IHocranosaenue IlpaBurtenscrBa Poccuiickoit @enepannu
ot 30 Hos10ps1 2024 r. N 1684
"O0 yrBep:kaenuu [IpaBui rocygapcTBeHHOM
perucTpanuv MeAMUUHCKUAX n3aeani"

[IpaButensctBo Poccuiickoit ®enepaunu [IOCTAHOBJISAET:
1. YTBepauth npunaraemele [IpaBuia rocyaapcTBEHHONW PErUCTPALNY MEAUIIMHCKUX U3JIETHH.

2. T'ocynapcTBeHHass perucTpanus MEAUIMHCKUX U3JENHi, B TOM YHCIE TOCYyIdapCTBEHHAas
perucTpanusi MEAWIMHCKUX W3S C HU3KOM CTENEeHbI0 MOTCHIIMAIBHOTO PHUCKA UX
NPUMEHEHHUS, B OTHOIICHUHM KOTOPHIX YCTAHOBIIEHBI OCOOCHHOCTH TOCYJapCTBEHHOMN
pEerucTpalyy, BHECEHUE U3MEHEHHI B JIOKYMEHTHI, COJICPKAIIUECS B PETUCTPAIIMOHHBIX OCHE
Ha MEIUIIMHCKUE W3JIeJIHs, 3asBIIEHUSI O KOTOPHIX MpeacTaBieHbl B denepalbHyl0 CIyK0y MO
Ha/A30py B cdepe 37paBOOXpaHEHMs A0 JIHSA BCTYIUICHUS B CHIIy HACTOSILETO MOCTAHOBIICHUS,
OCYIIECTBIIIIOTCS B COOTBETCTBUHM C TPeOOBAHHMSIMH MPABUJI TOCYNAPCTBEHHOW PETHUCTPALUU
MEIUIIMHCKUX W3JENUN, JACHUCTBOBABIIMX [JIO JHS BCTYIUIEHHS B CHJIY HAaCTOSIIETO
MOCTaHOBJICHHUS.

PeructpainimoHHble yJOCTOBEpEHHs, BBIJAHHBIE HA MEIWUIHMHCKUE HW3JCNNs, MNpOIIeaIne
rOCyJJapCTBEHHYIO PErHMCTpPAlMI0 HA OCHOBAaHUU 3asBICHUS, MpEACTaBIeHHOTO B DenepalibHyIo
ciyx0y mo Hagzopy B cdepe 3apaBooxpaHeHHs A0 AHS BCTymieHuss B cuiny [lpasu,
YTBEPKJACHHBIX HACTOSIIINM MOCTAHOBJICHUEM, JICUCTBYIOT O BHECEHUS U3MEHEHHUM B CBEJICHUS,
coZiepXKallecss B PEeCTPOBOM 3alMCH TOCYAAPCTBEHHOIO peecTpa MEAULMHCKUX H3AEIUd U
OopraHm3anuil (MHIUBUAYATbHBIX MPEANPUHUMATENCH), OCYIIESCTBISIONINX MPOU3BOACTBO U
M3rOTOBJICHHE MEIUIIMHCKUX U3EIHI.

3. MeauuuHCKHE  OpraHu3alM, COOTBETCTBYIOLIME TpPEOOBaHUAM K  MEIUIIMHCKUM
OpraHu3anusaM, IPOBOIALIINM KIMHUYECKAE NCIIBITAHUS MEIUIMHCKUX U3/IEIUH, YTBEPKIACHHBIM
B YCTAaHOBJICHHOM IMOpSAJKE, W IOJTBEPAMBIINE Takoe cooTBeTcTBue A0 1 mapra 2025 r.,
yBenomisitoT PeznepalibHylo Ciy:k0y MO Haa3opy B cepe 3ApaBOOXpPaHEHUS IOCPEACTBOM
HaImpaBJICHUs MUChMa B aapec ykazanHo CiryxObl (Ha OyMa)KHOM HOCHUTENE HETIOCPEICTBEHHO,
WIA 3aKa3HbIM MOYTOBBIM OTIPABJIEHMEM C YBEAOMIIEHHEM O BpYydYeHHM, HIU B (opme
AIIEKTPOHHOTO TOKYMEHTA, IOANMCAHHOTO YCHUJICHHOW KBadHM(PUIMPOBAHHON SJIEKTPOHHOU
HOJNKMCHI0O WIN YCWIEHHONM HEKBAJU(PHUIUPOBAHHOW 3JEKTPOHHOM MNOINKMCHIO, CepTH(UKAT
KJIF0Ya TPOBEPKH KOTOPOH CO3MaH M HCHOJB3YeTCs B HMH(MPACTPyKType, OoOecreunBaronien
UH(POPMALIMOHHO-TEXHOJIOTHYECKOE B3aMMOJCICTBHE MH(POPMALIMOHHBIX CHUCTEM,
UCIOJB3YEMBIX U MPEAOCTaBICHHUS] TOCYJApPCTBEHHBIX M MYHULUIAIbHBIX YCIYr B
3NeKTpoHHOU popme, B ycraHoBiIeHHOM [IpaButensctBom Poccuiickoii denepanuu nopsake, Ha
ANIEKTPOHHBIN anpec DexepanbHON cayx)O0bl MO Ham30py B chepe 3apaBooxpaneHus) ao |1
ceHTs10pst 2025 r. 0 COOTBETCTBUH TPeOOBAHUSM, YCTAaHOBICHHBIM MOJAMYHKTOM "e" MyHKTa 6 U
() moamynkToM "a" myHkTa 7 [IpaBun, yTBEpKICHHBIX HACTOSIIIUM ITOCTAHOBJICHUEM.

4. IlpusHath yTpaTuBIIMMH cuily akThl [IpaBurensctBa Poccuiickoil @enepanuu mo nepeyHio
COTJIACHO MPUIIOKECHMUIO.



5. YTBepauTh npuiiaraeMble U3MEHEHUs, KOTOPBIE BHOCATCS B akThl [IpaButenscTBa Poccuiickon
denepauuu.

6. Peanuzamus  NOJHOMOYMH,  NPEAYCMOTPEHHBIX  HACTOSIIUM  I[OCTAHOBJICHUEM,
ocyiecTBisiercs: DenepanbHON CiTy:)KO00H MO Hax30py B chepe 31paBOOXpaHEHHS B Hperenax
ycraHoBieHHO [IpaBurenbctBoM Poccuiickoit @enepanuu NpeneabHOW YHUCICHHOCTH €€
pabOTHHKOB, a TaKke OIOKETHBIX aCCUTHOBAHUH, peaycMoTpeHHbIX DenepanbHoii ciyxoe mo
Ha/a30py B cdepe 3ApaBOOXpaHEHUs] Ha PyKOBOJACTBO U YIIPaBJEHHE B c(hepe yCTaHOBICHHBIX

GyHKIMIA.

7. Hacrosiiiee mocTaHoOBIEHHE BCTyIaeT B cuiay ¢ 1 Mapta 2025 1., 32 HCKJIIOUEHUEM MTOANTYHKTA
"e" mynkra 137 IlpaBui, yTBEpKIEHHBIX HACTOSLIUM IOCTAHOBJIEHUEM, KOTOPBIM BCTYNaeT B
cuity ¢ 1 cenrsaops 2025 .

[Tynxtel 1, 2 u 6 HacTosAmero nocTaHoBiueHUs u IlpaBuna, yTBEp)KICHHBIC HACTOSIIUM
MOCTaHOBJICHHEM, NEUCTBYIOT A0 31 nexaOps 2026 r., 3a uckitoueHueM myHkToB 63, 87 u 101
ykazaHHbIX [IpaBui, koTopslie neiictBytoT 1o 31 gexabpst 2025 r.

IIpencenareins [IpaBurenscTBa
Poccuiickoit ®enepanuu
M.Mumyctus



Y TBEpKICHBI

nocraHoBjeHueM [IpaButenscTBa
Poccniickoit denepanun

otT 30 Hos1iOpst 2024 1. N 1684

TIPABUJIA TOCYJIAPCTBEHHOI PETUCTPALIMU MEJIMLIMHCKUX W3JIEJINN

1. OOmue 100K EHNUA

1. Hacrtosammue IlpaBuna ycTaHaBIMBAIOT MOPSAOK TOCYJApCTBEHHOHW  PETUCTpaluu
MEIUIIMHCKUX HW3AENUN, TOoAJexalmx oOpaleHuto Ha Tepputopur Poccuiickoit deneparnuu
(manee - MEIMIIMHCKUE U3/ICTIHSA).

2. T'ocynapCTBEHHOM perucTpanuy MoJJIeKaT J0Oble MHCTPYMEHTHI, ammaparbl, NpHOOpHI,
00opya0BaHKe, MaTEPUAIIbl U IPOUYUE U3AENNS, IPUMEHSIEMbIE B MEUIIMHCKUX 1IEJIAX OTAEIBHO
WIM B COYETAaHWU MeEXAy coOOi, a Takke BMecTe C JPYIMMH [PUHAJIEKHOCTIMH,
HEOOXOJUMBIMHU JJIsl IPUMEHEHUS YKa3aHHbIX M3JeINN 10 Ha3HAYEHMIO, BKIIIOYas CIELHaIbHOE
IporpaMMHOE oOOecliedeHue, M IpeJHa3HaueHHble NPOM3BOJAUTENEM (M3TOTOBUTENEM) IS
NpOQUIAKTUKH, JUATHOCTHKH, JICUYCHHS W MEIWIHUHCKOW peadmmuTanuu  3a00JIeBaHUIA,
MOHMTOPHMHIA COCTOSIHUSI OpraHM3Ma 4YeJIOBEKa, IMPOBEACHUS MEIUUMHCKUX HCCIIECIOBAHUM,
BOCCTAaHOBJICHHS, 3aMEIIECHUs, N3MEHEHHUS aHATOMHUYECKOH CTPYKTYpHl WIN (U3NOJIOTHUECKUX
(GyHKUMH oOpraHuM3Ma, MPEJOTBpALEHHs WU NpepbIBaHUs OEepeMEHHOCTH, (YHKIHMOHAIbHOE
Ha3Ha4YeHHE KOTOPBIX HE peanusyercs MyTeM (papMakoIOruueckoro, MMMYHOJOTHYECKOIO,
TeHETUYECKOT0 WM METabO0JIMYeCKOT0 BO3ICHCTBUS HAa OPTraHU3M YelIOBeKa.

Ha Ttepputropun Poccuiickoit @®enepaunu He PErUCTPUPYIOTCS MEAULUHCKHE H3AEus,
yKa3aHHbIE B yacTH 5 ctathh 38 PenepanbHOro 3akoHa "O0 0CHOBAaX OXpaHBI 37I0POBbS TPaKIaH
B Poccuiickoit ®denepanun’.

3. T'ocygapcTBeHHasi perucTpanys MEIUUMHCKUX W3Jeaui ocyulectBisgeTcs dDenepanbHOU
ciryx00¥ 1o Ha30py B chepe 3apaBooXpaHeHUS ([aliee - pETUCTPUPYIOIIANA OpTaH).

4. B Hacrosmux IIpaBunax ncnob3yroTcs CeIyIOe OCHOBHBIE IOHATH:

"0e30MacHOCTh MEIUIIMHCKUX H3JACIUU" - OTCYTCTBHE HEIOIYCTUMOTO PHCKA, CBS3aHHOTO C
MPUYMHEHUEM BpEa KU3HH, 3J0POBBIO UETIOBEKA U OKPYIKAIOIICH cpefie;

"mokaszaTellbHble MaTepuaabl MPOU3BOAUTENST (M3TOTOBUTENS) MEIUIMHCKOrO wu3nenus’ -
JIOKa3aTelIbHbIe MaTepuajibl (JIOKYMEHTBI) TPOW3BOAMUTEINS (M3TOTOBUTENS) MEIUITMHCKOTO
U3JICNHS WM WHOW OpraHu3allid, COJIEpIKalie Pe3yIbTaThl UCTIHITAHUHN B IENSIX OMpPEICIICHUs
KayecTBa U 0€30MaCHOCTH MEIULIMHCKOTO U3/I€JIHs, COOTBETCTBHS €T0 XapaKTePUCTHUK (CBOWMCTB)
TpeOOBaHUSM HOPMATUBHOW JTOKyMEHTAIIMH, TEXHHYECKON U IKCIUTYaTaIlHOHHOW TOKYMEHTAIIMH
MPOU3BOAUTENS (M3rOTOBUTENSA) W (WJIM) MCCICTOBAHUN C IICJIBIO OIEHKH OMOJOTHYECKOU
0€30MacCHOCTH MEIUIIMHCKOTO W3JENus, a TakkKe OOOCHOBAaHUE BBIOPAHHBIX METOJIOB, HX
BaJIMJIHOCTH, TIO3BOJISIIONINE OLEHUTh NPHUMEHSEMble MeTOoAbl (METOIWKH) U IepeueHb
UCTIOJIb3YEMOT0 HCITBITATEILHOTO 000Dy IOBAHHSI,



"3asBUTENB" - MPOU3BOAUTEND (M3rOTOBUTENH) MEAUIIMHCKOTO U3ENUs WU yIOJIHOMOYEHHBIH
MPEACTaBUTEND MPOU3BOAUTENS (M3TOTOBUTEIIA);

"eINHBIN JIMYHBIA KaOWHET 3agABUTENA" - IMOACUCTEMA €IMHOIO JAYHOrO KaOWMHETa 3asiBUTEII B
benepanpHOU roCyIapCTBEHHOM nH(OPMAIMOHHON cucreme "Enunbiit opTa
TOCYAapCTBEHHBIX M MyHUIIUNAIBHBIX YCIyT (QYyHKITHI)";

"eMTUHBIN JUYHBIA KaOWMHET MEAMIIMHCKOW oOpraHu3aiuu’ - TOJCHCTEMa EIWHOTO JIMYHOTO
KaOMHeTa MEIMUIMHCKOW OpraHM3aluu B (elnepaibHOil ToCyJapCTBEHHOM HH(POPMALMOHHON
cucteme "EnuHBIN mopTan rocyJapcTBEHHBIX U MYHULIUMIATBHBIX YCIYT (QyHKIUN)";

"Ka4eCcTBO MEIUIIMHCKOTO U3JIEeTus" - COBOKYITHOCTh CBOMCTB U XapaKTEPUCTUK MEIUIIMHCKOTO
U3JIENNsl, BIMSIIONIMX Ha €ro CIOCOOHOCTh [€HCTBOBaTh IO HA3HAYEHHUIO MPHU YCIOBUHU
COOTBETCTBUSI TPEOOBAHUSIM HOPMATHUBHOM JOKYMEHTAIIUU, TEXHHUYECKOW M IKCILTyaTallHOHHON
JOKYMEHTAIlMU Tpou3BoauTens (u3rotoBurens). [log HazHauyeHHMEM MEAMIIMHCKOTO H3IENus
MOHUMAETCSl PEIICHUE MPOU3BOIUTENS (M3TOTOBUTENSI) B OTHOIICHUU IIEJIEBOTO MCIOJIb30BaHUS
MEAUIIMHCKOTO W3JIENHsI, OCHOBAHHOE Ha €ro crneuu(uyecKux CBOWCTBAX, 00eCMEUMBAIOIIMX
JNOCTIDKCHHE el MEIUIIMHCKOTO TPUMEHEHMs, W OTPAKCHHOE B TEXHUYECKOU U
AKCIUTyaTallMOHHOW TOKYMEHTALMK TPOU3BOAUTEINS (M3TOTOBUTES);

"KIMHUYECKUE HWCMBITaHUA" - pa3paboTaHHOE W  3aIUIAHUPOBAHHOE CHCTEMATHYECKOE
UCCIIEIOBaHNE, MPEINPUHITOE B TOM YHCIE C y4acTHEM 4YelIOBeKa B KadecTBe CyOBeKTa, s
OILIEHKH 0e30macHOCTH U 3PPEKTUBHOCTH MEIUITMHCKOTO U3/IETIHS;

"Mozenb (Mapka) MEIUIIMHCKOTO H3AENus" - BapUaHT HMCIOJHEHUS MEIUIMHCKOTO H3JEeNHs,
XapaKTEePU3YIOLIUNUCS ONPEACIICHHBIMA KOHCTPYKTUBHO-TEXHOJOTUUECKUMHU PELICHUSIMH U
KOHKPETHBIMU 3HAYCHHMSIMU TIOKa3aTeJIel ero 1eeBoro ((hyHKIMOHATLHOTO) Ha3HAYCHNS,

"HOpMaTHBHAsI JOKyMEHTAlHs" - JOKYMEHT, pETrJaMEeHTUPYIOINH TpeOoBaHMs 0€30macHOCTH,
Ka4yecTBa, a TakkKe MpeanosaraeMyro 3¢G(eKTUBHOCTh IPEIyCMOTPEHHOIO INPUMEHEHUs U
METOJIbl KOHTpPOJSI COOTBETCTBHS MEIUIMHCKOrOo wu3aenusi 3TuM TpeboBaHusiM. CocraB
CBEJICHUM, YKa3bplBAEMbIX B HOPMATHBHON [OKYMEHTALIUH, YTBEPKIACTCS PETUCTPUPYIOIIHUM
OpraHoMm;

"IIPUHAUIEKHOCTD" - W3JENNE, HE SBIAIOLIEECS MEAUIMHCKUM H3JEJINEM, ONPEAEIEHHOE €ro
IPOM3BOJUTENEM JUIsl COBMECTHOI'O NPUMEHEHHUSI C OAHUM MM HECKOJIBKMMU MEIUIUHCKUMHU
U3JICIUSIMU [TPU UCTIONIb30BAHUM B COOTBETCTBUU C UX HA3HAUEHHUEM;

"OpOM3BOUTENb  (M3rOTOBUTENb) MEIUIMHCKOTO UM3Jenus" IOpUIUYECKOe JIMIO WU
3aperuCTPUPOBAaHHOE B KAuyeCTBE HMHAMBUIYaAJIbHOTO IMpeANpUHUMATENs (QU3NYECKOe JIULO,
OTBETCTBEHHBIE 3a pa3padOTKy M H3TOTOBICHHWE MEIUIIMHCKOTO W3CNUs, JENAIOue €ro
JOCTYIHBIM JUIsl MCHIOJIb30BaHUSI OT CBOEr0 MMEHM HE3aBUCUMO OT TOT0, pa3paboTaHO M (WJIH)
M3TOTOBJICHO MEIUIIMHCKOE U3/IEJTUE STHM JIUIIOM HJIH OT €r0 UMEHH JPYTUM JHIOM (JIMIIAMU), 1
HECyIIHe OTBETCTBEHHOCTh 3a O€30MacHOCTh, KAdeCTBO M APPEKTHBHOCTh MEAUIIUHCKOTO
WU3JCINs;

"MpOM3BOACTBEHHAss  IUIOHIagKa" - TEPPUTOPHUATBLHO 000c00IeHHBII KOMIUIEKC,
npenHa3HaquH1>1171 AJId BBIITOJIHCHHA BCCrO IIpoLecCa MPOU3BOACTBA MCAUIIMHCKOI'O H3ACIIUA

HJIN €10 OMMPCACIICHHBIX CTaui.

Ilon ONPCACIICHHBIMU CTaJUSAMHU MTPOU3BOACTBCHHOI'O ITPpOL[ECCa IOHNMAIOTCH:



U3TOTOBJIEHUE BCEr0 MEAMIMHCKOIO HM3JENNsS WIH €ro OCHOBHBIX OJIOKOB, KPOME OCHOBHBIX
0JIOKOB, SBISIOMIMXCS MEIUIMHCKMMHU H3JIENUAMH, 3apPETHCTPUPOBAHHBIMU B YCTaHOBJIEHHOM
nopsiike Ha Ttepputopuu Poccuiickoit ®Denepanuu, B TEPPUTOPUAIBHO 000COOJICHHBIX
KOMILIEKCaX, BXOISIIMX B OPraHU3allMOHHYIO CTPYKTYpPY MpPOU3BOAMTENS (M3TOTOBUTEINS)
MEIULIMHCKOTO U3J1ETIHS;

W3rOTOBJICHHE 110 JOrOBOpaM C€O CTOPOHHUM Mpou3BoAUTENEM (TIOIPSTUMKOM) BCETO
MEJUIIMHCKOTO M3JEHsl WIH €r0 OCHOBHBIX OJIOKOB, KPOME OCHOBHBIX OJIOKOB, SIBJISIOIIUXCS
MEIUIMHCKUMHU U3JIEIIUSIMU, 3aPETUCTPUPOBAHHBIMU B YCTAHOBIICHHOM IOPSJIKE HA TEPPUTOPHUHU
Poccuiickoit ®enepanuu;

CTEpUIN3alUsl MEOUIMHCKOro u3Aenus (Ans MEOULMHCKUX HW3JEIuil, BBITYCKAaeMbIX B
CTEpUIIbHOM BHJIE);

MapKUPOBKa MEIUIIMHCKOTO u3JAenus (MpU OCYIIECTBICHHH MAapKUPOBKH MPOU3BOJUTEIIEM
(M3roTOBUTEIIEM ) METUITUHCKOTO M3CIIHS).

[Mox ocHOBHBIMEH OJOKaMH TOHMMAIOTCS H3JENUs, KPOME 3alacHbIX YacTed MEIMIIMHCKOTO
W3MIeNUs, BBITyCKaeMble B  OOpalieHWe OT WMEHU MPOU3BOAUTENS  (M3TOTOBUTEIIS)
PETUCTPUPYEMOTO METULIMHCKOTO U3/IEeNHUs, MEXaHUYECKH HE CBA3AaHHBIE C JPYTUMU OCHOBHBIMHU
0JIOKAaMU MEIMIIMHCKOTO W3S TP MOCTAaBKE MEIUIIMHCKOTO H3JEIHS M 00CCIeUHBAIONINE
(GYHKIIMOHUPOBAHUE METUITMHCKOTO U3EIIHUSI B COOTBETCTBUH C HA3HAUCHUEM.

