAUTENEM;

n) onncaHue npuHagnexHocTen, Apyrmx MeAULNHCKNX U3LENUA U U3Oennin, He
ABNAWLMXCA MEOVUUWMHCKUMK, HO TMPedyCMOTPEHHbIX AfS WCMOSfb30BaHUSA B
KOMOUHaUUM ¢ MeAULMHCKUM U3OENNEM;

K) Llenu 1 rmnoTesbl KITMHUYECKOro UChbITaHus (MCcrieqoBaHus);

n) BbI6Op CYyOBHEKTOB KIMHUYECKUX UCTNbITAHUA (UCCNesoBaHuin), B TOM YUCTE KX
KONMYeCTBO;

M) KONMYECTBO MWCMOMb3YEMbIX WCCeayeMbIX MEAULMHCKUX wmsgenmn (c
060CHOBaHUEM);

H) onmncaHue npoueayp KIMHUYECKNX UCNbITaHU (MccrnegoBaHni);



0) NfaH MOHUTOPUHIra B XO4€ KIMHUYECKMX MWCMNbITaHUA (UCCrnesoBaHun) C
yKasaHMeM 4acTOTbl NOCELLEHUI, KONMYecTBa MOHUTOPOB M UX KOHTAKTOB;

I'I) cTatTucTn4eckme Metoabl aHarm3da AaHHbIX;

p) npouecc nosiyydeHust MHPOPMUPOBAHHOIO COrMacua CybbeKTOB KITMHUYECKUX
NCNbITaHU (UCCeaoBaHU);

C) OnMCaHue 3TUYECKUX acreKkTOB KIMHUYECKOro MCMbITaHus (MccrenoBaHus),
BKIHOYas MHTEPECbl  YA3BUMMbIX  CYOBEKTOB  KIMHUYECKOrO  WUCMbITaHUS
(uccnepoBaHus).

NMpunoxeHne N 5. Popma oTyeTa O KIIMHUYECKOM
UcnbiTaHMn (MccnegoBaHMN) MeAULUHCKOroO nsgenus

[MpunoxeHne N 5

K [NpaBunam npoBeaeHnsa KIMHNYECKUX N
KITMHUKO-1TabopaTopHbIX UCMbITaHUI
(nccnegoBaHUn) MegULMHCKUX U3aenui

YTBEPXOAKO

(pykoBoguTenb MeOUUMHCKOWM opraHusauuu,
damunma,  uMMs,,  OTYeCTBO,  NOAMUCH
(koopauHaTop-uccregosartens,  amunus,
UMK, OTYeCcTBO, MOAMUCbL - B Cryyae
MHOIOLLEHTPOBbIX UCTbITaHUN))

OTYET
O KINMMHUYECKOM MCNbITaHUK (MCcregoBaHUmM) MeguLMHCKOro n3aenust

(HaMMeHOBaHWe MeLULMHCKOro n3genus)







1. CocTaBneH

(HaMMeHOBaHWe N agpec MeauLMHCKOW opraHM3aLnm)

2. [NonHomMo4mMs Ha NpoBeAEeHME KIMHUYECKOTO UCMbITaHNsA (MCCreaoBaHms)

3. PaspeLleHune Ha npoBefeHne KITMHUYECKOro UcnblTaHus (MccrieqoBaHus)

4. [lepnog npoBeneHUs KIMHUYECKOro UCMbITaHUS
(nccnepoBaHus)

5. HanmeHoBaHune n agpec
npon3BoaunTens

6. Aopec mMecTa nNpom3BoACTBa MeAULMHCKOro usgenust (NponsBoaCcTBEHHOM
nnowaaKkm)

7. HanveHoBaHve n agpec ynosIHOMOYEHHOro NpeacTaBuUTeNa Npon3BoaUTENS
(49 npomnsBoauTENen TPETbUX CTPaH)




8. JaHHble 06 uccnegoBarensx

(dbamunns, umMs1, 0OTYECTBO (MPU HaNMYMK), MeCcTo paboTbl, 4OMKHOCTb, Hay4YHas
cTeneHb (Mpy HanMyun))

