PeweHue CoBeTta EBpa3urickon akoHoMuyeckomn kommccum ot 12 cpeBpans 2016 rona Ne 46
O MNMpaBunax perucTpauum U aKkcnepTU3bl 6e3onacHOCTU, kKayecTBa U 3chheKTUBHOCTU MeOULIMHCKUX
nsgenun
(r. MockBa)

B cootBeTcTBMM C nyHKkTOM 2 cTaTtbu 31 [loroBopa o EBpa3suiickom akoHOMmn4yeckom cotose ot 29 mas 2014 roaa,
nyHkTamn 2 u 4 ctatbn 4 CornaweHus o eAuHbIX NpuHUMnax M npasunax obpalleHuss MeaULMHCKUX U3genui
(n3genun mMeguumMHCKOro HasHadyeHus 1 MeOMLUHCKOM TEXHUKN) B pamkax EBpasmMmnckoro akoHOMMYEeCKOro cotosa ot
23 pekabps 2014 roga, nyHktom 92 npunoxeHns Ne 1 k PernameHTy paboTbl EBpasvinckon 3KOHOMUYECKON
KoMuccuu, yteepxaeHHoMy PelieHnem Boicliero EBpasniickoro akoHomuyeckoro coseta ot 23 gekabps 2014 r. Ne
98, 1 B Lensax ncnonHeHns PelleHuns Beiclero EBpasminckoro skoHoMmmnyeckoro copeta ot 23 gekabps 2014 r. Ne 109
«O peanusaumu CornalwieHvss 0 eguHbIX NpuHUMNax M npasunax obpalleHnss MeAVMUMHCKUX uagenun (m3genui
MEeOMLMHCKOrO HasHa4YeHUs M MeOWLMHCKOM TexHWKWM) B pamkax EBpasuiickoro akoHommyeckoro cotosa» Coset
EBpasuninckoin 3KOHOMUYECKON KOMUCCUN PeLLIn:

1. YTBepanTb npunaraemsle [1paBuna perncrpaumm n akcneptusbl 6e3onacHocTn, kavecTsa U ahheKTUBHOCTH
MeaMLMHCKMX n3genun (ganee - Npasuna).

2. YCTaHOBUTb, YTO:

a) B nepexoaHbin nepuog Ao 31 gekabps 2021 r.:

peructpauMss MeAMLUMHCKOrO U3genus Mo  BblIOOpy npou3BoauTens  MeauuMHCKOro  umagenus  (ero
YMONTHOMOYEHHOIO NPeaCcTaBUTENS) MOXET OCYLLECTBNATLCS B COOTBETCTBUM C lNpaBunamu nmbo B COOTBETCTBUM C
3aKOHOAAaTENbLCTBOM rocyaapcTBa - YneHa EBpasniickoro akoHOMMYECKOro coto3a (aanee - rocyaapcTBa-yreHsbl);

MEeOULUHCKME W3Oenus, 3aperMcTpupoBaHHble B COOTBETCTBUM C 3aKOHOAATENbCTBOM rOCyaapCTBa-yneHa,
obpallarTca Ha TeppuTOpUM 3TOrO rOCYAapCTBaA-UNEeHa;

0) OOKyMeHThI, noaTBepXaaLwme akT pernctpaumm MeamumMHCKUX M3genuin u BblAaHHbIE YNOMHOMOYEHHbBIM
opraHoM rocygapcTBa-unieHa B obnactm 34paBoOXpaHEHWss B COOTBETCTBMM C  3aKOHOAATENbCTBOM  3TOro
rocyaapcrBa-unieHa, AeNCTBUTENbHbI O OKOHYaHWsi Cpoka MX AeWCTBUS, HO He no3aHee 31 oekabps 2021 r.

3. NocypnapctBam-yuneHam o 31 nekabpsa 2016 r.:

a) yTBepaAMTb pa3mep cOopoB (MOLLMMH) UMK MHbIX 06A3aTeNbHbIX NNaTexen, NpeaycMoTpeHHbIX MNpaBunamu, ¢
Yy4eTOM CIIOXKHOCTM npoueayp M obbema BbINOMHAEMbIX paboT, MpoBOAMMBLIX B pedepeHTHOM rocynapcTBe U
rocyfapcreax Npu3HaHus, B TOM Yucne npu:

perucTpauum MeauUMHCKOro n3nenus;

akcnepTnse 6e3onacHoCTH, kayecTsa U 3PHEKTUBHOCTU MEQULIMHCKOIO U3AENUs;

BHECEHUN N3MEHEHWI B permcTpaumoHHOe 40Cke MEANLMHCKOrO U3nenus;

BblAaye AyOnvKaToB perncTpaumoHHbIX YAOCTOBEPEHNI;

6) onpenennTb opraHbl (OpraHn3aumm), OTBETCTBEHHbIE 3a OCYLLECTBIIEHWE PETUCTPaLIMN, BHECEHNE U3MEHEHUIA
B pEerucTpauMoHHOE [OCbe€ W WHble CBA3aHHble C perucTtpauvert MeauuMHCKUX W3Oenuid  npoueaypbl,
npenycMoTpeHHble MpaBunamu, n npovHdopmrpoBaTb 06 3ToM EBpasniickyto 9KOHOMUYECKYHD KOMUCCUIO.

4. Hactosilee PelweHue BcTynaeT B cuny no ucteveHun 10 kaneHaapHblX AHEW C AaTbl BCTYNSEHUS B CUMY
[MpoTokona, noanucaHHoro 2 pekabpsa 2015 roga, o npucoeguHeHun PecnyGnvkn Apmenusa k CornalleHuio o
€[VHbIX MpUHUMMNAxX M npaBunax obpalleHns MeauUMHCKUX usgenuii (u3genuii MeOUUMHCKOrO Ha3HayeHus U
MEeOMLIMHCKON TEXHWKN) B pamkax EBpasminckoro akoHoMm4eckoro coto3a oT 23 gekabpsa 2014 roga, HO He paHee YyeMm
no ncreyeHun 10 kaneHgapHbIX AHEN ¢ AaTbl ohuLManbHOro onyonmnkoBaH1a HacTosLwero Peluenus.

Ynenbl CoBeTa EBpa3sMmnckon aIKOHOMUYECKON KOMUCCUMN:

Ot Pecny6nuku Ot Pecny6nukn Ot Pecny6nukn OT Kbipreizckon Ot Poccuickon
ApmeHus Benapycb KasaxcTtaH Pecnybnukn ®depepauum
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EBpasnimnckomn 3KOHOMUYECKOM KOMUCCUN
oT 12 cpeBpana 2016 r. Ne 46

NMPABUNA
perucTpauum n aKcnepTM3bl 6€30nacHOCTU, KayecTBa U 3chPEeKTUBHOCTU MEOULMHCKUX U3genumn

|. O6LKre nonoxeHus

1. Hactosiwume lNpaBuna paspaboTaHbl B COOTBETCTBUMM C NyHKTOM 2 cTatbu 31 [oroBopa o EBpasuiickom
3KOHOMMYeckoM cotode oT 29 masa 2014 roaa v nyHkToM 2 ctatbun 4 CornawieHns o eQuHbIX NPUHLMNAax 1 npasuniax
obpalleHnsa MeauUUHCKUX u3genuii (M3genuin MeauUMHCKOro Ha3HayeHuss M MeOULUHCKOM TEXHUKM) B paMkax
EBpasuiickoro askoHomuyeckoro coto3a oT 23 pgekabpa 2014 roga v ycTaHaBnMBalT MNOPSIAOK MpoBeAeHUs
peructpauum un 3Kkcneptu3bl 6e3onacHoCTH, KadyectBa M APAEKTUBHOCTU MEOULMHCKUX un3genun (panee -
perncTpaumsa u 3aKkcneptvsa MEOMLMHCKOrO M3genusd), BHECEHUS WU3MEHEHUM B pPerncTpauuoHHoe [OCbe
MEeOMLMHCKOrO u3fenus, Bbigadv OybnukatoB perMcTpaumoHHbIX YAOCTOBEPEHUW, a TakkKe OTkasa B perncrpauuu
MEOMLUMHCKOTO  U3Jenus, MpUOCTaHOBMNEHNS W  OTMEHbl OeWcTBMS  (aHHYNMPOBaHWS)  PEerncTpaumoHHOro
yOOCTOBEPEHUSI MEONLIMHCKOIO M3aenus B pamkax EBpasuickoro akoHomuyeckoro cotosa (ganee - Coto3s).

TpeboBaHusa HacTosiwmx [paBun He NPUMEHSAIOTCA B OTHOLUEHWM MEeOUUMHCKUX W3Oenun, noTpebHoCcTb B
KOTOPbIX BO3HUKAET B Ype3BblYalHbIX CUTyauUMaX MAM ONs OMArHOCTMKU HOBbIX, NMPUPOLAHO-OYaroBbIX Unu 0ocobo
OnacHbIX MHMEKUMOHHbIX 3abonesBaHun, obpalleHue KOTOpbIX perynupyeTcs 3akoHoAaTenbCTBOM roCyaapcTB-
YNEHOB.

2. B nepexogHbin nepvod Mo BbIGOPY NPOW3BOAMTENS MEAVMLMHCKMX M3Oenun (ero  ynoriHOMOYEHHOro
npencTaBuTensl) aKcnepTu3a W perncTpaumus MeOUUMHCKMX M3OENWA  OCYLLECTBASIIOTCS B COOTBETCTBUMM C
3aKoHO4ATENbLCTBOM rocyaapcTea - YneHa Cotosa (ganee - rocy4apcTBo-4ieH) unu ¢ HacTosawmmu Npasunamu.

3. MoHATMA, ncnonb3yeMble B HacTosAWwmMx MNpaBunax, o3HavaroT crnegyoLlee:

«b6e3onacHOCTb MeOULMHCKUX W3OENUA» - OTCYTCTBME HeOOMyCTUMOrO pucka, CBA3AHHOIO C MPUYMHEHUEM
Bpea X13HK, 340POBbI0 YenoBeka, OKpyXxatLen cpeae;

«Banugauus» - noaTBepXOeHUe MOCPEeACTBOM NPeACTaBneHns OOBbEKTUMBHbLIX CBUOETENbCTB BbINOMHEHWSA
TpeboBaHUi, NpegHa3HaAYEeHHbIX ANsi KOHKPETHOrO MCMONb30BaHWS NN MPUMEHEHUS;

«Banugauuss nNporpammHOro obecneyveHuns» - MpouecCc MNOATBEPXKAEHUS MNPUIrOAHOCTM  MPOrpamMmmMHOro
obecneyveHns anst peLleHnst KOHKPETHbIX NPUKNaaHbIX 3a4av;

«BepudvKaumsa» - MOATBEPXKAEHME Ha OCHOBE npeacTaBneHuss OObEKTUBHBIX CBUAETENbCTB BbINOMHEHMWS
YCTaHOBINEHHbIX TpeboBaHWI;

«BepudmKaumsa nporpammHoro obecneyeHuss» - MpoLecc MNOATBEPXKAEHUS COOTBETCTBUS MPOrpammHOro
obecneyeHns ycTaHOBMNEHHbIM TpeboBaHMAM (B TOM 4MCre COOTBETCTBYIOLLEMY TEXHWYECKOMY 3aJaHuio,
cneumdurkauum, oTpacnesbiM CTaHaapTam);

«roCygapCTBO MPU3HAHMAY - TOCYAAPCTBO-YNEH, YNOMHOMOYEHHbIA OpraH (3KCnepTHasi opraHn3aums) KOTOporo
OCYLLEeCTBNSET NpoLeaypy CornacoBaHUs 3KCNEepPTHOrO 3aKioyeHns pedepeHTHOro rocyaapcTea;

«eOuHbIN peecTp MeaULMHCKUX U3OenNnii, 3aperMcTpupoBaHHbIX

B pamkax EBpasvinckoro 3KOHOMMYECKOro co3a» - 3MeKTpoHHast 6asa [aHHbIX MEeAMUMHCKUX U3OEenun,
3aperncTpupoBaHHbIX Y pa3peLleHHbIX K MEAULMHCKOMY NpUMeHeHUo Ha TeppuTopun Coto3a;

«3asBUTENb» - NPOU3BOAUTENb, SIBMSIOLWMACS pPe3naeHTOM rocyaapcTBa-yneHa, UnvM ero YrnorHOMOYEHHbIN
npencTaBuUTens;

«MOEHTMMKALMA M MapKMpOBKa OMepaLMoOHHOW CUCTEMbI» - aHanu3 uHdopmaumm o6 MCnonbL30BaHHOM Mpu
pa3paboTke nporpammHOro obecrneyeHusi OMepauMOHHOW CUCTEME C LEeNbilo OLEHKM BO3MOXHOCTEN 3aliuTbl
nporpaMmMHoro obecneyeHunst oT HeCaHKLMOHMPOBAHHOIO JOCTYNa;

«Ka4yeCcTBO MEOMULMHCKOrO W3genus» - CTeneHb COOTBETCTBUSA COBOKYMHOCTM CBOWCTB W XapakTepUCTMK
MEeOMLIMHCKOrO M34enus LensMm ero npegHasHayeHHoro cnonb30BaHus;

«Kraccudukaunss MeauUMHCKOro M3Oenvsi B 3aBUMCUMOCTM OT MOTEHUMANbHOrO puUCKa MPUMEHEHUSA» -
OTHECeHVe uUnu onpegeneHve NpPUHaANEXHOCTU MEAMLMHCKOrO U3Aenus K OOHOMY M3 KNacCoB MOTEHLManbHOro
pycka NPUMEHEHUS B MEAMLMHCKNUX LENSIX;

KKOMMIIEKTYOWEee K MEOUUMHCKUM MU3OenusaM» - usgenve, He SBMSOLWeecss MeAWUMHCKM Uu3genveMm wunm
NPUHAANEXHOCTBIO K MEAUUMHCKOMY W3Aenuio, B TOM 4yucrne Onoku, 4acTu, 3NeMeHTbl M3genus, MaTtepuansl,
3anacHble 4acTu, npegHasHa4yeHHble Mpou3BoauTENeM MeAWLUMHCKOrO u3genust Ans npuMeHeHusi B CcocTaBe
MEeOMLIMHCKOrO M34enus UM COBMECTHO C MEAULMHCKAM U3aernnemM;

«MeJVUUHCKME u3denus Ans AMarHocTWkM in vitro» - nobble  WHCTPYMEHTbI, annapaTbl, npubopsl,
obopynoBaHue, MaTepuansl, peareHTbl, kanubpaTopbl, KOHTPOIbHbIE MaTepuansl U NpoYne U3nenus, NPUMeHsIEMbIE
B MEOMUMHCKUX LEensix OTAeNbHO WNM B couveTaHuM Mexzay cobol, a Takke BMEeCTe C NpUHaANEXHOCTAMW,
HeobXoAMMbIMW AN NPUMEHEHUST YKasaHHbIX W3OeNuiA Mo Has3Ha4yeHuio (BKM4asi cneuuanbHOe nporpaMMHoe
obecneveHne), U nNpefHasHayYeHHble Npov3BoAMUTENEM AN NPUMMEHEHUs Mpu uccnegoBaHusax in vitro obpasuos
buonoruyeckmx martepuanoB YenoBeka AnS MONyYeHus MHopMauMm OTHOCUTENBHO (U3MONOrMYECKOro WMnu
naTonorM4yeckoro COCTOSIHWSA, BPOXOEHHOW MNaTonornv, npeapacrnonoXeHHOCTUM K OnpefaerieHHOMY KITMHUYECKOMY
COCTOSIHUIO MM BONe3Hn, COBMECTUMOCTU TKaHel C NMOTeHUManbHbIM PELMNMEHTOM, NPOrHO3MPOBaHMS peakumii Ha
TepaneBTUYECKUE BO3OENCTBUS, BbIOOpa TEpaneBTUYECKUX CPEACTB U (M) KOHTPOIS feYeHns;

«MoaMmKaLmMsa MeOUUMHCKOTO M3Jenusi» - pPas3HOBUMOHOCTb MEAMLMHCKOrO u3fgenus, umerowas oblume c
OCHOBHbIM MEOULIMHCKMM U3OEeNMeM KOHCTPYKTUMBHbIE MpU3Haku, pa3paboTaHHble Ha Ga3e OCHOBHOrO M3genusi
Lienbio ero yCOBEPLLEHCTBOBAHUS, pacluMpeHnst Nnbo cneumanmsaumm NnpuMeHeHns B MEAULMHCKNX LiENsix;




«MYNbTULLEHTPOBOE  WUCCNELOBaHWE NpOrpaMMHOro obecneveHusi» - OOHOBPEMEHHOE TeCcTUpOBaHUE
nporpamMHoro obecrnevyeHuss B  YCMOBUAX €ro  MJIaHMPYyeMOro MNPUMEHEHUsT Ha  HECKOSIbKMX  BHELLHUX
3KCMePUMEHTarbHLIX NnoLwaakax (BHe NpeanpuaThs - paspabdoTymka Takoro NporpaMMHOro obecneveHuns);

«Habop (KOMMNMEKT) MEeOWMUMHCKMX W3OEenui» - COBOKYMHOCTb MEAMLMHCKUX W3LAENUii, VMEKLLMX eOuHoe
Ha3Ha4YeHne N MapKNpPOBKY, C yKa3aHUeM NepeyHsi yKa3aHHbIX MeAULMHCKUX U34enuin,

«MPUHAANEeXHOCTbY - U3genue, He ABNALEeca MeANUMHCKUM usgennem, npegHasHadyeHHoe nponssoautenem
AN COBMECTHOIO MPUMMEHEHUS C OOHVMM WMNN HECKONbKUMU MEOMLMHCKUMWU WU3AenusMu NS MCNOoNb3oBaHUA B
COOTBETCTBMM C UX HAa3HAYEHNEM,;

«Npon3BoAMTEND MEOULUHCKOrO U3Oenusa» - lopuamyeckoe nuuo mnu usmyeckoe nuuo, 3aperncTpupoBaHHoe
B KayecTBe MHOMBMAOYyanbHOro npeanpuHMMaTens, OTBETCTBEHHbIE 3a pa3paboTKy WM M3roTOBMEHNE MEOMLMHCKOrO
n3genus, aenawowme ero AOCTYMNHbIM A9 UCMNONb30BaHUSA OT CBOEro MMEHW He3aBWCKMMO OT TOro, pa3paboTaHo U
(Mrn) U3roToBNEHO MeauUMHCKOEe M3genve 3TUM NULOM UMW OT €ro UMEHW APYruM NvUoM (nuuamu), 1 Hecylime
OTBETCTBEHHOCTb 3a 6€30NacHOCTb, Ka4eCTBO U 3PPEKTUBHOCTb MEANLMHCKOTO U3OENus;

«MNPOM3BOACTBEHHAsA Nnowagka» - TepputopuanbHo OO60COBMEHHbIA KOMMMEKC, NpeAHasHayYeHHbIn Ang
BbINOMIHEHMS BCEro NpoLecca NpovM3BOACTBA MEAULMHCKOIO U3OEeNus Uinm ero onpeaeneHHbiX CTaaun,

«pacxogHbll  MaTepuan K MEAWUMHCKUM U3OenusM» - W34enuss u  martepuansl, pacxogyemble npu
MCNONb30BaHUN MeaUUMHCKUX u3genui, obecneuuBarollme npoBedeHWEe MaHunynsuMm B COOTBETCTBUM C
PYHKLMOHANbHBbIM Ha3HaYeHNEM MEOULMHCKOIO U3aenus;

«perucTpaumoHHoe [ocbe» - KOMMMEeKT [OKYMEHTOB W MaTepuanoB YCTAHOBNEHHOW  CTPYKTYpbl,
npencTaBnsemMbl 3asaBUTENEM NpU perncTpaunm MeguumMHCKOro n3aenmsi, BHECEHUN U3MEHEHU B perMcTpaumoHHoe
yOOCTOBEPEHUE, @ TaKkKe KOMUW peLUeHWI, MPUHSITBIX YMONTHOMOYEHHbIM OpraHom (3KCMepTHOW opraHusaumen) B
OTHOLLEHMM KOHKPETHOIO MEAULIMHCKOrO M3nenus;

Cm.. Memodu4yeckue pekomeHOauuu o cooepxaHur U cmpykmype OOKYMEeHmMOo8 peaucmpaylioHHO20 00Che
meduyuHcKoe2o usdernusi

«PEervcTpaumnoHHbIi HOMep» - KoooBOoe o603HayeHwe, npucBaMBaemMoe MEOULUHCKMM u3genusiMm npu ux
pernctpawmm, nog KOTopblIM OHU BHOCATCS B €OUHbIV PEECTP MEAMLMHCKUX U3OENNI, 3apermcTpUpPOBaHHbIX B paMKax
Coto3a, 1 coxpaHsieMoe HEM3MEHHbIM Npy 0bpaLLeHNU MeaNLIMHCKOro n3genus B pamkax Cotosa;

«perucTpaumoHHoe YAOCTOBEpPEHWEe» - AOKYMEHT efuHOW popMbl, MOATBEpPXAAalLWuUA akT peructpauum
MEANLMNHCKOrO U3AENUS;

«perncTpaums MeauuMHCKOro usgenus» - npouegypa Bbldadu YNOMHOMOYEHHbLIM OpraHoOM paspelueHust Ha
MeLMLMHCKOE NPYMEHEHNe MeanLMHCKOro n3genust B pamkax Coto3sa;

«pedepeHTHOe rocygapcTBo» - BbIGpaHHOE 3asiBUTENeM rocyaapCTBO-UNeH, YNONHOMOYEHHbIV OpraH KoTOporo
OCYLLECTBNAET PErMcTpauunio MeaNLMHCKOro n3nenus;

«YMONHOMOYEHHbIV  MpeAcTaBuUTENb NPOM3BOAUTENS» - OPUAMYECKOE NWLO UNKU  uanyeckoe nuuo,
3aperucTpupoBaHHOE B KayecTBe MHOUBMAYaNbHOro npeanpuvHuMaTens, asnsowmecs pesvaeHTamn rocygapcrsea-
yneHa W YNOMHOMOYEHHble B COOTBETCTBUM C [OBEPEHHOCTbIO MPOU3BOAMTENSA MEOUUMHCKOro W3aenuvs
NPeAcTaBnATb €ro MHTEPECbl U HECTU OTBETCTBEHHOCTb B YacTu obpalleHusi MeaUUMHCKOrO W3Aenusi B paMkax
Coto3a 1 UcnosnHeHns obssatenbHbIX TpeboBaHWi, NPpeabABSEeMbIX K MEANLUNHCKAM U3Oennsam.

4. Peructpaumsi 1 akcnepTnsa MeAuLMHCKOro M3genusa aensaTcs 00a3aTenbHbIMU YCNOBUAMW €ro BbiMycka B
obpauwleHne B pamkax Cow3a M OCyLEeCTBMAKTCA YNONHOMOYEHHbIM OpraHoM ped)epeHTHOro rocyaapcrtea. [pu
3TOM MNpPEeabABMAOTCA OAMHAKOBble TPeOOBaHUA B OTHOLIEHUM MEOULVHCKUX W3OEnvi, NPOU3BEAEHHbIX Ha
Tepputopumn Coto3a 1 BBE3EHHbIX Ha TaMOXEHHYH0 TeppuToputo Coto3a U3 TPeTbMX rocyaapcTB.

5. lo nogayn B yNnonHOMOYEHHbIN opraH peepeHTHOro rocyaapcTBa 3asiBNeHns Ha perncTpaLmio n akenepTunsy
MEeOMLMHCKOTO M3Oenus 3asiBUTENb OcyllecTBnseT cbop pokasatensctB ©6e3onacHocT U 3dEKTUBHOCTM
MeAMLMHCKOro u3genns u NnoAroToBKy COOTBETCTBYIOLLENO PErncTpaLMoOHHOIo AOChE.