[Ipon3BOACTBEHHON IUIOINAAKOM MEOUUMHCKUX M3ACJIUA HE MOTYT SBJSATHCA 3/IaHMHE,
COOpY>KE€HHE, MOMEIIECHNE C HA3HAYCHHEM 'KIIoe'";

"perucTpalioHHOe J0Chbe" - KOMIUIEKT JOKYMEHTOB, IIPEACTaBISEMBbI 3asBUTEIEM JUIS
TrOCyJAApCTBEHHOW PETUCTPAllUd MEAMLMHCKOIO M3JENINs, BHECEHUS W3MEHEHMM B Takue
JIOKYMEHTBI, OTMEHBI T'OCYJapCTBEHHON PETUCTPAllMU MEIUIIMHCKOTO M3JENUs, a TaKKe KOMUU
peLICHUH, NPUHATHIX PETUCTPUPYIOIIMM OpraHoM U (¢eaepaabHbIM T'OCYJapCTBEHHBIM
OIO)KETHBIM YUPEKICHUEM, HaXOASIIMMCSA B BEICHUM PETUCTPUPYIOIIErO OpraHa (naiee -
HKCIEPTHOE YUPEKIAECHHE), B OTHOILIEHUU KOHKPETHOTO MEIULIMHCKOTO U3/IEIINS;

"perucTpalMOHHBI HOMEP MEIMIIMHCKOTO M3Ieius" - KOJIOBOE 0003HAYEHUE, MPHUCBANBAEMOE
MEIULUHCKOMY U3IENHIO IIPU €r0 I'OCYIapCTBEHHON PEruCTPaliy, 0 KOTOPEIM OHO BHOCUTCS
B TOCYJAapCTBEHHBIH pEECTp MEIUIMHCKUX W3JEIUNd W OpraHu3anuid (MHIWBHIYaIbHBIX
npeAnpUHUMATEIIe), OCYIIECTRISIONIMNX TPOU3BOJACTBO U U3TOTOBJICHUE MEAUIIMHCKUX U3EIUN
(mamee - TOCYIApCTBEHHBIN peecTp), M COXpPaHAEMOE HEW3MEHHBIM TMpU OOpalieHUun
MEIUIIUHCKOI'O N3ICIIHS;

"TeXHU4YeCKas JOKyMEHTAlHs MPOU3BOAUTENS (M3TOTOBUTENS) MEAMIMHCKOTO wu3aenus’ -
JOKYMEHT (TOKyMEHTBI), PErIaMEHTUPYIOIUNA KOHCTPYKIMIO MEIUIIMHCKOTO  M3CIIHs,
YCTaHABIIMBAIOIINN TEXHUYECKUE TPEOOBaHUS W COJECpKAIIMA JaHHBIC AJII €ro pa3paboTKH,
MPOU3BOJACTBA, TMPUMEHEHHUS, OKCIUTyaTallMd, TEXHUYECKOrOo OOCIyKHUBaHUS, PEMOHTA,
YTUIN3ALUUU WU YHUUTOXKEHUS;

"TeXHHUYECKUE HCHBITAHUS MEIUIMHCKOTO W3MeNus" - HCHBITAaHUS C LEJIbI0 OMNpeacsICHUs
KayecTBa U 0€30MACHOCTH MEIUIIMHCKOTO U3/IeTIHS, COOTBETCTBHSI €T0 XapaKTePUCTHK (CBOWCTB)
TpeOOBaHUSIM HOPMATUBHOMN JOKYMEHTAIINU, TEXHUICCKON M IKCIUTyaTaIlMOHHOW JTOKYMEHTAIHI
HpOI/ISBOI[I/ITeJISI (I/IBF OTOBI/ITGHH) )41 HpI/IHSITI/IH HOCJIG,Z[YIOH_IGI‘O peH_IeHI/ISI O BO3MOXHOCTHU
MPOBEICHUS KIWHUYECKUX HWCIBITAaHUHM, TPOBEICHHBIE B aKKPEAWTOBAHHOW B HAIIMOHAJIBHON



CHUCTEME AaKKpeIWUTAllMd WCHbITaTeIbHON JabopaTopuu (LIEHTpE) € y4yeToM oO0JacTu ee
AKKpeTUTAIIHH;

"TOKCHKOJIOTHYECKHE HUCCIEIOBAHNS MEIUIIMHCKOTO U3IEIUA" HMCCIEeOOBAaHUA B IEIAX OICHKU
6I/IOJIOF I/I‘IGCKOI\/JI 6630HaCHOCTI/I MCIUIIUMHCKOI'O U3CIUA U HpI/IH}ITI/IH HOCHQI[YIOH.[QFO peI_HeHI/ISI [0)
BO3MOKHOCTH TPOBEJCHUS KIMHUYECKUX HCIBITAHWM, MPOBEACHHBIC B AKKPEIUTOBAHHOW B
HAI[MOHAJILHOW CHCTEME aKKPeIUTAIMH HUCHBITATENbHON Nabopatopuu (LIEHTpE) C Y4YETOM
o0JacTu ee aKKpeaUTallluu;

"YIIOJITHOMOYECHHBIN MPEICTABUTEIh MPOU3BOIUTENS (M3TOTOBUTEISA) MEIUIIMHCKOTO M3aenus’ -
IOPUAMYECKOE JINLIO WIN 3aPETUCTPUPOBAHHOE B KAUECTBE MHAMBUAYAIBHOIO NIPEATNPUHUMATENS
¢uznueckoe nuUIO, sABIAOLIMECT pe3uaeHTamMu Poccuiickoit Penepanuu, yHnoJIHOMOYEHHbIE
OPOM3BOJUTENEM (M3rOTOBUTENIEM) MEIUIIMHCKOTO H3JENUs MPEACTaBIsATh €ro MHTEPEechl IO
BOTIPOCaM OOpaleHusi MEAUIMHCKOTO U3AeNus Ha Tepputopun Poccuiickoit @exepannu, B TOM
YUCJIE 0 BOIIPOCAM MPOLEAYP OLICHKUA COOTBETCTBUS U TOCYAApPCTBEHHOW PErUCTPALIVH;

"9KCIUTyaTallMOHHAs JOKYMEHTAIUS MPOU3BOAUTENS (M3TOTOBUTEINS) MEAUIIMHCKOTO M3Ienus" -
JIOKYMEHT (IJOKYMEHTBI), MPeHA3HAYCHHBIN ISl 03HAKOMJICHHUS OTPEOUTENSI ¢ KOHCTPYKIIMEH
MEIUIMHCKOTO  W3JENus, PpErNIAMEHTHPYIOIIMKA  YCIOBUS M IIpaBWja  SKCIUIyaTaluu
(Mconp30BaHUE TIO HA3HAYEHUIO, TEXHUYECKOE 00CITyKMBAaHWE, TEKYIIUNH PEMOHT, XpaHECHUE U
TPAHCTIOPTUPOBKA), TAPAHTUPOBAHHBIE MPOU3BOJUTENEM (M3TOTOBUTENIEM) 3HAUYCHUSI OCHOBHBIX
napamMeTpoOB, XapaKTEPUCTUK (CBOWCTB) MEIUIIMHCKOTO W3/IEIHUs, TaApaHTUIHBIE 00513aTEeIHCTBA, a
TaK)Ke CBEJICHUS O €ro YTUIN3alUK UM YHUUTOXKEHUH;

"3JEKTPOHHBIA KAaOWMHET 3asBUTENSA" - CEPBUC B aBTOMATHU3MPOBAHHOW WH(OPMAIMOHHOMN
CHUCTEME PETUCTPHUPYIOMIET0 oOpraHa B HH(DOPMAIMOHHO-TEICKOMMYHHUKAIIMOHHON CETH
"Unrepuer" (mamee - cerb "MHTepHET"), MO3BOJIIONIMI 3asBHUTEIIO IIOCJIE IMPOXOXKICHUS
npoleaypsl UACHTUDUKAIME U  AyTeHTU(UKANMKA OCYUISCTBIIATH B3aMMOJCHCTBHE C
PErUCTPUPYIOIIMM OpPraHoM, a TaKXe MOJYyYHUTh JOCTYNl K CBEACHUSIM U JOKyMEHTaM,
COJICpXKAIIUMCSI B PETUCTPAIIMOHHOM JIOChE, B CIydasX, MNPEAYyCMOTPEHHBIX HACTOSLIUMU
IIpaBunamu;

"3IEKTPOHHBIA 00pa3 JOKyMeHTa" - JTOKYMEHT Ha OyMa)XHOM HOCHTENE, NMPeoOpa3OBaHHEIN B
AIIEKTPOHHYIO (DOPMY ITyTEM CKaHWPOBAHUS C COXPAHEHHUEM €T0 PEKBU3UTOB;

"3(0PeKTUBHOCTD METUIIMHCKOTO  W3AeNuA" - CHOCOOHOCTh  MEIUIIMHCKOTO — HM3JEIHS
COOTBETCTBOBATh  HA3HAYEHUIO, YCTAHOBICHHOMY  TIPOU3BOAMTENEM  (M3TOTOBUTEIEM).
O(GPEKTUBHOCTh  MEAMIIMHCKOTO  HW3JICIMs  IMOATBEPXKAACTCA TMPAKTHKOW  KIMHHYECKOTO
HpI/IMeHeHI/Iﬂ, B TOM YUCJIC KIMHUNYCCKUMU HUCIIBITAHUAMU.

5. T'ocymapcTBeHHasi perucTpanusi MEeIUIUHCKUX H3AETHi, moaTBepxkaeHue 3(h(eKTuBHOCTH
KOTOPBIX TpeOyeT MpPOBEAEHUS KIMHUYECKUX UCHBITAHUN C y4yacTHEM YelIOBeKa M IOIydeHHUs
pa3pelieHuss PEruCTPUPYIOUIET0 OpraHa Ha IMPOBEACHHE KIMHUYECKUX  MCIBITAaHWM,
OCYILIECTBIIIETCA B COOTBETCTBUHU € MMyHKTaMH 63 - 86 Hactosamux [IpaBun.

locynapcTBeHHast peructpanusi MEIWLMHCKUX M3IENIUN, NOATBEpKIeHHE 3(PeKkTUBHOCTU
KOTOPbIX He TpeOyeT MNpOBEIeHHUsS KIMHUYECKMX MCIBITAHUM C y4YacTHeM dYeJOoBEeKa WU
MOJlyYEHUsl pa3pellieHUus PETUCTPUPYIOLIET0 OpraHa Ha TMPOBEAECHUE TaKUX KIMHUYECKUX
UCIIBITAHUH, OCYILECTBIISIETCS B COOTBETCTBUU ¢ IMyHKTaMHu 87 - 100 HacTosumx [Ipasui.

BHecenne u3MeHeHHMH B JIOKYMEHTBI, COJEp’KalllMecss B  PETUCTPALMOHHOM  JIOChE,
OCYUIECTBIIIETCS B COOTBETCTBMM C IyHKTamu 112 - 118 nHacrosmumx IlpaBwi B oTHoOIIEHHMH



U3MCHCHUH, HE TpeOyIOMMX TPOBEACHHUS OKCIIEPTU3bl KadecTBa, J(PPEKTUBHOCTH U
0€30MacHOCTH MEAMIIMHCKOTO M3JENUs, U B COOTBETCTBHM C myHKTamu 120 - 133 Hacrosmmx
[IpaBum B OTHOIIEHMM W3MEHEHHH, TpeOYIOMUX TMPOBEIACHUS OSKCIEPTH3bl KauecTBa,
3¢ (HEeKTUBHOCTH B 0€30MTACHOCTH MEIUIIMHCKOTO U3/CIH.

BHecenne wu3MeHeHUN B JIOKYMEHTBHI, COJEpXKAIUeCs B PETUCTPAIMOHHOM JIOChe, Ha
nporpaMMHOE OOecliedyeHre ¢ TPUMEHEHUEM TEXHOJOTUH WMCKYCCTBEHHOTO WHTEIICKTA,
SABJISIONICECS MEAUIIMHCKUM U3IEJIUEM, OCYILIECTBIISIETCS B COOTBETCTBUM C TyHKTamu 112 - 118,
i 120 - 133, wim 135 u 136 nactosimux [Tpasu.

l'ocynapcTBeHHas perucTpanus MEAULUHCKUX U3EIUN IPOBOJAUTCS HA OCHOBAHUM PE3YJITATOB
TEXHUYECKUX MCIBITAHUM, TOKCHKOJIOTMYECKUX HCCICAOBAaHUM, KIMHUYECKUX MCIBITAHWM,
NpPEACTaBIAIOIMNX €000 (OPMBI OIEHKM COOTBETCTBHS MEAMLIMHCKUX H3JEIUN C y4eToM
KJIaccu(UKaui B 3aBUCHMOCTH OT IMOTEHIIMAILHOTO PUCKA WX MPUMEHEHHS, HHCIICKTHPOBAHUS
IOPOM3BOJCTBA, AaHAIM3a JOKA3aTENbHBIX MaTepUaloB MPOMU3BOAUTENS  (M3TOTOBUTEIS)
MEIUIUHCKOTO U3JIENNs, IKCTIEPTH3BI KauecTBa, 3P(PEKTUBHOCTH M 6€30IMaCHOCTH MEAMIIMHCKUX
U3/IeNuil ¢ y4eToM KiacCU(PUKaLUU B 3aBUCUMOCTH OT MOTEHIMAIbHOTO PUCKA UX MPUMEHEHHUS,
a TaKXKe MHCIbITAHUM B LENAX YTBEPKACHUS THIA CPEICTB M3MEPEHUH (B OTHOIICHUU
MEIUIUHCKUX W3/€IMi, OTHOCSIIMXCS K CPEICTBaM HM3MEpEHHH B cdepe rocyaapcTBEHHOIO
peryiaupoBaHusi 0OeCHe4YeHHs €IUHCTBA W3MEPEHMM, I1epeuYeHb KOTOPBbIX YTBEP)KIAeTCs
MunucrepcTBOM 31paBooxpaneHus Poccuiickoit @enepannn).

6. KnnHnyeckne MCTbITaHUS METUIIMHCKUX M3JENUN (32 UCKIIOYEHHEM MEIUIMHCKUX W3JeIni
JUIS TMAaTHOCTUKU 1IN Vitro) TMPOBOAATCS B MEIUIIMHCKUX OPTaHU3alMAX, OTBEYAIOIINX
CJIEIYIOUINM TPEOOBaHUSM:

a) HaJM4ue JIMIEH3UU Ha OCYLIECTBICHHWE MEAMLUHCKOW IEATEIbHOCTH C yKa3aHUEM IepeyHs
paboT (yciyr), COCTaBISAIONIMX MEAUIUHCKYIO AEATEIbHOCT, UCXOs U3 Ha3HAUCHHS 1 O0JIACTH
NPUMEHEHUS MEIUIIUHCKUX U3/EIH1i, B OTHOLIEHUH KOTOPBIX MPOBOATCS UCTIBITAHHUS;

0) HaM4Ke B yCTaBe MEAMLIMHCKOW OpraHU3aliy CIeIyOIUX BUAOB A€ATEIbHOCTH:

HayyHas (Hay4HO-UCCIIE0BATEIbCKAs) NEATEIbHOCTD;

IPOBEJCHUE KIMHUYECKUX UCTIBITAHUNA MEIUIIMHCKUX U3JIEIHH;

B) HaJM4Ue OTJENEHUs (Manarhl) MHTEHCUBHOM Tepanuu ¥ peaHuMaiuu (B ciiyyae MpOoBEICHUs
KJIMHUYECKUX HCIBITAHUNA MEIUIIMHCKUX M3AEIUN C yYacTHEM 4YEJIOBEKa B KauecTBE CyObeKTa,
OTHOCSIIIMXCS K KJ1accaM 26 U 3 B 3aBUCUMOCTHU OT ITOTEHIIMAJIBLHOTO PUCKA IPUMEHEHU);

r) obecriedeHne 3amuThl KOH(GUIEHIMATbHON nHOopMamu;

) HaJu4Me CTaHAAPTHBIX OINEPalMOHHBIX MPOIENyp, PErIaMEHTUPYIOIUX MPOBEACHUE
KJIIMHAYECKHUX WCTIBITAHUN MEIUITMHCKUX U3/IETTUH, OXBATHIBAIOIINX B TOM YHCIIEC:

KBaJIM(PHUKAIIMOHHbIE TPeOOBAaHUS M 0OyUEeHHUE ITepCoHaa;
B3aUMO/ICHCTBHE C KOMUTETOM TIO 3THKE;
noy4eHre HHOOPMHUPOBAHHOTO COTJIACHS;

MOPAAOK NPOBCACHUSA KIMHUYICCKUX HCHBITaHHﬁ;



BCACHUEC U YUCT JOKYMCHTAIUN KIIMHUYCCKOTO UCIIBITAHUS,

IpOIEIYphl, CBSI3aHHBIE C CO3/JaHUEM W Bepuukanueil Habopa MAHHBIX ISl MPOBEICHHUS
KJIMHUYECKMX HCHBITAHUM TNPOrpaMMHOIO O0ECleYeHUs ¢ MNPUMEHEHHUEM TEXHOJIOIMH
HCKYCCTBEHHOTO MHTEJUICKTA, SIBJISIOLIETOCS MEIUIIMHCKAM H3JenueM (B ciydae MpOBEICHUS
TaKUX UCTBITAHUN);

e) obecrieueHHWE BHECEHHUS CBEACHHUNM O TMPOBEIACHHBIX MCIBITAHUSIX, BKIIOYAas CBEACHUS O
BBIJIAHHOM aKT€ OIICHKU pE3yJIbTaTOB KIMHUYECKUX HWCIBITAHUNA, B aBTOMAaTHU3UPOBAHHYIO
MHGOPMAIIMOHHYIO CHCTEMY pErHCTPHPYIOUIEr0o opraHa B TOpSAKE, YCTaHOBJICHHOM
PETUCTPUPYIOIIUM OPTaHOM;

’K) HaJau4uhe y CIEMUATMCTOB MEIUIMHCKONW OpraHu3alli, HEMOCPEACTBEHHO MPOBOISIINX
MpOLIEYPhl, CBSI3AHHBIC C KIMHHUYECKUMHU WCHBITAHUSMHU, WM TMPUHUMAIONINX PEIICHHUS,
CBSA3aHHBIE C KIMHUYECKUMHU HWCIBITAHUAMH, BBICIIETO MEAMIMHCKOTO OO0pa30BaHUA TIO
CIIEIUATILHOCTH B COOTBETCTBUM C OOJACTHIO MEIUIIMHCKOTO TMPUMEHEHHS MEIMIIMHCKOTO

U3CIHUA.

7. K MEOUUMHCKHM OpraHu3alusM, MTPOBOASIIUM KIMHUYECKUE MCIBITAHUS MEIUIIMHCKUX
W3JICITANA JUTSE TUATHOCTHKY 1N Vitro, MpeabsBISIOTCS CISAYIONNe TPEOOBAHNUS:

a) Hamu4Me JHMIEH3UM Ha OCYIIECTBICHHE MEIWIMHCKOW JESTeNbHOCTH IO JabopaTOpHOU
JTUArHOCTHUKE U KJIMHUYECKOH JJabOpaTOPHOM THarHOCTHKE;

0) HaJTMYMe B yCTaBE MEAUITMHCKON OpraHU3aI|K CICAYIONTUX BUIOB JIEATCIbHOCTH:
Hay4Has (HayYHO-UCCIIE0BATENIbCKAs) ACSITEIHHOCTD;

MIPOBEJICHUE KIMHUYECKUX UCIIBITAHUI MEAULIMHCKUX U3IETUM;

B) obecrieueHue 3auThl KOHQUICHINAIBHOM HHpOpMAaLNK;

I) Halu4Me CTaHJAPTHBIX OINEPAIMOHHBIX MPOLENYp, PETIAMEHTUPYIOIIUX TMPOBEACHUE
KJIMHAYECKHUX UCTIBITAHUN MEAUITUHCKUX U3/ICTTNH, OXBATHIBAIOIINX B TOM YHCIIEC:

KBaJM(PHUKAIIMOHHbIE TPEOOBAaHNUS M 00yUEHHUE MTepCOHAaa;

HOPSIIOK TIOBEPKH U KATMOPOBKU 000PYI0BaHUS;

HOPSIOK NPOBEJCHUS KIMHUYECKUX UCTIBITAHHIA;

BE/ICHHE U YUeT JOKYMEHTALNH KIMHNYECKUX UCTIBITaHNH;

1) obecrieueHUEe BHECEHUS CBEACHUI O MPOBEACHHBIX KIMHUYECKHX HCIBITAHUAX, BKIIOYAs
CBEJICHHS O BBIAHHOM aKTE€ OIEHKH PE3yJIbTaTOB KIMHWYECKUX HCIBITAHUH MEIMIIMHCKOTO
U37eNus A JAMAarHOCTHKHM in vitro, B aBTOMAaTH3MPOBAHHYI0 HH(POPMALMOHHYIO CHCTEMY
PETHCTPUPYIOIIETO OpTaHa B OPSAIKE, yCTAHOBIEHHOM PETHCTPUPYIOIIUM OPTaHOM;

€) HaJIMYMe y CIEHUAIMCTOB MEIUIMHCKOW OpraHW3alliH, HETOCPEICTBEHHO IPOBOISAIINX

nmpoucaypbl, CBSA3aHHBIC C KIIMHAYCCKUMU HUCHBITAHUAMU, HWIIN TPHUHUMAIOINUX PCIICHHUA,
CBA3aHHBIEC C KIMHUYCCKUMH HUCIBITAHUAMH, BBICHICIO MCIAHUIIMHCKOI'O O6p330BaHI/I$I o0



cpeaHero mpoeCCHOHATTFHOTO MEAUIIMHCKOTO 00pPa30BaHuUs MO CHEIHAIBLHOCTH B COOTBETCTBHU
C 00JTaCThIO METUITMHCKOTO MPUMEHEHHS METUITUHCKOTO U3CIHI.

8. YcraHOBIIEHHNE COOTBETCTBUS MEIUITMHCKONW OpraHU3aluy TpeOOBaHUSAM MyHKTOB 6 U (W) 7
HacTtosmmx [lpaBUn OCYLIECTBISIETCS PETUCTPUPYIOIIMM OPraHOM B LENSAX MpPU3HAHUS
KOMIIETEHTHOCTM MEJIMLHMHCKOM OpraHu3allud B IPOBEACHUM KIWHUYECKHX HCIIBITAHUN
MEAWIIMHCKUX H3ACIUHA 10 COOTBETCTBYIOIIEMY TNPOPWII0  MEIUIIMHCKOW  TOMOIIIH,
OKa3bIBAEMOM MEIULIMHCKONW OpraHU3alueH.

Peructpupyronmii opran OCyIIECTBISIET BeJCHHE IMEpeuHs MEAMIMHCKUX OpTaHU3aluid,
MPOBOJAIUX KIMHUYCCKUC UCTIBITAHUS, U pa3MCIIACT €ro Ha CBOCM O(l)I/ILII/IaHLHOM caliTe B CETH
"UnTepnet".

9. MeaunuHCKas OpTraHU3aNMs, IUIAHUPYIOMIAs IPOBOJUTh KIMHWUYECKHE HWCIBITAHUS
MEAWIMHCKUX W3JETHNi, TPEeACTaBIseT B PETHCTPUPYIONIMI OpraH ¢ HUCIOJIb30BaHUEM
denepanbHOH  TOCYNApCTBEHHOH  WHQPOpPMAIMOHHOW  cucteMbl  "EnmHBIA  moprtan
TOCYAapCTBEHHBIX U MYHUIUNANbHBIX ychyr (pyHKuuiA)" 3asBIeHHE O HAMEPEHHH TPOBOAUTH
KIIMHUYECKUE WCIBITAHUS MEAWIIMHCKUX W3JSIUA W JIOKyMEHTHI, yKa3aHHble B myHKTe 11
Hactosmux [IpaBwi, B QopMe 3JICKTPOHHBIX JIOKYMEHTOB WM JJIEKTPOHHBIX 00pa3oB
JIOKYMEHTOB, MOJNUCAHHBIX YCHJICHHON KBATH(DHUIIMPOBAHHON SJICKTPOHHOW TMOJIUCHIO WA
YCUJIGHHOW HEKBaTH(HUIIMPOBAHHOW SJIEKTPOHHOW MOAMHCHIO, CepTU(UKAT KIF0Ya MPOBEPKU
KOTOpPOW CO3JaH M HCIOJB3YeTCs B HH(PPACTPYKType, obOecmeduBaronieii nH(OOpPMAIMOHHO-
TEXHOJOTHYECKOe  B3auMOJAEHcTBUE WH(MOPMAIMOHHBIX  CHUCTEM, HCIONIB3YEeMbIX IS
MPEIOCTABIICHUST TOCYJAPCTBECHHBIX M MYHHIUMAIBHBIX YCIYT B DJJIGKTPOHHOH ¢dopme, B
yctanoBneHHOM [IpaBurensctBom Poccuiickoit ®denepanuu mopsiake (manee - 3asBICHHE O
NPOBEICHUH KIIMHUYECKUX UCTIBITAHUN ).

