PekomeHpauumsa Konnerun EBpa3ninckon 3KOHOMMYeCKON KoMmuccum ot 8 okTadpa 2019 roga Ne 29
O MeToauuYeCcKuX peKoMeHAaUUsAX No CoaepXXaHUIo U CTPYKTYpe AOKYMEHTOB pPermcTpaLlMoHHOro aocbe
MeZAWLMHCKOro usaenus
(r. MockBa)

Konnerns EBpa3niickon 3KOHOMWYECKOW KOMUCCUM B COOTBETCTBMM co cTaTben 31 [loroBopa o EBpasuiickom
3KOHOMUYeckom coto3e oT 29 masa 2014 ropga u cratber 4 CornaweHus O efuHblX MpUHUMNax U npa.Bunax
obpalleHnsa MeouUUHCKMX u3genuii (M3genuini MeAMUMHCKOro Ha3HayeHus M MeOUUUHCKOM TEXHUKM) B pamMkax
EBpasniickoro akoHoMm4eckoro cotosa ot 23 gekabps 2014 roga,

B LUendx YCTaHOBMNEHUs eauHoobpasHbiX MOAXOAOB MpW  perucTpaumMu  MeOVUMHCKUX — UM3Jenun K
permcTpaLuoHHOMY [IOCbE, COAEPXKAHUIO U CTPYKTYpe AOKYMEHTOB, COAEPXKaLLUXCHA B PErMCTPaLMOHHOM JOChE,

pekomeHayeT rocygapctBaM - udrneHam EBpasniickoro 3KOHOMMYECKOro co3a C faTbl onybnukoBaHus
HacTosiwen PekomeHgaumnm Ha oduumanbHOM canTe EBpasniickoro 9KOHOMUYECKOro Cot3a MPUMEHATb
MeTtoaunyeckve pekoMeHOauMy NO COAEPXKAHWUIO U CTPYKTYpe OOKYMEHTOB perMcTpauMoHHOro A4oCbe MeOULMHCKOro
n3genuns CornacHo NPUNOXeHNHo.

Mpencepatens Konnerun
EBpa3nmnckomn aKOHOMUYECKOMN KOMUCCUU T. CapkucsiH



MPUNOXEHNE

Kk PekomeHnpgauum Konnerun
EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 8 okTabpsa 2019 r. Ne 29

METOOWYECKUE PEKOMEHOALIA
Nno coAepXXaHUIo U CTPYKType AOKYMEHTOB PermcTpauuoHHOro Aocbe MeaULMHCKOro usgenus

|. O6LwwKre nonoxeHusn

1. Hactoswme MeTtoandeckme pekomeHAaumum paspaboTaHbl B LENSX OKasaHWA MeTOAMYECKON MOMOLLM
3asBUTENSAM NPV MOArOTOBKE KOMMNSIEKTa AOKYMEHTOB WM MaTepuanoB AN perucTpauMn MeavumMHCKOro v3genus
(manee - perMcTpauMoHHoOe JOCbe) B COOTBETCTBUM C npunoxeHvem Ne 4 k [NpaBunam peructpaumm 1 aKcnepTy3bl
6esdonacHocTn, kayvectBa W 3MPEKTUBHOCTM MeOMUMHCKMX U3denuin, yTeepxaeHHbiM PeweHnem CoBeTa
EBpasuiickoin akoHoMu4eckon kommuccum ot 12 doespansa 2016 r. Ne 46 (ganee - Npasuna perncrpauum).

HacToswme MeTtognyeckue pekoMmeHaauun coaepxart pa3bACHeHUs TpeboBaHW K COOEPXKaHUIO U CTPYKType
AOKYMEHTOB PErmcTpaLmoHHOro 4oChe.

2. Ona uenenm npumMeHeHUs HacToAwMx MeToanyecknx pekoMeHZauun nog CTPaHOW MNPOUCXOXOEHUS
MEAVLMHCKOrO M3Aenus MNOHMMAaeTCs CTpaHa, B KOTOPOM MeduuMHcKoe wusgenue Obino npowsBedeHo wnu
MoABEprHyTo A0CTaTovHOM nepepaboTke B COOTBETCTBUMM C  KpUTEpusiMK, onpepeneHHeiMn  [pasunamu
onpegeneHns NPOUCXOXAEHNS TOBApOB, BBO3MMbIX HA TaMOXEHHYI Tepputopuio EBpasmickoro 3KOHOMUYECKOro
coto3a (HenpedepeHumanbHbIMU NpaBunamMn onpegeneHns NPoOUCXoXA4eHUs TOBapoB), YTBEPXAEHHbIMN PelueHnem
Coseta EBpasuiickon skoHomu4eckon kommccum oT 13 mrona 2018 r. Ne 49.

WHble noHATWA, mucnonb3dyeMble B HacTosawmx MeToamyecknx pekomeHAaumsx, NPUMEHSIIOTCS B 3HAYeHUsX,
onpeferneHHbIX aktamy opraHoB EBpasuickoro akoHommyeckoro cotosa (panee - Cotos) B cdepe obpalueHus
MeANLMHCKUX N3aenun.

Il Tp96OBaHMﬂ K coAepXaHUio U CTPYKType AOKYMEeHTOB permctpauMoHHOro ocbe MegmumHCKoro nsgenus

3. Ona aKkcnepTu3bl M perucTpaumMm MeAMLMHCKOrO M3genusa 3asBuTenb npegocTaBnser (HanpaenseT) B
YNOMHOMOYEHHBIV OpraH (3KCNepTHY OpraHM3auunio) pecbepeHTHOro rocyaapcTea crnegyrowme JOKYyMEHThI:

1) perncrtpaunoHHoe OOCbe Ha 3NMEKTPOHHOM HocuTene. B cnyyae ecnm 3akoHogaTenbCTBOM rocyaapcrea -
uyneHa Coto3a (panee - rocygapcTBO-4rieH) He NpefyCMOTPeHa BO3MOXHOCTb OOPMITEHUS YKa3aHHbIX JOKYMEHTOB
B 3M1EKTPOHHOM BUAE, YNOMHOMOYEHHBIN opraH ped)epeHTHOro rocyjapcTea BnpaBe 3anpocuTb TakMe JOKYMEHTbI (MX
Kkonun) Ha BymaxHom HocuTene. MNpu 3TOM JOKYMEHTbI, MPeACTaBNEHHbIE HA MHOCTPaHHOM SA3blKe, JOMKHbI UMETb
3aBepeHHbIN B YCTaHOBNEHHOM 3aKOHOA4ATeNbCTBOM pedepeHTHOro rocyaapcTsa nopsake ayTeHTUYHBIN NepeBoa Ha
PYCCKUIN A3bIK.

MHdopmaums 0 COOTBETCTBUM CBEAEHUN, COAEPXKALLMXCS B PErmcTpauMoOHHOM [0Cbe, CTPYKTYpe OaHHbIX O
MELMLMHCKOM U3Oenuu TEXHUYECKOro dpainna npvBefeHa B MNPUIOXeHWM K MeTtoomyeckuMm pekoMeHOoauusm Mo
NpoBeAeHNI0 3KCnepTusbl O6e3onacHoOCTH, KavecTBa UM 3(EKTUBHOCTU MEOULMHCKMX W3OEeNnMn B LEenax Mux
pernctpaumm B pamkax EBpasvMnckoro SKOHOMMYECKOro cow3a (npunoxeHne Kk PekomeHgauum Komnnerun
EBpasuiickoi akoHoMu4eckon kommuccum ot 21 masa 2019 r. Ne 14);

2) Konuu [OKYMEHTOB, MOATBEPXAAKLWMX OMnaTy 3KCNepTusbl WM perncrTpaumm MeAvMUMHCKOro u3genus B
pedepeHTHOM rocyaapcTse.

3asBuTENbL HECeT pacxodbl Ha 3JKCNepTU3y W perucTpaumo MeAVMUMHCKOro M3Oenus B COOTBETCTBUM C
3aKOHOOATENBbCTBOM pePepeHTHOr0 rocyaapCTBa, Ha COrflacoBaHUE IKCMEPTHOTO 3aKIHOYEHUs1 - B COOTBETCTBUM C
3aKOHOOATENBCTBOM rOCYAapCTB NPU3HAHMS.

4. [JOKyMEeHTbl, yKka3aHHble B NyHKTe 3 HacToAwmx MeTtoguyeckmx pekoMeHOauuni, npenoCcTaBnAlTCs
3asiBMTENEM B YMOJTHOMOYEHHbIN OpraH (9KCMepTHYK OpraHu3aumio) pedepeHTHOro rocyaapctea Ha OyMakHOM
HocuTene HenocpeaCcTBEHHO UMM 3aKkasHbIM MOYTOBbIM OTNPAaBMEHWEM C YBEAOMIEHWEM O BPYYEHUW U OMUCHIO
BMOXEHUS NNOO B 3NEKTPOHHOW hopMe, B TOM 4YMCME Ha 3SMEKTPOHHOM HOcuTene, cornacHo TpeboBaHusM K
ANEeKTPOHHOMY BUAY 3asBMEHUA U AOKYMEHTOB PerncrpaumoHHOro Aocbe, NpeAcTaBnseMblX Npu OCYyLLEeCTBNEHUU
peructpauum n akcnepTnsbl BesonacHocTu, kavecTBa U 3PPEKTUBHOCTU MEOULIMHCKUX W3LAENUIA, YTBEPXOEHHBIM
PeweHnem Konnerun EBpasuiickor skoHoMmunyeckon kommuccum ot 30 utoHa 2017 r. Ne 78.

3asButenio  Heobxogumo  obecneunTb  MOMHOTY, [AOCTOBEPHOCTb, HArmsgHOCTb U OOCTYMHOCTb
npeaocTaBnaemMorn MHpopmMauun, a Takke onepaTMBHOCTL ee NPeJoCTaBEeHNUS.

OTBETCTBEHHOCTb 3@ [OOCTOBEPHOCTb MHMOPMauMu M CBEAEHWUN, copepXaluxcs B MPeAoCTaBlieHHOM B
YMOSTHOMOY€EHHbIN OpraH (3KCNepTHY OpraHM3aunio) permcTpaunoHHOM OOCbe, HECET 3asiBUTENb.

5. [okymMeHTbl, YyKasaHHble B nyHkTe 3 Hactoswmx MeTogmyecknx pekomeHaauun, npUHUMaloTCA
YMOSTHOMOYEHHbIM OPraHoM (3KCMEepPTHOM opraHusauunen) pedepeHTHOro rocygapcrsa Mo Onucu, KONUs KOTOPOW C
OTMETKOM O pJaTe npuvemMa YyKasaHHblX OOKYMEHTOB BpydyaeTCsi 3asiBUTEMO0 UMW HanpaensieTcss emy 3akasHbiM
NMOYTOBbLIM OTMPABMEHNEM C YBEAOMIIEHMEM O BPYYEHMM UMK B SNIEKTPOHHOM BUAE.

