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O MeTtoauuecKHX peKOMeHIaAUUsX [0 COAEPKAHUIO H CTPYKTYpe
AOKYMEHTORB PErHCTPANIMOHHOIO J0Che MEIUIHHCKOTO W3/1eTHs

Konneruss EBpazuiickoil 5KOHOMHYECKOM KOMMCCHUHM B COOTBETCTBUH
co crarbeit 31 JloroBopa o EBpa3uiickoM 3KOHOMHYECKOM COKO3e OT 29 Mas
2014 roma wu crarbeit 4 CornaiieHus O €IMHBIX NPUHUMIAX
M TpaBujax OOpalleHHs] MEIULMHCKUX W3AeNud (M3Aeui MEeJUIMHCKOTO
Ha3HAuYeHUss W  MEJAMUMHCKOM TexHuWKU) B paMkax EBpasuiickoro
HKOHOMHYECKOTro coto3a oT 23 aexabps 2014 rona,

B LIEJIIX yCTaHOBJICHHS] €IMHOOOPa3HBIX MOJXOJ0B MPH pPErucTpaliu
MEAULUMHCKUX W3JeJIUHA K PErUCTPAalMOHHOMY JOChE, COIEPKAHHUIO U
CTPYKTYpP€ JOKYMEHTOB, COJIEPKAIIUXCS B PErMCTPALMOHHOM JIOChE,

peKoMeHAYyeT rocymapcteaM  —  wieHam  EBpasuiickoro
KOHOMHYECKOI'0 COI03a C J1aThl OMyOJIMKOBaHUs HacTosel Pekomenaanuu
Ha opuImanbHOM caiiTe EBpa3suiickoro 3KOHOMUYECKOI0 CO3a MPUMEHSTh
Metoaudeckue peKOMEHIAIMH MO CONEPKAHHMIO M CTPYKTYpe MOKYMEHTOB
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[TPUJIOXEHUE

K Pexomenpauuu Kosuierum
EBpa3zuiickoil 5KOHOMHUYECKOH KOMHCCUU
oT 8 okTsiOpst 2019 1. Ne 29

METOAUYECKHUE PEKOMEHJIAIIUU
0 COAEPKAHHIO H CTPYKTYpPe JOKYMEHTOB PericTPANHOHHOI0 J0ChE
MeJHLHHCKOTO U3/1e/THsl

I. O0mme nonoxeHus

1. Hactosmuue Metoauyeckue pekoMeHAAlMKM pa3paboTaHbl B LENSX
OKa3aHHWsl METOAMYECKOW IOMOILIM 3asBUTENSIM IPHU MOATOTOBKE KOMIIIEKTA
JOKYMEHTOB M MarepHalloB JUIsl PErucTpalMi METUITHHCKOTO W3/eus
(majiee — perucTpallMOHHOE JI0Che) B COOTBETCTBUHU C MpHiioxkenueM Ne 4 k
[TpaBuiamM perucTpaluu © 3KCOEPTU3bl  Oe30MacHOCTH, KadecTBa WU
3(p(eKTUBHOCTH MEIULUHCKUX U3JeNul, yrBepxkaeHHbIM Pemmennem Cosera
EBpasuiickoli skoHOoMuYeckoil komuccuu ot 12 deppans 2016 r. Ne 46
(nanee — [lpaBua peructpariuu).

Hacrosmue Meronnuyeckue peKOMEHIAIUU COJIEPIKAT PasbsICHEHUS
TpeOOBaHUN K COIEPIKAHHIO U CTPYKTYpe JAOKYMEHTOB PErHCTPAllMOHHOIO
JOCheE.

2. Jlns ueneil npuMeHeHUsl HacTOSIUX MeToIMYeCKHX peKoMeHIauit
MO/ CTPaHOM MPOMCXOXKIEHUS MEIULIMHCKOrO WU3/IeNUsl TIOHMMAaeTCsl CTpaHa,
B KOTOPOW MEJUIMHCKOE H3[enne OBUIO MPOU3BEJIEHO WIH IOIBEPTHYTO
JIOCTaTOYHOM IepepaboTKe B COOTBETCTBUU C KPUTEPHUSIMHU, OTIPEIeIeHHLIMU
IIpaBuiamu  ompeleneHus MPOUCXOXKIASHHS TOBApPOB, BBO3UMBIX HA
TAMOKEHHYI0  TEPPUTOpUIO  EBpasuiickoro  3KOHOMHMUYECKOro  COoio3a
(HenpedepeHMaNbHBIMU ~ [PABUIAMU  OMNpEJENeHHsT  IPOHCXOMKICHU
TOBApOB), YTBEPIKIECHHBIMH Peliennem CoBera EBpazutickoii

AKOHOMHUYECKOU KoMuccuu oT 13 urong 2018 r. Ne 49,
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WMHple  MOHATUS, UCIOJAB3yeMBble B  HACTOALIMX MeToauuecKnx
pEKOMEHJaluusX, TPUMEHSIOTCS B 3HAYEHUSX, OIPEACIICHHBIX aKTaMu
opranoB Eppasuiickoro skonomuyeckoro cotosda (nanee — Coros) B chepe

O6anJ,€HI/I§I MEIULIMHCKUX U3NISJIUNI.

II. TpeOoBaHus K coiepKaHUIO U CTPYKType JOKYMEHTOB
PErUCTPALIMOHHOIO JJOChe MEAUITMHCKOTO U3EITHS

3. Jlis DKCNEepTU3bl U perucTparii METUITHHCKOTO H3C/IHs 3asiBUTEID
NpefoCTaBIsAeT (HAMpaBsieT) B YIOJIHOMOYEHHBIH OpraH (dKCIEPTHYIO
OpraHM3alHNIo) pe(pepeHTHOTO roCyAapCcTBa ClIeAYIOIINE JOKYMEHTEI:

1) perucTpanioHHOe JOCHE Ha DICKTPOHHOM HocuTese. B ciyuae ecnn
3aKOHOZATeIbCTBOM TocyaapcrBa — uneHa Coroza (fajiee — rocylnapcTBo-
4jgeH) He IpeJycCMOTpeHa BO3MOKHOCTH O(GOPMIIEHHS  YKa3aHHBIX
JOKYMEHTOB B DJICKTPOHHOM BHJ€, YIOJHOMOUYEHHBIA opraH pedepeHTHOro
rocyJlapcTBa BIIpaBe 3allpOCUTh TaKUe JOKYMEHTHI (MX KOIHH) Ha OyMasKHOM
Hocutene. [Ipu 9TOM TOKYMEHTBI, peAcTaBIeHHbBIE Ha HHOCTPAHHOM SI3LIKE,
JOJDKHBl MMEThb 3aBEPEHHBbII B  YCTAHOBJIEHHOM 3aKOHOJATEIhCTBOM
pedepeHTHOr0 rocyaapcTBa MOPSIKE AyTCHTUYHBIM MepeBOJl HA PYCCKHIA
SI3BIK.

Wupopmanuss o0 COOTBETCTBUM  CBEICHH, comepiKaluxcs B
PErMCTPALIMOHHOM JIOChe, CTPYKTYpe MAHHBIX O MEIULMHCKOM H3JIeINN
TeXHHUYeckoro (aiina mnpuBeneHAa B MNPWIOKEHHH K MeToauueckum
PEKOMEHIAaLMsAM T10 NPOBEJNEHUIO0 dKCIEePTU3bl 0e30MacHOCTH, KauecTBa MU
3 GeKTUBHOCTH METUIMHCKUX U3JENIUI B LEJSIX UX PErHCTPAIUH B paMKax
EBpasuiickoro »KOHOMHYECKOTO coro3a (mpuioxkeHHe K PekomeHpanuu
Konnernn Eppasuiickoii skoHomuueckoid xomuccud or 21 mas 2019 r.
No 14);

2) KOTIUM  JIOKYMEHTOB, TOATBEPXKJAOMIUX OIUIATY OKCIEPTH3Ll U

pErucTpalvyi MEJUIUHCKOTO U3/1e/us B pe)epeHTHOM roCyIapcTBe.
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3asBUTENIb  HECET pPACXOAbl Ha OKCIEPTU3y U PETHCTPALUIO
MEIULUMHCKOTO  M3JENHMsl B COOTBETCTBUM €  3aKOHOZATEJILCTBOM
pedepeHTHOro0 rocyzapcTBa, Ha COIJIAaCOBAHHME DKCIEPTHOIO 3aKIIIOYEHHS —
B COOTBETCTBUHU € 3aKOHONATENILCTBOM IOCY/1IAPCTB NMPU3HAHMSI.

4. JlIoKyMeHTBI, yKa3aHHbIE B IYHKTE 3 HACTOSIIMX MeToquuecKux
PEeKOMEHIAIN, MPEAOCTaBIIAIOTCS 3asBUTEIEM B YIOJIHOMOYEHHBIH OpraH
(SKCIEPTHYIO OpraHMU3alMio) pedepeHTHOro TrocyAapeTBa Ha OyMakHOM
HOCHTEJIE HETNOCPEJACTBEHHO WMJIM 3aKa3HbIM IIOYTOBBIM OTIIPABJICHUEM C
YBEJIOMJIEHHEM O BPYYEHHH U OIKMCHIO BIIOXKEHHUS JHOO B 3JIEKTPOHHOMN
(opme, B TOM 4HCiIe Ha DJIEKTPOHHOM HOCHTENe, coriacHo TpeGoBaHMsSIM K
DIIEKTPOHHOMY BHUJIY 3asiBICHUH M JIOKYMEHTOB PETHCTPAIlHOHHOTO I0CHE,
IPENCTABISIEMBIX  [IPM  OCYLIECTBJIEHMM PErHCTPallil W JKCIEPTU3EI
OesonacHocTH, KadectBa M S(PPEKTHBHOCTH MEIMLUMHCKUX —W3JENUi,
yreepxiaeHubiM  Pemenunem  Komnmerun  EBpazuiickoit  sKOHOMHYECKOMH
komuccuu ot 30 uronst 2017 r. Ne 78.

3agBUTENIO HEOOXOAMMO 0OecHeuuTb TOJHOTY, JIOCTOBEPHOCTH,
HarJISIAHOCTE M JIOCTYIIHOCTH IIpefocTaBisieMoil WH(GOpPMAIlMH, a TaKkKe
OINEPaTUBHOCTh €€ MPEJOCTaBIICHUSI.

OTBETCTBEHHOCTH 3a JIOCTOBEPHOCTh MH(DOPMALIMK W CBEAEHUM,
COZIEPIKAIIMXCSA B MPEJOCTABJIEHHOM B  YIIOJIHOMOYEHHBIH  opran
(9KCNEePTHYH OpPraHu3aI|io) PerucTPALIMOHHOM JIOChE, HECET 3asBUTEb.

5. JIOKyMEHTBI, yKa3aHHBIE B TYHKT€ 3 HACTOSIIMX MeTomudecKux
PEKOMEHJIAIMM, TPHHUMAIOTCS YIIOJHOMOYEHHBIM OPTaHOM (3KCIEPTHOM
opraHuszanyen) peepeHTHOro rocyAapcTBa IO OIKCH, KOMHUS KOTOPOH ¢
OTMETKOH 0 JlaTe NIpUeMa YKa3aHHBIX JOKYMEHTOB BPYUYAETCs 3asgBUTENIO UITH
HANpaBJIAETCs €My 3aKa3HBIM I[1OYTOBLIM OTIPABIEHUEM C YBEIOMIIEHUEM O

BPYYEHUH WIH B 3JIEKTPOHHOM BHJIE.
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6. B cocraBe perucTpalMoOHHOrO JOChe 3asBUTENb MPENOCTABIISACT
CIIENYIOIINE JIOKYMEHTBI, IIpeAyCMOTpEHHbIe mpwioxkeHuemM Ne 4 k
IlpaBunam perucTpaiuu:

1) 3asBnenue — 3asBlIEHUS O NPOBEACHUY KCIEPTH3BI M PErHCTPALUN
MEIMIMHCKOTO M3JENUs 10 (opMaM CcOriacHO npuioxkeHusM Ne 2 u 3 k
IlpaBuiiam  perucrpanuu, KOTOpble 3aroJHSIOTCS M 3aBEpsIOTCsS  Ha
opunuansHoM OaHke (B cilydae HaJIUYUs TaKoro OJianka) 3asBUTENs.

