O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29

CrpaHuua 1

KONNErMs EBPA3UIACKON 3KOHOMUYECKO KOMUCCUN
PEKOMEHAALMNSA

oT 8 okTAGps 2019 ropga N 29

o

MeToanueckux pekoMeHAaUUAX No coaepXaHUIo U CTPYKTYpe AOKYMEHTOB PEerncTpaunoHHOro 4ocbe MeAULIMHCKOTOo u3aenus
Konnernsa EBpasmninckoii 3kOHOMNYECKO KOMUCCUN B COOTBETCTBMU CO

ctarbein 31 [loroBopa 0 EBpasninckom aKoHOMUYecKoM coro3e oT 29 mas 2014 roga u

cTatbeit 4 CornalleHnst 0 eAuHbIX NpUHUMNax 1 npaBuaax obpalleHns MeANLNHCKUX U3aennin (u3genvii MeauuMHCKOro HasHayeHUss U MeAULMHCKON TEXHUKM) B pamkax
EBpa3ninickoro akoHoMmn4eckoro cotosa o1 23 aekabpsa 2014 roga,

B LENSAX YCTaHOB/EHWUS eanHO06pasHbIX MOAXOA0B NPU perucTpauun MeauLMHCKUX W3AeNniA K PerucTpauuMoHHOMY A0Che, COAEPXaHuio W CTPYKType [O0KYMEHTOB,
COAEPXALLMXCS B PEMUCTPALMOHHOM [10Cbe,

peKoMeHAyeT rocygapcTeam - uieHam EBpasuiickoro aKOHOMUUYECKOrO COto3a C AaTbl ONy6/IMKOBAHUS HacTosILEel PekomeHaaumm Ha odouumanbHOM calite EBpasuiickoro
3KOHOMMUYECKOr0 COH3a NPUMEHSATbL MeTonMueckne peKoMeHaaUun Nno CoaepXXaHuio 1 CTPYKTYpPe AOKYMEHTOB PEerncTPaLMOHHOIO 40Cbe MEAULIMHCKOIO N3Ae/nsi COrNacHo

NpuUaoXeHuto.

MNpeaceparens

Konnerun EBpasniickoit
39KOHOMMYECKOW KOMUCCUN

T.CapkucsH

MpunnoxeHve

K PexomeHpaumn Konnerun
EBpasuiickoii 3KOHOMUYECKOIN KOMUCCUM
oT 8 okTA6psA 2019 roga N 29

MeToguueckue peKoMmeHgaLUn No CoaepPKaHuio U CTPYKTYpe AO0KYMEHTOB PerucTpayMoHHOro A0Che MeAULVNHCKOro nusgenus
I. OGLMe NosIoXKeHnA

1. HacTtoawpe MeToauueckne pekomeHgauuu paspaboTaHbl B LEAAX OKasaHWs MEeTOAMYEcKOol MOMOLLM 3asiBUTENSIM NpU MOArOTOBKE KOMM/EKTa AO0KYMEHTOB U
MaTepuasnoB A5 PperncTpaLun MeaULMHCKOro M3aenvs (aanee - permcTpaLvoHHoe A0Cbe) B COOTBETCTBUM C
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npunoxenviem N 4 k MpaBunam perncTpaumy 1 3KkCnepTnsbl 6e30NacHOCTH, kayecTsa N 3hEKTUBHOCTY MEANLMHCKMX U3AENUIA, YTBEPKAEHHbLIM

Pewenvem CoeeTa EBpasninckoin akoHOMMYecKol komuceun o1 12 doeBpasia 2016 . N 46 (nanee - MpasBuna permcrpauum).

HacTosime MeToanyeckue pekoMeHAALMN CofepXaT pasbsiCHEHUS TPeBOBaHW K COAEPXaHMI U CTPYKTYPE JOKYMEHTOB PErMCTPaLOHHOIO AOChE.

2. Ons ueneli npuMeHeHWs HacToAWMX MeToanyecknx pekoMeHAauuid nof, CTPaHol MPOUCXOXAEHUSA MeAMLMHCKOTO W3Aenns MOHMMAEeTCs CTpaHa, B KOTOPOW
MeauUmMHCKoe n3genve 6b110 NPOM3BeAeHO v NOABEPrHYTO AOCTATOYHOI NepepaboTke B COOTBETCTBUMN C KPUTEPUSIMU, ONpeae/eHHbIMU

MpaBuiaMu onpeaeneHnst NPOUCXOXAEHUS TOBAPOB, BBO3MMbIX HAa TaMOXEHHYH TeppuTopuio EBPa3niickoro 3KOHOMWYECKOro cok3a (HenpediepeHumnanbHbIMU
npasuaamun onpeaeneHns NPONCXoXaeHns ToBapoB), YTBEPXOEHHBbIMA

Pewennem CoBeTta EBpa3uniickor akoHoOMUYeckor komuccum ot 13 nona 2018 1. N 49.

VHble nOHATMA, UCNONb3yemble B HACTOAWMX MeToguyeckux pekoMeHJaumsax, MPUMEHSAITCA B 3HAYeHUsX, OMNpefeNieHHbIX akTamy opraHos EBpasuiickoro
3KOHOMMYECKOr0o coto3a (fasnee - Cor3s) B chepe 06palleHns MeguLMHCKUX U3LENNIA.

Il. TpeGoBaHuUs K COAEePKaHUIO U CTPYKTYPe AOKYMEHTOB PErMcTPaLyMOHHOrO 40Che MeAULMHCKOro u3genus

3. [Ana aKcnepTu3bl M perucTpauunm MeauLMHCKOTO W3fenvsl 3asiBUTeNb MpefocTaBnser (HanpasnseT) B YNOSHOMOYEHHbIi opraH (3KCMEpPTHYH OpraHm3auuio)
pedepeHTHOro rocyaapcTea crieaytoLme AoKYMEHTbI:

1) permcTpaumoHHoe A0Cbe Ha 3M1eKTPOHHOM HocuTene. B ciyyae ecnm 3akoHoAaTeNbCTBOM rocyAapcTBa - YneHa Cotosa (gasnee - rocyapcTBo-4/eH) He npeaycMoTpeHa
BO3MOXHOCTb O(DOPM/IEHUS YKa3aHHbIX [OKYMEHTOB B 3/1EKTPOHHOM BUAE, YNOTHOMOUYEHHbI opraH pedpepeHTHOro rocyaapcTBa BrpaBe 3anpoCcuTh Takue AOKYMEHTbI (MX Konuu)
Ha ByMaxkHOM HocuTene. MNpu 3TOM AOKYMEHTbI, NPeACTaB/IEHHbIE HA MHOCTPAHHOM f3bIKE, LO/KHbI METb 3aBEPEHHBbIV B YCTAHOB/IEHHOM 3aKOHOAATE/TbCTBOM pedpepeHTHOro
rocyapcTea Nopsake ayTeHTUYHbIA NepeBo, Ha PYCCKUiA A3bIK.

MHhopMaLusi 0 COOTBETCTBUM CBEAEHWI, COAEPXKALLUXCS B PETMCTPALMOHHOM [OCbE, CTPYKTYPE AaHHbIX 0 MEAULIMHCKOM U3Ae/n TEXHUYECKOro chaiinia npuseseHa B

npuaoxeHnn Kk MeTtogmyecknm pekomeHgaumsam rno npoBefeHnto aKkcnepTusbl 6€e30MacHOCTHY, KayecTBa 1 3mmeKTMBHOCTVI MeANLINHCKNX VI3Q6IWII7I B Lenax nx perncrpauun

B pamkax EBpa3suniickoro 9KkOHOMMYECKOro corosa (

npuaoxeHne Kk PekomeHgaumm Konneruv EBpasmiickoin aKoOHOMUYECKOor kommccum oT 21 mas 2019 1. N 14);

2) Konuu JOKYMEHTOB, MOATBEPXAAIOLLMX OMNJIaTy SKCMEPTU3bI U PETUCTPALUM MEAMLIMHCKOTO N3AENNS B pedhepeHTHOM roCcyAapcTBe.

3aaBuTesIb HECET pacxobl HA 3KCNepTn3y 1 perucTpauuio MeauumnHCKoro U3aesnnsa B COOTBETCTBUM C 3aKOHOAATE/TIbCTBOM pecbepeHTHoro rocygapcrtea, Ha cornacosaHune
3KCNepTHOro 3aK/TNYeHUA - B COOTBETCTBUN C 3aKOHO4ATENIbCTBOM rocyaapcCTts NPU3HaHUA.
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O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29
CtpaHuua 3

4. IokyMeHTbI, yKa3aHHble B

MyHKTe 3 HaCcToSALWMX MeToaNYecknx pekomeHaalUuii, NpPeaoCcTaBIsaloTCA 3asiBUTENIEM B YTNOMIHOMOUYEHHLIN opraH (3KCMepTHY opraHu3aLmio) peddepeHTHOro rocyaapcraa
Ha 6YyMaXKHOM HocuTesle HermocpeAcTBEHHO W/IN 3aKasHbIM MOYTOBbLIM OTMPAB/IEHWEM C YBEAOM/IEHUEM O BPYYEHWUU W OMUCLIO B/IOXKEHWS /IGO0 B 3MEKTPOHHOI chopme, B TOM
ymcsie Ha 3/1eKTPOHHOM HOCUTESE, COrNacHo

Tpe6oBaHWsAM K 3M1EKTPOHHOMY BWUAY 3aBAEHWIA U [AOKYMEHTOB PErucTpalyOHHON0 A0Chbe, NPEeACTaBASeMbIX MNPY OCYLIECTBAEHWUM PErucTpauyn 1 SKCnepTu3bl
6€30MacHOCTM, Ka4ecTBa N PHEKTUBHOCTN MEANLIMHCKUX U3AENNIA, YTBEPXKAEHHbLIM

Pewennem Konnernn EBpa3uniickoii akoHoMMYeckorn kommccum ot 30 noHsa 2017 1. N 78.

3asBuTeNi0 Heo6XoAMMO O6ecneuynTb MOMHOTY, AOCTOBEPHOCTb, HArMSAHOCTL M [AOCTYNHOCTb NPEeAoCTaB/MsieMoil MHgopMaLUuM, a TakkKe OnepaTuBHOCTbL ee
npeaocTaBeHus.

OTBETCTBEHHOCTL 3a 0O0CTOBEPHOCTb I/IHCbOpMaLI.I/II/I n CBG,CI,EHI/IVI, cogepxalwunxcda B npenocrtaB/ieHHOM B yI'IOI'IHOMO‘-IeHHbIﬁ opraH (BKCI'IepTHyIO opraHmsaumo)
perncTpaumoHHOM A0Cbe, HECET 3aABUTE/1b.

5. [IoKyMeHTbl, yKa3aHHble B NyHKTE 3 HACTOSLWMX MeToanUYecknx pekomeHaauuii, NpMHMMAlOTCS YNoSIHOMOYEHHbIM OpraHoM (3KCNepTHOI opraHusaumeii) pedepeHTHOro
rocyapcTtsa o onvcK, Konnus KOTOpPoii ¢ OTMETKOI O faTe npvema yKasaHHbIX JOKYMEHTOB Bpy4YaeTcsl 3asiBUTESI0 UM HaMpPaB/IsieTcsl eMy 3aka3HbIM NMoYTOBbIM OTNPAaB/EHNEM C
yBEeAOM/IEHMEM O BPYyUYEHMUU U/ B 3NEKTPOHHOM BUeE.

6. B cocTaBe pervcTpaLmoHHOro JoCke 3asBUTENb NPEeA0CTaBSET CeyoliMe JOKYMEHTbI, NPeayCMOTPEHHbIE

npunoxeHvem N 4 k MNpaBuiam perncrpatmu:

1) 3adB/1IEHNE - 3adAB/1IEHNA O NMPOBEAEHUNN IKCMEPTN3bI N perncTtpaunm MmeanumHCKoro nsaenma no qaopmaM cornacHo

npunoxeHuam N 2 n

3 k [MpaBuaam perncrpaumny, KOTopble 3ano/HATCSA U 3aBepsIoTCS Ha 0hULMansHOM Gr1aHke (B criyyae Hasimuus Takoro 61aHka) 3asBuTenst.