10. B 3asBaenuun o MMPOBCACHUHN KIIMHUYCCKHUX HCIIBITaHHUI YKa3bIBAIOTCA CIICAYIOIINEC CBCACHUA:

a) TIOJHOE W COKpalleHHOe (IpW HaJlW4M{) HAWMCHOBAaHUS, B TOM 4HcIe (UPMEHHOE
HAaUMCHOBAaHHE, OpTraHU3aIMOHHO-TIPaBOBas (opmMa MEAMIIMHCKOW OpraHW3allid, aapec MecTa
HaXOXJCHUSA, a Takke Homepa TelnedOHOB M ajpeca DIEKTPOHHON MOUTH MEAMIIMHCKOU
opraHu3aryu (Mpy HAJTUIHH);

0) PEKBU3UTHI JIMLIEH3UN HA MEAULIUHCKYIO JESTEbHOCTD;
B) HICHTU()MKAIMOHHBIA HOMEP HAJIOTOTUIATEIBININKA;

I') nepeueHb paboT (Yciayr) B COOTBETCTBHM C JIMLEH3UEH Ha OCYIIECTBICHHE MEIUIIMHCKOM
NeSITeNbHOCTH;

n) wuHopMamus O HaTMUMM (OTCYTCTBHM) aKKpEIWTAllMM B HAIMOHAIBHOW CHCTEME
aKKpEeJWTAIlMM B KA4eCTBE HCIBITATCIIbHONW Jlaboparopuu (IeHTpa) W (WIM) MEIUITMHCKOU
nabopatopun (i1 MEOUIMHCKUX OpTaHU3alUi, NPOBOMSIIUX KIWMHUYECKUE HCIBITAaHHS
MEAUIMHCKUX U3JENHUIA U1 TUarHOCTHKH 1n Vitro);

€) CBEJICHUSI O CAaHUTAPHO-3MUAEMHOJIOIMYECKOM 3aKIIOYEHUH (C yKa3aHHEeM HOMepa U JIaThl) O
COOTBETCTBUU CAaHUTAPHBIM MpaBWJIaM TOMEIICHHU, HEOOXOAMMBIX MJisi BBIIOJHEHUS padoT
(yciyr) TmpH  OCYIIECTBICHHMM MEJULMHCKONM  JESITeNbHOCTH [0 aHECTE3UOJOTHH U
pEaHUMATOJIOTUHU (32 UCKIIOUYEHHEM MEJIULUHCKUX OpraHu3alui, NpOBOASIIMX KIMHUYECKUE
UCTIBITAaHUSI MEAUIIMHCKUX U3ENUN A AUATHOCTUKH in Vitro);



’K) CBEICHHS O CAHUTAPHO-3ITHIEMHOJIOTUYECKOM 3aKJIIOYCHUH (C YKa3aHWEeM HOMEpa U JIaThl) O
COOTBETCTBUU CAHUTAPHBIM MpaBWJIaM TMOMEIICHHU, HEOOXOAMMBIX MMl BBIOIHEHUS padoT
(ycnmyr) mpu OCYIIECTBICHHUH MEIUIIMHCKOW IEATEIbHOCTH IO Ja0OpaTOPHOM JTHAarHOCTHKE,
KIMHUYECKOH 1abopaTopHON IUArHOCTHKE (A7 METUIIMHCKUX OpTaHU3allMid, MPOBOISIINX
KJIIMHAYECKHUE MCTIBITAHUS METUIIMHCKUX U3JIETHUH 7151 TUArHOCTUKH in Vitro);

3) CBEACHHS O CAHUTAPHO-IMUIACMHOJIOTHYECKOM 3aKIIOYEHUH O COOTBETCTBUU YCJIOBHIA
BBITIOJTHEHH S pabor c OHOJIOTMYECKUMU BEIESCTBAMH, OMOJIOrHYSCKUMU n
MUKpPOOUOIIOTUYECKUMU OpPraHu3MaMi ¥ WX TOKCHHAMH CAHHTApHBIM TpaBuiam (s
MEMIIMHCKUX OpTaHW3aIlui, MPOBOJANINX KIMHUYCCKUEC WCIBITAHUS MEIUIMHCKHUX W3ICITAN
JUISL IMaTHOCTHUKH in Vitro);

M) PEKBU3UTHl JIOKYMEHTOB, MOATBEP)KIAIOIIMX COOTBETCTBHUE CIELUAINUCTOB MEAULUHCKON
OpraHM3aly, HENOCPEICTBEHHO MPOBOJAIIMX MPOLEAYPhl, CBSA3AHHBIE C KIMHUYECKUMU
VCIBITAHUSMHU, WU TNPUHUMAIOLIMX PELICHMs, CBA3aHHbIE C KIMHUYECKUMH HCIBITAHUSAMH,
TpeOoBaHUAM MOANMYHKTA """ mMyHKTa 6 1 (WiK) noanyHkra "e" nmyHkra 7 Hactosmux [Ipasuin, ¢
yKa3zaHUeM (QaMMIIMA, UMEH U OTYEeCTB (IIPU HAJMYMHU) CIELHUAIUCTOB, AT POXKACHUS, YPOBHSA
00pa3oBaHusl, HANMEHOBAHHUS CIICIHATIBHOCTH, CEpUH U HOMEPA JOKYMEeHTa 00 00pa3oBaHUH, €T0
JIaThl, @ TAK)KE CTPaXxOBOI'0 HOMEPA UHAMBUIYaJIbHOTO JIMLIEBOTO CUETA.

11. JIns  ycTaHOBIEHUS COOTBETCTBHS  MEOUIIMHCKUX  OpraHu3anuil  TpeOOBaHUSM,
NPEABSIBISIEMBIM K MEIUIMHCKAM OPTraHU3aIusM, TPOBOJAAIINM KIMHUYECKUE WCIIBITAaHUS
MEAWIMHCKUX  W3JETUi, MEIULIMHCKONH OpraHu3alueil MpeACTaBISIOTCS  CIEAYOIIne
JIOKYMEHTBI, 3aBEPEHHBIC MEIUIIMHCKON OpraHu3aliei B YCTAHOBJICHHOM MOPSIIKE:

a) KOIMH TI0KyMEHTOB, ITOATBEPKAAIOIINX HAIMYUE OTAENCHHUS (I1aaThl) MHTEHCUBHOM TEpanuu
U peaHMMauuu (B ciyyae NPOBEIEHMs KIMHUYECKHUX HCIBITAHUM MEIUIMHCKHUX H3AEIHH ¢
ydacTHEM 4YellOBeKa B KaueCTBE CyObEKTa, OTHOCALIMXCS K KiaccaM 26 u 3 B 3aBUCHUMOCTHU OT
HNOTEHIMAJIbHOTO PUCKA IPUMEHEHUS);

0) Komus YTBEpPXKAEHHOTO PYKOBOJUTEIEM MEAUIMHCKOW OpraHu3aluu  JTOKYMEHTa,
YCTaHABJIMBAIOLIETO KOEYHBIH (OHJ, CTPYKTYpy M IITAaTHOE paclucaHhe MEIUIMHCKOM
OpraHu3aluy;

B) KOITUHU JAOKYMCHTOB, MOATBCPIKAAIOIINUX HaJIM4ue KHHHHKO-I[H&FHOCTH‘IGCKOIE
(IMarHoCTUYECKOH) mabopaTopuu ¢ ykazaHueMm ee npoduiis (s MEAUIIMHCKUX OpTaHHW3allni,
MMPOBOAAIIUX KIIMHUYCCKHUC UCTIBITAHUA MCOAULIMHCKHUX I/I3I{€J’II/II\/JI JJ1s1 TUArHOCTUKU n Vitl‘O);

I) KONHA YTBEPKICHHOIO PYKOBOAUTENEM MEAUIMHCKOW OpraHu3aluy JOKyMEHTa,
yCTaHaBJIMBAIOLIETO MOPSAAO0K PabOThI ¢ KOH(UIEHIINANIBHON HHpOpMaLHeH;

) KOMUU CTAaHAAPTHBIX OMNEPAIMOHHBIX MPOUEAYp, PETIaMEHTHUPYIOIIUX IPOBEICHUE
KIIMHUYECKUX UCTIBITAHUN MEIUIMHCKUX U3/IEIINIA;

€) KOMmWS YTBEPKICHHOIO PYKOBOAMTEIEM MEAMLIMHCKOW OpraHu3aliu  JTOKYMEHTa,
YCTaHABJIMBAIOILETO MOPAJIOK NEPEadl CBEACHUN O NPOBEACHHBIX KIMHUYECKUX UCIBITAaHUSAX,
BKJIFOYAsi CBEJCHMS O BBIJAHHOM AaKT€ OLEHKH pPE3yJbTaTOB KIMHUYECKUX HCIBITAHUM, B
aBTOMATH3UPOBAHHYIO HHPOPMAMOHHYIO cucteMy DenepanbHOi cirykObl IO HaA30py B cdepe
3/IpaBOOXPAHEHNS;

’K) KOMHUHU JIOKYMEHTOB, TIOJATBEPKAAONINX COOTBETCTBHE CIIEIUAIUCTOB MEIUIIMHCKON
OpraHu3ali, HEMNOCPEJCTBEHHO MPOBOMASIIUX MPOLEAYPhl, CBS3aHHbIE C KIMHUYECKUMU



UCHBITAHUSAMHU, WU TNPUHUMAIOIIMX PEUICHMs], CBA3aHHbIE C KIMHUYECKUMH HCIBITAHUIMU,
TpeOoBaHUSAM MOMAMYHKTa "K" MyHKTa 6 U (UaM) moAmyHkTa "e" myHkTa 7 Hactosmux [IpaBun
(mpeAcTaBisAOTCA B Ciydae, €ClM JOKYMEHTHI MOJIy4deHbl crenuanuctamu 1o 1992 roga, umu
BBIJIaHbl CHEIMaINcTaM 00pa30BaTEIbHBIMU OpPraHU3ALUSAMH, BXOAALUIMMHU B COCTaB CHJIOBBIX
CTPYKTYp WJIM BOCHHBIX BeJOMCTB Poccuiickoi @enepanny, Uiv MOJy4YEHbl CIEHUATUCTaMU 32
pybexom).

12. MenunuHckas opraHu3amusl BIIpaBe MPEACTaBUTh JOKYMEHTBI, CBEJACHHS O KOTOPBIX
YKa3bIBAIOTCS B 3asIBJICHUU O MPOBEACHUM KIMHUYECKUX UCTIBITAHUNA B COOTBETCTBUU C ITYHKTOM
10 nacrosux [IpaBui, mo coOCTBEHHOM UHUITUATHUBE.

Perucrpupytrommii opran He BIpaBe TPeOOBATh MPEICTABICHHS JOKYMEHTOB M HH(OpManuu,
KOTOpbIE HAXOAATCSA B PACHOPSIKEHUM OPraHOB, NMPENOCTABIISIOIIUX IOCYAAPCTBECHHBIE YCIIYTIH,
OpraHOB, MPEAOCTABILIONIMX MYHHUIUNAIbHBIE YCIYyTH, WHBIX T'OCYJapCTBEHHBIX OPIaHOB,
OpPIraHOB MECTHOT'O CAMOYIIPaBJIEHHs JINOO MMOJIBEJOMCTBEHHBIX FOCYIapCTBEHHBIM OpraHaM WM
OpraHaM MECTHOI'O CaMOYIIPaBJICHUS OpraHU3alui, YydYacTBYIOIIMX B NPEIOCTaBICHUU
rOCYJapCTBEHHBIX U MyHUIUIIAJIbHBIX YCIIYT.

Peructpupytomuii opran He BrpaBe TpeOOBaTh OT MEAMIIMHCKOW OpraHHU3aly MpeCTaBICHUS
JIOKYMEHTOB, HE MPEyCMOTPEHHBIX MYHKTOM 11 HacTosimux [IpaBuii.

13. JlokyMmeHThI, yKa3aHHble B myHKTe 11 Hactosmux [IpaBuii, MOJKHBI OBITH BBINIOJIHEHBI B
MHOTOLIBETHOM (opmare ¢ paspemienneM He meHee 300 Touek Ha mroriM B dopmate *.pdf ¢
TEKCTOBBIM CJIOEM C BO3MOXXHOCTBIO ~BBIZICTICHHS M KONHUPOBAaHUS OJIOKOB, a TaKxke
OCYILIECTBIICHUS MTOUCKA.

Pa3zmep moboro u3 ¢ailloB JOKYMEHTOB, yKa3aHHBIX B HACTOSAIMIEM ITyHKTE, HE JOJDKEH
npesbimats 100 M6.

3asBIICHHE O TMPOBEACHUU KIMHUYECKUX HCHBITAHUM M JOKYMEHTBI, IIPEICTaBICHHbBIC
MEAUIMHCKON OpraHu3alueil B COOTBETCTBUM ¢ MyHKTOM 11 Hactosimux IlpaBun, npuHumarorcs
U PETUCTPUPYIOTCS PETUCTPUPYIOIIUM OPTaHOM B [IEHb UX IOCTYIIJICHUS.

14. Peructpupyromuii oprad B CPOK, He MpeBbImaronuii 20 pabounx IHEH cO THS MOCTYIICHUS
3as4ABJICHUSA O TMPOBCIACHHUU KIIMHUYCCKHUX UCIILITAHUU W AOKYMCHTOB, MIPCACTABJICHHBIX
MEIMIIMHCKOW OpraHu3alde B COOTBETCTBMM ¢ TnyHKTOM 11 Hacrosmmx IlpaBumn,
paccMaTpuBaeT MX, MPOBOJIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTH COJIEPKAIIMXCA B HUX
CBEJICHUM, MMPOBEPKY COOTBETCTBUS MEIUITMHCKOW OpPraHU3aIliy TPEOOBAHMIM K MEIUIIMHCKAM
OpraHHu3alusIM, MMpoOBOASAIIINM KIIMHUYCCKUEC HUCIIBITAHUSA MCEAUITUMHCKUX H3H€HHﬁ,
YCTaHOBJIEHHBIM yHKTaMu 6 u (win) 7 HacTosmux [IpaBu.

[IpoBepka ydypeauTenbHbIX JOKYMEHTOB U HAJUYUS Y MEIUIIMHCKON OpraHu3aluy JIMIEH3UU Ha
OCYIIECTBIICHUE MEAWIIMHCKOW JESATEIBHOCTH B COOTBETCTBHUH C OOJACTHIO MEAMIIMHCKOTO
MPUMEHEHUS MEIUIMHCKUX HW3ACIUN  OCYUIECTBISIETCA PETHCTPUPYIOIIMM OpPraHoM C
UCIIOJIb30BAHUEM E€IUHONW CHCTEMBI MEKBEJOMCTBEHHOI'O JJIEKTPOHHOIO B3aWMOJEUCTBUS M
MOAKIIOYAEMBIX K HEW PErHOHAJIbHBIX CHUCTEM  MEXKBEJOMCTBEHHOI'O  AJEKTPOHHOTO
B3aMMOJICUCTBUS WM MO0 MEXBEIOMCTBEHHOMY 3alIPOCY PETUCTPUPYIOLIETO OpraHa.

15. Peructpupytomuii opraH B CpOK, MNPeayCMOTPEeHHbIM TyHKTOM 14 nHactosimux [IpaBun,
MNPpUHHUMACT PCIICHHUEC O COOTBCTCTBHU UM HCCOOTBCTCTBUU MeHHHHHCKOﬁ OopraHusalnuunu
TpeOOBaHUSM K MEAMIMHCKUM OpraHMu3alsaM, MPOBOASIINM KIMHUYECKUE HCIBITaHUS



MEAULMHCKUX W3/EINi, YyCTaHOBJIEHHBIM IMyHKTaMu 6 u (unu) 7 Hactosiux IlpaBui, kotopoe
oopMIIsieTCs COOTBETCTBYIOIIUM PEIICHUEM.

16. B ciiy4ae mpuHATHS PEIICHHS O COOTBETCTBHHM MEIUIIMHCKOW OpraHW3aIlii TPEOOBAHUSM,
YCTaHOBJIEHHBIM ITyHKTaMu 6 u (wim) 7 HactoAwmux llpaBun, peructpupyromuil oprad B 1€Hb
NPUHATHSA YKAa3aHHOTO PELICHUS BHOCUT CBEACHMSI O MEIULMHCKON OpraHu3alli B MEpeueHb
MCOAUIIMHCKUX opraHmauHﬁ, MMPOBOAAINIUX KIIMHUYCCKUC HUCIIBITAHUA MCOULUMHCKUX H3H€HHﬁ, n
co00IIaeT MEAUIIMHCKOW OpraHu3aliy O BKJIIOYEHUU B MEpPeueHb MEIUIIMHCKUX OpPTaHU3alMi,
MMpOBOAAINIUX KIMHUYCCKHUEC MUCIBITAHUA MCIUIHWHCKUX H3H€HHﬁ, moCpCACTBOM pa3MCIICHUSA
COOTBETCTBYIOIIETO YBEAOMJICHHS B €TUHOM JTUYHOM KaOMHETE MEAUIIMHCKOW OpraHU3aIiH.

17. HCpGLICHB MCIHUIIMHCKHUX opraHmauHﬁ, MNpoOBOAAINIUX  KIIMHUYCCKHUC  UCIIbLITAHUA
MCOAUIIMHCKHX H3,Z[€JIPII>'I, COACPIKUT CIICAYIOIIUC CBCACHUS:

a) JdaTa BKIIHOYCHUSA B IMCPCUCHb MCIHIHWHCKUX OpFaHHSaHHﬁ, MNpoBOAAINNX KIIMHUYCCKUC
HCIIBITAHUA MCOAUITHMHCKHNX HSHCHHﬁ;

0) moJTHOE HAaMMEHOBAaHUE, OPTaHU3AIMOHHO-TIPaBOBast (hopMa MEIUITMHCKON OpraHu3aInu;
B) aJpec MecTa HaXOXACHUS METUIIMHCKON OpraHu3aluu;

I') KOHTAKTHBIN TeneoH, Gakc (Mpu HAIUYHN);

1) aapec AMEKTPOHHON MOUTHI (TP HATHYHKK);

€) mepedyeHb padboT (YCIayr) B COOTBETCTBUHU C JIMIICH3UEW HA OCYIIECTBJICHHE MEIUIIMHCKON
ACATCIIBHOCTH.

18. B ciydae mpUHATHUS PEeLIEHHUS O HECOOTBETCTBMM MEIULIMHCKON OpraHu3aluy TpeOOBaHUSM,
YCTaHOBJICHHBIM NyHKTaMu 6 U (wnn) 7 Hactoawmux llpaBun, peructpupyromuil oprad B JI€Hb
NPUHATUSA YKA3aHHOIO PEIICHHUS YBEAOMIET MEIULMHCKYH OpraHU3alMI0 IIOCPEICTBOM
pa3MelIeHUs] COOTBETCTBYIOLIETO YBEAOMIIEHUSI C MOTUBUPOBAHHBIM OOOCHOBAaHUEM MPUHSATOTO
peleHus B €JMHOM JIMYHOM KaOMHETe METUIIMHCKOIN OpraHu3aluu.

19. UckmroueHne U3 TMEpeyHs MEIULIMHCKUX OpraHu3alui, TpOBOASIINX KIWHHUYECKUE
HUCIBITAHUSA MEIUIITMHCKUX HBﬂCHHﬁ, OCYH_IGCTBJISIGTCSI peFI/ICTpI/IpyIOIJ_II/IM OpI‘aHOM B CJIG,Z[YIOH_[I/IX
CITyJasix:

a) mojaya 3asBJIEHUS 00 MCKIIIOUEHUU U3 MEPEUHs MEIULUHCKUX OpraHu3alui, MPOBOISAIINX
KJIMHUYECKHE MWCIBITAaHUs MEIUIMHCKUX U3AEIui, B (QOpMe 3JIEKTPOHHOIO JOKYMEHTa,
MOJIMCAHHOTO YCWJICHHON KBaJU(HUIIMPOBAHHOW 3JIEKTPOHHOW TIOANMCHI0 WM YCHUICHHOU
HEKBATU()UIUPOBAHHON 3JEKTPOHHOM IMOJAMUCHIO, MOCPEACTBOM EIMHOTO JIMYHOTO KaOuHeTa
MEIULMHCKON OpraHu3aluHy;

0) BBHISBJICHHE PETUCTPUPYIOIIMM OPTaHOM HApYyIICHUH o00s3aTeIbHBIX TpeOOBaHUN TpU
MPOBEJICHUN MEAUIIMHCKON OpraHu3alye KIMHUYECKUX UCTIBITAHUN MEAUIMHCKUX U3JIETUNA 110
pe3ynbTaraM OCYIIECTBICHHUS TOCYIAapPCTBEHHOTO KOHTPOJsS 3a oOpalleHHeM METUITUHCKUX
W3OS,

B) TIPEACTABJICHUE MEAWIIMHCKONW OpraHW3aleil HEIOCTOBEPHBIX CBEICHWM TMpH IOjJaue
3ad4BJICHHUA O HpOBe,HeHI/II/I KIMHNYCCKHUX I/ICHBITaHI/Iﬁ nu I[OKYMCHTOB, HpeIICTaBJIeHHBIX B



COOTBeTCTBUU C MmyHKTOoM 11 Hacrtosumx IlpaBun, a Takxke npu OQOPMIIEHHH aKTOB
KJIIMHAYECKUX UCIIBITAHUN MEJUIUHCKUX U3JIEIINN;

I) JUKBUAAIUS MEIUIIMHCKOW OpraHW3alMk WX TPEKpalleHue IEHCTBHUs JUIECH3UH Ha
OCYILIECTBIIEHUE METUIIMHCKOU IEATETbHOCTH;

J) HECBOEBPEMEHHOE IPEACTABICHUE WM HENPEACTABICHUE CBEIECHUN M JOKYMEHTOB,
peayCMOTPEHHBIX MyHKTOM 20 HacTosmmx [IpaBui;

e) HeyBenomyieHue 10 1 ceHTsOps 2025 1. perucTpupyromero opraHa O COOTBETCTBUU
TpeOOBaHUSAM, YCTaHOBJICHHBIM MOAMYHKTOM "e" myHKTa 6 M (Wiu) MOAmyHKTOM "a" myHKTa 7
Hactosmux [Ipasu.