B cBenenusax o mnpowmsBogutene (myHKT 12 ¢opMbl 3asBieHHS O
MPOBEIEHUN DOKCIEPTU3Bl M IIYHKT 8 (OpMBI 3asiBIEHHS O INPOBEJIECHUU
perucTpanuu, MnpeaycMoTpeHHbIX HnpuioxeHusMu Ne 2 u 3 k IlpaBumam
pETUCTpPalill COOTBETCTBEHHO) CTpaHa OIpEIeNsIeTcss ¢ Y4Y4eTOM MecTa
pPErHCTpalUyd IPOU3BOAUTEIS, OT UMEHHU KOTOPOro MEIUILMHCKOE H3JelIne
BBIITYCKaeTCsl B 0OpallieHre Ha TaMoskeHHoU Tepputoprn Coroza.

Ilpn  ykazaHuuM  cBeOeHUH O  TPOW3BOJICTBEHHON  IUIOLIAJKE
(mpou3BOIACTBEHHBIX IUTomankax) (myHKT 13 dopMel  3asgBieHus o
MIPOBEJIEHUN DKCIEPTU3bl M IYHKT 9 (opmbl 3asiBICHHS O IPOBEICHUU
perucTpanuu, MmpeaycMOoTpeHHbIX npunoxkeHusMu Ne 2 u 3 k [lpaBuiiam
pPETHCTPallUd COOTBETCTBEHHO) CJeAyeT pPYKOBOJCTBOBATHLCS IMOHATHEM
«IIPOM3BOJICTBEHHAS IUIOLIA/KA», YCTAHOBICHHBIM ab3aleM JeBSITHAIATHIM
nynkra 3 IlpaBun peructpauuu. Ilpu sTom moj onpejeieHHBIME CTaIHAMU
IIPOU3BOACTBEHHOTO IIpoliecca MOHUMAKOTCS:

U3TOTOBJIEHHE BCEr0 MEIUIUHCKOIO W3JIeJUs WJIM €r0 OCHOBHBIX
OJIOKOB, KPOME OCHOBHBIX OJIOKOB, SIBJISIFOIIMXCS MEIUIIHHCKUMU U3LEIUSIMHU,
3apEruCTPUPOBAHHBIMA B YCTaHOBJIIEHHOM rmopsake B Corose, B
TEPPUTOPHATIEHO 000CO0IeHHBIX KOMILIEKCAax, BXOJISIIIUX B
OpraHU3alHOHHYIO CTPYKTYPY NPOU3BOUTENS MEAUITHTHCKOTO U3JIEIHS;

M3rOTOBJICHHE 10 JIOTOBOPAaM CO CTOPOHHHMM MPOM3BOJHUTENIEM

(MOAPSIIMKOM) BCErO0 MEAMIIMHCKOTO M3IEIHs WM €I0 OCHOBHBIX OJIOKOB,
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KpOME OCHOBHBIX OJIOKOB, SIBISIFOIIUXCS MEIMIUHCKUMU — M3JEIUsIMHU,
3aperuCTPUPOBAHHEIMY B YCTaHOBJIEHHOM nopsiake B Corose;

CTEPHIIN3ALINS] MEAULIMHCKOTO M3IE/IHS;

2) IOBEPEHHOCTh  OT TMPOU3BOJUTENIs HA [PABO  IIPeCTABIICHUs
MHTEPECOB TMpPH perucTpauuu (mpu HEOOXOAMMOCTH) — JIOBEPEHHOCTH
OpOpMIISETC B COOTBETCTBHH C 3aKOHOJAATENILCTBOM  pedepeHTHOro
rocynapctea. Jljas  yIOJIHOMOYEHHOrO MpeJCTaBUTENS MPOM3BOIAMTENS
JIOBEPEHHOCTh JIOJDKHA HAJAEHATh €ro IMpaBOM IPEACTABISITh HHTEPECHI
IPOU3BONUTENS, B TOM 4YHCIE, NPU PETUCTPALUH MEIUIIMHCKUX H3IEINH,
a TAK)KE B YaCTHU OTBETCTBEHHOCTH 3a oOpallleHue MeIUIIMHCKOIO U3/Ie/INs B
pamkax Coro3a M MCIOJIHEHUS 00s3aTeNbHBIX TPeOOBaHUH, MMPEAbABISEMbIX
K MEJULUHCKUM H3JIC/TUSIM;

3) KOmusl Pa3pelIuTeNbHOr0 JIOKYMEHTa Ha IPaBO IPOM3BOJCTBA B
CTpaHe-POU3BOJIUTENE C MPWIOXKEHHEeM (MIpH HAIWYWK) — BBIJAHHBIN
YIOJTHOMOYEHHBIM OPraHOM AOKYMEHT C yYKa3aHHeM HOMEpa U JaThl BLIIAUH,
JAIOIKK  IPaBO OCYLIECTBIIATh COOTBETCTBYIOIIMM BHJ JI€SITEILHOCTH,
COZIeprKaIHit cBeleHust 00 azmpecax MecT OCYILIE€CTBJICHUSI
COOTBETCTBYIOIIEIO BHJA JIEATENBHOCTH (NIPU HAJTMYMH, B CJydae
3aKOHOJIATEbHO YCTAHOBJIEHHOIO TpeOOBaHMs B CTpaHe MPOU3BOIUTEIIS);

4) konunm  cepTU(UKATOB HA CUCTEMY MEHEIKMEHTA KadecTBa
MPOM3BONUTENS  MenuuuHckux — m3genuit  (MCO 13485  nubo
COOTBETCTBYIOIIMA  PETHOHAJIBHBIM WM HAIMOHAIBHBIA  CTAHJAPT
rocylapcTBa-ujeHa) (Mpy HaIM4YMHA) — JOKYMEHTHI, BLIJAHHBIE Ha WM
MPOU3BOAUTENS  (IPOM3BOJACTBEHHOH  TUIOMIAJKH),  ITOATBEPIKAAOLIUE
BHEJIPEHHE TIPOM3BOAMUTEEM (IIPOU3BOJCTBEHHOM IUIOIIAAKOM) CHCTEMBI
MEHEDKMEHTa KadecTBa MpU TPOU3BOJACTBE MEAMIMHCKMX H3JEJIUNA B
COOTBETCTBUU C TpeOOoBaHUSIMHU CTaHJIapTOB, 9KBUBAJICHTHBIX

MeXXayHapoaHoMy ctanaapty ISO 13485;
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5) neknapanusi O COOTBETCTBUH TpeOOBaHUsAM 0O€30MaCHOCTH U
5(Q(EKTUBHOCTH MEIULUHCKUX H3JACIMH WM SKBUBAIECHTHBIM JOKYMEHT
(mpy  HanMYMM) — JOKYMEHT JMOO ero KOMHs, [OATBEPKIAFOIIUIl
COOTBETCTBME  MEJMLMHCKOrO M3Jenuss oO0s3aTelbHbBIM  TpeDOBaHMIM
rocynapcTB, He sBisionuxcs wieHamu Coroza (Hampumep, TUPEKTHBAM MIIH
pernamenTam EBporneiickoro corosa);

0) KOst perucTpaliMoHHOr0 yI0CTOBepeHus (cepTrdhrkara cBoOOIHOIM
NPOJAXH, CepTH(PHUKATA Ha OKCIOPT (32 HCKIIOUEHHEM MEIUIUHCKUX
M3/, BIIEPBLIE IIPOM3BEIECHHBIX HA TEPPUTOPHM TOCyAapcTBa-diieHa)),
BLIJAaHHOIO B CTpaHe INPOM3BOAUTENs (IIPU HAJM4YMHU) C MPeACTaBIcHHEM
IIEPEBOJIa HA PYCCKHUH S3BIK;

7) Komusl JIOKYMEHTa, YIOCTOBEPSIOLIEr0 PEerucTpalmio B JIPYrux
cTpaHax (Npu HATMYUK) — IPEOCTaBISIeTCs s UHPOPMAIIMH O TOM, YTO
MEJUIMHCKOE U3JeJHe  3aperMCTPUPOBAHO HA  TEPPHUTOPUU  JIPYTHX
rocyapcTB. MoryT OBITb IpeOCTaBIEHBl CBEICHHS O pPErHCTPAlldM B
JAPYTUX CTpaHax €O CChUIKOW Ha MCTOYHUKM TAaKUX CBEJEeHUil (Harnpumep,
CChUIKAa Ha 0asy HaHHBIX, Jpyrue MacCHUBBI MH(MOPMAIMHU, COJEpIKAIIIEcs B
UH(POPMALIMOHHBIX CUCTEMAX);

8) ciipaBka Ha MEIUIIMHCKOE H3JeNIHe C ONUCAaHWeM OOJacTH
NPUMEHEHHUs], Ha3HAYEHWs, KpaTKOW XapakTepUCTHKH  MEIULIMHCKOrO
M3JEeKs], BapHaHTAMHM HCIIOJHEHUS] M KOMIUIEKTYIOIUMH (110 (popme) —
CIpaBKa COCTaBIAeTCA MO (popMe, NPEeLyCMOTPEHHON MmpriokenneM Ne 4 k
IIpaBumam perucTpanuy, B KOTOPOMl OMMCHIBAIOTCS KpaTKWe aHHBIE O
MEIULMHCKOM M3JEJIMM, B TOM YHCIE YKa3bIBACTCsl KOMIIIEKTHOCTH
MEJIMLUHCKOrO M3JelHusd ¢ pa3ldelieHHeM Ha OCHOBHBIE OJOKH (4acTH),
[IPHHAIJIEIKHOCTH, PACXOJHbIE MaTepHasbl, KOMIIJIEKTYIOLIHE B COOTBETCTBUN
¢ Kpurepussmu pasrpaHuyeHHs 53JIEMEHTOB MEIMIMHCKOTO  M3IEJIHs,

ABJIAIOMNIHUXCA COCTABHBIMH 4YacCTAMH MEOHUIIMHCKOTO H3JC/IHs, B LEIIX €ro
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peructpauuyu, yTBepxkaeHHbIMH  Pemenwem  Kommermm — EBpasuiickoi
SKOHOMHUYECKOU KoMHUCCHHU 0T 24 mronisg 2018 . Ne 116;

9) nanHBlE O MAapKUPOBKE W YMAaKOBKe (MOJHOLBETHBIE MAaKETHI
YIaKOBOK M OTHKETOK, TEKCT MAapKUPOBKU Ha PYCCKOM SI3BIKE U
rOCYIapCTBEHHBIX SA3bIKAX [OCYJapCTB-YIEHOB) — JaHHBIE IIPEIOCTABIISIOTCS
B COOTBETCTBUM € TpPeOOBAHMSMU K MapKUPOBKE MEIUIMHCKOIO H3IEIIHs
coriiacHo myHkTam 58 — 63 u 105 OOwmux tpebGoBanuii OGe30macHOCTH U
5()(HeKTHBHOCTH MEIULUHCKUX H3/esnii, TpeOOBaHUH K HX MapKMpPOBKE H
OKCIIIyaTallHOHHOW JOKYMEHTallMM Ha HHX, YTBEPXKIACHHBIX PeleHuem
Cosera Eppasuiickoil skoHOMHUeckol komuccuu ot 12 ¢espans 2016 r.
Ne 27 (nanee — OOmume Tpebopanus). Takixe MOryT OBITh NpECTABIECHBI
Gororpaduueckne n300paskeHUsT OOLIEr0 BHAA MEIAULMHCKOIO HM3IETUs W
NPUHAIEKHOCTEN, HEOOXOAUMBIX JJIsl €T0 MPUMEHEHHUS 110 Ha3HAUEHUIO;