B cBefieHusax o npoussoguTene (MyHKT 12 hopMbl 3asiBNEHUS O NMPOBEAEHUN IKCMEPTM3bI U NYHKT 8 hopMbl 3asiBIEHNS 0 NPOBEAEHNN perncTpaumm, npeaycMoTpeHHbIX

npuaoxeHnsamm N 2 n

3 _k [paBunam perucrpauym COOTBETCTBEHHO) CTpaHa OMNpeaensieTcs C y4eToM MecTa pPerucTpauuu npov3BoauTens, OT MMEHW KOTOPOro MeAMUMHCKOe udenve
BbINyCKaeTCs B 06palleHne Ha TaMOXeHHOI TeppuTopun Cotosa.

Mpu yKazaHWM CBEAEHWIA O NMPOM3BOACTBEHHON Nolaake (MPOM3BOACTBEHHbLIX nowaakax) (MyHKT 13 oopMbl 3asiB/IEHNS O NMPOBEAEHUM IKCMEPTM3bI U MYHKT 9 chopmbl
3asIB/IEHUS O MPOBEAEHNM PETUCTPALMN, NMPEAYCMOTPEHHbIX

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT
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kodeks://link/d?nd=563444209&point=mark=0000000000000000000000000000000000000000000000000065A0IQ%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9C%D0%B5%D1%82%D0%BE%D0%B4%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D1%80%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D0%B8%D1%8F%D1%85%20%D0%BF%D0%BE%20%D1%81%D0%BE%D0%B4%D0%B5%D1%80%D0%B6%D0%B0%D0%BD%D0%B8%D1%8E%20%D0%B8%20%D1%81%D1%82%D1%80%D1%83%D0%BA%D1%82%D1%83%D1%80%D0%B5%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%BE%D0%BD%D0%BD%D0%BE%D0%B3%D0%BE%20%D0%B4%D0%BE%D1%81%D1%8C%D0%B5%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%BE%D0%B3%D0%BE%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D1%8F%E2%80%99%E2%80%99%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D0%B8%D1%8F%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2008.10.2019%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2011.10.2019)
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npuaoxenmamu N 2 n

3 k MpaBuaam perucTpaumm CoOOTBETCTBEHHO) CrieyeT PyKOBOACTBOBATLCS NOHSATAEM "MPOM3BOACTBEHHAA NoLlaAKa", yCTaHOBMEHHbIM ab3alemM AeBATHaALATbIM

nyHkTa 3 MpaBun pernctpauuu. MNpv 3Tom nog, onpeaesnieHHbIMU CTaaMsIMU NPOU3BOACTBEHHOIO NpoLIecca NoHNMAtOTCS:

N3roTOB/IEHNE BCEro MeAMLMHCKOIO WU3AENNS UM ero OCHOBHbIX G/10KOB, KPOME OCHOBHbIX G/TOKOB, SIBMISIOLLMXCS MEAULMHCKUMMW U3OENUsAMU, 3apPerncTprpPoBaHHbIMU B
ycTaHoB/IeHHOM nopsiake B Coto3e, B TEPPUTOPUAIbHO 060C06/IEHHBIX KOMIIEKCaX, BXOASLMX B OpraHU3aLMoHHYH CTPYKTYPY NPOM3BOANTENS MEAULIMHCKOIO U3Ae/us;

n3rotoesieHne no gorosopam CO CTOPOHHUMM npownsBoguTesnem (ﬂOApFI,CI,LIVIKOM) BCero MeauLmMHCKOro mnsaenma win ero OCHOBHbIX 610K0B, KPOME OCHOBHbIX 610KOB,
ABNAKOLWMNXCA MeAULNHCKUMU N3LENNAMUN, 3aPEerMcTprMpoBaHHbIMU B yCTaHOB/IEHHOM nopsake B Cotose;

crepunmnsauna MeanumnmHCKOro nsaenmnsa;

2) [OBEPEHHOCTb OT MPOM3BOAWTENS HA MPABO MPeACTaBMEHUS MHTEPECOB MpW perucTpaummn (Npu Heo6xoAMMOCTU) - AOBEPEHHOCTb OPOPMIISETCS B COOTBETCTBUM C
3aKOHOJATENLCTBOM pedhepeHTHOro rocyaapcTea. [nsi ynosIHOMOYEHHOTO NpeAcTaBuUTeNs MPoV3BOAMTENS AOBEPEHHOCTb [O/MKHA HAafenAaTb ero npaBoM NpeacTaBsaTb
WHTEpPEChl NPON3BOAMTENSA, B TOM UMC/E, NMPU peErMcTpauuy MeanUMHCKUX N34e/nid, a Takke B YacT OTBETCTBEHHOCTU 3a 06palleHne MeauLMHCKOTo n3aenust B pamkax Cotoza u
NCMOJTHEHNA 06s13aTesIbHbIX TPe60BaHWA, NPeabABASEMbIX K MEANLMHCKAM N34e/NSIM;

3) Konusi paspeLUnTeslbHOrO JOKYMEHTa Ha MpaBo MPOM3BOACTBA B CTPAHe-NPOM3BOAUTENE C NPUIOXEHUEM (MPU HaMUMK) - BblAaHHbIA YNOTHOMOYEHHLIM OpPraHoM
[IOKYMEHT C yKasaHMeM HoMepa W AaTtbl Bblgauu, AatolMii NPaBO OCYLLECTBNAATb COOTBETCTBYIOWMIA BWA AEATENbHOCTM, COAEepXalluii cBedeHus o6 aapecax MecT
OCYLLECTB/IEHUSI COOTBETCTBYIOLLLETO BMAA AEATE/ILHOCTY (MPY HAMYMK, B C/lyYae 3akoHOAAaTe/IbHO YCTAaHOB/IEHHOTO TpeboBaHusi B CTpaHe NPou3BOAUTENS);

4) konun cepTUPMKaTOB Ha CUCTEMY MEHeMKMeHTa KadvyecTBa Mpou3BOAWTENA MeauuuHCKnx unsgenuin (MCO 13485 nnbo COOTBETCTBYHOLUMIA PErMoHasbHbIA Uan
HaLMoHaNbHbIA CTaHAAPT rocyaapcTea-yneHa) (Mpu Hamumm) - AOKYMEHThI, BblAaHHbIE Ha MMSA NpousBoauTens (MPou3BOACTBEHHON MOWAanKM), NoATBEPXAALME BHEAPEHME
npounssogutenem (MPON3BOACTBEHHON M/IOLAAKON) CUCTEMbI MEHE[)KMEHTA KauyecTBa Npy NPOM3BOACTBE MeAULIMHCKMX U34enuidi B COOTBETCTBUM C TpeboBaHUSMW CTaHAapToB,
3KBUBAJIEHTHLIX MeXayHapoaHoMy ctaHgapTty ISO 13485;

5) geknapaumsi 0 COOTBETCTBMU TPeBGOBaHMAM 6e30MacHOCTU U 3PIEKTUBHOCTA MEAULMHCKUX U3AENNIA NN SKBUBAIEHTHbIA AOKYMEHT (MPU HaNNYMK) - AOKYMEHT 60
€ro Komnusi, NoATBEPXAAOLLMIA COOTBETCTBME MEAMLMHCKOrO N3AeNns 06s3aTe/ibHbIM TPe60BaHUSIM rocyAapcTB, He ABASOWMXCS YieHamu Coto3a (HanpyuMmep, AMpeKkTuBam um
pernameHTam EBponeickoro cotsa);

6) KonNusa perncTpauvoHHOro yaocToBepeHust (cepTudpmkata CBOOOAHON Npogaxu, cepTudhrkaTa Ha 3KCMOPT (3a WCKAOYEHMEM MEOUUMHCKUX W3aenwvii, Bnepsble
Npon3BefEHHbIX HA TEPPUTOPUU rocyapcTBa-yneHa)), Bbl4aHHOIo B cTpaHe npoussoauntens (Mpu Haamumm) ¢ npegcraBneHvemM nepesoja Ha pycckuin A3bik;

7) KONUA [OKYMEHTA, YAOCTOBEPSIOLLErO PErMCTpaLMio B APYrMX cTpaHax (Mpy Hanuuvu) - npegocTaBnsercs Ans MHdopMauuyM o TOM, YTO MeauuUMHCKoe usgenuve
3aperucTpupoBaHo Ha TEPPUTOPUM APYrUX rocyaapcTB. MoryT 6biTb NpPeAoCcTaB/ieHbl CBEAEHUS O perucTpauum B ApYrux CTpaHax CO CCbIIKOM Ha UCTOUHVKM TakKux CBEAEHWI
(HanpuMep, ccbinika Ha 6a3y AaHHbIX, APYTe MacCuBbl MHDOPMaLMK, CoaepXalnecs: B MHOPMALMOHHbLIX CUCTEMAX);

8) cnpaBka Ha MeAVLUHCKOe u3fenune ¢ onvcaHvem obnactvu NpUMEHeHWs, Ha3HaYeHUs, KPaTKol XapakTepucTuki MeauLUUHCKOro U3Lenns, BapuaHTaMu UCMOTHEHWS Y
KOMM/IeKTyoLwmmMm (no hopme) - cnpasBka coctaBnseTcs no hopme, NpeaycMOTPEHHO
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O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
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npunoxennem N 4 k [NpaBunam perucrpauuu, B KOTOpOI7I OnnucCbIBaKOTCA KpaTkne AaHHble 0 MeAUMUUMHCKOM usaesimm, B TOM 4HUCe ykKa3blBaeTCA KOMMJIEKTHOCTb
MegnunHCKOro n3genua ¢ pasgesieHmemMm Ha OCHOBHbIE 6nokn (‘-IaCTI/I), NPUHaAJIEXXHOCTU, pacXogHble MaTtepuasibl, KOMNIEKTYOLWNE B COOTBETCTBUN C

Kputepusmu _pasrpaHvyeHrs 3M1eMEHTOB MeAVLUVHCKOIO W3Aenns, SIBASIOLUMXCA COCTaBHbIMW _YacTaMV _MEeAULMHCKOTO W34envsi, B LEeNsx ero perucrpauuu,
YTBEPXKAEHHBIMU

PewieHnem Konnerum EBpasninckori 3KOHOMUYECKON Komuccum ot 24 nonsa 2018 . N 116;

9) AaHHble 0 MapKMPOBKE 1 YNakoBKe (MO/IHOLBETHbIE MaKeTbl YNaKOBOK M 3TMKETOK, TEKCT MapKUPOBKM HAa PYCCKOM Si3blKE M rOCYAAPCTBEHHbIX A3blKax rocyaapcTs-
UNIEHOB) - laHHbIE NPEAOCTAB/IATCSA B COOTBETCTBUM C TPEBOBAHUAMMN K MAPKMPOBKE MEAULIMHCKOTO N3AeNnst COrnacHo

nyHkTam 58-63 n

105 O6wmx TpeboBaHuii 6e3onacHOCTY U 3MMEKTUBHOCTU MEAULIMHCKUX W3AENNiA, TpeboBaHUi K WX MapPKUPOBKE W SKCMAyaTALUMOHHOW AOKYMEHTALMU Ha HUX,
YTBEPXAEHHBIX

Pewenvem CoBeTa EBpasuiickoii akoHoMMYeckol komuccun ot 12 dieBpana 2016 r. N 27 (ganee - O6wwue TpebosaHus). Takke MOryT 6biTb NpeacTaB/eHbl
dhoTorpadmnyeckme n3obpaxeHns o6LLEro Buaa MeguLUHCKOro M3gennsa 1 NpUHaaIeXXHoCTen, Heo6XxoANMbIX A1 €ro NPUMEHEHMS MO Ha3HAYEHUIO;