6. B cocTaBe permctpaumMoHHOro oCche 3asBUTENb NPEAOCTaBNSAET crneayrolme OKYMEHThI, NPeayCMOTPEHHbIE
npunoxexuem Ne 4 k MNpasunam pernctpaunm:

1) 3asiBneHve - 3asBrneHus O MPOBEAEHUN IKCMEPTU3bl U PerucTpauum MeauUMHCKOro M3genusa no dopmam
cornacHo npunoxeHusam Ne 2 u 3 k Npaeunam perncTpauum, KOTopble 3anorHATCA U 3aBEPAIOTCHA Ha odumLmansHOM
GnaHke (B cnyyYae Hanu4uusl Takoro 6naHka) 3asiBUTensi.

B cBegeHunsix o npoussogutene (NyHKT 12 ¢opmMbl 3asiBNEHUA O MPOBEAEHUWN IKCNEepPTU3bl U MYHKT 8 opmbl
3asBMEeHNs O MPOBEAEeHUN perucTpauuu, npeaycMoTpeHHbIX npunoxeHnamn Ne 2 n 3 k [NpaBunam perncrtpaumm




COOTBETCTBEHHO) CTpaHa ornpefensercsa C y4eToM MecTa peructpaumm npou3BOAMTENsl, OT WMEHUM KOTOPOro
MeaMLMHCKOe u3fenue BbiyckaeTcs B obpalleHne Ha TamoxeHHon Tepputopun Cotosa.

Mpwn ykasaHWn cBefeHnin 0 NPOU3BOACTBEHHON nowagke (MPOM3BOACTBEHHBIX nnowaakax) (NyHKT 13 dopmbl
3anBMeHUss O MpOBEAeHUM IKCnepTM3bl M MYHKT 9 OopMbl 3asBMAEeHUS O MPOBEAEHUN perncrpauum,
npenycMOTpPeHHbIX npunoxenuamv  Ne 2 n 3 k [paBunam peructpauum COOTBETCTBEHHO) cregyet
PYKOBOACTBOBaTLCA NMOHATMEM «MPON3BOACTBEHHANA Nnollagka», yctaHoBNeHHbIM ab3auem AeBATHaauaTbIM MyHKTa
3 Mpasun peructpauuu. MNMpn aTom Nog onpeaeneHHbIMM CTagMaMn NPOU3BOACTBEHHOIO NpoLecca NOHMMatTCS:

N3roTOBMNEHNE BCEro MEeAUUMHCKOrO W3AENns WM ero OCHOBHbIX 6roKoB, KpOMe OCHOBHbIX 6roKoB,
ABMAIOWUXCA  MEOULMHCKUMU  U3OEenuaMK, 3aperucTpupoBaHHbIMW B yCTaHOBNEeHHOM nopsigke B Cotose, B
TeppuTopuanbHO 0BOCOGMEHHBIX KOMMMEKCax, BXOAALWMX B OPraHW3auMOHHYIO CTPYKTYpy NpOu3BOAUTENS
MeANLMHCKOro n3genus;

M3roTOBMIEHNE NO [OroBopaM CO CTOPOHHWM Mpou3BoAauTenemM (NoapsaaYMKkoM) BCEro MegMLMHCKOro usgenvs
WM ero  OCHOBHbIX GNOKOB, KPOME OCHOBHbIX OfIOKOB, SBASWMXCA  MeAULUUHCKAMU  U3AEnnsaMM,
3aperncTpupoBaHHLIMK B yCTaHOBNEHHOM nopsake B Coto3e;

cTepunusauus MeanLMHCKOro U3genus;

2) poOBEpPEeHHOCTb OT MNpou3BOAUTENS Ha NpaBO MPEeACTaBNEHWs WHTEPEecoB npu  permctpauun  (npu
HeobXoaAMMOCTN) - [OOBEPEHHOCTb OdOPMNAETCA B COOTBETCTBUM C 3aKOHOAATENbCTBOM  pedepeHTHOro
rocygapcTaa. [ina ynorHOMOYEeHHOro npeAcTaBuTens NPon3BoOANTENS JOBEPEHHOCTb AOMMKHA HadensATb ero NpasoM
npeacTaBnsATe MHTEPEChI NPON3BOANTENS, B TOM YWCHe, MPU PerncTpaumm MeguUMHCKUX U3genuin, a Takke B 4acTu
OTBETCTBEHHOCTM 3a obpalleHne MeauumMHCKoro wusgenuss B pamkax Coto3a U MCNomHeHns obsA3aTenbHbIX
TpeboBaHui, NPeabABNSAEMbIX K MEAULIMHCKUM U3AENVsaM;

3) KonusA paspelunTenbHOro AOKYMEHTa Ha npaBo MpOoM3BOACTBA B CTpaHEe-MpPoOM3BOAMUTENE C MPUIOXEHNeM
(Npy HanWumMn) - BblAAHHBIN YNOMHOMOYEHHBIM OPraHOM OOKYMEHT C yKasaHuem HoMepa M AaTtbl Bblaadu, AaloLwui
npaBoO OCYyLECTBNATL COOTBETCTBYIOLIMA BUA [OEATEenbHOCTW, cogepxawun ceBedeHns o6 agpecax MecT
OCYLLECTBIIEHNSI COOTBETCTBYHOLLErO BUAa AeATENbHOCTM (MPU Hanmymu, B Criydae 3akoHO4AaTeNbHO YyCTaHOBNEHHOrO
TpeboBaHuUsi B CTpaHe Npou3BoanTens);

4) konun cepTUUKATOB Ha CMCTEMY MeHeMKMeHTa KayecTBa npoussoauTens meauumHckux nsgenuin (MCO
13485 nnbo COOTBETCTBYIOLMNIA PErvoHanbHbIA MW HALMOHAMbHBIN CTaHA4APT rocyaapcTBa-yneHa) (npu Hanmuum) -
AOKYMEHTbI, BblAaHHble Ha MMS MPOM3BOAMTENs (NPOM3BOACTBEHHOM MMOLWIAAKM), MOATBEpPXAalolme BHeApeHne
npoussoguTeneMm (Npou3BOACTBEHHOW MIOLWAAKON) CUCTEMbl MeEHeIKMeHTa KadecTBa MpwW MNPOU3BOACTBE
MeOMLMHCKMX U3AEeNuii B COOTBETCTBUN C TpeBOBaHUAMM CTaHAapTOB, 3KBMBANEHTHBIX MEXAYHapoaHOMY CTaHAapTy
ISO 13485;

5) peknapauua o cootBeTcTBUM TpeboBaHWsIM Ge30MacHOCTU N 3(PPEKTUBHOCTU MEOULMHCKUX U3AENUA UIu
KBMBANEHTHbIN [OKYMEHT (MpU Hamuuuu) - [OKYMEHT nvMbo ero Konusl, MOATBEPXAAlLMA COOTBETCTBUE
MeAVLMHCKOro M3genna obssaTtenbHbiM TpeboBaHUSAM rocyaapcTB, He sBhstomxcs vneHamm Coro3a (Hanpumep,
AVpeKTMBaM Unu pernameHTam EBponernckoro cotosa);

6) konua perncTpaumnoHHOro yaoctosepeHus (ceptudukata cBoboaHONM Npoaaxu, cepTudmkaTa Ha IKenopT (3a
UCKINIOYEHNEeM MeONLIMHCKNX U3AENWI, BNepBble NPon3BeAeHHbIX Ha TEPPMTOPUM rocy4apcTBa-yrneHa)), BblAaHHOro B
CcTpaHe Npon3BOAMTENS (MPU Hanu4un) ¢ NpeacTaBneHnemM nepeBoaa Ha PyCCKui A3bIK;

7) KONus JOKYMeHTa, yAOCTOBEPSIOWEro perncTpaumio B Apyrmx ctpaHax (mpu Hanmyum) - npegocTaBnseTcs
ANs nHopMauMm 0 TOM, YTO MEAMLMHCKOE M3fenne 3aperncTpmpoBaHo Ha Tepputopun apyrux rocygapcts. Moryt
ObITb MpefocTaBneHbl CBEAEHWS O perucTpauuMu B Opyrux CTpaHax CO CCbINIKOW Ha UCTOYHUKM Takux CBedeHWUW
(Hanpumep, ccbinka Ha 6asy AaHHbIX, ApyrMe MaccuBbl MHopmauuu, codepxawmecs B WMHOPMAaLIMOHHBIX
cuctemax);

8) cnpaBka Ha MepMUMHCKOE u3denue C onucaHvem obnacTv MPUMEHEHUsl, HasHa4yeHusl, KpaTKoWn
XapaKTepUCTUKM MeOMLUMHCKOTO W3Oenusi, BapMaHTaMn MCMOSMHEHUS W KOMMnekTyiowmumu (no dopme) - cnpaska
coctaBnsetca no dopme, npeaycMOTpeHHon npunoxenvem Ne 4 k [lpaBunam peructpauumn, B KOTOPON
ONMCbIBAIOTCA KpaTKMe AaHHbIe O MEAULMHCKOM U3AENNW, B TOM YMCIE YKasbiBaeTCA KOMMIEKTHOCTb MEOULIMHCKOrO
U3aenus ¢ pasgerneHvemM Ha OCHOBHble BrokM (YacTu), NPUHAANEXHOCTHN, PacxoAHble MaTepuanbl, KOMNMAEKTYoLme
B cooTBeTCcTBMM C KpuTepusmu pasrpaHnyeHus 3MemMeHTOB MEAWLMHCKOrO W3Aenus, ABMNSAILUMXCS COCTaBHbIMU
YacTAMU MeOMLIMHCKOrO M3denwus, B Lensx ero pernctpaunuy, yreepxaeHHsiMu Pewennem Konnerun EBpasuiickon
9KOHOMMYeckon komucecum oT 24 ntons 2018 r. Ne 116;

9) paHHble O MapKMpoBKe W ynakoBKe (MOMHOLBETHble MakeTbl YNakoBOK WM 3TUKETOK, TEKCT MapKMPOBKU Ha
PYCCKOM £3blke W rOCY4ApPCTBEHHbIX A3blkaxX roCyAapCTB-4MEHOB) - AaHHble MPeAoCTaBMsOTCA B COOTBETCTBUM C
TpeboBaHUAMN K MapPKUPOBKE MEOMLMHCKOrO WM3Aenusi cornacHo nyHktam 58 - 63 u 105 O6wmx TpeboBaHum
6e3onacHoCT 1 3PPEKTUBHOCTN MEAMLMHCKUX M3Oenui, TpeGoBaHWM K MX MapKMpOBKE M 3JKCMiyaTauuOHHOW
OOKYMeHTauun Ha HuX, yTBepxaeHHbIx PeweHnem CoBeTa EBpasniickon skoHOMUYeckon kommuceum ot 12 deBpans
2016 r. Ne 27 (ganee - Obwwe TpeboBaHus). Takke MOryT ObITb NpeacTaBneHbl oTorpaduyeckne n3obpaxeHus
obLero Bnga MeguUMHCKOro U3fenus U NpUHaanexHocTen, HeoOXo0ANMBIX AMNs ero NPUMEHeHWS NO Has3HaYeHUIo;