6. B uensax nogrotoBkM permcTpaLMoHHOro AoCke 3asBUTENb:

a) nony4yaeT npeaBapuTernbHble KOHCYNbTaUMW 3KCMEPTHOM OpraHu3aumMmM no BOMpOcaMm perucrpaumm u
3KCMEPTU3bl MEQULIMHCKOTO n3nenus (npyu HeobxoanmocTw);

0) NpOBOANT TEXHUYECKUE UCTBITAHUS, UCTIBITAHNS (MCCrefoBaHus) C Liernbo OLEHKU BUMOonormyeckoro 4encTeus
MELMLMHCKOrO U3aenus, UCMbiTaHUs B LIENSX YTBEPXKAEHNSA TUna CPeAcTB U3MepeHun (B OTHOLLEHUM MELMULIMHCKUX
W3[Eenuin, OTHECEHHbIX K CPeACcTBaM M3MEPEHWN, MNepeyveHb KOTopbiX yTBepxaaetcss Komwuccuen) ans
noaTBepXAeHMs1 COOTBETCTBUS 0OWMM TpeboBaHMsM Ge3onacHOCTU U 3PGEKTUBHOCTU MEAULIMHCKUX W3AENUN,
TpeboBaHUsIM K WX MapKUPOBKE W 3KCMnyaTaLMOHHOW [OOKYMEHTaUMM Ha HUX B BblOpaHHbIX 3asBUTENEM
YYPEXOEHUSX W OpraHu3auusix, UMEKLMX NpaBO MNPOBOAUTbL Takve (UCMbITaHWsl) uccrefoBaHus B LEnsx
perncTpaumm MeOUUUHCKUX M3OENUA U BKITYEHHbIX B €AMHbIN peecTp YMONTHOMOYEHHbIX opraHu3auui Corosa
(banee - ynonHOMOY€EHHbIE OpraHu3aumm);

B) NPOBOAUT KITMHUYECKME UCTbITAHNS (MCCregoBaHUA) B COOTBETCTBUM C MpaBuUiaMu NPOBeAEHNS KIMHUYECKNX
UCNbITaHUA (MCCneaoBaHUA) MeAUUMHCKUX M3OEeNUii B BbIOpaHHbIX 3asiBUTENEM YMOIHOMOYEHHbLIX OpraHm3aumsx
nnbo BKMNoYaeT B perMcTpaumoHHOe A0Cke NMEOLMNECS KITMHUYECKUE AaHHbIe.

7. B uensax permctpaumm MEANLMHCKOrO U3nenus NpoBOAMTCS SKCNepTu3a MeauLMHCKOro M3L4ennst SKCnepTHON
opraHusauuen, onpeaeneHHon ynoHOMOYEeHHbIM OpraHoOM rocygapcTBa-yneHa (aanee - akcnepTHas opraHusaums).

8. MNpomnsBoanTens MeanUMHCKOro n3genus obecneynBaeT BHeAPEHWE U NoadepKaHne cUcTeEMbl MEHeKMeHTa
KayecTBa 3TOr0 M34enusa B COOTBETCTBUM C yTBEpXOaeMbiMy EBpa3viickor 9KOHOMWYECKOW KoMmuccumen (panee -
Komuccus) TpeboBaHaMM K BHEAPEHUIO, MOAAEPKAHNIO U OLLEHKE CUCTEMbI MEHE)KMEHTA KayecTBa MEeOULMHCKMX
M3genuin B 3aBUCMMOCTU OT NMOTEHUMANBHOMO pUCKa NPUMEHEHMS.

9. lMNpn peructpauum n IKCNEpPTU3E MEOULMHCKUX WU3LENMI YNONTHOMOYEHHbIE OpraHbl B3aMMHO MNPU3HAT
pe3ynbTaTbl TEXHUYECKMX UCMbITaHUIA, NCCNEA0BaHWUIA (UCMbITAHWI) C LIEMNb OLEHKN BMONOrM4eckoro 4eNcTBums aTnx
MEeAMLNHCKUX U3AEeNUA, KIMMHUYECKUX UCMbITaHUM, UCNbITAaHUA B LUENsaX YTBEPXAEHUS Tuna CpeacTB U3MepeHun (B
OTHOLUEHUM MEeOUUMHCKUX U3genuid, OTHOCALUMXCA K cpeacTBaM u3MepeHun B cdpepe rocyaapCTBEHHOro




perynupoBaHusi oGecrneyeHns eanHCTBa U3MEPEHUIA, NepeyeHb KOTOpbIX yTBepxaaeTcs Komuccuert) npu ycnosuw,
YTO OHU BbIMNOSIHEHBI B COOTBETCTBUMN C TPEOOBAHMAMM 1 MpaBUIiaMm, YCTaHOBIEHHbIMW Komuccuren.

10. Peructpaumsi MeOMUMHCKOrO W3LEenusi ocyllecTBnsieTca pedepeHTHbIM FOCy4apCTBOM Ha OCHOBaHWUM
pesynbTaToB 3KCMepTM3bl MEOULMHCKOrO W3Aenust U COrnacoBaHUSA 3KCMEpPTHOro 3akfioyeHus rocyfapcrBamu
NpU3HaHus.

11. JokymeHTOM, nogTBepXaatowmmM akT perncTpauumn MeauumHCKOro U3nenus, SBNseTcs perucTpauuoHHoe
ygocToBepeHue, hopMa 1 npasuna 3anofHeHnsa KOTOporo onpeaeneHbl cornacHo npunoxexmto Ne 1.

PeructpauunoHHoe ygoctoBepeHue BolgaeTcs 6eccpoyHo 1 gencteyet B pamkax Cotosa.

12. BapeructpupoBaHHOEe MeOUUMHCKOE Wu3genue [AOMKHO COOTBEeTCTBOBaTb OOWMM  TpeboBaHMAM
6e3onacHocT U 3DPEKTUBHOCTM MELMUMHCKUX U3Aenuii, TpeboBaHMAM K UX MapKUPOBKE W 3KCMyaTauMOHHON
OOKyMEHTaUMM Ha HuX, yTBepxgaembiM Komuccren. OTBETCTBEHHOCTb 3a COOTBETCTBME MEAWLIMHCKUX M3Oenuvn
yKka3aHHbiM obwum TpeboBaHMsSIM HeceT npou3BoAUTENb MEOWULMHCKOTO u3genus (ero  YnoriHOMOYEHHbIN
npeacTaBuTens).

13. Pacxogbl Ha peructpaumio U 3KCNepTu3y MeAULMHCKOro u3genust HeceT 3asdBUTENb B COOTBETCTBUM C
3aKoHO4ATeNbCTBOM rocyAapCTBa-yneHa.

14. lMpn OAQHOBPEMEHHOV MoAaye Ha pPerncTpaumio HEeCKONbkUX MoandUKaLMN MeAULMHCKOrO usgenwus,
OTHOCALLMXCA K OQHOMY BUAY MEeAWULMHCKOro U3genunst B COOTBETCTBUM C nNpumMeHsiemon B Coro3e HOMEHKNaTypon
MEOMLMHCKMX W30ENUA, U3roTOBMEHHBIX OAHUM MPOM3BOAUTENEM, OTNMYAIOLWMXCA APYr OT Apyra WU3MEHEHUAMU
KOMnnekTaumnm un (Mnm) TEeXHWYECKUX napamMeTpoB, He BAWSKOWUMW Ha MpuHUUN paboTbl U yHKLMOHANbHOE
Ha3HayeHue, OTHOCHLUMXCS K OAHOMY KIlacCy MOTEHUMAanbHOrO pucka MpUMEHEHWs, 3asBuTenb npeactasnseT 1
3asBneHne n 1 peructpauuoHHoe focbe. B cnyvae ecnu npeactaBneHHble moaundwvkaumm OyoyT OTHOCUMTbCH K
pasHbiM BuAamM MELMLMHCKOro M3genusa B COOTBETCTBUM C YKa3aHHOW HOMEHKNATypomn, Kaxaas moamndukaums
perncTpupyeTcs OTAENbHO C NPeAoCTaBNeHNEM OTAENbHOIO PErMcTpPauMOHHOrO OChe.

Cwm.: Kpumepuu 8knto4eHUsi 8 0OHO peaucmpayluoHHOe yOoCcmo8epeHUe HECKObKUX MOOuguKayuli MeoduyUuHCKO20
usdenus, OmHocAaWUXcsi K 0OHOMY 8udy MeOUUUHCKO20 u3desius 8 coomeemcecmeuu ¢ npumeHsiemol 6 Egpa3ulickom
3KOHOMUYECKOM COH3€ HOMeHKIamypoul MeduUyUHCKUX u3denuli

15. B cny4ae ecnu meguumHcKoe M3genve, 3aperncTpupoBaHHOE B COOTBETCTBMM C HacTosAwmmuy Mpasunamu,
3asBnNseTCs Ans perucTpauun B rocyfapcrBax-yrieHax, He yKka3aHHbIX 3asiBUTENEM paHee B Ka4yecTBe rocyaapcTB
npu3HaHWsa, a Takke B rocygapcTtBax, npucoeauHmBluuxcs k Cotody, npouedypa peructpauum npoBoAUTCA Ha
OCHOBaHMN 3KCMEPTHOrO 3aKIMYEHUS YMONIHOMOYEHHOIO oOpraHa (9KCMepTHOW opraHu3auun) pedepeHTHOro
rocygapcrtea. [py 3TOM YynNONMHOMOYEHHbIM OpraHoM pedepeHTHOro rocydapcTBa BblAAETCA PervcTpaumoHHoe
yOOCTOBEPEHME C YKa3aHMEM BCEX rOCYyAapCTB NpU3HaHMS.

Il. NpoueaypbI perucTpaumm m aKCNepTU3bl MeAULIMHCKOro U3genus

16. Onsa pernctpaumn MeanMLUMHCKOro M3aenus 3asBuTenb BolbnpaeT pedepeHTHOE rocy1apcTBO 1 rocyaapcTsa
NpU3HaHUs.

17. 3agButenb npeactaBnseT B YNOMHOMOYEHHbIN oOpraH (3KCMEepTHYH oOpraHvM3auuio) pedepeHTHOro
rocygapcrsa crnegyloLme JOKYMEHTbI:

a) 3asBrneHve Ha npoBedeHue 9KCMepTu3bl U perncTpauuv MeavumMHCKOro msgenusa (Ha GymaxHom u (unw)
3MNEeKTPOHHOM HOCUTENNAX) No hopme cornacHo npunoxenunsam Ne 2 n 3 (ganee B HacCTOsILLEM pa3sfaene - 3asBneHune);

6) perncrpauMoHHOE [0Chbe Ha 3MEKTPOHHOM HOCWUTEeNe, coepXallee AOKYMEHTbl MO MEPEYHI COrnacHo
npunoxeHuto Ne 4. B cnyvae ecnv 3akoHogaTenbCTBOM rocydapcTBa-yneHa He npegycMoTpeHa BO3MOXHOCTb
0hOpPMINEHNS YKa3aHHbIX JOKYMEHTOB B 3MIEKTPOHHOM BWAE, YNONHOMOYEHHbIV OpraH (3KcnepTHasi opraHusaumsi)
pedepeHTHOro rocyaapcTea BrpasBe 3arnpocuTb Takue AO0KYMEHThbl (MX Konuu) Ha OymaxHoMm HocuTene. [Npu atom
OOKYMEHTbI, MNPEACTaBreHHble Ha WHOCTPaHHOM A3blke, [OOMKHbl MMETb 3aBEpPEHHbI B YCTAHOBIIEHHOM
3aKOHOAATENbLCTBOM rocyAapCTBa-yreHa nopsake ayTeHTUYHBIN NEPEBOA, Ha PYCCKUIA A3bIK;

B) KOMMW [OOKYMEHTOB, NOATBEPXKAAKLMX OnnaTy 3KCNepTusbl M perncrpaumv MeauuuHCKOro W3genus B
pecepeHTHOM rocyaapcTse.

18. YNonHOMOYeHHbIM OpraHoM (3KCMepTHOW OpraHnsaumnen) pedepeHTHOro rocyaapctea B TedeHne 5 paboymx
AHeln COo AHSA NOCTYNMEHNs 3asBNeHNs U perncTpaLoHHOro 4oCbe NPOBOAUTCA NPOBEpKa NOMHOTbLI U AOCTOBEPHOCTU
cojepxalumxca B HUX CBeAEeHUNW, MPUHUMAaEeTCs pelleHMe O Havane npoueaypbl perucrpauum n aKcnepTusbl
MeAMLMHCKOro usgenns u pasMmeLlaeTcs 3asBreHne U permcTpaumoHHoe ocbe B CBOEN MHPOPMaLUOHHON cucteme.
MHdopmauma 0 MeauMuMHCKMX u3genusax, B OTHOLIEHWM KOTOpbIX MPOBOAUTCS npouedypa 9SKCnepTusbl U
peructpauum, M OOKYMEHTbI, codepXalimecs B PerucTpaumMoHHOM [OCbe, KPOME MHCTPYKUMM MO NPUMEHEHUIO
MEOMLMHCKOIO U3AENNs U MapKMpOBKW MEOMLMHCKOrO M3Aenus, OTHOCATCA K KOHUAEeHUMansHoW uHdopmMaumm 1
AOCTYMHbI TOMbKO 3aMHTEPECOBAaHHbIM YMONTHOMOYEHHBIM OpraHaMm (3KCMepTHbIM OpraHvM3auvsM) rocyAapCTB-
YNEeHOB.

B cnyyae ecnu 3asBneHve npeacTaBneHO C HapylleHuneMm TpeboBaHWuiA, YCTAHOBMEHHBLIX HACTOSALWMUMMU
MpaBunamn, B 3asBNeHUN yka3aHbl HEOOCTOBEPHbIE CBEAEHUS UMW PerucTpauuoHHoe AoCbe MpeacTaBreHo He B
nonHom obbeme, YNONMHOMOYEHHbIA OpraH (3KCnepTHas opraHusauusi) pedepeHTHOro rocygapctesa B TeyeHue 5
paboumx OHeW CO OHA MOCTYMNMEHUs TakuxX 3asiBNEHUs WM PEerucTpauMoHHOro [0Cbe YBeAOMISeT 3asBuTens o
Heo6X0AMMOCTW YCTPaHEHUS BbISIBIIEHHbIX HApyLLEHU 1 (Unn) NpeAcTaBneHns OTCYTCTBYHOLWMX JOKYMEHTOB B CPOK,
He npeBbiwatowmn 30 pabounx gHen co OHs pa3MeLleHust COOTBETCTBYOLErO yBeAOMIEHUS B MHGOPMALMOHHOWN
CcMCTEME YMOMHOMOYEHHOro opraHa (3KCMepTHOW opraHmsaumu) pedepeHTHOro rocygapcTsa, MyTeM nepegayv
YBEOMIEHNSA 3asiBUTENO JNMYHO NOA pacnucky, nnbo HanpaBneHust YBEAOMIEHMSI 3aka3HbiM MOYTOBbLIM
OTMpaBfeHMEM C YBEAOMIIEHMEM O BpyYeHUU, NMOO Nepedaymn B 3NEKTPOHHON (POPME MO TENEKOMMYHMKALMOHHBIM
KaHarnam CBSi3u Unu B oopmMe 3NEKTPOHHOIO AOKYMEHTa, NOANUCAHHOIO 3NEKTPOHHON NOANUCHIO.




B TeueHune 3 paboumnx gHel Co AHA NpeacTaBneHns 3asiBNeHns U perncTpaumoHHOro 4oCbe, COOTBETCTBYIOLLMX
TpeboBaHnsam HacTosAWwwmX [paBun, yNonHOMOYEHHbIN OpraH (3KcnepTHas opraHusaums) pedpepeHTHOro rocygapcraa
NPUHUMAET peLLleHne O Havane npoueaypbl 3KCNepTM3bl U perucTpaLmn MeguLMHCKOro U3aenus.

19. YNonHOMOYeHHble OpraHbl (3KCMepTHble OpraHu3auun) rocyAapcTB NPU3HaHUS BMpaBe O3HAKOMWUTLCH C
XOOOM MPOBEAEHUSI 3KCMEepPTHbIX paboT B pedepeHTOM rocygapctse, B TOM 4YuCrie C Mepernvckon 3assutens u
YNOMHOMOYEHHOrO OpraHa (3KCMNepTHOW opraHuM3auun) no BOMpOcCaM YCTPaHEHUs! 3aMeYaHui U C OOKyMeHTamu,
npeacTaBneHHbIMU 3asBUTENEM B NpoLiecce 3KCNepTU3bl U perncTpaumm MeamuuHCKUX n3genvn.

20. OTBETCTBEHHOCTb 3a [OCTOBEPHOCTb NPEeAoCTaBfEHHOr0 B YNOMHOMOYEHHbIN oOpraH (3KCNepTHYH
opraHunsaumio) perMcTpaumMoHHOro 4ocke HeceT 3asiBUTeb.

21. Tlpun HeoBGXOAMMOCTM YNOMHOMOYEHHBIV OpraH (3KCmepTHas opraHu3auusl) npuBrekaeT K yyacTuio B
3KCMepTM3e 3KCMepToB, Nul, He paboTallWwmnx B YNONHOMOYEHHOM OpraHe (3KCMepTHOW OpraHv3auuu), ecrm mx
cneuuanbHble 3HaHWSA HeobxoaMMbI AN NPOBEAEHNS 3KCNepTU3bI.

MpeactaBuTENU YNOMHOMOYEHHbLIX OpraHN3auui, NPOBOAMBLUMX TEXHWYECKUME WCMbITaHWUSA, WCCrefoBaHUs
(McnbiTaHnA) © Lenblo OueHKM BMOoNorM4yeckoro AenMCTBUA U KIUHUYECKME WCMbITaHUS MEAMLUMHCKOro Wu3aenus,
npeacTaBneHHOro Ha aKCnepTu3y, He MOryT NPMBMEKaTLCH K y4acTUIO B 3KCNepTU3e.

Mpun NnpoBeaeHUN 3KCNEePTU3bl SKCNEPT HE MOXET HaXoAUTLCH B Kakon-nnmbo 3aBMCUMMOCTM OT opraHa unu nuua,
Ha3HaYMBLLEro 3Ty 3KCNEePTU3Y, MPON3BOANTENSA MEANLMHCKOrO U3AENNS, ero yNnormHOMOYEHHOro NpeacTaBnTens nunm
APYIMX 3aMHTEpPeCcoBaHHbIX B pe3ynbTaTtax 3KCrepTn3bl fuL,.

B cnyyae ecnu aKkcnepTy M3BeCTHbl 0BCTOATENbCTBA, MPEnATCTBYIOLIME €ro MPUBIEYEHUIO K MPOBEAEHUI0
3KCMepTM3bl NMMBO He nossonslwme emy cobnogate NPUHUMMBLI €e NPOBEAeHWS, OH AOMMKEH coobwutb 06 aToM
PYKOBOAMTENIO YNIONTHOMOYEHHOTO OpraHa (3KCMepTHOWM opraHu3aummn) pedepeHTHOro rocyaapcTaa.

22. YNOnNHOMOYEHHbIW opraH (3KcnepTHas opraHnsaumsi) pedepeHTHOro rocygapctea NPOBOAWT 3KCMEepTU3y
MEOMLUMHCKOrO M3genus n odopMmnsaeT 3KCMepTHOe 3aknioyeHue cornacHo npunoxennio Ne 5 B Cpok, He
npesbiwatowmn 60 pabounx gHen co OHS NPUHATMS UM pELLEeHNst O HaYane npoueaypbl perucTpaumm n aKcnepTusbl
MeOMLIMHCKOrO N3aenus.

BbiBOAbI, coAepXalLmecs B 3KCNePTHOM 3aKMYeHUN, AOMKHbI ObiTb OQHO3HAYHBIMMW U MOHATHBIMM.

B cnyyae ecnu BbIBOABI 3KCMEPTHOIO 3aKMOYEHUSI OTHOCUTENbHO BO3MOXHOCTW perucTpaumm MeavumHCKOro
u3genusa B pedepeHTHOM roCydapcTBe SBMAAIOTCA MOMOXUTENbHbIMU, YMONIHOMOYEHHbIN opraH pedepeHTHOro
rocygapcTtsa B TedeHue 5 paboumnx gHen co AHSA ohOpMIIEHNS SKCMEPTHOMO 3aKMiOYeHNs yBeAOMISET 3asBUTens o
HeobXoaAMMOCTN MpeacTaBneHns Konui AOKYMEHTOB 00 onnmaTe 3KCnepTusbl M peructpauum B rocygapcraax
npu3HaHna B CPOK, He npesbiwatowmii 10 pabounx aHewn co AHA pasMeLLeHnss COOTBETCTBYIOLLErO yBEAOMMEHNS B
WH(OPMAaLMOHHON cucTeMe yNnorTHOMOYEHHOMO opraHa (9KCnepTHOM opraHv3aummn) pedepeHTHoro rocyaapcraea nnbo
CO [HA nofnyyYeHus yBeOOMMEHWs 3asBuUTeneM IMYHO MoL pPacnucky, 3akasHbiM MOYTOBbLIM OTMpaBreHMEM C
YyBEAOMIIEH/EM O BPYYEHUW, B 3MEKTPOHHOW (PopMe MO TEeNEeKOMMYHMKaLMOHHBIM KaHanam CBA3u unu B dopme
3M1EKTPOHHOTO AOKYMEHTAa, NOAMMCAHHOIO 3MEKTPOHHON MNOANMCHIO.

23. YNONHOMOYEHHbIN OpraH (3KcnepTHas opraHu3auuWs) unvm opraHusaums, onpegeneHHas ynorHOMOYEHHbIM
opraHom (3KCnepTHOM oOpraHu3aumen) pedepeHTHOro rocygapcTBa, MPOBOAMT  WMHCMEKUMIO MpoM3BOACTBA
MeANLMHCKUX U3AEeNnn B COOTBETCTBMU C TpeboBaHMSIMU, YCTaHOBMNEeHHbIMU Komuceuen. MIHcnekums npon3BoacTBa
MEeOMLMHCKMX U3AEenui NPOBOAMTCH 4O MOATOTOBKM 3KCMNEPTHOro 3akmntoyveHus. Cpok opraHusauum m npoBeneHus
WHCMEKLMN HE BXOAWT B OOLLMI CPOK MPOBEAEHNS AKCMEPTM3bl U HE AOMKEH B COBOKYNHOCTH npesbiwaTh 90 paboumnx
OHEen.