20. B cimyuyae M3MEHEHHUsl CBEJIEHUH, COAECPIKAIIMXCSA B MEPEYHE MEIUIMHCKUX OpraHU3alMi,
IPOBOASAIINX KIMHUYECKUE HCIBITAHUS MEIMLIMHCKHX HW3JCJINNA, MEAWIMHCKAs OpraHu3anus,
BKJIIOUEHHAs! B NE€PEUYEHb MEAMLIMHCKUX OpPraHM3alMi, NPOBOIAIIMX KIMHUYECKHE MCIBITaHUS
MEIUIMHCKUX U3aenui, B TeueHre 30 KaJeHIapHbIX AHEH CO JHA M3MEHEHHUsI TaKUX CBEIICHHI
NPECTaBIsIeT B PETUCTPUPYIOMMI OpraH ¢ HUCMOJb30BAHHEM EIUHOTO JIMYHOTO KaOuHeTa
MEIULMHCKON OpraHU3aliy 3asBJICHUE O BHECCHUN N3MECHECHUN B YKAa3aHHbBIE CBEICHMS, a TAKKE
JOKYMEHTBI, TIOATBEP)KIAIOIINE JTaHHbIE N3MEHEHHs, B (hOpME 3JIEKTPOHHBIX JOKYMEHTOB WM
JIEKTPOHHBIX ~ 00pa30B  JIOKYMEHTOB, TOAMHUCAHHBIX YCWIEHHOH KBaJM(UIMPOBAHHOM
AIIEKTPOHHOH TMOANUCHIO WM YCHUICHHON HEKBATM(UIIMPOBAHHOM AJIEKTPOHHON TOAIHCHIO.

Peructpupytomuii opran B teueHue 20 pabouyux AHEH cO AHS MPEACTABICHUS MEIUIIMHCKOM
OopraHu3aieil 3asBJICHUS O BHECEHWU H3MEHEHHMU B CBEJICHMs, COJACpIKAIIUECs B TEpEeUHE
MEAUIIMHCKUX OPTaHU3AINi, MPOBOISIINX KIMHHYECKUE UCTIBITAHUS MEIUIIMHCKIX U3ICITHINA:

paccMaTpuBaCT NPCACTABJICHHBIC 3a4BJIICHUC U JOKYMCHTBI;

COOO0IIAaeT MEIUIIMHCKOW OpTraHU3aIlMi O MPUHATOM PEUICHWH B MUCHbMEHHOM BHJIC MYTEM €ro
pasMenieHuss B QopMe  DIEKTPOHHOTO  JIOKyMEHTa,  MOJIMUCAHHOTO  YCHJICHHOM
KBATH(UITUPOBAHHOM SJIEKTPOHHOW MOJMUCHIO YIOJTHOMOYEHHOTO JOKHOCTHOTO JIUIA, B
€MHOM JIMYHOM KaOWHEeTe MEIUIIMHCKON OpTraHn3aIlHH.

21. B ciiydae MCKIIIOYEHHUS U3 NEPEUHS MEIULIMHCKAX OpraHU3alHil, IPOBOAAIINX KIMHUYECKHE
UCIBITAaHUS] METUIIMHCKUX U3JENNUN (32 UCKIIOYEHHUEM Cllydasi, IPEAyCMOTPEHHOTO MOJIIYHKTOM
"a" myHkra 19 HacTosauumx IIpaBwi), MeUIIMHCKAs OpraHU3alysl BIIpaBe 0OpaTUTHCS MOBTOPHO B
PErUCTPUPYIOUINI OpraH ¢ 3asBICHHEM O TNPOBEACHUM KIMHUYECKUX HCIBITAaHUM Mmocie
YCTPaHEHUs 3aMEUaHuM, IOCIY)KUBIINX NPUYMHON UCKIIIOUEHUS, HO HE paHee 4eM depe3 3 roaa
CO JHS UCKJIFOUEHUS U3 YKa3aHHOIO IIEpeYHs.

B ciyuae mOBTOPHOIrO BBIABICHUS PErMCTPUPYIOIIUM OPraHOM HAPYIICHUM IIPU IPOBEICHUU
MEIHUIIMHCKOW OpraHu3alueil KIMHUYECKUX HUCHBITAHUNA MEIMIIMHCKUX W3ACIHA METULMHCKAS
OpI‘aHI/IBaLII/IH HUCKIIFOYACTCs U3 HGpG‘IHSI MCAUIIUMHCKUX opraHmauHﬁ, HpOBOILSIIJ_[I/IX KIIMHUYCCKHUC
WCIIBITAaHUSI MEIUIIMHCKUX H3CNINA, 0e3 MpaBa MOBTOPHOW MOJA4Yu 3asBJICHHUS O MPOBEICHUU
KIMHNYCCKUX I/ICHI:IT&HI/Iﬁ.

22. MenuuuHCKUE OpraHU3aliM, NPOBOASIINE KIMHUYECKUE HCHBITAHUS MEAMLIHMHCKHUX
U3JENUHA, BHOCAT CBENCHHA O TIPOBEACHHBIX MCHBITAHUAX B  aBTOMAaTU3HPOBAHHYIO
UH(POPMALMOHHYIO CHCTEMY PETMCTPUPYIOIIETO OpraHa B CPOK, He MpeBblmaomuil 3 padbounx
JHEU CO IHS UX 3aBEPLICHUS.



23. PeecTp BBIIAHHBIX Pa3pEHICHH HA MPOBEIACHUE KIMHMYECKUX HCIBITAHUM MEIUITUMHCKHUX
U3JIENA pa3MeIaeTcsl PeruCTPUPYIONIUM OPraHOM B YCTAaHOBIEHHOM WM TOPSIKE HA CBOEM
odunmaasHOM caiite B ceTu "UHTEepHeT".

24. Oco0eHHOCTH TOCYAApCTBEHHOW pErucTparuyl MEAWIMHCKUX HW3JEIHH OTEYECTBEHHOTO
IPOM3BOJCTBA (MEJULIMHCKUX U3AEIHM, B 3asBJICHUU O TOCYJapCTBEHHOM perucrpauuu (najiee -
3asBJICHUE O PETUCTpAllMU) KOTOPbIX B KayeCTBE MPOU3BOAUTENS (M3rOTOBUTENSA) YKa3aHO
IOPUAMYECKOE JINLO WIH 3apPETUCTPUPOBAHHOE B KAYECTBE MHAMBUAYAIBHOIO NIPEANPUHUMATEIS
¢usmueckoe MO, SABIAIONIMECS pe3ujgeHTaMu Poccuiickoii @enepanuu, a Takxke HMEIOIINE
MPOU3BOACTBEHHYIO IUIONIAIKy Ha TeppuTtopun Poccuiickoit ®eneparuu) m0pH  YCIOBUHU
IIPOBEJCHUS TEXHUYECKUX MCIBITAHUM M TOKCHUKOJIOIMYECKMX HCCIIEI0BAaHUI MEIULHUHCKOIO
U3JIENNs, a TAKKEe MCIBITAHWM MEIWLIUHCKOTO M3JEIHs B LEIAX YTBEP)KIEHHUS THIIA CPEICTB
U3MEpPEHUI (B OTHOLUEHUM MEIULMHCKUX HW3JEJINN, OTHOCSIIMXCS K CPEACTBAM HU3MEpPEHUM B
chepe ToCyAapCTBEHHOIO DEryJIMpPOBAHUs OOECIEYEHUsl €IMHCTBA HW3MEPEHUll, MNepedyeHb
KOTOpBIX yTBEpKAaeTcs MHHHMCTEPCTBOM 37ApaBooxpaHeHuss Poccumiickoii ®enepauuu) B
dbenepalbHOM TOCYJapCTBEHHOM  OIOJDKETHOM  yupekaeHun '"Bcepoccuiickmii  Hay4dHO-
UCCJIEIOBATEIbCKUA M HCIBITaTEIbHBIA HMHCTUTYT MEAMLIMHCKOW TexHUKu' denepanbHON
CIykObl TIO Ham3opy B cdepe 3mpaBooxpaHeHUs (Jajee - YUpexKACHHUE), KIMHHUYECKHX
UCTIBITAHUN - B MEIUIMHCKHUX OPraHM3alUsAX, OTBEYAIOMIMX TPeOOBaHUSAM, YCTaHOBJICHHBIM
nyHKTamMu 6 u 7 Hacrosmux IIpaBwi, BKIIOYEHHBIX B CETh HALMOHAJIBHBIX MEIMIIMHCKHX
MCCJIEIOBATEIbCKUX LIEHTPOB, COCTAaB KOTOPOM yTBEpKJIeH MUHUCTEPCTBOM 3/1paBOOXPAHEHUS
Poccuiickoii deneparuu, a TakKe MPOrpaMMHOTO 00ECTICUCHHsI C MPUMEHEHHUEM TEXHOJOTUM
UCKYCCTBEHHOT'O MHTEIJICKTa, MPEJHA3HAYCHHOTO JUIsl 00pabOTKH MEAMLIMHCKUX M300paKeHHI,
IIOJIyYEHHBIX NPU NPOBEICHUM PEHTICHOJIOIMYECKUX HCCIECIOBAaHUM, BKIIOYasi KOMIIBIOTEPHYIO
ToMorpaduio, peHTrenorpaduio, piarooporpaduio 1 MaMMorpaduio, Ipu yCIOBUU MPOBEICHHS
KJIMHUYECKUX MCIBITAHUM B TOCYJapCTBEHHOM OOKETHOM YUPEXKIECHUM 31paBOOXpPaHEHHUS

ropoga  MockBbel  "HayuHo-IpakTM4eCKMIl ~ KJIMHUYECKHMI  LIEHTP  JMArHOCTUKM U
TEJIEMEUIIMHCKUX TEeXHOJOoTui JlemapraMmeHnTta 3apaBooxpaHeHHs ropoaa Mocksbel" (manee
COOTBETCTBEHHO -  KIMHHYECKMH  LEHTP, OTEUECTBEHHbIE MEAMLIMHCKHE  W3JENHS),

npeaycMoTrpensl myHkTamu 101 - 109 nactosiux [pasuo.

locynapcTBeHHast peructpanusi OTEYECTBEHHBIX MEIUIMHCKUX W3AEIUN OCYIIECTBISETCS B
COOTBETCTBUU C MyHKTamu 63 - 86 umm 87 - 100 Hactrosmux [IpaBun nubGo B COOTBETCTBUU C
OCOOEHHOCTSIMM TOCYAAPCTBEHHOW PpErHMCTpAallMid OTEUECTBEHHBIX MEIULMHCKUX HW3JEIHMH,
ycranoBieHHbIME MyHKTaMu 101 - 109 nactosmux [IpaBui, mo BIOOPY 3asBUTES.

25. ®@akt TrOoCYJapCTBEHHON pErucTpaldd MEIUIMUHCKOIO W3JeNusd B COOTBETCTBUHM C
Hacrosmumu [IpaBuiiaMy OATBEPKIAETCA PEECTPOBOM 3aIIUCHI0, BHOCUMOMN PErMCTPUPYIOLIUM
OpraHOM B TOCYIapCTBEHHBIN peecTp (Aaiee - peecTpoBasi 3aIucCh).

['ocynapcTBeHHast perHUCTpanusl MEAWLIUHCKOTO H3JENUS B COOTBETCTBHM C HACTOSIINMHU
[IpaBunamu siBnsieTcss 6€CCPOUHOM.

26. BkitoueHue B OJIHY PEECTPOBYIO 3alHCh HECKONBKUX Mofened (MapokK) MEAMIIMHCKOTO
W3JIeTUs1, B TOM YHCIIE OTHOCSIIMXCSA K PA3HBIM BUIaM MEIUIIMHCKUX U3CIUI B COOTBETCTBUU C
HOMEHKJIATypHOH Kiaccupukanued MEAWIIMHCKUX U3JeNUid 1O BUJAM, YTBEp)KIaeMou
MunuctepctBoM 3apaBooxpaneHuss Poccuiickoit ®denepanuu (ganee - HOMEHKIATypHAas
KJaccUpUKaUs MEIUIIMHCKUX U3JIETIHH 10 BUaM), BO3MOKHO MIPH YCIOBUU COOTBETCTBUS ITHX
MozeIel (MapoK) BCEM CISAYIOIUM KPUTEPHUSIM:



a) TPOU3BOJCTBO MoAeIeH (MapoK) MEAMIIMHCKOTO W3AENIUsS OCYIIECTBISETCS OIHUM
NPOM3BOJUTENIEM (M3TOTOBHTENIEM) IO OJHONW TEXHHYECKOW JTOKYMCHTAI[MHM IPOU3BOJUTEIIS
(M3roTOBUTEIA);

0) Momenu (MapKu) MEAMIIMHCKOTO H3JIEIHS OTHOCATCS K OJHOMY KJaccy MOTEHIUAThHOTO
pHUCKa IPUMEHEHUS;

B) Mojenu (MapKu) MEAUITMHCKOTO M3/ENNs UMEIOT OJMHAKOBOE (DYHKIIMOHAILHOE Ha3HAYCHUE
Y IPUHLIAN AEHCTBUS;

r) Mojeu (MapKH) MEJIUIIUHCKOTO U3/IENUs IPEIHA3HAYCHBI JIJISl ONIPEICIICHUS] HATUYUs U (VLITH )
KOJIMYECTBEHHOTO COJEP)KAHUSI B OMOJIOTMYECKON TPoOE OJHOTO M TOr0 K€ KIMHUYECKU
(IMarHOCTUYECKH) 3HAYMMOIO aHajuuTa (aHAJIUTOB) (I METUIMHCKUX M3IACIHA IS
JTUArHOCTHKH 1n Vitro);

1) Moaenu (MapKu) METUIIUHCKOTO W3NS UMEIOT Pa3iMuHble KOMIUIEKTAIlUU, HEe BIHSIOIINE
Ha NMPpUHIUN paboThl U (YHKIHMOHATLHOE HA3HAYEHHE, YTO MO3BOJISIET 00ECHeUYUTh PACIIUPEHNE
WM CTICIUATM3AIIMIO0 UX TPUMEHEHHUS B MEIUIIMHCKUX TeISIX (1O MPUMEHUMOCTH);

€) mMoaenu (MapKu) MEOUIIMHCKOTO H3JETHUS MMEIOT Pa3invHble TEXHUYECKUE MapaMeTphbl, He
BIIUSIIONINE HA IPUHITUT PaObOTHI ¥ PYHKITMOHAIHHOE Ha3HAYCHHE (IT0 TPUMEHUMOCTH ),

XK) MoJenr (MapKH) MEIUIIMHCKOTO M3/IEIHs 00pa3yIoT TUIIOPa3MEPHBINA (MOICTBHBIN) PsJ| WITH
SBJISIIOTCSI TPYNIION MCHOJIHEHUS MEIUIMHCKOro n3aenus. [Ipu 3TomM noxa rpynmnoi UCTIONHEHUS
MEAUIMHCKOTO W3JEHsl TOHUMAIOTCS W3ENUS, B OTHOIIEHUWU KOTOPHIX BBINOJHEHBI OJWH
IpYNIOBON dYepTexk JeTaned W (MIM) OJHAa TEXHUYEcKas JOKYMEHTAIMsl NPOU3BOIAMTEINS
(M3roTOBUTEIS) HA MEAUITUHCKOE U3JIECTTHUE;

3) Moenu (MapKH) MEIUITMHCKOTO M3ACIHs IMEIOT OJMHAKOBBIC TIPU3HAKU B YACTH:
00J1aCTH IPUMEHEHHUS;

MHBa3UBHOCTH;

CTEPHJIBHOCTH (B TOM YHCJIE C Y4ETOM METOJIOB CTEPUIIN3ALIUN);

HaCTOThI HMCIIOJIb30BAaHUSA (O[[HOKpaTHOG IMPUMCHCHUEC, MHOT'OKpPATHOC MNPHUMCHCHUC OIHHUM
ManueHTOM, MHOI'OKPATHOC MPUMCHCHUC HCCKOJIbKUMU HaL[I/IeHTaMI/I);

OKCILUTYaTalUOHHBIX 1 KOHCTPYKTUBHBIX 0COOEHHOCTEMH.

27. I'ocygapCTBeHHasi MOILJIMHA 32 COBEPIICHUE PETUCTPUPYIOIUM OpPraHOM JEUCTBUM MpPHU
OCYHICCTBJICHUN FOCYI[apCTBeHHOﬁ peructpanu MCIHUIHUHCKUX H3,Z[€JIPII>1 YIUIAYUBACTCAd B
COOTBETCTBUHU C 3aKOHOAATeNsCTBOM Poccuiickoit denepanuu o Hanorax u coopax.

Nudopmammro 00 ymiaTe rocyJapCTBEHHON NONUIMHBI PETUCTPUPYIOMIUN OpraH IOIydacT
TIOCPEACTBOM J0CTyNa K ['ocymapcTBeHHON MH()OPMAMOHHON CHCTEME O TOCYAapCTBEHHBIX H
MYHUITUMATBHBIX TUIATEXaX, HpeaycMoTpeHHou crateeil 21.3 denepanpHoro 3akonHa "OO
OpraHM3aliy NPEA0CTaBICHHS TOCYAAPCTBEHHBIX U MyHULIMIIAJIBHBIX yCIyT".

28. Peructpupytomuii opraH paszMeniaeT HWHGOPMAIUIO, CBS3aHHYIO C OCYIIECTBICHUEM
FOCYI[apCTBeHHOﬁ perucTtpauu MCIAUIUHCKOI'0 U3JCJINA, BHCCCHUCM U3MCHEHHUHU B AOKYMCHTHI,



COJICpIKAIIUECS] B PETUCTPAIMOHHOM JOChE, U OTMEHOW TOCYJIapCTBEHHON pPETHCTpallud, Ha
cBoeM oduiuanbHOM caiite B cetu "MHTepHET", B €IUHOM JHYHOM KaOWHETEe 3asBUTENS U
3JICKTPOHHOM KaOMHETE 3asBUTEIIA.

29. B nensx npoxoxkAeHus Mpoueaypbl FOCYJapCTBEHHON PErUCTpalluy MEIUIIMHCKOTO U3AeIus
WHOCTPAHHBIA TMPOU3BOIUTENh (M3TOTOBHUTENb) MEIUIIMHCKOTO W3JENUs JOJDKCH Ha3HAYUTh
YHOJIHOMO‘-IGHHOI‘ (0] Hpe,[ICTaBI/ITeJISI HpOI/I3BOI[I/IT€JI$I (I/IBF OTOBI/ITGJISI), HCfICTBYIOHIQFO B HCpI/IOII
oOpareHus: MeIUIIMHCKOTO U3/enus Ha Tepputopun Poccuiickoit deneparuu, u moaaep>KuBaTh
B aKTyaJILHOM COCTOsIHUN I/IH(I)OpMaI_[I/IIO (0] TaKOM HpeI[CTaBI/ITeJIe HpOI/IBBOI[I/ITe.HH
(M3TOTOBHTETIS), COACPIKALLYIOCS B PETUCTPAIIMOHHOM JIOCHE.

B ciyuae ecnu cBeneHust 00 ynoJHOMOYEHHOM MPECTABUTENE MPOU3BOAUTENS (M3TOTOBUTES)
HE YKa3aHbl B JIOKyMEHTaX, COJEP)KALIUXCi B PErMCTPAlMOHHOM JIOChE, WIIM SBISIOTCS
HEaKTyaJIbHBIMHA, HHOCTPAHHBIN MTPOU3BOANUTEND (M3rOTOBHUTENb) 10 1 ceHTs0ps 2025 1. momkeH
Ha3HAYUTh YIOJHOMOUYEHHOI'O MPEeACTaBUTEINs MPOU3BOAUTENS (M3rOTOBUTENS), IEHCTBYIOIETO
B IEPUOJ OOpaIleHHUs] MEAUIIMHCKOTO M3Jenus Ha Tepputopuu Poccuiickont denepamuu, wid
aKTyaJIn3UpOBaTh CBEJICHUS O HEM.

30. Jlo momayu B pEruCTPUPYIOUINI OpTraH 3asBICHUSI O PErHCTPAIlMH MEAUIIMHCKOTO HU3ETHUs
WIM O BHECEHUH HM3MEHEHMM B JOKYMEHTBI, COJEp)Kallhecs B PETUCTPAIMOHHOM J0ChE, B
cooTrBeTcTBUM ¢ mnyHkramu 63, 87, 112, 120 m 135 nacrosmux IlpaBun wim nogaum B
yUpEeXKICHUE 3asBJICHHS O TTPOBEICHUH IKCIIEPTH3BI KauecTBa, 3P(YEKTUBHOCTH U 0€30MaCHOCTH
OTEYECTBEHHOT'O0 MEIUIMHCKOTO M3JeTHus B cOOTBeTCTBUU ¢ MyHKTOM 101 Hacrtosimux [Tpasun
3asBUTENb OCYIIECTBIIIET COOP JOKA3aTEIbCTB 0€30MacHOCTH U 3()(HEKTUBHOCTH MEIUIIMHCKOTO
W3JIeNUsl U IOATOTOBKY COOTBETCTBYIOIINX JOKYMEHTOB PETUCTPALIMOHHOTO JJOChE.

31. B mensx MOATOTOBKH JOKYMEHTOB, COACPKAIIUXCS B PETUCTPAIMOHHOM JIOCHE, I HX
MOCJIETYIOLIEr0 MPEACTABICHUSI B PETUCTPUPYIOIIUN OpraH WM YUYpEeXKACHHE 3asBUTENb (10
MPUMEHUMOCTH B 3aBUCUMOCTHU OT MPOLIEAYPHI):

a) oOecreyuBaeT MPOBEACHUE TEXHUYECKUX HCHBITAaHUNM M (WIM) BKIIOYAET B KOMILJIEKT
JIOKYMEHTOB MMEIOLINECs AaHHbIE (J0Ka3aTeIbHbIE MaTepUallbl IPOU3BOANTENS (M3TOTOBUTEIIS)
MEIULUHCKOTO U3/eIus);

0) obecrieurBaeT MPOBEACHUE TOKCUKOJIOTMYECKHX HCCIIECIOBAHUI MEIUIIMHCKOTO H3JENUs U
(MM) TNPUHAUIEKHOCTEH K MEIUUUHCKOMY M3AEIHIO, MPsAMO WM ONOCPEAOBAaHHO
KOHTAKTUPYIOIIMX C TOBEPXHOCTHIO TeJla YEJIOBEKa, €ro CIM3HCTBIMU  OO0OJOYKaMH,
BHYTPEHHUMH CpE€JaMU OpraHu3Ma, Uil KOTOPbIX YyKa3aHHO€ B3aUMOJEHCTBUE (KOHTAKT)
SIBIISIETCSI HEOOXOMMBIM JIJIs1 BBIITOJTHEHHUS UX MPeAHAa3HAYCHHBIX (DYHKIMN, ¥ (UJIM) BKIIIOYAET B
KOMIUIEKT JIOKYMEHTOB HMEIOIIMECs JaHHbIE (JOKa3aTelbHble MaTepualibl IPOU3BOAUTEIS
(M3rOTOBUTEIS ) METULIMHCKOTO U3/Eus);

B) o0ecrieunBaeT TPOBEACHHE KIMHUYECKHMX HCHBITAHUN MEIUIMHCKOTO wu3denus (3a
UCKJIIOYEHHEM TOCYJapCTBEHHON perucTpanuyl MEOUIMHCKUX H3JeNUN, TOATBEPKIACHUE
3¢ (HEKTUBHOCTH KOTOPBIX TPEOyeT MPOBEACHUS KIMHUYECKUX UCTIBITAHUHN C y4aCTHEM YeTIOBEKa
U TIOJIy4EeHHUS pa3pelieHHs] PEeruCTPUPYIOLIEro opraHa, OCYIIECTBISIEMOM B COOTBETCTBUHU C
nyHkTamu 63 - 86 Hactosiux [IpaBwn).