10) vHdopMaumsi 0 pa3paboTke M NPOWU3BOACTBE: CXEMbl MPOLECCOB NPOM3BOACTBA, OCHOBHbIE CTaAMM NMPOM3BOACTBA, YNAKOBKA, UCTbITAHUA W MpoLeaypa Bbinycka
KOHEUHOTro NpoAyKTa - UHhopMaLsi, NpeAcTaB/IeHHas NPoM3BoAMTENeM B CBOGOIHOM dhopMe, B KOTOPOIi ONCLIBAETCSA NPOM3BOACTBEHHbIV NpoLecc (BO3MOXHO, B BUE CXEM) C
yKazaHWeM MpPOoW3BOACTBEHHOW M/owaakn (MPOU3BOACTBEHHbLIX MMOLWAA0K), a TakKe CTpaHa NPOWUCXOXAEHUs, KoTopas onpefenisieTcsl C YYeToM MecTa MPOUCXOXAEHUs
OCHOBHOIO (OCHOBHbIX) 6/10KOB MEAMLIMHCKOIO M3Aenvs B COOTBETCTBUM C lpaBuiaMu onpeaeneHns NpouUCXOX/AEeHUS TOBApOB, BBO3UMbIX Ha TAMOXEHHYIO TEpPUTOPMIO
EBpasniickoro 3KoHOMMUYECKOT0 coto3a (HenpedepeHumanbHbLIMU NpasuiamMmmy onpeaeneHns NPouCXoXaeHNsi TOBapOoB);

11) cBegeHusi 0 NpPov3BOAUTENE: HAMMEHOBaHWE, BUA, AEATE/bHOCTU, opuaNYecknii agpec, hopmMa CO6CTBEHHOCTU, COCTaB PYKOBOACTBA, NepedeHb noapasgeneHuii u
[IOYEpPHMX KOMMaHWiA C ykazaHMeM Mx cTaTyca U MosIHOMOUNIA - B KAUeCTBe TakUX CBEAEHMW MoryT 6biTh NpeAcTaB/eHbl KON AOKYMEHTa O perucTpauuy iopuanyeckoro nmua B
COOTBETCTBMM C 3aKOHOAATENNLCTBOM CTPaHbl NPON3BOANTENS, YCTaBa opraHM3auum u T.4.;

12) nHdhopmauust 0 mapkeTuHre (MCTOpusi NPWU YC/10BMM 06paLLEHNsT M3AeNnst Ha pbiHke 6onee 2 net) (Npy Hanmunn) - (NpeaocTaBiseTca ans MeanuUuHCKoro ngenns 26 n
3 KNnaccoB NOTEHLMaNIbHOr0 pucka NpMMeHeHns) nHdhopmauus, npeacrasnsemMasi B CBO60AHOM dpopme C ykazaHUEM CBEAEHWUIn O BPpEMEHU BbixoAa MeAULMHCKOro M3genns Ha
PbIHOK, O pPbIHKaX, Ha KOTOPbLIX 06paLLaeTcs MeANLMHCKOE n3genne, a Takke OPUEeHTUPOBOYHOIO CyMMAPHOIO KOIMYECTBA BbINYLLEHHbIX MEAULIMHCKMX U3AENWIA;

13) coo6LLEeHMsI 0 HECHACTHbIX C/lydyasix U 0T3biBax (MHOpPMaLMs He NPefoCTaBNseTcs A1 BHOBb pa3paboTaHHbIX U CNPOEKTUPOBAaHHbLIX MeANLMHCKAX U3AENNiA): CnncoK
HexenaTefibHbIX COGbITWUIA MM HECYACTHBLIX C/lyyaeB, CBSi3aHHbIX C MCMOMb30BaHWEM W3AENVsl, W yKasaHue nepuoda BpPeMeHW, Ha MPOTSHXKEHMM KOTOPOTo MPOUCXOAMIIN
yKa3aHHbIE C/lyyau, ecniv HeXxenaTesfibHbIX COBbITWIA CIMLIKOM MHOTO, HEOGX0AMMO NPEeA0CTaBUTL KPaTKie 0630pPbl MO KAXKAOMY M3 TUMNOB COBLITUI 1 yKa3aTh 06LLee KOJIMYECTBO
CO6bLITUIA KaXKAOrO TWMA, O KOTOPbIX MOCTYNa/IM OTYETHI, CMINCOK OT3bIBOB C PbIHKA MEAWLMHCKUX W3Aenuii u (Mnu) NosiCHUTESIbHLIX YBEAOM/IEHWIA Y ONMMCaHME noaxoda K
pPaccMOTPEHMIO 3TUX NPOBEM U UX PELLEHMIO NPOV3BOANTENSMU B KAXKAOM U3 TakMX C/ly4aeB, ONMcaHUe aHasmsa U (M) KOPPEKTUPYIOLLMX AEACTBUIA, NPEANPUHATLIX B OTBET
Ha yKasaHHble cfiyyan - (He MpeacTaBfsTCs A1 MEAULMHCKOTO W3Aenus A AWArHoCTMKM in vitro 1 knacca MNOTEHUMA/IbHOTO pUCKa MPUMEHEHUs)) AOKYMEHT O
HebnaronpusATHbIX COBBLITUAX (MHUMAEHTAX), NPOM3OLIEALIMX Ha BCEX 3Tanax o6palleHnss MeguLUHCKUX n3genunii B pamkax Cow3a M Ha TEpPPUTOPUSIX rOoCyAapcTs, He
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O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29
CTpaHuua 6

ABMSAOLWMXCSA YneHamn Coto3a, COCTaB/EHHbI NPOU3BOANTENEM B CBOGOAHOIN hopMme;

14) nepeyeHb CTaHAAPTOB, KOTOPbIM COOTBETCTBYET MEAMUMHCKOE M3genne (C ykasaHMeM CBEAEHWit O HUX) - AOKYMEHT, B KOTOPOM YyKa3blBalOTCA 0O603Ha4YeHUsA U
HaMMeHOBaHMA CTaHAapPTOB, BK/IIOUYEHHbIX B NepeYeHb CTaH4apToB, B pesysibTate NPUMEHEHUS] KOTOPbIX Ha A06POBO/IbHON OCHOBE MOJSTHOCTLIO UM YacTUYHO obGecneuvnBaeTcs
cobniogeHne COOTBETCTBUS MEAMLMHCKMX usgenuini O6wmm TpeboBaHusAM 6e30MacHOCTM U 3PMEKTUBHOCTM MEAMLMUHCKAX WU34enuii, TPeboBaHWSAM K UX MapKMpoBKE U
3KCNyaTauMoHHOM AOKYMEHTaUMM Ha HKX (

npunoxexHve Kk PekomeHgaumm Konnermn EBPa3vinckoinl SKOHOMUYECKON KoMuccumn OT 4 ceHTabpsa 2017 r. N 17), nmbo MHbIX CTaHAapToOB, KOTOPble NPUMEHSOTCS A/1s
[JoKaszaTe/ibCcTBa COOTBETCTBUA MEAMLMHCKOIO n3aenus

O6umm TpeboBaHusM. B cny4yae ecnu CtaHOapT NPUMEHAETCA He NOJ/IHOCTbIO B CBEAEHUAX O TaKOM CTaHAapTe yKa3blBalOTCA €ro CTPYKTYPHbIE 3/IEMEHTDI;

15) cBefileHUs1 0 COOTBETCTBUM MEAULMHCKOMO U3fenuns obLmm Tpe6oBaHUAM 6e30nacHOCTU U 3DEKTUBHOCTU MEANLIMHCKMX U3AENNA, TPe6OBaHMSM K UX MapKMPOBKE U
3KCNyaTauMoOHHON [OKYMEHTALMMW HA HUX - CBEEHWS], MPeACTaBsiEMblE N0 (DOPME B COOTBETCTBUM C

npunoxeHvem N 2 k O6wum TpeGoBaHusM. [lokasatesibHble Matepuasibl (4OKYMEHTbI), B TOM YKC/E MPOTOKO/bI WCMbITAHWIA (UCCNEfOBaHWA), MHOPMauMs o
COBCTBEHHbIX METoAAax (METOAMKAX) UCMbITAHWI NPUBOAATCS B KAYECTBE NPUMOXEHWI K YKa3aHHO! (hOpMe MM Kak CaMoCTOSITE/IbHbIE JOKYMEHTbI JOCbE;

16) OOKYMEHT, yCTaHaB/MBAIOLMIA TPeboBaHMSA K TEXHUYECKUM XapaKTepucTUKam MeAMLMHCKOrO M3Aenust - AOKYMEHT, COCTaB/EHHbIi NMPOM3BOAUTENEM, COAEPXalLluii
OCHOBHbIE XapaKTePUCTUKN MeANLMHCKOro n3aenus (Hanpumep, TEXHUYEeCKe YCoBus, CTaHaapTbl opraHm3aumm, cneyudunkaumn);

17) NpOTOKO/Ibl TEXHUYECKUX UCMbITAHWUIA, TPOBEAEHHbIX B LENSAX A0KA3aTENbCTBA COOTBETCTBUS
O6uwym TpeboBaHusM - (He NPedoCTaBAsIOTCA [ANs peareHToB, HabopOB peareHToB) MPOTOKO/bl UCMbITAHUI MEAULIMHCKOTO M3AEeNuUs, BblAaHHblIE OpraHu3auusiMu,

BK/IIOUEHHBIMW B €[UHbLIA peecTp YNOMHOMOYEHHbIX OpraHn3auuii, MELWMX NPaBo NPOBOAUTL UCCMEA0BaHUsS (MCMbITaHUS)) MEAULUMHCKUX U3AENWIA B UEMSX UX pernctpauuu,
0DOPM/IEHHbIE B COOTBETCTBUM C

NPUICXKEHUEM K

MpaBuiamM NpoBeAeHUA TEXHUYECKNX UCTIbITAHWI MeANLIMHCKUX U3OENNIA, yTBEPXAEHHbLIM

PeweHnem CoBeTta EBpa3uniickoi akoHOMMYecKor komuccum oT 12 doeBpasisa 2016 1. N 28;

18) NPOTOKO/bI CCNEA0BAHWIA (MCMbITAHWIA) NO OLEHKE BMOMOTMUYECKOro AeCTBUS MEeANLIMHCKOTO N3AeNus, NPOBEAEHHbIX B LIE/SX 0Ka3aTe/lbCTBA COOTBETCTBMS

O6LmMM Tpe6oBaHUAM - NPOTOKO/IbI NCCefoBaHNi (MCMbITaHWIA) MEeAMLMHCKOTO U3AENNS, BblAaHHbIE OpraHn3auusaMm, BKIHOUYEHHbIMW B €MHbIA PeecTp YNoSHOMOYEHHbIX
opraHu3aumii, UMeLLMX NPaBo NPOBOANTL UCC/eA0BaHNS (MCMbITAHWS) MEAULMUHCKUX U3AENWIA B LeNsX UX pernctpauyum, ohopmsieHHbIe B COOTBETCTBUN C

npuIoXeHreM K MNpaBmiaM NPoOBEAEHUA UCCNEA0BAHMI (MCMbITAHWUIA) C LEMBI0 OLLEHKN GUOMOMMYECKOr0 AENCTBIS MEAVUMHCKIX U3LENWNIA, YTBEPXAEHHBLIM

Pewennem CoBeTta EBpa3uiickoii 3koHOMMUYECKOi komuccum oT 16 mas 2016 . N 38.
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O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29
CrtpaHuua 7

|_|pl/l OueHKe 6uonorunyeckoro AEVICTBMH MEAMUMNHCKOIo mnsaenna pekoMeHOyeTCa MCNosib3oBaTtb a/fTOPUTM M/1aHUPOBaHUA NpoBeAEHUA I/ICC]'Ie,qOBaHI/IVI (I/ICI'II:ITElHVII7I) Cc
LEe/Ibl0 OLLEHKN 61oN0rM4eckoro ,U,eVICTBMFI MeanuUnHCKOro n3genuna cornacHo

npunoxenuro N 1.