10) uHdopmaumna o paspaboTke W MPOM3BOACTBE: CXeMbl MPOLIECCOB MPOM3BOACTBA, OCHOBHblE CTaguu
Npon3BOACTBA, YNakoBKa, UCMbITaHWS U NpoLeAypa Bbinycka KOHEYHOro nNpoAykra - nHdpopMaums, npeactaBneHHas
npoussoguTenem B cBob6oAHON opme, B KOTOPOW ONUCLIBAETCS! NPOWM3BOACTBEHHbIN MpoLecc (BO3MOXHO, B BMAE
CXeM) C yKka3aHMeM MpOW3BOACTBEHHON nnowagkn (MPOM3BOACTBEHHBIX MNMOWAA0K), a Takke CcTpaHa
NMPOUCXOXAEHNS, KOTOopas onpedenseTtca C y4eTOM MecTa MNPOUCXOXAEHWS OCHOBHOTrO (OCHOBHbIX) GnokoB
MEeOMLMHCKOrO M3genvs B COOTBETCTBMM C [paBunamu onpeaerneHust NpouCXOXAeHVUs TOBapoB, BBO3MMbIX Ha
TaMOXeHHylo  Tepputoputo  EBpasuiickoro  3kOHOMMYECKOro cok3a  (HenpedepeHuManbHbIMU  MpaBunaMm
onpegeneHns NPOUCXoXAEeHNS TOBapPOB);

11) cBepeHuss O npou3BoauTeENne: HauMMeHoBaHWe, BWA [OEeATEenbHOCTW, topuandeckun agpec, dopma
CcoBCTBEHHOCTM, COCTaB PYKOBOACTBA, NepeyeHb nogpasgeneHnini n JOYepHUX KOMMNaHWi C yKkasaHnem ux cratyca u




NMOMHOMOYMIA - B KayecTBE TaKMX CBEAEHMA MOryT ObiTb NpeacTaBreHbl KOMUW [OKYMEHTa O perucTpauuu
HOPMANYECKOrO N1La B COOTBETCTBUM C 3aKOHOAATENbCTBOM CTpaHbl MPON3BOAMTENS, yCTaBa opraHM3aum u T.4.;

12) nHdopmaumsi 0 MapKeTUHre (MCTOpUsS NpU yCcrnoBumM obpalleHus U3denus Ha pbiHke Gonee 2 net) (nNpu
Hanuuuu) - (NpegocTaBnseTca AN MeOMUMHCKOro usaenus 26 u 3 KnaccoB NOTEHLManbHOro pyucka NpuMeHeHus)
WHdOpMauus, npeacTtaBnsemMas B cBOOOAHOW hopMe C yKasaHMEM CBEAEHUW O BPEMEHM BbIXOAa MEAWLIMHCKOro
n3genns Ha pPbIHOK, O pblHKax, Ha KOTOpbiX obpallaeTcsa MeAuLMHCKOEe u3fenve, a Takke OPUEHTUPOBOYHOrO
CYMMapHOro KonmyecTBa BbiMyLLEHHbIX MEANLMHCKUX U3AEeNni;

13) coobuleHns O HecyacTHbIX criydasx W OT3biBax (MHopmaums He npefocTaBnsaeTcs Ans BHOBb
pa3paboTaHHbIX U CNPOEKTUPOBAHHBLIX MEONLUUHCKMX U3LOENUN): CMCOK HexXenaTenbHbIX COObITUI MM HECYACTHbIX
crnyyaeB, CBsi3aHHbIX C MWCMOMb30BaHMEM W3LEenusi, W yKa3aHue nepuoja BPEMEHW, Ha MPOTSKEHUM KOTOPOro
NPOUCXOAWIN YKa3aHHble Crlydaun, €crin HexernaTernbHbIX COObITUA CRULIKOM MHOro, HeobXxoouMmo npefocTaBuUTb
KpaTkue 0630pbl MO KaXXOoMy M3 TUMOB CODOBLITUMI 1 yKasaTb 06Luee KONMYecTBO COBLITUI KaXXgoro Tvna, O KOTOpbIX
noctynanu OTYETbl, CMUCOK OT3bIBOB C PbiHKA MEAVLMHCKUX W3AENUA 1 (UNW) MOSICHUTENbHBIX YBEAOMITEHUA U
onucaHve NOAXoAa K paCCMOTPEHMI0 3TUX NpobnemM 1 ux peLueHno NPou3BoANTENSIMU B KaXXOOM M3 TaKMX Criyyaes,
onucaHwe aHanu3a u (Mnn) KOPPEKTUPYIOLMX AEeNCTBUWA, NPEANPUHATBHIX B OTBET HA YyKasaHHble crnydan - (He
NpeacTaBnsATCa AN MeAMUUHCKOro usgenust Ans AuarHoCTuKM in vitro 1 knacca noTeHuuanbHOro pucka
NPUMEHEHNs) [OKYMEHT O HebnaronpuaTHbIX coBbITUAX (MHUMAEHTAaX), NPOM3OLEALMX Ha BCeX aTanax obpalleHns
MeOMUMHCKMX m3genuii B pamkax Corws3a M Ha Tepputopusix FoCydapcTB, He sBnswowmxca udneHamu Cotosa,
COCTaBIEHHbIN Npou3BoanTenem B cBo6oaHoN hopme;

14) nepeyeHb CTaHOAPTOB, KOTOPLIM COOTBETCTBYET MEAMUMHCKOE M3denve (C yka3aHMEM CBEAEHWUMA O HUX) -
OOKYMEHT, B KOTOPOM YKasblBalOTCA 0003HAYeHUA W HaUMEHOBAHWS CTaHAApTOB, BKIMHOYEHHBIX B MNepeyveHb
CTaHOapToB, B pe3ynbTaTte MpPUMEHEHUS KOTOpPbIX Ha [J0OPOBOMBHOM OCHOBE MOSIHOCTLIO UMM YACTUYHO
obecneumBaeTca cobniogeHne COOTBETCTBUMA MeauuuHckmx usgenun O6wmm TpeboBaHusim ©Ge3onacHOCTU WU
3hPeKTMBHOCTU MEANLMHCKUX M3henun, TpeboBaHNsaM K UX MapKMpOBKE W 3KCMMyaTauMOHHOW AOKYMeHTauuu Ha
HuX (Npunoxexue k PekomeHgaunm Konnernv EBpa3ninckon 9KOHOMUYECKON koMmuccum oT 4 ceHTsabpsa 2017 r. Ne 17),
nmMbo WHbIX CTaHZapTOB, KOTOPble MPUMEHSKOTCA ANs [OoKas3aTenbCTBa COOTBETCTBUS MEAWLIMHCKOrO M3aenus
O6wmm TpeboBaHuaM. B cnyyae ecnu ctaHgapT NPUMEHSETCS HE MOMHOCTBbI B CBEAEHMSX O TakoM CTaHaapTe
YKa3bIBaOTCSA €ro CTPYKTYPHbIE 3NEMEHTHI;

15) cBegeHMs 0 COOTBETCTBUMN MEAULIMHCKOTO M3aenus obwmum TpeboBaHmsMm 6e3onacHocTi U apdeKTUBHOCTH
MELMLMHCKMX u3genuii, TpeboBaHMAM K UX MapKUPOBKE U SKCMNyaTauUOHHOW AOKYMEHTauMuM Ha HUX - CBeAEHMs,
npeacraensiemble nNo ¢gopme B cooTBeTCTBMM C npunoxeHveM Ne 2 k O6wmm TpeboBaHusaM. [okasaTenbHble
mMaTepuanbl (QOKYMEHTbI), B TOM 4MCne MNPOTOKOMbl WCNbITaHUIA (MccnepoBaHui), MHdopmauma o cobCTBEHHbIX
MeTofax (MeTogmMkax) WCMbITAHUA MNPUBOOSATCA B KayecTBE MPUNOXKEHWM K yka3aHHOM dopMe WM Kak
CaMoCTOATENbHbIE JOKYMEHThI OChE;

16) OOKYMEHT, ycTaHaBnvBawLlMi TpeboBaHUS K TEXHUYECKUM XapaKTepUCTUKaM MeOMLIMHCKOro usgenus -
OOKYMEHT, COCTaBMEHHbI MNPOU3BOAUTENEM, COLEPXKALLUA OCHOBHbIE XapakKTEPUCTUKU MEOULMHCKOro W3nenus
(Hanpumep, TEXHNYECKME YCIOBUS, CTaHa4apThl opraHM3aumm, cneuudukauum);

17) nNpoTOKOMbl TEXHUYECKUX WCMbITAHWIN, MPOBEAEHHbLIX B LENAX AokasaTenbctBa cooTBeTcTBus OOLMM
TpeboBaHusaM - (He NPefoCTaBNATCA ANA peareHToB, HAbOPOB peareHTOB) NPOTOKOMbI UCNbITAHWUIA MEANLMHCKOrO
n3genus, BblAaHHbIE OpraHM3auusiMy, BKIIOYEHHBIMU B €4MHbIA PEECTP YMONTHOMOYEHHbIX OpraHvM3auni, NMeKLwmnx
npaBo NPOBOAUTbL MCCNEAOBaHUA (UCMbITAHNS) MEOULNHCKMX U3OENUN B LEeNnsX UX pernctpaumm, oopMIeHHbIE B
COOTBETCTBUM C MpunoxeHvem K [IpaBunam nNpoOBEAEHMS TEXHUYECKUX WCMbITAHUA MEOULMHCKUX W3LEenun,
yTBEepXaeHHbIM Pelwennem CoseTta EBpasuiickoin akoHoMu4eckon kommccum ot 12 doeBpans 2016 r. Ne 28;

18) mpoTokonbl MccnegoBaHWi (UCMbITAHWIA) MO OLEHKE OMONOrMyeckoro AevWcTBUMS MEAMLMHCKOrO M3aenus,
NpoBeAEHHbIX B Lensx JokasatenbctBa cootBeTcTBus O6wum TpeboBaHWsAM - MNPOTOKOMbI MCCreaoBaHWN
(McnblTaHW)  MEAMUMHCKOrO  M3Oenus, BblAaHHbIE  OpraHu3auusiMM, BKIYEHHbIMW B eOWHbIA  peecTp
YNOMHOMOYEHHbIX OpraHM3aunii, UMEHLLMX NPaBo NMPOBOAUTL UCCNEeAOBaHMS (MCNbITAHNUS!) MEANLMHCKUX U3Oenun B
Lensax ux permcrpaumm, oOpMreHHbIe B COOTBETCTBUM C MPUITOXEHWEM K [1paBunam npoBedeHust UCCneqoBaHUn
(ncnblTaHWM) C UEeNbl OLEHKM OMONorM4yeckoro AENCTBUS MEOVUUHCKUMX M3Oenuin, yTBepXaeHHbIM PelueHnem
Coseta EBpasuiickon skoHoMu4eckon komuccum oT 16 mas 2016 r. Ne 38.