24. lMpoBeaeHne aKcnepTu3bl MEOULMHCKOIO U3aenus BKIto4aeT B cebs:

a) aHanu3 [OKyMEHTOB W MaTepuanos, onpegenswoowmx 6GesonacHocTb, 3PPEKTUBHOCTE W KaYecTBO
MeAMLMHCKOro N3aenusi, B TOM Y/Ce pacxo4HbIX MaTepranoB U KOMMNMEKTYIOLWMX K MEANLIMHCKOMY U3Aenuio;

6) aHanu3 gaHHbIX O paspaboTke 1 NPOM3BOACTBE MEAULIMHCKOIrO M3genus (CXemMbl NPOLLecCOB MPOM3BOACTBA,
OCHOBHbIX CTaAuin NPOM3BOACTBA, YNaKoBKW, UCNbITaHWIA 1 NpoLeaypbl BbiMycka KOHEYHOrO NPOAyKTa);

B) aHanu3 cTaH4apToB, KOTOPbIM COOTBETCTBYET MEAMLMHCKOE U3fenue;

r) aHanu3 npOTOKONOB TEXHUYECKMX WUCMbITaHUA (B 4acTU MOMHOTbI MNPOBEAEHWS W KOMMETEHTHOCTU
ucnblTatenbHom nabopartopuu), a TaKkke NpU3HaHWe pe3ynbTaToB UCMbLITAHWI Ha8 OCHOBE 3TOr0 aHanusa;

[) aHanus oT4eTOB NO pe3ynbTaTaM MHCMEKLMN NPOM3BOACTBA MEAMLMHCKOrO N3nenus;

€) aHanu3 oT4eToB MO OLeHKe B1Monornyeckoro 4enNcTBNS MeaULIMHCKOro n3genus (B 4acTu NOSIHOThI U KavyecTBa
NpoBeAeHHbIX MUCCnefoBaHWi, Ha COOTBETCTBME MpaBunaM MPOBEAEHUst WUCMbITaHUA (MCCeAoBaHMIA) MO OLeHKe
6uonormyeckoro AenNCTBUA MeQULIMHCKUX M3Aenuin, yTeepxaaeMbiM Komuccuen), a Takke Nnpu3HaHue pesynbTaToB
UCMbITaHUI (MCCNeA0BaHNI) HAa OCHOBE 3TOrO aHanusa;

) aHanm3 n OLEeHKa KIMHUYECKMX AaHHbIX, COAEPXKaLLMXCa B OTYETE

O KIMHMYECKOM Aoka3aTenbctBe 3pdekTBHOCTM M 6e30nacHOCTU MeOULMHCKOro M3genus, B TOM 4ucre Ha
COOTBETCTBME KMMHNYECKUX NCCNEAOBaHNIA NpaBuiam nNpoBeaeHUs KINMHUYECKMX UCTIbITaHNA MEQULMHCKUX U3AENui,
yTBepxaaembiM Komuccuewn, MomHOTbI NPOBEAEHHBbIX WCCNedoBaHWi, OOCTOBEPHOCTU pes3ynbTaToB, CpaBHEHWE
KMUHWYECKMX AaHHbIX C MMEeLWMMUCS aHarnoramMmu W npusHaHue pesynbTaToB WCCNefOoBaHWA Ha OCHOBE 3TOro
aHanusa;

3) aHanu3 pUCKOB (C yKa3aHWem nAeHTUULMPOBAHHBIX PUCKOB, OBOOLLEHHbIX AaHHbIX MO Banuaauuu K
BepuduKaumMm wucnblTaHWin, nabopaTopHbIX TEeCcTOB, NOATBEPXAAIOWMX BO3MOXHOCTb peanusaumMu HayyHo-
TEXHUYECKUX AEN B KOHEYHOM NPOAYKTE, AaHHbIE HAayYHOW NUTEepaTypbl MO aHanoram);

N) OLEHKa COOTBETCTBUA YKa3aHHOrO 3asiBATENEM Krnacca NoTeHUManbHOro pyucka NpUMeEHEeHUs MeauLMHCKOro
nsgenus

B COOTBETCTBUM C MpaBuniamun Knaccudukaumm MeauuUMHCKUX M3OEenvin B 3aBUCUMOCTU OT MOTEHUManbHOro
pvcka NpuMeHeHusl, yTBepxxaaembimu Kommccnen

K) aHanu3 npaBuIbHOCTW OMpeAeneHnst HOMeHKNaTypPHON NPUHAANEXHOCTU MeOULMHCKOro U3Oenusi CornacHo
HOMeHKNnaType MeauLMHCKMX n3genuii, npumerHsiemoli B Cotose;




n) aHanu3 6e3onacHocTn 1 3PEKTUBHOCTUN NEKAPCTBEHHOrO CPEACTBa B COCTaBe MEAULMHCKOro U3genusi, ero
BMMSHNA Ha  (PYHKUMOHANBbHOCTb MEAWLMHCKOTO W34ennsi, COBMECTUMOCTU JIeKapCTBEHHOro cpefcTtBa C
MEAVLMHCKUM M3Oenuem (3a MCKIIYeHUeM MeAUUMHCKUX W3denui ANns AmarHocTuku in vitro). JlekapcTBeHHoe
CPeAcTBO AOMKHO OblTb 3aperncTpypoBaHHbIM M paspeLleHHbIM K MPUMEHEHNI0 B rocyaapcTBe - NpousBoauTene
neKapCcTBEHHOro CpeacTsa;

M) aHanu3 Guonornyeckon 6e3onacHOCTU MEAULMHCKOrO M3Jenusa Ha OCHOBE aHanu3a BCeX maTepuanos
XMBOTHOIO MNWN YeroBEYECKOro NPOUCXOXAEHUS, BXOOAWMX B MeOUUMHCKOe u3genve, a Takke MHdopmaumn o
nogbope WUCTOYHUKOB (OOHOpOB), OTOGOpe MaTtepuana, npoLEeCCUHre, XpaHeHuW, TecTUpPOoBaHWKM, Banuvgauuu
npoueayp TeCTUPOBaHMWS, a Takke obpalleHns ¢ TKaHAMU, KneTkammn, Cy6CTaHLUMSAMM XXUBOTHOMO UNN YeN0BEYECKOro
NPOVCXOXAEHUS, KyNbTypamy MUKPOOPraHN3MOB U BUPYCOB;

H) aHanu3 npouedypbl U MeTOAOB CTepunM3auMnm MEeOULMHCKOro W3genusl, matepuanos, 060CHOBbLIBAKOLLMX
cnocob ctepunusauuv, npegnaraeMbix METOAOB KOHTPOMS KayecTBa WM OMpeAerieHVsl OCTaTKoB CTEepUIU3YIOLLEero
BeLLeCcTBa Npy NPUMEHEHNN XMMNYECKOro cnocoba ctepunmsaumm;

0) M3yyeHne BanugHOCTM NPOrpaMMHOr0 obecrneyvyeHus Ha OCHOBE aHanumsa AaHHbIX O ero Bepudukaumm un
BanugaumMu, B TOM 4ucrne uHdopmauum o ero paspaboTke W TeCTMPOBaHUW Ha NpeanpuaTum u npu
MYNbTULEHTPOBBIX UCCNEAO0BaHNSX, AaHHbIX 06 MAEeHTUMKaLuum 1 mapknpoBke onepaLmoHHON CUCTEMBI;

n) aHanu3 otyeTa 0 CTabunbHOCTM MEANLIMHCKOro n3aenus, 060CHOBaHHOCTY 3asBNEHHOIO CPoKa XpaHeHus:;

p) aHanmu3 nnaHa cbopa AaHHblXx Mo 6e3onacHocT M 3PPEKTUBHOCTM MEAMLMHCKOrO W3genus Ha
NMOCTNPOAAXHOM 3Tane;

C) aHanu3 MHpOopMaLuM 0 MapkeTuHre (ecnm MeauLIMHCKOe nsgenme HaxoauTcs B obpalleHMn Ha pbiHke Gonee
2 ner) (Npn Hanu4yun);

T) aHanuM3 npeacTaBneHHbIX MNPOM3BOAUTENEM CBEOEHWA O Hanmumumm unm o6 OTCYTCTBMM COOOLEeHMn O
HeCcYaCTHbIX Cry4asiX U 0T3biBax C PblHKA MEOMLIMHCKOrO U3Oenus, 0 HexenaTenbHbIX COBbITUAX U (UNN) HECHACTHBIX
crnyyasix, CBA3aHHbIX C UCMOMb30BaHNEM MEAMLMHCKOrO M3genus, yseoMneHuni no 6e3onacHOCT MeauLUHCKOro
nsgenus, noaxoda K pacCMOTPEHMIO 3TUX NPobnemM n nx peLueHns Npon3BOAMTENAMN B KaXAOM M3 Takux Crly4aes,
OMUCaHUA KOPPEKTUPYIOLLUMX OeNCTBUNA, MPEeANpUHATBIX B OTBET Ha yKasaHHble cryyau, a Takke COOTHOLUEHWS
YPOBHS MPOAAX N KOMMYECTBa HECHACTHBIX CMyYaeB 1 OT3bIBOB MEAMLMHCKOIO N3genns us obpalleHus;

y) aHanu3 npeAcTaBMeHHbIX MPOM3BOAMTENEM CBEAEHUW O COOTBETCTBUM MEAWLMHCKOrO n3genvs oblmm
TpeboBaHusm 6e3onacHOCT N 3DPEKTUBHOCTU MEAULMHCKMX M3Oenun, TpeboBaHusM K WX MapKMpoBKe U
SKCNyaTaLMOHHON AOKYMEHTALMN Ha HUX;

@) oueHKka pykoBoACTBa nonb3oBaTens (MHCTPYKUMM MO MeOULMHCKOMY NPUMEHEHWMIO) U SKCMyaTaunoHHON
AOKyMeHTauuu;

X) OLleHKa MapKnpoBKN MEOULIMHCKOrO M3aenus;

L) aHanuM3 [OKYMEHTOB, MNOATBEPXAAMWMX pe3ynbTaTel WUCMbITAHUA MEAUMUMHCKUX W3Jenui B Lensx
YyTBEPXAEHUS TUNa CPeACTB U3MEPEHUI

(B OTHOLWIEHUM MEAMUMHCKMX W3OenNni, OTHECEHHbIX K CPpeacTBaM W3MEPEHW, MepeyveHb KOTOpbIX
yTBepxaaetca Komuccuen).

25. Tpn npoBedeHWN 3KCMEPTU3bl MEAULUMHCKOrO W3Aenus B CrydYae HefocTaTOYHOCTW AN NOATOTOBKU
SKCNEPTHOro 3aKM4YeHNs maTepuanoB U CBEAEHWN, coAepXalluxca B 3asBMEHWM O perncrpaumm u JOKyMeHTax
perncTpaLuoHHOro [OCbe, YMOMHOMOYEHHbIM OpraH (dKCMepTHas opraHusauusl) HanpaenseT 3asBuTento
COOTBETCTBYHOLLMI 3aMnpoC C yKa3aHWEM xapakTepa 3aMedaHuin u cnocoba ux yctpaHeHus (ganee - 3anpoc). 3anpoc
HanpaBnseTca OOHOKPaATHO M MOXeT ObiTb nepefaH 3asBUTENO NWYHO MNOA PacnucKy, HampasreH No noyte
3aKasHbIM MOYTOBbLIM OTNPAaBEHNEM C yBeAOMIIEHMEeM O BpyveHun nmbo nepegaH B 3MEKTPOHHOW chopme no
TEeNeKoMMYHMKaLMOHHbIM KaHanam CBA3W Wnn B hopMe SMeKTPOHHOro AOKYMEHTa, MOAMUCAHHOro 3MeKTPOHHOM
noAnuChIO.

3asBuTenb obs3aH nNpeAcTaBUTb OTBET Ha 3anpoc B CPOK, He Mpesbiwatowmii 60 paboumx AHew co AHS
nonyyeHus 3anpoca. B cnyyae HenpeacTaBneHus yka3aHHOrO OTBeTa B CPOK YMONTHOMOYEHHbIV OpraH (dkcnepTHas
opraHunsaums) NpMHNMaeT peLleHne Ha OCHOBaHNM JOKYMEHTOB, MMEIOLLMXCS B €r0 PacnopsiKeHnw.

26. lNepuoa co AHA HanpaBneHWs 3anpoca A0 AHA MOMyYeHWs YMONHOMOYEHHbIM OpraHoM (3KCMepTHOW
opraHusaumen) oTBeTa Ha 3anpoc He y4MTbIBAEeTCH MPU UCHUCIIEHMN CPOKa MPOBEAEHUS 9KCMEPTU3bl MEAULIMHCKOTO
nsgenus.

27. OcHoBaHVAMMN AN BblHECEHUS] YMOMHOMOYEHHBbIM OpraHOM (3KCMEepTHOW opraHusaument) 3akmnodeHus ob
oTkase B permcrpauum MeamuMHCKOro n3genust ABnsioTCs:

a) HenoATBepPXAeHNe COOTBETCTBYIOLLMMU MaTepuanaMmm n CBeAeHUsIMU, COQEPXaLLUMMUCA B PErMCTPaLMOHHOM
O0Cbe, KayecTBa, u (unu) apdekTMBHOCTH, 1 (MNn) 6€30MacHOCTN MEANLIMHCKOTO U3OENWS;

6) npeBbllleHME pUCKa NPUYMHEHUS Bpeda 340POBbH rpaXaaH M MeAUUMHCKMX paboTHUKOB BCNeAcTBue
NPUMEHEHNst MEeANLMHCKOTO U3aenus Hag 3(eKTUBHOCTLIO €r0 NMPUMEHEHNS;

B) HEYCTpaHeHWe BbISIBMIEHHbIX HApyLUEHUA 1 (Mnu) HenpeacTaBreHe JOKYMEHTOB MO 3anpocy.

28. Npn HeobXxoAMMOCTU YNOMHOMOYEHHbIE OpraHbl (3KCNepPTHblE OpraHM3auun) rocyaapcTs NPU3HaHUSE MOryT
HanpaBnsTb C UCNOMb30BaHNEM CPeACTB MHTErPUPOBaHHOM cuctembl Coto3a B YNONHOMOYEHHbIN OpraH (IKCNepTHYHO
opraHusauuio) pedepeHTHOro rocygapcTBa CBOM  3aMeyaHuss W MpearnioXeHus [0  OdOopMIIEHUS  3TUM
YNOSTHOMOYEHHBLIM OPraHoM (3KCNePTHON OpraHM3aLmnein) 9KCNePTHOrO 3aKMioYeHus.

B xome cornacoBaHWsi 3KCMEPTHOrO 3akMioYeHUs YMONHOMOYEHHbIe OpraHbl (3KCMepTHble OpraHv3aumn)
rocyaapcTB-4reHoB MOryT B3aumMoAencTBOBaTb APYr C APYrOM ANA yperynmpoBaH/s BO3HUKAKLLUX BOMPOCOB.

29. MNocne odopMNeHnss IKCMEPTHOrO 3aKrioYEHUs YMONHOMOYEHHBI OpraH (3KcnepTHas opraHv3auus)
pedepeHTHOro rocygapctea pasmellaer B CBOEW WH(OPMALWMOHHOW CUCTEME 3JKCMepTHOe 3aKryeHue.
YNONHOMOY€EHHbIE OpraHbl (3JKCMepTHble OpraHu3auunM) rocyfapcTB MpU3HaHWA B CPOK, He mnpesbiwatowmii 30
KaneHgapHbIX OHEN CO AHA pas3MeLLeHUsi YNOIHOMOYEHHbIM OpraHoM (3KCMepTHOWM opraHusaument) pedepeHTHOro
rocygapcTBa 9KCMEpPTHOrO 3aKMYEeHWs, HanpasnsiloT B YNOMHOMOYEHHbIV OpraH (3KCNepTHY OpraHu3auuio)



pedepeHTHOro rocygapcTBa MNOATBEPXOEHME COrNacoBaHUsi (HECOrNacoBaHMs) SKCMEPTHOro 3akn4veHus (c
o6ocHoBaHMeM) Mo oopmMe cornacHo npunoxeHuto Ne 6

C UCMOmNb30BaHWEM CPEeACTB MHTErpvpoBaHHOW cucTeMbl Coro3a, B TOM 4ucrne npaBuUIIbHOCTU MepeBoaa
pYyKOBOACTBA Nosb3oBaTens (MHCTPYKLUUN NO MEAMLMUHCKOMY NMPUMEHEHWIO), MapKUPOBKA MELAMLMHCKOTO N34enus Ha
rocyapCTBeHHbIE A3bIKM B COOTBETCTBUM C TPEOOBaHNAMM 3aKOHO4ATENbCTBA roCy4apCTB-UIEHOB.

B cnyyae HenpepncTaBneHusi rocygapcTtBaMu MPU3HAHUS NOATBEPXKOEHUS COrnacoBaHUs (HecornacoBaHust)
SKCMEepPTHOro 3akntuveHunss B TeveHve 30 kaneHAapHbIX AHEW CO AHS pas3MeLLeHWUst YNOSIHOMOYEHHbIM OpraHoM
(akcnepTHOW opraHu3auunen) pedepeHTHOro rocygapcTBa SKCMEPTHOMO 3aKIYEHUSA IKCMEepTHOE  3akriouveHue
CUYUTAETCS COrNacoBaHHbIM.

B Teuenve 10 paboumx OHEW CO OHS COrnacoBaHWS 3KCMEPTHOrO 3aKIYEeHMs rocygapcTBaMu MpU3HaHUA
YMONTHOMOYEHHbIV opraH pedepeHTHOro rocyjapcTBa NPMHUMAaET peLleHne O perncrTpaumm MeavMLUHCKOro n3nenvs
W pasMellaeT B eQMHOM peecTpe MeOWMUMHCKUX M3OEeNnui, 3apeructpyMpoBaHHbiXx B pamkax Cowosa, cBefeHus o
MEeOMLIMHCKOM M3[enuu, pykoBOACTBO MOMb30BaTens (MHCTPYKLMIO MO MEAMLMHCKOMY MPUMEHEHMIO) U n3obpaxeHne
YTBEPXKOEHHOW MapKUPOBKN MELULMHCKOrO NU3nenusi.

30. YnonHomoueHHbI opraH pedepeHTHoro rocygapctea B TedyeHve 10 pabouux OHel CO AHA MPUHATUA
peLleHust 0 perncTpaumm MeauMLUHCKOro u3aenusi opopMnsieT perMcTpaumMoHHOe YAOCTOBEPEHNE U NPUMOXKEHUE K
Hemy nnbo yBenomnsieT 3asBUTENst 06 OTkase B perucTpauuv MeAMUMHCKOrO M3Oenus NUYHO NOo4 pacrucky,
HanpaenseT yBeAOMIEHWE MO MoyTe 3aKka3HbIM MOYTOBLIM OTMNPaBMEHWEM C YBEAOMIIEHMEM O BpydeHun nubo
nepefaeT ero B 3MEKTPOHHOW (hOpMe MO TENEKOMMYHUKaALMOHHBIM KaHanaM CBSi3u unv B QOpMe 3MeKTPOHHOro
AOKyMEHTa, NOANUCAHHOIO 3NEKTPOHHON MOAMUCHIO.

lll. Mpoueaypa cormnacoBaHUsA 3KCNEPTHOroO 3aKn4YeHus

31. MNpn npoBedeHun cornacoBaHWsA 9KCMEPTHOrO 3akmioYeHUs roCydapcTBa MPU3HaHMA MPOBOOSAT OLEHKY
QKCMEPTHOrO  3aKmoyveHnss pedepeHTHOro rocyaapcTBa Ha npegmeT MOMHOTbl U JOCTATOMHOCTW  AaHHBbIX,
noaTeBepXgarLLmx 6esonacHocTb, ka4ecTBO N IPDEKTUBHOCTE MEAULIMHCKOIO N3Aenus.

32. CornacoBaHue 3KCMEePTHOro 3aKI0YeHNs ABNSETCA OCHOBAaHWEM ANS MPUHATWSA PeLUeHUst O perncTpauum
MeANLMHCKOro n3genus.

33. OcHoBaHMeM [Ans HecornacoBaHUA 9KCMEPTHOro 3aknioyeHus pedepeHTHOro rocygapcrBa ABnseTcH
Hanuune CBUOETENbLCTB O TOM, YTO 3(PEKTUBHOCTL M (unu) 6e30nNacHOCTb MEOULMHCKOro us3genus He
NnoATBEpXAeHbl CBEOEHUSMMW, NPEeACTaBleHHbIMM B PErucTpaumMoHHOM AOCbe, UMM O TOM, YTO PUCK MPUYMHEHUS
Bpeda 300pOBbI rpaxgaH W MeaUUUHCKUX paboTHMKOB BCNeAcTBME MNPUMEHEHVS MEeOMUMHCKOro usgenus
npesbiwaeT 3PPEKTBHOCTb €r0 MPUMEHEHMS.

34. MNpwn OTCYTCTBMM KOHCEHCYCa MO COrMacoBaHWMIO IKCMEPTHOrO 3aKMloYeHust yperynmpoBaHue pasHormacum
ocyliecTenseTcs nytem obpalleHns ynoNHOMOYEHHOro opraHa pedepeHTHOro rocyAapcTBa B KOHCYNbTATWBHbLIN
KOMWUTET N0 MeanLMHCKUM usgenuam npu Konnernnm Komucenn (ganee - KOHCYNbTaTUBHBIA KOMUTET).

YNOMHOMOYEHHbIN  OpraH  (3KcnepTHas  opraHuM3auusi) pedepeHTHOro rocygapcrteBa Hampasnser B
KOHCYNbTaTUBHbLIA KOMWUTET 3asBreHVe Ha 6naHke YMONMHOMOYEHHOrO opraHa (9KCNepTHOW opraHv3aummn) o
HeOOX0AMMOCTM PacCMOTPEHMS Pa3HOrnacuii ¢ ykasaHnem obLnx cBegeHuin o npeameTe pasHornacun U cBeaeHun
06 uTorax npoBedeHUs NeperoBOpoB M KOHCynbTauui. K 3asBneHnto MoryT npunaratbecs nobble matepuansl,
060CHOBBIBaKOLLME MO3MLMIO YONTHOMOYEHHOrO OpraHa (9KCMepTHOW opraHunsauum) pedepeHTHOro rocyaapcrea no
npeamMeTy pasHOrnacui.

Mocne nonyyeHns 3asiBNEHWS U NpunaraembelX K HEMy MaTepuarnoB OT YNOSIHOMOYEHHOro opraHa (dkcnepTHoOM
opraHusaummn) pedepeHTHOro rocyaapcTea KOHCYNbTaTUBHbIN KOMUTET 3anpaluvBaeT Yy YNOHOMOYEHHbIX OpraHoB
(9KCMepTHbIX opraHusauuii) rocyfapcTs MpWU3HaHWA maTtepuansl, NOATBEpPXAAloWMe KX No3uuMio Mo npegmeTy
pasHornacumn.

Mocne mony4eHus martepuanoB OT YNOMHOMOYEHHbIX OpPraHOB (3KCMEPTHbIX OpraHun3auuin) KOHCYNbTaTUBHBIN
KOMUTET HanpaBsndeT yBeAOMIIEHUSA O NPOBEAEHUN 3aCefaHns No yperynnpoBaHnio pa3Hornacuin ynonHOMOYEHHbIM
opraHam (3KCnepTHbIM OpraHvM3auusm).

KoHcynbTaTuBHBEIN KOMUTET ObecneumBaeT oOpraHu3auuMio M NpoBedeHVe 3acedaHus Mo yperynupoBaHuio
pasHormacuii. B 3acegaHuy npuHMMAalOT yyYacTue npeacTaBUTENnM YMONIHOMOYEHHbIX OpraHoB  (dKCNEepTHbIX
opraHusauuin) pedepeHTHOro rocyaapcTaa U rocyAapcTB NPU3HaHUS.

Mo nToram 3acegaHns NpMHMMaeTCst peLleHne, KOTOpoe HOCUT PeKOMeHAATENbHbIN XapakTep.

Cpok yperynmpoBaHus pasHornacuin B OTHOLLEHMN COrfacoBaHWsA SKCNEPTHOro oTYeTa He AOIMDKEH MpeBblllaTb
30 paboumx OHen CO OHS HanpaBrieHWsl YNOMHOMOYEHHbIM OPraHoM (SKCMEpPTHOW opraHusaumen) pedepeHTHOro
rocyaapctea COOTBETCTBYHOLLETO 3asiBNEHNSI B KOHCYNbTATUBHbIA KOMUTET.

35. HecornacoBaHue akcnepTHOro 3akrioyveHns pedepeHTHOro rocyaapcTsa B O4HOM M3 rOCyAapCTB NpU3HaHms
SIBNSAETCA OCHOBaHWEM Ans 0Tka3a B obpalleHn MeanLMHCKOro N3aenus Ha TeppuTopum 3Toro rocyaapcraa.