10) unpopmanus o pazpaboTKe M MPOU3BOJCTBE: CXEMBI IIPOLIECCOB
IIPOMU3BOJCTBA, OCHOBHBIE CTAJUM NMPOU3BOJICTBA, YIIAKOBKA, WCILITAHUS U
Mpole/lypa BhIILyCKa KOHEYHOTO MPOAYKTa — WH()OPMALMs, IPeACTaBIecHHAS
MPOU3BONUTENEM B CcBOOOAHOM Qopme, B KOTOPOH  OIKUCHLIBAETCS
IIPOU3BOACTBEHHBIA Ipouecc (BO3MOKHO, B BHJIE CXEM) C yKa3aHHEM
IIPOU3BOJACTBEHHON IUIOAAKK (IPOU3BOACTBEHHBIX IUIOIIAMA0K), @ TaKiKe
CTpaHa TPOMCXOXKIEHUs, KOTOpasi OInpejenseTcss C YY4eTOM MecTa
IIPOUCXOKIEHUS OCHOBHOI'O (OCHOBHBIX) OJIOKOB MEOUIIMHCKOI'O HM3JENUs B
cooTBeTcTBMM ¢ llpaBuimaMu onpeneneHus NPOUCXOKACHHUS TOBApOB,
BBO3UMBIX Ha TaMO>XEHHYIO TEeppUTOpPHI0 EBpasHiiCKOro 3KOHOMHUYECKOTO
coroza (HenpedepeHMalbHbIMU TIPABUIAMH OIPEAEIEHUS TPOUCXOMKIECHUs
TOBapOB);

11) cBeeHHst O IPOM3BOJUTENE: HAMMEHOBAHUE, BUJ JEATETHHOCTH,
IOpUAMYecKui  anpec, (opma CcOOCTBEHHOCTH, COCTaB pPYKOBOJCTBA,

Iepedenb MoApas/Ie/IeHUi U J10YepHUX KOMITAHAH ¢ yKa3aHUeM UX cTaTyca
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MOJIHOMOYMH — B KauyecTBe TAaKWX CBEJEHHU MOTYT OBITh MpPEACTaBJIEHbI
KOMUU JOKYMEHTa O PEerucTpallid IOPUIUYECKOr0 JIMLA B COOTBETCTBHU C
3aKOHO/1aTeJIbCTBOM CTPaHbI POU3BOIUTEIIS, YCTABA OPraHU3alMH U T.]1.;

12) undopmarust 0 MapkeTuHre (UCTOpUs TPU YCIIOBMM OOpaIieHus
M3e/sl Ha peIHKe Oosiee 2 jeT) (Mpu HaTu4uu) — (IPeJOCTABISETCS IS
MEIULMHCKOro M3denust 20 W 3 KIaccoB MOTEHIMAJBHOTO —pPHUCKa
npuMeHeHus1) HHQopMaLus, IpejacTaBisieMas B CBOOOMHON (opme ¢
YKa3zaHMeM CBEJIEHUH O BPEMEHM BBIXO/a MEAULIMHCKOIO U3JIEJIUsI Ha PBIHOK,
O pBIHKaxX, Ha KOTOpBHIX oOpalmiaercs MEIUIUHCKOE W3JeNIhe, a TaKkKe
OPUEHTUPOBOYHOI'0 CYMMAapHOI'O KOJMYECTBA BBIMYIIEHHBIX MEIULMHCKUX
W3S,

13) cooOLIeHns: 0 HEeCUYACTHBIX CIydasx M OT3bIBaX (MH(oOpMarms He
IPeJOCTAaBIseTCs JUIsl BHOBb  Pa3pabOTaHHBIX W CHPOCKTHPOBAHHBIX
MEAMLMHCKUX U3JIEJINI): CIHCOK HEeXKEeTaTebHBIX COOBITUH MIIM HECUACTHBIX
CllyyaeB, CBSI3aHHBIX C WCIIONL30BAHMEM U3JCNUsl, W yKazaHWe Mepuoja
BPEMEHH, Ha MPOTSHKEHUH KOTOPOro MPOUCXOJMIIN YKA3aHHBIC CITyYau, eCJIu
HEKeIaTelbHbIX COOBITMH CIUIIKOM MHOTO, HEOOXOJUMO IPEJOCTABUTH
KpaTkue O0030phl 1O KaXJAOMYy M3 THUIIOB COOBITHH M yKaszarh oblee
KOJIMYECTBO COOBITUIA Ka) 00 THUIIA, O KOTOPBIX MOCTYMAIH OTYETHI, CIIUCOK
OT3bIBOB C pBIHKA MEIUUMHCKMX M3Jenuid ©u (WIH) IOSCHUTEIbHBIX
YBEJOMJIEHUI M ONUCaHME TOAXO0Ja K PACCMOTPEHHIO ATUX MPOOIEM M UX
PCLLUEHUIO TMPOU3BOAUTENISIMU B KaXKIOM H3 TaKHX CIIy4aeB, ONUCAHUE
aHanmu3a U (WiIM) KOPPEKTUPYIOMIUX ACHCTBHH, MPENPUHITHIX B OTBET HA
yKa3zaHHbIE cllydad — (He MPeACTABIISIFOTCS JJIsI MEIUIIMHCKOTO M3AEIUs ISt
JAMAarHoCTUKM 1n vitro 1 Knacca MOTEHLIHANBHOTO pHCKA NPUMEHEHHS)
NOKYMEHT O HEOJaroNnpUATHBIX COOBITUSX (MHIMJEHTAX), MPOU3OIIEIIINX

Ha Bcex JTamax oOpalleHus MeIWIUHCKUX u3lenuii B pamkax Corosza
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U Ha TEPPUTOPUAX TOCYNApCTB, He sBistommxcs uwieHamu Corosa,
COCTaBJIEHHBIN IMPOU3BOAUTENIEM B CBOOOHOM (hopme;

14) mepeyeHb cTaHOApTOB, KOTOPHIM COOTBETCTBYET MEIMIMHCKOE
uznienve (€ yKazaHWeM CBeJeHMH O HHX) — JOKYMEHT, B KOTOPOM
yKa3blBalOTCsl 0003HAUEHUs U HAUMEHOBAHHS CTAHAAPTOB, BKIFOUYEHHBIX B
nepeyeHb  CTAaHAapTOB, B  pe3yJbTaTe I[PUMEHEHUS KOTOPLIX  Ha
n0OpOBOJIBHOM ~ OCHOBE  MOJHOCTBIO HJIM  YAaCTHUHO OOEclevynBaeTcs
COOJIIOJIEHHE COOTBETCTBUSl MEAMIMHCKHX m3fenuit O6IuM TpeGoBaHUSAM
Oe3onacHOCTH U 3(P(EKTUBHOCTH MEIMIIMHCKUX U3JENNN, TPeOOBAHUSIM K MX
MapKHPOBKE W OKCIUTyaTal[MOHHOW JOKYMEHTalMM HAa HUX (IPUIOKEHUE K
Pexomenpanuu  Kosuterun  EBpasuiicKOH = dKOHOMHYECKOH  KOMUCCHH
or 4 cenrsabps 2017 r. Ne 17), nubo HHBIX CTaHIAPTOB, KOTOpbIE
NPUMEHSIOTCS Ul JIOKA3aTelIbcTBA COOTBETCTBUS MEIUIIMHCKOTO H3IEIUs
OO6muMm TpedoBanusM. B ciiydae ecnu ctanIapT IPUMEHSIETCS HE MTOJHOCTHIO
B CBEJIEHUSAX O TAKOM CTaHJapTe YKa3blBAKOTCS €r0 CTPYKTYPHBIE 3JIEMEHTHI;

15) cBefleHus O COOTBETCTBMM MEAMIIMHCKOIO M3JEIUsl  OOIIHUM
TpeboBaHusAM 0e30macHOCTH U S(PQEKTHUBHOCTH MEIULMHCKUX M3,
TpeOOBaHUAM K HX MapKUpPOBKE M OKCIUTYaTAllMOHHOMW JOKyMeHTAHH
Ha HUX — CBEIEHHUs, IpeAcTaBiseMble M0 (GopMe B COOTBETCTBUM C
npunoxennem Ne 2 k OOmmM TpeboBanusiM. JlokazaTembHble MaTepuaisl
(IOKyMEHTBI), B TOM 4YHCIIE MPOTOKOJBI HCIBITAHUH (WCCnenoBaHuil),
“HpOpMaIKs 0 COOCTBEHHBIX MeTO/ax (METOIMKAX) MCIIBLITAHMI TPUBOASTCS
B KauecTBe IIPUJIOKEHUH K yKa3aHHOW (opMe WM KaK CaMOCTOSITENILHBIE
JOKYMEHTBI J10ChE;

16) nOKyMeHT, yCTaHaBIMBAIOWIMKA TpeOOBaHUS K TEXHUYECKUM
XapaKTepUCTHKAM MEIULUHCKOIO M3JeNusl — JAOKYMEHT, COCTaBJICHHBII

IMPOU3BOJHUTEIICEM, CO,Ilep}KaH_II/If/i OCHOBHLIC XapaKTECpHUCTHKH MEOULIMHCKOTO
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HU3ACITHA (Hanpnmep, TEXHUYCCKHUC YCJIOBUsA, CTAaHOAPTHI OpraHu3alluu,

crenupuKalum);

17) npOTOKONIBI TEXHUYECKUX WCIBITAHMH, IPOBEACHHBIX B LEJSIX
JI0Ka3aTesibCTBa COOTBETCTBUSI Obmmm TpeOOBaHUIM —
(HE MpeaoCTaBNsAOTCA UL peareHTOB, HAabOpPOB pEareHTOB) IMPOTOKOJIBL
UCMBITAHUKM ~ MEIUIMHCKOrO  W3JIeNus,  BbIIAHHBICE  OpraHu3alusiMu,
BKIIIOUCHHBIMH B €IMHBEIM  PEEeCTp  YIOJHOMOYEHHBIX OpraHu3alui,
UMCIOLMX IPAaBO IPOBOAUTEL HCCIEAOBaHUsl (MCIBITAHHS) MEIUITMHCKAX
U3JIeIMd B IeNsIX HMX perucrpaiuu, oQopMIeHHLIE B COOTBETCTBHUU C
npunoxkenueM K IIpaBunam  mnpoBefeHUss TEXHUYECKMX  HCIIBITAHWH
MEMIUHCKUX H3AeIui, yrBepxaeHHbIM Pemenuem Coseta EBpasuiickoii
9KOHOMUYECKON Komuccuu ot 12 despanst 2016 r. No 28;

18) nporokose MCCIIEIOBAHU I (MCTIBITAHUHN ) o OIICHKE
OMOJIOrHYecKOro JeHCTBHS MEIHIUHCKOTO W3/IENusl, IPOBEJEHHBIX B LIENSX
JOKa3aTesibcTBA  COOTBETCTBMs  OOmMM  TpeOOBaHUSIM —  MPOTOKOJILI
MCCTCNOBAaHUI  (MCHBITAaHWK)  MENUIIMHCKOIO  WM3JENds,  BbIAAHHbIE
OpraHu3alMsIMH, BKIFOYEHHLIMH B €IUHBIM peecTp YIOJHOMOYEHHBIX
OpraHu3anui, HMEIOMUX IIPaBO MPOBOJAUTL HCCICAOBAHUS (MCIBITAHMS)
MEIUIMHCKUX H3ICIUH B LEIIX HX peructpauuu, ohopMIeHHBIE B
COOTBETCTBUHM ¢ mnpuiiokeHneM K [IpaBunam npopeneHus ucciie0BaHUM
(MCHBITaHUI) C 1IETBI0 OLIEHKH OHOJIOTHYECKOTO HEHCTBHS MEIUIMHCKIX
uszienui, yreepxaeHasiM Pemennem Coserta EBpasuiickoit s5KoHOMUYECKOMH
Komuccun ot 16 mast 2016 r. Ne 38,