Mpu oueHke GuoNorMyeckoro AENCTBUS MEAWLIMHCKOrO W3OEennsi pekoMEeHAYeTCsl WCMOoMb30BaTb anroputm
NnaHnpoBaHNs NPOBEAEHNSA UCCNEA0BaHUIA (UCMbITAHWIA) C Lienbio OLEHKN BMONOrMyeckoro AencTBms MeANLMHCKOro
W3aenus cornacHo npunoxexuio Ne 1.

B cnyyasx, Korga MMeroLmxcsa CBeAEHUN O MaTepmnanax MeAULUHCKOrO U3aenus n (Mnu) NnpuHagneXxHocTen K
MELMLMHCKAM M3OEeNnUsiM, KOHTaKTUPYIOLLMX C MOBEPXHOCTbIO Tena 4eroBeka, ero CnmMsvcTbiMu 00orovkamu,
BHYTPEHHMMW CpefamMu opraHuama, AOCTAaTOYHO [Anis [okasaTtenbcrtBa cooTtBeTcTBus O6wmM  TpeboBaHusMm,
npoBefeHNe UCCNeaoBaHui (UCMbITaHWA) C LENbl OLEHKM OMONormyeckoro AenNcTBUsS MeAUUMHCKUX U3genui He
TpebyeTca. lpu 3TOM 3asiBUTENbL B COCTaBe [0OCbe NpeacTaBnsieT B YMNOSIHOMOYEHHbIA OpraH (3KCNepTHYH
opraHunsaumio) pedepeHTHOro rocygapcTBa OTYET MO OLeHKke GUOoNorMYyeckoro AEeNcTBUs, SIBMSIOLLMACA 4YacTbio
oTyeTa 06 aHanu3e pUCKOB U CoaepXallinii cBeaeHusl, 060CHOBbLIBaOLLME OTCYTCTBUE HEOOXOAMMOCTY NPOBEAEHMS
uccrneaoBaHuii (MCNbITaHWI) C LEenbio OLEHKN BMONOrM4eckoro AencTeums;

19) oT4eT O KNMMHMYECKOM [oka3aTenbCcTBe 3(PEKTUBHOCTU M 6e30MacHOCTU MEAULMHCKOro M3genus - (He
npeaocTaBnaAeTcs ANs MEeAVMUMHCKOro u3genust ons AMarHoCTMKM in vitro 1 knacca noTeHuManbHOro pucka
NPUMEHEHUS) AOIMKEH COAEpXXaTb aHanm3 U OLEHKY BCEX MMEHLLMXCHA KIMMHMYECKMX AaHHbIX (Kak GraronpusaTHbIX,
Tak M HebnaronpusaTHbIX), HA OCHOBAHMU KOTOPbLIX [OEeNaeTcsa 3aKMlyeHWe O KITMHWYECcKoW ©Ge3onacHocTn U
3(PPEKTMBHOCTM B COOTBETCTBUM C TpPebOBaHWSIMM, YCTAHOBIEHHbIMM B [lpaBunax NpoBeAEHUst KIMHUYECKUX U
KMNMHUKO-abopaTopHbIX UCMbITaHUA (MCCreaoBaHWn) MEAUUMHCKUX U3enui, yTBepxaeHHbix PelweHnem CoseTta
EBpasuniickon akoHommMYeckon kommuccum oT 12 cdespansa 2016 r. Ne 29. OT4yeT O KNMHMYECKOM AOKasaTenbCcTBe
3pheKkTMBHOCTM M 6GE30MacHOCTM MeOULMHCKOro M3Oenus OOMKeH MoaOepXUBaTbCA B aKTyanbHOM COCTOSIHUM C
YY4EeTOM [aHHbIX, MOMYYEHHbIX B XOAE MOCTNPOAAKHOIO MOHUTOPWMHIa W (MnM) nNpyU  NOSIBNIEHUM HOBOW




NOATBEPXKAEHHON MHAOPMaLMM M3 HayuYHbIX NUTEPaATYPHbIX WCTOYHUKOB Ha OCHOBAHMKU OMbiTa KIMHUYECKOro
NpUMEHEHNst MEONLIMHCKOrO M3Aenus, kacatowencs ero 6esonacHocTv 1 aEKTUBHOCTK, N coaepXaTb AaHHble 060
BCEX BbISBMEHHbIX HEOnaronpuaTHbIX cobbITUAX (MHUMAEHTAx) U NPOTMBOMOKa3aHUAX. AKTyanbHas Bepcusi otyeta
npenocTaBnseTcs B YNONHOMOYEHHbIN OpraH (3KCNepTHYH opraHv3aumio) pedepeHTHOro rocyaapcTaa Mo 3anpocy.

CBefeHus, ykasaHHble B MHCTPYKUMM MO MPUMEHEHWNI0 MEeOMLMHCKOrO M3Aenuvs, AOIMKHbI COOTBETCTBOBATb
OaHHbIM, codepXalmumcs B OT4eTe O KIMHWYEeCKOM AokasaTtenbcTBe addpekTuBHoCTM UM HesonacHocTu
MeaMLMHCKOro n3genus. B cnyyae ecnv meamumHckoe nsaenve npuMeHsinocb TONbKO B OTHOLLEHUWU OnpeaeneHHbIX
rpynn naumeHToB, 3TO AOMMKHO ObiTb yka3aHO B OTYeTE O KIMHWYECKOM [oKa3aTenbCcTBe 3PEEKTUBHOCTU WU
6e30MacHOCTN MEeQULMHCKOro U34enus U MHCTPYKUUN MO NPUMEHEHUIO MEAMULIMHCKOTO u3genus.

OTyeT 0 KIMHWYECKOM [JokasaTenbCcTBe 3AdEKTUBHOCTM U 6e30nacHOCTM MEeOULMHCKOro  M3genvs
pekoMeHOyeTCsi COrnacoBbiBaTb C  MEOWMUMHCKMM creumanucTtoM B 06nactv  MeAMUMHCKOrO  NPUMEHEHUst
MeauMumHcKkoro  msgenus.  Keanudpumkauus MeauMUMHCKOro  cneuvanucta  MNoATBEPXAAeTcA  AOKyMEHTOM 00
o6pasoBaHMM B 06racTv MeguumMHbl U O CMeLManbHOCTU B COOTBETCTBMM C 061acTbio MEQULIMHCKOTO MPUMEHEHUS
MeOMLMHCKOro wusgenust (ceptudpmkatom cneuuanucta, AWNAOMOM M T. A.), nybnukaumsamm meauumHCKOro
cneumanucta (HaydHbiMW cTaTbsiIMW, MOHOrpadmsiMu, Aucceptauusamm B obnactM MeAuUMHCKOrO MpUMeHeHus
MEeLMLMHCKOro nsaenus).

PekomeHooBaHHas CTpyKTypa OT4eTa O KIMHWYECKOM [okasaTenbcTBe 3adpekTMBHOCTM M BesonacHocTu
MEeOMLIMHCKOrO 1u3genus npueBegeHa B MeToamyeckux pekoMeHaaumnsax no npoBeAeHU0 aKCnepTnsbl 6esonacHocTy,
KayectBa M 9P(QEKTUBHOCTM MEOMLIMHCKUX W3Lenuii B LUensx WX peructpauum B pamkax EBpasuiickoro
3KOHOMMYECKOro coto3a (npunoxeHve k PekomeHpgaumm Konnermn EBpasvinckon 9KOHOMMUYECKOW KomMuccum oT 21
masa 2019 . Ne 14).

CBefeHuns B OTYETE O KITMHUYECKOM foKa3aTenbctee 3heKTMBHOCTM 1 6e30nacHOCTM MEANLIMHCKOrO N3aenus
NPeACTaBnsAOTCS B COOTBETCTBUM C YKa3aHUSIMU COMNTACHO NpUnoxxeHunto Ne 2;

20) otyeT 06 aHanu3e pUCKOB - (He NpedocTaBnsieTca Ansg MeauUMHCKOro nagenusa 1 knacca noTeHumanbHOro
pucka npUMEHEHWs1) [OOKYMEHT, COCTaBMEHHbI NPOM3BOAUTENEM, B KOTOPOM WAEHTU(ULUPOBAHbI BCE
KayeCTBEHHbIE W KONMUYECTBEHHbIE XapaKTEPUCTUKM, KOTOPble MOTyT MOBMMATbL Ha ©6e3onacHOCTb MEeAWLIMHCKOro
u3agenus, onpefeneHbl OMNacHOCTU, CBA3aHHble C MPUMEHEHWEM MEAWLMHCKOrO W3Aenvsl, Kak B HOPManbHbIX
ycnoBusix YHKLMOHUPOBaHUS, Tak U B YCIOBUSAX OTKasa B paboTe unm MHoro cobbITus, KOTOPOE MOXET NPUBECTU K
OMnacHbIM CUTyaLUUsM U MNPUYMHEHWIO Bpeda >XW3HW, 3[40POBbI YenoBeKa, OKpyXalollen cpede, W OLEHEHbI
CBSA3aHHbIE C HUMM puckn. B cooTBeTcTBMM € NnyHKTOM 4 O6Lwmx TpeboBaHWn Npon3sBoanTeNb AOIMKEH NokasaTb, YTO
OH OLIEHMBAET PUCKM M YNpPaBrsieT MU Tak, YTOObl OCTaTOYHbIE PUCKM BblNn JONYCTUMbBIMMU.

[Ons KOHKPeTHbIX WMAEHTUULMPOBAHHBIX NPOM3BOAMTENEM OMacHOCTEW M OMacHbIX CUTyauuin, KOTopble
onpegeneHbl ctaHgapTamy no 6e30MacHOCTM MEeOUUMHCKUX U3denui, ykasaHHbIMM B MepeyvyHe CTaHOapToB, B
pesynbTate MNpPUMEHEHNs] KOTOpbIX Ha [J0OPOBONbHOM OCHOBE MOMHOCTBLIO MINU YacTUyHO obecneynBaeTcs
cobniogeHne COOTBETCTBUA MeAuMUUHCKUX usgenuii O6wmm TpeboBaHuaM 6GesonacHoCTM U 3hbdEKTUBHOCTH
MEeOMLMHCKMX M3aenun, TpeboBaHMAM K NX MapKMPOBKE M 3KCNIyaTauMoOHHON AOKYMEHTaUUM Ha HUX (NPUIoXeHue K
PekomeHgaunm Konnerun EBpasuiickoin aKoHOMMUYeckow kommccum oT 4 ceHTabpsa 2017 r. Ne 17), npoussogutens
MOXeT He onpedensTb WUNU He OLeHMBaTb COOTBETCTBYIOLLME pUCKM. B 3aTom crnyyae BbinonHeHve TpeboBaHWi
CTaHOAPTOB MOXET CUMTaTbCS BanuaupoBaHHON MEPOW No yNpaBneHUO PUCKOM.