9. WpeHTudwmkaums wn onvcaHve wuccregyemMoro MeOuUWHCKOro usgenus,
BKIlOYas MepeyeHb WCMOSHEHUW, KOHJMIrypauum w MnpuHaanexHocTen, Ha
KOTOpbI€ pacnpoCTPaHAITCS pe3yrbTaThl

KIMHNUYECKOro NCNbITaHUS
(uccnepoBaHus)

10. HasHayeHne MeaguuMHCKOro
n3genus

11. Kracc B 3aBMCMMOCTU OT MOTEHLMAarbHOro pucka npuMeHeHns

12. Kog Bumoa B COOTBETCTBMM C HOMEHKNATYPON MELUUMHCKUX W3LENAN,
NPUMEHSEMON B pamMKax

EBpasunickoro aKOHOMMUYeCKoro corosa

13. Llenu n runotesbl KNMHUYECKOro UCTbITaHUA (UCCrneaoBaHus)




14. CxemMa KIMHWYECKOro WUCMbITaHUA (MCcrieoBaHus), BKIOYas onucaHue
KOHEYHbIX TOYEK

15. KonmnyecTBo CYOBLEKTOB KIIMHUYECKOrOo WUCNbITaHUsA (uccnegosaHud) (B
Cllydae MHOrOLLEHTPOBbLIX UCMbITaHUA (MCCregoBaHUA) KONMMYECTBO CYOBHLEKTOB
KIIMHUYECKOro UCMbITaHUA (UCCrnenoBaHus) B

Kakooun MeaULMHCKOWU
opraHusauum)

16. KonnmyecTBO 3K3eMMNIsipoB UCCreayemMoro MeguuMHCKOro nsgenms

17. MeOouuuHCKMe opraHuM3auun, B KOTOPbIX MNPOBOAMIOCH KIMHUYECKOE
ncnblTaHne (UccnegoBaHue)

(ans MHOIOLLEHTPOBbIX NCNbITaHWI
(uccnepoBaHun))

18. Ctatnctmyeckm o0paboTaHHble [daHHble KIMHUYECKOro  UCMbITaHUA
(nccnepoBaHus)

19. OueHka pe3ynbTaToB KIMHUYECKOro UCNbITaHWs (MCCrnefoBaHNs)




20. BoiBOAbI NO pesyrnbTaTam KITMHUYECKOro UcnblTaHus (MccrieqoBaHus)

Mognucu  pykoBoguTenenm  MeOUUMHCKMX — opraHu3aumn (B cryyae
MHOIOLLEHTPOBbLIX UCTbITAaHU (UCCNeaoBaHun)):

(dbamunns, ma, 0T4eCTBO (NPU HaNMYMK), MecTo PaboTbl, AOSPKHOCTb)

(dbamunns, nma, oT4eCTBO (NPU HaNMYKUKU), MecTo paboTbl, AOSPKHOCTb)

[Noanucun nccnegosaTteneu:

(dbamunns, ma, 0T4eCTBO (NPU HaNMYMK), MecTo paboTbl, AOSPKHOCTb)

(dbamunns, Mg, 0T4eCTBO (NP HaNMYKUKU), MecTo paboTbl, AOSPKHOCTb)

I'Iepequb npunaraeMbiX JOKYMEHTOB:



1) nporpaMmma KnmHU4eCKoro UCnbITaHns (UccrneaoBaHus);

2) NepBUYHbIE JaHHbIE KIIMHUYECKOro UCTbITaHUA (UCCredoBaHus).