IIpu ouenke OHOJIOTHYECKOr0 OEHCTBHUS MEIULMHCKOTO W3JC/IHS
PEKOMEHAYETCsl  MCIOJIb30BAaTh  AJIFOPUTM  IJIAHUPOBAHUS  NPOBEIEHUS
MCCTIEIOBAaHUM (MCIBITAHUM) C TENbI0 OIEHKH OMOJIOrMYECKOTo NefCTBUS

MEIHUIHUHCKOTO U3CIIUS COIIACHO MPUIIOKEHHIO Ne 1.
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B cnyyasx, korja UMeIoInXCs CBeJIEHUH 0 MaTepuagax MeIUIMHCKOrO
usaenus W (WIM) TpUHALICKHOCTEM K MEOMIIMHCKHM — W3JEJIHSIM,
KOHTAKTUPYIOIIUX C IIOBEPXHOCTBIO Teja YeIOBeKa, €ro CJIW3MCTBIMU
000JI0OUKaMK, BHYTPEHHUMH CpelaMd  OpraHusMa, JOCTaTOYHO  JUIs
Jl0KazarenbeTBa  cooTBeTcTBUA  OOmmM  TpeGoBaHHSIM,  IMPOBEICHHE
HCCIIEOBAHUN (MCIBITAHUI) C 1€JhI0 OIIEHKH OHOJOTHYECKOTo JAeHCTBHUS
MEJMLIMHCKUX U3Jleuil He TpedyeTcs. [Ipu aToM 3asiBUTENb B COCTaBE IOCHE
MPeJACTaB/IAeT B YIOJHOMOYEHHBIH OpraH (SKCHEPTHYIO OpraHu3alHio)
pedepeHTHOrO rocyapcTBa OTYET MO OIEHKE OHOIOrHYECKOro AeHCTBHI,
SABJISIOILMKCS YaCThIO OTYETa 00 aHa/IM3e PUCKOB U COJIep KAl CBEIEHHUs,
0DOOCHOBBIBAIOIIME OTCYTCTBHE HEOOXOMUMOCTH MPOBEAEHHS HCCIIEN0BAHUMN
(McrbITaHUI) € LENbIO OLIEHKH OMOJIOTHYeCKOro JeHCTBUS;

19) oTueT 0 KIMHHYECKOM JoKazarenbcTBe A(MOEKTHBHOCTH U
0e30macHOCTH MEIMLUMHCKOTO W3jeius — (He NpPedoCTaBlIAeTCs sl
MEJULIMHCKOTO U3JeNus JUIsl AMarHOCTUKH 1n vitro | Kj1acca nmoTeHnuaibHOro
pHCKa IIPUMEHEHMS) JIOJDKEH COJCPIKATh aHaIU3 M OLEHKY BCEX UMEIOLIMXCS
KJIMHUYECKUX NaHHBIX (Kak OJIarONpPHSITHBIX, TaK U HEOJATOMPUSTHLIX), HA
OCHOBaHHU KOTOPBIX AEJIAETCs 3aKIUYeHHe O KIMHUYECKOH 0e30MacHOCTH U
5Q(EKTUBHOCTH B COOTBETCTBUH C TpPeOOBAHUSMH, YCTAHOBJIEHHBIMH B
IIpaBuniax mpoBeAeHUs KINHUYECKUX U KIIMHUKO-JIA00PATOPHBIX HUCIILITAHUH
(MccnenoBaHMi) MEIUIUHCKUX H3JIeNIni, yTBRep:KaeHHBIX Pemennem Cosera
EBpasuiickoii sxoHOMUYecKOH komuccun ot 12 deppanst 2016 r. Ne 209,
OTuer 0 KIMHHUYECKOM J0Ka3aTelIbcTBe I(P(HEKTUBHOCTH M 0OE30M1aCHOCTH
MEIMLUHCKOrO U3Ae/usl JOJDKEH MOANEP/KUBATECS B AKTYAJIbHOM COCTOSIHHH
C YYETOM JaHHbBIX, IOJYYEHHBIX B XOZA€ IMOCTHPOJAKHOIO MOHUTOPHHIA
1 (MIH) [IpH IOSBJIEHUH HOBOM NMOJTBEPXKACHHONH MHPOPMAIUK U3 HAYUYHBIX
JUTEPATYPHBIX ~ HMCTOYHMKOB HA OCHOBAHHUU  ONBITA  KIMHHUYECKOIO

NPUMECHECHHUA MCOULMHCKOI'O H3OCIIHI, Kacarolleicss ero 0e30macHOCTH U
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>pQeKTUBHOCTH, U  COJepKaTh JiaHHble 000 BCeX  BBISBIEHHBIX
HEOIaronpusTHEIX  COOBITUSAX  (MHUMJCHTaX) MW [POTHBOMOKA3aHUSX.
AKTyanpHass BEpCHsl OTUEeTa IPEJOCTaBIISETCs B YMOJHOMOYEHHBIH opraH
(9KCTIEPTHYIO OpraHu3alnio) pehepeHTHOTO ToCyAapCcTBa 1Mo 3ampocy.

CeenieHus1, ykazaHHble B HHCTPYKIMH 1O MPUMEHEHUIO METUIMHCKOTIO
U3Leus, DOJDKHBI COOTBETCTBOBATH JIAHHBIM, CONEpIKAIMHUMCS B OTYETE O
KIMHHYECKOM  JoKa3aTedbCTBe  3(PQEeKTHBHOCTH W  0e30MacHOCTH
MEIUUMHCKOrO Hu3fenus. B ciyyae eciid  MEIUIIMHCKOE — H3JENue
IPUMEHSUIOCH TOJIBKO B OTHOLICHMM ONPEJIENeHHBIX I'PYII MalMeHTOB, 3TO
JOJDKHO OBITh yKa3aHO B OTYeTe O KIMHHYECKOM J[0KA3aTeJIbCTBE
>} dekTUBHOCTH 1 O6E3011aCHOCTH MEIUIIMHCKOTO M3SNUS U WHCTPYKIUK IO
MPUMEHEHHUIO MEIULIMHCKOTO H3/IeITH.

OTtueT 0 KIMHHYECKOM  JOKazaTelbCTBE  S(DPEKTUBHOCTH U
0e30MmacHOCTH MEIUIMHCKOTO W3NSl PEKOMEHJIYEeTCs COIJIACOBBIBATL C
MEIMLIMHCKUM CIIELUAIUCTOM B OOJACTH MEIUIIMHCKOTO IIPHMEHEHHS
MEIUIUHCKOro wu3jenus. Kpanudukamus METUIIMHCKOTO —CIENHaanucTa
NOJATBEPKAAETCS JOKYMEHTOM 00 00pa3oBaHMM B OONMACTH MEIUIIMHLI U O
CIIEUATBHOCTH B COOTBETCTBHU C OOJACTBIO MEIMIIMHCKOTO TPUMEHEHMSI
MEIUIUHCKOTO M3Jens (CepTH(hUKATOM ClelranncTa, IUIIOMOM U T. ),
MyOJIMKALKUAMHA ~ MEIUIIMHCKOTO  CleluaniucTa (HAyyHbIMH  CTAThsIMH,
MOHOTpa(pusaMH, JUCCEPTALUSIMU B OOJACTH MEMIIMHCKOTO MPHUMEHEHUS
MEIUUHUHCKOTO U3/IEJHS).

PexomennoBanHasl CTpYKTypa OoTHeTa O KJIMHUYECKOM JOKa3aTelIbCTBE
>QdekTuBHOCTH M OE30IACHOCTH MEIUIIMHCKOTO W3NS IpHBEIeHa
B Meroguueckux — peKOMEHJAUUsAX 110  [POBEACHUIO  IKCIEPTH3EI
Oe3omnacHoCTH, KauecTBa U 3DHEKTUBHOCTH MEIUIIMHCKUX U3JENHN B LeIsx

HUX PperucTtpallid B paMKax EBpaSHﬁCKOFO O9KOHOMHYCCKOI'0 CORO3a
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(mpunoxenne Kk Pexomennaumm Kosmernn EBpasuiickoil sxoHOMHYeCKOM
komuccuu oT 21 mas 2019 r. Ne 14),

Cpelienus B oT4yeTe 0 KIMHUYECKOM JIOKa3aresibeTBe 3(P(PEeKTHBHOCTH U
0€30MacHOCTH MEJIMLIMHCKOTO H3JIeNTHs TPECTABIISFOTCS B COOTBETCTBUM C
YKa3aHUSMH COTJIACHO MPUITOXKeHU 0 No 2;

20) otuer 00 aHaJNM3E PHCKOB

(He mpenocTaBisieTcst IS
MEJIMIMHCKOr0 M3Jenus 1 Kiaacca MOTeHIMATBHOTO pPHUCKA IPUMEHEHHS)
JIOKYMEHT, COCTaBJICHHBIM IPOM3BOUTENEM, B KOTOPOM HICHTH(MHUIIHPOBAHBI
BCe KAUCCTBEHHBIE M KOJMYECTBEHHBIE XAPAKTEPUCTHUKH, KOTOpPBIE MOTYT
[OBJIMATH HA 0E30MacCHOCTb MEIUIMHCKOTO  H3MENHs, OINpe/lesieHbl
OITACHOCTH, CBSI3aHHBIE C TPUMEHEHHUEM MEJUIIUMHCKOTO H3JEIus, KaK B
HOPMAaJIbHBIX YCIOBUAX (DYHKIUOHUPOBAHUS, TAK M B YCIOBUSAX OTKa3a B
paboTe WM HHOTO COOBITHS, KOTOPOE MOKET IPUBECTH K OMACHBIM
CHTyallsiM W I[PHYAHEHUIO Bpela JKHU3HU, 3JIOPOBBIO  YeNIOBEKa,
OKPY KaroLIeH cpelie, U OLEeHEeHBl CBS3aHHbIe ¢ HUMM pUCKHU. B cooTBeTcTBUM
¢ nyHKTOM 4 O0mux TpeOOBaHWH MPOU3BOIUTENL JOJDKEH [10KA3aTh, UTO OH
OLCHMBAET PUCKU M YIPABJIIET UMHU TaK, YTOOLI OCTATOYHBIE PUCKH ObLLIHU
JOIyCTUMBIMH.

Jlst KOHKPETHBIX UIEHTUDUITTPOBAHHBIX IIPOU3BOJIUTENEM
OTMACHOCTEW M OIACHBIX CHUTYallMi, KOTOpBIE OMpeleNieHbl CTaHAapTaMHU II0
0€30MacHOCTH MEAMLMHCKUX W3JeHi, YKa3aHHBIMU B [IEPEYHE CTAHIaPTOB,
B pe3yJbTaTe NMPUMEHEHHS! KOTOPBIX HA JIOOPOBOJIBHOW OCHOBE IMOJHOCTBIO
WM Y9acTHYHO OOeCIeunBaeTcCsl COOIIOJEHHE COOTBETCTBUS MEIULIMHCKHUX
uzfnenuii  OOmum  TpeOoBanusaAM  OeszomacHOCTH M 3(P(EKTUBHOCTH
MEIMIUHCKUX — M3JeNnd,  TpeOOoBaHMSIM K  HMX  MapKUpPOBKE U
SKCIIIyaTalldOHHONW JOKYMEHTalMu Ha HUX (MpuwioxkeHHe K PexoMmenpauun
Kosnernn Eppasuiickoii sxoHOMUYecKol Komuccuu oT 4 centsops 2017 1.