B cnyyasix, Korga MMeroLLmMXcsl CBeieHWid 0 MaTepuanax MeanuUmMHCKOro nsaenus n (Mnm) NpUHaaNexHocTein K MeauLMHCKUM U3AEeNaM, KOHTaKTUPYHOLLMX C NOBEPXHOCTLHO
Terna yefioBeka, ero CIM3UCTbIMK 060/104KaMK, BHYTPEHHUMU CpeaamMmn opraHMamMa, A0CTaToMHO A1 [oKa3aTe/lbCTBa COOTBETCTBUS

O6Lnm TpeboBaHWAM, NPOBELEHNE UCCNEAO0BAHUIA (MCNbITAHWIA) C Le/blo OLEHKN BUOMOrMYecKoro 4ecTBuUs MeAUUUHCKMX n34enunin He Tpebyetcs. Mpu aTom 3anBuTeNb B
cocTaBe [10Cbe NpeAcTaBNseT B YNOMHOMOYEHHbI opraH (3KCMepTHY OpraHM3aumio) pediepeHTHOro rocygapcTBa OTYET MO OLEHKE 6GMONOrMYecKoro AencTBuUs, SBASHOLLMIACA
YyacTblo OT4yeTa 06 aHa/M3e PUCKOB W COAepXalliuii cBeAeHMs, 060CHOBbIBaOLIME OTCYTCTBME HEOOXOAUMOCTW MPOBEAEHUS WUCCNEA0BaHUA (MCNbITAHWIA) C LENbl OLEHKM
6G10/I0rMYEeCcKoro AencTBms;

19) OTYET O K/IMHWMYECKOM A0Ka3aTe/bCTBe 3AEKTVBHOCTM M 6GE30MAaCHOCTM MEAMLUMHCKOrO u3genus - (He npefocTaBnsieTcss ANs MEeAULMHCKOro W3genuns ans
[MarHoCTVKM in vitro 1 knacca NoTeHUMaNbHOIO pUcka NPUMEHEHUS) AO/MKEH COAEPXaTb aHa/IM3 U OLEHKY BCEX MMEIOLLMXCS KTMHUYECKUX AAHHbIX (Kak 61aronpusiTHbIX, Tak U
He6/1aronpusiTHLIX), Ha OCHOBaHMW KOTOPLIX AeNaeTcs 3ak/lUeHne O KMHUYEecKoi 6e3onacHocT U adpheKTUBHOCTM B COOTBETCTBUM C TPE6OBAHUSIMI, YCTAHOBNEHHBLIMY B

MpaBunax NPoBeAEHUS KITMHUYECKUX W KITMHUKO-1a60paTOPHbIX UCNbITAHWI (MCCrieloBaHWUIA) MeANLMHCKNX U3ENNIA, YTBEPXAEHHbIX

PeweHnem Coseta EBpa3suiickoil 3KOHOMUYECKOW kommuceun oT 12 dpeBpans 2016 r. N 29. OTYeT 0 KAMHMYECKOM AoKasatenbCTBe 3hdeKTMBHOCTU M 6e3onacHoCTH
MEANLMHCKOTO U3A4ennsa AO/MKEH NOAAEPXUBATLCA B aKTyaSlbHOM COCTOSIHUM C YYETOM AaHHbIX, MOMYYEeHHbIX B X0A4e NOCTNPOAAKHOI0 MOHWUTOPUHIa 1 (MNK) NpY NOSIBNEHNM
HOBOW NOATBEPXAEHHOW MHpopMaLMM M3 HayYHbIX NIMTEPATYPHbIX UCTOYHMKOB Ha OCHOBaHWM OMbiTa K/MHWYECKOTO NPUMEHEHUS MeAMUMHCKOTO W3enus, Kkacatweics ero
6e30MacHOCTN 1 3dpPEKTUBHOCTM, U COAEPXKATb AaHHble 060 BCEX BbISIBIEHHbIX HEGMArONPUATHBLIX COOLITUAX (MHUMAEHTaX) U NPOTMBONOKa3aHnsX. AKTyasibHasi Bepcus oTyeTa
npesocTaBnseTcsa B yNONHOMOYEHHbIM OpraH (3KCNepTHYH opraHn3aumio) peddepeHTHOro rocygapcTaa no 3anpocy.

CBefleHNsl, yKa3aHHble B WHCTPYKLMM MO MPUMEHEHUID MEAULIMHCKOTO W3Aenusi, A0/MKHbl COOTBETCTBOBATb AAHHbLIM, COAEPXALUMCA B OTYETE O KAVHUYECKOM
[lokazaTenibcTBe a(hPeKTUBHOCTM U 6e30MacHOCTM MEeAULIMHCKOTO u3aenusi. B ciydae ecnn MeAuMUMHCKOE M3[eNMe NMPUMEHS/IOCh TOMIbKO B OTHOLLEHUW ONpeaesieHHbIX rpynn
MaLUueHToB, 3TO AO/MKHO GbiTh YKAa3aHO B OTYETE O K/IMHWYECKOM [oKasaTe/bCTBe 3(PeKTUBHOCTM U 6€30MacHOCTM MEAMLIMHCKOrO U3AENNs U UHCTPYKUMK MO MPUMEHEHNIO
MEAULIMHCKOIO M3aesusi.

OTuYeT 0 K/IMHUYECKOM [0Ka3aTeNbCTBe 3(PPEKTUBHOCTM 1 6GE30MaCHOCT MeAULMHCKOIO U3AeNnsi PeKOMEeHAYeTCs COrNacoBbiBaTb C MEAULMHCKUM CMeuvaucToM B
06n1acTM MeAULMHCKOrO MPUMEHEHUS MEeAULMHCKOrO u3aenus. KBaindurkaums MeAuLMHCKOTO crneuvannucta NoATBepXAaeTcs A0KYMEHTOM 06 06pa3oBaHuM B 061acTy
MeauUVHbI M O CheuuanbHOCTU B COOTBETCTBMM C 0OG/ACTbI0 MEAULMHCKOrO MPUMEHEHUS MeAULMHCKOro u3aenust (cepTudoukaTom cneupanucra, AWnoMom u T.4.),
ny6nuKauusiMm MeMLMHCKOro cneunanmncta (HayuHbIMy CTaTbsiMI, MOHOTPadovsiMm1, AuccepTaumsMi B 061acT MeAULIMHCKOTO NMPUMeHEHNUsS MeANLMHCKOTo U3aenus).

PekomeHzoOBaHHaaA CTPYKTypa OT4YeTa O K/IMHMYECKOM [oKasaTesibCTBe Sd)QJEKTI/IBHOCTI/I n 6e3onacHocTn MegULUMHCKOro un3genua npusegeHa B MeToguyeckmnx

pekomMeHaaumnax no npoBeaeHNo 3KCNepTusbl 6e3onacHoOCTK, KavecTBa W BCDQJEKTI/IBHOCTI/I MEeANLUUNHCKUX |/|3,u,er||/||7| B UEeNAX KUX perncrtpauunm B paMKax EBpa3I/Il7ICKOFO
3KOHOMMYECKOTIO COoHo3a (

npuaoxeHve Kk Pekomengaumm Konnernm EBpasniickoin 3KOHOMUYECKOn komuceum ot 21 mas 2019 . N 14).

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT
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CBe,D.EHI/Iﬂ B OTYHETE O K/IMHNYECKOM AOKa3aTes/ibCTBe 3q3¢)eKTVIBHOCTI/I 1 6e3onacHoCcTu MEONLUNHCKOIo n3aenna npeactasnAaoTca B COOTBETCTBUM C yKasaHUAMM COrnacHO

npuaoXenuo N 2;

20) otueT 06 aHanM3e PUCKOB - (He NpeaocTaBnsieTcs As1s MeAUUMHCKOro m3genus 1 knacca NOTeHUMasIbHOro pucka MpUMEHeHWsl) [JOKYMEHT, COCTaB/IeHHbIi
npov3BoAUTENIEM, B KOTOPOM UAEHTU(ULMPOBAHLI BCE KAUECTBEHHbIE U KOIMUECTBEHHbIE XapaKTepUCTUKN, KOTOpble MOTYT NOB/USITb Ha 6Ge30MacHOCTb MEAULIMHCKOIO U3aenus,
onpeaeneHbl ONacHOCTU, CBSA3aHHbIE C NMPUMEHEHNEM MeANLMHCKOro U3AeNns, Kak B HOPMasibHbIX YCI0BUSIX (DYHKLMOHUPOBAHNSA, Tak U B YC/TIOBUSIX OTKa3a B paboTe uan MHOTo
COObITWS, KOTOPOE MOXET MPMBECTU K OMACHbIM CUTYaUMsIM U NPUYMHEHWIO Bpeaa XXM3HW, 3[0POBb0 YENOBEKA, OKPYXatoLlei cpeae, N OLeHeHb! CBSA3aHHble C HAMKU pucku. B
COOTBETCTBUM C

nyHKTOM 4 O6LIMX Tpe6oBaHUli NPOU3BOAUTENL [O/HKEH NOKAa3aTh, YTO OH OLEHMBAET PUCKM W YNPaBAAET UMM Tak, YTOObl OCTATOYHbIE PUCKK BbI/IN [OMYCTUMbIMM.

[Nsi KOHKPETHBbIX UAEHTU(PULMPOBAHHLIX NPOV3BOAWUTENIEM OMACHOCTEM M OMACHLIX CUTyauuid, KOTOpble ONpPeAenieHbl CTaHAapTamy Mo 6e30MacHOCTM MEAULMHCKUX
U3genuid, ykasaHHbIMKW B MepeyHe CTaHAapToB, B pe3ysibTate NPUMEHEHWUS KOTOPbIX Ha [06POBOJSIbHON OCHOBE MOMIHOCTLI WM Y4acTUYHO obecneunBaeTcs cobnogeHue
COOTBETCTBUS MEAMLMHCKMX usgenuii O6wym TpeboBaHnsiM 6e30MacHOCTH U 3(PIEKTUBHOCT MEAULMHCKUX U3A4ENUI, TPEGOBAHUSM K UX MAapKUPOBKE W 3KCMJlyaTauyoHHOM
LOKYMeHTaLmmn Ha Hux (

npunoxeHue Kk PekomeHgauun Konsaermn EBpasuiickoii 3KOHOMUYECKON KOMUCCUM OT 4 ceHTabps 2017 . N 17), npon3BoAMTENb MOXET HE onpeaensiTb UNn He OLueHUBaTb
COOTBETCTBYIOLLME PUCKUN. B 3TOM criyyae BbinosiHeHWe TpeboBaHWil CTaH4apPTOB MOXET CHMTATLCA BaU/IMAUPOBAHHON MEPOi N0 ynpaBneHno PUCKOM.

[OnAa nokasarenbcrtsa COOTBETCTBUA MEANLMHCKOIo N3Aenms nonoXeHNAMm

pasgena Il O6umx Tpe6oBaHuii NPOU3BOAUTENN MEAMLMHCKUX U3denuii 1 knacca MnoTeHUMasIbHOrO pucka MpYMEHeHWsI MOTYT CCbIaTbCsl Ha MMeruiics oTyeT 06
aHasmse pucka;

21) AaHHble 0 NEKAPCTBEHHbIX CPEACTBAX B COCTABE MEAMLIMHCKOIO n3aenus (CoCcTaB /IeKapCTBEHHOIO CpeacTBa, KONMUYecTBo, AaHHbIE O COBMECTUMOCTU SIEKAPCTBEHHOIO
cpeacTea ¢ MeauLMHCKAM U3AEeNnem, perucTpauun nekapcTBEHHOIO CPeCcTBa B CTPaHe-NPoM3BoANTENE) - CBEAEHUS], YKa3aHHbIE B TEXHUUECKON JOKyMeHTalun Npon3BoaNTeNs,
BK/IlOUAlOLLME ATy M HOMEpP perucTpaumn eKapcTBEHHOro CpeacTBa, BXOASLLEr0 B COCTAB MeAMUMHCKOTO W3AEeNns, B CTpaHe-npov3BOANUTENE JIeKApCTBEHHOrO CpeacTBa.
[aHHble 0 COBMECTMMOCTM /IeKapCTBEHHOIO CPeAcTBa C MeAULMHCKAM U3Aennem MoryT 6biTb NpMBeAeHbl MyTeM CCbI/IKM HAa COOTBETCTBYHOLLME AOKYMEHTbI AOCHE;