IV. 3kcnepTrM3a 3MeHeHU, BHOCUMbIX B permcTpaumMoHHOe AOChbe

36. 3OkcnepTnsa WU3MEHEHWUN, BHOCUMbIX B PErNCTPALMOHHOE [O0CbE, OCYLLUECTBMSAETCS YMNOMHOMOYEHHbIM
opraHoM (3KCMepTHOW oOpraHu3aumen) pedepeHTHOro rocygapctea M BKMAYaeT B cebA OUEeHKy MOMHOTHI,
KOMMMEKTHOCTM U MNPaBUSIBHOCTU OOPMITEHNS] LOKYMEHTOB, BIIMSIHUSI BHOCUMMbIX M3MEHEeHUMN Ha 6e30nacHOCTb,
Ka4yecTBO M 3(pPEKTUBHOCTb MEANLIMHCKUX U3OENNNA.

37. MpoussognTens B Te4YeHNe 2 MECSALEB CO [HS BHECEHWSI U3MEHEHWA B LOKYMEHTbl MpeAcTaBlieHHOro B
paMkax perucTpauMm MeOUUMHCKOrO UW34enusl perMcTpauuoHHOro focbe o006s13aH MHUUMUMPpOBaTb Mnpoueaypy
BHECEHMSI M3MEHEHWIN B PErMcTpauMoOHHOE [0Cbe NYyTEM HanpaBfieHUst B YMONIHOMOYEHHbIA opraH (3KCNepTHYH



opraHunsaumio) pecpepeHTHOro rocyaapcTea COOTBETCTBYHOLLETO 3asiBIEHUs Mo hOpMe COrfacHo npunoxeHuio Ne 7
(manee B HacTosilem pasgene - 3asiBNeHWE) C MPUMNOXEHWEM [OOKYMEHTOB, MOATBEPXKAANLMX WM3MEHEHWS Mo
nepeYHio cornacHo npunoxexuto Ne 8.

38. 3asBneHve W [OOKyMEHTbI, MOATBEPXAAoLME W3MEHEHWs, pa3MeLLaloTCs YrNOMHOMOYEHHbIM OpraHoMm
(akcnepTHONM opraHu3aumein) pedepeHTHOro rocyaapcTea B cBoel MHPOPMaLNOHHOW CUCTEME M OOCTYMHbI TOMNbKO
3aUHTEpPEeCcOBaHHbIM YNOMHOMOYEHHbBIM OpraHaM (3KCMepTHbIM OpraHvM3aumnsamM) rocygapcTB-UreHoB.

39. YnonHomou4eHHble opraHbl (3KCnepTHbIE opraHM3almmn) rocyaapcTs npuaHaHua B TedeHne 30 pabounx aHen
CO [HS pa3MeLleHus YNONTHOMOYEHHbIM OpraHoM (3KCMEePTHOM opraHusaumen) peepeHTHOro rocyagapctasa B CBOEN
WH(POPMALMOHHON CUCTEME 3asBMEHUS U OOKYMEHTOB, NOATBEPXKOAILWMX U3MEHEHWs,, MOTYT C UCMOMb30BaHNEM
CpencTB WHTErpupoBaHHOM cucTeMbl Coto3a HanpaBuTb B YMOSTHOMOYEHHBIN OpraH (3KCMepTHYH OpraHnsaumio)
pedepeHTHOro rocygapctBa CBOW 3aMeYaHus U MNpeasiokeHus OO MOArOTOBKM 3TUM OpraHoM (opraHusauuen)
3KCMEPTHOro 3aKn4YeHns No hopme cornacHo npunoxenuo Ne 9.

B TeueHnve 5 pabouux OHeW CO AHSA MOCTYNNEHUS 3asBMEHWUS U JOKYMEHTOB, MOATBEPXOAIOLLNX U3MEHEHUS,
YNOMHOMOYEHHbIV OpraH (3KCnepTHasi opraHu3auusi) pedepeHTHOro rocygapctesa nNpoBOAUT MPOBEPKY MOMHOTHI U
OOCTOBEPHOCTM COAEPXKALLMXCS B HAX CBEOEHUN.

B cnyyae ecnu 3asBneHue OGOPMNEHO C HapyleHnem TpeboBaHWA, YCTAHOBMEHHbIX HACTOALMMUN
MpaBunamn, n (unu) B 3asiBNEHWM YykasaHbl HEAOCTOBEPHble CBedeHus nMbo AOKyMEeHThbl, noareBepXxaaroue
W3MEHEHUS, NpeACTaBneHbl 3asiBUTENEM He B NOMHOM 06beMe, YNONHOMOYEHHbI OpraH (3KCnepTHasi opraHnsaums)
pedepeHTHOro rocygapctsa He nosgHee 30 pabounx OHEN CO OHA MOCTYNMEHWUS TakKMX 3asiBNEHUS U JOKYMEHTOB
yBeaoMnsieT 3asBuTens O HeoOXOAMMOCTW YCTPaHEHUS BbISBEHHbIX HapyWeHWn W (Unu) npeacTtaBneHns
OTCYTCTBYIOLUUX AOKYMEHTOB MyTEM rnepefayv yBeAOMITEHUS 3asBUTENI0 NIMYHO MOA pacnucky, Nnbo HanpaBneHus
yBEOOMIEHUS 3aKka3HbIM MOYTOBbLIM OTMPAaBNEHMEM C YBEAOMIMEHUEM O Bpy4YeHUW, Nnbo nepenaynm B 3NEKTPOHHON
dopme MO TENEKOMMYHMKALMOHHBIM KaHanaMm CBA3W UM B (POPME 3NEeKTPOHHOro [OKYMEHTA, MOAMUCAHHOro
3MNEKTPOHHON NOANUCHIO.

B TeueHue 3 pabounx aHeln co OHS NpeAcTaBneHust 3asBfeHnsa U JOKYMEHTOB, NOATBEPXKOAOLWMNX N3MEHEHWS,
OhOpPMIEHHBIX Hagnexawum o6pa3om, YMNONHOMOYEHHbI oOpraH (dKcrnepTHast opraHu3auus) pedepeHTHOro
rocygapcrtea NpUHMMAET peLLeHNe O Havarne npoleaypbl BHECEHUSA U3MEHEHUI B perMcTpaLnoHHOe JOChe.

40. 3asiBATEND NpeacTaBnsieT OTBET Ha 3anpoC YNOMHOMOYEHHOIO opraHa (3KCMepTHOW opraHu3aumm) B CPOK,
He NpeBbILLALLNIA

60 kaneHOapHbIX AHEW CO OHS NOny4YeHus 3Toro 3anpoca. B cnyyae HenpeacTtaBneHus OoTBeTa B yKa3aHHbIN
CPOK YMOMHOMOYEHHbI OpraH (3KCrnepTHas opraHusauus) NpuHMMaeT pelleHMe Ha OCHOBaHUW [AOKYMEHTOB,
VUMEIOLLIMXCS B €r0 PacropsiKEHUN.

41. Mepunoa co AHSA HanpaBneHus YNOnHOMOYEHHbIM OpraHoM (3KCNEepTHOW opraHusauuen) 3anpoca A0 OHS
nonyyYeHuss OTBeTa Ha 3anpoc He YYWUTLIBAETCA MPU UCHUCIIEHMM CpOKa MPOBEOEHMS 3KCMepTu3bl MEeLMLMHCKOro
nagenus.

42. BHeceHWe N3MeHeHNI B permMcTpaLMoHHOE [OChEe OCYLLECTBIISETCA Ha OCHOBaHUM Pe3ynbTaToB 3KCNepTU3bl
3TUX U3MEHEHWI B CPOK, He npeBbiwatowmin 30 pabounx gHen co AHA NpeacTaBrieHusl 3asiBNIEHUS U AOKYMEHTOB,
NoATBEPXAAOLLMX U3MEHEHNST, 0(DOPMIEHHBIX Haanexalm obpasom.

43. OcHOBaHWsIMM AN NOATOTOBKM YNOMHOMOYEHHBIM OpPraHoM (SKCMEepTHOW opraHusaumnen) pedepeHTHOro
rocyfapctBa SKCMEPTHOrO 3aKIOYEHUS] O HEBO3MOXHOCTM BHECEHUS W3MEHEHWA B PErucTpaurMoHHOE [OCbe
ABNATCS:

a) HeAOCTOBEPHOCTb NPeACTaBIEHHbIX CBEAEHNA, 0O0CHOBBIBAIOLLIMX BHECEHWNE U3MEHEHUN;

6) oTCyTCTBME CBEAEHMI, NOATBEPXKOAIOLLNX HEU3MEHHOCTb (DYHKLMOHANBHOIO Ha3HavyeHus n (Mnu) npyuHumna
OENCTBMSA MEQULIMHCKOIO U3OENWS B CBA3WM C BHOCUMbIMU U3MEHEHNSIMU;

B) HEYCTpaHEeHUE BbISIBMEHHbIX HAPYLUEHWUIA U (MNN) HENPEACTaBEHNE OTCYTCTBYHOLLMX JOKYMEHTOB.

44. DKcnepTHOE 3akMoYeHUe WM PYKOBOACTBO MOMb30BaTeNsl (MHCTPYKUUSI MO MEeOULMHCKOMY MPUMEHEHUIO),
n3obpaxeHne MapKMpOBKM MEOULMHCKOTO M3LEnus Ha PYCCKOM $SI3blKe pas3MeLLatoTCsi YNONHOMOYEHHbIM OpPraHoMm
(3kcnepTHOW opraHusauuen) pedepeHTHOro rocygapcTea B CBOEW MHAOPMALIMOHHOW CUCTEME M OOCTYMHbI TONBbKO
3aUHTEPECOBaHHbBIM YMOMHOMOYEHHBIM OpraHaM (3KCMepTHbIM OpraHM3aumsaM) rocygapCcTB-UreHoB.

45. TocypnapctBa npu3HaHua B TedeHne 10 paboumx OHEN CO AHA pas3MeLleHUst YNONHOMOYEHHbIM OpraHom
(akcnepTHOM oOpraHusaunen) pedepeHTHOro rocygapcTBa B CBOEW WMHAOPMALMOHHOW CUCTEME 3IKCMEPTHOrO
3aKIMIOYEHMs BNpaBe HanpaBWTb B YNOMHOMOYEHHBIN OpraH (3KCNepTHYH opraHv3aumio) pecepeHTHOro rocynapcraa
3amMevaHus 1 npeanoxeHus (c obocHoBaHMEM).

46. B cnyyae ecnu BHOCMMblE W3MEHEHWsI KacalTCs CBEAEHWUW, COAEpXallMxcs B PerncrpauuoHHOM
yOOCTOBEPEHMM,  YMOMHOMOYEHHBIN OpraH pedepeHTHOro rocyaapcTBa BblAaeT HOBOE PEerncTpauyoHHOe
yOOCTOBEPEHME C COXPAHEHMEM NPEXHEro HoMepa (C yka3aHueM aThbl BHECEHUS COOTBETCTBYIOLLMX U3MEHEHUN).

47. YNONMHOMOYEHHbIN opraH pedepeHTHOro rocyaapctea B TedeHne 10 paboumx OHEW CO OHA MPUHATUSA
COOTBETCTBYHOLLIETO peLlEHMs:

a) ohopMnsEeT perncTpaumMoHHOe Y4OCTOBEPEHNE;

6) pasmeLLaeT B eQUHOM peecTpe MeAULMHCKUX U3AENUIA, 3aperMcTpMpoBaHHbIX B pamkax Coto3a, cBefeHusl o
BHECEHMU U3MEHEHUI B PErMCTPaLMOHHOE JOCkE B Nopsiake, ycTaHoBNeHHbIM Komuccuren, a Takke ckaHMpoBaHHbIe
KONUW LOKYMEHTOB, B KOTOPbIE BHECEHbLI U3MEHEHWS;

B) yBEAOMISET 3aaBUTENS 00 OTKa3e BO BHECEHMM U3MEHEHWUA B PErMcTpauMOHHOE AOCbe NMyTem nepepayvuv
YBEAOMIIEHMS JIMYHO MOA Pacnucky, NMbo HamnpaBrieHWs COOTBETCTBYHOLLEro yBEAOMIIEHUS] 3aKa3HbIM MOYTOBbLIM
OTMNpaBiEHNEM C YBEOOMIIEHNEM O BPYYEHMM, NMMOO nepenayn B 3NEKTPOHHOM hopMe MO TENEKOMMYHUKALMOHHBIM
KaHanam CBS3v unu B oOpMe 3N1EKTPOHHOIO AOKYMEHTA, NOAMNMCAHHOIO 3NIEKTPOHHON NOAMUCHI0.

V. NMopsaaok NnpuocTaHOBMIEHUSA UNU OTMEHbI aencrTeusa (aHHyﬂMpOBaHMH) perucTpaumMoHHOro yqoctoeepeHus



48. TlpuocTaHoBNeHWe AeWCTBUSI PEerncTpauMoHHOrO YOOCTOBEPEHUsI OCYLUECTBSIETCS YNOMHOMOYEHHbIM
opraHom ped)epeHTHOro rocyaapcrea

B CrieqyroLmx cryvasx:

a) no pesynbratam MOHUTOpWHra 6e3onacHocTu, KavecTBa U 3MMEKTUBHOCTU MEOULUMHCKUX U3Oenui B
MOCTPErMCTPaUMOHHBIA Nepuog - MNpu BbISBNEHUM MOTEHUMANbHOrO CepbesHOro pucka And obLecTBEHHOro
300pOBbS;

6) no pesynbTatam rocy4apCTBEHHOrO KOHTPONS 3a obpalieHueM MeauLMHCKUX W3AENUA - Npu Hanuyamu
cBedeHu 0 dakTax M 0BCTosATeNbCTBaX, CO3AAIOWMX Yrpo3y >KM3HM W 3A0POBbI PaxgaH W MeOULMHCKUX
paboTHMKOB NPV NPUMEHEHUU 1 IKCNNyaTauum MegULMHCKNX U3AENUiA.

49. PelueHne 0 NpUOCTAaHOBMIEHWNN OENCTBUS PErMCTPaLMOHHOIO yAOCTOBEPEHUs (C yKasaHnem npuynH, Aathl 1
CpoKa MPUOCTaHOBIEHWS) NPUHMMAETCS YMONIHOMOYEHHbIM OpraHoM pedepeHTHOro rocyaapcTsBa B COOTBETCTBUM C
3aKoHoAaTenbCTBOM 3TOrO rocyAapcTBa-yneHa.

50. Cpok nprocTaHOBMNEHNS AENCTBUA PErycTpauoHHOro yaAOCTOBEPEHNS HE MOXEeT MpesbiaTte 6 mecsues,
npv 3TOM peanu3aums U NpUMEHEHWEe Taknx MeguUMHCKUX n3aenuin B pamkax Corosa He fonyckaloTes.

YNOMHOMOYEHHBIN OpraH pedepeHTHOro rocyfapcTBa HesameanutenbHO WHAOPMUPYET YNOMHOMOYEHHbIE
opraHbl rocyAapcTB MNpU3HaHWS, NPOU3BOAUTENS WM €ero YNoNHOMOYeHHOro npeactasutena n Komuccuio o
NPUOCTaHOBNEHUN OENCTBUSA PErMCTPaLMOHHOIO yAOCTOBEPEHNS U BHOCUT COOTBETCTBYIOLLME CBEOEHUS B eOuHbIN
peecTp MeANLIMHCKUX U3GEeNnii, 3aperncTpupoBaHHbIX B pamkax Cotosa.

51. 3aaBuTenb B Te4eHMe YCTaHOBMEHHOIO YMOMHOMOYEHHbIM OpraHoM ped)epeHTHOro rocyAapcTBa Cpoka
0653aH ycTpaHuMTb 06CTOSATENBLCTBA, NOBMEKWME MPUOCTAHOBMEHWE AEVCTBUS PEerncTpauMoHHOIO yAOCTOBEPEHNS,
yBegoMuTb 06 3TOM B MMUCbMEHHOW (opMe 3TOT YMONIHOMOYEHHbIN OpraH (C NPUNOXeHMeM MOoATBEPXAAtoLLMX
AOoKymeHTOB). Mo pesynbTatam pacCMOTPEHUS NpeacTaBneHHbIX 3asaBMTenemM SOKYMEHTOB YNOMHOMOYEHHBIN opraH
pedepeHTHOro rocygapcTea NpMHUMaeT pelleHne o BO306HOoBNeHUn nnbo o6 oTMeHe OeCTBUSA (aHHYNMPOBaHMM)
pPerncTpaLmoHHOro yAOCTOBEPEHUsi (C yka3aHMeM [JaTbl BO30OHOBMEHWsl, OTMEHbl AEWCTBUSA (aHHYNMPOBAaHMWS)
perncTpaLuoHHOro yaoCTOBEPEHNS).

52. YNonHoMo4YeHHbIN opraH pedepeHTHOro rocyaapcTea yBeAoMIsAeT 3asBuTens o BO30OHOBNEHNN AeNCTBUS
perncTpaLmnoHHOro YAOCTOBEPEHUS B TeyeHne 5 paboumx AHen CO AHS MPUHATUA Takoro peLlleHus NMYHO Mog
pacnucky, nubo HanpaenseT yBeAoMIIeH e 3aKa3HbIM MOYTOBLIM OTNPaBEHEM C yBEAOMIIEHNEM O BPyYeHUU, Nnbo
nepegaeT B 3MEKTPOHHOW ¢hopMe MO TeneKOMMYHWMKAUMOHHbIM KaHanam CBA3W WM B hOpMe 3fEeKTPOHHOro
AOKyMeHTa, NOANUCAHHOIO 3NEKTPOHHON MOAMMUCHIO.

PelweHne o BO30GHOBNEHWN AENCTBUS PErnCTPauLMOHHOIO YOOCTOBEPEHMS MPUHMMAaeTCs B COOTBETCTBUM C
3aKOHOAATENbLCTBOM pedepeHTHOro rocyaapcTsa 1 BCTynaeT B CUMY CO AHS ero NpuHATUS.

53. B cnyvae HeycTpaHeHus 3asdBuTenem o6CTOATENbCTB, MNOBMEKWMX MPUOCTaHOBNEHWE [OenCTBUA
perncTpaLmnoHHOro y4oCTOBEPEHNS YNOMHOMOYEHHBIV OpraH pedepeHTHOro rocygapctea npuHMMaeT pelueHne ob
OTMEHe ero AencTBus (ero aHHynMpoBaHum) (c o6ocHoBaHUEM).

YNONMHOMOYEHHbIN opraH pedepeHTHOro rocyjapctsa HesamennuTenbHO yBedomnseT 3aasutens ob oTmeHe
AeNCTBMA (aHHYNMPOBaHWM) PErMcTpauMoHHOrO yAOCTOBEPEHNS MyTEM HanpaBfieHWs yBEAOMIIEHUS 3asBUTENtO
FINYHO MO PacnucKy, NMbo HampaBfeHWs yBEOAOMIIEHUs! 3aKa3HbIM MOYTOBbIM OTNPAaBiEHNEM C yBEAOMIIEHMEM O
BpyyYeHun, nnbo nepepaym B IMEKTPOHHOM hopme MO TerneKOMMYHWKaLMOHHBIM KaHanam CBa3u unm B chopme
SMNEKTPOHHOrO AOKYMEHTa, NOANNCAHHOIO 3NEKTPOHHON MOAMNWCHIO, U BHOCUT COOTBETCTBYIOLLME CBEAEHNS B €AMHbIN
peecTp MEAULMHCKNX N3AENnin, 3aperncTpupoBaHHbiX B pamkax Corosa.

Pewenne 06 oTMeHe p[ewcTBMa (aHHYNUMPOBAHUWM) PErncTPauMOHHOTO YAOCTOBEPEHMS MPUHUMAaeTCH
YNOSTHOMOYEHHBLIM OpraHoM pedepeHTHOro rocyjapctea Takke B Criydae nogayn nNpousBoAuTENEM WM ero
YNOSTHOMOYEHHBIM MPeAcTaBuTeNneM 3asBneHns 06 oTMeHe AeNCTBUSA PervcTpaLmMoHHOro yaocToBepeHus no dpopme
cornacHo npunoxenuto Ne 10.

54. OcHoBaHWAMM NSt NPUHATUS YNONTHOMOYEHHBIM OpraHOM pedepeHTHOro rocyAapcTBa peLleHns o6 oTMeHe
OEeNCTBUS (aHHYNMPOBAHMMN) PEMMCTPALIMOHHOIO YOOCTOBEPEHUS ABMSIOTCA:

a) 3as\BreHve npoOW3BOAMTENS WM €ro YMONHOMOYEHHOro npeactaBuTens o6 OTMeHe [encTBuA
(aHHYnMpoBaHWUK) PerncTpaLnoHHOro yaA0CTOBEPEHUS;

0) BblABNEeHWEe CryYyaeB MpPeACTaBMeHWs 3adBUTENEM HeOOCTOBEPHbIX CBEAEHWW, KOTOpble He Mornu ObiTb
yCTaHOBIEHbI MPY PErMcTpaLmnm MeaULMHCKOro n3aenus;

B) BCTYNMBLUEE B 3aKOHHYIO CUMY peLUeHne Cyaa rocyaapcrea-yneHa;

r) npegcTtaBneHue YMONHOMOYEHHbIM OpraHoM rocydapcTBa-ufieHa Mo pesynbTaTtaM rocyAapCTBEHHOrO
KOHTpOns 3a obpalueHVeM MeaMUMHCKUX M3Aenuin ceedeHunn o daktax U obcToAaTenbCTBax, CO3AaloLMX Yrposy
XXM3HW 1 300POBbBI0 rpaXaaH 1 MeauUMHCKMX paboTHUKOB NPV NPUMEHEHNW U 3KCNyaTauum MeauuUMHCKOro N3aenus;

A) yTpata MeAVMUMHCKUM wu3genvem cratyca MEAULMHCKOTO B CBA3UM C BHECEHUEM W3MEHEHVWN B aKThbl,
cocTasnsowme npaso Cotosa.

VI. Mpoueaypa Bbigayum ay6nukara
perMcTpaumMoHHOro yaoCcToBepeHUs

55. B cnyyae yTtpaTtbl (Nopun) PeErncTPauMOHHOIO yOOCTOBEPEHMS 3asiBUTENb BnpaBe obpatuTbcs B
YNOMHOMOYEHHbI OpraH pedepeHTHOro rocygapctea C 3asiBNeHMEM O Bblaade Aybrvkata perMctpaumoHHOro
yoocTtoBepeHusa no oopmMe cornacHo npunoxexumo Ne 11.

56. B cnyyae nopuv perMcTpaLyoHHOro yooCTOBEPEHMSA K 3asBMEHWIO O Bbidade ero AgybnuvkaTta npunaraeTcs
NCNopyYeHHoe perncTpaumnoHHoe yaoCcToBepeHNE.

57. B TeuyeHue 7 paboumx OHeEN CO OHsI MOMydeHust 3asiBNEeHWs O Bblaave aybnukata permcrpauuoHHOro
YIOCTOBEPEHNST YMNOMHOMOYEHHBIN opraH pedepeHTHoro rocyaapctea odopmnsieT aybnukat permcTpauuoHHOro




yAOOCTOBEPEHNA Ha 6naHke perncTpaunMoHHOro yaoCToBepeHUA U BblOaeT ero 3adaBuTento Unm HanpasndeTt ero
3aKa3HbIM NOYTOBbLIM OTNpaByieHneM C yBeaoMJI1IeHUEM O BPpyYEHUN.