Ne 17), npousBopuTenb MOXKET HE OIpeAesiTh WIM HE OLEHUBATh
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COOTBETCTBYIOIIME pPHCKU. B 5TOM criyuae BbINOJIHEHUWE TpebOBaHUIA
CTAHAAPTOB MOJXKET CUMTATbCs BaJMAMPOBAHHOW Mepol MO yIpaBIECHHIO
PUCKOM.

JUis joxasarenbcTBa  COOTBETCTBUS — MEAMIIMHCKOTO — W3JEIHS
noyiokeHusM paszena I O6uux TpedboBaHMM MPOU3BOAUTENN MEIUIIUHCKUX
U30euil 1 Kjlacca moTeHuuansHoro pucka MpUMEHEeHHs MOTYT CChIIaThCs Ha
MUMEIOLLNICS OTYeT 00 aHaJH3e PUCKa;

21) naHHBIE O JIEKAPCTBEHHBIX CPEACTBAX B COCTABE MEIMLIMHCKOTO
u3fenus (cocTaB JIGKAPCTBEHHOTO CPEJACTBA, KOJMYECTBO, [aHHBIE O
COBMECTUMOCTH JIEKAPCTBEHHOI'O CPEJACTBA C MEIULMHCKHM HU3JeNIUeM,
perucTpanuu JIEKapCTBEHHOTO CPeACTBA B  CTPaHE-TPOH3BOJUTENE) —
CBEICHMsI, YKa3aHHbIE B TEXHMYECKOH JOKYMEHTAIlMH IPOU3BOINTENS,
BKJIFOYAIOIIME JIaTy K HOMEDP pErucTpalyy JIeKapCTBEHHOTO CpecTBa,
BXOJISIINIETO B COCTaB MEJMUMHCKOIO HW3JIeNHs, B CTpPaHe-NPOU3BOJUTENIE
JIeKapCTBEHHOr0 cpeacTBa. JlaHHBIE O COBMECTHMMOCTH JIEKAPCTBEHHOI'O
Cpe/ICTBa C MEAMIIMHCKUM M3JEJIMEM MOTYT OBITh TIPUBEJICHBI MMYTEM CCBIIKH
Ha COOTBETCTBYIOIUE JOKYMEHTBI JIOChE;

22) nannple 0 Ouonornyeckodl OesomacHocTH (MpU  HAJIUYMK) —
CBEIEHHUSI O Marepuajax >KMBOTHOIO WM YeJIOBEYECKOI'O IMPOMCXOKIECHUS,
HaHOYACTHIAX, IeHHO-MOAM(ULMPOBAHHBIX OpraHU3Max H JPYrMX BHOBb
pa3pabaTblBaeMBIX MaTepuaiax, BXOMSIIAX B MEIMIMHCKOE W3JeNue,
a TaKKe MH(pOpMaIH 0 ToA00pe UCTOUHUKOB (IOHOPOB), 0TGOpe MaTepuaina,
MPOLECCUHTe,  XPAaHCHWH,  TECTUPOBAHMUH,  BAIWJAIMH  TPOLEAYD
TECTUPOBaHMsl, OOpalleHuss ¢ TKaHsAMH, KJIeTKaMH, CyOCTaHLMSIMN
JKUBOTHOTO  WJIM  YeJOBEYeCKOro IPOUCXOXKJCHUS,  KYJIbTypaMH
MUKPOOPTaHU3MOB U BUPYCOB;

23) nanHble O MpONEAYpe CTEPHIH3ALMHU, BKIOYAs HHPOPMALMIO O

BaJIHJalliH Iponecca, PE3YIILTATEI TCCTUPOBAaHMS Ha  COHCPIKAaAHHE
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MHKPOOPIraHM3MOB (CTENeHb OMOJIOTUYECKOW HArpy3KH), IHPOIeHHOCTH,
CTEPUJIBHOCTH (IIPM HEOOXOIMMOCTH) C YKa3aHHeM METOJOB [IPOBE/ICHUS
UCIIBITAHUEI W JIJAHHbIE O BAJIMJALMK YIAKOBKH (JIIST CTEPHIIBHBIX H3EHi) —
(He mpenocTaBIseTCS ISl MEIUIUHCKOTO U3eNNs ISl JMAarHOCTHKHU in Vitro
| Kiacca NOTEHLMANIbHOTO PUCKA MPUMEHEHHUs) JOKYMEHT, COCTaBJICHHBII
MPOU3BOJUTEIEM B  COOTBETCTBUM C  TpeOOBAHUSMU  HOPMATHBHBIX
JOKYMEHTOB, MPUMEHUMBIX K PErMCTPHPYEMOMY MEIUIUHCKOMY H3IE/IHIO
(Harpumep, CTaHIApTOR);

24) uapopmanuss 0  CHEUHMATBHOM  IPOrpaMMHOM  obOecreueHun
(Ipy HaIM4YUM): CBEJEHMs IPOU3BOIMTENS O BaIWAAIMH TIPOrPAMMHOIO
obecrieyeHus: — TOKYMeHT, COCTABJICHHBIH MPOU3BOAUTEIIEM B COOTBETCTBUU
¢ TpeOOBaHMAMHM  HOPMATMBHBIX  JOKYMEHTOB,  IPUMEHHMBIX K
PErUCTPUPYEMOMY MEJIUIIMHCKOMY H3IEIHIO (HapuMep, CTAHIapTOB);

25) oryer 00 HCCIENOBAHUSX CTAOWILHOCTH (C  ayTEHTUYHBIM
[IEPEBOJIOM Ha PYCCKUH S3BIK pPE3yJIbTATOB M BEIBOAOB HUCIHBITAHUN IS
M3JCIMH, WMMEIOINUX CPOK XpaHEeHHs)) — JIOKYMEHT, COCTaBJIEHHBIN
MPOU3BOAMTEIEM B  COOTBETCTBHMM ¢ TpeOOBaHMSMH  HOPMATHBHBIX
JOKYMEHTOB, TMPUMEHMMEIX K PErHCTPUPYEMOMY MEIUIIUHCKOMY H3IENHIO
(HampuMep, CTAaHAAPTOB), MOJTBEPXKJAOIIAN CIIOCOOHOCTh MEJUIUHCKOTO
U3IEIUsl COXPaHATh XMMHUYECKHE, (PU3MYECKHe CBOMCTBA B OIpPENEsIEHHBIX
rpaHulax Ha MPOTSHKEHHUH CPOKA MOJHOCTH (C yKa3aHHEM TeMIepaTypHOTO
peKHMa,  BJI@XHOCTH, KojuMyecTBa 00OpasloB, MapTUH, JaThl WX
u3rotopjienus). CoOepKUT CBeJEHUs, HEOOXOMUMBIE UIS IOATBEPIKIEHUSI
CTaOUJIBHOCTH M3IENHUs, a TaKXKe €ro COCTaBHBIX 4Yacrell (Hampumep,
peareHToB, KapTPUJPKEH) BO BpeMs UX IJIAHOBOTO MPUMEHEHHUS (B peabHbIX
WJIA UCKYCCTBEHHO CO3IaHHBIX YCIOBUSX). BO3MOKHO BKIIIOYEHKE JAHHBIX O

CTAaOMJIBHOCTH OTKPBITHIX (JIAKOHOB M (MJM) CTAaOWIBHOCTH peareHTOB,
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nomemienHbpIx B npubop. K uHpopmanuu, KOTOpyr peKoMeHjyercs
BKJIFOUUTH B IaHHBIA OTYET, OTHOCATCS:

o0ocHOBaHKe BBIOOPA MPOBEJIEHHBIX HCCITENOBAHMIA;

BCE II0JIyYEHHBIE PEe3YJIbTaThl MPOBEAEHHBIX WCCIEIOBAHWN, aHaJIN3
JaHHBIX, 000CHOBAHNE KPUTEPHUEB NMPUEMIIEMOCTH;

o0OoCHOBaHME TOro, 4YTo 0€30MacHOCTh WIH  3(D(PEKTHBHOCTD
MEJIMIMHCKOrO H3JIeNIMsl HE MEHSIOTCS B YCTAHOBIIEHHBIX JIOKyMEHTALUEH
IPOU3BOUTEIIS YCIOBUSIX XPaHEHUSI.

JJist MEAMLMHCKUX M3IEAMH, Ul KOTOPBIX He YCTaHaBIMBAETCS CPOK
FOJIHOCTU (HampHuMep, 3NEeKTPOMEIUIUHCKOrO O0OPYOBAHUS HIIH APYTUX
U3JENIAH, MPUTOAHBIX JUUIsl MHOTOPA30BOr0 HCIOIB30BAHUSA), MOXKET OBIThH
npezcTaBlieHa HHPOPMALKsl OTHOCUTEILHO OLEHKH CPETHEr0 CPOKa CIIYKObI
MJIM OTYETHI O CTAOMIBLHOCTH METOLOM YCKOPEHHOTO cTapenus. Mubopmarus
O CpoKe CcIyKOBI MOYeT OBITH IpeicTaBlieHa, HAIPHUMEP, CBEACHHUIMH O
KOJINYECTBE IIPOLEYP, KOTOPOE MOYXHO BBIINOJHUTE € IOMOIIBLI JIAHHOTO
MEIUIMHCKOIO U3JIeNIUs B ONPEACICHHBIN TIEPUO)T BPEMEHH;

26) SKCIUTyaTallMOHHbIH JNOKYMEHT WM HMHCTPYKIHS 110 MPHUMEHEHUEO
MEIULIMHCKOTO  M3JC/IMA  Ha TOCYJAapCTBEHHBIX  S3BIKAX  T'OCYIAPCTB
NpU3HaHusl (Ipd  HEOOXOAMMOCTH) M PYCCKOM SI3bIKE — JTOKYMEHT,
COCTABJIEHHBIH  NPOU3BOAUTENEM  COAepXkaluit  WHpOpPMALHIO B
coOTBeTCTBUHU ¢ OOIUMHU TPeOOBAHUSIMHU KOTOPEIH MOXKET BKJIIOYATh B ce0s
B TOM YHCJIE PYKOBOJACTBO IIO JKCIUIyaTallMd, METOJIUKY MEOUIHHCKOTO
IPUMEHEHUs], MaclopT, (OpMyJIsip, MHCTPYKIIMH IO MOHTAaXKy, HalajKe,
TEXHMYECKOMY OOCIIy)KMBaHHUIO, PEMOHTY, TPAHCIOPTUPOBKE, XPaHEHHUIO,
YTUJIM3allui MEAUITUHCKOTO U3/EIHS;

27) pyKOBOACTBO 110  CEPBUCHOMY  OOCHYXKHMBaHWIO (B  4YacTh
KOMIUIEKTYOLMX MEJIULHUHCKOrO U3AENUs) — B CIydae OTCYTCTBHSI JaHHEBIX B

OKCIIyaTallHOHHOW ~ JOKYMeHTanMu (IpH  HaduM4uMu) —  JIOKYMEHT,
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COCTABJICHHBIN MPOU3BOIUTENIEM, PETIIAMEHTHPYIOUTHN MOPSIOK CEPBHCHOIO

OOCITy)KUBaHMsI ~ MEIMUIHHCKOIO  M3Jeus, npu HEOOXOIUMOCTH
JOMOJTHSIFOIIMMA  OKCIUIyaTallMOHHBIM  TOKYMEHT WM MHCTPYKLHUIO 10
MPUMEHEHUIO METUITUHCKOTO M3JIeITHSI;