22) paHHble O GMOMoruyeckoli 6es3onacHoCcTU (NpW HaMuuuMM) - CBEAEHUS O Marepuanax >XUBOTHOMO WM YENOBEYECKOro MPOUCXOXAEHUS, HaHo4YacTuuaX, FeHHo-
MOAMMLMPOBAHHbIX OpraHn3Max UM ApPYyrMx BHOBb pas3pabaTbiBaeMbiXx MaTepuasiax, BXOAAWMX B MeAVMUMHCKOE usgenve, a Takke uHdopmaums 0 nogbope MCTOYHMKOB
(noHopoB), oT60pe MaTepuana, NPoLECCHHIe, XpPaHeHUN, TECTMPOBaHUW, Banugauuy npoueayp TECTUPOBaHMSA, 00PALLLEHNS C TKAHSAMW, KNETKaMMW, CyOCTaHLMAMM XMBOTHOMO WU/
YenoBEeYECKOro MPOUCXOXAEHWS, Ky/TbTypaMy MUKPOOPraHM3MOB U BUPYCOB;

23) paHHble O Mpoueaype CTepuausauun, BKIYasi MHApopMaLMio O Ba/iMaaumn npouecca, pelynbTaTbl TECTVPOBAHUS HAa COAEPXaHUe MUKPOOPraHW3MOB (CTeneHb
GVO/TOrMYECKO Harpysku), NMPOTreHHOCTW, CTePUIbHOCTU (NMPU HEeoGXOAMMOCTM) C yKa3aHMEM METOAOB MPOBEAEHUS UCMbITaHWiA M AaHHble O Ba/MZauuy ynakoBku (gns
CTepuW/IbHLIX N3aeNuii) - (He NpefocTaBnseTcs AN MEANLMHCKOTO M3Aenus 4718 AUarHOCTMKM in vitro 1 knacca noTEHUMAIbHOTO PrUCKa NPUMEHEHUST) LOKYMEHT, COCTaB/EHHbIN
NPOU3BOAMTENEM B COOTBETCTBUM C TPEHOBAHMSIMU HOPMATUBHbIX AOKYMEHTOB, MPUMEHUMbIX K PETUCTPUPYEMOMY MEAULIMHCKOMY M3Aenuio (Hanpumep, CTaHAapToB);

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT
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24) vHdopmMauma o cneynanbHOM nporpaMMHOM obecnedeHun (NpyY HaAMyuuK): CBefeHUs Mpou3BOAUMTENA O Basmgauuum NPorpaMmmMHOro obecrnevyeHust - OOKYMEHT,
COCTaB/IEHHbII MPON3BOAMTENIEM B COOTBETCTBMM C TPebOOBaHUSIMM HOPMATWBHBLIX LOKYMEHTOB, MPUMEHMMbIX K PErMCTpPUpyeEMOMY MEAWMLMHCKOMY W3genvio (Hampumep,
cTaHfapToB);

25) oTuyeT 06 nccnegoBaHUsAX CTabubHOCTY (C ayTEHTUYHBIM NEPEBOAOM Ha PYCCKMWiA 13bIK PE3Y/1bTaTOB M BbIBOAOB WCMNbITAHUIA A8 U3AENNIA, UMEIOLLMX CPOK XPaHEHNS) -
[OKYMEHT, COCTaB/fIEHHbIA NPOM3BOAMTENEM B COOTBETCTBUM C TPebGOBaHMSIMW HOPMATUBHbLIX AOKYMEHTOB, MPUMEHUMbIX K PErUCTPUPYEMOMY MEeAMLMHCKOMY W34EeNNI0
(Hanpumep, cTaHAApPTOB), NOATBEPXKAALLNIA CMOCOOHOCTb MEANLMHCKOIO M3AeNnst COXpPaHaTb XUMUYeckue, omanmyeckne CBoOCTBa B ONpeAesieHHbIX rpaHmLax Ha NpoTshKeHnn
CpoKa roAHOCTW (C yKasaHMeM TeMnepaTypHOro pexuma, BaXHOCTW, KonmyecTBa 06pasuoB, napTuv, AaTbl MX WU3roToBfeHus)). CoaepXuT CBeAeHUsi, Heobxoaumble AN
NnoATBEPXAEHUSA CTAabWUIbHOCTM U34ENWs, a Takke ero COoCTaBHbIX 4YacTel (Hanpumep, peareHToB, KapTpumkei) BO BPEMS WX MNMNAHOBOIO MpUMEHEeHus (B peasibHbIX Wau
WCKYCCTBEHHO CO3[aHHbIX YCNOBUSIX). BO3MOXHO BK/IHOYEHME AaHHBIX O CTABWIBHOCTU OTKPbLIThIX /TAKOHOB U (MNM) CTabUIBLHOCTU peareHToB, MOMELLEHHbIX B npubop. K
MHdopmaLmn, KOTOPYI PEKOMEHAYETCS BK/TOUNTL B AaHHbIA OTYET, OTHOCATCS:

060CHOBaHMe BbIGOpa NPOBEAEHHbIX NCCe0BaHWA;
BCE MOJlyYeHHble pe3ynbTaTbl MPOBEAEHHbIX NCCe0BaHUA, aHaNn3 AaHHbIX, 060CHOBaHWE KpUTEPUEB NPUEMIEMOCTH;

060CHOBaHME TOrO, Y4TO 6GE30MacHOCTb WM 3EKTUBHOCTE MEAWLMHCKOTO MW3AENNs HE MEHSIIOTCS B YCTAHOB/IEHHbIX AOKYMEHTauueli Npou3BOAMTENS YCOBUSIX
XpaHeHusi.

AN MeAnLMHCKUX U3Aennii, ANs KOTOPbIX He YCTaHaB/IMBAETCS CPOK FOAHOCTU (HanpuMep, 3NeKTPOMEAMLMHCKOTO 060pYA0BaHUS WU APYTUX U3AENWiA, NPUroaHbIX Ans
MHOrOpa30BOro MCMo/b30BaHUs), MOXET ObITb NpefcTaBneHa UHhopMaLysi OTHOCUTENBHO OLEHKU CPEAHEro CPoKa CyX6bl UM OTYETLI O CTABWUILHOCTM METOA0M YCKOPEHHOTOo
CTapeHusi. MIHpopMaLmsi 0 Cpoke CNyX6bl MOXET ObiTb NpPeACTaBfieHa, Hanpumep, CBEAEHNSIMU O KOSIMYEeCTBe Npouleayp, KOTOPOEe MOXHO BbIMOMHUTL C MOMOLLBIO AaHHOTO
MEAULIMHCKOIO M3Ae/nsi B ONpeAeneHHbIi Nneproj, BpeMeHHU;

26) aKcnyaTauuoHHbI JOKYMEHT WA UHCTPYKLMS MO NPUMEHEHUIO MEAULIMHCKOTO U3AENNSA HA FTOCYAapPCTBEHHbLIX A3blKax rocyAapCcTB NpusHaHus (Mpy Heo6XoAMMOoCTH) 1
PYCCKOM $13bIKE - [IOKYMEHT, COCTaB/IEHHbIi MPOU3BOAUTENEM COAEPXALLMIA MHChOPMALMIO B COOTBETCTBUM C

O6Lwmmy Tpe6oBaHVSMU KOTOPLIA MOXET BK/OUYAaTh B CeGSt B TOM YMC/ie PYKOBOACTBO MO 3KCM/lyaTauum, METOAMKY MEAULMHCKOrO MPVMEHEHNWS, NacrnopT, hopMynsp,
VHCTPYKLUMW MO MOHTaXy, HaNlaaKe, TEXHUYECKOMY 06CNYXMBAHWIO, PEMOHTY, TPAHCNOPTUPOBKE, XPaHEHWIO, YTUIM3ALMN MEAVULMHCKOTO U3Aenus;

27) pyKOBOACTBO MO CEPBUCHOMY OGCNYXMBAHMWIO (B YACTV KOMM/IEKTYHOLWMX MEeAMLIMHCKOTO N34enns) - B criyyae OTCYTCTBUSI faHHbIX B 3KCNyaTauMOHHOW AOKYMeHTaLum
(Mpn HanMuun) - [AOKYMEHT, COCTaB/IEHHbI MPOM3BOAUTENEM, pPernamMeHTUPYIOLWMA MNOpsSAoK CEPBUCHOrO O6CNYXMBaHWSA MEeOMLUMHCKOro u3fenus, npyu HeobxoamMocTu
OOMNOMHSIIOLLMIA SKCNyaTaLMOHHbINA AOKYMEHT UM UHCTPYKLMIO NO NPUMEHEHNIO MEAMLMHCKOTO U3Aenus;

28) oTueT 06 UHCMNEeKUMK NPou3BoACcTBa (MPY HANNUMK) - AOKYMEHT, COCTAB/IEHHbI MHCMNEKTUPYIOLLIEV opraHu3alueii B COOTBETCTBUN C

Tpeb6oBaHVAMU K BHEAPEHWIO, NOAAEMKAHUIO N OLIEHKE CUCTEMbI MEHEMKMEHTa KayecTBa MEAMLMHCKMX W3AENVA B 3aBMCMMOCTU OT MOTEHLMANLHOIO puCcKa KX
NPUMEHEHUA, YTBEPXAEHHBLIMN

Pewennem CoBeTta EBpa3uniickor akoHOMUYecKoi komuccum ot 10 Hoss6psa 2017 . N 106;
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O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29
Crtpanuua 10

29) nnaH c6opa u aHasIM3a AaHHbIX N0 6e30MacHOCTN U 3P(EKTUBHOCTM MEQULIMHCKMX U3AeNniA Ha NOCTNPOAAKHOM 3Tane - AOKYMEHT, COCTaB/EHHbIN NpoM3BoaMTENEM
ANna MeAVLUHCKUX U3LE/NIA BCeX KNacCoB MOTEeHUMaIbHOro pucka npumeHeHus. MNnaH céopa n aHanusa faHHbIX N0 6e30MacHOCTU 1 3PHEKTUBHOCT MEAULIMHCKMX U3aennii Ha
MOCTNPOAAKHOM 3Tane MOXeT npefycMaTpuBaTtbh Takue cnocobbl NOSyYEHUS OaHHbIX, Kak, HanpuMmep, 0T3biBbl NOTpebuTenein 06 onbiTe NPYMEHEHNS MEAVLMHCKOrO U34enus,
aHKeTMpOBaHVe NOMb30BaTesNeil, 3anMcu pesysbTaTtoB YCTHLIX OMPOCOB U Apyrme ¢hopMbl U OTYETbl B COOTBETCTBMU C AOKYMEHTMPOBAHHOM NpOLeaypoil 06paTHO CBA3M C
noTpebuTtenem, NpeayCMOTPEHHON CUCTEMOI MEHEMKMEHTA KayecTBa NpeanpuaTus.

B nnaHe cbopa 1 aHanmMsa gaHHbIX N0 6e30nacHOCT U 3PMEKTUBHOCTM MEAULIMHCKMX U3OENNIA HA NOCTNPOAAKHOM 3Tane Takke YKasblBatoTCS CPOKM NPOBEAEHNSI BCEX
MepOonpUATKHIA.

MnaH c6opa M aHanM3a [AaHHbIX M0 6e30MacHOCTU M 3EEKTUBHOCTY MEANLIMHCKUX M3AeNuii ANs AUAarHOCTUKM in Vitro Ha MOCTNPOAaXKHOM 3Tane MPUMEHVUM ANs
NOATBEPXKAEHNA UX aHASIMTUYECKON N KNMHUYECKO 30hDEKTUBHOCTY;

30) [OKYMEHTbI, NMOATBEPXAAIOLIME Pe3yNbTaTbl UCMbITAHUI MEAUUMHCKUX W3AENVIA B UENsSX YTBEPXAEHUS TUNa CPeAcTB U3MEPEHWI (B OTHOWEHUM MeAMLMHCKMAX
U3AenniA, BK/THOYEHHBIX B

nepeyeHb BUAOB MEAMLIMHCKMX U3AENWNIA, NoANEXalINX OTHECEHNIO MPU UX PErMcTpaumnmn K cpeacTBaM U3MepPEHWii, yTBep)l(,D,EHHbIVI

Pewenvem CoseTta EBpa3uiickoli 9KOHOMUYECKOWN kommnccmm ot 12 doeBpasia 2016 1. N 42) (npu HeobxoAMMOCTH) - LOKYMEHTbI CO CBEAEHUAMY O pe3yfbTarax NpoBeseHus
UCMbITaHWIA, BblAaHHbIE OPraHU3auMsMm, YNOAHOMOYEHHbIMU (HOTUCOMLUMPOBAHHbLIMM) B COOTBETCTBUM C 3aKOHOAATENbCTBOM rOCYAapCTBa-Y/ieHa Ha MpPOBeAEeHWe WCMbITaHWiA
CpeACTB M3MEPEHMNIA.