MPUNOXEHWE Ne 1
k [paBuniam perncrpauumn n akcnepTnsbl 6e30nacHoOCTH,
KayecTBa U 3PEKTUBHOCTN MEAULIMHCKUX U3OENUN

®OPMA
perncTpaumMoHHOro yaoCToBePeHUs MeAULIMHCKOro n3aenus v npasuna ero ocpopmeHus

|. Dopma pervcTpauroHHOro yA0CTOBEPEHUST MeQULIMHCKOrO U3genus
Ombnema EBpasuitckoro akoHomMmu4eckoro cotosa (1)
EBPA3NNCKNN SKOHOMUYECKUU COLO3 (2)

(nonHoe HaMMeHoBaHWe yNOoNTHOMOYEHHOro opraHa pedepeHTHoro rocygapctea) (3)

PETMCTPALUMOHHOE YOOCTOBEPEHUE (4)

MM-XX-Ne (5)

B cootBeTcTBUMM C (6)
(Homep 1 gaTa nNpukasa ynonHOMOYEHHOro opraHa pedepeHTHOro rocyapcTaa)
HacTosiLee perucTpaumMoHHoe YA0CTOBEPEHWE BblAaHo:

Q)

(I'IOJ'IHOE HanMeHoBaHue " CTpaHa Npoun3BoaANTENA, BKIMOYAA MeCTO HaxoXXaeHUA (a,u,pec) ropunan4eckoro nmu,a)

(8

(I'IOJ'IHbIe HanMeHoBaHuA Npoun3BOACTBEHHbIX MNowagokK, BKIO4Yad MeCTO HaxoXOeHUA (a/:lpec) ropngn4eckoro

nvua)

C)

(HaI/IMeHOBaHVIe YNOJIHOMOYEHHOro npencrtasuTend npou3BoanTena Ha Tepputopuax rocyaapctB - 4YreHoB

EBpasninckoro 3KOHOMMYECKOro COK3a, BKIKOYas MECTO HaxXoXxaeHus (aapec) puanyeckoro nuua)

B TOM, 4TO (10)

(nonHoe HavMeHoBaHME MeaULMHCKOro usgenust)

Kracc noTeHuManbHOro pucka npuMeHeHns MeauumnHekoro nagenus: (11)
BUA MEAMLMHCKOro U3aenus B COOTBETCTBUM C NPUMEHSIEMO

B EBpasuniickoM 3KOHOMUYECKOM COK3e HOMEHKNATYpO MeaULMHCKUX

nagenui 12)
3aperncTpMpoBaHO N pa3peLLeHO K BbiMyCKy B oOpalleHne B pamkax EBpasninckoro sSkKOHOMMYECKOro cotsa
(13)

(monHoe HaumeHoBaHWe rocyfapcTBa - YneHa EBpasninckoro 9KOHOMUYECKOro Co3a)
MepeyeHb KOMMNIEKTYIOLWMX, MPUHALNEXHOCTEeA U pacxXogHbiX MaTepuarnoB K MoOAUUKaLUMM MEAULMHCKOro

n3genna npuseaeH

B NPUIOXEHNMN K HACTOSILLEMY PEerMcTpaLMoHHOMY YOOCTOBEPEHUIO
Ha n. (14)
MpunoxeHne ABNSIETCA HEOTHEMIIEMOM YaCTbi0 HACTOSLLErO PErMcTpaumMoHHoOro ygoctosepenust (15)

Cpok oencTeumsa permcTpaumnoHHOro yaoctoBepeHus: 6eccpoyHo (16)
[ara perncrpaumm:« » 20 r.(17)
[aTta BHeCeHWst NBMEHEHUIA: « » 20 r.(18)

(®. . O. pykoBoguTens (ynosIHOMOYEHHOTO NuLa) yNnosTHOMOYEHHOIO opraHa)

M. 1. (19)
(mopnucek)

Ne (20)
MpunoxeHne K perMcTPaLUOHHOMY YA, 0CTOBEPEHMIO

MM-XX-Ne 1)

Ne
n/n

HavnmeHoBaHMe cocTaBHbIX YacTen MEAULIMHCKOTO n3genus




OCHOBHble 6110KM (4acTW) MEAULIMHCKOrO U3genvst

MpuHagnexHocTy (Mpu HanuyYMm)

PacxogHble MaTepuanb! (Npy Hanu4mm)

el I N [

Komnnekryowume (npn Hann4unm)

@

(. U. O. pykoBoguTens (ynonHOMOYEHHOTO NnuLa) ynonHOMOYEHHOrO opraHa)
M. M. (3)
(nopnuchb)

« » 20 r.

Il. MpaBuna ocopmneHunsn
perucTpauMoHHOro yaocToBepeHUs MeaULIMHCKOro n3agenus

1. PernctpauMoHHOe YAOCTOBEpEHME 3anofHAeTCs YMOfIHOMOYEHHbIM OpraHoM rocygapctea - uneHa
EBpa3ninckoro SKOHOMMYECKOrO CO3a, OCYLLECTBASIOWMM PErMcTpaLmnio MeAMLIMHCKOrO U3Oenunsi, Ha PyCCKOM A3blke
C MCMONb30BaHNEM 3M1EKTPOHHbIX NeYaTaloWwmux yCTPOUCTB U B Criydae Hanumuusi COOTBETCTBYOLEero TpebosaHus B
3aKoHoAaTenbLCTBe peepeHTHOro rocyaapcTsa Ha rocyAapCTBEHHOM A3blKe 3TOro rocyaapcrsa.

2. 3anonHeHve perncTpaumMoHHOro yA0CTOBEPEHNS Ha PYCCKOM SA3bIKe M FOCYAapCTBEHHOM A3blke rocyaapcTaa
NPU3HaHNS OCYLLECTBNAETCHA Ha pa3HbIX CTOPOHAX PErMCTPaLMOHHOIO yO0CTOBEPEHMS.

3. PernctpauunoHHoe ygoctoBepeHne OTHOCUTCS K JOKYMEHTam CTPOron OT4eTHOCTH, 6naHkn n3rotaBnneatoTcs
Tunorpadyckum cnocobom.

Mpy HeobxoAMMOCTM HaMMeHOBaHWEe NPOWM3BOAWTENS, €r0 MEeCTO HaxoXAeHus (agpec pUAMYEcKoro nuua),
dhakTuyeckunin agpec (kpome HavMMeHOBaHUS FOCYAapCcTBa) U CBeAeHUs O MPOAYKLUMK (TUM, Mapka, Mogernb, apTuUKyn 1
Ap.) MoryT 6bITb yKkasaHbl C MCNoNb30BaHWeM ByKB naTuHckoro andasuTa.

4. Bce nons permctpauuoHHOro yAOCTOBEPEHUS AOMKHbl ObiTb 3aMonHeHbl (B OpUrMHane pernctpaumoHHOro
yOOCTOBEPEHUS HyMepaLuus Nnonen oTCyTCTByeT).

5. B permctpaumoHHOM yAOCTOBEPEHMM YKa3blBalOTCS:

a) B none 1 - ambnema EBpa3sniickoro 3KOHOMMYECKOro CO3a;

6) B mone 2 - Haagnucb, BbINONHEHHasA B 1 CTPOKy:

«EBPA3UNCKNIN SKOHOMUYECKWM COHO3»;

B) B none 3 - NonHoe HaMMeHOBaHNe yNoSIHOMOYEHHOro opraHa pedepeHTHOro rocy4apcTBa;

r) B mone 4 - HaanNWcb, BbINOMHEHHAsA B O4HY CTPOKY «PerncrpaumoHHoe ya0CTOBEPEHMEY;

A) B none 5 - perncTpaLoHHbI HOMEpP PervcTpaLyoHHOro YA0CTOBEPEHUS U AaTa ero Bblgavun.

PernctpauunoHHbIn Homep permcTpaumoHHOro yaocToBepeHns hopmmpyeTcs B criegytowwem nopsiake:

MU - X X - XXXXXX,
1 2 3 4

roe:

3neMmeHT 1- MeanuUMHCKoe nsgenue;

3MNeMeHT 2 - 2-3HayHbli BYKBEHHbIN KOA pedepeHTHOro rocydapcTBa B COOTBETCTBUM C KNAcCMUKaTopoMm
CTpaH Mupa;

anemeHT 3 - 2-3HayHblli OYKBEHHbIW KOA4 rOCyAapcTB MPU3HaHUS B COOTBETCTBMM C KnaccudukaTopom CTpaH
Mupa (yKasbiBalOTCA KOObl BCEX rocyAapCTB MpU3HaHMA, NOATBEPAMBLUNX COrMacoBaHWE 3KCMEPTHOrO 3aKmnioyeHus
pedepeHTHOro rocyaapcTea);

aneMeHT 4 - 6-3HaYHbIN  MOPSAKOBBLIA  HOMEP  PErncTpauMoOHHOTO  yOOCTOBEPEHUS, MPUCBOEHHbLIN
YMONHOMOYEHHBLIM OpraHoM pedepeHTHOro rocyaapcTBa (MpucBavBaeTCs aBTOMAaTMYEeCKW W3 €QUHOro peectpa
MeANLMHCKUX N34enuii, 3aperMcTpMpoBaHHbIX B pamkax EBpasninckoro a3koHOMUYECKOro Cot3a);

e) B norne 6 - Homep ¥ AaTta npukasa ynosIHOMOYEeHHOro opraHa pedepeHTHOro rocyAapcTBa;

X) B none 7 - NonHoe HaMMeHOBaHWe M CTpaHa MPOV3BOAWTENS, MECTO HaxoXAeHus (agpec opuanyeckoro
nvua), dakTuyeckuin agpec - ANA OPUANYECKOro nNuua U ero Unanos, KOTOpble MPOU3BOAAT MPOAYKLMIO, UMK
damunmsa, ums, oT4ecTBO (NPV HanmM4YMKM), MECTO XUTENbCTBa - ANS (PU3NYECKOro nuua, 3aperncTpupoBaHHOro B
KayecTBe UHAMBMAYANbHOrO NpeanpuHuMaTens;

3) B none 8 - HanMeHOBaHMSA MPOW3BOACTBEHHbIX MIIOLIAA0K, BbIMYCKaOLWNX MEAMLMHCKOE M3genve, Mecto
HaxoXaeHus (agpec puanyeckoro nvua), aktmyecknii agpec - AN pUAMYECKOro nvua 1M ero unuarnos,
KOTOpble NPOWU3BOAST MPOAYKUMIO, MM amunusi, UMsl, OTYECTBO (MPW HanmMuuM), MEeCTO XMTenbcTBa - Ans
hm3nyeckoro nuua, 3aperncTpypoBaHHOro B Ka4eCcTBe MHANBMAYANbHOMO NpeanpuHMMaTens;

n) B none 9 - HaMMeHoBaHWe YNOMHOMOYEHHOro NPeACcTaBUTeNs NPOM3BOAMTENS HA TEPPUTOPUM rocyaapcTBa-
yneHa, ero MecTo HaxoXxaeHusi (agpec rpuanyeckoro nuua), pakTmyeckuin agpec - Ans pUMaNYEecKoro nuua n ero
dunmanos, KOTOpble MPOM3BOAAT NPOAYKUMIO, Unn damnnms, UMsi, OTYECTBO (NMPU HamnMymMmn), MECTO XWUTenbCcTBa -
ANnst pM3NYeckoro nuua, 3aperMcTprpoBaHHONO B KAYECTBE MHAMBYAYANbHOIO NpeanpyHUMaTens;

k) B none 10 - nonHoe HaMMEHOBaHWE MEAMWLMHCKOrO W3Aenusi, KOTOpOoe [OJMKHO COOTBETCTBOBATb
HaVMEHOBaHUIO, YKa3aHHOMY B OKCMEPTHOM 3aKMYeHWW YNONTHOMOYEHHOro opraHa pedepeHTHOro rocyaapcrea,
TOProBO€ Has3BaHMe MeAMLMHCKOro M3genus (npy Hanuynm), CBeAeHNs 0 MeguUMHCKOM m3genuu, obecneunsaroyne
ero ngeHTMdmKaumio (Tun, Mapka, Mogenb, apTUKyn v ap.);

n) B none 11 - knNacc NOTeHUManbHOro pucka MPUMEHEHWUS MEeAMLIMHCKOro M3Jenusi, NoATBEePXAEHHbIA npu
NpoBeAeHUN IKCePTU3bl MEANLIMHCKOrO U3aenust B pepepeHToM rocyaapcrBe;




M) B none 12 - Bua MeauuMHCKOro U3genusi, B COOTBETCTBMU C NpumeHsieMon B EBpasniickoM aKOHOMUYECKOM
CO03€ HOMEHKNAaTypO MeANLIMHCKUX N3Aenvi;

H) B none 13 - HaumeHoBaHWA pedepPeHTHOro rocyaapcTea 1 rocyaapcTB NPU3HaHUS;

0) B none 14 - KONMWYECTBO NNCTOB MNPUIIOXKEHUS K PErncTpaunoHHOMY YAOCTOBEPEHWIO (3anonHseTcs npu
HannyMm NPUNoXeHus);

n) B none 17 - gaTta perncrpaumm MeAMUMHCKOrO M3denus, KoTopas ykasblBaeTCsi CrOBECHO-LUMPOBbLIM
crnocobom: yucno - AByms apabckummn umdpammn (B KaBblykax), Mecsil, - CrOBOM, o4 - YeTblipbMs apabekvumu
undpamm (C ykazaHmem cokpallleHHOro obo3HavyeHus roga «r.)»

p) B none 18 - pgata BHeCeHWss U3MEHEHUA B perucTpaumoHHOE YAOCTOBEpPEHME, KOTopasi yKasbiBaeTcsi
CMOBECHO-LUNMPOBLIM CNOcoboM: 4ncno - AByMs apabckvumu umdpamu (B Kasblykax), Mecsil, - CfIOBOM, rog -
YeTblpbMs apabckumm umdpamm (C ykasaHMem CoKpalleHHOro 06o3HaveHus roga «r.»). [laHHoe nomne 3anonHseTcs
NpU BHECEHWSI U3MEHEeHWN B PerncTpauMoHHOe AOCbe C Bbigayvell HOBOrO PErMcTpauMoOHHOTO yOOCTOBEPEHWS C
NPEXHNM HOMEpPOM;

c) B none 19 - pOMXHOCTb, NOAMNUCL, hbamunusa, WMs, OTYECTBO (NPWU HanmM4MKU) PYyKOBOAUTENS
(YynonHOMOYeHHOro nuua) YnorHOMOYEHHOrO OpraHa, BblAaBLUero CBUAETENbCTBO, 3aBEPEHHble MevyaTbi 3TOro
YMONHOMOYEHHOro opraHa. Vicnonb3oBaHue akcummnne BMECTo NoanucK He JonyckaeTcs;

T) B none 20 - Tunorpadckuii Homep, cepus 1 NOPSAKOBLIM HOMep BnaHka perncTpaumMoHHOro YA0CTOBEPEHNS,
NPOCTaBMNSAEeMbI NPU €ro N3roToBIEHNN.

5. Tpn HanuuMm CcoCTaBHbIX YacTel MEeOVMUMHCKOTO W3Aenus, BKIIOYalLWMX OCHOBHble 6Mokn (4actu)
MEANLMHCKOrO M3Aenuns, KOMNIEKTYIOLWMX, NPUHAANEXHOCTEN N pacxodHbIX MaTepranos K MeQuUMHCKOMY U3AEnuio
3anomnHsAeTCa MPUMOXeHWe K PermcTpauuoHHOMY YAOCTOBEPEHWIO, KOTOPOE SBMSETCS HEOTbEeMIIEMOW 4acTbio
perncTpaLuoHHOro yaoctoBepeHus. Kaxablii NUCT NpunoxeHus AOmKeH ObiTb NpoHymepoBaH. B npunoxeHun k
perncTpaLuoHHOMY YAOCTOBEPEHMIO YKa3biBAKOTCH:

a) B none 1 - perMcTpauuoHHbIN HOMEP PErMcTPaLMOHHOro yAOCTOBEPEHUS U AaTa ero Bblaayu;

0) B none 2 - nepedeHb COCTaBHbIX YacTe MEAMLIMHCKOrO U3AENus, BKIMOYAKLWMX OCHOBHbIE GMoKM (YacTu)
MeAMLMHCKOro N3nenuns, KOMMNEKTYoWMX, NPUHaANEXHOCTEN N PACXOAHBIX MaTepnanos K MEAULMHCKOMY M3Aenuto,
yKkasaHue mogenu (npy Hanmymm);

B) B none 3 - 4OMKHOCTb, NOAMUCL, aMunus, UMs, OTYECTBO (MPU HaNM4UKM) pykoBoauTens (YnoriHOMOYEHHOTo
nvua) YnorHOMOYEHHOrO OpraHa, BblAaBLUEro CBUAETENbCTBO, 3aBEPEHHble MeyaTbio 3TOro  YNOSTHOMOYEHHOro
opraHa. Vicnonb3osaHue dakcummune BMECTo NOAMMUCK He JonyckaeTcs.

Cwm.: Kpumepuu pa3epaHuyeHuUss 371eMeHmo8 MeOUYUHCKO20 U30esusi, ABMAIWUXCS CcOCmasHbIMU Yacmsamu
MeduyuHCKo20 u3desus, 8 Uesnsax e2o peaucmpayuu

6. Mpun 3anonHeHNM perncTpPaLmoHHOro YAOCTOBEPEHNS U (MNN) NPUMNOXEHUSA K HEMY yKa3aHue CBEeAEeHWN, He
NpeayCMOTPEHHbIX HAaCTOALWMMMW NpaBunamun, a Takke NCNoNb3oBaHNe COKPaLLEHWIn CroB (Kpome OBLLEeNpUHATBLIX) 1
ucnpasneHne TekcTa He JoMnycKaloTcs.

7. B cnyyae ytpaTbl Unv nop4n perncTpaumoHHOro YA0CTOBEPEHUS YNONIHOMOYEHHBIM OpraHoM pedepeHTHOro
rocygapcrtsa BblgaeTcs AybnvkaT 3TOro permcTpauMoHHOro yaoctoBepeHus. Mpu 3ToM B NMpaBoOM BepXHEM yriy
perncTpaLmnoHHOro YA0CTOBEPEHUS NMPOCTaBNSAOTCA NomeTkn: «dybnukaTt BolgaH «__ » 20 r.» n «OpurvHan
perncTpaLnoHHOro yaoCTOBEPEHNS NPU3HAETCS HEAEeNCTBYOLLNMY.

MPUNOXEHWE Ne 2
k [paBunam perncTpaumm n akcnepTusbl 6e3onacHocTy,
KayecTBa N 3PPEKTUBHOCTN MEANLIMHCKUX N3AENUI

®OPMA
3asiBfieHMs 0 NpPoBeAeHUN IKCNEePTM3bl MEAULIMHCKOro n3aenus

B ynornHOMOY€eHHEI opraH (3KCNepTHYHO opraHM3aLumio)
rocygapcTea - uneHa EBpasvinckoro SkOHOMMYECKOro coro3a

(HanmeHoBaHMe pedepeHTHOro rocyaapcTea)

(HanmeHoBaHWe rocyfapcTsa NPU3HaHNs)

3asBneHune
O NpoBeAeHUUN 3KCNepTU3bl MeAULIMHCKOro usgenus

(nonHoe v cokpalleHHoe (Mpu HanuyMu), B ToM Yncre rpMeHHoe, HaMMEHOBaHUS OpraHu3aLmmn, oT UMEHU KOTOPOW
NpPou3BOANTCS perncTpaums (MPonsBoanTENb (YNONHOMOYEHHbI NpeacTaBUTENb NPOU3BOAUTENS),
opraHv3auMoHHoO-NpaBoBasi hopMa PULNHECKOro nuua)

HacToALLNM npocuT nponsBecTtn JKCnepTn3y MeanumnHCKoro n3genna B
Ka4yecTtBe

(pedepeHTHOro rocygapcTea, rocyaapctea NPU3HaHUS - yKasaTb HY>KHOE)

HavmeHoBaHue MeanLMHCKOro n3genus

HasHauyeHne MeauLMHCKOro usaenvs




3. | O6nacTtb NpUMEHEHUst MEAULIMHCKOTO U3enusi
4. | Knacc noteHunansHoro pucka npuMeHeHUst MeanUMHCKOro u3genus
5. | Koa Buga megnumHckoro nsgenusa (cornacHo npumexsiemon B Cotose
HOMEHKIaType MeANLMHCKUX U3AEenui)
6. | B coctaBe MeanLMHCKOroO M3genuns MeeTcs nekapcTBeHHoe cpeacTso (Bbigenute | — [a
HY>KHOE) — Het
7. | Komnnekraumsa megmumMHCKoro nsgenus
No | HanmeHoBaHue Mopenb [MpoussoguTens CtpaHa
1) OcHoBHoW 650K (npn
Hann4nm)
2) Komnnexrytowme (npu
Hanm4mu)
3) PacxogHble maTepuansl
(npw Hanw4mn)
4) NpvHagnexHocTu (Npu
Hann4nm)
8. | Cpok xpaHeHuns / rapaHTUNHBIA CPOK
aKcnyarauuu
9. | YcnoBusa xpaHeHus
10. | PerncTtpaums B cTpaHe-npon3BoanTene n gpyrux ctpaHax
1. | HanmeHoBaHmne cTpaHbl Ne perncTpaunoHHOro yA0CTOBEPEHNS [Hata Bblgayum Cpok aencreus
(npw Hanwn4un)
2.
11. | NpomnsBoacTBO O MOJTHOCTbIO Ha JaHHOM MPOn3BOACTBE
0 YaCTMYHO Ha JaHHOM NPOU3BOACTBE
0 NOJIHOCTbIO Ha APYroM NPOU3BOACTBE
12. | CeegeHus o nponssoauTene
Ne | HanmeHoBaHwue, | Homep, gata u ropugmyeckuin | dbaktudeckni | Homepa O.N.0.n O.N.0.n
cTpaHa CpOK OencTaus agpec agpec TenedoHa u | OOMKHOCTb OOIMKHOCTb
paspeLunTenbHOro dakca, pykoBoauTENsi | KOHTAKTHOro
OOKyMeHTa agpec niua
3NEKTPOHHON
noyTbl (Npu
Hann4nun)
13. | CBegeHuss 0 NPOU3BOACTBEHHON (bIX) Nrowiaake (ax)
Ne | HanmeHoBaHue, | Homep, gaTa n cpok hakTnyecku agpec Homepa P.UN.0.n P.UN.0.n
CcTpaHa aencreuns TenedoHa u | OOMKHOCTb OOIMKHOCTb
paspeLunTenbHOro akca, pykoBOAMTENSI | KOHTAKTHOrO
[OKyMeHTa (npu agpec niua
HanmM4mu) 3NEKTPOHHOMN
noyTbl (Npu
HanmM4mmn)
14. | CBegeHusa 06 ynonHOMOYEHHOM npegcTasutene (Mpu Hannuynm)
Ne | HanmeHoBaHwue, | Homep, gata u ropugmyeckuin | dbaktudecknn | Homepa O.N.0.1n O.N.0.1n
cTpaHa CpOK AencTaust agpec agpec TenedoHa U | OOMKHOCTb OOIMKHOCTb
pa3peLunTenbLHOro dhakca, pyKOBOAMTENS | KOHTaKTHOro
[OKyMeHTa (npu agpec niua
HanmM4mu) 3NEKTPOHHOMN
noyThl (Npu
Hanm4mm)
15. | CBegeHust 0 JOKYMEHTE, NOATBEPXKAAIOLEM ONSaTy 3a NPOBEeAEHNE IKCNEPTU3bI MEANLMHCKOTO U3OENUs

FapaHTMpyro [OCTOBEPHOCTb N MAEHTUYHOCTb MHbOpMaLMKN, COaepXXaLLencst B pErmcTpaLMoOHHOM AOCbE U 3asBNEHUN.