28) otyeT 00 MHCIIEKIMM IPOU3BOJCTBA (MIPU HAIMYKHK) — JOKYMEHT,
COCTaBJIEHHBIM HMHCIEKTUPYIOLEH oOpraHu3alueii B COOTBETCTBUU C
TpeboBaHusiMM K  BHEJPEHHIO, TIOJNEPKAHMIO M OLEHKE CHCTEeMBI
MEHEDKMEHTA KauecTBa MEIAUIMHCKUX M3JENHH B  3aBUCUMOCTH OT
MOTEHIMAJBHOTO pPHCKA WX TPUMEHEHUs, YTBEPXKJIEHHBIMH PelieHneM
Cosera EBpasuiickoil sxoHoMmYeckoit komuccun ot 10 Hosbps 2017 T.
Ne 106;

29)man cbopa W aHaNM3a JaHHBIX 10  0E30MacHOCTH |
5(Q(}EeKTUBHOCTH METMIMHCKUX W3/ Ha IIOCTIPOJAXKHOM dTame —
JOKYMEHT, COCTaBJIEHHEIN IIPOU3BOAUTENEM I MEIULIMHCKUX U3/IEJIUI BCex
KJTACCOB IMOTEHIHMAIBHOIO pucKa npuMeHeHus. [lnan cbopa u ananmsa
JAHHBIX 1O Oe30NacHOCTH U APPEKTHBHOCTH MEAULIMHCKUX H3IETUi Ha
MOCTHPOJIAKHOM 3TaIle MOJKET IIPEyCMaTPUBATh TaKUe CIIOCOObI TOIyYeHUsI
JIaHHBIX, KaK, HaIPUMEpP, OT3bIBbI NMOTpedHTeseld 00 OMbITE MPUMEHEHMS
MEIHMIIMHCKOIO  W3JCIHs, AaHKETUPOBAHWE  IOJb30BaTeNell,  3amucu
Pe3yNbLTaTOB YCTHBIX OIPOCOB U Apyrue GopMbl B OTYETEI B COOTBETCTBUU C
JOKYMEHTHPOBAaHHON MpOLEAYpOH oOpaTHOH CBs3M C MOTpeburesnem,
MPeAyCMOTPEHHON CHCTEMOM MEHEPKMEHTA KauecTBa MPeApUsTHSI.

B nane cbopa u anaimsa JaHHBIX 0 0e30MacHOCTH U 3P(YEKTHBHOCTH
MEIUIUHCKUX H3[CJIMH Ha TMOCTIPONAXKHOM JTarne TaKKe YKa3bIBAKOTCS
CPOKH IPOBEJIEHHUS] BCEX MEPOIIPHUSITHIA.

IInan cObopa m anajnusa JaHHBIX TO 0Ge30MacHOCTH U 3(PEKTUBHOCTH

MEIULIUHCKUX U3JECIIMN JIUIA JUArHOCTHKH in Vitro Ha MOCTIPOIAKHOM 3Tarle
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NPUMEHUM JUIS  IIOATBEPIKIEHUS HUX AHAIMTHYECKOW W KIMHHUYECKOH
3(phEeKTUBHOCTH;

30) NOKyMEHTHI, MTOATBEPIKAAIOLIINE pe3ynbTaThl UCIIbITAHU I
MEIMLWHCKMX W3JIeJIMH B IEJISIX YTBEPXKJEHUsI TUIA CPEICTB U3MEepEeHU
(B OTHOIICHUM MEAMLMHCKUX H3/eNIUi, BKIIOYEHHBIX B IEpPEUEHb BUJIOB
MEJMIMHCKUX H3MIeIMH, IOMICKAIIMX OTHECEHMIO INPH MX PerucTpamuu
K CcpencTBaM  H3MepeHui,  yTBepxJeHHBIH  Pemennem  Cosera
EBpasuiickoit sKoHomuueckol kommccuu oT 12 ¢espans 2016 r. No 42)
(mpy  HEeoOXOJMMOCTH) — HOKYMEHTBI CO CBEJEHUSIMH O pe3ysbTaTax
NPOBEACHHUST MCIBITAHWK, BbIJAHHBIE OpPraHU3AIUSAMHU, YIOJHOMOYEHHBIMH
(HOTUQULUMPOBAHHBEIMM) B COOTBETCTBHH  C  3aKOHOJATEILCTBOM
rocyapcTBa-4jeHa Ha IIPOBEACHNUE UCTIBITAHUH CPEeNICTB U3MEPEHMIA.

7. JOKyMeHTBI, yKa3aHHBIE B TOAMYHKTaX 2 — 4 u 6 myHkra 6
HacTOAMX MeToJMUecKUX peKOMEHalul, 3aBepsoTCsl B COOTBETCTBUU C
MEXKIYHAPOJHBIMH ~ HOPMAMM  3aBEpeHMs] WJIH HOPMaMH  3aBepeHus,
YCTQHOBJICHHBIMH B COOTBETCTBMHM C 3aKOHOJATEIBCTBOM ped)epeHTHOrO
rocyaapcTaa.

B crpanax — ywactHuunax KonBeHuumu, oTMmeHsromiel TpeGosaHme
JIETaIM3allil  UHOCTPAHHLIX O(QUUUATIBHEIX TOKYMEHTOB, OT 5 OKTAOps
1961 roma, Ha HOKyMeHTax JIOJKeH OBITH IIPOCTABIICH AllOCTHIIb, B CTPaHaX,
HE SBJISIONIMXCH YYaCTHUKAMH YKa3aHHON KOHBEHIIUH — TOKYMEHTEI JIOJIKHBI
OBITE JIEraju30BaHbl Y€PE3 KOHCYIbCKUE CITy>KOBI (HOTAPHAIBLHO 3aBEPEHBI),
B CTpaHaX — ydacTHuIaxXx KoHBeHIMM O NpaBOBOM MOMOIIH M NPABOBBIX
OTHOWIEHHUAX II0 TpaXKTAaHCKMM, CEMEMHBIM W  YrOJOBHBIM JlejlaM
ot 22 suBaps 1993 roga — HOTapHAILHO 3aBEpPEHHBI.

8. JlokyMeHTEl, yKazaHHble B nojanyHkrax 1, 7 — 16, 19 — 27 u 29
myHKTa 6 HacToAmMX Meroauyeckux —pekoMeHAalwi, 3aBepsioTcs

IPOU3BONUTENEM (€70 YIIOTHOMOYEHHBIM MPEICTABHTENIEM ).
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9.1lpn npenocTaBleHUH [OKYMEHTOB pPErHCTPAlMOHHOIO J0Che B
SNICKTPOHHOM BHAe (OO B BHIE JICKTPOHHBIX KOIMHH JOKYMEHTOB) OHH
JOJKHBI COOTBETCTBOBATH CIIEAYIOLIUM TPeOOBAHMSIM:

a) IOKyMEHTHI, YKa3zaHHble B MoAMyHKTax 1, 7 — 16, 19 — 29 nynxra 6
HacTOAIMX MeToMuecKnX pexoMeHJalni, TOKHBI OBITh MPEICTABIEHE B
dopmare *.pdf ¢ TeKCTOBBIM cjloeM ¢ BO3MOXHOCTBIO BBIIEIEHUS U
KOMHUPOBaHUs OJIOKOB, & TAKXkKe OCYIIECTBICHHSI [I0MCKA,;

0) JIOKyMEHTBI, yKa3aHHbIe B moAnyHkTax 2 — 6, 17, 18 u 30 nyHkra 6
HacTOSIMX MeToquuecKnX peKoMeHIAlni, JOMKHbBI OBITh [1PeCTABIEHb! B
popmare *.pdf ¢ pazpemenuem He menee 300 dpi;

B) pasMep Jr000ro u3 (aiyioB perucTpalioOHHOr0 J0Che HE HOJIKEH
npesbimartk 100 M6 cornacuo IlpaBunam anekTpoHHOrO 0OMEHA JaHHBIMHU B
HHTEIPUPOBAHHOM HMH(POPMAIIMOHHONH CcHCTeMe BHEIIHeHd U B3auMHOMN
TOProBi¥,  yTBepkAeHHBIM  Pemenunem — Komerun — Espasuiickoit
ODKOHOMHYECKOH Komuccuu ot 27 suBaps 2015 r. Ne 5. B cioyuae

IIPCBLIIICHHUA YKa3aHHOT'O pasMepa NONMYyCKacTCd pa3/CJ/ICHUE JOKYMEHTa Ha

HECKOJIbKO (hailyios;
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ITPUJIOXEHUE Ne 2

K MeToanueckuM peKOMeH Iarusm
110 COAEPKAHUIO U CTPYKTYpE
JIOKYMEHTOB PETUCTPALIMOHHOTO
JIOCh€ MEIUILIMHCKOI'O U3/ens

YKA3ZAHUSA
10 NPeJCTABJCHUIO CBEJAeHHI B 0TUYETE 0 KIHHHYECKOM
A0Ka3aTeNbCTBe 3PPEeKTHBHOCTH H 0€301aCHOCTH
MeJIHIHHCKOT0 U3/Ie/Tusl
I. O6mme monoxeHwus

1.Oryer © KIMHUYECKOM JOKasaTelbcTBe A(P(PEKTHBHOCTH WU
0e30MacHOCTH MEIULIMHCKOTO M3/IEHs TODKEH CojepKaTh HHYOPMALUIO O
KJIMHUYECKOH ©Oe30omacHOCTH M 3()(EeKTUBHOCTH MEIMIHHCKOTO W3/eus,
OCHOBaHHYIO Ha BCEX MMEIOUIUXCS KIMHHUYECKMX JAaHHBIX O MEIULMHCKOM
U3JIEJIMM, M MOXKET COCTOSTh M3 HECKOJBKHX pa3fiesiioB (B ciyyae, eciu
KJIMHUYECKUE JaHHbIE IIOTy4YeHbl PA3HBIME METOIAMH).

[IponsBoguTENh CaMOCTOATENBHO ONpeiessieT IMepeucHb  pPasJielloB
OoT4YeTa O KIMHUYECKOM JloKazarejabCTBe 3P (GEeKTHMBHOCTH M 0e30IacHOCTH
MEJIUITMHCKOTO H3IEIUs MCXOJs M3 NPUMEHEHHBIX UM METOJIOB IOJYYCHHUS
KITMHUYECKUX JJAHHBIX.

2. B KIMHUYECKUX MAHHBIX O MEAMIIMHCKOM H3IEJIMU JOJKHBI OBITH
yKa3aHbl CPOKH, LIEJIH W 3aJaud MPOBEJEeHUs KIHHHYECKUX JTUO0 KIMHUKO-
71a00paTOPHBIX MCHBITAaHUH (MCCIe0BaHUI), TPYIIIBI MAlIUEHTOB, KPUTEPUH
BbIOOpa MAIMEeHTOB, BBISIBICHHBIE B XOJ€ KIMHHYECKMX JIMOO KIMHUKO-
abopaToOpPHbIX MUCIIbITAaHUH (MCCITeOBaHuii) HeONaronpHuaTHbIE COOLITHS
(MHLMJIEHTRI), BHUJ IIPOBEIEHHBIX WCIMBITAHUM (HalpUMep, HUCIIBITaHUS,
MPOBENIEHHBIE B [ENAX  perucrtpauuu  audO  NpOBeJeHHBIE  Ha
IOCTPErHCTPALIMOHHOM 3Tare Ha TEPPUTOPUSIX TOCYJAPCTB, HE SIBISIOUIMXCS

uieHaMu EBpasuiickoro skoHomuyeckoro cowsa (mamee — Coro3s)),
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MOJIyYeHHBIE  CTATHCTUYECKHUE JAHHBIE KJIMHUYECKMX JHOO KIMHUKO-
J1a00PaTOPHBIX UCIIbITAHUH (MCCIeI0BaHMUIT), MATEPHAITBI K METOIbI, KOTOPEIE
OBUTM HCIIONIB30BaHbl B XOJe KIMHUYECKUX JTHOO KIMHUKO-Iab0opaTOpPHBIX
UCIBITAaHUN (MCClIe/IOBaHNM), HAUMEHOBAHUS MEIUIIMHCKUX Opra”u3aluii,
B KOTOPBIX TIPOBOJMJIKMCH KJIMHHYECKHE JIMOO KIMHUKO-1abopaTopHbie
HCIILITaHUs (MCCIIeIOBaHUA), U Jpyras HH(POpPMAaIUsi B COOTBETCTBUU C
MEK/TyHapOIHBIMU TPeOOBAHUAMH 11O HAJIEKAIIEH KIMHUYECKON paKkTuKe.