7. JOKYMEHTbI, YKa3aHHbIe B

noAnyHkTax 2-4 u 6 nyHkTa 6 HacToswmx MeToanyecknx peKkoMeHAaLWi, 3aBepsitloTCs B COOTBETCTBMU C MeXAyHapoAHbIMWM HOpMamy 3aBEPEHWST UM HOpMamu
3aBEpPEHUs, YCTaHOBMIEHHLIMW B COOTBETCTBUM C 3aKOHOATENBCTBOM PehepEHTHOIO rocyAapcTaa.

B cTpaHax - yyacTHuMLax KoHBeHUMW, OTMeHsOLWeli TpeboBaHue eranimsaumny MHOCTPaHHbIX 0ULManbHbIX 4OKYMEHTOB, OT 5 okTa6psa 1961 roga, Ha OKYMeHTax A0/mKeH
6bITb MPOCTaB/EH anocTu/lb, B CTpaHax, He SABAAILWMXCA YYACTHUKAMW YKA3aHHOW KOHBEHUWMW - AOKYMEHTbl [LO/DKHbI ObiTb Jleranin3oBaHbl Yepe3 KOHCYNbCKUE CryXObl
(HoTapuanbHO 3aBepeHbl), B CTpaHax - yyacTHuLax

KoHBEHLIMM 0 NPaBOBOI NOMOLLN 1 NPABOBbIX OTHOLLEHWAX MO rpaXKAaHCKUM, CEMENHbIM U YTOMIOBHbLIM AesiaM OT 22 saHBaps 1993 roga - HoTapuasibHO 3aBEepEHbI.

8. [loKyMeHThbI, yKa3aHHble B
noanyHkTax 1,
7-16,

19-27 n

29 nyHkTa 6 HacTosALWMX MeToAMYECKMX PEKOMEHAALNI, 3aBEPSOTCS NPOU3BOAUTENEM (ET0 YNO/THOMOYEHHBIM NPEACTABUTENEM).
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O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29

CrpaHuua 11

9. MNpw nNpegocTaBNeHNN OOKYMEHTOB PErMCTPaLMOHHOIO AOCbEe B 3/IEKTPOHHOM BuAe (M60 B BMAE 3NEKTPOHHbIX KOMWIA AOKYMEHTOB) OHM A0/HKHbI COOTBETCTBOBATb
cnegyrowmm TpeboBaHUAM:

a) [LOKYMEHTbI, yKa3aHHble B

nognyHkrax 1,

7-16

19-29 NyHKTa 6 HacToAwux MeToaAnYecKux QeKOMEHQaHMM, AOOJ/DKHbI ObITb npeacrtaB/ieHbl B q)opmaTe *.pdf C TEKCTOBbIM C/10EM C BO3MOXHOCTbK BblAENEHNA U
KonmpoBaHuA 6/10KOB, a TaKkxe OCYyLLECTB/IEHNA NOUCKE,

6) AOKYMEHTbI, yKa3aHHble B

nognyHkrax 2-6,

17,

18 un

30 nyHkKTa 6 HacToAwmMx MeToaNYEeCKMX pekoMeHAauni, A0/MKHbI ObITb NpeacTaBneHbl B popmare *.pdf ¢ paspelueHnem He meHee 300 dpi;

B) pa3mep /1t060ro 13 haiiioB PerncTpaLMoHHOTO AOCkE He JO/MKEH npeBbiwaTb 100 M6 cornacHo

MpaBuiam 31eKTPOHHOIO 06MeHa JaHHbIMW B MHTErPUPOBaHHON MHAIOPMALIMOHHON CUCTEME BHELLIHEN 1 B3aWMHOI TOPIOBAU, YTBEPXKAEHHbLIM

Pewenvem Konnernv EBpasuiickoli 9kOHOMMYECKOl komuccmm oT 27 aneBapa 2015 . N 5. B cryyae npeBbilleHWs yKa3aHHOro pasMepa [AOMnycKkaeTcs pasfgeneHuve
[OKyMeHTa Ha HeCKosbKO (haiinos;

r) BCE AOKYMEHTbI PErMCTPALMOHHOMO 10Che 06513aTe/IbHO [0/KHbI MMETh PEKBU3UT "fAaTa BblAaun JOKyMeHTa".

MpunoxeHne N 1

K MeToAnYeckum pekomeHaaumnam
Mo COAEPXaHUIO U CTPYKType
[OKYMEHTOB perucrpayMoHHOro
Aocbe MeAULMHCKOro nsgenus

Al'erpI/ITM naaHNpoBaHUA npoBeaeHUNA I/ICCI'IE,CI,OB&HI/IVI (I/ICI'IbIT&HI/II7I) C UeNIblo OLLeHKA OMonorm4yeckKoro ,qeﬁCTBMH MeauLUMNHCKOro naaennsa

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT
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Mpunoxexne N 2

K MeToAn4yeckum pekomeHgaumnam
Mo COAEepPXXaHuio 1 CTPYKType
[OKYMEHTOB perncTpaumoHHoro
[OCbe MeAuLMHCKOro nsaenms

YKa3aHusi no npeacraB/IeHUIO CBe,quMﬁ B OTUETE O KJINHNYECKOM AoKa3aTesibCcTBe 3(hpheKTUBHOCTN U Ge30MacHOCTU MegULUHCKOro usaenus

I. O6GLMe nonoXKeHns

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT
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1. OTYeT 0 K/IMHUYECKOM [oKa3aTesibcTBe 3aPeKTUBHOCTM 1 6E30MacHOCT MEAULIMHCKOTO U3AEeNNa A0/HKEH cofepXaTb UHOPMALIMI0 O KNMHUYEeCKol 6e30MacHOCTM U
3PHEKTUBHOCTN MEAULMHCKOTO U3AENNS, OCHOBAHHYIO Ha BCEX VMEILLMXCS KMHUYECKMX AAHHbIX O MEAMLIMHCKOM WU3[eNMU, U MOXET COCTOSITb U3 HECKOMbKMX pasaenos (B
crlyyae, ec/im KMHUYECKNe AaHHble NoJlydeHbl pasHbiMU MeToaamMMm).

MponssoanTesib CamMoCTOATENLHO ONpPeAesnsAeT nepevyeHb pasfesnioB otyeTa 0 K/IMHMYECKOM JoKa3artesibCTBe QCDQ)GKTVIBHOCTI/I n 6esonacHocTn MegnunHCKoro msaenns
nexoga U3 NpUMeHeHHbIX UM MeTo40B MoJsTyvYeHnA KIMHNYECKNX AaHHbIX.

2. B K/IMHWYECKNX AaHHbIX O MEAULIMHCKOM M3LEeNUN AO/MKHbI BbiTh YKa3aHbl CPOKW, LEeN 1 3agayn NpoBeAEeHUsT KITMHUYECKUX JIMO0 KAIMHUKO-1ab0paTopHbIX UCMbITaHWI
(nccnepgoBaHuiA), rpynnbl NauMeHTOB, KpUTEpUM BblGOpa MaUMEHTOB, BbISIB/IEHHbIE B XOA4€ K/IMHUYECKUX SO0 KAMHMKO-1abopaTopHbIX WCNbITaHW (MccneaoBaHuin)
HebnaronpuaTHble COObITUA (MHUWAEHTbI), BWA NPOBEAEHHbIX WCMbITAHUA (Hampumep, WCMbITaHUs, MNPOBEAEHHbIE B LENAX perucrtpauum nmbo npoBefAeHHble Ha
NMocTperncTpaLMoHHOM 3Tane Ha TEPPUTOPUSIX FOCYAapcTB, He SABASAKLWMXCSA Yy/ieHamu EBpasniickoro aKoHOMMYecKoro cotosa (ganee - Coto3)), NosyYyeHHble cTaTucTUYeckne
[JaHHble K/TMHUYECKUX NNOO KIMHUKO-NabopaTopHbIX UCMbITaHUIA (MCCefoBaHnii), MaTepuasbl U METOAbI, KOTOpPblE Obl/IM UCMO/b30BaHbl B XOA€E KAMHUYECKUX SIMOO0 KIMHMKO-
nabopaTtopHbIX WUCMbITaHUA (MCCNefoBaHnin), HaMMEHOBaHNA MEeAUUMUHCKMX OpraHv3aunii, B KOTOPbIX NPOBOAWIVNCL K/MHWYECKME MO0 K/IMHWKO-1abopaTopHble MCMbITaHKA
(nccnegoBaHus), n gpyras MHhopMauus B COOTBETCTBMU C MEXAYHAPOAHbIMY TPE60BaHUSAMN NO HaZeXallen KIMHUYECKO NpakTUKe.

3. K KIMHMYECKUM JaHHbIM O MEAULMHCKOM U34eNnn, NOMYyYEHHbIM B pe3y/ibtaTe NpoBEeAEeHNS KTMHUYECKUX JIMOO0 KITMHUKO-1abopaTopHbIX UCMbITaHUA (MccnefoBaHuin) B
Coto3e B COOTBETCTBUM C

MpaBraaMn NPoBeAeHNs KAMHUYECKMX U KIMHWUKO-/1a60PaTOPHbIX UCHbITaHWI (UcciefjoBaHWi) MeaULUMHCKMX U3AEeNWiA, yTBePXAeHHbIM

PelueHnem CoBeTa EBPasuUiickoil SKOHOMUYECKoi komMmuccum ot 12 doespansa 2016 r. N 29, Ao/MKHbI NpUniaratbCs NPorpaMmma KMHUYEecKoro Mbo KNMHUKO-1abopaTopHOro
ucnbITaHUA (MCCNeaoBaHnsa) 1 OTYET O KIIMHUYECKOM IMBO KMHWUKO-N1abopaTopHOM UCMbITaHUK (MCCefoBaHn) MeANLIMHCKOTO U34eus.

4. OT3bIBbl MeANLNHCKUX opraHmsau,le 06 onbiTe NnpUMEeHEeHNA MeaunUMHCKOro wmnsgenns 6e3 npegocrtaBneHna KNMHUYEeCKUX AaHHbIX O MeAULMHCKOM un3geninn B
COOTBETCTBUM C MeEXAYHapPOAHbIMU TpeﬁDBaHI/IFIMI/I HEe MOoryT ObITb NPuU3HaHbl B Ka4eCTBE AOoKa3aTe/ibCTBa BQJCbeKTVIBHOCTI/I 1 6e3onacHoCcTu MeONLUUNHCKOIo n3nesnns.

Il. KnnHuyeckue gaHHble O MeOULMHCKOM N3fennu, noyyeHHble npu npoeegeHUN KIIMHNYECKNX UcnbITaHUi (MCCﬂeAOBaHMVI) MegULUNHCKOro nusgesnva nnu npu
NMPUMeHeHNN MegULMHCKOro n3genus B rocygapcraeax, He ABAowWmuxca yieHamm Corosa

5. KnuHnyeckue faHHbie O MEAMLUMHCKOM W3AEeNnUM, MOoJSyYeHHble NMPU MPOBEAEHUN KAMHUYECKUX MUCNbITaHuii (MccnefoBaHuii) vnu Npu NPUMEHEHUUM MEAULUHCKOro
u3nenus B rocyfapcTBax, He SIBSIOWMXCS uyneHamyu Coio3a, MOryT ObiTb NpeAcTaB/fieHbl B OTYETE O K/IMHMYECKOM [oKasaTenbcTBe 3NDEKTUBHOCTU M GE30MaCHOCTM
MeAMLMHCKOTO u3aenust Ana [AokasatenbcTBa 3PIIEKTUBHOCTA M 6€30MacHOCTU MEeAULMHCKOrO M3Aenusi B Cryyae, ecniv Takue fAaHHble NoATBepXAaloT 3(pqeKTVBHOCTb U
6e30MacHOCTb MEMLIMHCKOrO U3Aenns Mo NnokasaHusM K MeAauLMHCKOMY MPUMEHEHWI0 B COOTBETCTBMM C HA3HAYEHMEM MeAMLMHCKOrO u3aenusi. KnuHuyeckne AaHHble o
MEAULIMHCKOM W3AEeNnW, NoMyYeHHble NpU MPOBEAEHUM KIMHUYECKUX WUCMbITaHuii (MccnefoBaHuWii) B rocydapcTBax, He siBAsoWmxcs yneHamu Colo3a, npefocTaB/isieMble
3aABUTE/IEM B OTUYETE O K/IMHMUYECKOM [oKasaTe/ibcTBe 3DMEKTUBHOCTM M 6e30MacHOCTM MEeAULIMHCKOTO W3AEenusi, NPU3HAlTCA YMNO/THOMOYEHHbIM OpraHoM (3KCrepTHOW
opraHusaumeii) B KauecTBe UCTOUHUKA KITMHUYECKUX AAaHHbLIX O MEAULIMHCKOM U3AENNN B ClyYae BbINOMHEHWS OHOTO U3 CNEAYHOLLUX YCTOBUIA:

a) KNMHUYecKMe faHHble NOATBEPXAEHbI Mybnnkauuammn B Cneumann3mpoBaHHbIX XypHanax uam otyetamum BcemupHol opraHm3aumn 34paBoOXpaHeHus no nporpamme
KOHTPO/s 6€30nacHOCTM 1 3hhEKTUBHOCTU MeanumHCcknx ngenuii ("The WHO prequalification project”), pasmelleHHbIM1 Ha caiiTe BcemMypHO opraHv3auny 34paBo0OXpaHeHns
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B MH(OPMALMOHHO-TENEKOMMYHUKaLMOHHON ceTn "VIHTepHeT".