NMpunoxeHue N 6. TpeboBaHMA K coaepKaHUIO NPOrpamMmb|
KITMHUKO-NabopaTopHOro ucnbiTaHUA (MccrnegoBaHuA)
MeAULUMHCKOro nsgenus ang AMarHocTukM in vitro

[MpunoxeHne N 6

K [NpaBunam npoBeaeHns KIIMHNYECKUX N
KITMHUKO-1TabopaTopPHbIX UCMbITaHUI
(nccnegoBaHUM) MegULMHCKUX U3aenui

l. O6wee onucaHme mMegULMHCKOro usgenua Ansa oUarHocTukwy in vitro

1. lporpamma KNMHUKO-NabopaToOpHOro UCMbITaHUA (UCCrefoBaHUs) OOIpKHa
cogepxartb CrefylLLyto MHGopMaLKnIo C onMcaHneM MeOULUHCKOro u3genus Ans
ANarHoCTUKM in Vitro:

a) HaMeHoBaHNe MeaNLNHCKOro U3aennst 4ns AMarHoCTUKM in vitro;

6) NnpomsBoAUTESb U YNONIHOMOYEHHbIN NpeacTaBuTeSle MEAULMHCKOro U3aenus
ANs OMarHoCTUKWM in Vitro ¢ yKkasaHvem agpeca, TeriedpoHa, 3/1EKTPOHHOW MoYThl U
KOHTaKTHOro nmua;

B) obLuee onnucaHne n HazHadYeHne MeguLMHCKOro n3genus ons MarHoCTUKK in
vitro;

) HdopmaLms, NO3BONAIOWAA MOEHTUMLMPOBATL MeJULNHCKOE u3genve and
ANarHoCTUKK in vitro, B TOM 4nicre HOMep MOoAenu, BKItoYasi HOMep WUCMOSNHEHUS
(Moaudmkauun) (Npy HamMuMM) WM CCbINIKY Ha  naeHTuuuupyowmin - Homep
Mogenu;

AO) BMO MEOULMHCKOro u3genua Ona AuarHOCTUMKK in vitro B COOTBETCTBUM C
HOMEHKNATYypon MeOULMHCKUX U3Lernuun, NpuMMeHdaemMon B pamkax EBpasnnckoro
S5KOHOMMYECKOro CoK3a;



€e) XxapakTepuctmka obpasyoB wnM npob, MCNosnb3yemMbiX B KIMHUKO-
nabopaTopHOM uCnbITaHUM (MCCregoBaHUN);

X) Krnacc pucka M NpUMEHMMble KrnacCudmKauMoHHbIE MpaBura CorfacHo
npaBuiaM Kraccudgmkauumm MeguuuMHCKUX  uU3geni B 3aBUCMMOCTM  OT
noTeHuMansHoro pucka NPUMeEHeHUS, yTBEpXaaemMbiM EBpasuiickon
9KOHOMUYECKON KOMUCCUEN;

3) 06bACHEHME HOBbIX CBOWCTB M XapakTEPUCTUK MEOULMHCKOro nsgenus ans
ANarHoCTUKM in vitro.

Il. JaHHbIe O KNMHNKO-NabopaTOpPHOM UCNbITaHUU (UCCreaoBaHUN)
MeaOULMHCKOro nagenus ans AMarHoCcTukKm in vitro

2. [lporpamma  KIMHWKO-I@bopaToOpHOro  UCMbITaHWs  (MCcregoBaHus)
MeLULMHCKOro nsgenusa ans AuarHocTuKK in vitro JormkHa cogepaTb CreayroLyto
NMHCpopMaL Mo O NpoLeaype UcnblTaHna (MccregoBaHus):

a) uenb 1 3agaym KnMHUKo-nabopaTopHOro UCnbiTaHus (MccrnegoBaHns);

6) HanmeHOBaHWe MeOWMUMHCKOW oOpraHu3auuv, npuHMMalrowwen ydactue B
KNMHUKO-NabopaTopHOM UCTbITaHUK (UCCredoBaHun);