3. K KJIMHHYECKUM JIAHHBIM O MEAUIUHCKOM H3/IEJIUH, [0JyYeHHBIM B
pesysipTare NpOBEJIEHUs KIMHUYECKUX JHOO0  KIHMHHUKO-1ab0opaToOpHBIX
ucnbitanuii  (uccaenosanuit) B Coroze B coorBercTBMH ¢ IlpaBuiamu
NPOBEACHHS  KIMHAYECKHMX M KIMHMKO-Ta0OpaTOPHBIX  MCIBITAHUNA
(dccieoBaHui) MEIULMHCKUX —W3/ICNUM, YTBEPXIAEHHBIME PelieHneM
Cosera EBpasuiickoil dkoHOMHuUecko# komuccuu or 12 despans 2016 r.
Ne 29, momxHbl npunaraThCsi mporpaMma KJIMHMYECKOTO JHO0 KIHHHKO-
1a00PATOPHOTO MCIBITAHUS (MCCIIEOBAHKs) U OTYET O KIMHHYECKOM JTHOO
KJIMHUKO-Ta00paTOPHOM ~ MCIBITAHUHW  (MCCIIEAOBAaHUM)  MEJUIIMHCKOTO
U3 JETHSI.

4. OT3bIBbI  MEMIMHCKMX OpraHu3aluii 00 OmbITe NpUMEHEHUs
MEJMLMHCKOrO u3/enusi 0e3 MpeAoCTaBAeHHsT KIMHUYECKUX JaHHBIX O
MEJIMIIMHCKOM H3IEJIHU B COOTBETCTBUH C MEXKIYHAPOHBIMU TPEOOBAHUSIMU
HE MOIYT ObITh NPU3HAHEI B KadecTBE JOKa3aTelbcTBa >QQeKTUBHOCTH U

0e30macHOCTH MCIAHUITMHCKOI'O U3aCIIHI.

I1. KnnHnyeckue naHHble 0 MEIULUHCKOM H3/IeNTHH, [10JyYeHHBIe TIPH
NPOBEJICHUN KITMHMYECKHUX UCIIBITAHUN (HCCIIeOBAHMI) MEIUIIMHCKOTO
M3JIeNUsl WK TIPU IPUMEHEHUH METUIIMHCKOTO U3/IeNIUs B TOCY JapCTBax,
He siBJsironIuxcs wieHaMmu Corosza

5. KiinHn4eckue JaHHbBlE O MEIMIMHCKOM H3[IENHUH, NOJTyUYeHHbIE TIpH
MPOBECHUN  KIIMHUYECKUX  UCIBITAaHMI  (MccnenoBaHuil) wiaM  IIpH

IIPUMCHCHHUH MCIUIIMHCKOI'0 HM3ICIUA B TOCYyHapCTBax, HE SBJISIOLIMXCS
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yieHamMu Coroza, MOryT OBbITH MpPEJCTABIEHB B OTYETE O KIMHUYECKOM
JOKa3aTe/bCTBE 3(PMEKTUBHOCTH U 0E30MaCHOCTH MEAMLMHCKOTO HW3/eNHs
MU fokazarenseTBa  O(O(EKTUBHOCTH M 0€30MacHOCTH  MEJIMIIMHCKOTO
M3JIeNTUsl B Clly4ae, eC/ii Takue JaHHbBIe MOATBePXAalT (P (EeKTUBHOCTE U
0e30MacHOCTh MEIMIMHCKOrO H3/eMHs IO IOKA3aHWsIM K MEIHLUHCKOMY
NPUMEHEHHIO B COOTBETCTBMHM C Ha3HAUYE€HHEM MEIHULIMHCKOTO W3IeNTHsl.
Knnnuveckue janHple 0  MEIMLMHCKOM H3eIHH, [OJyYeHHBIE [pPH
[IPOBECHUN KIMHMYECKMX MCIBITAHUM (HCClelOBaHMiT) B rocyjapcTBax, He
sBisiromuxcs wieHaMmu Corosa, MpefocTaBiisieMble 3asBUTENIEM B OTYETE O
KIHHHYECKOM  JlIOKazaTtenbcTBe  DP(DEKTHBHOCTH U 0e30MacHOCTH
MEIULIUHCKOIO  M3JeJMsA, IIPU3HAIOTCA  YMONHOMOUYCHHBIM  OPraHoM
(9KCIIepTHOM opraHu3aluei) B KauecTBe HCTOYHHMKA KIIMHUYECKUX JaHHBIX O
MEJMLUHCKOM H3JEIMH B Cllyyae BBIMOTHEHHs OJHOTO W3 CJIEAYIONHX
YCIIOBUH:

a) KIMHUYECKHe  JaHHBIe  MOATBEP)KIEHHI  NyONUKALMSIMH B
CHCLMATH3MPOBAHHBIX JKypHAaX WM oTdeTaMu BceMupHO#N opranusanuu
3APaBOOXPAHEHHUS 110 IPOrpamMmme KOHTPOJIs 0e30MacHOCTH U 3 PEKTUBHOCTH
menunuHckux — usgeamid  («The  WHO  prequalification  project»),
pa3sMeIIeHHBIMU Ha caliTe BceMHpHON opraHu3zaiiu 3ApaBoOOXpaHEeHHs B
MH(POPMALHOHHO-TETEKOMMYHUKALIMOHHON ceTH «MHTepHeTY.

K crnennanusupoBaHHBIM JKypHAlIaM OTHOCSITCS JIIOObIE 5KYpPHAIIBI
MEKTYHAPOJIHOrO YPOBHS, CIIELUATU3UPYIOIIUECS B 00MaCTH MEIUILMHCKOTO
NPUMEHEHUs PErUCTPUPYEMOTO  MEIULMHCKOrO HM3MENUsi, a Takke
MyONuKalMM Ha MEXAYHapONHBIX BeO-pecypcax M B 0a3zaX JaHHBIX
B 0bnactu 3apaBooxpanenus (Hanpumep, Medscape, Medline, Pubmed, new
England Journal of Medicine). Ilybnuxanmu [OMKHB OTHOCHTHCS K
PETHCTPUPYEMOMY MEAMLMHCKOMY HU3JCJIMI0 M II03BOJISATH OLEHWBAThH €ro.

HpG,I[OCTaBHGHI/Ie HY6HHK8LIHFI 0 TEXHOJIOTHUU TIPUMEHEHHUSA MEAHULHUHCKOIO
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M3Jeus  (HalpuMmep, O MPOBEAEHHH CTCHTHPOBAHMS, paJUdOJIOrHUECcKOi
Tepamuk W T. J.) BMecTo IyOiaMKanuid 00 OleHKE KOHKPETHOIO
PETUCTPUPYEMOTO MEJUIIMHCKOTIO U3EITUST HEJIOTTYCTHMO;

0) npeJicTaBeHBl PE3yIBTATEI MPOBENEHUS KIMHUYECKUX HCITBITAHIH
(MccienoBaHuil)  MEIUIMHCKOTO — W3/IeNMsi B COOTBETCTBUM  C
peKoMeHausamMu  MexTyHapoqHoro (opyma peryjisiTopoB MeIHUIIHHCKUX
uznenuii (IMDRE). IIpoBeieHHbIe KITMHUYECKHUE UCTIBITAHUS (HCCIIENOBAHMS )
MEIUIIMHCKOIO  M3JeJHs  JOJDKHBI  II03BOJIATE  BepUDULUPOBATH  HMX

COOTBETCTBUE MEXAYHAPOIHLIM TPEOOBAHMUSIM.

III. Knunuyeckue naHHble 0 MEAULIMHCKOM U3/EUHU, SKBUBAJICHTHOM
PETHCTPUPYEMOMY MEIMIIMHCKOMY H3/IEITHIO

0. KiinHuveckue [aHHBIE O JPYroM MEJUIMHCKOM H3IEMUH MOTYT
OBITh NPUHATHI K PACCMOTPEHHUIO YIIOJHOMOYEHHBIM OPraHoM (3KCIIEpPTHOI
OpraHu3ainuei) B KadecTBe J0Ka3aTeNbcTBa 3 (EKTHBHOCTH U O€30aCHOCTH
pPErUCTPUPYEMOrO0  HM3JEAMs TOJBKO TIPH MPEACTABJIEHUM 3asBUTEJIEM
JOKa3aTejbCTB €ro 3KBHBAJICHTHOCTH PETHUCTPHUPYEMOMY MEIHUIIMHCKOMY
W3JIEJIUIO TIyTEM OJJTHOBPEMEHHOT'O BBITIOJIHEHHUS CIIEIYFOLIUX YCIIOBHIA:

a) paccMaTpUBaeMble MEJMIMHCKHE H3[e/Usl MMEIOT OJUHAKOBOE
Ha3HAUCHHE,;

0) TexHUUeCcKHe ¥ OMONIOIHYECKHe XapaKTePUCTHKU PACCMaTPHBAEMBIX
MEJIMIUHCKUX H3IETHH SBIAIOTCS ONMHAKOBBIMM B TOW CTEMEHH, KOTOpas
rapaHTUPYeT OTCYTCTBHE Pa3IMuUii B MX KIMHHYECKOH 3()(PeKTUBHOCTH M
©e30MacHOCTH.

7. DKBUBAJICHTHOE MEAMIHUHCKOE H3J/ee, KIHHUYECKHe JaHHBIE O
KOTOPOM HCIOJIB3YIOTCS ISl 0OOCHOBAHUS KIMHHYECKOH 0€30MacHOCTH W
5()(QEKTUBHOCTH PErUCTPUPYEMOTO METUIIMHCKOIO M3/IENHS], MOYXKET OBITH He
3aperuCTpUpoBano B rocymapersax — wieHax Corosa (amee — rocyaapcrso-

‘lJ'IeH). HpI/I 9TOM I TaKOI'0 DBSKBHBAJICHTOI'0 MEAHUIIMHCKOI'O W3AEJIUsI
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IPEIOCTABIIACTCH KOIMs PEerucTPalMOHHOrO YIOCTOBEpeHus (cepTudukara
cBOOOJHOI mnpojaxy, cepTUdUKAaTa HAa 3KCIOPT), BBIJAHHOIO B CTpaHe
IIPOM3BOJIUTEIIS, C MIPE/ICTABIIEHIEM [IEPEBO/Ia Ha PYCCKUHU SI3BIK.

TpeboBanusi kK 00BEMY U CTENEHU JeTalM3aluKl KIMHAYECKUX TaHHEIX,
[IOJIYYEHHBIX JIJIs SKBUBAJIEHTHBIX MEIULUMHCKUX U3ICIIMH, T€ e, UTO U IS
KJIMHAYECKUX JaHHBIX PETUCTPUPYEMOIO MEIULMHCKOTO U3/IE/IHsl.