[aTa nogaym 3asiBnexHuns

®. L. O n gOMKHOCTb PyKOBOAUTENSA NPOM3BOANTENS

(YNnonHoMo4YeHHoro NpeacTaBuTens)

Mognucb, neyaTb Npon3BoanTENs (yI'IOJ'IHOMO‘-IeHHOFO

n peﬂCTaBMTeﬂﬂ)

®OPMA

MPUNOXEHWE Ne 3
k [paBunamM perncTpaummn n akcnepTusbl 6e3onacHoCTy,
Ka4yecTBa U a(pPEeKTUBHOCTU MEONLIMHCKUX U3Aenni

3asdaBJrieHUA O npoBeAeHUN perncTpaumm meanmumnHCKoOro nagenusa




B ynonHoMo4eHHbIN opraH rocygapcTtea - YneHa EBpasumickoro
39KOHOMMWYECKOro COo3a

3asBneHue

(HaMmeHoBaHWe pedepeHTHOro rocyaapcTea)

(HanmeHoBaHuWe rocyfapcTsa NpU3HaHNs)

O npoBeAaeHUU perucrtpaumm meamumMHCKoro nsgenusa

(nonHoe v cokpalleHHoe (Npu HanuyMu), B ToM Yncre drpMeHHoe, HauMeHOBaHWS! OpraHM3aLun, OT MMeHU KOTOpoW
NpPoU3BOANTCS perncTpaums (MponsBoanTenb (YNOSTHOMOYEHHbI NPeacTaBUTENb NPOU3BOAUTENS),
opraHu3aLMoHHO-NpaBoBasi oopMa PULNYECKOro nuua)

HaCTOoALWMM NPOCUT NPOU3BECTU perncTpaunto MmeguumHCKoro n3genna

B Ka4yecTBe

(pedhepeHTHOro rocyfapcTBa, rocyAapcTBa NPU3HaHMS - yKasaTb HYXXHOE)

1. | HanmeHoBaHne MeauUMHCKOro n3genvs
2. | HasHayeHve MeanumHCKoro usgenusi
3. | O6bnacTtb NpUMEHEHUst MEAULINHCKOTO U3AEnus
4. | Knacc noTeHumnanbHOro pucka npuMeHeHns MeguumMHCKOro n3genuvs 0
5. | Koa Buga megnumHckoro nagenusa (cornacHo npumexsiemon B Corose
HOMEHKIaType MeANLIMHCKNX U30enni)
6. | B coctaBe MeaMLMHCKOro U34ennst UMeeTCs NekapCTBEHHOE CPEACTBO — [a
(BbIOENUTL HYXXHOE) — Hert
7. | NepeyeHb KOMNNEKTYOLNX
. | CBeneHunsa o npoussoguTene
Ne | HanmeHoBaHwue, | Homep, gata u topugmyeckuin | dbaktudeckui | Homepa O.N.0.un O.N.0.n
cTpaHa CpOK oencTBus agpec agpec TenedoHa un OOIMKHOCTb OOMKHOCTb
paspeLunTensHOro dakca, pykoBOAMTENS KOHTaKTHOro
AOKyMeHTa agpec nuiua
3NEKTPOHHON
noyThl (Npu
Hann4nn)
9. | CBefeHns 0 Npou3BoACTBEHHOM (bIX) Niowaake (ax)
Ne | HaumeHoBaHwe, HoMep, AaTta un dakTnyeckuii agpec Homep ®.UN.0.n d.UN.0.n
CcTpaHa CPOK AencTBua TenedoHa 1 OOIMKHOCTb OOITKHOCTb
paspeLmnTensbHOro akca, pyKoBOAM- KOHTaKTHOTrO
OOKyMeHTa (npu appec Tens nmua
HanmM4mu) 3NEKTPOHHOW
noyThl (Npu
HanM4mu)
10. | CBegeHus 06 ynornHOMOYEHHOM npegcTasuTene (Mpu Hanuynm)
Ne HawnmeHoBaHue, HoMep, AaTta un lopuanyeckun | daktmuyecknn | Homepa P.UN.0.n d.UN.0.n
CTpaHa CpOK OeicTBus agpec agpec TenedoHa u | gomKHOCTb OOMKHOCTb
paspeLunTensHOro dakca, pyKOBOAMTENS | KOHTaKTHOro
OOoKymMeHTa (npu agpec niua
HanmM4mu) 3NEKTPOHHOW
noyThl (Npu
Hanm4mm)
11. | CBegeHusa 0 JOKYMEHTe, MoATBEPXAAoLLEM ONnaTy rocyaAapCTBEHHOW NOLLUNMHLI 3a MPOBEAEHNE perncrpaumm
MeAMLIMHCKOro 13genus

FapaHTMpylo [OCTOBEPHOCTb N MAEHTUYHOCTb MHbOpMaLUMK, CoaepXXallencst B permcTpaumoHHOM JOCHE U 3asBNEHUN.

[aTta nogayn 3asBneHus

@. N. O n 4OMKHOCTb PYKOBOAMTENS NPON3BOAUTENS
(YynonIHOMOYEHHOro NpeacTaBuTeNsl)

MNognucb, neyaTb Npom3soauTeENs (yI'IOJ'IHOMO‘-IEHHOFO
I'IpeD,CTaBMTeJ'Iﬂ)

MNMPUNOXEHWUE Ne 4
k [paBuiam perncTpaumm n akcnepTnsbl 6esonacHocTu,
KavyecTBa U 3(pPEKTUBHOCTN MEOMNLIMHCKUX U3AENNNA




NEPEYEHb

[OKYMEHTOB, He0GX04AUMbIX ANs perucTpaumMm MeauLmMHCKoro usgenus, v popma cnpaBku Ha Me4ULIMHCKOe

usnenuve

Ne HanmeHoBaHue gokymeHTa MepguumHckoe MeguuunHckoe MpumeyaHve

n/n nsgenue knacca nsgenve ans

1|12a|26]|3 ANarHoCTUKN
in vitro
(He3aBucuMO OT
Kknacca
NoTEeHUNanbLHOro
pycka NpuMeHeHus)
1. | 3asBneHne + |+ + + |+ no dopmam,
npenycMOTPEHHbIM
NPUNOXEHNSMU
Ne 2 n 3 k NpaBmnam

2. | JoBepeHHOCTb OT Npou3BoauTENS Ha + |+ + + |+ B COOTBETCTBUU C
npaso npeacTaBneHns MHTEPECOB Npu MeXayHapoaHbIMU
pervctpauum HOpMamu 3aBepeHust
(npwn HeobxognmocTK) nunu HopMamu

3aBepeHus,
YCTaHOBMNEHHBIMM B
COOTBETCTBUM C
3aKoHOAaTENbCTBOM
rocygapcTsa - YneHa
Espasunckoro
9KOHOMMYECKOro COo3a
(nanee - rocynapcrtso-
yneH)

3. | Konus paspelumtensHoro JokymeHTa + |+ + + |+ B COOTBETCTBUM C
Ha NpaBo NPON3BOACTBA B CTpaHe- MeXayHapoaHbIMU
npou3BoanTene ¢ NpuroxeHnem (npu HOpMamu 3aBepeHust
HanmMumm) UM HopMamm

3aBepeHus,
YCTaHOBMNEHHbIMM B
COOTBETCTBUM C
3aKoHOAaTENbCTBOM
rocygapcraa-yeHa

4. | Konum ceptncukatoB Ha cuctemy + | + + + |+ B COOTBETCTBUM C
MeHeXXMeHTa KayecTBa MeXayHapoaHbIMMU
NpOV3BOANTENSA MEANLIMHCKUX U3aenni HOpMamMu 3aBepeHust
(MCO 13485 nubo cooTBETCTBYHOLLMI Unu HopMamm
pervoHanbHbIN UK HaLMoHanbHbIA 3aBepeHus,
CTaHOapT rocygapcTBa-yneHa) YCTaHOBMNEHHbIMM B
(npu Hann4un) COOTBETCTBUM C

3aKOHOOATENbLCTBOM
rocygapcraa-yneHa

5. | deknapaumsi 0 COOTBETCTBUM + | + + + | +
TpeboBaHuAM 6e30NacHOCTM U
3O PEKTMBHOCTU MEANLIMHCKNX
n3genui Unm dKBMUBanNEeHTHbIN
OOKYMEHT (Npy HanmM4mu)

6. | Konusa permctpaumoHHoro + |+ + + |+ B COOTBETCTBUN C
yaocToBepeHus (ceptudmkara MexayHapoaHbIMU
cBOOOAHOM Npoaaxu, cepTnudukarta Ha HOpMamMu 3aBepeHust
3KCMOPT (32 UCKIOYEHNEM UM HopMamm
MeOULIMHCKMX N3enuii, Bnepsble 3aBepeHus,
Npou3BeAeHHbIX Ha TeppuTOpUn YCTaHOBMNEHHbIMM B
rocyaapcTBa-yneHa)), BblgaHHOro B COOTBETCTBUM C
cTpaHe npou3BoauTens (Mpu Hanu4yum) 3aKOHOOATENLCTBOM
C npeacTaBneHneM nepeBoaa Ha rocygapcrsa-uneHa
PYCCKNI A3bIK

7. | Konusa gokymeHTa, yaoCTOBEPSIHOLLErO + |+ + + |+ 3aBepseTcs
perucTpaumio B ApYrux cTpaHax (npu npousBoanTeNneM (ero
HanmM4mu) YNONTHOMOYEHHbIM

npeacraButenem)

8. | CnpaBka Ha MeaMUUMHCKOe n3genve ¢ + |+ + + |+ 3aBepseTcs
onucaHnem obnacTv NPUMEHEHNs, npousBoauTenem (ero




Ha3Ha4eHud, KpaTKOI;i XapakTepucTukn

YNOJIHOMOY€HHbIM

MEeOMLIMHCKOTO U3Jenusi, BapnaHTamu npeacraButenem)
WCMOJTHEHUSI U KOMMMEKTYHOLLMMMU
(no dopme)

9. | daHHble 0 MapKMpOBKE M yNaKkoBKe + 3aBepsieTcs
(nonHouBeTHbIE MakeTbl YNakoBOK U npovssoanTenem (ero
3TUKETOK, TEKCT MapKMPOBKM Ha YNOMHOMOYEHHbIM
PYCCKOM SA3bIKE U rOCyAapCTBEHHbIX npencraButenem)
A3blKax rocy4apcTB-4rieHoB)

10. | MHdopmaums o paspaboTtke n + 3aBepsieTcs
NpOV3BOACTBE: CXEMbI MPOLECCOB npovssoanTenem (ero
NpOM3BOACTBA, OCHOBHbIE CTaaun YNOMHOMOYEHHbIM
NpOM3BOACTBA, YyNakoBKa, UCMbITaHUA 1 npeacTtaButenem)
npouenypa Bblnycka KOHEYHOro
npoaykra

11. | CBegeHus o Npon3BoOAMTENE: + 3aBepsieTcs
HavMeHoBaHue, B1A OeATENbHOCTH, npovssoanTenem (ero
topuanyeckuii agpec, opma YNOMHOMOYEHHbIM
COBCTBEHHOCTM, COCTaB PYKOBOACTBA, npeacTtaButenem)
nepeyeHb nogpasgeneHun n go4YepHuxX
KOMMaHWI C yka3aHNeM ux ctaTyca u
NOIHOMOYUIA

12. | VindopMauus o MmapkeTuHre (Mctopus + 3aBepsieTcs
npun ycnosun obpaLleHns usgenus Ha (kpome npoussoauTenem (ero
pbiHke 6onee 2 neT) (Npu Hann4nn) 1 1 2a knaccos) YNOMHOMOYEHHbIM

npegcrasutenem)

13. | Coob6LLEeHNsa 0 HeCHACTHbIX CryYasix u + 3aBepsieTcs
0T3bIBax (MHOpMaLMS He (kpome npousBoanTeNeM (ero
npenocTaBnaeTcst ANsi BHOBb 1 knacca) YMONTHOMOYEHHbIM
pa3paboTaHHbIX 1 CNPOEKTUPOBAaHHbIX npencraButenem)
MEeOULUHCKMX 13genuin):

CMMCOK HexernaTenbHbIX COObITUIA UK
HEeCYaCTHbIX CNy4aeB, CBA3aHHbIX C
UCNOMNb30BaHNEM U3LENMUS, U YKa3aHue
nepuoga BpEMEHU, Ha MPOTSXKEHNN
KOTOPOro NPOUCXOAWMM YKa3aHHble
cnyyam

€Cnun HexxenaTenbHbIX COObITUN
CIULLKOM MHOro, Heob6xoaumo
npeaocTaBuTb KpaTkue 0630pbl No
KaXXgoMy U3 TUNOB COOLITUI U yka3aTb
obLlee KonnM4yecTBO COBLITUIN KaXKaoro
TUNa, O KOTOPbIX MOCTYNanun oT4eThl
CMUCOK OT3bIBOB C PbIHKa MEAULIMHCKNX
n3genun n

(Mnn) NOSICHUTENBHBIX YBEAOMITEHWIA Y
onucaHune nogxoaa K pacCMOTPEHUIO
3TMX Npobnem n nx peLueHnio
NPOV3BOANTENSAMM B KAXAOM M3 TaKNX
cny4vaes

onuncaHune aHanusa u (unwu)
KOPPEKTUPYIOLNX AeACTBUNA,
npeanpuHATLIX B OTBET Ha YKa3aHHbIe
crnyyau

14. | MNepe4veHb CTaHOAPTOB, KOTOPbIM + 3aBepseTcs
COOTBETCTBYET MEANLIMHCKOE U3genuve npovsBoanTenem (ero
(c ykaszaHuem cBe€HUIN O HUX) YNOMHOMOYEHHbBIM

npeacraButenem)

15. | CBeeHusi 0 cCOOTBETCTBUU + 3aBepsieTcs
MEeOMLIMHCKOrO M3aenus obLmm npousBoanTeNeM (ero
TpeboBaHusM 6e3onacHoOCTM n YMONTHOMOY€EHHbIM
3(hhEKTMBHOCTUN MEANLIMHCKMX npeacTaBUTENEM)
nsgenui, TpeboBaHNAM K NX
MapKMPOBKE W 3KCMyaTaLMOHHON
OOKYMEHTaLMKN Ha HUX
(nanee - obwwme TpeboBaHus)

16. | JOKYMEHT, ycTaHaBMNMBaLLMNA + 3aBepsieTcs

Tpe6OBaHI/IFI K TEXHUYECKUM

npov3BoanTenem (ero




XapakTepuctnkam megmumnHCKoro

YNOJIHOMOY€HHbIM

nsgenus npegcrasutenem)

17. | NpoToKOMnbl TEXHUYECKNX UCTIbITAHWNA, +
NPOBeAEHHbIX B LIeNsax (3a ncknioyeHem
JokasaTenbCcTBa COOTBETCTBUSA 0OLLMM peareHTOB,

TpeboBaHnsaM Habopos
peareHToB)

18. | lNMpoTokosnbl nccnegoBaHum -
(ncnbiTaHWi) NO oueHke
Bronornyeckoro gencTems
MeOMLIMHCKOrO U3aenus, NpoBeaeHHbIX
B LleNnsx gokasatenscrsa
COOTBETCTBMSA 06LWMM TpeboBaHMAM

19. | OTyeT 0 KNMHMYECKOM AoKa3aTenbCTBe + 3aBepsieTcs
adppekTMBHOCTU 1 BesonacHoCTH (kpome npovssoamTenem (ero
MeAMLMHCKOro n3genus 1 knacca) YNOMHOMOYEHHbIM

npegcrasutenem)

20. | OtyeT 06 aHanu3e puckos + 3aBepsieTcs

(kpome npoussoauTenem (ero
1 knacca) YNONHOMOY€EHHbIM
npegcrasutenem)

21. | OaHHble 0 nekapCTBEHHbIX CpeacTBax - 3aBepsieTcs
B COCTaBe MeAMLMHCKOro nsaenms npoussoauTenem (ero
(cocTaB nekapcTBEHHOro CpeacTBa, YMONMHOMOYEHHbIM
KOMMYeCTBO, AaHHbIE O npeacraButenem)
COBMECTUMOCTM NEKapCTBEHHOIO
cpefcTBa C MeQULMHCKUM n3aenuem,
perncTpaumm nekapcTBeHHOro
CpeAcTBa B CTpaHe-Npon3BoaguTene)

22. | ODaHHble o Buonoruyeckon + 3aBepsieTcs
6e3onacHocTy (Mpu Hann4nn) npoussoauTenem (ero

YMONMHOMOYEHHbIM
npeacrasutenem)

23. | OaHHble o npoueaype cTepunusaumnu, + 3aBepsieTcs
BKoYas nHopmMaumio o Banmgauum (kpome npovssoanTenem (ero
npouecca, pesynbstaTbl TECTUPOBAHUSA 1 knacca) YNOMHOMOYEHHbIM
Ha cogepxaHue MUKPOOPraHNM3MoB npeacrasutenem)
(cTeneHb Buonornyeckon Harpysku),

MMPOreHHOCTH, CTEPUITBHOCTY (Npwn
HeobX0aAMMOCTH) C yKa3aHuem
MeTOAO0B NPOBEAEHWS UCTbITaHNI U
AaHHble 0 Banuaaummn ynakosku (4ns
CTepUnbHbIX U34enui)

24. | NHdopmaums o cneumansHOM + 3aBepsieTcd
nporpammMHom obecneyeHum (npu npovsBoanTenem (ero
Hanm4un): cBegeHWs Npom3BoanTeENs o YMONTHOMOY€EHHbIM
BanuaauMm NporpaMMHOro npeactaBuTenem)
obecneyeHus

25. | OTtyet 06 nccrnegoBaHWsAX + 3aBepseTcs
CTabunbHOCTY - C ayTEHTUYHBIM npoussoauTenem (ero
nepeBoAOM Ha PYCCKUIA A3bIK YMONTHOMOY€EHHbIM
pes3ynbTaToB M BbIBOLOB UCMbLITAHWN npeacraButenem)
AN N3Oenun, MMeLWnX CPoK
XpaHeHus

26. | OkcnnyaTauMoHHbIN AOKYMEHT Uim + 3aBepseTcs
WHCTPYKLUMS NO NPUMEHEHMIO npoussoamTenem (ero
MeOMLIMHCKOro n3genus Ha YMONTHOMOY€EHHbIM
rocyaapCTBEHHOM S3blKe rocy4apcTB npeacraButenem)
npu3HaHus
(Mpn HEO6X0QUMOCTM) N PYCCKOM
A3blKax

27. | PykoBopacTBO No cepBMCHOMY + 3aBepseTcs

obcnyxmBaHuto (B 4acTu
KOMMINEKTYIOLUX MEANLMHCKOrO
n3genusi) - B cny4ae oTCyTCTBMS
OaHHbIX B 9KCMNNyaTaLnoHHON
OOKyMEHTaumm (Npy Hanm4mm)

npoussoauTenem (ero
YNOMHOMOYEHHbIM
npeacraButenem)




28. | OTyeT 06 MHCMEKUMM NPOM3BOACTBA + |+ |+ + | +
(Npu HanNu4un)

29. | MnaH cbopa n aHanu3a gaHHbIX Mo + | + + + |+ 3aBepsieTcs
6e3onacHOCTU 1 3PHEKTUBHOCTM npovssoanTenem (ero
MEeOULUHCKMX M3genuin Ha YNOMHOMOYEHHbIM
NoCcTNpogaXHOM aTane npeacTaBuTenem)

30. | OokymeHTbl, noaTBEpPXAaoLwne + | + + + | +

pesynbTaTtbl UCNbITAHWUIA MEANLMHCKNX
W3genui B Lensx yTBepXaeHus tuna
CPEACTB U3MepeHuii

(B OTHOLLEHMN MEOULUHCKMX U3aenui,
OTHECEHHbIX K CpeACTBaM U3MEpPEHUIA,
nepeyeHb KOTOPbIX yTBEPXKOAETCH
Komuccuren) (npu He06X0AMMOCTH)

(cbopma)
CnpaBka Ha MeguULMHCKOoe usaenve
HavnmeHoBaHue[ lponssoantens, KomnnekTHOCTb Obnactb KpaTtkas
(cTpaHa) HanMeHoBaHue MoZenb | Npon3BoaAuTENb | cTpaHa | NPUMEHEHUS, | XapakTepucTmka

COCTaBHbIX YacTel HasHa4yeHue MeANLINHCKOTO
1. OcHOBHble 6MoOKM n3genus
(vyactun) megmumHCKoro
n3genus

2. NpuHagnexHocTn
(Npy HanNn4un)

3. PacxogHble
maTepuansl (npu
HanM4mu)

4. Komnnektytowue
(Npu Hanu4un)

MPUNTOXEHWE Ne 5
k [paBunam perncTpaumm n akcnepTusbl 6esonacHocTy,
KayecTBa N 3PPEKTUBHOCTU MEANLIMHCKUX N3AENUN

OKCMNEPTHOE 3AKNIOYEHUE
06 oLeHKe be3onacHocTH, 3(hheKTUBHOCTU U KauecTBa MeAMLIMHCKUX U3Aenuii Npu perucTpaumnm

1. Cneundurkaumsa Ha MeAMLMHCKOE n3nenue:

a) HaMMEHOBaHuUeE;

0) npousBoguTenk, CTpaHa;

B) MPOM3BOACTBEHHAS NnoLajka, CTpaHa;

r) obnacTb NPUMEHEHNSI U Ha3HaYeHWe;

) BAO MeOULMHCKOro M3genusi B COOTBETCTBMM C HOMEHKNATYpOA MELMUMHCKUX W3LENuii, NPUMEHSIEMOW B
EBpasninickoM 3KOHOMNYECKOM COHO3€E;

€) Knacc NoTEHUManbLHOro prcka NPUMEHEHNS MEQULIMHCKOrO U3aenus;

X) onMcaHe KOMMMEKTYLWUX U pacxogHbIX MaTeprarnos;

3) onMcaHue Unu CNUCoK MoanMUKaLMNn MeQULIMHCKOTO U3Lenus;

1) COCTaB MEeANLIMHCKOrO U3nenus;

K) MaTepwuanbl, U3 KOTOPbIX N3rOTOBIIEHO MEANLIMHCKOE U3aenue;

1) OCHOBHbIE TEXHUYECKME XapaKTEPUCTUKM.

2. [laHHble 0 cepTMdUrKaLMN CUCTEMbBI MEHEIXKMEHTA KayecTBa (Mpu Hanuynm):

cucTeMa MeHepKMeHTa kayecTBa Npou3BoAnUTeNs cepTuduUMpoBaHa Ha COOTBETCTBUE TpeboBaHUAM:

(nepeuncneHne cepTUUKATOB C ONUCAHNEM UAEHTUMKALMOHHBIX AaHHbIX: HOMepa, AaThl BbiAayu, cpoka
[AeNCTBUSA, HAUMEHOBaHWS opraHa no ceptTudukaLum)

3. PaspaboTka u Npon3BOACTBO:

a) OueHKka MpeAcTaBreHHbIX 3asaBUTENEeM AaHHbIX O pas3paboTke M MPOM3BOACTBE, BKMOYAs aHanu3 oTyeTa
WHCMNEKTMPOBaHMUS NPOU3BOACTBA (NPU HanMuum);

6) 3aKntoYeHe 0 COOTBETCTBUM pPa3paboTKM, TEXHONMOMMYECKOro NpoLiecca U KOHTPOSA KavyecTBa Npon3BoacTBYy
6e30MacHoOM N Ka4eCTBEHHON NPOAYKLMN.