B) MecTa NpoBedeHUa U3MepeHun (aHanm3a) (ecnm HaxogsiTCA He B yKa3aHHbIX
MeOULNHCKMX OpraHn3aumsx);

) METOAbI aHanM3a gaHHbIX;

A) cTaTUCTUYECKNE YPOBHU 3HAYUMOCTM;

e) pasmep BbIOOPKM AN1A OLEHKM noKkasaTenen KIMHn4eckom agdeKTUBHOCTMU;
X) uenesas Nonynsiunsa HaceneHus;

3) KpuUTepun npurogHocTn npob, ob6bem oOpasuoB M KPUTEPUM UCKITHOYEHUS
obpa3suos;

n) oeTanu npeaHanMTU4Yeckoro atana;
K) npouenypbl crenbix Npoo;

n) yyvyeT BO3LENCTBUS (PAKTOPOB MHTEPdEPEHLMN, BbI3BaHHbLIX YCIIOBUSIMU
B3ATUA 00pasyoB, UM Natosiormdecknm (msnonorMyecknm) CoOCTOAHNMEM AOHOpa
Npobbl NN NeYEHNEM;

M) BbIGOp 1 060CHOBaHWE MeToLa CPpaBHEHUS;



H) npoueaypbl KanuMbpoBKW, BKMOYas [AaHHble N0  MPOCHEXMBAEMOCTH
KannmbpaTopos.;

O) Kputepun and nposegeHnda noBTOPHOIro Tecta n NCKIMDYEHNA AaHHbIX;,

M) COOTBETCTBYHOLWME Mepbl ANA NPeaynpexaeHns pucka WHGULMPOBaHMS
nonb3oBaTterns.

NMpunoxeHue N 7. Popma oT4eTa O KNIMHMKO-NaboOpaTOPHOM
ucnbiTaHMn (MccnegoBaHMMN) MeANLUMHCKOrO nsgenusa gns
AUArHOCTUKMU in vitro

[Mpunoxenne N 7

K [NpaBunam npoBeaeHns KIMHNYECKUX N
KITMHUKO-1TabopaTopPHbIX UCMbITaHUI
(nccnenoBaHUM) MegULMHCKUX U3aenui

YTBEPXOAKO

(pykoBoguTEnb MEAULMHCKON OpraHu3aLuu,
damunmsa,  MMs,,  OTYECTBO,  NOAMUCH
(koopauHaTop-uccregoBatens,  amunus,
UMK, OTYeCcTBO, MOAMUCbL - B Cly4yae
MHOIOLLEHTPOBbIX UCTbITaHUN))

OTtyer
O KIMHWKO-NabopaToOpHOM UCMbITaHUM (MCCregoBaHnM) MeLULMHCKOro u3genud
AN ANarHOCTUKU in vitro

(HanmeHoBaHNe MeaULMHCKOro n3genus Ans AuarHoCTyKM in vitro)

N or" " 20 .







1. CocTaBneH

(HaMMeHOBaHWe N agpec MeauLMHCKOW opraHm3aLnm)

2. TlonHOMOuMs Ha npoBedeHne  KIIMHUKO-1TabopaTopHOro  UCMbITaHMSA
(uccnepoBaHus)

3. YBegoomrneHne O MPOBEAEHUM  KIMHUKO-NabopaTOpHOro  UCMbITAHUSA
(nccnepoBaHus)

4. Tlepuogq BpeMeHW MNpPOBEAEHUS  KIMHMKO-NabopaToOpHOro  MCMbITaHUS
(nccnepoBaHus)

5. HammeHoBaHue 1 agpec nponssoauTens

6. Agpec mecTa npousBoAcTBa MeAWULMHCKOro uU3genus Ans AnarHOCTUKY in
vitro (npon3BoaCTBEHHON

nnoLwaaKkm)