[Ona pokasaTtenbCTBa COOTBETCTBUS MEAMLIMHCKOrO m3genus nonoxenusam pasgena I Obwwux TpeboBaHuin
Npov3BOANTENN MEAVLMHCKMX m3genui 1 krnacca NOTEeHUManbHOro pucka MpPUMMEHEHUST MOTYT CCbiNaTbCA Ha
UMELLMIACS OTYET 00 aHanuse pucka;

21) paHHble O NeKapCTBEHHbIX CpeacTBax B COCTaBe MeAMUMHCKOrO m3genus (CoctaB NekapCTBEHHOro
cpencTBa, KOMWMYECTBO, [AaHHble O COBMECTUMOCTM F1EKapCTBEHHOIO CPeAcTBa C  MEAMUMHCKUM  U3AErNUEM,
perucTpauum nekapcTBEHHOrO CPeACTBa B CTpaHe-NMpoOM3BOAMTENE) - CBEAEHWS, YyKasaHHble B TEXHWYECKOW
OOKYMEHTaLMN NPOM3BOANTENS, BKIIOYAKOLWME AaTy U HOMEP pernctpaumm nekapcTBEHHOro cpeacTBa, BXOOSALEro B
COCTaB MeOMLMHCKOrO M3genusi, B CTpaHe-npov3BOAMTENE NEeKapCTBEHHOro cpeacTtBa. [laHHble O COBMECTMMOCTU
NEKapPCTBEHHOrO CpeacTBa C MEAWLMHCKAM M3genuem MoryT ObiTb MpUBEAEHbI MyTEM CCbIIKM HAa COOTBETCTBYHOLLNE
OOKYMEHTbI JOChE;

22) paHHble o Guomnornyeckon 6esonacHOCTU (MpW Hanmuuun) - CBEAEHWs O MaTtepuanax >XMBOTHOMO unu
YernoBEeYECKOro MPOUCXOXAEHWS, HaHo4yacTMLaX, TFEHHO-MOAUMULIMPOBAHHBIX OpraHMamMax W [Opyrux BHOBb
paspabaTbiBaeMbIx MaTepuanax, BXOAALWMX B MEAULIMHCKOE U3aenve, a Takke uHgopmMaumsa o nogbope NCTOYHUKOB
(noHopoB), oTbope MaTepuana, NPOLECCUHre, XpaHeHUW, TeCTUpPOBaHWW, Banvaauuu npouenyp TEeCTUPOBaHWUS,
obpalleHusi ¢ TKaHsaMMU, Knetkamu, CybCTaHUMAMWU XUBOTHOMO WM YENOBEYECKOr0 MPOVCXOXOEHUS, KynbTypamu
MMWKPOOPraHM3MOB 1 BUPYCOB;

23) paHHble O npoueaype CTepunu3aumun, BKM4Yas uHgopmauuio O Banvaaumm npouecca, pesynbTaTtbl
TECTUPOBaHNSA Ha codepXxaHne MMKPOOPraHM3MoB (CTeneHb BMONOrMYeckor Harpysku), MMPOreHHOCTU, CTEPUITBHOCTU
(Mpn HeobGXO04MMOCTM) C yKasaHMEM MeETOOOB MPOBEOEHWUs UCTBbITAHWA M [aHHble O Banujauuy ynakoBku (ans
CTEepUnbHbIX U3genuin) - (He NpeaocTaBnseTcs AN MEAMUMHCKOro u3genust ons amvarHocTuku in vitro 1 knacca
NoTeHLMansHOro pycka NpMMEHEHWs) AOKYMEHT, COCTaBIEHHbLIN NPOU3BOAMUTENEM B COOTBETCTBUM C TPeGOBaHUAMN
HOPMaTUBHbIX JOKYMEHTOB, MPUMEHUMBIX K PEFUCTPUPYEMOMY MEOULIMHCKOMY M3A4enuio (Hanpumep, CTaH4apToB);

24) nHdopmauusi o cneuuanbHOM MporpammMmHOM obecneveHun (Npu Hanmuuuun): cBeAeHUsI NPoM3BOaUTENS O
BanugaumMm nporpaMMHOro obecrnevyeHuss - [AOKYMEHT, COCTaBIEHHBLIN MPOM3BOAMTENIEM B COOTBETCTBUM C
TpeboBaHUAMN HOPMATUBHBIX LOKYMEHTOB, MPUMEHUMBIX K PEMMCTPUPYEMOMY MEOULIMHCKOMY U3Aenuio (Hanpumep,
CTaHOapToB);

25) otyeT 06 mccnenoBaHUAX CTabunbHOCTU (C ayTEHTUYHBIM MEPEBOAOM Ha PYCCKUM A3blK pe3ynbTaToB U
BbIBOAOB WCMbITAHWA ANst U3OENUiA, UMEKLUX CPOK XpPaHeHWs) - LOKYMEHT, COCTaBMEHHbIA NPOM3BOAUTENEM B
COOTBETCTBUM C TpebOBaHUSMW HOPMATMBHbLIX [AOKYMEHTOB, MPUMEHUMBLIX K PErucTpypyemMomy MeLUUMHCKOMY
usgenuio  (Hanpumep, CcTaHOapToOB), MOATBEPXOAKLIMIA CMNOCOOHOCTb  MEAWMLMHCKOTO U3OENUst  COXPaHsTb
XMMu4yeckne, usmyeckne CBOWCTBA B OMPeAeNieHHbIX rpaHuuax Ha MPOTSPKEHMM CpoKa roAHOCTU (C yKasaHueMm




TeMnepaTypHOro pexuma, BNaXHOCTW, KonudecTBa o6pasuoB, napTuu, Aatbl UX K3rotoBreHus). Copepxut

cBefeHusi, HeobxoanmMble ANA NOATBEPXKAEHNS CTabUNbHOCTY N3OENNs, a TakkKe ero COCTaBHbIX YacTew (Hanpumep,

peareHToB, KapTpuaXen) BO BpPeMS WX MAHOBOrO MNPUMEHEHWS (B pearnbHbIX WM WCKYCCTBEHHO CO34aHHbIX

ycnoBusix). BoaMoxHO BkoveHre AaHHbIX 0 CTabubHOCTY OTKPbITbIX (OIaKoOHOB U (MNn) cTabunbHOCTU peareHToB,

nomeLleHHbIX B npubop. K nHpopmavmm, koTopyto pekomeHayeTCs BKIMIOYNTL B AaHHbIA OTYET, OTHOCATCSA:
obocHoBaHMe Bbibopa NpoBeaeHHbIX UCCref0BaHUN;

BCE MOMy4YeHHble pe3ynbTaTbl NPOBEOEHHbIX WCCNeaoBaHWW, aHanui AaHHblX, 0OOCHOBaHWE KpuTepues
npuemMnemocTu;

obocHoBaHMe TOro, 4to 6e30MacHOCTb MU 3APPEKTUBHOCTL MEOULUHCKOrO M3Oenns He MEeHATCs B
YCTaHOBINEHHbIX JOKYMEHTaUuel Npon3BoAMTENS YCITOBUSIX XPaHEHWS.

Ons  MeauMUMHCKUX  U3Jenuin, [Ond  KOTOpbIX HEe  yCTaHaBnUBaEeTCA CpPOK TrOAHOCTM  (Hanpumep,
anekTpoMeanumMHCKoro obopyaoBaHus Unu Apyrnx M3genuin, NpurogHbIX Afs MHOropasoBOro UCMONb30BaHMWs),
MOXeT ObITb MpeacTaBrieHa WMHMOPMaLUsa OTHOCUMTENbHO OLIEHKM CpedHero cpoka cryxbbl WM oTyeTbl O
CTabunbHOCTN METOAOM YCKOPEHHOro cTapeHus. VHdopmaumsa o cpoke cnyxbbl MoxeT ObiTb npeacTaBneHa,
Hanpumep, CBeAEHUSAMMN O KONnyecTse npoueayp, KOTopoe MOXHO BbINOMHUTL C MOMOLLBIO AHHOMO MeAULMHCKOro
n3genus B onpegeneHHbI Nnepnoa BpeMeEHMU;

26) oaKcnnyaTauMOHHBIN OOKYMEHT WUMW  UHCTPYKUMS MO  MNPUMEHEHU0 MEAWMLMHCKOro  M3genusa  Ha
rocyfapCTBEHHbIX $A3blkaX TroCy4apCTB Npu3HaHWs (Npu  HeobXOAMMOCTM) U PYCCKOM SA3bIKE - [OKYMEHT,
COCTaBIEHHbIN Npon3BoANTENEM cofepXaluii nHpopmaumio B cootBeTcTBuM ¢ OBwmnmy TpeboBaHUSIMU KOTOPbIA
MOXeT BKNYaTb B cebA B TOM umucrne pyKOBOACTBO MO 3KChnyaTauuu, METOAMKY MeOULMHCKOrO NpUMEHEHUs,
nacnopt, OpMynsp, WHCTPYKUUM MO  MOHTaxy, Hanagke, TEXHWYECKOMY OOCMYy>XMBaHUIO, PEMOHTY,
TPaHCNOPTMPOBKE, XPaHEHWIO, YTUNU3aumMm MeAULMHCKOro n3aenus;

27) pyKOBOACTBO MO CEPBUCHOMY OGCIY>XMBAHMIO (B YacTW KOMNNEKTYIOLMX MEAULIMHCKOTO U3Aenus) - B cnyyae
OTCYTCTBMSI [OaHHbIX B 3KCNyaTaUMOHHOW AOKYyMeHTauum (Npy  Hanuuuu) - [OOKYMEHT, COCTaBMEHHbIN
npov3BoaNTENEM, pPernameHTUpPYLMn NOPSAOK CEPBUCHOTO O6GCnyXMBaHMA MEOUUMHCKOrO usgenusi, npwm
Heo6X0AMMOCTN [AOMOMHALLMIA 3KCMIyaTaLUUOHHbIN AOKYMEHT WM UHCTPYKLUIO MO NMPUMEHEHWUIO MEOWLIMHCKOro
nagenus;