4, |/]CI'IOJ'Ib3yeMbIe CTaHAapTbl, KOTOpble NMPUMEHAIT NpounssoanTenn MeauunHCKNX msnenmﬁ, B TOM 4Yucne Ha
MaTtepuanbl WU3roToBNEHUA, KOMMNIEKTywuWwne, pacxoaHble MaTtepuanbl, MeToAdbl TeCTUpOBaHUA, CTaHOApPThI,
MCNOJIb30BaHHbIE npum nposeaeHuUn TEXHUYECKUNX I/ICI'IbITaHI/II7I, I/ICCHe}J,OBaHI/IVI (I/ICI'IbITaHI/II7I) Nno OueHkKe
Oronorn4yeckoro AenNcTBUsl, KNMMHNYECKMX UCMbITAaHUI MEANLIMHCKOrO U3AEeNus.



5. O6oCHOBaHHOE 3ak/ilo4EHME O COOTBETCTBMM MCMOMb3yeMbIX CTaHAapToB 06wmM TpeboBaHusim
©6e3onacHOCTM N 3PPEKTUBHOCTU MEAULIMHCKUX U3Oenui, TpeboBaHMAM K UX MapKUPOBKE W 3KCMNyaTauUoOHHON
OOKYMeHTaumn Ha Hux (ganee - obwme TpeboBaHus).

6. [JokyMeHT, ycTaHaBnmBawLWwuii TPeboBaHNSA K TEXHUYECKMM XapaKTepucTMKam MeauLIMHCKOrO U3AENUS:

a) aHanu3 JOKyMeHTa Ha cooTBeTCTBME 0bwum TpeboBaHusM;

0) 3aKknioYeHne 0 COOTBETCTBUM TEXHUYECKNX XapaKTEPUCTUK MEANLIMHCKOrO n3genus oowmm TpeboBaHnsaMm.

7. OueHKa TEXHUYECKMX UCMbITaHUIA N UccneaoBaHni (MCNblITaHWI) C Lienbio OLEHKN BMOnornyeckoro 4encTems:

a) aHanu3 npOTOKOMOB TEXHWYECKMX WCMbITAHUA U UCCNeaoBaHWA  (MCMbITAHUMM) C  Lenbio  OLEHKK
©uonornyeckoro AeVCTBUA C TOYKM 3pPEHUst MOMHOTbl M OOCTOBEPHOCTUM MPOBEAEHUS UCMbITAHWA B CPaBHEHWUU C
TpeboBaHusIMM cneuundmKkauuii NPonM3BoANTENS UMM TEXHUYECKUX YCMOBUI (NPU HANuM4uu);

6) 3aknyeHMe O MOMHOTE U [OCTOBEPHOCTM MPOBEAEHHBLIX TEXHWYECKUX WCMbITAHUA U UCcrneaoBaHUn
(McnbiTaHWI) C LEeNbo OLEHKM BMONOrMYeckoro AENCTBUS.

8. AHanns pesynbTaToB KIMHUYECKMX UCTIbITAHWI (MCCnegoBaHWn) UMK KIMHUYECKMX OaHHbIX:

a) aHanu3 COOTBETCTBUA KIMHUYECKUX MWCMNbITaHWM (MCCrefoBaHMin) npaBunam MNpoBEAEHUS  KIMHUYECKUX
UCNbITaHUA (MCCNeaoBaHUA) MeAVLMHCKUX u3genuin, yteepxaaembiM Komwuccuen, nomnHOTbI UM OOCTOBEPHOCTU
pe3ynbTaToB NPOBEAEHHbIX UCMbITAHWI;

6) 3aKno4eHre 0 COOTBETCTBUM KITMHUYECKUX UCTIbITaHUIA (MCCneaoBaHnin) npaBunamM NpoBeaeHns KNMHUYECKNX
ucnblTaHni  (nccnegoBaHvn),  yTBepkaaembiM  Komwccnmen, nonHOTbI M AOCTOBEPHOCTM WX  pPe3ynbTaTos,
060CHOBaHHOCTY BbIBOAOB;

B) aHann3 oT4yeTa O KNMMHUYECKOM AoKa3aTenbCcTBe 3deKTMBHOCTM U 6e30MacHOCTU MEAMLMHCKOTO N3nenus

9. AHann3 puUCKOB: 3aKIlO4YeHNE O NMOSTHOTE U JOCTOBEPHOCTM NPOBEAEHHOIO aHanm3a pUCKoB.

10. MeauvumHckne wusgenusi, cogepXalwiue nekapCTBEHHble CpeacTBa: 3aknyeHMe O GesonacHocTn U
3(PPEKTMBHOCTM MEOMLMHCKOTO U3OEenusi, coaepkallero IeKkapCTBEHHOE CPEeACTBO, BIUSHUU FIeKapCTBEHHOro
cpeactBa Ha (PYHKUMOHANBHOCTb MEAMUMHCKOTO WU34enus M COBMECTMMOCTM JIeKapCTBEHHOrO CpeacTtBa C
MELMLMHCKMM U3genuem.

11. Buonornyeckas 6e30macHOCTb MELMLMHCKOrO W3Aenus: 3aknioveHne o Buonorumveckoin 6esonacHoOCTU
MELMLMHCKOrO W3Oennsi Ha OCHOBE aHanu3a MepedHsl BCEX MaTepuanoB >XWMBOTHOMO WM 4enoBEYEeCKOoro
NPOUCXOXAEHNS, @ TaKKe HaHo4YacTuL, reHHO-MOANMULNPOBAHHBLIX OPraHM3MOB M ApYrMx BHOBb pa3pabaTbiBaeMbixX
MaTepuarnoB, BKIIIOYEHHbIX B u3genue, uHdgopMauuM o noabope MCTOYHMKOB (OOHOpOB), oTGopa MaTepuana,
NpoLeCCUHra, XpaHeHnsl, TeCTUPOBaHus, Banuaaummn npouenyp TeCTUPOBaHMSA M ODOpalleHnsa ¢ TKaHsMU, KneTkamu,
Cy6CTaHUMAMM XUBOTHOIO UMW YENTOBEYECKOro MPOUCXOXAEHUS, KyNbTypaMu MUKPOOPraHM3MOB U BUPYCOB.

12. Ctepunusaumusa: aHanM3 npouenypbl CTEPUNM3aALUN HA OCHOBE U3YYEHUSsI AaHHbIX O pa3paboTke MeToaoB
cTepunusaumm MeguLMHCKOro U3genvs u matepuanoB, 060CHOBbLIBAKOLMX CMOCOObLI CTepunu3aumm, npeanaraembix
METOL0B KOHTPOIS KayecTBa M ONpeferieHusi OCTaTKOB CTEPUIU3YIOLLEro BeLecTBa Npu MpUMEHEHUM crnocoba
cTepunusaumm.

13. MeaunuuHckue magenus, Bkvawwme B cebs cneumanbHoe nporpammHoe obecrneyeHue: 3aknoveHne o
BaNIMOHOCTM CreumanbHOro nporpaMmmHoro obecrnevyeHMss Ha OCHOBE aHanM3a [AaHHbIX O ero Bepudukaumm wu
Banugaumu, B TOM Yucre nHdopmaumm o ero paspaboTtke, TECTUPOBAHUM BHYTPU MPEANPUATUS U NPU KITMHUYECKUX
MHOTOLIEHTPOBbLIX UCCeA0BaHUAX, AaHHbIX 00 MAEHTUMKALMM U MAPKMPOBKE ONepauroHHON CUCTEMBI.

14. AHanu3 un 3akn4YeHne no AaHHbIM O CTabUITbHOCTU MEAMLMHCKOrO U3Aenus.

15. AHanus nnaHa cbopa u aHanusa AaHHbiX No 6e3onacHOCT U 3PHEKTUBHOCTN MEAULIMHCKOrO M3aenus Ha
NOCTNPOLAXKHOM JTare.

16. AHanu3 wuHdopmMauMM WU 3akMioYeEHME O MapKeTUHre MeLMUMHCKOro u3genus (UCTopusi Mpu ycrioBum
ob6palleHust n3genus Ha pbiHke 6onee 2 neT) (Npy HanM4uu).

17. AHanun3 coobLLEHUIN O HECHACTHbIX CIy4asX K OT3blBax O HEXenaTemnbHbIX COObITUSAX (HECHACTHbIX Criy4asx),
CBSI3@HHbIX C WCMOMb30BaHWEM MEAMVLMHCKOrO W3OEeNnusi, aHanu3 criyvyaeB U3bATUS MELUUMHCKUX W3Lenuii u3
ob6palleHus 1 (Mnn) NOACHUTENbHBIX YBEAOMIEHWUIA, NMMCbMEHHbIE AOKa3aTenscTBa 06 yCTpaHeHun obCToATensCTB
U3bATUA  MEOUUMHCKMX u3genui un3 obpalleHns, OnuMCaHWs KOPPEKTUPYILNX AEeWCTBUW, MpeanpuHATbIX
Npon3BOANTENEM B OTBET Ha yKa3aHHblE Cly4yaun, COOTHOLLEHUSI YPOBHSA NMPOAaX K KONMYECTBY HECYACTHbIX Cly4yaeB
N OT3bIBOB (MHpOpMaLMs He MpenocTaBnsieTcs AN BHOBb pa3paboTaHHbIX U CMPOEKTMPOBAHHBIX MEOULMUHCKMX
nsagenuin).

18. AHanu3 npencTaBreHHbIX NPOU3BOAUTENEM CBEAEHUN O COOTBETCTBUM MEAMLIMHCKOrO M3genvsi obmum
TpeboBaHUsIM:

a) 3aKrYveHre o NpaBuNbHOCTY onpeaeneHust TpPe6oBaHWIN, OTHOCALLMXCSA K JAHHOMY MEeAMLUHCKOMY U3Oenuio,
MOSTHOTE N AOCTOBEPHOCTUN JOKA3aTENbCTB COOTBETCTBUS OOLLMM TpeboBaHUSAM.

19. AHanus oTyeToB 06 MHCNEKUMM NMPON3BOACTBA (NPY HAMM4Mun).

20. AHanuM3 [OOKYMEHTOB, MOATBEPXAAKLWUX pPe3ynbTaTbl MWCMbITAHUA MEOUUMHCKUX W3OenuMn B Lensax
YTBEPXOEHMUS TuUNa CpeactB WM3MEpPEeHWA (B OTHOLUEHUMUM MEAUMUMHCKUX W3OEenuiA, OTHECEHHbIX K CpeacTBam
N3MepPEHUN, NepeyeHb KOTopbIX yTBepxaaeTca Komuccueit) (npn HeobxoaumocTn).

21. ObLee 3akno4eHne o NoaTBepXaeHUn (He noaTBepxaeHun) GesonacHocTy, kadecTBa U 3hPEKTUBHOCTU
MEeOMLIMHCKOrO M34enusl, pekoMeHaauUms 0 BO3MOXHOCTU (HEBO3MOXHOCTM) perMcTpaLm MeauLmMHCKOro u3aenus.

22. ®. . O., pomxHOCTb, y4eHasd cTeneHb (3BaHWe) (MpU Hamu4yuMu), NOAMUCb 3KCMEepPTOB, NPOBOAUBLUNX
3KCMEPTU3Yy.

23. [laTa cocTaBneHusi otyeTa.

24. MNoanucb pyKOBOAUTENS 3KCNEPTHOM OpraHn3aLum.

25. MNeyaTb 3KCNEPTHON OpraHn3aLun.

MPUNOXEHWUE Ne 6
k [paBuiam perncTpaumm n akcnepTusbl 6esonacHocTy,
KavyecTBa U 3(pPEKTUBHOCTN MEOMNLIMHCKUX U3AENNNA



Popma
3aKn4YeHUs o NoATBEPXAEHNE cornacoBaHUA (HecornacoBaHWUA) 3KCNEPTHOro 3aKro4YeHNs Mo pe3ynbTaTam
akcnepTu3bl 6e3onacHocTH, 3chheKTMBHOCTU M KayecTBa MeAULMHCKOro n3aenus
rocyaapcTsa - uneHa EBpa3nickoro aKoHoMmM4ecKoro cor3a, oCyLeCcTBIAIOLWEro perucTpauuio
MeAMLMHCKOro usaenus

(HameHoBaHVe YNONIHOMOYEHHOro opraHa (3KCNepTHON OpraHn3aLmmn) rocyaapcTsa NpU3HaHNs)
YTBEPXOAIO

(pykoBoauTENb YNOTHOMOYEHHOIO OpraHa
(akcnepTHOM opraHusaLuum)
. N. O., nognuce, neyaTb)
«_» 20_ r.

3AKINOYEHUE
O NoATBepXKAeHUU CorflacoBaHus (HecornacoBaHUsA) 3KCNEPTHOro 3akN4YeHUs No pe3ynbTaTamM 3KCnepTUsbl
6e3onacHocTH, 3chhPeKTUBHOCTU M KauecTBa MeAULMHCKOro n3aenus rocygapctaea - YneHa Espasumckoro
3KOHOMMYECKOro COH3a, OCYLUECTBSAIOWEro perucTpauuo
MeAMLMHCKOro u3genus
Ne oT « » 20 r.

1. HanmeHoBaHWe ynonHOMOYEHHOro opraHa (9KCnepTHOWM opraHu3auum) rocyaapcTea - YneHa EBpasuiickoro
3KOHOMMYECKOTO CO03a, OCYLLECTBISIIOLLErO PEMMCTPALMIO MEAULIMHCKOO u3aenus (aanee - pedepeHTHoe
rocyfapcraso)

2. [laTa pa3meLLeHUs 3KCNEPTHOrO 3aKINYEHNA B UHPOPMALIMOHHOW CUCTEME YMONTHOMOYEHHOIO opraHa
(3KCnepTHOW opraHn3aumm) pedepeHTHOro rocygapcrea

3. Homep 3KCnepTHOro 3akyeHust

4. HanmeHoBaHMe MeOULMHCKOro n3genus (C ykasaHmem npuHagniexHocTen, Heobxoanmbix Ans NPUMEHeHNst
MELMLMHCKOro U3aenus no Ha3Ha4yeHu)

5. MpounssoanTens MEAULIMHCKOrO M3aenus (NOMHOe 1 COKpaLLeHHOe HaMEHOBaHWs, OpraHn3aLoHHO-NpaBoBas
dopma HpUaNYECKOro nNuua, MecToHaxoXaeHue, agpec)

6. YNONMHOMOYEHHbIN NpeacTaBuTeNb NPon3BoanTenNs (MOTHOEe M CoKpaLLeHHOe HaMEHOBaHUS, OpraHU3aLOHHO-
npaBoBasi oopMa PUANYECKOro N1Lia, MECTOHAXOXAeHWe, agpec) (Npy HanM4um)

7. 3asButenb

8. CBepneHus 06 akcneptax (P. U. O., cneumanbHoOCTb, y4eHasi cTeneHb (3BaHve) (Mpy HanMymMm), Mecto paboTbl 1
OOMKHOCTb)

9. AHanus npeacTaBneHHOro YNOHOMOYEHHbLIM OpraHoM (SKCMEePTHOW opraHunsaunen) pedepeHTHOro rocyaapcraa
SKCMEPTHOrO 3aKIYEeHUs Mo pesynbTaTtaM SKCnepTn3bl 6e30nacHOCTU, kKayecTBa U 3P EKTUBHOCTM MEANLIMHCKOTO
n3genust Ha NnpegMeT NOSHOThI, KAaYeCcTBa SKCNEepPTM3bl AOKYMEHTOB, OLLEHKN 00bema 1 NONHOTLI MPOBEAEHHbIX
MCMbITAHUA N NCCcneaoBaHun

11. Pe3yJ'IbTaTbI JKCNEepTU3bI (yKa3bIBaPOTCﬂ BbIBOAbl MO OTAEJIbHLIM aCneKTam 3KCNepTHOro 3aKJ'IPO‘~IEHMﬂ)

12. BeiBog (yKkasbiBaeTcsi 0OLMiA BbIBOA, @ B Cly4Yae BblHECEHUS OTpULATENbHOMoO
3aKIIOYeHWs - ¢ 060CHOBAHMEM MPUYUH)

[laTa HanpaBneHns 3aknioyYeHUs 0 NOATBEePXKAEHUN
cornacoBaHus (HecornacoBaHus) 3KCrepTHOro
3akstoYeHns pedepeHTHOro rocyaapcTea rno
pesyrnbTaTam 3KcnepTuabl 6e3onacHoCTy,
3(hEKTUBHOCTU 1 Ka4ecTBa MEAULIMHCKOTO U3genus

O6 OTBETCTBEHHOCTY 3@ JOCTOBEPHOCTL CBEAEHWN, M3MOXKEHHbBIX B 3aKMIOYEHUN O NOATBEPXKAEHUM COrnacoBaHWs
(HecornacoBaHust) 3KCNEPTHOrO 3aKMYeHNs pedepeHTHOro rocyAapcTea No pesyrbTaTam 3KCNepTu3bl
6e3onacHocTn, aPPEKTUBHOCTN N KaYeCTBa MEQULIMHCKOIO U3Aenus, NpeaynpexaeH.

(®. N. O. akcnepTta) (nognuce)

MNMPUNOXEHWME Ne 7
k [paBuiam perncTpaumm n akcnepTnsbl GesonacHocTy,
KavyecTBa U 3(pPEKTUBHOCTN MEOMNLIMHCKUX U3AENNNA

DOPMA
3asABNeHUNA O BHECEHUN M3MEHEHUI B permcTpauMoHHoe A0Cbe MeAULIMHCKOro n3nenus




B ynonHomo4eHHbIn opraH

rocygapcTtBa - 4neHa

EBpasninckoro akoHOMU4eCKoro corosa

(HanmeHoBaHMe pedepeHTHOro rocyaapcTaa)

3AABIEHUE

(HanmeHoBaHuWe rocyfapcTsa NpU3HaHNs)

O BHECEHUMN U3MEeHeHUI B perncrtpaumoHHoe gocbe MeaAULUUHCKOro nagenunsa

HanmeHoBaHue Ycnosus CBefneHusi U JOKYMEHTbI,
N3MEHSIEMbIX HeobOXxoaMMble ANsi BHECEHUS
cBeAeHun N3MEHEHUN

1. CBegeHus o BHeceHue KOMNns JOKYMeHTa,
3aaBsuTtene, N3MEHEHUN B noaTBepXaaroLLero
BKIOYasi cCBeeHns | permctpaumoHHoe NosTHOMOYUS
0 peopraHunsaumm yAOCTOBEPEHUNE HE YMONTHOMOY€EHHOTO
ropUONYECKoro BNUSieT Ha npeacTaButenst
nvua, o6 athdheKkTMBHOCTL U npon3BOANTENS
M3MEHEHUWN ero ©e3onacHoCTb HOMeEp PerncTpaumoHHOro
HaUMeHOBaHUA NN | MeaNLNHCKOro Jockbe
d)aMVanlVl, UMEHNU, n3genna B OOKYMEHTbI,
ajpeca mecTta COOTBETCTBUU C nogTeepXxaaroLine
XUTenbCcTBa O6Lwmmm N3MEHeHUs!
WHAMBWAYaNbHOMO TpeboBaHUAMU ONNCb AOKYMEHTOB
npeanpuHnmarens | 6esonacHocTu n

3hPEKTMBHOCTH

MeOULIMHCKUX

n3genuvn,

TpeboBaHUAMHM K X
MapKUpPOBKe 1
3KCMnyaTaLMOHHOM
JOKYMEHTauun Ha
HUX

2. HanmeHoBaHune
MeaNLIMHCKOro
n3genus

MOTMBMPOBAHHOE
o6ocHoBaHve
HeobxoaMMocCTH
N3MeHeHns
HanMeHoBaHusA
MeAMLMHCKOro
nspenus,

He BNUSIOLLEro Ha
YHKUMOHANbHbIE 1
TEeXHUYeCKne
XapakTepucTukn

3asiBMieHNEe O BHECEHMUU
n3MeHeHun no dopme,
npeaycMOTPEHHOM
npunoxexHvem Ne 7 k
[MpaBunam

OOKYMEHT*,
YI0CTOBEPSIHOLLUNA
permcTpauuio MeguLMHCKOro
n3genus B cTpaHe
npoussoguTene
(meknapaums CoOTBETCTBUS;
permcTpaLlnoHHoe
YAOCTOBEPEHUE,
cepTudumkaT cBoGoaHOM
npopaxu, ceptudukaT Ha
3KCNOpT M Ap.) C
BHECEHHBIMU U3MEHEHNAMU

KOMMs permcTpaumoHHOro
yAOCTOBEPEHUS,
odopMneHHoro no dopme,
npeaycMOTpeHHOM
npunoxexuem Ne 1 k
[MpaBunam

NMCbMO NPOU3BOAUTENS,
cofepxallee
MOTUBUPOBAHHOE
obocHoBaHue
HeobxoaNMOCTN N3MEHEHUSI
HanmMeHoBaHwus
MEeOMLMHCKOro n3genus, He
BMMSIOLLETrO Ha
PyHKUMOHANbHbIE U




TeXHN4Yeckne
XapaKTepucTukun
MeaNUNUHCKOro n3gennd

NPOEKTbI MUHCTPYKLMIA MO
npuMeHeHunto (PyKoBoaCTBO
nonb3oBaTens)
MeOMLIMHCKOro n3genus

MaKeT MapK1UpOBKU

OOKYMEHT,
yCTaHaBNMBawLLMn
TpeboBaHUSA K TEXHUYECKUM
XapakTepucTmkam
MEANLMNHCKOro n3genus,
KOTOpbIM COOTBETCTBYET
MeauLUHCKoe nsaenve,
npuBeaEeHHbIN B
COOTBETCTBME C HOBbIM
HanMeHOBaHNeM
MeONLMHCKOro nsgenus

3KCnnyaTaumnoHHas
AOKyMeHTaums
npou3BoanTenst Ha
MeOuUMHCKoe n3genve,

B TOM YMCIIE MHCTPYKLUUSA MO
NpUMeEHEHNo (PyKOBOACTBO
no aKcnnyaTaumn)
MeOMLMHCKOro n3genus,
npvBeAeHHas B
COOTBETCTBME C HOBbIM
HavMeHOoBaHUEM
MEeOMLIMHCKOro n3genuvs

doTorpacgumyeckme
n3obpaxeHns obLiero Bnga
MegununHCKOro nagenund
BMecCTe C
NPVUHaANEXHOCTAMMU,
HeobXxoaAMMbIMW AMis
NPUMEHEHUsT MEANLIMHCKOrO
N3enus Nno HazHa4YeHuo
(pasmepom He MeHee

18 x 24 cm)

OMNnnCb JOKYMEHTOB

3. CoctaB
NpUHaANexHoCcTen,
KOMMMEKTYIOLLMX U
(Mnn) pacxogHbix
maTepuanos

OTCYTCTBUE BIUSIHUA
Ha
YHKUMOHanNbHbIE
XapakTepucTukn
MeONLIMHCKOrO
n3genuvin

3asBreHne 0 BHECEHUU
M3MEHEHUIN No hopme,
npeaycMOTPEHHON
npunoxexHvem Ne 7 k
Mpasunam

KONWsi permcTpaumoHHOro
YOCTOBEPEHUS,
0OOPMIEHHOrO NO eANHOMN
dopme, NpegycCMOTPEHHON
npunoxexuem Ne 1 k
Mpasunam

NMCbMO NpoM3BOANTENS,
cofepxallee
MOTMBUPOBAHHOE
obocHoBaHue
HeobX0aMMOCTU U3MEHEHMUS
B COCTaBe KOMMMEKTYHOLLMX,
C yKasaHnem HOBOro
nepeyHsi KOMMNEKTYIOLMX,
noATBepXKAatoLLMX
OTCYTCTBUE BRUSIHWSA HA
(bYHKLMOHaMbHbIE
XapaKTepuUCTUKM
MeOMWLIMHCKOro n3aenus

NPOEKTbI MHCTPYKLMIA NO
NpUMeHeHNIo (PYKOBOACTBO
nonb3oBarens)