8. Kiimnudeckue naHHble O MEAMLUMHCKOM W3/EIHH, SKBHBAJIEHTHOM
PETUCTPUPYEMOMY MEAMIIMHCKOMY H3[EIUI0, HOJKHBI COOTBETCTBOBATH
YCTaHOBJIEHHBIM B paMkax Coroza TpeOoBaHUSIM K KIMHUYECKHUM JAaHHEIM O
MEIUIUHCKOM U3JeIIHH.

9. Knuanueckue NaHHBIE O MEIUIMHCKOM H3JIETNH, SKBHBAJICHTHOM
PETUCTPUPYEMOMY MEIULHUHCKOMY M3/EINIUI0, NOTY4YeHHbIe MPU NIPOBEACHHUN
KITMHHYECKUX MCNBITAHUI (MCCleIoBaHui) B TOCyIapeTBax, He SIBIISIOIIMXCS
yiieHamu Coro3a, JOJDKHBI COOTBETCTBOBAThH TPEOOBAHHUSAM, YCTAHOBJIEHHBIM

paznenom I HacTosiero noxkymenra.

[V. Knnnaudeckue 1aHHble O MEAUITMHCKUX U3IEITUSIX KJIACCOB
[IOTEHLIMAJILHOTO pUCKa pUMeHeHUs 3, 20 U UMILUTAaHTHPYEMBIX
MEAMIUHCKUX U3AENUAX (3a UCKIIOUeHUEeM MEUIIUHCKUX U3IEeTUH 1715
JUArHOCTUKH 1N Vitro)

10. O6ocHoBanue xiMHAYECKOH d(hPEeKTHBHOCTH W 0O€30I1acHOCTH
MEIULUHCKUX U3/IeJIMH KJIACCOB MOTEHI[MATIBHOTO PUCKA MTPUMEHEeHHSs 3, 20 1
UMIUIAHTUPYEMBIX MEIMLMHCKUX H3IETUH JO/DKHO OCHOBBIBATHCS Ha
KJIMHAYECKUX JaHHBIX O MEIMLUMHCKOM H3JeJUH, IOJYyYeHHBIX TMpH
MPOBEJEHUN MHOTOLEHTPOBBIX KIMHUYECKUX UCTIBITAHUM (UCCIIeIOBAHMIA).

PesynbraTel KIMHUYECKUX WCHBITAHUN (MccleqoBaHUi), KOTOpbIE
Obutn mpoBeneHsl A0 1 sHBapst 2016 r. (o maTe TMOCHEAHErO BH3WMTA
NOCJIEIHEr0 TMalMeHTa WM CyOBeKTa UCHbITanus (UCCIeIOBaHus)) WIH
IPOJOJDKAIM  BBITOIHATECS IO COCTOSIHUIO Ha | suBaps 2016 r. (mpu

3aBepIIEHHOM Ha0Ope IalMEeHTOB) Ha TEPPUTOPUU TOCYdApCTBa-djIeHa,
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MOTyT OBITH TNPHHATBL K PACCMOTPEHHIO YMOJHOMOYEHHBIM OpPraHoM
(9KCIEepTHOM oOpraHuzauueil) npu yCJIOBUM, YTO TakKHe KIMHUYECKHE
WCIIBITaHUsL  (UcciefoBaHusi) OBUTM  MPOBENEHBI B COOTBETCTBHH  C
3aKOHOJATEILCTBOM JTOT0O rocyjaapcTBa-wieHa. [lpu sroM MemuiuHckue
OpraHu3alnyy, B KOTOPBIX MPOBOJMINCH KIMHHYECKHE  HCIBITAHUS
(uccileoBanust), JOJDKHBI COOTBETCTBOBAThH TPEOOBAHKSIM 3aKOHOIATENILCTBRA
rocy/lapcTBa-ujieHa, Ha TEPPUTOPUU KOTOPOTO MPOBOJWIMCH KIMHHUYECKUE
MCTBITaHUs (MCcCleJOBaHus), U HeOOs3aTeIbHO JOKHEI ObITh BKIFOUYEHB B
CIMHBIM  pEecTp  YNOJHOMOYEHHBIX OpraHM3alMii, HMEIIUX IIPaBo
[IPOBOJUTEL UCCAEAOBAHUS (MCTIBITAHUS) MEIUIIMHCKUX M3IENIMA B LIEJIX UX
peructpanuu. Pe3ynbTaThl TaKUX KIMHUYECKUX UCIBITAaHUH (HMCClenoBaHuii)
JOJDKHBI OBITh OQOpPMIIEHBI B BHIE OTYETA O KIMHMUYECKOM HUCIBITAHUU
(uccnenoBaHMM) — MEOULUHCKOTO — M3JIeJIUsSs B COOTBETCTBUM — C
3aKOHOJATENECTBOM TIOCYAAapCTBAa-4IeHa, Ha TEPPUTOPUU KOTOPOrO OHH
IIPOBOJHIIUCH, U YTBEPIKAEHBI KOOPAMHATOPOM-UCCIIEHOBATEIIEM,

PesyibraThl KIMHHYECKHX HCTBITAHUK (MCCIeIOBaHUi), KOTOpbIE
Obuti mpoBeneHbl M0 1 stHBaps 2016 r. (1Mo mare IOCIeQHEro BU3WUTA
IOCJIEAHEr0 IauMeHTa MM CyObeKTa HCIBITaHus (MCCIe/IOBaHMs)) WM
MPOJIOJDKAIIM  BBITIOJIHATBCS 10 cOCTostHMI0 Ha | sHBaps 2016 r. (npw
3aBEpIUIEHHOM Habope IalMeHTOB) Ha TEPPUTOPHUSIX TOCYIapcTB, He
sBystroInuXcss ujaeHaMu (Coro3a, MOryT OBITH HPHHATBL K PacCMOTPEHHIO
YIOJIHOMOYEHHBIM OPraHoM (IKCIEepTHOW opraHu3aiueil) Ipy yCIOBUH, YTO
TAaKUE KJIMHUYECKHE UCHBITAaHUS (MCCIeNoBaHMs) OBUIM  MPOBEIEHEI
B COOTBETCTBUH C PeKOMEHJalMsIMU MexIyHapoHOro (popyMa perysisiTopoB
MmeauuuHckux  m3gennd  (IMDRF) u  yTBepXkIeHB  KOOpPIMHATOPOM-
UcclieJ0BaTesIeM.

PezynbraThl KJIMHUYECKUX UCIbITAHUN (MccreqoBaHwmii),

WHULMUPOBaHHBIX mocie | sHBaps 2016 r., mMoryr OBITH HPHHSTHI K
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PacCMOTPEHMIO  YIIOJIHOMOUYEHHBIM OpPraHOM (9KCIEPTHOU opraHu3aiueii)
IpH  YCJIOBUHM, 4YTO KJIMHUYECKHE MCIBITaHUS (UcCeOBaHUsI) OBUIM
IpOBEJEHBl B COOTBETCTBMM ¢ IlpaBmiamu mnpoBeeHHS] KIMHUYECKHX H
KJIMHUKO-Ta00PaTOPHBIX ~ MCHBITAHUK  (MCCAeIOBAHUMM)  MEIMITMHCKUX
u3jenui, yreepxaeHusiMu Periennem CoBeta EBpaszuiickoit 9KOHOMUYECKOH
komuccun ot 12 despans 2016 r. No 29, npu 3ToM 0OJHO M3 KIHHHYECKUX
UCIBITAaHUH  (MCCIeNOBaHUI) JO/DKHO OBITH TPOBEAEHO B OJHOM W3
rOCyapCTB-UJIEHOB.

11. JInsg MeOUMUMHCKUX W3JIeNui Kiacca IOTEHIMATBHOIO pHCKa
npuMeHeHus 3, 20 U UMIUTAHTHPYEMBIX MEIMIIMHCKUX H3IEIHH B OTYET O
KIMHUYECKOM  JoKazaTelbCcTBe  d(QdexkTBHOCTH 1  Oe30macHoOCTH
MEIMIMHCKOIO  M3JENIMs  BKJIIOYAeTCsl IUIAH  MOCTPETUCTPALUMOHHOIO
KJIMHHUYECKOr0 MOHMTOpPUHIa B cooTBeTcTBMM ¢ [lpaBuimamu mnpoBemeHus
MOHHMTOpPUHIa O€30MacHOCTH, KadyecTBa U 3PPEKTUBHOCTH MEeIUIIMHCKUX
uzjienud,  yreepxkaeHHeiMu  Pemenwem  Kosterun — EBpaswmiickoit
OKOHOMHYECKOH Komuccnn oT 22 nekadpst 2015 r. Ne 174 (nanee — I1paBuia
IIPOBEJICHUS] MOHUTOPUHTA).

IInaH mOCTperncTpalMOHHOIO KIMHUYECKOTO MOHUTOPHHIA NOJHKEH
coziepKaTh MH(OPMAIUIO U CBEJIeHMsl, YCTaHOBIeHHbIe MyHKTOM 21 TTpasun
[IPOBEAEHUS MOHUTOPHHTA.

B muiaHe mocTperucTpanoHHOrO KIMHUYECKOTO MOHUTOPHHIA TaKKe
YKa3bIBAIOTCsl CPOKHM €ero mnposefeHus. OTUeTbl O MOCTPEerucTpariioOHHOM
KJIMHUYECKOM MOHMTOPHHIE 0e30macHOCTH U d(PPEeKTUBHOCTH METUIIMHCKUX
M3JEIMH, IIpelocTaBisieMble B COOTBeTCTBUM ¢ [IpaBmiamu mpoBepeHus
MOHHUTOPUHIA, OLEHWBAKOTCS YINOJIHOMOYEHHBIM OpraHoMm (3KCrepTHOI
OpraHusalMen) TakKe Ha  [peaAMeT  UX  COOTBETCTBHUS  IUIAHY
IIOCTPETrUCTPALHOHHOI0 KIIMHUYECKOro MoHuTOpuHra. Ilpu HeoOxoaumocTH

B IIJIaH IIOCTPCTHCTPAIMOHHOI'O  KJIMHWYECKOIo MOHHUTOPHHTA MOTYT
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BHOCHUTBCA M3MCHCHHA B paMKaxX aKTyallu3alluu JaHHBIX, COOCPIKAILIMUXCS B

PETUCTPAITMOHHOM JOCEHE.

V. Knunuueckue JaHHbBIE 0 MEIUIIMHCKHUX U3IEITUSIX
JUISL TMArHOCTHUKH 1n Vitro

12. B oTHOIIEHUH MEIULIUHCKUX U3JIeJIUI ISl THACHOCTHUKHM in Vitro He

SIBJISIETCSI 00sI3aTEbHBIM:

IIPOBEJICHUE MHOIOLEHTPOBBIX KIMHUKO-JIA00PATOPHBIX HCITLITAHHI
(uccnenoBaHuit);

B Clly4ae IIPOBEIACHUS MHOTOLEHTPOBLIX KIMHUKO-TA00paTOPHEIX
HCIIBITAHUN (MCCIIEI0BAHUI) — MPOBOJAMTL WX B OIHOM H3 TOCYAPCTB-
UJIEHOB.

[IpousBogurens BrpaBe MPOBOJUTH MHOTOLEHTPOBBEIE KJIMHUKO-
J1a00paToOpHbIe HMCIBITAaHUS (UCCIeIOBAHUS) MEIMIMHCKUX W3JIeNUil s
JIMATHOCTHUKY in Vitro.

13. iz~ noxasarenbctBa  3()(EKTHBHOCTH ©  0e30MaCHOCTH
MEIMIMHCKUX U3IENUN U1 JUArHOCTHKM in Vitro KJ1acCoB MOTEHIMAILHOTO
pucka npuMeHeHus: 20 U 3 J0CTATOUHO IMPOBECTH KIMHUKO-TabopaTopHbIe

VICTIBITAHUS (UCCIIElOBAHUS) B OJIHOM METUIIMHCKOW OpraHu3al(iH.