28) otyeT 006 wWHCnekuMM nNpou3BOACTBa (MPU HaNMM4YUM) - [OKYMEHT, COCTaBMIEHHbIN WHCMEKTUPYHOLLEN
opraHusaumen B COOTBETCTBMM C TpeboBaHuAMY K BHEOPEHWIO, NoAAEpXKaHUI0 U OLEHKE CUCTEMblI MEHEKMEHTa
KayecTBa MeAWUMHCKUX W3Aenui B 3aBMCMMOCTM OT MOTEHUMAnbHOrO pucka WX MPUMEHEHMUSs!, YTBEPXOEHHbIMMU
Pewennem CoseTta EBpasuiickon akoHomudeckon komuccum ot 10 Hosibps 2017 r. Ne 106;

29) nnaH cbopa W aHanusa AdaHHbiXx no 6e3onacHoCTM M 3PEEKTUBHOCTU MEOULMHCKMX U3Oenui Ha
NOCTNPOSAXKHOM 3Tane - AOKYMEHT, COCTaBMEHHbIA NPOM3BOAUTENEM ANA MELULMHCKMX M3OEenuii BCeX KraccoB
noTeHumMansHOro pucka npumMeHeHusi. MnaH cbopa v aHanmM3a AaHHblX No 6e3onacHocT U 3PdEKTUBHOCTMU
MEeOMLIMHCKMX U3AENNUA Ha NOCTNPOAAXKHOM aTarne MOXeT NpefycMaTpmuBaTh Takme cnocobbl MONy4YeHUs AaHHbIX, Kak,
HanpumMep, OT3bIBbl NOTpebutener 06 onbITe NPUMEHEHNS MEONLIMHCKOTO M3AENWS, aHKeTMpPOBaHMe Nonb3oBaTenew,
3anncu pesynbTaToB YCTHbIX OMPOCOB W Apyrve ¢opMbl U OTYETbl B COOTBETCTBUMM C [AOKYMEHTUPOBAHHOW
npoueaypon obpaTHol CBs3N ¢ NoTpebuTenemM, NpeayCMOTPEHHOW CUCTEMON MEHE)KMEHTa KayecTsa npeanpuaTus.

B nnaHe cbopa ¥ aHanmM3a pfaHHbix no 6Ge3onacHoCcTM U 3PEKTUBHOCTU MEOMUMHCKUX WU3Oenui Ha
NOCTNPOLAXKHOM 3Tarne Takke yKa3blBatoTCA CPOKU NPOBEAEHUSA BCEX MEPOMNPUATUNA.

MnaH cbopa 1 aHanu3a gaHHbIX N0 6e30nacHOCT U 3PPEKTUBHOCTU MEANLIMHCKUX U3LAENUI ANA OMarHOCTUKU
in vitro Ha nocTnpogaXxHoM JTane MNpMMEHUM ANs NOATBEPXKAEHUST WX aHANUTUYECKOW W KIMHUYECKOW
3P PEKTUBHOCTU;

30) ookyMeHTbI, noATBeEPXKAALME Pe3ynbTaThl UCMbITAHUA MEOULIMHCKMX U3AENUIA B LENsX YTBEPXKAEHUs Tuna
CcpeacTB M3MEPEHUI (B OTHOLLEHUN MEOWLIMHCKNX U3AENUIA, BKIMIOYEHHbIX B NepeYeHb BUAOB MEOULMHCKUX U3OENUA,
noanexawnx OTHECEHVIO MpU KX perucTpauum K CpeacTBam W3MepeHwun, yTBepXkaeHHbii PeweHnem CoBeta
EBpasuiickon akoHomu4deckon kommuccum oT 12 depansa 2016 r. Ne 42) (npu HeobxooumMoCTu) - OOKYMEHTbI CO
cBedeHUsiMM O pe3ynbTatax MpOBEAEHUS MWCMbITAHUWA, BblAAHHbIE  OPraHM3auusMK,  YMOSTHOMOYEHHbLIMU
(HOTUPMLMPOBaHHBIMM) B COOTBETCTBUM C 3aKOHOAATENbCTBOM rOCy4apCTBa-yrieHa Ha MpPOBEAEHUE WCMbITaHUN
CPeACTB U3MEPEHUIA.

7. JOKyMeHTbI, ykasaHHble B nognyHktax 2 - 4 n 6 nyHkTa 6 Hactoawmx MeTtoauuyeckux pekomeHaauuw,
3aBEpSIIOTCS B COOTBETCTBUM C MEXAYHAPOAHbIMU HOpMaMy 3aBEPEHUSI UM HOPMaMW 3aBEPEHUS], YCTAHOBMNEHHbLIMMN
B COOTBETCTBMM C 3aKOHOAATENLCTBOM pedhepeHTHOro rocygapcrea.

B cTpaHax - yyacTHuMuax KoHBeHLMU, OTMeHsiiolen TpeboBaHMe neranusaumyM MHOCTPaHHbIX oduLManbHbIX
OOKYMeHTOB, OT 5 okTabpsa 1961 roga, Ha AOKyMeHTax AOMMKeH ObiTb MPOCTaBMeEH anocTuib, B CTpaHax, He
ABNALUXCA YYACTHUKAMM YKa3aHHOW KOHBEHLUWUWN - AOKYMEHTbl AOMMKHbI ObiTh Nerann3oBaHbl Yepe3 KOHCYIbCKue
Ccnyx0bl (HOTapuanbHO 3aBepeHbl), B CTpaHax - yvacTHMuax KOHBEHLMM O MpPaBOBOW MOMOLUM U MPaBOBbIX
OTHOLLIEHMAX MO rPaXK4aHCKNM, CEMEVHBIM 1 YrONMOBHBLIM Aenam oT 22 gHeaps 1993 rofa - HoTapranbHO 3aBEpPEHbI.

8. [lokyMeHTbl, ykadaHHble B nognyHktax 1, 7 - 16, 19 - 27 un 29 nyHkta 6 HacTtoswmx MeTtoguyeckux
pekomeHaauui, 3aBepsanTcs NpoussBoanTeneM (ero ynonHOMOYEHHbIM NPEACTABUTENEM).

9. Mpu npepocTaBneHNM LOOKYMEHTOB PEMMCTPALMOHHOIO [OCbe B 3MeKTpoHHOM Buae (nubo B Buae
3MEKTPOHHbIX KOMWUIA JOKYMEHTOB) OHM OOMKHbI COOTBETCTBOBATL CrieAyoLwmnm TpeboBaHnaM:

a) OKYMEHTbI, yKa3aHHble B nognyHkTax 1, 7 - 16, 19 - 29 nyHkTa 6 HacToawmx MeToanyecknx pekoMmeHaauum,
OOJIMKHbI ObITb NpeacTaBrneHbl B oopmate *.pdf ¢ TEKCTOBLIM CMOEM C BO3MOXHOCTbIO BbIAENEHUSA U KOMUPOBaHUS
©OnoKOB, a TaKke OCYLLECTBIIEHNSI MOUCKA;

0) OOKYMEHTbI, yKa3aHHble B nognyHkTax 2 - 6, 17, 18 u 30 nyHkTa 6 HacTosAwmx MeToanyecknx pekomeHgaumn,
OOIMKHbI ObITb NpeacTasneHbl B popmate *.pdf ¢ paspelwleHnem He meHee 300 dpi;

B) pa3mep ntoboro 13 annos permcTpaumoHHOro 4ocke He AormkeH npesbiwatb 100 M6 cornacHo [Npasunam
3MEKTPOHHOr0 0bMeHa AaHHBbIMU B MHTETPUPOBAHHOW MHOPMALMOHHOW CUCTEME BHELLHEN U B3aMMHOW TOProBmu,



yTBEpXAeHHbIM Peluenvnem Konnernv EBpasniickoin akoHoMu4eckor kommceum ot 27 aHeapsa 2015 r. Ne 5. B cnyyae
MPeBbILEHNS YKa3aHHOro pasMepa AonyckaeTcs pasfeneHve JOKYMeHTa Ha HECKONbKO alinos;

r) BCe [AOKYMEHTbl PEerucTpauvoHHOrO [OCbe 0053aTenbHO [OMKHbI MMETb PEeKBU3UT «Aarta  BblAauu
AOKYMEHTa».

MPUNOXEHWE Ne 1
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MPUNOXEHWE Ne 2

K MeToan4eckuM pekomeHaaumsm

MO COAEPXKaHMIO U CTPYKTYpe

[LOKYMEHTOB PErMcTpaLyoHHOro 0Cbe MEAULMHCKOrO U3henus

YKA3AHUA
no nNpeAcTaBlIeHUIO CBeAEHUI B OTYeTe O KIIMHUYECKOM Aoka3saTenbcTBe 3¢hpekTMBHOCTU U 6e30nacHOCTU
MeAULMHCKOro nsgenus

|. O6LwwKre nonoxeHus

1. OTYeT 0 KMMHMYECKOM [AoKasaTenbcTBe 3PEKTUBHOCTU U Ge30MacHOCTM MeOULMHCKOTO M3Aenusa OorKeH
coaepxaTb UHPOPMALIMIO O KMMHUYECKOW 6e30MacHOCTU 1 3EKTUBHOCTA MEAULMHCKOTO U3Aenus, OCHOBAHHYO Ha
BCEX UMEILUMXCA KIMMHUYECKUX AAHHBIX O MeOULMHCKOM U3OEenvn, U MOXET COCTOSTb U3 HECKOMNbKUX pasaenos (B
cnyyae, ecnv KnMHUYeckne AaHHble NofyyYeHbl pasHbIMU MeToaamm).

MponssoauTenb CaMOCTOATENBHO OMpeaenseT nepeyeHb pasferioB oTyeTa O KMMHUYECKOM [oKasaTenbCTBe
3 HEKTMBHOCTU M 6e30MacHOCTY MEAMULMHCKOrO M3OeNnus MUCXoAs M3 MPUMEHEHHBIX MM METOAOB MONyYeHUs
KINMUHUYECKMX OaHHbIX.



2. B KNMHMYeCcKMX AaHHbIX O MEAMLMHCKOM U34eNUn AOMKHbI ObITb yYKa3aHbl CPOKW, Lienu U 3agadun npoBeaeHust
KMUHMYeCcKnX nnMbo KNMHUKO-nabopaTopHbIX WUCMbITaHWM (MCCefoBaHWi), rpynnbl NaUMeHToB, KpuTepun BbiGopa
NauneHToB, BbISIBNIEHHbIE B XO4€ KIMHWYECKMX MO0 KNMHWMKO-NabopaTopHbIX WCMbITaHUA  (MCCneqoBaHui)
HebnaronpusATHble COObITUSA (MHUMAEHTBI), BUA NMPOBEAEHHbBIX UCMbITaHUI (HanpyuMep, UCMbITaHNs, NPOBEAEHHbIE B
uenax peructpaumm nmubo NpoBeAEHHble Ha MNOCTPErncTpauyMoHHOM 3Tane Ha TeppuTopusX rocyAapcTs, He
ABNAWKUXCA YneHamu EBpasuiickoro akoHomwmyeckoro coto3da (ganee - Cotosd)), NonyyYeHHble cTaTUCTU4eckune
AaHHble KIMMHMYEeCKUX Nbo KNMHUKO-NabopaTopHbIX UCMbITaHUIA (MCCreaoBaHuin), maTtepuarnsl U MeToabl, KOTopble
ObinM  MCMoONb30BaHbl B XOA4E  KNWHUYECKMX §NMBO  KNMHWKO-NabopaTopHbIX MCMbITaHUA  (MccregoBaHuin),
HaMMEHOBaHUS MeAMLMHCKMX OpraHu3auuii, B KOTOPbIX NMPOBOAUNUCH KIUHUYECKne nnbo KNMHWKO-nabopaTopHble
ucnbiTaHns (nccnegosaHns), U apyras MHdopMaums B COOTBETCTBUM C MeXAyHapoAHbIMM TpeGoBaHWAMK MO
Hagnexallen KIMHUYEeCKOon NpaKkTuke.