K cneuvanm3npoBaHHbIM XXypHaslaM OTHOCATCA JIo0ble XypHaslbl MEXAYHapoLHOIO YPOBHSA, cneuvanm3npylowmecs B 06/1aCTU  MeAMUMHCKOro NPUMEHEeHUA
perucTpmpyemMoro MeauLMHCKOro 13fenus, a takke nybnmkauum Ha MexayHapoaHbiX Be6-pecypcax M B 6asax AaHHbiX B 06nactv 3gpaBooxpaHeHus (Hanpumep, Medscape,
Medline, Pubmed, new England Journal of Medicine). lMy6nvkaumm [O/MHKHbI OTHOCUTLCSA K PETNCTPUMPYEMOMY MEAWLMHCKOMY W3LENN0 U MO3BOMASATb OLEHMBaTb €ro.
MpepocTaBneHve ny6avKauuii 0 TEXHONOMMU NMPUMEHEHUS MEeAMLMHCKOro usgenus (Hanpumep, O NpoBefeHWM CTEHTUPOBaHWSA, PaavosiorMyeckoin Tepanuu W T.4.) BMECTO
ny6nkauuii 06 oLeHKe KOHKPETHOrO PernucTprpyemMoro MeauLMHCKOro U3genms HefonycTumo;

6) npefcTaBneHbl pPe3ynbTaThl NPOBEAEHNS KIMHUYECKMX UCMbITaHWiA (MCCefoBaHnii) MeauLUUHCKOrO U3Aennsi B COOTBETCTBMM C pekoMeHaauusamMm MexayHapoaHoro
dhopyma perynsitopoB mMeamumHckmux usnenuii (IMDRF). MpoBeaeHHbIe KIMHUYEeCKMe UChbITaHus (MccnefoBaHns) MeaULMHCKOMO U3e/na AO/MKHbI NO3BO/ISATL BepUULPOBaThL
MX COOTBETCTBME MEX/AYHaPOAHbIM TPe6OBAHUAM.

lll. KnnHnyeckne gaHHble O MEAULMHCKOM U3fennu, SKBUBaJIeHTHOM perucTpupyemMomy MmeguLMHCKOMY U3genuvio

6. KnvHnueckne faHHble O APYTOM MEAMLMHCKOM W3AEMUW MOTYT 6biTh MPUHSATHI K PACCMOTPEHUIO YNO/THOMOYEHHLIM OPraHoM (3KCMEPTHOW opraHusauumeil) B KayecTse
[loKkazaTesibcTBa 3(PPEKTUBHOCTY U GE30NACHOCTU PEFUCTPUPYEMOTO U3LENNSA TOMBKO NpY NPEACTABEHUN 3asBATENEM [OKA3ATE/IbCTB Er0 3KBUBASIEHTHOCTU PEFUCTPUPYEMOMY
MeAVLVHCKOMY U3LEe/N0 MyTeM OfHOBPEMEHHOIO BbINOMIHEHUS C/IEAYIOLLMX YCOBWIA:

a) paccmarpuBaeMble MeANLMHCKME U3AENUSt UMEOT OAMHAKOBOE Ha3HaYeHWe;

6) TexHUYeckMe 1 BUONOrMYECKEe XapaKTEPUCTUKM paccMaTprBaeMblX MeAULMHCKUX N3LeNnuii SIBNSOTCS OAMHAKOBLIMY B TOW CTeMNeHu, KoTopasl rapaHTMpyeT OTCyTCTBUE
pasnnunii B UX KIMHUYECKOK 3¢pheKTUBHOCTM 1 6€30NacHOCTK.

7. OKBUBA/IEHTHOE MeAMLUMHCKOE W3fenne, K/IMHWYECKUME AaHHble O KOTOPOM MCMOo/b3yTcsl AN 060CHOBaHUSI K/MHWYECKOW 6e30nmacHOCTU M 3thpeKTUBHOCTY
pPerncTprpyemMoro MeauuUMHCKOTO M3Aenusl, MOXeT 6biTb He 3aperMcTpupoBaHO B rocyfapcTBax - uneHax Cowosa (Aanee - rocyfapcTBo-ysieH). lMpy 3TOM A5s Takoro
3KBUBAJIEHTOTO MEAMLIMHCKOrO U3Aenns NPeaoCTaB/IseTcs KONMsl PermcTpaLyoHHOro yaocToBepeHus (ceptudonkata cBo60AHON NPoaaxXu, cepTudMkaTta Ha aKCrnopT), BblAaHHOIO
B CTpaHe Npou3BoAuTens, C NpeAcTaBfeHnemM NepeBoja Ha PycCKuii A3bik.

Tpeb6oBaHMs K 0GbEMY U CTEMEHN AeTasM3aunmn KIVHUYECKMX JaHHbIX, NOMYyYEHHbIX 4151 9KBUBAIEHTHLIX MEAVNLMHCKUX U3AENWIA, Te Xe, UTO U ANst KNMHUYECKMX AaHHbIX
PerncTpmpyemMoro MenLUMHCKOro naesnusi.

8. KnuHuueckne fgaHHble O MeAMLMHCKOM U3AeNuun, 3KBUBaSIEHTHOM PErMCTPUPYEMOMY MEAULIMHCKOMY U3AENNI0, AO/KHbI COOTBETCTBOBATL YCTAHOB/IEHHbIM B paMKax
Coto3a TpeboBaHMSAM K KIIMHUYECKUM JaHHbIM O MeAULIMHCKOM U3Aenun.

9. KnuHnyeckue OaHHble 0 MeANLMHCKOM unsaennn, aKkBUBaUIEHTHOM perncTpnpyemMomy mMmeguumHCKomMy mn3gennto, notydyeHHble npu nposeaeHnm KnHNYeCckKnx NCNbITaHWiA

(MccnepoBaHwnii) B rocyapcTBax, He ABNSIOLWMXCA YieHaMmu Coto3a, 0/KHbI COOTBETCTBOBATbL TPE6OBaHMSAM, YCTAHOBMEHHbLIM pa3aesioM || HacTosILEro AoKyMeHTa.

IV. KnnHnyeckne gaHHble O MEAULMHCKUX U3AENUAX K/1aCCOB MNOTEHUUAIbHOTO pUcKa NpUMeHeHus 3, 26 1 UMNJIAHTUPYEMbIX MeAULMHCKUX u3genusx (3a
VCKJTIOUEHUEM MEAULMHCKUX U3AeNnii Ans gUarHocTuky in vitro)

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT



O MeTtoguuecknx pekoMeHgaumsax no cogepXxaHunio 1 CTPYKType [OKYMEHTOB PErMCTPaLMOHHOIO J0Cbe MEeANLIMHCKOTO U3fenms
PexomeHdayusi Konneauu ESK om 08.10.2019 N 29
Crpanuua 15

10. O60cHOBaHUE KIMHUYECKON 3hEKTUBHOCTU M 6€30MacHOCTM MEeAULIMHCKMX WU3OEeNUiA KNacCoB MOTEHUMasIbHOrO pucka mpuMeHeHus 3, 26 1 MMNAaHTUpyeMbIX
MEANLMHCKNX U3LENNIA OO/HKHO OCHOBbLIBATLCA HAa K/IMHWYECKMX AAHHbIX O MEAWULMUHCKOM W3A4EeNnvu, NOyYeHHbIX MpU NpoBeAEeHNM MHOMOLEHTPOBbIX KAMHUYECKUX UCMbITaHWi
(nccnepoBaHmii).

PesynbraTtbl KITMHUYECKUX UCNbITAHWIA (MCccnenoBaHuii), koTopble 6blv NpoBeaeHbl A0 1 aHBapsa 2016 r.(no gate nocnegHero B1u3nTa Noc/aiegHero nauMeHTa unm cyobekra
nucnbiTaHmsa (MccnegoBaHmns)) UM NPOAOKaM BbINOMHATLCSA MO COCTOSIHMIO Ha 1 siHBapsa 2016 r. (Npy 3aBepLUEHHOM Habope nauueHTOoB) Ha TEPPUTOPUN rocydapcTBa-y/ieHa,
MOTYT ObITb NPUHATbI K PACCMOTPEHUIO YNOSIHOMOYEHHLIM OPraHoOM (3KCMEPTHON opraHusauueli) Nnpu ycnoBuW, YTO TakMe KAUMHWYECKMEe MChbiTaHus (uccnepoBaHusl) Obinu
npoBefAeHbl B COOTBETCTBMM C 3aKOHOAATE/IbCTBOM 3TOr0 rocyfgapcrsa-yneHa. Npy 3TOM MeaMUMHCKME OopraHusaumv, B KOTOPbIX MPOBOAWINCH KAMHUYECKME WCTbITaHNS
(uccnepoBaHus), OO/MKHbI COOTBETCTBOBAaTb TPebGOBaHMSAM 3akoHOAATeNbCTBa [OCYJapCTBa-Y/ieHa, Ha TeppuTopUM KOTOPOro MPOBOAWIUCHL K/IMHWYECKME WCNbITaHUS
(nccnepoBaHusl), U Heoba3aTeNbHO AO0/MKHbI ObiTb BKKOYEHbI B €4MHbIA pPeecTp YNO/IHOMOYEHHbIX OpraHu3auuii, MMerLLMX NpaBo NPOBOAUTbL MUCCneaoBaHus (MCMbITaHUS)
MEeOMUMHCKUX U3AENUA B LENSX MX perncrpauun. PesynbTaTtbl TakMX KAMHUYECKUX WUCMbITaHUA (MccnefoBaHuiA) Ao/MKHbI 6biTb 0GQOPMIIEHBI B BUAE OTYETA O KAMHWYECKOM
ucnbiTaHum (MccnefoBaHnn) MeANLMHCKOTO M3AENMS B COOTBETCTBMU C 3aKOHOAATE/NIbCTBOM rOCY[apcTBa-y/ieHa, Ha TEPPUTOPUM KOTOPOrO OHU MPOBOAW/IUCHL, N YTBEPXAEHDI
KOOpAMHaTOpOM-uccnefoBaTesnem.

PesynbTaTtbl KTMHUYECKNX UCMNbITaHWiA (MccnepgoBaHuii), KoTopble 6binM NpoBeaeHbl A0 1 sHBapst 2016 . (o AaTe nocnegHero B13uTa nocseAHero naynmeHTa unmn cyobekTa
ucnbiTaHusa (nccnegoBaHns)) AW NPOAOHKAIN BbIMOMHATLCA MO COCTOSHMIO Ha 1 aAHBapsa 2016 r. (Mpy 3aBeplUeHHOM Habope NauMeHTOB) Ha TEPPUTOPUSX FrOCyAapcTB, He
aBnsoWwmxcs yneHamm Coto3a, MOryT ObITb MPUHATbI K PACCMOTPEHUIO YMNOSTHOMOYEHHBIM OpPraHoOM (3KCMEPTHOW OpraHu3auuein) npu ycrioBuKM, 4YTO Takue KANHUYECKME
nucnbiTaHnsa (uccnepoBaHns) OblM NPOBEAEHbI B COOTBETCTBMM C pekOMeHaaumsimm MexayHapodHoro chopyma perynsatopoB meanumHcknx magennii (IMDRF) n yTBepXaeHsl
KOOpAMHATOpPOM-UccnesoBaTesiem.