Knunudeckue HCHBITaHHA B LENSIX TOCYNAapCTBEHHOM PETMCTPALMM MEIWLHUHCKOIO HU3JEIHS,
noaTBepxkeHne 3()(HEKTUBHOCTH KOTOPOTO TpeOyeT MPOBENCHHS KIMHHUYECKUX HCIBITAHUHA C
y4acTHEM YeJIoBeKa (3a MCKIIOYEHHEM OTEYECTBEHHBIX MEAMLUHCKUX W3JEIUHA, MEAULUHCKUX
U3JCNUI Il TUarHOCTHKHU in Vitro, METUIIMHCKUX HW3ZENUi, MPOMIEANINX TOCyIapCTBEHHYIO



pPETHCTpAII0 B COOTBETCTBUHM C OCOOCHHOCTSAMH, YCTAHOBJICHHBIMHU [IpaBHTEIHCTBOM
Poccuiickoit ®egepaiiuu, M MPOrPaMMHOTO OOECHEYEHHUs, SBISIOMIETOCS MEIUIIUHCKUM
U3JIeTTMEM), TIPOBOJISITCS Ha OCHOBAHUHU Pa3pelIeHUs] Ha MPOBEICHUE KIMHUYECKUX HCTIBITAHUM,
BBIJIAHHOTO PETUCTPUPYIOIIMM OPTaHOM, a TaK)Ke 3aKJIIOUEHHUs 00 3TUYECKOW 000CHOBAHHOCTHU
MIPOBEJICHUS KIIMHUYECKUX HWCIBITAHUN, BBIJJAHHOTO COBETOM IO ITHKE B cdepe oOpareHus
MEAMIMHCKUX u3nenuii MuHuctepcrBa 3apaBooxpaneHusi Poccwuiickoit ®Deneparnuu (nanee -
COBET TI0 ATHKE), B CIy4YasiX, yCTAHOBJICHHBIX HacTosmuMHu [IpaBunamu.

KimHndeckue uCHBITaHUS € ydacTUEM 4YEJIOBEKAa B IEJIAX TI'OCYJAapCTBEHHOM pPETUCTpALUU
OTEYECTBEHHOI'0 MEJAMLIMHCKOTO U3/Ie/IHs IPOBOJAATCS HA OCHOBAHUU 3aKIIFOYEHUS 00 ITHUECKON
00OCHOBAaHHOCTH TPOBEJCHHUSA KIMHUYECKUX HCIBITAHWH, BBIJAHHOTO COBETOM IO 3THKE, B
Cllydasix, yCTaHOBJIEHHBIX HacTosimumu IlpaBunamu. Paszpemenre Ha npoBeeHNE KIMHUYECKUX
UCIBITAHUM C y4aCTHMEM 4YEJIOBEKa, BbIIABAEMOE PETUCTPUPYIOIIMM  OpraHoM, AJs
OTEYECTBEHHBIX MEAMLMHCKUX W3JENui, Mpoleaypa ToOCyAapCTBEHHOW perucTpanuu KOTOPbIX
OyZeT ocymecTBIAThCS B coOTBeTcTBUM C myHKTamu 101 - 109 nactosmmx IlpaBun, He
TpeOyeTcs.

JUts MEIUIMHCKUX W3IENMUH JUI TUarHOCTHKH in Vitro, MEAMIMHCKUX H3JENUH, MPOIICIIINX
TOCYJIJapCTBEHHYIO PETUCTpPAlMI0 B COOTBETCTBUM C OCOOEHHOCTSIMM, YCTAHOBJICHHBIMU
[IpaBurensctBoM Poccuiickoit ®denepanun, W TPOrpaMMHOTO OOECTICYSHHS, SIBIISIOLIETOCS
MEIULUHCKUM HU3JEIUEM, MOJIYyUYEHHUE pa3pelICHUs PETUCTPUPYIOLIETO OpraHa Ha IPOBEIEHUE
KJIMHUYECKHUX MCIIBITaHUI, B TOM YHCJIE C YJaCTUEM YeJIOBEKa, He TpedyeTcs;

r) o0ecrieunBaeT MPOBEACHUE HCIBITAHUM B LIENSAX YTBEPXKACHUS THUIA CPEICTB U3MEpEeHUil (B
OTHOLICHUM MEIUIMHCKUX U3JeNuil, OTHOCAUIMXCS K CpeAcTBaM H3MepeHud B cdepe
TOCYJIapCTBEHHOTO PETYJIMPOBAaHUS 00eCNeueHUs] eIUHCTBA HM3MEPEHHI, TepeueHb KOTOPHIX
yTBepKaaeTcss MuHUCTEpCTBOM 31paBooxpaneHus Poccuiickoit denepanun);

) obOecreynBaeT MPOBEJCHHWE WHCIEKTUPOBAHUS MPOM3BOACTBA MEIUIIMHCKUX H3JETUIl Ha
COOTBETCTBUE TPEOOBAHUSM K BHEAPEHHIO, MOAJEPKAHUIO M OLEHKE CHUCTEMBl YIpPaBJICHHUS
KaueCTBOM MEJIMIHMHCKUX HU3AEIINNA B 3aBUCHMOCTH OT MOTEHIUAJIBHOTO PUCKA UX NMPUMEHEHHS,
yrBepkaeHHbIM [IpaBurensctBom Poccuiickoit @enepanun (nanee TpeOOBaHUS K BHEAPEHHIO,
MOJICPKAHUIO U OI[EHKE CHCTEMBI YIIPAaBJICHUs KaueCTBOM MEAUIMHCKUX u3aenuil). [lepsuunoe
MHCIIEKTUPOBAaHUE IPOM3BOJCTBA MEAMIMHCKUX H3JEIUIl HAa COOTBETCTBHE TPEOOBAHHSIM K
BHEJIPEHUIO, MOJJEPKAHNUIO U OLIEHKE CUCTEMBI YIIPABICHUS KaU€CTBOM MEIULMHCKUX U3EIHM,
BBINIOJTHEHHOE B II€JIAX IIPEACTaBICHUS €ro pe3yJIbTaTOB B PErMCTPUPYIOLIMI OpraH Win
yUpeXKACHUE B pamMKax Mpoueayp, npeaycMoTpeHHbix pasnaenamu I - VI nacrosmux IlpaBui,
JIOJIKHO OBITh POBEACHO YUPEKICHUEM WU SKCIIEPTHBIM YUPEXKICHUEM.

32. CoBerT Mo 3TUKE SBISAETCS MOCTOSIHHO JEHCTBYIOLIMM OPraHOM, CO3JJaHHBIM MUHHUCTEPCTBOM
3apaBooxpaneHusi Poccuiickoit ®enepaumu Uil NPOBEACHUS AKCIEPTHU3bl  ATUYECKOMN
000CHOBAaHHOCTH TPOBEICHUS KIMHUYECKUX HCHBITAHUN MEIUIIUHCKUX H3JIEIHH C ydacTheM
YeJI0BEeKa B Ka4eCTBE CyOBEKTa (Jaee - STUIeCKast SKCIIePTH3a).

33. OCHOBHBIMH 3aJa4aMU COBETA IO ITUKE SBJISTFOTCH:

a) IPOBEJICHUE TUUECKON SKCIEPTHU3bl JOKYMEHTOB, CBSI3AHHBIX C MPOBEACHUEM KIMHUYECKHUX
HCIBITAaHUI METUIIMHCKUX U3IEINH;

0) BbIJAYa 3aKIIOYEHUS 00 ATUYECKONW OOOCHOBAaHHOCTH BO3MOKHOCTH WJIM HEBO3MOXKHOCTHU
NPOBE/ICHUS KIIMHUYECKUX MCIIBITAHUI METUIIMHCKUX M3/ICIIHIA C yYaCTHEM YeJIOBEKa B KAYeCTBE
cyOBeKTa.



34. CoBeT 10 3TUKE B COOTBETCTBUU C BO3JIOKEHHBIMHU HA HETO 33/1a4aMHi UMEET MPABO:
a) nonyanI) [[OKYMGHTBI, H€O6XOI[I/IMI)I€ JJIA HpOBGI[eHI/IH 3TI/I‘I€CKOI71 3KCHepTI/ISBI;

6) 3arpalinBaTh y 3adBUTCIIA HCAOCTANOIIHNEC MAaTCpUalibl, H€06XOZ[I/IMI>IG AJi1 OpOBCACHUA
3TUYECKOH 9KCIICPTU3BI.

35. CoctaB coBeTa IO 3THUKE YTBEpXkAaeTcs MUHHCTEPCTBOM 3/paBOoOXpaHeHus Poccuiickoi
Oenepaun 1 GopMHpPYETCs U3 TpeICTaBUTENCH MEIUIMHCKUX, HAyYHBIX OpraHU3alui,
00pa3oBaTeNbHBIX  YUPEXKIACHUN  BBICHIErO O0pa3oBaHUs, a TakkKe MpeCTaBUTENICH
OOIIECTBEHHBIX OpraHU3alUi, PETUTHO3HBIX OpPraHM3alUil U CPEJICTB MAccoBOi HMH(popManuu
(mamee - SKCHIEPTHI COBETA).

Yucno mpeacraBuTeneid MEAULIMHCKIX OPTaHU3alUi He MOXKET IMPEBBHIIATh MOJIOBUHY OOIIETo
YHCJIa DKCIIEPTOB COBETA.

36. CocTaB coBeTa 1Mo 3TUKE MEepecMaTpUBaeTCs MO0 Mepe HEOOXOAMMOCTH, HO HE Yallle OJTHOTO
pasa B rof.

W3meHeHus: U TONOJIHEHUS B COCTaB COBETA [0 3TUKE YTBEPKAAKOTCA IPUKa30M MUHHUCTEPCTBA
3npaBooxpaHenus Poccuiickoit denepanu.

37. B cocraB coBeTa II0 ITHKE BXOIAT mpeaceaarciib, €ro 3aMCCTUTCIIM U YJICHBI COBCTa I10
OTHKC.

38. Ilpeacenarens coBeTa MO 3THKE Ha3HayaeTcsi MMHHUCTpPOM 31paBooxpaHeHHs Poccuiickoi
denepaluy M3 YMCIAa HKCHEPTOB COBETA, MMEIOIIMX BbICIIEE MEIUIMHCKOE OOpa3oBaHHE,
HAay4HYIO CTEIEHb KaHIUAATa MEJUIMHCKMX HAyK WM JOKTOpPAa MEAMIMHCKHX HAayK U OIBIT
paboThl MO MPOBEACHUIO KIMHUYECKUX MCIBITAHUM MEIUIMHCKUX H3AEIUH M pa3pelieHHIo
BOIIPOCOB, CBSI3aHHBIX C OJTUYECKHMM aCIEKTaMU KIMHUYECKUX HCIBITAHUNA MEAUIUHCKHUX
U3JICIIUN.

39. Ilpeacenmatenb coBeTa MO OTHKE OCYIIECTBISET 0OIIee PYKOBOJCTBO, OMpeAeseT
HanpaBJieHUs PabOTHI COBETA MO ITHKE, OPraHU3YEeT €ro padoTy, pacmpeneisieT 00sS3aHHOCTH

MCIKAY OKCIICPTaMU COBETA, OCYIICCTBIISAACT KOHTPOJIb 3a IIPOBCACHUCM 3THYECKOM 9KCIICPTUI3LI.

B otcyrcTBHE mpezicenartens coBeTa IO 3THKE €ro OOA3aHHOCTH HCIIONHSET OJIWH U3
3aMECTUTENIeH, UMEIOLIUI BbICIIIEE METUIIMHCKOE 00pa30BaHue.

40. DkcrepThl COBETa HE JOKHBI HAXOJUTHCS B KaKOW-THOO 3aBHCUMOCTH OT MPOU3BOIUTENEH
(u3rotoBUTENEH) MEIUIIMHCKUX H3IEIUN W IPYTUX JIMIl, 3aUHTEPECOBAHHBIX B PE3yJIbTaTax
ATUYECKOUN IKCIIEPTU3BI.

41. B coBeTe MO 3TUKE MOTYT CO3/1aBAThCS SKCIIEPTHBIE TPYIIIIHI.

42. K skcriepTaM coBeTa MPEAbABISAIOTCS CAeAYIONIe TpeOOBaHUS:

a) IS JTUI, IMEIONIUX BBICIIEE METUITMHCKOE 00pa3oBaHueE:

HAJIMYME TIOCJIEBY30BCKOTO M (WJIM) JOMOJHUTEIFHOTO NPOPECCHOHATIBHOIO 00pa3oBaHMA,
cepTU(UKaTa CHEIUAINCTA;



HaJM4He OMBbITa PAaOOTHI MO MPOBEACHUIO KIMHUYECKUX UCHBITAHUN MEIUIIMHCKUX H3ICIHN U
pa3pelieHruIo BOMPOCOB, CBS3aHHBIX C ATHUYECKUMH acCMeKTaMU KIWHUYECKUX HWCIBITAaHUN
MEIUIMHCKUX W3CIINH;

0) [I71s1 UHBIX JIUIL;
HAJIMYUE BBICIIETO OOPAa30BaAHHS,

HAJIMYUE OMbITAa paOOTHI U 3HAHHUM B 00JIACTH 3TUYECKUX U MPABOBBIX ACIEKTOB 3aIIUTHI MIPaB U
CBOOO/IbI YETIOBEKA U IPaK/IaHUHA.

43. 3acemaHus coBeTa IO AITHKE IPOBOAATCS NpelIceAaTre]eM WIM 110 €ro IOpYYEHUIO
3aMEeCTUTENIEM TMpejaceAarens U OQOPMISAIOTCS IMPOTOKOJIOM, KOTOPBIM IOJNHMCHIBAETCA
npejcesaTeNeM COBETa 10 ATUKE WIN €TI0 3aMECTUTEIIEM.

Marepuansl K O4epeHOMY 3aCEJaHHMI0 COBETa IO 3THKE HANpaBlIOTCSA 3KCIIEpTaM COBETa IO
ITUKE JenapraMeHToM  MuHucrepctBa  3apaBooxpaHeHus — Poccuiickoit ~ Penepanuu,
OTBETCTBEHHBIM 32 OpPraHM3allMOHHO-TEXHHYECKOe 00OecreueHue coBeTa I0 ATHUKe (Janee -
JenapTaMeHT), HE IMOo3JHee 4eM 3a 3 padouux AHS A0 HAa3HAYEHHOrO JENapTaMEHTOM CpOKa
IIPOBEJCHUS 3aCENAHNU.

44. 3acenaHue coBeTa MO 3TUKE CUMTAETCS IPAaBOMOYHBIM, €CJIM HAa HEM MPUCYTCTBYET HE MEHEE
JIBYX TpETEH €ro 4JICHOB.

DKCHepThl COBETa YYacTBYIOT B €ro pabore IJMYHO, [EIETUPOBAHUE IIOJHOMOYUN HE
JIOTTY CKaeTCsl.

45, 3KCHCpTBI COBCTA, YHAaCTBYIOIIUEC B INIAHUPYECMOM KIIMHUYCCKOM HCIBITAHUN MCAUIMHCKOT'O
U3ICIINA, HC ITPUBJICKAKOTCA K 3THYECKOU OKCIICPTHU3C.

46. Pemenue coBera 110 JTHKE MNPUHHUMACTCA  OTKPBITBIM T'OJIOCOBAHHUEM  IIPOCTHIM
OOIBIIMHCTBOM I'OJIOCOB ONPUCYTCTBYIOIIKWX HA 3aCE€AaHUHN SKCIICPTOB COBETA.

B ClIy4ac paBCHCTBA T'OJIOCOB MNPHUHATBIM CUHUTACTCA PCHICHUC, 3a KOTOPOC MPOrojIiocoBajl
HpCI[CeI[aTeJ'IbCTBy'IOH_[I/Iﬁ Ha 3aCC€aHHMHN COBECTA I10 3THUKC.

47. Ilo pe3ynpTaTaMm 3acelaHus COBETa MO ATHKE O(OpMIIIeTCs 3aKIOYeHHEe 00 ITUYCCKOU
000CHOBAaHHOCTH MPOBEACHUS KIMHUYECKUX HCIBITAHUA MEIUIIMHCKOTO u3Jenus 1o ¢opme
COIJIACHO MPWJIOKEHUIO, KOTOPOE TMOAMMCHIBAETCS IMPEACENaTeIEM COBETa 0 ITHKE WM €ro
3amectuteneM. OOuH SK3EeMIUIp 3aKIIOUEHUs BPY4YaeTCs 3asBUTENIO WJIM HAIMpPaBISETCA €My
3aKa3HbIM IIOYTOBBIM OTIHPABJICHUEM C YBCAOMJIICHHUEM O BpYYCHUH, a BTOpOI71 OK3CMILIAP
XpaHUTCS B AeTapTaMEHTE.

48. DKCHepT CoBeTa, HECOTTIACHBIN C MIPUHATHIM PEIICHUEM, UMEET MPaBO B MUCbMEHHOU Gopme
U3JI0KUTh CBOE 0Cc000€ MHEHHE, KOTOpPOE IMPUIIAraeTcsl K COOTBETCTBYIOIIEMY 3aKIFOUEHUIO
COBETa MO ATHKE, MPEAyCMOTPEHHOMY MyHKTOM 47 Hactosmmx I[IpaBuin, u sBISeTCs €ro
HEOTBHEMJIEMOU YACTBIO.

49. Mudopmamus o cocTaBe COBETa IO 3THUKE M IJIaHaX ero palboThl pa3MelaeTcs: B
COOTBETCTBYIOILIEM pazlesie Ha caiite MuHUCTEpcTBa 3ApaBooxpaHeHus Poccuiickoit
®enepanun B cetu "MHTEpHET" M OAAEP)KUBAETCS B AKTYaIbHOM COCTOSTHUH.



Nudopmanusa o Tekyuied AESITEIbHOCTH COBETA IO 3TUKE Pa3MELIAETCs] B COOTBETCTBYIOILEM
pasmene Ha caite MuHucTepcTBa 3apaBooxpaHeHuss Poccuiickon @Penepaunu B CETH
"UntepHer" B TeueHne 3 pabovuX JHEH CO THS MPOBEIACHUS 3aCEIaHMsI COBETA IO ITHKE.

50. DkcnepTHOE YUPEKICHUE TI0 KEJIAHUIO 3asBUTENIS JO Hadyasla MpoLeypbl TOCYIapCTBEHHON
pETUCTpallii  OCYLIECTBIISIET KOHCYJIBTUPOBAHME, B TOM YHCJE IO BOIpOcCaM MpoLEeAyp,
CBSI3aHHBIX € TOCYJApCTBEHHOM  pErucTpaledl  MEOUUUHCKUX  W3JCNIHM,  BKJIIOYaAs
MPEIBAPUTEIIBHBIN aHAIU3 U OLIEHKY PErMCTPAlMOHHOIO JI0ChE, B MOPSJAKE, YCTAaHOBICHHOM
PETUCTPUPYIOIIUM OPTaHOM.

KoHcynbTupoBaHue He SBISETCS OO0SI3aTENBHBIM ISl TIOMyYEHHUsI TOCYJApPCTBEHHOM yCIIyTH TIO
rOCYJIapCTBEHHOMN PEeTUCTpaIlUU MEAUITMHCKUX U3ICTTUH.

B memsix coOmroneHUs] TPUHIMIIOB HE3aBUCHMOCTH W OECIPHCTPACTHOCTH TPU TPOBEICHUH
9KCHEPTU3bl KauecTBa, (PPEKTUBHOCTH M OE30MACHOCTH MEAMLUMHCKOTO H3AENHs, a TaKxke
UCKJIIOYEHHUS] BO3MOXHOCTHM KOH(IMKTa HWHTEPECOB JIOJDKHOCTHBIE JIMIA 3KCIEPTHOIO
YUPEXKIEHUS, OCYIIECTBISABIIME KOHCYJBTUPOBAHUE WJIN HWHCIEKTUPOBAHUE IIPOU3BOJCTBA
MEAUIMHCKUX U3JEJIUNA Ha COOTBETCTBHUE TPEOOBAHMSIM K BHEIPEHMIO, MOAJIEPKAHUIO U OLIEHKE
CUCTEMBI YIIPABJICHHUS KAuyeCTBOM MEIUIMHCKUX HW3JEINHM, HE MOTYT NPOBOJIUTH 3KCIEPTU3Y
KadyecTBa, 3Q(HeKTUBHOCTH 1 0€30MaCHOCTH MEUIIMHCKOTO U3JIeNHs, TI0 KOTOPOMY TPOBOIMIIOCH
KOHCYJIbTUPOBaHUE.

51. B oTHOIIEHNN MEAUIIMHCKOTO U3/IEIHS 3aBUTEIEM MOXKET OBITh MIPEACTABICHO TOJIBKO OJTHO
U3 3asBJICHUH, IPENYCMOTPEHHBIX ITyHKTOM 63, MM MyHKTOM 87, WIKM NOAIYHKTOM "a" IyHKTa
101, umm moamynkrom "a" mynkra 112, nan mognyHkrom "a" mynkra 120, uinu myHkTom 135
Hacrosmux [IpaBui. B ciydae mpeacraBiieHHs WM HAIpPaBICHUS B PErUCTPUPYIOLIUN OpraH
WIN YUYPEXKJIECHHUE B IEPUOJ PACCMOTPEHMS] UM PErMCTPALMOHHOIO JOChE B COOTBETCTBHH C
MpoLEeIy PO, MPeayCMOTPEHHOM HacTos MU [IpaBunaMu (10 BBIHECEHUSI UTOIOBOTO PEILICHUS,
MPETYCMOTPEHHOTO JaHHOW TMPOILEIypoi), IMOBTOPHOTO U (WJIM) HOBOTO 3asBICHUSA W3
YKa3aHHBIX B IPEUI0KEHUH IEPBOM HACTOALIETO MYHKTa B OTHOLIEHUH JaHHOTO MEAULIMHCKOIO

H3JCIINA TaKOC 3asIBJICHUEC PECTUCTPUPYIOIIUM OpraHOM HJIU YUPCIKACHUECM HC IPUHHUMACTCA.