7. HanmeHoBaHve n agpec ynosIHOMOYEHHOro NpeacTaBUTENa NPou3BOaUTENS
(N9 npomnsBoauTENen TPETbUX CTPaH)

8. JaHHble 06 nccnegoBarensx

(dbamunua, ums1, OTYECTBO (MPU HaNMM4Mm), MecTo paboTbl, JOIMKHOCTb, Hay4YHas
cTeneHb (Npy HanMyun))

9. geHTndwmkauma n onncaHme mccrnegyemMoro MeauvunHCKOro uagenusa ongd
AVAarHoCTUKM in Vvitro, BKIoYass MnepevyeHb WCMONHEeHUW, KOHurypauum wu
NPUHAOIEXHOCTEN, Ha KOTOpble PacnpoOCTPaHATCA pesynbTaTbl UCMbITaHUS
(nccnegoBaHus) (Npy HaNMM4YMK)

10. HasHa4yeHne meauumMHCKOro n3genusa anst AnarHocTukm in vitro

11. Kracc B 3aBMCMMOCTW OT MOTEHLMarbHOro pucka npuMeHeHnd

12. Kog Buoa B COOTBETCTBMM C HOMEHKNATYPON MELUUMHCKUX W3LENUN,
npuMeHsemMon B pamkax EBpasnmnckoro akoHoMmM4eCcKkoro corosa

13. Llenn knnHmnko-nabopaTtopHOro UcnblTaHns (MccnegoBaHns)



14. Bbi6bop n obocHoBaHME MeTOAA CPaBHEHUS

15. Pa3smep BbIOOPKM AONS1 OUEHKM MoKasaTenen aHarnuMTU4eckom Wu, rae
NPUMEHUMO, KITMHNYECKOU 30PEKTUBHOCTM

16. KonnyectBo 3K3eMnndpoB MWCCreayemMoro MeuuMHCKOro usgenvs Ond
ANarHOCTUKM in vitro

17. MeguumHcKue opraHusauun, B  KOTOpPbIX MNPOBOAWMOCH  KIMMHUKO-
nabopaTopHoe ucCnbiTaHWe (UccnegoBaHue), M (MM) MecTa npoBedeHUS
n3mepeHni

18. Cratuctmyeckm oOpaboTaHHble [AaHHble  KIMHWMKO-NabopaTopHOro
NcnbITaHNA (UCCcrnegoBaHns)

19. OueHka pe3ynbTaToB KIMHUKO-rabopaTopHOro UcnbiTaHns (MCcrnegoBaHNS)

20. BbiBOogbl nNo  pesynbTatam  KIMHWKO-NabopaTopHOro  UCMbITaHUA
(uccnepoBaHus)



Mognucu  pykoBoguTenenm  MeOUUMHCKMX — opraHu3daumn (B cryyae
MHOIOLLEHTPOBbLIX UCTbITaHU (UCCNeaoBaHuin)):

(dbamunns, ma, oT4eCTBO (NP HaNMYKUK), MecTo paboTbl, AOSPKHOCTb)

(dbamunns, ma, 0T4eCTBO (NPU HaNMYKUK), MecTo paboTbl, AOSPKHOCTb)

[Noanucun nccnegosaTteneu:

(dbamunns, ma, oT4eCTBO (NPU HaNMYUK), MecTo PaboTbl, AOSPKHOCTb)

(dbamunns, nma, oT4eCTBO (NPU HaNMYKUK), MeCcTo PaboTbl, AOSPKHOCTb)

I'Iepequb npunaraeMbiX JOKYMEHTOB:

1) nporpamma KnMHUKO-nabopaTopHOro NcnblTaHns (MCcneaoBaHns);

2) NepBUYHbIE JaHHbIE KIMHUKO-NTabopaToOpHOro UCNbITaHUs (MCCredoBaHus ).



OIEKTPOHHBIN TEKCT LOKYMEHTa
nogrotosneH AO "Kogekc" n ceepeH no:
odomumarnbHbIA canT

EBpasnickoro aKOHOMMUYeCKoro corsa
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