3. K KnNMHMYeCcKMM JaHHbIM O MEeAMLIMHCKOM U3Aenuu, NOMy4YeHHbIM B pesynbTaTe MpPOBeAeHUs KITUHUYECKNX
nmMbo KNMHWKO-NabopaTopHbIX UCNbITaHW (MccneposaHnii) B Colo3e B COOTBETCTBMM C [IpaBuiamy nposBedeHus
KMUHNYECKMX W KIMHUKO-NabopaTopHbIX WUCMbITaHUA (UCCnefoBaHuin) MeOMUMHCKUX W3Aenuin, yTBepXAeHHbIMU
Pewennem CoseTa EBpasuiickont akoHOMM4eckon kommceun ot 12 dpespansa 2016 r. Ne 29, gorkHbl npunaraTtbes
nporpaMma KnmH1U4eckoro Nnbo KNMHMKO-nabopaTtopHOro UCNbITaHUS (MCCrefoBaHUs) U OTYET O KIMUHUYECKOM fnbo
KNWHWKO-TabopaTopHOM UCMbITaHWUM (MCCnefoBaHUn) MEOULIMHCKOTO U3Aenus.

4. OT3bIBbl MEAULIMHCKNX OpraHm3aumin o6 onbiTe NpUMEHeHUs MegULMHCKOro usgenuns 6e3 npegocTtaBneHns
KIMUHWYECKNX AaHHbIX O MEOAULMHCKOM U3AEeNnn B COOTBETCTBMU C MEXAYHapOoAHbIMKU TpeboBaHNAMN He MOryT BbiTb
NpPU3HaHbl B Ka4ecTBe Aoka3aTenbcTea apdeKTBHOCTM 1 6e30NacHOCTU MEANLIMHCKOTO U3fenus.

Il. KnuHnyeckue gaHHble 0 MEAULIMHCKOM M3AeNun, NoNny4yeHHbIe
npu NpoBeAeHUMN KIIMHMYECKMX UCNbITaHUM (MccnegoBaHU) MeAULIMHCKOrO U3aenusa unm npuv npuMeHeHnmn
MeAMLMHCKOro usfenusi B rocygapcrBax, He ABNAKOLWMXCA YneHamu Corlosa

5. KnuHuuyeckve aaHHble O MeOULUMHCKOM M34Eenuu, MofyvyeHHble Npy NPOBEAEHUN KITUHUYECKUX UCTbITaHUNA
(nccnepgoBaHWin) UNKU NpY NPUMEHEHUN MEAMLMHCKOTO U3enns B rocyaapcTeax, He sinsiowmxca YneHamm Cotosa,
MoOryT ObiTb NpeAcTaBneHbl B OTYETE O KIMHUYECKOM [oKa3aTenbcTBe 3addeKTMBHOCTM U HGeszonacHocTh
MEeLMLMHCKOro u3genusa anga aokasartenbctBa 3deKTUBHOCTU M 6e30MacHOCTU MeAMLMHCKOro u3genus B crydae,
ecnn Takue AaHHble MoATBEPXKOAT 3P(PEKTUBHOCTL U 6Ee30MacHOCTb MEAMLMHCKOrO M3Oenusa no nokasaHusam K
MELMLMHCKOMY MPUMEHEHUIO B COOTBETCTBUM C HA3HaAYE€HMEM MeauUMHCKOro msgenus. KnuHudeckue AaHHble O
MELMLMHCKOM U3aenuu, norydeHHble Npy NPOBEAEHUN KIMMHUYECKMX UCMbITaHUIM (MCcrieqoBaHuin) B rocyaapcTeax,
He saBnswwmMxca yneHamm Coto3a, NpefocTaBrsieMble 3asiBUTENIEM B OTYeTe O KIMHWYECKOM [oKasaTenbCTBe
acpdekTBHOCTN N GE30MacHOCTM MeOMLMHCKOrO M3LEenusi, NPU3HaKTCS YNONTHOMOYEHHBIM OpraHoM (3KCMepTHOW
opraHunsaumen) B Ka4eCTBE UCTOYHMKA KITMHUYECKMX OAaHHBIX O MEAULIMHCKOM U3L0ENUW B Cry4Yae BbIMONTHEHUS OOHOTO
U3 CNeayoLLmMX YCIOBUNA:

a) KNMHUYEcKMe AaHHble MOoATBepXAeHbl NybnvkauusMu B CNeLuanv3vpoBaHHbIX XypHanax unm otvyeTamu
BcemupHol opranusaumy 34paBOOXpaHEHUss MO nporpaMmMe  KOHTpomns 6GesonacHocTM M aPdEeKTUBHOCTU
mMegnumHckmx usgenun («The WHO prequalification project»), pasmelueHHbiMn Ha canTe BcemnpHoln opraHmnsaumm
30paBoOXpaHeHns B UHOPMAaLMOHHO-TENEKOMMYHMKALMOHHOW ceTn «HTepHeT».

K cneuvanuanpoBaHHbIM  XXypHamam  OTHOCATCA  Nobble  XKypHamnbl  MEXAYHapoOHOro  YPOBHS,
cneuvanusmpyowmecs B o6nactm MeguUMHCKOro NPUMEHEHUS PETUCTPUPYEMOrO MEAMLIMHCKOIO U3Oenus, a Takke
nybnvkaumMn Ha MexayHapoaHbix BeG-pecypcax M B 6asax gaHHbIX B obnactv 3gpaBooxpaHeHust (Hanpumep,
Medscape, Medline, Pubmed, new England Journal of Medicine). TMybnukaumm [OMKHbI OTHOCUTBLCS K
perucTpvpyemMomMy MeAVLUHCKOMY W3[Eenuio M Mo3BofsiTb oueHuBaTb ero. [lpegocTaBneHue nybnukauui o
TEXHONOMMN NPUMEHEHUS MEOULMHCKOro m3genusa (Hanpumep, O NPOBEAEHMU CTEHTUPOBaHUA, PaamMOnorm4eckomn
Tepanum n T. A.) BMeCTO nybnukaumi 06 OLEHKe KOHKPETHOro PerncTpypyemoro MeaMUMHCKOro u3genwvs
HeJonycTuMo;

0) npencTaBneHbl pe3dynbTaThl NPOBEAEHUST KIMMHMYECKMX UCTIBITAaHUIA (MCCrnefoBaHuin) MeguUUHCKOTo N3genus
B COOTBETCTBUM C pekomeHpaumsmu MexayHapogHoro dopyma perynsitopoB meavuuHckux msgenuii (IMDREF).
lMpoBeaeHHble  KMUMHWYECKME  UCMbITAHWA  (UCCredoBaHUsl)  MEOULUMHCKOrO  M3Oenust  OOMKHbl  MO3BONSTh
BEpPUULMPOBATL NX COOTBETCTBME MEXAYHAPOAHbIM TpeboBaHMSAM.

lll. KnuHuyeckne gaHHble 0 MeAULIMHCKOM M3AeNUU, SKBUBANeHTHOM pPerucTpupyemMomy MeauLmuHCKOMY
u3genuio

6. KnuHunyeckue paHHble O OPYroM MEAMUMHCKOM M3AenMu MoryT ObiTb MPUHATbI K PacCMOTPEHUIo
YNONIHOMOYEHHbLIM  OpraHoM  (3KCMEPTHOW OpraHusaumen) B KadecTBe [okasaTenbcrBa IPEEKTUBHOCTN W
6e30nacHOCTM  perucTpyupyeMoro uK3genust TOMbKO MpW  MPeACTaBNeHUM 3asiBUTENeM [oKasaTenbCTB  ero
SKBMBANEHTHOCTU PEerucTpupyemMomy MeauLMHCKOMY M3OEenuio nyTem OOHOBPEMEHHOrO BbINOMHEHUS CReayoLmx
YCMNoBUI:

a) paccMaTpuBaeMble MEAULMHCKME U3AENNS UMEIOT OAMHaKOBOE HasHayeHue;

6) TexHuyeckne u OBuoONoOrMyeckMe XxapakTepuUCTUKM paccMaTpyvBaeMbIX MEAVMLMHCKUX W3OAENui SBMSITCA
O[IMHAKOBbLIMU B TOW CTEMEHW, KoTopas rapaHTupyeT OTCYTCTBME PasNNyuuMi B UX KIMUHUYECKOW 3(PPEKTUBHOCTU U
6e3onacHocTL.

7. OKBUBaNeHTHOE MeaMUMHCKOoe U3fenuve, KIMHMYeckne daHHble O KOTOPOM MCNonb3ylTcs A5t 06ocHOBaHUSA
KNMUHW4eckon 6GesonacHoCTM M 3PEKTUBHOCTN PErMCTPUPYEMOrO MEAULMHCKOrO M3denusi, MoxeT ObiTb He
3aperncTpupoBaHo B rocygapcrBax - uneHax Coto3a (ganee - rocygapctso-uyneH). lpu atom Ans Takoro



3KBMBANEHTOro MeOMUMHCKOro U3aenvst npeaocTaBnseTcs KOnua perncTpaumnoHHoro yaoctosepeHus (ceptudukara
CcBOOOAHOV MpoAaXu, cepTUdMKaTa Ha IJKCMOPT), BblJAHHOTO B CTpaHe NpOM3BOAWTENs, C NpeacTaBreHuem
nepeBoAa Ha PyCCKUI Si3blK.

TpeGoBaHusi K 0O0beMy M CTeNeHu AeTanusauuy KIUHUYECKUX AaHHbIX, MONYYeHHbIX AN 3KBUBAINEHTHbIX
MEAULMHCKUX U3OENUI, Te XKe, YTO U AN KIIMHUYECKMX AaHHbIX PErMcCTpUpYeMoro MeauUmMHCKOro nsaenvsi.

8. KnuHuyeckue [OaHHble O MEAMUMHCKOM W3AENUW, OSKBMBANEHTHOM PErMcTpupyemMomy MeavLMHCKOMY
M3Oenunio, OOMKHbI COOTBETCTBOBATL YCTAHOBMEHHbIM B pamkax Colo3a TpeGoBaHUAM K KMMHUYECKUM AaHHbIM O
MeaULMHCKOM U3Oeniu.