Pe3ynbTaTbl KNMHUYECKUX UCTIbITaHWii (MCCneaoBaHunii), MHULMMPOBaHHLIX nocsie 1 siHeaps 2016 r., MOryT 6biTb NPUHATbI K PACCMOTPEHUI0 YNOMTHOMOYEHHbLIM OpraHoM
(aKcnepTHOIA opraHusalmeit) Npu ycnosum, YTo KNMHUYECKUE UCTbITaHWs (MccrefoBaHus) 6bliv NPoBeAeHbl B COOTBETCTBUM C

MpaBuiamMu NPoBeAEeHUSA KNNHUYECKNX U KNMHNKO-Nab0PaTOPHbIX UCTbITAHUI (MCCefoBaHWii) MeANLIMHCKUX U3EMWiA, YTBEPXAEHHbIMA

Pewenvem CoseTa EBpa3uniickoil 3KOHOMMYECKOI komuccum oT 12 cpeBpans 2016 r. N 29, npu 3TOM OAHO U3 K/IMHWYECKUX UCMbITAHWIA (MCCnefoBaHuii) AO/MKHO ObiTb
NnpoBefEeHo B OAHOM 13 roCy4apCTB-4/IEHOB.

11. Ans MeaMUMHCKUX M3aenunid Knacca NnoTeHLUMasIbHOrO pyucka npuMeHeHust 3, 26 1 UMNIaHTUPYEMbIX MEAULIMHCKUX U3aennii B OTYET O KNMHUYECKOM [0Ka3aTe/lbCTBe
3(hheKTMBHOCTU M 6€30MacCHOCTM MeAMULMHCKOTO U3AeNns BKIHUYAETCs MN/1aH NocTPerncTpauMoHHOro KIMHUYECKOr0 MOHUTOPUHIA B COOTBETCTBUM C

MpaBnaamMn NpoBeAeHNs MOHUTOPMHIa 6e30NaCHOCTU, KauyecTBa U 3WEKTUBHOCTN MEANLMHCKUX N3AE/NIA, YTBEPXAEHHbIMM

Pewwenvem Konnermn EBpasuiickoli 3KOHOMUYECKOW kKoMmuccum oT 22 aekabpsa 2015 r. N 174 (ganee - MNpaBuna npoBeAeHUss MOHUTOPUHTA).

naH nocTperncTpaLoHHOro KJIMHMYECKOro MOHUTOPUHIAa OO/HKEH COAEPXKaTb Manopmau,mo n ceefeHnd, yCtaHOB/1IEHHbIE

nyHKTOM 21 MpaBwua NpoBeAeHUS MOHUTOPUHTA.

B nnaHe noctpernctpauMoHHOro KIMHNYECKOro MOHUTOPUHIA TakXe yKasblBalOTCA CPOKW ero nposeneHus. OTyeTbl O NOCTPErncTpaumoHHOM KTMHUYECKOM MOHUTOPUHIE
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6e30MnacHoOCTU 1 Sq’.)CbEKTI/IBHOCTI/I MEeANLNHCKUX I/I3,D|EJ'II/II7I, npeaocrtasfideMble B COOTBETCTBUN C

MNpaBuiaMn NpPoOBEAEHUS MOHWUTOPWHIA, OLEHMBAIOTCS YMOSIHOMOUYEHHbIM OpraHoM (3KCMepTHOM opraHu3aumeli) Takke Ha npeaMeT WX COOTBETCTBMS M/iaHy
MOCTPErMCTPaLMOHHOTO K/TMHUYECKOr0 MOHMTOPUWHra. Mpy HEOBXOAMMOCTI B NJlaH NOCTPErnCTPaLMOHHOIO KMHUYECKOTO MOHUTOPWHIA MOTYT BHOCUTLCS U3MEHEHUS] B pamMKax
aKTyasiM3aLmm AaHHbIX, COAEPXaLlMXCs B PErMcTpaLyMoHHOM [0Che.

V. KnuHuuyeckue faHHble 0 MEAULMHCKUX U3enusaxX gNs AUarHOCTUKM in vitro
12. B OTHOLLEHWUN MEAULIMHCKX U3AENWIA ANSt AMArHOCTUKU in Vitro He ABNseTcs 0653aTesbHbIM:
NPOBeAeHNE MHOTOLLEHTPOBbIX KNMHWUKO-1a60paToPHbIX UCMbITaHWiA (MccnefoBaHuit);
B C/lyuyae NpoBeleHNs1 MHOTOLLEHTPOBbIX KNMHWUKO-Na60paTopHbIX UCMbITaHWiA (MCCnefoBaHuii) - NPOBOANUTL MX B OAHOM 13 roCyAapCTB-U/1EHOB.
Mpou3BoauTe b Bpase NPOBOAMTL MHOMOLEHTPOBLIE KMHMKO-NabopaTopHble UCTbITaHKsA (MCcnefoBaHns) MeAMLIMHCKUX U3AeNnii AN AUarHocTMKK in vitro.

13. Ona pokasaTenbctBa 30(PEKTMBHOCTM M 6E30MacHOCTM MEAULMHCKUX U34enuii Ans gUarHoCTUKM in vitro KJaccoB MOTEHLMAasIbHOMO pucka NpUMeHeHns 26 u 3
[0CTaTO4YHO NPOBECTU K/TMHUKO-TabopaTopHble UCMbITaHus (MccnegoBaHusl) B 0AHOM MEANLMHCKOM OpraHnsaumm.

DNEKTPOHHBIN TEKCT AOKYMEHTA
nogrotossieH AO "Kogekc" n cBepeH no:
odmumanbHbIA caiT

EBpasniickoro 3KoOHOMMYECKOro coto3a
www.eaeunion.org, 11.10.2019

O MeToanvyeckux pekomMmeHaaumsax no coaepXXaHmto U CTPYKTYPE AOKYMEHTOB pPermcTpaLlmMoHHOro Aocke Mmeamumndckoro nsagenunsa (Mctodnuk: MICC
"TEXSKCMEPT"

NC «Texakcneprt: 6 nokoneHne» VIHTpaHeT


kodeks://link/d?nd=563444209%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9C%D0%B5%D1%82%D0%BE%D0%B4%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D1%80%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D0%B8%D1%8F%D1%85%20%D0%BF%D0%BE%20%D1%81%D0%BE%D0%B4%D0%B5%D1%80%D0%B6%D0%B0%D0%BD%D0%B8%D1%8E%20%D0%B8%20%D1%81%D1%82%D1%80%D1%83%D0%BA%D1%82%D1%83%D1%80%D0%B5%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%BE%D0%BD%D0%BD%D0%BE%D0%B3%D0%BE%20%D0%B4%D0%BE%D1%81%D1%8C%D0%B5%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%BE%D0%B3%D0%BE%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D1%8F%E2%80%99%E2%80%99%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D0%B8%D1%8F%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2008.10.2019%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2011.10.2019)
kodeks://link/d?nd=563444209%22%5Co%22%E2%80%99%E2%80%99%D0%9E%20%D0%9C%D0%B5%D1%82%D0%BE%D0%B4%D0%B8%D1%87%D0%B5%D1%81%D0%BA%D0%B8%D1%85%20%D1%80%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D0%B8%D1%8F%D1%85%20%D0%BF%D0%BE%20%D1%81%D0%BE%D0%B4%D0%B5%D1%80%D0%B6%D0%B0%D0%BD%D0%B8%D1%8E%20%D0%B8%20%D1%81%D1%82%D1%80%D1%83%D0%BA%D1%82%D1%83%D1%80%D0%B5%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%D0%BE%D0%B2%20%D1%80%D0%B5%D0%B3%D0%B8%D1%81%D1%82%D1%80%D0%B0%D1%86%D0%B8%D0%BE%D0%BD%D0%BD%D0%BE%D0%B3%D0%BE%20%D0%B4%D0%BE%D1%81%D1%8C%D0%B5%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%BE%D0%B3%D0%BE%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D1%8F%E2%80%99%E2%80%99%D0%A0%D0%B5%D0%BA%D0%BE%D0%BC%D0%B5%D0%BD%D0%B4%D0%B0%D1%86%D0%B8%D1%8F%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2008.10.2019%20N%2029%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2011.10.2019)
kodeks://link/d?nd=420328284&point=mark=000000000000000000000000000000000000000000000000006540IN%22%5Co%22%E2%80%99%E2%80%99%D0%9E%D0%B1%20%D1%83%D1%82%D0%B2%D0%B5%D1%80%D0%B6%D0%B4%D0%B5%D0%BD%D0%B8%D0%B8%20%D0%9F%D1%80%D0%B0%D0%B2%D0%B8%D0%BB%20%D0%BF%D1%80%D0%BE%D0%B2%D0%B5%D0%B4%D0%B5%D0%BD%D0%B8%D1%8F%20%D0%BC%D0%BE%D0%BD%D0%B8%D1%82%D0%BE%D1%80%D0%B8%D0%BD%D0%B3%D0%B0%20%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8,%20%D0%BA%D0%B0%D1%87%D0%B5%D1%81%D1%82%D0%B2%D0%B0%20%D0%B8%20%D1%8D%D1%84%D1%84%D0%B5%D0%BA%D1%82%D0%B8%D0%B2%D0%BD%D0%BE%D1%81%D1%82%D0%B8%20%D0%BC%D0%B5%D0%B4%D0%B8%D1%86%D0%B8%D0%BD%D1%81%D0%BA%D0%B8%D1%85%20%D0%B8%D0%B7%D0%B4%D0%B5%D0%BB%D0%B8%D0%B9%E2%80%99%E2%80%99%D0%A0%D0%B5%D1%88%D0%B5%D0%BD%D0%B8%D0%B5%20%D0%9A%D0%BE%D0%BB%D0%BB%D0%B5%D0%B3%D0%B8%D0%B8%20%D0%95%D0%AD%D0%9A%20%D0%BE%D1%82%2022.12.2015%20N%20174%D0%A1%D1%82%D0%B0%D1%82%D1%83%D1%81:%20%D0%94%D0%B5%D0%B9%D1%81%D1%82%D0%B2%D1%83%D1%8E%D1%89%D0%B8%D0%B9%20%D0%B4%D0%BE%D0%BA%D1%83%D0%BC%D0%B5%D0%BD%D1%82%20(%D0%B4%D0%B5%D0%B9%D1%81%D1%82%D0%B2.%20c%2026.04.2017)

	КОЛЛЕГИЯ ЕВРАЗИЙСКОЙ ЭКОНОМИЧЕСКОЙ КОМИССИИ
	РЕКОМЕНДАЦИЯ
	от 8 октября 2019 года N 29
	О
	Методических рекомендациях по содержанию и структуре документов регистрационного досье медицинского изделия
	Методические рекомендации по содержанию и структуре документов регистрационного досье медицинского изделия
	I. Общие положения
	II. Требования к содержанию и структуре документов регистрационного досье медицинского изделия
	Алгоритм планирования проведения исследований (испытаний) с целью оценки биологического действия медицинского изделия
	Указания по представлению сведений в отчете о клиническом доказательстве эффективности и безопасности медицинского изделия
	I. Общие положения
	II. Клинические данные о медицинском изделии, полученные при проведении клинических испытаний (исследований) медицинского изделия или при применении медицинского изделия в государствах, не являющихся членами Союза
	III. Клинические данные о медицинском изделии, эквивалентном регистрируемому медицинскому изделию
	IV. Клинические данные о медицинских изделиях классов потенциального риска применения 3, 2б и имплантируемых медицинских изделиях (за исключением медицинских изделий для диагностики in vitro)
	V. Клинические данные о медицинских изделиях для диагностики in vitro