52. Peructpupytouiuii oprad GOpMHUPYET PETUCTPALIMOHHOE JOChE U3 CIEAYIONUX TOKYMEHTOB
(10 MPUMEHUMOCTH):

a) 3asBJICHUE O PETHUCTPAIMH M JOKYMEHTBI, IPEAyCMOTPEHHBIC IMyHKTOM 65, wim 87, wim 101
Hactosimux [lpaBwi, 3asBIeHME O BO30OHOBJICHMM TOCYNAapPCTBEHHOM  pErHUCTpaluu
MEAULUHCKOIO H3JeNus U JOKYMEHTHI, MpeaycMOTpeHHble MyHKToM 80 Hactosmux IlpaBui,
3ampochl U JOKYMEHTBI, IPEyCMOTPEHHbIE MyHKTOM 74 unu 96 Hacrosmux IIpasui, 3asBieHue
O BHECEHUM W3MEHEHUH, COAEpKAIIUXCS B PErHMCTPALMOHHOM JIOChE, U JOKYMEHTHI,
npexycMorpennbsle myHkTamu 112 u (uwnum) 120 nacrosmumx IlpaBum, a Takxke 3asBieHue 00
OTMEHE  TOCYJapCTBEHHOH  perucrpalMd  MEIULMHCKOIO  H3JeNus UM JOKYMEHTHI,
peyCMOTpEeHHbIE MOANYHKTOM "0" myHkTa 139 HacTosmux [Ipasun;

0) Komus 3aJlaHusl HA TPOBEACHHE SKCIEPTH3bI KadecTBa, A(P(HEKTUBHOCTH W 0€30MacHOCTH
MEIUIUHCKOTO U3CIHUs, 0POPMICHHOTO PETUCTPUPYIOIIMM OPTaHOM;

B) 3aKIIOYCHHS, O(DOPMIICHHBIC 3KCIEPTHBIM YUYPESIKICHUEM IPH TPOBEICHUHM HKCIECPTH3BI
KauecTBa, dQPpexkTUBHOCTH U 6€30MACHOCTA MEAUIIMHCKOTO U3/IEIIHS;



I) BO3PXCHHUS 3asBUTEIS HA 3aKIIOYCHHE SKCIIEPTHOTO YUYPEKACHUS TPH TPOBEICHUH
IKCHEPTU3bl KadecTBa, 3(PPEeKTHBHOCTH M OE30MaCHOCTH MEIMIUHCKOTO H3JCIHS, PEIICHHUS
PETUCTPUPYIONIECTO OpPTaHa 110 HTOTaM PACCMOTPEHHS BO3PKEHHUH 3asiBUTEIS HA 3aKITFOUCHHC;

1) KOTIMU IPUKA30B PErUCTPUPYIOLIETO OPTraHa;
€) KOIIUU yBEIOMJICHUI, HAPaBJIECHHBIX PErUCTPUPYIOLIIM OPraHoM;
) KOIIMM OTYETOB 00 MHCIIEKTUPOBAHUY MPOU3BOJICTBA MEAULIMHCKOTO U3/ICITHSI.

53. JIoKyMeHTbI, CcoOJAEp’Kallhecss B PETUCTPALMOHHOM  JOChE, MPEIACTABISIOTCS B
PETUCTPUPYIOIIMN OpraH ¢ HMCIOJb30BAaHUEM €IUHOTO JIMYHOTO KaOMHETa 3asBUTENS B (dopme
JIEKTPOHHBIX JTOKYMEHTOB WJIN 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB, MOANUCAHHBIX YCUIICHHOM
KBaJM(HUIMPOBAHHONH 3JEKTPOHHOM NOANHMCHIO WJIM YCWICHHOW HEKBAJIU(HUIIMPOBAHHON
JJIEKTPOHHOMN MOJIUCHIO 3asIBUTEIS.

JloxymMeHThI Ha OyMa)XHOM HOCHUTEIIE, COJIEP KAIIUECS] B PETUCTPAIIMOHHOM JI0ChE, SJIEKTPOHHBIC
00pa3bl KOTOPBIX MPEICTaBISAIOTCS 3asgBUTENEM, OJDKHBI OBITH 3aBEPEHBI B YCTAHOBICHHOM
MOPSIJIKE.

54. JIOKyMEHTHI, COJIEepKallhecss B PETUCTPAIMOHHOM J0ChE, JOJKHBI OBITh BBIMOJHEHBI B
MHOTOI[BETHOM ¢opmare ¢ paspemieHueM He meHee 300 Touyek Ha mroiim B Qopmare *.pdf c
TEKCTOBBIM CIIOEM C BO3MOXXHOCTBIO BBIJCNCHHS ¥ KONMHUPOBAaHUS OJIOKOB, a TaKXke
OCYILIECTBIICHUS TTOUCKA.

Pa3zmep mo60ro U3 paitaoB perucTpallioOHHOrO J0Che He JoJpKeH npessimats 100 MO.

B kaxxmoMm TOKyMeHTe, COJepKaIeMCsl B PETHCTPAIIMOHHOM JIOChe, 00s3aTeIbHO JOJHKHA OBITh
yKa3aHa JjaTa ero BhIauu.

55. B ciydae eciM AOKYMEHTBI, COACpKALlMECs B PErMCTPALIMOHHOM JIOCHE, COCTABJICHBI Ha
WHOCTPAHHOM SI3bIK€, OHM NIPEICTABIAIOTCA C 3aBEPEHHBIM B YCTAHOBJICHHOM IIOPSAKE
IIEPEBOJOM Ha PYCCKHUU SA3BIK.

56. TexHuueckas JAOKyMEHTAIMsl MMPOU3BOIUTENS (M3rOTOBUTENSI) Ha MEAMIIMHCKOE H3JeIue,
SKCILTyaTallUOHHAsA JOKYMCHTAIUS ITPOU3BOAUTCIIA (I/IBFOTOBI/ITGHH) Ha MCAUIIUMHCKOC HU3ACIIUC, B
TOM YHCJIe MHCTPYKIUS MO MPUMEHEHHUIO WM PYKOBOJCTBO IO 3KCIUTyaTallud MEAULIHUHCKOTO
HU3ACIndg, MOI'YyT 6BITI> HAOIMMOJIHUTCIIBHO BHCCCHBI MOCPCACTBOM CAUHOI0 JIMYHOI'O KaGI/IHeTa
3asIBUTEJISL B BHUJE CBEJICHUM, MOJMUCAHHBIX YCHJICHHOW KBaIM(UIIMPOBAHHON AIEKTPOHHOU
MOJIUCHIO WM YCUIEHHON HEKBANU(DUIIMPOBAHHON AJIEKTPOHHOM MOJIUCHIO 3asBUTEIIS.

57. Obecnedyenue opraHuzauuu padoThl MO (HOPMUPOBAHMIO U BEAECHUI0 HOMEHKIJIATYpPHOM
KJaccu(UKauy MEJUIIMHCKAX W3JeNUH TI0 BUAAM OCYIIECTBIISICTCS PETUCTPUPYIOIIHM
OpraHoM.

58. Tlpu m3MEeHEHWH BHa METUIIMHCKOTO HW3JENIUs B paMKax paboThl MO (OPMHUPOBAHUIO U
BEJCHUIO  HOMEHKIATYpHOH  KiIaccHUKAMM  MEOUIMHCKUX  HM3ACTUM 1Mo  BUAaM
PErUCTPUPYIOUINI OpraH YBEIOMJISIET IOCPEICTBOM JJIEKTPOHHOIO KaOWHETa 3asBUTENS O
IUIAHUPYEMOM U3MEHEHUH BHU/IA, COJIEPIKALIETOCs B PEECTPOBOI 3aIUCH.

B Teuenme 15 pabGoumx nHe co OHSA pa3MEIICHUS B DJICKTPOHHOM KaOWHETE 3asBUTEIS
YBEIOMJICHHsI, YKa3aHHOrO B a03alle MEepBOM HACTOSILIEr0 ITyHKTa, 3asBUTEIb BIIPABE



O03HAKOMWTBCS C HUM M IIPU HAJIWYMHA BO3PAKEHUW HAIIPABUTh UX B PETUCTPUPYIOIIMNA OpraH
IOCPEJICTBOM 3JIEKTPOHHOIO KaOWHeTa 3asBUTENs. YKa3aHHbIE BO3PAKEHUS HaNpaBIISIOTCA
3asiBUTEJIEM OJTHOKPATHO.

B cmydae ecnum B YyCTAHOBIIEHHBIM CpPOK BO3paK€HHs 3asBUTEN HE IOCTYIWIH,
PETUCTPUPYIOIIUI OpraH OCYIIECTBIISIET MEPONPHUATHS IO BHECEHUIO U3MEHEHUI B PEECTPOBYIO
3aIUCh.

B caywae mocTymieHHss TOCPEICTBOM DIEKTPOHHOTO KaOWHETa 3asBHTENS B CPOK, He
npeBbIIamui 15 pabounx gHEH, BO3paKeHU 3asBUTEIIS IO U3MEHEHHUIO BUJIa MEIUIIMHCKOTO
U3JIENHST PETUCTpUpYIOIUKA opraH B TedeHwe 30 paboymx AHEW CO JHSA TOCTYTUICHUS
BO3PAXEHU pacCMaTPHUBAET MX, B TOM YHCJIC C IPUBJICYCHUEM DKCIIEPTHOTO YUPESIKICHHUS.

B ClIydac NpHUHATHUA PCIICHHUA O MPU3HAHWUU B03pa)K€HI/II71 IOJIHOCTBKO HJIM YaCTHUYHO
000CHOBAHHBIMU MCpOIpUATHA IO BHCCCHHIO U3MEHEHUI B PCECTPOBYIO 3allUCh HE
OCYHIECTBIIAIOTCA.

B cnywae npuHATHS pelieHHs O NPU3HAHWM BO3PAXKEHUM IOJHOCTBIO WJIM YacTUYHO HE
000CHOBAHHBIMH PErHCTPUPYIOLINII OpraH yBEIOMIISIET O MPUHSATOM pPEIIEHUH MOCPEACTBOM
3JIEKTPOHHOT0 KaOMHEeTa 3asiBUTENS (C MOTUBHPOBAHHBIM 000CHOBAaHHEM HPUHSATOTO PELICHNUS) U
OCYUIECTBIIIET MEPOINPHUATUS IO BHECEHHIO COOTBETCTBYIOIIMX M3MEHEHHH B pPEeCTPOBYIO
3aIMKCh.

59. Cpoku ¥ MOCIEIOBAaTEIBHOCTh AJMUHUCTPATUBHBIX MPOLENYp U aJMUHHCTPATHUBHBIX
JICMCTBUM PETHCTPUPYIOLIETO OpPraHa yCTAaHABIMBAIOTCS AJIMWUHUCTPATHBHBIM PETJIAMEHTOM IIO
IIPEIOCTABICHUIO TOCYNAPCTBEHHON YCIIYIH IO IOCYIAapCTBEHHON PETUCTpalUy MEIULUHCKUX
u3Jenuid, pa3pabaTbiBa€MbIM B  COOTBETCTBUM C TpEOOBAHMUSAMH, YCTAHOBJICHHBIMU
IIpaBurensctBoM Poccniickoit denepanun.

60. Ha Tepputopun Poccuiickoit denepanuu He JOMYyCKAIOTCS:
a) perucTparnus pa3auIHbIX MEIUIIMHCKUX U3/ MO OAHUM HauMEHOBAHHEM;

0) peructpanus B KadyeCTBE MEIMLMHCKUX H3JEIMA NPOAYKLIHH, HAaUMEHOBAaHHE KOTOPOM
colepkurcsi B ['0CymapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB Ul MEAMLHMHCKOIO
npuMeHeHus, EqMHOM peecTpe 3aperucTpUpOBaHHBIX JIEKAPCTBEHHBIX CpeACTB EBpasuiickoro
SKOHOMHYECKOTO COI03a WJIM COBIA/aeT ¢ HAMMEHOBAaHHEM OMOJIOTUYECKU aKTHBHOM J00ABKH K
IULIE, CBEAEHUS O KOTOPOM conepkarcs B EQMHOM peecTpe CBHIETENBCTB O TOCYAAPCTBEHHOU
peructpanuu npoaykuuu. Eciu nekapcTBeHHOE CpesICTBO WIIM OMOIOTHYECKH aKTHBHAs 100aBKa
K IMIIE SBIAETCS KOMIIOHEHTOM MEJMIMHCKOTO M3JENus, HUX HAUMEHOBAaHHUS MOTYT
HCIIOJIB30BaThCA B HAMMEHOBAHUU MEIULIUHCKOIO U3CIINS;

B) MOBTOPHAsI PETUCTPAIHS OAHUM MPOU3BOIUTEIEM OAHOTO U TOTO YK€ MEIUITMHCKOTO W3JICIHUs
10 MHBIM HAaNMEHOBAHUEM.

61. B nensix npoxoxkaeHust npoueAaypbl TOCyAapCTBEHHOW PETUCTPAIlU MEIULIUHCKOTO U3/IeTus
MPOU3BOJIUTENb (M3TOTOBUTENb) MEIULMHCKOIO H3JETUs JOJKEH OOECHeuHuTh COOTBETCTBHE
MEIUIIMHCKOTO U3ENHS CICTYIONTUM TpeOOBaHUSIM (T10 TPUMEHUMOCTH):

a) HC JOIIYCKAaCTCA OI'paHUYCHHUC B3aMMO3aMCHACMOCTU MCAULMHCKUX 1/13z[en1/1171 myTeM
HCIIOJIB30BaHUA CIHCHHUAJIBHBIX TCXHUYCCKUX WM IMPOrpaMMHBIX CpPCACTB WIW APYTUMH



crocobamu, eciy 3TO He IpeAHa3Ha4deHo I obecrieueHHs 0e30macHOCTH M 3G (GEKTUBHOCTH
MEAULMHCKOTO U3/1ETIHS;

0) nomyckaeTcs MOATBEP)KICHHE BO3MOXKHOCTH COBMECTHOTO HMPUMEHEHHs PErHCTPUPYEMOro
MEAULMHCKOIO U3JeNHsl € JAPYT'MM MEOUIMHCKUM  M3AEIMEM HMHOIO  IPOU3BOJUTENS
(M3roTOBUTENS), 3apErHCTPUPOBAHHBIM B COOTBETCTBMM C TPeOOBAaHUSAMM 3aKOHOAATENbCTBA
Poccuiickoit @enepanuu B chepe rocyqapcTBEHHOW pPEerucTpaluid MEIUIMHCKUX n3aenuid. [Ipu
9TOM COBMECTHOE INPUMEHEHHE PEruCTPUPYEMOr0 MEIULIMHCKOTO H3AEIHs C MEIUIUHCKUM
U3JIeTUEM WHOTO TPOM3BOIUTENS (M3TOTOBUTEINSA) OCYIIECTBISETCA C Y4€TOM OCOOEHHOCTEH,
YCTAHOBJICHHBIX B OKCIUTyaTallUOHHOM JTOKYMEHTAallUM MPOU3BOAUTENSA (M3rOTOBUTENS) HA
PETUCTPUPYEMOE METULIMHCKOE U3IEIHE.

62. Pemienus u nevictBusa (Oe3aeiiCTBUE) PErHCTPUPYIOLIETO OpraHa, MOBJEKIIHE 3a CO00i
HapymeHHe npaB IOpI/II[I/I‘IGCKOFO JINIa wWin (bmnqecxoro Jquna, 3ap€FI/ICTpI/IpOBaHHOFO B
KaueCTBe MHJIMBUAYAJbHOTO NPEANPUHUMATENSA, a TakKe 3aKIOYEHUS HIKCIEPTHOTO
yqpemneHI/m 110 pCSYJ'II)TaTaM HpOBGI{GHHBIX UM B COOTBETCTBUU C HACTOJAIIUMHN HpaBI/IJ'IaMI/I
JKCIIEPTH3  MOTYT ObITh  OOXaloBaHbl  3asBUTEIEM B  MOPAOKE,  YCTAHOBICHHOM
3aKoHOJaTeNbCTBOM Poccuiickoit deneparnu.

II. 'ocynapcTBeHHast peructpauus MEAUUUHCKUX U3,
noATBEpKIeHnE YHPEKTUBHOCTA KOTOPHIX TPEOYET MPOBEICHUS
KJIMHUYECKUX UCIIBITAHUM C YYACTUEM YEJIOBEKA U TOJyUCHHS
pa3pelieHus pEruCTPUPYIOIIEr0 OpraHa Ha MpOBEACHUE
KJIMHUYECKUX UCTIBITAaHUN

63. Jlng rocynapCTBEHHOM  perucTpalud MEAMLMHCKOIO  M3JeiMs, IOATBEp)KIACHUE
3¢ (HEKTUBHOCTH KOTOPOTO TPEOYyET MPOBEICHUS KIMHUYESCKUX UCTIBITAHUHN C y9aCTHEM YeTIOBeKa
¥ TIOJTyYCHUS pa3pelIeHus PETHCTPUPYIOIIETO OpraHa Ha IPOBEACHUE KIIMHUYECKUX UCTIBITAaHHH,
3a4BUTCIIb nocpcaACTBOM CAHUHOI'O JINYHOI'O KaOMHeTa 3asABUTCIIA OpeaAcCTaBIsACT B
PETUCTPUPYIOIINI OpraH 3asBJICHHE O PETHCTPAINH, a TAK)Ke TOKYMEHTHI, YKa3aHHBIC B ITyHKTE
65 nacrosmux IpaBui.

64. B 3a8BiIeHIM O peruCcTpalii YKa3bIBAIOTCS CIEAYIOLIUE CBEICHNUS:

a) HAUMEHOBAHME MEAMIIMHCKOTO H3enus (¢ ykazaHueM Mozened (Mapok) MEAUIUHCKOTO
W3JIeNUsA, WX COCTaBa M NPHUHANICKHOCTECH, HEOOXOIMMBIX MJisi MPUMEHEHUS MEIUIIMHCKOTO
U3JIeNUsT WK €ro Mojeseil (Mapok) Mo Ha3HayeHWIo (MpU HAIW4YWHU), TMPU ITOM 3asiBUTEINb
YKa3bIBAa€T TOBAPHBIM 3HAK M WHBIE CPEJCTBA WHAMBUIYAIHU3AIUU MEIUIIMHCKOTO H3JCIHS B
CJIy4yae UX HAaHECEHUS Ha YIMAKOBKY MEIUIIMHCKOTO U3EIHS;

6) B OTHOIICHUU ITPOU3BOAUTCIIA (I/I3FOTOBI/IT6J'I$I) MCOAULMHCKOI'O U3CINA:

IOPUINYECKOTO JIMIIa - TIOJHOE M COKpamieHHoe (IpW HaJIWYWW) HauMEHOBaHHS (C
TpPaHCIUTEpALUeil), OpraHM3alMOHHO-TIpaBoBast  ¢GopMma, HIACHTU(PUKAMOHHBIA  HOMEp
HaJIOTOIUIATEeNbIIMKA (11  TPOU3BOAMTENEH, SBILIIONIUXCS  pe3uJieHTaMu Poccuiickoi
®denepanun), agpec MecTa HaX0XKIACHHS, a TAK)Ke HOMEp TesieoHa U aJIpec IIEKTPOHHOM MOYTHI;



(Gu3MYECKOTO0 JINLA, 3aPETUCTPUPOBAHHOIO B KAU€CTBE MHIMBUIYAJIBHOTO MPEANPUHUMATEINS, -
bamunus, UMs U OTYECTBO (IPU HAJIMYUM), PEKBU3UTHI JIOKYMEHTA, YIOCTOBEPSIOILEIro
JUYHOCTb, WJAECHTU(UKALMOHHBIA HOMEpP HAJOromjaTesNbluka (Uiss  NPOU3BOAUTENEH,
SBJISIOIIMXCS pe3uaeHTaMu Poccuiickoit deneparum), aapec MecTa KHUTEIbCTBA, a TAK)KE HOMEP
Tesie(pOHa U aIpec IEKTPOHHOM MOUTHI;

B) B OTHOILIEHUH YTIOJITHOMOUYEHHOTO MIPEICTABUTENS IPOU3BOAUTENS (M3TOTOBUTEIS):

IOpUIMYECKOTO JIMI]a - TOJHOE M COKpalleHHoe (Ipu HaJWYuMK) HauMEHOBaHUS (C
TpaHCIUTEpAlNe), OpraHW3alMOHHO-TIpaBoBasi  ¢GopMma, UACHTU(DUKAIMOHHBIA  HOMED
HAJIOTOIUIATEbINKA, aJpec MecTa HaXOXKJICHHUsA, a TakkKe HoMep TenedoHa U aapec
3JIEKTPOHHOM MOYTHI;

(u3MYECKOT0 JINLA, 3aPETUCTPUPOBAHHOIO B KAU€CTBE MHIMBUIYAJIBHOTO MPEANPUHUMATEINS, -
bamunus, UM U OTYECTBO (IPU HAJIMYUM), PEKBU3UTHI JIOKYMEHTa, YIOCTOBEPSIOILEIro
JUYHOCTb, WICHTHU(PHUKALMOHHBII HOMEp HAaJOroIIaTENIbIUKaA, aJpec MECcTa KHUTEJIbCTBA, a
TaKXke HoMep TenedoHa 1 azpec AEKTPOHHOH IOYTHI;

I) HaWMMCHOBaHHME (HAaMMEHOBaHWA) (C TpaHCIUTEpAIMei) MPOU3BOACTBEHHON TIIOMIAIKH
(TpOM3BOICTBEHHBIX TUIOMIA0K), apec (aapeca) MecTa ee (MX) HaXOXKICHHUS;

1) Ha3HauUEHUE MEIULMHCKOTO HM3JENvs, YCTaHOBJICHHOE MPOU3BOAUTEIEM (M3TOTOBUTEIEM) B
COOTBETCTBUU C TEXHHMUECKOU U IKCIUTyaTAIMOHHOW TOKyMEHTallUe Ha METUIIMHCKOE U3/CIINCE;

e) BUA UJIN BUABI MECAUITUHCKOI'O U31CJIUA B COOTBETCTBHUU C HOMCHKJ’I&TypHOfI Knaccmbm(auneﬁ
MEIUIMHCKUX M3JeIUil MO0 BHUJAM B Cilydyae, MNPEAYCMOTPEHHOM ITyHKTOM 26 HaCTOSIINX
ITpaBu;

) KJIacC MOTEHIUAIbHOTO PUCKA MPUMEHEHUS MEIUIMHCKOTO W3/eNis B COOTBETCTBUH C
HOMEHKJIATYpHOU KJacCH(UKAIMed MEIUIIMHCKUX HW3ACIWNA 10 KjaccaM B 3aBUCHUMOCTH OT
MOTEHLMAJIBHOTO PUCKA UX NPUMEHEHUS, YTBEPKIAeMOW MUHHCTEPCTBOM 3/1paBOOXPAHEHHUS
Poccuiickoit denepanuu;

3) kox OOmiepoccHiickoro KiacCUpUKaTopa TNPOAYKIMA TIO BHIAM SKOHOMHYECKOM
JesITeIbHOCTH (J1asee - Kiaccu(ukarop);

I/I) CBCACHHS O BO3MOXHOCTH (HeBOSMO)KHOCTI/I) OTHCCCHUA MCONITMHCKOI'O U3ACIINA:
K IpOIrpaMMHOMY O6eCHe‘ICHI/IIO, ABJBIIOIIEMYCA MCIUITUHCKUM HU3JICIINEM

K MPOrpaMMHOMY OOECIICUCHHIO C MPUMEHEHHEM TEXHOJIOTHH HCKYCCTBEHHOTO HHTEIUICKTA,
SIBIIIFOLIEMYCS MEAULMHCKAM U3IETIUEM;