9. KnuHuMyeckue [OdaHHble O MEAMLMHCKOM W3AENUW, OSKBMBANEHTHOM PErMcTpupyeMomy MeamLMHCKOMY
n3aenuio, NoslydeHHble Npy NPoBeAeHUN KIMMHNYECKUX UCTIbITaHUI (MCCrefoBaHuin) B rocyaapcTBax, He ABMNSOLLMXCS
yneHamu Coto3a, JOMKHbI COOTBETCTBOBaTb TPEGOBAHMSIM, YCTAaHOBIEHHBIM pasfernoM |l HacToSLWero 4oKyMeHTa.

IV. KnuHuyeckue AaHHbIe 0 MEOULIMHCKMX U3AEeNUsX KNaccoB NOTEHUMaNbLHOro pucka npumeHeHus 3, 26
M UMMNAHTUPYEMbIX MeAULUHCKUX U3aenusax (3a UCKIYeHNneM MegULMHCKUX U3aenun ans AMarHoCTUKM in
vitro)

10. OOGocHOBaHME KINMHMYECKON 3PPEKTUBHOCTM U ©Oe30MacHOCTM MEAMLUMHCKUX W3OENMn  KiaccoB
NOTEHUMAnbLHOro pucka npumeHerns 3, 26 N UMNNAHTUPYEMbIX MEAULMHCKUX U3AENWn AOMMKHO OCHOBLIBATLCS Ha
KMUHWYECKNX AaHHbIX O MEAMLMHCKOM W3AEenuun, MOMyYeHHbIX NpU MPOBEAEHUM MHOMOLIEHTPOBBIX KIMHUYECKUX
ucnblTaHni (MccnegoBaHun).

PesynbTaTbl KNMHUYECKMX UCMbITAHWI (MCCneaoBaHuii), koTopble 6binu nposeaeHsl 4o 1 aHBaps 2016 r. (no
Aarte nocnegHero Bu3WTa MNOCredHero nauveHta unum cybbekTa WChbiTaHus (MccnefoBaHus)) Mnu npoaornkanv
BbIMNOMHATLCA MO cocToAHuio Ha 1 aHBapa 2016 r. (NMpy 3aBeplleHHOM Habope nauueHToB) Ha TeppuTopum
rocygapcrtsa-yneHa, MoryT 6biTb NMPUHATLI K PACCMOTPEHMIO YNONMHOMOYEHHBIM OPraHoM (9KCMepPTHOW opraHu3aumen)
nMpu YCNOBWMW, 4YTO TakMe KIMHUYECKME WCMblTaHWusa (MccnefaoBaHns) Obinv nNpoBedeHbl B COOTBETCTBUM C
3aKoHoAaTenbCTBOM JTOrO rocygapctea-yneHa. lMpu 3ToM MeAuUMHCKME OpraHu3aumun, B KOTOPbIX MPOBOAMIUCH
KMUHWYECKMe  UCMbITaHUs  (UCCNeAoBaHWs),  [OOIMKHbI  COOTBETCTBOBaTb TpeboBaHMAM  3akoHogaTenbCcTBa
rocygapctBa-yneHa, Ha TeppuTOpuMM KOTOPOro MPOBOAMIMCL KIWMHUYECKME UCMbITaHus (MccrnedoBaHus), U
HeobA3aTenbHO AOMKHbI ObITb BKMKOYEHbl B €AMHBbIN PeecTp YNOMHOMOYEHHbIX OpraHu3auvin, UMeroLMX npaBo
NPOBOAUTbL MCCMNEAOoBaHWSA (UCMbITAHWSA) MEOULMHCKUX M3Oenui B uensx ux peructpauun. PesynbTaTtbl Takux
KMWHNYECKMX UCMbITaHWUN (MCCneaoBaHui) AOMKHbLI ObiTb OPOpMNeHbl B BUAE OTYeTa O KIMHWUYECKOM UCMbITaHuu
(nccnepoBaHMM) MEQULIMHCKOTO M34enus B COOTBETCTBUM C 3aKOHOA4ATENbCTBOM rocyAapcTBa-yneHa, Ha Tepputopum
KOTOPOro OHW MPOBOAWMUCE, U YTBEPXAEHbl KOOPAMHATOPOM-UCCneaoBaTeneM.

PesynbTaThl KNMHUYECKMX UCMbITAHWIA (UCCnefoBaHuii), KoTopble Obinu npoBefeHsbl o 1 sHBapst 2016 r. (no
AaTe MocrnegHero BM3WTa MOCMeQHero nauueHta unu cybbekta ucnblTaHus (MccrefoBaHusl)) UM NPOJOIMKaIm
BbIMOMHATECA MO COCTOSIHWMIO Ha 1 AHBaps 2016 r. (Mpu 3aBeplieHHOM Habope nauMeHTOB) Ha TEePpPUTOPUAX
rocyaapcTs, He aBnsowmxcs YneHammu Coto3a, MOryT GbiTb MPUHATBHI K PACCMOTPEHMIO YNIONTHOMOYEHHBIM OPraHoM
(3KCnepTHOW opraHusaumen) Npu ycrioBum, YTO TakMe KIMHUYECKNe UCMbiTaHus (uccneqoBaHus) 6binv npoBeaeHsl B
COOTBETCTBMM C pekoMeHaauusmu MexayHapogHoro dopyma perynatopoB mMeguumHckmx usgenun (IMDRF) un
YyTBEPXAEHbI KOOPAMHATOPOM-MCCIefoBaTENEM.

PesynbTaThl KMMHUYECKMX MCNBbITAHUIA (MCCreoBaHnn), MHULMMPOBaHHLIX nocrne 1 aHeapsa 2016 r., moryT GbiTb
NPUHATBI K PACCMOTPEHMWIO YNONTHOMOYEHHBIM OpraHoM (3KCNEepTHOW OpraHv3aumein) Npu ycrnoBun, YTO KIMHUYECKMe
ucnbiTaHns (nccrnegoBaHus) OblNy NPOBEeAEHbI B COOTBETCTBUM C [1paBuiamu NpoBeAeHUst KIMMHNYECKUX U KITMHWKO-
nabopaTopHbIX MWCMNbITaHWN (UCCNeOoBaHWN)  MEeAVMUMHCKMX  u3genui, yTBepxaeHHbiMn PeweHvem CoseTa
EBpasuiickon akoHoMmn4yeckon kommcemm oT 12 doeBpana 2016 r. Ne 29, npu 3TOM 04HO U3 KITMHUYECKNX UCNbITAHUIA
(nccnepoBaHuin) OMKHO ObITh NPOBEAEHO B OAHOM M3 rOCyAapCTB-YIIEHOB.

11. Ons mMeavMuuHCKMX M3Oenuin Knacca nOoTEeHUMAanbHOro pucka npumeHeHus 3, 26 M MMMnaHTUpyeMblxX
MELMLMHCKMX U3aennuii B OTYET O KNMHMYECKOM JoKasaTenbcTBe 3hhekTMBHOCTM U 6e30MacHOCTM MeaULMHCKOro
U3aenusa BKMKYaeTCs MnraH MNOCTPErucTpaumMoOHHOIO KITMHWYECKOrO MOHMTOPUHra B COOTBETCTBMM C [lpaBunamu
npoBefeHns MOHWTOpWMHra 6e3onacHocTu, KadecTBa M 3MEMEKTUBHOCTU MEAULIMHCKUX WU3AeNui, YTBepXKOEeHHbIMM
PeweHnem Konnerun EBpasvinckon 3koOHOMUYECKOW komwmccum oT 22 pekabpsa 2015 r. Ne 174 (panee - lNpaBuna
npoBeaAeHNs MOHUTOPWHrA).

MnaH NoCTperycTpauMoHHOrO KIMHUYECKOro MOHWUTOPWMHIa AOMKEH codepXaTb WHdOopMauulo U cBeaeHus,
yCTaHoBneHHble nyHkTom 21 MNpaBmn NnpoBegeHUA MOHUTOPUWHTAa.

B nmaHe noCTperncTpaumoHHOrO KIMHWYECKOr0 MOHUTOPWMHIA TakkKe YKasblBalOTCA CPOKW €ro NpoBeAeHWs.
OT4yeTbl O MOCTPErMCTPaLMOHHOM KIMHUYECKOM MOHMTOpUHre 6esonacHoCTM U 9PHEKTUBHOCTN MELMLMHCKMX
W3denuin, npegocTaBnsieMble B COOTBETCTBMM C [IpaBunmamu nNpoBeOEHUS MOHUTOPWUHra, OLeHMBATCH
YNONTHOMOYEHHBIM  OpraHoM  (9KCMEepTHOW opraHv3auuen) Takke Ha npeaMeT WX COOTBETCTBUS  NNaHy
NOCTPErMCTPaLMOHHOIO  KIMMHWUYECKOTO MOHWTOpuHra. [py HeobxoAMMOCTM B nnaH MOCTPErMcTpaLmoHHOro
KMUHWYECKOTO MOHWTOPMWHIra MOryT BHOCWUTBCS WM3MEHEHWs B pamKkax akTyanu3auuy AaHHblX, coaepXaliuxcsi B
perncTpaLnoHHOM A0Che.

V. KnuHnyeckne gaHHble 0 MEAULIMHCKUX U3OEeNUsaX ANSA AUarHoCTUKM in vitro

12. B OTHOLLEHUN MEOULIMHCKUX U3aennin Ana ouarHoCTUKM in vitro He aBnseTca ob6a3aTenbHbIM:

npoBeaeHne MHOMOLIEHTPOBbIX KITMHUKO-N1abopaTopHbIX UCTbITAHWIA (MCCnegoBaHum);

B Crny4ae NpoBeAeHNs1 MHOTOLIEHTPOBbIX KIMMHUKO-abopaTopHbIX UCMbITAHWI (MCCnefoBaHWi) - NPOBOAUTL UX B
OQHOM M3 rocy4apCTB-YSIEHOB.



MponsBoguTens BnpaBe NPOBOAMTL MHOMOLEHTPOBLIE KMUMHMKO-NTAabopaTopHble UCMbITaHMS (MccrefoBaHus)
MeONLMHCKNX N3OeNUA Ons AUarHoCTUKM in vitro.

13. [lna pokasartenbctBa 3PEKTUBHOCTN M 6E30NacHOCTM MEAMLMHCKUX M3Oenuin Ans OuarHoCTUKM in vitro
KnaccoB MOTEHUManbHOro pucka npuMMeHeHust 26 1 3 OOCTAaTOYHO MPOBECTM KITMHWUKO-NabopaTopHble UCMbITaHUSA
(nccnepoBaHWs) B OOHON MEAMLMHCKOW OpraHM3aumu.