MEeOMLIMHCKOro M3genust Ha
rocyapCTBEHHOM S3bIKe
rocygapcTsa - YneHa
EBpasuickoro
9KOHOMUYECKOrO COH3a U
PYCCKOM 53blke

obHoBneHHas
crneunduKaums ¢ ykasaHnem
nepeyHst KOMNEKTYIOLNX 1
pacxofHbIX MaTepuanos no
yTBEPXAEHHOW hopme

ONMNCb OOKYMEHTOB

B cny4vae go6asneHus
KOMMIIEeKTYIoLLEero,
ABNSAIOLLErocst MeaNLMHCKAM
nsgenuem, - obpasLpl Takoro
KoMnnekTytoLero (B crnyyae
CTepPUNbHOro
KOMMMEKTYIOLLEero
npegocTaBnsieTcs BeCcb
KOMMNNEKT Takmx obpasuoBs) n
HOpMaTUBHasi JOKyMeHTaLus
Ha Hero

4. MNokasaHusa no
NPUMEHEHMIO,
obnactu
NpUMeHeHws,
NPOTMBOMNOKa3aHws,
no6oYHble

aheKThbl

0e3onacHoCTb
NpUMeHeHNs
MeOULIMHCKOro
W3aenus AomKHa
COXpPaHATbLCA U
noaTBepXxaartbcs
[aHHbIMK
nccnegoBaHni,
KNMUHUYECKON
©e3onacHoCcTU 1
KayecTBa

3asBrieHne 0 BHECEHUM
N3MeHeHUN No opme,
npeaycMOTPEeHHON
npunoxexnem Ne 7 k
Mpasunam

KONWsi permcTpaunoHHOro
YAOCTOBEPEHUS,
0OPMIEHHOrO MO eANHOMN
dopme, NpeayCMOTPEHHON
npunoxexnem Ne 1 k
Mpasunam

NNUCbMO NPON3BOANTENS,
cofepxallee
MOTUBMPOBaHHOE
obocHoBaHue
HEeobXoANMOCTN U3MEHEHUSI
nokasaHuin No NPUMEHEHMIO
MEeAMLIMHCKOro u3aenus

MPOEKTbl MHCTPYKLMIA NO
NpUMEHEHI0 (PYKOBOACTBO
nonb3oBaTens)
MEANLUMHCKOro n3genusi

paHee yTBepx/AeHHas
WHCTPYKUMS NO NPUMEHEHWIO
(pykoBoACTBO
nonb3oBaTens)
MeAMLIMHCKOro M3aenus

NMONHOLBETHbIE MAKETbI
yNaKkoBOK, STUKETOK,
CTUKepOB (Npu
HeobxoamMmMocTH) (Ha
3MeKTpoHHOM HocuTene CD
B popmaTte JPEG)

pe3ynbTaThbl KIUHUYECKUX
(MeanUMHCKNX) UCMbITaHUNA,
OoTpaxarLue BHECEHHbIE
M3MEeHeHus

OMNnnCb JOKYMEHTOB

5. CBegeHusa o
npovssoanTene
MeaULIMHCKOro
n3nenus

OTCYTCTBYIOT
N3MEHEeHUs B
NPOV3BOACTBEHHOM
npoecce unm
crneuundmkaumsix,
BKIto4ast MeToabl
ncnblTaHNs

3asiBNeHNe 0 BHECEHUN
M3MeHEeHUN no opme,
npeaycMoTpeHHOM
npunoxexnem Ne 7 k
MpaBunam

OOKYMEHT®,
YI0CTOBEPSIHOLLUIA
perncrTpaumio MeguLmHCKoro




n3aenusi B ctpaHe
npousBoanTens
(pernctpaumoHHoe
YAOCTOBEPEHUE,
cepTudmkaT cBoGogHOM
npopaxu, ceptudukaT Ha
3KCNopT M Ap.) c
BHECEHHbLIMU N3MEHEHNSMU

OOKYMEHT*,
noaTBepXaalLWwunin BHeECEHNE
N3MEHEeHUN (C yka3aHuem
AaTbl BHECEHUS U3MEHEHWN)

OOKYMEHT®,
noaTBepKaaroLLnn
COOTBETCTBUE YCITOBUM
npon3BOACTBa
HaUMOHanbHbLIM U/Unn
MeXayHapoaHbIM
craHgaptam (GMP, ISO EN)

OOKYMEHT®,
noaTBep>KaatoLLMn
COOTBETCTBNE MEANLIMHCKOrO
V3[enus HauMoHarbHbIM
UNN MEeXOYyHapoaHbIM
cTaHAapTaM, Knacc
noTeHumMansHoro pmcka
(meknapaumsa cooTBETCTBUS;
cepTudmkaT COOTBETCTBUS)

KONWsi permcTpaunoHHOro
yAOCTOBEPEHUS MO hopme,
npenycMoTpeHHON
npunoxexHmem Ne 1 K
Mpasunam

NMCbMO NPOM3BOANTENS,
yAaocToBepsitoLLee, YTO
NPOV3BOACTBEHHbIN NpoLecc
W KOHTPOIb 3a Ka4YeCTBOM U
6e30MacHOCTbLIO FOTOBOMO
npogykra octatorcs 6e3
M3MEHEHWUN, C yKazaHnem
4aTbl BHECEHUS U3MEHEHWN

NPOEKTbI MHCTPYKLMIA NO
NPUMEHEHWIO N3AENUIA
(pykoBoACTBO
nonb3oBaTens)
MeAMLIMHCKOro M3aenus

MaKeT MapKMpOBKU

OMNnUCb JOKYMEHTOB

6. Cneumndpumkaums
npousBoauTens
UM TEXHUYECKNe
ycnosus (npu
HanM4mmn), KOTOpbIM
cooTBeTCTBYET
MeanLUMHCKoe
usgenve,

n (unn)
aKcnyaTauMoHHas
[OKyMeHTaLmns
MeAMNLMHCKOro
nsgenus

OTCYTCTBYIOT
N3MEHeHuns B
NpOV3BOACTBEHHOM
npowecce unm
cneuundmkauumsix,
BKNtoYyasi MetToabl
ncnblTaHns

3asBfeHNE Ha BHECEHNE
M3MEHEHUIN No hopme,
npeaycMOTPEHHON
npunoxexHnem Ne 7 k
Mpasunam

KOMMs perncTpaumoHHOro
yAOCTOBEPEHUS MO hopMe,
npeaycMOTpeHHOW
npunoxexHmem Ne 1 K
[MpaBunam

NUCbMO-000CHOBaHWe
npon3soauTena 0 BHOCUMbIX
N3MEHEHUAX

[AaHHble No cTabunbHOCTU
(ans meauumMHcKoro
n3genuns) He MeHee Yyem Ha 3
cepusx (oT4eT,
060CHOBBIBaIOLLUIA CPOK
roAHOCTU MeOULIMHCKOro
nsgenus) (npwm
HeobxoanmMocTH)




NPOEKT UHCTPYKLUK NO
npYMeHeHuto (pykoBoacTea
nonb3oBarens)
MeOMLMHCKOro nagenus (npu
HeobxoanMocTH)
NONHOLUBETHbIE MaKeTbl
yNakoBOK, 3TUKETOK,
CTUKepOB (Npu
HeobxoaAMMocTn)
HOpMaTMBHas
OOKyMeHTauus™ ¢
BHECEHHbIMW U3MEHEHUSIMMU,
pernameHTupyoLlas
Ka4yecTBO KOHEYHOro
npoaykra, ceptudukat
aHanuMsa u MeToaNKK
KOHTPOIS KOHEYHOIo
npoaykta (npu
HeobxoanMocTn)

NPOTOKOM TEXHUYECKUX
MCNbITAHUI NN UCMbITaHWUIA
(nccnepoBaHWin) € LEeNbio
OLIEHKM BMOMOrMyecKkoro
OENCTBUSA C y4ETOM
M3MEHEHWUIN, BHECEHHbIX B
HOpMaTUBHYOAOKYMEHTaLMIO
(npv HeobxoanMoCTH)
Onncb JOKYMEHTOB

(nomHoe un cokpalyeHHoe (Npu Hanmuuuu), B TOM Yucre PupMeHHoe, HanMeHOBaHWSA OpraHv3auun, oT UMEHU
KOTOPOW NPOM3BOAUTCS BHECEHWE M3MEHEHUI (MPOM3BOAUTESNb (YNOTHOMOYEHHbIV NpeAcTaBuTeNb NPOU3BOAUTENS),
OpraHun3aunoHHO-NpaBoBas opma pUANYECKOro nuua)

HanmeHoBaHWe MeanLUMHCKOro u3aenuns

[MpounssoanTenb MegUUMHCKOTO U3aenus

CTpaHa npon3soacrtsa MeguumnHCKOro n3genna

YNONHOMOYEHHbIN NpeAcTaBuTenb Npom3soguTens (Mpu Hannynm)

Knacc noTeHumansHoro pucka npumMmeHeHna meguunHCKoro nagenua [0])

Sl Bl Bl Sl N

Koa Buaa meguumHckoro nsgenua (cornacHo npumeHsiemoii B Cotose
HOMEHKaType MeauUMHCKUX U3aenuin)

HaCTOSALLUMM MPOCUT MPOU3BECTU BHECEHWE N3MEHEHUA B PErmcTpaLMoHHOE JOCbe MELMLMHCKOro U3genus B
CBA3M CO cneanyrownmMm USMeHeHUAMIn:

VI3MeHeHNs1, BHOCUMbIE B pErMcTpaLmMoHHOE JOChEe

1. VMilameHeHne cBeaeHui 0 3asiBUTErNe, BKITIOYas CBEAEHUS O peopraHnsaLmmn puanyeckoro nuua, ob
U3MEHEHUN ero HAMMEHOBaHUSA NN PamMunnn, UMEHN N agpeca MecTa XUTeNbCTBA UHANBUAYANbHOrO
npeanpuHumarens
Pepakumsa 0o BHECEHUS U3MEHEHUI | BHOCUMbIE U3MEHeHUs

2. VIaMeHeHne HanmeHoBaHUs MegULUHCKOro N3genuvs
Pepakuus oo BHECEHUS UBMEHEHUI | BHOCKMbIE N3MEHEHUS

3. M3meHeHne cocTaBa NpUHaANeXHOCTEN, U (M) KOMMMEKTYOLWMX, U (M) pacxogHbIX MaTtepranos
Pepakumsa 0o BHECEHUS U3MEHEHUI | BHocumble namereHus

4, VI3aMeHeHne nokasaHui No NPUMEHEHUI0, 061acT¥ NPUMEHEHUS, NPOTMBOMOKA3aHWU; NOOGOYHbIX 9PEKTOB
Pepakuus 0o BHECEHUSI N3BMEHEHUI | BHocuMBbIE N3MEHEeHMA

5. ViameHeHve cBegeHu 0 Npon3BoauTeNne MegULMHCKOro U3genus
Pepakumsa 0o BHECEHUS U3MEHEHWUI | BHocumble namereHus

6. VI3MeHEHNEe B TEXHUYECKON U1 (MNK) SKCNyaTauMOHHOW AOKYMEHTAUMU MEAVLIMHCKOrO U3genusi
Pepakumsa 0o BHECEHUS U3MEHEHUI | BHOCUMbIE U3MEHEHUs

BHeceHne n3MeHeHuln B perucTpaumMoHHOe OOCbe He BrieYeT U3MEHEHUS CBOWCTB M XapaKTepUCTUK, BIUSIIOLLNX
Ha 6e30nacHOCTb, Ka4eCcTBO N 3PPEKTUBHOCTb MEANLIMHCKOTO U3OEeNus.




(npousBoauTEns MEQULUHCKOro n3aenus (ero ynonHOMOYEHHbIN NpeacTaBUTenb))

MapaHTUpylo 4OCTOBEPHOCTL NpeacTaBneHHoN HopMaLmn.

[apaHTUpyl0 coxpaHeHue 3asiBMEeHHbIX XapakTepucTuk 6e3onacHoCTM U 3PPEKTUBHOCTU MEOULIMHCKOTO
u3genus B TeyeHue BCero cpoka cryx0bbl npu cobniogeHnyn yCrnoBwui 3SKCniyaTauuu, TPaHCMopTUPOBaHUSA U
XpaHeHNst MeANLIMHCKOro U3Aenus B COOTBETCTBUM C TpeboBaHMAMK 3aBoda-nNpon3BoamTens.

[aTta nogayn 3asBneHus

®. L. O n JOMKHOCTbL PYKOBOAUTENS NPOM3BOANTENS

(ynonHomMo4eHHoro npeacraBuTens)

Moanwuck, nevatb npomssoauTens (YNoHOMOYEHHOIO NpeAcTaBnTens)

NEPEYEHD,

MPUNOXEHWE Ne 8

k MpaBunam peructpaumm n akcnepTussl GesonacHocTy,

KavyecTBa U a(pPEKTUBHOCTU MEOMNLIMHCKUX U3AENNNA

M3MeHEeHUW, BHOCUMbIX B PErMcTpaLunoHHoe AoCbe MeAULIMHCKOro usaenus B nepvoa AecTBus
perMcTpaumMoHHOro ya0CToBEpPEHUSA
1 He TpPebylLMX HOBOMN perucTpaumm

*[OKYMEHTbI NPEACTaBNATCA C 06a3aTeNbHbIM ayTEHTUYHBLIM NEPEBOAOM Ha PYCCKUI A3bIK, 3aBEPEHHbBIM
Yy y Yy

HOTapwuanbHo.

MNMPUNOXEHWE Ne 9

K [MpaBunam perncTpaumm n akcnepTnsbl ©esonacHocTy,

KavyecTBa U 3(pPEKTUBHOCTN MEOMNLIMHCKUX U3AENNNA

SKCMNMEPTHOE 3AKIMIOYEHUE
0 BO3MOXHOCTM (HEBO3MOXHOCTWN) BHECEHUA U3MEHEHUN
B pernctpaLmoHHoe AoCbe Ha MeAuLMHCKoe usaenve

1. HaMmeHoBaHWe MeanLMHCKOro n3aenus.
2. MpownsBoguTtens, cCTpaHa.

3. MpousBoacTBeHHas NnoLwaaka, cTpaHa.
4. O6bnacTb NpUMEHEHMs N HasHa4eHue.

5. Bug MeavuMHCKOro M3denvsi B COOTBETCTBUM C HOMEHKNaTYypOo MEAMUMHCKUX W3OEenuiA, NPUMeHsieMon B

EBpa3sninckom aKOHOMMUYECKOM COHO3E.

6. Knacc noteHumanbHoro pncka npuMeHeHnst MEAULMHCKOTO U34EeNus.

7. Homep pernctpaunoHHOro yaoCcToBEpEHMS.
8. [laTta BblAaum perncTpaumMoHHOro yaooCTOBEPEHUS.

9. BHOCUMbIE M3MEHEHMS.

Twn BHOCUMOrO M3MEHEHUS

[aHHble, BHECEHHbIE B BHocumble O6ocHoBaHue

[ocbe npu M3MEHEHMS 3aaBuTens ans
perncrpaumm BHeECEeHUs!
U3MEeHEeHUM

1. VIameHeHne HaumMeHOoBaHWsi NPOV3BOANTENS,
mMecTa (MecCT) NpoM3BOACTBa ANA YacTu u/unm
BCEro NPon3BoACTBEHHOro npouecca

2. \ameHeHne HanMeHoBaHNA MeSULMHCKOro
n3genna

3. ViameHeHWe cocTaBa NpuHaasiexxHoCTeN,
KOMMJIEKTYIOLMX U (MIW) pacxogHbiX MaTepuanos

4. 'ameHeHne nokasaHui No NPUMEHEHUIO,
obnacTu NpMMeHeHus1, NPOTUBOMNOKa3aHUIA;
no60YHbIX 3 PEKTOB

5. lameHeHne cBegeHuii o npoussogmuTene
MeauUMHCKOro n3genusa

6. NameHeHue B cneundmkaLmm npon3soanTens
UIN TEXHUYECKUX YCNIOBUI (NPpW Hanu4mm),




KOTOPbIM COOTBETCTBYET MeAULMHCKOe U3aenve,
W (MNn) SKCNyaTaunoHHON JOKyMeHTaumm
MEAULIMHCKOrO U3aenus

10. AHanu3 1 oLeHKa JaHHbIX, 000CHOBbLIBAOLLWX BHECEHWNE N3MEHEHWUN.

11. AHanu3 puckoB NPV BHECEHUW N3MEHEHMUN (3aKIOYEHNE O BO3MOXHbBIX PUCKaX MPU BHECEHNW U3MEHEHUN).

12. 3aknioveHne o0 pekoMeHaaunn nm oTkase B pekoMeHgaunn K permctTpauum BHOCUMbIX U3MEHEHWIA.

13. . . O., DOMKHOCTb, y4yeHas cTeneHb (3BaHue) (MpW Hamu4uuu), NOANUCH 3KCNEpPTOB, MPOBOAUBLLMX
aKCcnepTuay.

14. [laTta cocTaBneHus ot4yeTa.
15. MNMognuck pykoBoaMTENs 3KCMEPTHOW OpraHM3aLmu.
16. MNevaTb 9KCNEPTHOW OpraHM3aumu.

MPUNOXXEHWME Ne 10
k [MpaBuiamM perncTpaummn n akcnepTnasl 6e3onacHoCTy,
Ka4yecTBa U a(pPEKTUBHOCTN MEOMNLIMHCKUX U3AENNNA

POPMA
3anBneHus o6 oTMeHe AenNcTBUA (aHHYNUPOBaHUN)
perncTpauMoHHOro yaocToBepeHUs MeAULIMHCKOTO n3genus

(Ha bnaHke opzaHu3sauyuu)

B ynonHoOMoYeHHbIi opraH peepeHTHOro rocyaapcTea

3AABIEHUE
006 0TMeHe AencTBUA (aHHYNMPOBaHMU) PErMCTPaLMOHHOIO yAOCTOBEPEHUA MeAULIMHCKOro usaenus

(nonHoe N COKpaLlleHHoe (I'IpVI HaJ'Il/I‘-WIVI) HanMeHoBaHuA 3aABUTENA,
B TOM 4Yucne hupmMeHHoe HanmeHoBaHe, OpraHn3aunoHHO-NpasoBas opMa pUaN4eCcKoro nmu,a)

MpocuT OTMEHUTb [OEeWCTBME  PErMCTPALMOHHOIO  YAOCTOBEPEHUST  (aHHynMpoBaTb  perncTpauuoHHoe
YyOO0CTOBEPEHUE) MEANLNHCKOTO U3aenusi

(HaumeHoBaHVMEe MeaMUMHCKOro u3fenus (C ykasaHuem npuHagnexHocTel, HeobxoaumblX Anst NPUMEHEHUs
MELMLMHCKOro n3aenus no Ha3Ha4yeHu))

(uaTa perncrtpaumnn MmeamumnHCKoro n3aenna n Homep permcTpaumoHHoOro yﬂOCTOBEDEHMﬂ)
B CBA3U C

(yka3blBaeTcs npuynHa)

(P. . O. pykoBoguTensa nponssoanTens MeanLMHCKOro n3genus (ero ynonHOMOYEHHOro npeacTaBuTens))

«_» 20_ . M.IM.
(mognuceb)
NMPUNOXEHWE Ne 11
k MpaBuiam perncTpaumm n akcnepTnasl 6esonacHoCTy,
KavyecTBa U 3(pPEKTUBHOCTN MEOMNLIMHCKUX U3AENNNI
®dopma

3asdaBJieHUA O Bblaave AyGHMKaTa peructpauMoHHOro yaocroeepeHua megmunHckKoe nagenue

(Ha bnaHke opzaHu3sauyuu)
B ynonHomo4eHHbIn opraH pedyepeHTHOro rocygapcraa
3AABINEHUE

0 Bbigaye gy6nukaTa permcTpauMoHHOro yaoCTOBepPeHus
Ha MegULMHCKOe nsgenve

| 1. HaMmeHoBaHWe MeauMLUMHCKOro n3genus |




(C ykasaHueM npuHaanexHocTen, HeoBXoOANMbIX AN NPUMEHEHNS
MEAULMHCKOrO U3AEeNUs No HasHayveHuto, -

B BUAe NPUIIOXKEHUS K 3asiBNEHMIO, 3aBEPEHHOIO NevaTbio 1
noanuCcbio pykoBoauTEnNsl)

|. B 0OTHOLEHWN NPOM3BOANTENS MEOULIMHCKOIO U3aenvst

2. OpFaHVI3aLI,VIOHHO-I'IpaBOBaF| ¢dopma 1 NofnHoe HaMMeHoBaHue
ropnan4eckoro nmua

. CokpalleHHoe HaMMeHOBaHWe FPUANYECKOro nua (Mpu Hanuynm)

. PMpMEHHOe HauMeHOBaHWe IPUANYECKOro nmua (Mpn Hanuymm)

. MecTo HaxoxaeHus (agpec) opuanyeckoro nuua

. Homep TenedoHa

. AZlpec aNeKTPOHHOW NOYTbI FOPMANYECKOro nmua (Mpu Hanuymm)

. NpeHTndukaumoHHbIV HOMep Hanoronnarenblumka

=|o|N|O O~ ]|W

. B oTHOLLIEHUM YNOMHOMOYEHHOTO NpeAcTaBUTENA NPOM3BOAUTENS

©

. OpraHusaumoHHo-npaBoBas hopMa 1 NornHoe HavMeHoBaHue
HOpPUANYECKOro nuua

10. CokpalleHHOe HaMMEeHOBaHWe PUANYECKOro nuua (Npy Hanu4um)

11. dUPMEHHOE HaVMEHOBaHWE PUAMYECKOro Nuua (Npyu Hanu4um)

12. MecTo HaxoxaeHus (agpec) puanyeckoro nuua

13. Homep TenedoHa

14. Agpec aneKTPOHHOW NOYTbl PUANYECKOro nuua (Mpu HanmM4nm)

15. NgeHTndunKaumoHHbIM HOMEP HanoronaTenbLnKa

16. MecTo nponsBoacTBa MEAULMHCKOIO n3genusi

17. HazHayeHne MeanLUMHCKOro n3genus, yCtaHoBneHHoe
npousBoanTenem

18. Bug MmeguumMHCKOro n3genusa B COOTBETCTBUM C HOMEHKaTypow
MEANLMHCKNX N3aenuin, npuMmeHsieMon B EBpasninckom
3KOHOMWYECKOM COH3e

19. Knacc meamumHcKoro nsgennsi B COOTBETCTBUM C NpaBunamm
Knaccuukaunum MeanumMHCKUX U3aennin B 3aBUCUMOCTN OT
NOTEHUMANbLHOIO puUcka NpUMEeHeHUs

20. Cnoco6 nony4eHus nHgopmaLmm, CBA3aHHOW C NnpoLeaypon
perncrpaumm MeguLmnHCKoro n3genus

21. Cnocob nony4eHns perncTpaLumMoHHOro yaocToBepeHns Ha BGymMaXxHOM HocuTene NNYHO
MeOMLIMHCKOro n3genuvs Ha GymMaxxHOM HOcuTene HanpasuTb
3aKa3HbIM NOYTOBbLIM OTMPaBIIEHNEM
C yBE4OMIIEHMEM O BPY4EHUN

B hOopMe 3N1eKTPOHHOro AOKYMEHTa
nHoe

22. MNMpuynHa Bbligayv gybnvkara

23. CefieHust 06 ynnaTe rocyapCTBeHHOW MOLUNWHbI (YKa3biBaeTcs
no MHULMATKBE 3asBUTENS):
[aTa ¥ HOMEp NNaTEXHOro NOpyYEHNs!

(. U. O. pykoBoguTens npoussBoanTenss MEAULMHCKOrO n3aenus (ero ynonHOMOYEHHOTO npeacTaBnTens))

«_» 20 . M.T.

(nognuce)