K) CBEJACHHUS O HAIMYHUH (OTCYTCTBHUHU) y MEIUIIMHCKOTO M3JeHHsI U (MJIH) IPUHAIICKHOCTEH K
HEMY TMPSIMOTO WJIH OIOCPEIOBAaHHOIO KOHTAKTa C TIOBEPXHOCTBIO Tella YeIOBEKa, €ro
CJIM3UCTBIMU  000JIOUKaMH, BHYTPECHHUMH CpeJaMH OpraHu3Ma, ISl KOTOPBIX YKa3aHHOE
BSaHMOHCﬁCTBHC (KOHTaKT) ABJISICTCA HGO6XOI[I/IMI:IM JJIs1 BBIIIOJTHEHUA HUX HpeI[Ha?)Ha‘ICHHOﬁ

byHKIUY;

J) CBeJeHUs 00 OTHECEHWHM MEIUIIMHCKOTO W3JCHHs K CpeACcTBaM H3MepeHuil B cdepe
TOCYJIJapCTBEHHOTO PETYJIMPOBaHUs OOecreueHusl €AMHCTBA HM3MEPEHUH, MepeyeHb KOTOPBIX
yTBep)kaaercs MunucrepctsoM 3apaBooxpaneHus Poccuiickont denepanuu;



M) HOMEp, JaTa MPOTOKOJIA TEXHUYECKUX HCHBITAHUN MEAMIIMHCKOTO W3JAENHus, a TakkKe
HAaUMEHOBAHHE UCIBITATEIbHON J1a0OpATOPUH, BBIAABIICH MPOTOKOJ UCIBITAHUHN, U CBEJCHUS O
HOMeEpe 3aIliCH O Hell B peecTpe akKKpeIUTOBAHHBIX JIMII,

H) HOMEp, JaTa MPOTOKOJIa TOKCHKOJIOTUYSCKUX MCCIEAOBAHUN MEIUITUHCKOTO U3Ieus U (WIIH)
MPUHAJJICKHOCTEH K MEAMIIMHCKOMY U3JIENINI0, IPSMO HJIK OMIOCPETOBAHHO KOHTAKTUPYIOIINUX C
MOBCPXHOCTHIO TCJIa YCJIIOBCKA, Cro CIU3UCTBIMU 060HOqKaMI/I, BHYTPCHHUMU CpCaaMu
OpraHusMa, JJisl KOTOPbIX YKa3aHHO€ B3aWMOJEWUCTBHE (KOHTAKT) SBISETCS HEOOXOIUMBIM MJIs
BBITIOJIHCHUS HUX MPCAHA3ZHAYCHHBIX q)YHKLII/IfI, a TaxkKe HauMEHOBAaHUE HCIBITAaTEILHOU
nabopaTopud, BBIAABIICH MPOTOKOJI WCCIAEAOBAaHWM, W CBEJACHHS O HOMEPE 3allMCH O HEW B
peecTpe aKkKpeIUTOBAHHBIX JIHIL;

0) HOMEp, JaTa MPOTOKOJIA UCHBITAHUA MEAMLMHCKOTO H3JeNUs B LENAX YTBEP)KACHUS THIA
CPEICTB H3MEpeHUil (B OTHOIIEHWH MEIUIMHCKUX W3JAETUi, OTHOCSIIUXCSI K CpercTBaM
U3MepeHuil B cdepe rocyAapcTBEHHOIO PEryJIMpOBaHUS O00ECIEUYeHUs €JUHCTBA H3MEpEHHI,
IepeYeHb  KOTOPBIX  YTBEp)KAaeTcs MUHHCTEpCTBOM  3ApaBOOXpaHeHHs  Poccuiickoi
denepalum), a TakkKe HAMMEHOBAHHME MCIIBITATEILHOW J1a0opaTopuu, BbLAABLIEH HPOTOKOJI
WCIBITAHUH, U CBEICHUS O HOMEPE 3aIIMCH O HEH B PEECTpe aKKPEAUTOBAHHBIX JIMII,

1) JaTa ¥ HOMEp OT4eTa O pe3ysbTaTaX HHCIEKTUPOBAaHUS, CPOK €ro JEHCTBUS, a TaKKe
HalIMEHOBAHMWE OpraHW3allMM, TPOBOAMBIICH HHCIEKTUpOBaHME (YKa3bIBAlOTCS B Ciydae
IPOBEJCHUS] MHCIEKIMM WHCIEKTUPYIOIIEH oOpraHu3anueil, HaxoJsuieiics B BEACHUU
(MTOMYMHEHUH ) PETUCTPUPYIOIIETO OpraHa);

p) cBeaeHUs O HEOOXOAUMOCTH (OTCYTCTBHU HEOOXOJAMMOCTH) TPOBEACHHS KIMHUYCCKUX
UCIIBITAHUH C y4aCTHUEM YEJIOBEKa;

C) CBeIeHHs O HaIW4YuU (OTCYTCTBHHM) B COCTaB€ MEAMIIMHCKOTO H3AENUsl JIEKapCTBEHHOTO
npenaparta, (apmamneBTHYECKOl cyOcTaHIMM, OWOIIOTHYECKOTO Marepuansa W HHOTO
JIEUCTBYIOILIETO BEILIECTBA;

T) CBEJICHUS O BBIMTYCKE U3/ B CTEPHIBHOM (HECTEPUILHOM ) BUJIE;

y) PEKBU3UTHl JOKyMEHTa (JOKYMEHTOB), MOATBEPXKIAIOIIETO TPaBO HCIOJb30BaHUS
MPOU3BOIUTENEM (M3rOTOBUTENIEM) TOBAPHOTO 3HAKA M WMHBIX CPEACTB HHIWBUIYaIU3alUN
MEAUIIMHCKOTO U3JIEHs B ClTydae MX HAHECCHHsI Ha YITAKOBKY MEIUIIUTHCKOTO U3AENus;

¢) cBenenus 00 oruIaTe rocyIapCTBEHHOM MOLUIMHBI (aTa ¥ HOMEP IUIATEKHOTO MOPYUYEHUS
(MIaTeXHBIX HOPYUYCHUN);

X) CBEJICHHUS O PETUCTPALIMOHHOM HOMEPE U JaTe TOCYIapCTBEHHON PETUCTPALMU MEAUIIMHCKOTO
u3nenus: (BHECEHUs] U3BMEHEHHUI B JJOKYMEHTBI, COAECPIKAIUECS B PETUCTPALIMIOHHOM JIOChe) (110
MPUMEHUMOCTH);

I[) CBEICHHS O BO3MOXXHOCTH (HEBO3MOXXHOCTH) OTHECCHHS MEIUIIMHCKOTO W3ACIUS K
MEIUIIMHCKNUM M3IENHAM JUIS AUarHOCTHKH 1n Vitro;

4) cBeZieHHsI 00 YBEOMIICHUSX O BBO3€ MEIUIIMHCKOTO U3JETHS C IENbI0 ero rocyaapCTBEHHON
perucTpaluy, MoJaHHbIX B PETUCTPUPYIOIIUN OpraH;

I_H) CBCACHUA 00 OTBETCTBEHHOCTH 3asBUTCIIS 32 AOCTOBCPHOCTb U UACHTUYHOCTD I/IH(I)OpMaI_[I/II/I,
COI[Gp)KEIH.[CﬁCH B pCrUCTPAlIMOHHOM JOCHE U 3asABJICHUHN O PCTUCTPALIUH.



65. Jlmg TroCymapCTBEHHOM  pPETHUCTpallii  MEAMIIMHCKOTO  W3JENus, IOATBEPKICHUE
3¢ (heKTUBHOCTH KOTOPOTo TpeOyeT MPOBeACHUS KIMHUYECKIX UCTIBITAHUHN C y4acTHEeM YelIOBeKa
W MTOJIYUCHUA PA3pPCIICHUA PCTUCTPUPYIOUICTO OpraHa Ha IMMPOBCACHUC KIIMHUYCCKUX HCHBITaHHfI,
MPEACTABIAKOTCA CICAYIOIHNE JOKYMCHTBI:

a) kxomusa (KOMMHM) JOKyMEHTa (JOKYMEHTOB), TMOATBEPKAAIOMIETO (TIOATBEPKIAAOITNX )
MOJIHOMOYMSI  YIMOJIHOMOYEHHOTO  MPEACTABUTENS]  MPOM3BOAUTENST  (M3rOTOBUTENSA) IO
MPEJICTABICHUIO WHTEPECOB MPOU3BOAUTENS (M3TOTOBUTEINSI), HECEHUIO OTBETCTBEHHOCTH B
yacTu oOpallieHus] MEIMIMHCKOro u3aenusi Ha tepputopuu Poccuiickoit denepanuu, B TOM
YyHuCclie [0 BOMPOCAM TMPOLEAYp OIEHKHM COOTBETCTBUSI U TOCYJAapCTBEHHOM pPETUCTpaluu
MEAUIMHCKOIO M3/ENUs, a TAKXKE 110 3aBEPEHUI0 JOKYMEHTOB IIPOU3BOJAUTENS (M3TOTOBUTEINS),
BCTYNHBILEr0 (BCTYNMBIIKMX) B CHIYy 10 OGOPMIIEHUS COOTBETCTBYIOIIUX JIOKYMEHTOB
(TOKyMeHT (MOKyMEHTBI) SBISETCA (SIBISIFOTCS) 00s3aTenbHBIM — (00s3aTeTBbHBIMU) IS
WHOCTPAHHBIX  IMPOU3BOJAUTENEH  (M3rOTOBUTENEH), OTEYECTBEHHBIMU  HPOU3BOIUTEISMU
(M3TOTOBHUTENSIMU) JTOKyMEHT (JOKYMEHTBI) TpeACTaBisieTcs (MPEICTaBISIFOTCS) B clydae
HAJIMYUS YIIOJIHOMOUYEHHOTO MPEACTaBUTENS MPOU3BOAUTENS (M3TOTOBUTES);

0) cBeIcHUS O HOPMATHUBHOM JTOKYMEHTAIIMKM Ha MEIUIIMHCKOE U3JIEIHE;
B) TEXHUYECKAsl JOKYMEHTAIUS TTPOU3BOAUTENS (M3TOTOBUTEINSI) HA METUIIMHCKOE U3/CIHE;

I) OKCIUIyaTallMOHHas JOKYMEHTAlusl NpPOU3BOAMTENS (M3TOTOBMTENS) HAa MEAMIMHCKOE
u3Jieque, B TOM YHCIE HHCTPYKLHMS [0 NPUMEHEHHI0 MM PYKOBOACTBO IO 3KCILIyaTalluu
MEIULIMHCKOTO U3/1ETIHS;

n) uBeTHbIe (oTorpaduyeckue U300pakeHusl OOIIEero BUIa MEIUIIMHCKOTO U3JEIHS, MOJENe
(MapoK) METUIIMHCKOTO W3JCTUS W NPUHAMICKHOCTSH, HEOOXOTUMBIX JUIS TMPUMEHEHUS
MEAUIIMHCKOTO M3JENus M0 Ha3HaueHHuio (pa3MepoM He MeHee 18 x 24 caHTUMeETpa), a Takxke
M300paXKCHHSI MAPKUPOBKU M YITAKOBKH (IIBETHBIE MAKETHl YITAKOBOK M ATHUKETOK, COICpIKAIIHE
TEKCT OpPUTMHAIBHOM MApPKUPOBKH M JOMOJIHUTEIBHOW MapKUPOBKA HAa PYCCKOM SI3BIKE,
HAaHOCHMMOM Ha MEIULMHCKUE M3JENusl, TMPOU3BEICHHBIE 3a TmpenaenamMmu Poccuiickoit
denepanun);

€) MPOEKT OMHCAHMS THUMA CPEACTBA W3MEPEHUH, SBIAIOIIETOCSd MEAMIMHCKUM H3JeiIneM (B
OTHOIICHUM MEJHUIIMHCKUX W3ACIUH, OTHOCAIIMXCS K CpeICcTBaM W3MEpeHuid B cdepe
rOCYyAapCTBEHHOTO PETYJIHUPOBAHUS OOECTeUeHHs] €IUHCTBA H3MEPEHUU, MepedeHb KOTOPBIX
yTBepkaaeTcss MUHUCTEPCTBOM 3/paBooxpanenust Poccuiickoit denepanun);

) METOJIMKa IOBEPKH THUIIA CPEACTBA M3MEPEHUH, SBIISAIOIIEIOCS MEAMLIMHCKUM H3JEIUEM (B
OTHOLICHUM MEIUIMHCKUX W3JENIUi, OTHOCALIMXCS K CpeACcTBaM H3MEpeHHd B cdepe
TOCYJIJapCTBEHHOTO PETyJIMPOBaHMs OOecneueHsl €IMHCTBA HM3MEPEHMH, NepeYeHb KOTOPBIX
yTBepkaaeTcss MUHUCTEPCTBOM 31paBooxpanenus Poccuiickoit denepanun);

3) MPOEKT IUIaHA KIMHUYECKUX HCIBITAHUM MEIULUHCKOIO W3JEIHUs C yYacTUEM 4YeJOBEKa C
00OCHOBBIBAIOIIMMH €T0 MaTepuanaMu (IpH HATUYHHN);

M) JOKYMEHTBI, MOATBEPXKAAIOIINE BO3MOXHOCTh OCYILIECTBJICHUS MPOU3BOACTBA IO aJpecy
(ampecam), yka3zaHHOMY (yKa3aHHBIM) B 3asdBJICHMHM O PETUCTPAllMM B  KadyecTBe
MPOU3BOACTBEHHON (IMTPOM3BOACTBEHHBIX) TUIOMIAAKK (IJIOMAM0K) (10 MPUMEHHMOCTH):
JIOKYMEHTBI, IOATBEPKAAIOIINE HATMYKEe YCIOBUN MTPOU3BOJICTBA, U (MIIM) KON CepTU(UKATOB
COOTBETCTBUSI CHUCTEMBl MEHEI)KMEHTa KayecTBa TpeOOBaHUSAM  MEXKIOCYIapCTBEHHOIO
crangapta [OCT ISO 13485-2017 "Uznenust meaunuHckue. CUCTEMbl MEHEI)KMEHTA KauecTBa.



TpeOGoBanust nis 1ieneil peryIupoBaHus’, YTBEpKICHHOTO M BBEJEHHOTO B JeicTBUE ¢ | HIOHS
2018 r. (manee - ['OCT ISO 13485-2017), unu COOTBETCTBYIOIIETO MEXIYHAPOIHOTO CTaHAapTa
ISO 13485:2016 "Uznenust meaunmackue. CUCTeMbl MEHEHDKMEHTA KauecTBa. TpeOoBaHUs s
neneit perynuposanus” (mamee - ISO 13485:2016), a Takxke KONHWU OTYETOB O paHee
MPOBEICHHBIX MHCIICKIIMAX Ha COOTBETCTBUE YKAa3aHHBIM CTaHJapTaM (B CiIy4yae MpeCcTaBICHUS
yYKa3aHHBIX CepTU(UKATOB COOTBETCTBUS), W (MJIM) KOMUU JOKYMEHTOB, MOJTBEPKIAIOLINX
COOTBETCTBUE CHCTEMBI YINPABICHUS KauyeCTBOM TPEOOBAaHUSM K BHEIPCHHIO, MOIACPKAHUIO U
OIICHKE CHCTEMBI YIIPABJICHUS KaueCTBOM MEIUIMHCKUX H3AeNui (MpEeICTaBIAIOTCS B Clydae
MPOBEACHUS WHCIEKIIMM WHCIEKTHPYIOMIEH OpraHu3anued, Haxonsdlencs B BEICHUU
(mogUMHEHWHU) OpraHa TOCYJapCTBEHHOM BIIACTH TrocydapcTBa - ujieHa EBpasuiickoro
HKOHOMHUYECKOTO COI03a, YMOJHOMOYEHHOTO Ha OCYIIECTBICHHE M (WIM) KOOPAMHAINIO
NEeSTENIbHOCTH B cepe oOpareHuss MeIUIIMHCKUX U3JIeIHi Ha TEPPUTOPUU ITOTO TOCYIapCTBa,
3a uckimrodeHueM Poccutickoit Denepanun);

K) JOKYMEHTBI, MOATBEP)KAAIOIINE NPABO HMCIOIb30BAHUS NMPOU3BOAUTEIEM (M3TOTOBUTEIIEM)
TOBapHOTO 3HaKa M HMHBIX CPEACTB MHIMBUIYyaTU3allMUd MEAUIIMHCKOTO M3JETUS B Clydyae HX
HAHECEHMsI Ha YNIaKOBKY MEIUIIMHCKOT0 U3/eNus (IPEACTABISAIOTCS B Cllydae, €CJIM CBEICHUS HE
BHECCHBI B COOTBETCTBYIOIIHME peecTpbl DeaepaqbHON CIOy)KObI IO HWHTEIUICKTYaIbHON
COOCTBEHHOCTH);

J) KOINUU JOKYMEHTOB, TIOATBEPXKAAIOIIMX  KAauyecTBO JIEKApCTBEHHOTO  Ipemnaparta,
(dapmaneBTHUECKON CyOCTaHIMM, OHOJOTMYECKOr0 MaTepuaia M HMHOIO BEIIeCTBA, C
UCIIOJIb30BAaHUEM KOTOPBIX IMPOU3BEJCHO MEAMLMHCKOE M3JIeIMe WM KOTOphIE BXOIAT B €r0
COCTaB W MpeAHA3HAYEHbl JUIsl MPUMEHEHMsI TOJIBKO C Y4E€TOM HAa3HAuY€HUs MEAMLIHMHCKOIO
U3/IeNUs], ONPENICIEHHOTO MPOU3BOANTENEM, BbIIaHHBIX B COOTBETCTBUU C 3aKOHO/ATEIILCTBOM
CTpaHbl TIPOMCXOXKIEHHUS JICKApPCTBEHHOTO TIpemapara, (apManeBTHYECKOW CyOCTaHIHH,
OMOJIOTMYECKOT0 MaTepHaia U HHOTO BEIECTBA;

M) KOMHSA JOKYMEHTa, MOATBEPKAAIOIIET0 PETUCTPALUIO IMPOU3BOIUTENS (M3TOTOBUTENS) B
Ka4yecTBE IOPUIUYECKOro JUIa JU00 MHAMBUAYATbHOTO MPEINpUHUMATENS (32 UCKIIOUECHHEM
MEIUIMHCKUX H3JEIUNA, TPOU3BOAUTEISAMUA KOTOPBIX SBJISIIOTCA pe3uAeHThl Poccuiickoit
denepanyn);

H) IJIaH KIIMHUYCCKOTO MOHHUTOPHUHIA (I[JIH MCOAULIMHCKHUX H3,Z[€JIPII>1 Kj1acCa IIOTCHIHMAJIbHOI'O
pUCKa MNpUMEHEHUs 3, a TakkKe MEIULMHCKUX W3JeIUHA, HMIUIAaHTHPYEMBIX B OpraHU3M
YeJI0BeKa, Kilacca MOTEeHIMAIBHOTO pUCKa IpUMeHeHus 26);

0) JOKa3zaTelbHbIE MaTepHaabl MPOU3BOAUTENS (M3TOTOBHUTENS) MEAMIIMHCKOTO u3Aenus (mo
MPUMEHUMOCTH )

JI0Ka3aTeNbHbIE MaTepUajbl MPOU3BOIUTENS (M3TOTOBUTENS) MEIULMHCKOTO U3JENHS B 4acTU
ONpesielIeHns] KadyecTBa M 0€30MAaCHOCTH MEIULUHCKOIO HM3JeNusl, COOTBETCTBHUS €ro
XapaKTepUCTHK (CBOIMCTB) TpeOOBaHUSAM HOPMATUBHOW JOKyMEHTAIlMHM, TEXHUYECKOH W
9KCIUTyaTallMOHHOW JOKYMEHTAIUH TPOU3BOANUTEINS (M3TOTOBUTEIS);

JOKa3aTCJIbHBIC MaTCpualibl IIPOU3BOAUTECIIA (I/I3FOTOBI/ITCJ'IH) MCEIHUIMHCKOT'O H3ACIHSA B YaCTH
HCCIICIOBAHUM B EIIX OICHKHU OMOJIOrnYeCKOoil 0€30ITaCHOCTH MCIHUIIMHCKOI'O U3ACIHA.

66. Peructpupyromuii opran He BIpaBe TpeOOBaTh OT 3asBUTENS YKa3blBaTh B 3asBICHUU O
perucTpanyu CBEJIEHUS, HE MpPelyCMOTpPEHHble MyHKTOM 64 Hacrosmux IlpaBun, wu
IIPEJCTaBIISITh JOKYMEHTHI, HE IPELyCMOTPEHHbIE ITYHKTOM 65 HacTosmux IIpaBui.



3asiBUTENb BIPABE MPEACTABUTH JOKYMEHTBI, CBEJIEHUS O KOTOPBIX YKa3bIBAIOTCS B 3asBJICHUU O
pEerucTpalui B COOTBETCTBMM ¢ moamyHktamu "M" - "m", "y" m "u" myHkra 64 Hacrosmmx
[IpaBun, mo cOOCTBEHHOW MHHUITMATHRBE.

3asiBUTEIb BITpaBC NMPCACTABUTHL MHBIC HGO6XOI[I/IMI>I€ JOKYMCHTHEI 110 coOCTBEHHOM WHHUIIUATHUBEC.

67. B Teuenue 5 pabouymnx THEH cO THS MOCTYIJICHUS 3asBJICHUS O PETHUCTPALMU U IOKYMEHTOB,
MPEayCMOTPEHHBIX NYHKTOM 65 Hactosmmx IIpaBui, perucTpupyronui OpraH MHpPOBOIMUT
IMMPOBCPKY IMOJHOTBI U OOCTOBCPHOCTU COACPKAIUXCA B HHUX CBCHCHHﬁ, B TOM 4YHUCIIC IMYTEM
CpPaBHEHMsI TaKUX CBEICHUN CO CBEACHHSIMH, NMPEACTABIEHHBIMU OpPraHaMu TOCyAapCTBEHHON
BJIaCTU B MOPAAKEC MCKBCAOMCTBCHHOI'O I/IH(l)OpMaI_[I/IOHHOFO B3aHMO,Z[eI>'ICTBI/I$I MmoCcpcaACTBOM
CUCTEMBI MEXBEIOMCTBEHHOTO JIEKTPOHHOT'O B3aUMOICHCTBUSI.

68. B ciyuae eciu 3asBJICHHE O PETUCTpaIiuu 0POPMIICHO C HAPYIICHUEM TOJIOKECHHM MyHKTa 64
Hactosmux [lpaBun, u (WiM) mpeAcTaBIE€HHbIE JOKYMEHTHI O(QOpPMIIEHBl € HapylICHHEM
MOJIO’)KEHUN MyHKTOB 53 - 55 Hactosmmux IlpaBui, u (Wau) B 3asBIIEHUU O pErucTpanuv u
IIPEJICTaBICHHBIX JOKYMEHTaX YyKa3aHbl HEJOCTOBEPHbIC CBEICHMS, WM JOKYMEHTHI,
IpEeyCMOTPEHHbIE MyHKTOM 65 Hactosumx [lpaBun, mpencraBieHbl HE B IOJHOM 00beMe,
PETUCTPUPYIOIIUI OpraH yBeIOMJISICT 3asBUTENS O HEOOXOAMMOCTH YCTPAHEHHs BBISBICHHBIX
HapyLIeHUi U (WIK) NpeACcTaBIeHUs] OTCYTCTBYIOIIMX JJOKyMEHTOB B TedeHue 30 pabouunx aHen
CO JHS pa3MEUICHUs] TaKOro yBEAOMJIEHHUS B (hOpMe 3JIEKTPOHHOIO JAOKYMEHTA, MOIMMCAHHOIO
YCWJIEHHOW KBaNU(UIMPOBAHHON 3JIEKTPOHHOHN MOANKCHIO YIMOJIHOMOUYEHHOTO JOKHOCTHOIO
7ML, B €IMHOM JIMYHOM KaOMHETe 3asiBUTENS U JIEKTPOHHOM KaOMHETe 3asBUTENs. Y CTpaHeHHe
BBISIBJICHHBIX HapylleHUMH W (WIK) TpeACTaBlI€HUE JIOKyMEHTOB, KOTOPbIE OTCYTCTBYIOT,
3asBUTEJNIb OCYIIECTBIIAET MOCPEACTBOM €IUHOTO JIMYHOI0 KaOMHeTa 3asBUTEIIS.

Bpewmst co aHs yBenqOMIIEHUS! pErUCTPUPYIOLIUM OPTaHOM 3asiBUTEINSI IO JHS MOJY4YEHHUs] OTBETa
Ha YBEJIOMJICHUE WM YBEIOMIIEHUsS O HEMPEICTABIEHUH OTBETA HA 3alpOC HE YUUTHIBAETCS MPU
WCYHCIICHUH CPOKa TOCYJapCTBEHHOM PErucTpaii MeTUIITHCKOTO U3/IETHsl.

69. B Teuenne 2 pabouMx JHEH CO JHS 3aBEpIICHUS MPOBEPKH, MPETYCMOTPEHHOMN MTyHKTOM 67
Hactosmmx IlpaBun (B ciyyae TpENCTAaBICHUS HaUIeXKamMM o00pa3oM  0(opMIIEHHOTO
3asBIICHHUSI O PETHCTPALMU U B MOJHOM O0BEME JOKYMEHTOB, MPEIYCMOTPEHHBIX IyHKTOM 65
Hactosmux [lpaBumi), a Takke B ciaydae yCTpaHEHHs B CPOK, He mpeBblmaromuii 30 paboumx
JTHEH, BBISBJICHHBIX HAapyMICHWH W (WIM) TPEICTAaBICHHUS JOKYMEHTOB, IPEIyCMOTPEHHBIX
NyHKTOM 65 Hacrosumx [IpaBmi, perucTpupyroomii OpraH NMPUHUMAET PEIICHWE O Hayale
TOCYAAapCTBEHHOM PErHCTPAIIMN MEJUIIMHCKOTO U3/ICITHSL.

70. B cnyyae ecnu B Cpok, He npeblmatoniuii 30 pabounx THEH, HE yCTpaHEHB! BbISBICHHBIC
HapylleHus: U (WIKM) He INpPEeICTaBJIEHbl JTOKYMEHThI, KOTOpPbIE OTCYTCTBYIOT, B TOM YHCIIE C
y4eTOM MOJOXEHUs MyHKTa 53 Hactosumx IlpaBwii, peructpupyromuil opraH HNPUHMMAET
pelleHHe O TMPEKpallleHUH JAIBHEHIIEr0 pPacCMOTPEHMs 3asBICHHS O PpErucrpauuud "
JOKYMEHTOB, TPEIyCMOTPEHHBIX MyHKTOM 65 Hactosummx [IpaBui, n uHpopmupyer o0 3TOM
3asBUTEIIA ITyTEM Pa3MELIeHUs B (popMe FIIEKTPOHHOIO AOKYMEHTA, MOANNUCAHHOIO YCUIIEHHOU
KBAJM(PHUIUPOBAHHON 3JEKTPOHHOM MOINHUCHIO YIMOJIHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B
€IMHOM JIMYHOM KaOWHeTe 3asBUTEJNA U JIEKTPOHHOM KaOMHETE 3asBUTENS COOTBETCTBYIOIIETO
YBEAOMJIEHUS] C MOTUBUPOBAaHHBIM 00OCHOBAHUEM MPUUMH NPUHATUS YKA3aHHOTO PELICHMS.

71. TocymapcTBeHHAsT pErHCTpanysi MEIULIMHCKUX W3ENHA, MOATBEepxkaAeHuEe 3((HEKTUBHOCTH
KOTOPBIX TpeOyeT MPOBEACHUS KIMHUYECKHX HCIBITAHUI C ydyacTHEM ueloBeKa U MOJyuYeHUs
pa3pelieHusi PEruCTPUPYIOLIEr0 OpraHa Ha IPOBEICHHE KIMHUYECKUX  HMCIBITAHHM,
OCYIIECTBIIICTCS PETUCTPHUPYIONMIMM OPTaHOM B CPOK, HE mpeBbimaromuii 50 paboumx gHEH co



JTHSl TIOCTYIUICHUS! 3asBJICHUS] O PETUCTPALUU U JTOKYMEHTOB, IPEIYCMOTPEHHBIX ITyHKTOM 65
Hacrosux [Ipasuir.

Cpok npoBeneHNsT KIMHUYECKUX HUCIBITAHWNA MEIMLIUHCKOIO M3ZICINSA C y4acTHEM YeJIOBEKa B
yKa3aHHbII 50-THEBHBIN CPOK HE BKIIFOUAETCS.

72. B TeueHue 2 pabouyux IHEH CO OHSA MPHUHATUS PELICHHS O Hayalleé TroCylapCTBEHHOMH
pPErUCTpai METUITMHCKOTO U3JIETUsl PErUCTPUPYIONTUH opraH oQopMIiIseT U BBIJIACT 3aaHUE
Ha TIPOBEACHHE IKCIIEPTH3BI KaueCTBa, d3PPEKTUBHOCTH U OE30MACHOCTH MEIUITUHCKOTO U3CIIHs
9KCIIEPTHOMY YUPEXKACHHUIO (Jaee - 3a/laHue Ha MPOBEICHUE IKCIIEPTU3HI).

73. Dxkcrepru3a KadecTBa, 3((HEKTHBHOCTH M 0€30MAaCHOCTH MEAWIIMHCKOTO W3ACTHS, IS
noATBepKIeHUS YPPEKTUBHOCTH KOTOPOTO TpeOyeTCs MPOBEeACHNE KIMHHYECKUX HCTBITAHUNA C
y4acTUEM YeJOBEKa M IOJyUYEHHUE pa3pellieHHs PETMCTPUPYIOIIEro OpraHa Ha MpPOBEACHUE
KIMHUYECKHUX UCTIBITAHUN, TPOBOAUTCS SKCIIEPTHBIM YUPEKICHHEM MOSTATHO B COOTBETCTBUU C
MOPSKOM, YTBEpK1aeMbIiM MUHHCTEPCTBOM 3/ipaBooxpaneHust Poccuiickonn denepanum:

a) Ha | aTarne oCylecTBIISIETCS SKCIEPTU3a 3asIBJICHUS O PETUCTPALIMU U TOKYMEHTOB, YKa3aHHBIX
B TnyHKTe 65 Hactosmux [IpaBwi, mis omnpenencHUss BO3MOXKHOCTH (HEBO3MOMXHOCTH)
MMPOBCACHUA KIIMHUYCCKUX HUCIBITaHUN MCIUIUHCKOI'O U3CJIMA C yUaCTHUEM YCIIOBCKA,

6) Ha II »orame ocCyIIECTBIAAIOTCS HKCHEpTH3a IMOJTHOTHI M PE3yJIbTAaTOB IMPOBEICHHBIX
TEXHUYECKUX MCIBITAHUM, TOKCHKOJIOTMYECKUX HCCICAOBAaHUM, KIMHUYECKUX MCIBITAHWM,
UCTBITAHUN B LENAX YTBEPKIEHHsI TUIA CPEICTB M3MEPEHUH (B OTHOLIEHHMM MEAMLIMHCKUX
U3JIeNNI, OTHOCSIIUXCS K CPEACTBAM HM3MEpEHHid B Cdepe roCyAapCTBEHHOTO PETYIHMPOBAHUS
o0ecrieueHMsT €IUHCTBA HW3MEPEHUll, IepeyeHb KOTOPBIX YTBEp)KAaeTcss MMHUCTEPCTBOM
3npaBooxpaHeHust Poccuiickoit denepanun), MHCIEKTUPOBAHUS MPOU3BOICTBA, a TAKKE aHATIU3
JIOKa3aTeIbHbIX MaTEpUAOB MPOU3BOAUTENS (M3rOTOBUTEINSA) MEAMLIMHCKOTO M3/enus (nanee -
9KCHEPTHU3a MOJHOTHI U PE3yJIbTaTOB UCIBITAHUNA U HCCIEIOBAHUN).

74. Tlpu mpoBeneHUN KCTIEPTU3BI KadecTBa, dPPEeKTUBHOCTH M 0€30MaCHOCTH MEIUITUHCKOTO
uznenust (Ha JOOOM STame) He JO0MycKaeTcss UCTpeOOBaHME SKCIEPTHBIM YUPEKICHHEM Y
3asIBUTEIIS JTMOO MHBIX JIUI] MATEPHAIIOB, HEOOXOUMBIX IS TPOBEICHUS IKCTIICPTH3HI.

B ciyuae HenocTtaTOYHOCTH AJIi BBIHECEHUS SKCIEPTOM SKCIIEPTHOIO YUpeKIeHHs (nanee -
9KCHEPT) 3aKIF0UEHUS] MaTepPUAIOB U CBECHUMN, COAEPKAIUXCS B NIPE/ICTABICHHBIX 3asBUTEIEM
3as1BJICHUN O PErHCTpaly U JOKYMEHTaX, IPeJyCMOTPEHHBIX MyHKTOM 65 Hactosmux [Ipasui,
9KCHEPT CTaBUT BOIPOC O NPEICTABICHUU €My HEOOXOIUMBIX MAaT€pHaJIOB M CBEIEHUI Iepen
PYKOBOJUTENIEM SKCHEPTHOTO YUPEXKICHHS, KOTOPBIH 00Opamaercs C COOTBETCTBYIOIIUM
3allpOCOM B PETHUCTPUPYIOIIMKA OpraH, BBIJABIIMM 3aJaHME HA IPOBEICHUE HKCIEPTHU3BL
VYKa3zaHHBIM 3alpoC JOJDKEH COJEpXkKaThb HUCYEPIBIBAIOIIMKI IEPEYEHb BCEX BOIPOCOB,
MaTepHaioB U CBEIEHUI, HEOOXOAUMBIX SKCIIEPTY JUISL IPOBEACHUS SKCIIEPTU3HI.

Perucrpupyrommii opran B TedeHMe 2 pabouumx [HEH €O IHS TIOCTYIUIGHHS 3ampoca
PYKOBOIMTENS JKCIIEPTHOIO YUYPEKACHHS HANpaBISAET 3asABUTEII0 3alpOC O IPEICTaBICHUU
HEOOXOJMMBIX MaTepUaloB W CBEIACHHM C yKa3aHMEM XapakTepa 3aMeyaHuil MU crocoba HxX
YCTpPaHCHUA. YKa3aHHBIM 3allpoC HAIPABIIACTCS OJHOKPATHO HA KaXkIOM JTalle JKCIEPTHU3BI
KadyecTBa, YPPEKTUBHOCTH M OE30MACHOCTH MEIMIIMHCKOTO HM3AETHs B (hOopMe AIEKTPOHHOTO
JOKYMEHTa, TOANUCAaHHOTO YCWJIEHHOM KBaIM(PUIMPOBAHHON 3JEKTPOHHOM MOJIIHMCHIO
YIOJHOMOYEHHOI'O JIOJKHOCTHOTO JIMLA, IOCPEACTBOM Pa3MELICHUs B 2JIEKTPOHHOM KaOHMHETeE
3asBUTEIIS U €IMHOM JINYHOM KaOWHETe 3asBUTEIIS.



3asBuTENb 00s53aH TMPEACTaBUTH OTBET HA 3aAIPOC PETHCTPHUPYIOMIETO OpraHa IOCPEICTBOM
€IMHOTO JIMYHOIrO KaOWHeTa 3asBUTEN B CPOK, He mpesblmaroniuii 50 padounx qHEH co aHA
HaINpaBJICHUs! TOTO 3ampoca. B Teuenune 2 pabounx AHEH CO AHS TOCTYIUICHHUS OT 3asBUTEIS
OTBETa Ha 3alpOC PETUCTPUPYIOIIMKA OpraH HalpaBlisieT OTBET B AKCIEPTHOE yupexjeHue. B
cilydae HETpeACTaBICHUs Mo wcTedeHuH S50 pabouymx THEH 3asBUTEIEM OTBETa Ha 3ampoc
PETUCTPUPYIOIIUI OpraH B TeueHue 2 pabouux AHEW HampaBiseT B SKCIEPTHOE YUpPEXIECHUE
yBEAOMJIEHHE O HEMPECTABICHUH 3asiBUTENIEM OTBETA HA 3alPOC PErUCTPUPYIOLIETO OpraHa Jis
HOJTOTOBKH 3aKJIIOUEHHs SKCIIEPTHOTO YUPEKACHUS Ha OCHOBAaHUM JIOKYMEHTOB, UMEIOLIUXCS B
€ro pacrnopsyKCHUH.

Bpewms co nHA HampaBiieHHs 3alpoca perMCTpUPYIOLIEr0 OpraHa 0 IHS IOJyYeHUs OTBETA Ha
3allpoC WJIM YBENOMIJICHHS O HENPEICTaBICHMHM OTBETa Ha 3alpoC HE YYHUTBIBACTCSA IpU
UCUUCIICHUN CpOKa IMPOBEICHUS HKCHEPTH3bl KayecTBa, >(PQPEKTUBHOCTH U OE30MaCHOCTH
MEAULIMHCKOTO U3JIENHSL.

[Ipu BBIABIEHUM PETUCTPUPYIOIIMM OPraHOM B IIPEJCTABICHHBIX 3aSBUTEIIEM B OTBET HA 3aIIpOC
PETUCTPHUPYIOIEro OpraHa AOKyMEHTaX HEIOCTOBEPHBIX M (WJIM) HEJOCTATOYHBIX CBEJCHHUN U
(M) HECOOTBETCTBHSI O(OPMIICHUS TPEICTABICHHBIX JTOKYMEHTOB MOJOXEHHUSM MYHKTOB 53 -
55 nacrosumx IlpaBun peructpupyromuii opraH B TedeHue 2 pabouyux AHEW HampasisieT (B
dopMe  DIEKTPOHHOTO  JOKYMEHTAa, TOANMHMCAHHOTO  YCHJICHHOW  KBanu(pUIMpOBAaHHOMN
3JICKTPOHHOU MOANKUCHIO YIIOJHOMOYEHHOIO JOJDKHOCTHOIO JIMLA, IIOCPEICTBOM Pa3MEIIEHUs B
JIEKTPOHHOM KaOMHETE 3asiBUTENS U €INHOM JIMYHOM KaOMHETE 3asiBUTEIs) 3aBUTEITIO

MOTHBHPOBAaHHOE pELIEHHE O BO3MOXKHOCTH IIOBTOPHOIO IMIPEJICTABICHUS 3asBUTEIEM IO
ucreyeHus 50 paboumx AHEW co AHS HANpaBJIEHHs 3ampoca J0pabOTaHHBIX TOKyMeHTOB. Ilpu
HENPECTaBICHUN 3asBUTEIEM B YKa3aHHBIM CPOK 3allpallliBaeMbIX MaT€pUAIOB U CBEACHUM
JKCHEepTU3a KauecTBa, 3()p(PeKTUBHOCTU U 06€30IaCHOCTH MEIUIIMHCKOTO M3JENUs MPOJOIKACTCS
[0 HAXOJAIIUMMCS B pACHOPSIKEHUM SKCIEPTHOTO YUYPEKICHHS paHee IMpeACcTaBICHHBIM
3asiBUTENIEM JOKYMEHTaM U CBEJICHUSAM, COAEPKAIIUMCS B PETUCTPALIMOHHOM JIOCHE.

75. Ha I atane skcnepTuspl KauecTBa, 3pPEKTUBHOCTH B O€30MaCHOCTH MEIUITUHCKOTO H3IETHUS
OKCIIEPTHOE YUPEKACHHE B CPOK, HE MpeBbIMAONMi 17 paboumx mHEH cO JHA MOTyYeHUs
3a/laHus Ha MPOBEACHUE YKCIIEPTU3BI, OCYIIECTBISET CIEAYIOINE MEPOTIPUATHUS:

a) TPOBEJIEHUE DKCHEPTU3bl 3afABJICHUS O PETUCTPALUU M JIOKYMEHTOB, MPEIyCMOTPEHHBIX
nyHkToM 65 Hacrosumx [lpaBun, nans  ompeneneHuss BO3MOXHOCTH — (HEBO3MOXHOCTH)
IIPOBEJACHUS KIMHUYECKUX MCTIBITAHUA MEJUILIMHCKOTO U3/ C Y4aCTHEM YEIIOBEKA;

06) odopmieHre M HampaBJICHHWE B PETUCTPUPYIOUIMHA OpraH 3aKIIOUYEHHUS O BO3MOXKHOCTHU
(HEBO3MOXHOCTHU) MPOBEJICHUS KIMHUYECKUX UCIBITAHUN MEIUIIMHCKOTO U3JENHs C y4acTHEM
yenoBeka (C yKa3aHHeM MPUYMH M OOOCHOBAHHMEM HEBO3MOXHOCTH HMX IMpPOBEACHUs), dopma
KOTOPOTO yTBepaaeTcsi MUHHCTEpCTBOM 3apaBooxpanenusi Poccuiickori deneparnuun (nanee -
3aKJIFOUYEHHE O MTPOBEICHUU KIMHUYECKUX UCTIBITAHUM MEIUIIMHCKOTO U3/IETIHS).

76. OCHOBaHMSIMM JJI1 BBIHECEHMS] SKCIIEPTHBIM YUPEXKICHUEM 3aKIIOUEHUS O IPOBENECHUU
KJIMHUYECKUX MCNBITAHUM MEIUIMHCKOIO H3JEIHs, CBHIETECIBCTBYIONIETO O HEBO3MOXHOCTU
IIPOBEACHUS KIMHUYECKUX MCIBITAHUM MEIULMHCKOTO W3JEeIUs C Yy4acTHEM YeIOBEKa,
ABJISFOTCS:

a) HECOOTBETCTBHE MEIMIMHCKOTO U3JeNusi TpeOOBaHUAM HOPMATUBHOW JIOKYyMEHTAIIHH,
TEXHUUYECKOM U (MJIM) DKCIUTYaTallMOHHOM TOKYMEHTALUU IPOU3BOAUTENS (M3TOTOBUTENSA);



0) OTCYTCTBHUE AOKA3aTEILCTB OE30MACHOCTH MEAUITUMHCKOTO U3/ICIINS;

B) HaJIMYUE HEJOCTOBEPHBIX CBEJACHUN B JOKYMEHTAX, COACPKAUIUXCS B PErUCTPALMOHHOM
JIOCKE.

77. Peructpupytonuii oprad B TeueHHe 5 padouyux IHEW CO JTHSA TMOJYYEHUS OT HKCIIEPTHOTO
YUPCKACHUA 3aKIIIOUYCHUA O MPOBCACHUN KIMHUYCCKUX HUCIBITAHUN MCEIUIMHCKOIO HU3ACINA
OCYIIECTBIISIET CICAYIOIINE MEPOTTPUITHS:

a) OLICHKA 3aKJIIOYCHUSA O NPOBCACHUN KIMHHUYCCKUX HUCIIBITAaHUH MCEAUIIMHCKOI'O M3ACIIUA OJIsL
OIIpEeJICTICHNs] COOTBETCTBHS 3aJaHMI0 Ha IPOBEACHHE SKCIEPTH3bl. B ciydae ycTaHOBIEHHS
HECOOTBCTCTBUA 3aKIIOYCHHA O NPOBCACHUNU KIIMHUYCCKUX HUCITBITAaHUH MCOAUIIMHCKOI'O U3ACIHUA
3aJ]aHUI0 TaKoe 3aKIIOUCHHE BO3BPAINACTCS B OKCHEPTHOE YUPEKACHHE Ha JOpabOTKY, CPOK
KOTOpOM cocTaBiisieT He Oosiee 2 pabouux AHEHW CO JHS MOJYUYEHUS SKCHEPTHBIM YUpEekKIACHUEM
BO3BPALICHHOT0 3aKJIIOYEHHS O MPOBEACHUN KIMHUYECKUX UCIIBITAHUM MEAUIIMHCKOTO U3/IeIHS;

0) B cilyuae MOJYYCHHsS 3aKJIIOUCHHS O MPOBEICHUN KIMHUYECKUX HMCIBITAHUH MEIUITTHCKOTO
U3JIeNusl, TPEAyCMOTPEHHOr0 MyHKTOM 76 Hactosumx IIpaBui, He mo3aHEE CIEAYIOIIETOo
pabodero JHs 1Mociie MPOBEACHUS OLIEHKU 3aKIIOYCHHUS O TIPOBEICHUH KIIMHUYECKUX HCITBITAHUH
MEIUIUHCKOTO M3AEIHs I ONPENIeIeHNs] COOTBETCTBHSI 3a/JaHUIO HA MPOBEJICHUE YKCIEPTH3BI
PETUCTPUPYIOMIMK OpraH pa3MellaeT »dJIeKTPOHHBIH 00pa3 3aKIYCHHST O TMPOBEICHUH
KJIMHUYECKHX UCMBITAHUH MEIUIMHCKOTO U3JeNus, COOTBETCTBYIOIIETO 3aJaHHI0O Ha
NPOBE/ICHUE SKCIIEPTU3HI, B AJICKTPOHHOM KaOMHETE 3asBUTEIISI U HAIIPABIISIET COOTBETCTBYIOIIHE
CBEJICHUS B €IUHBIN JTNYHBIA KaOMHET 3asBUTEIIS.

B Teuenne 10 pa60‘lI/IX I[Heﬁ CO IHA PasMCUICHUA B 3JICKTPOHHOM KaOWHETE 3asBUTEIA
3aKIIIOYCHHA O MPOBCACHUN KIIMHUYCCKUX HUCIIBITAaHHH MCIUIIUHCKOI'0 M3ACJINA, YKA3aHHOI'O B
ITYHKTC 76 HaCTOAIINX HpaBI/IJ'I, 3asBUTCIIb BIIPABC O3HAKOMUTHCS € 3aKJIIFOUCHUCM O ITPOBCACHUU
KIMHUYECKUX HCIBITaHUM MCIUIIMHCKOI'0 MU3ACIUA W, IIPpU HAJIWYUU BOSpEl)KGHHfI, HaIllpaBUTDb
CBOH BO3paXXCHUA Ha 3aKIIIOUYCHUC O IIPOBCACHUHN KIIMHUYCCKHUX HUCIIBITAHUHN MCOAULNHCKOI'O
HU3OCIINA ITOCPCACTBOM BJICKTPOHHOT'O KaOWHETA 3asIBUTENS.

B cnydae mocTyruieHHs TOCPEICTBOM JJICKTPOHHOrO KaOWHeTa 3asBHUTENsT B CPOK, HE
npeBbimaromuii 10 pabounx gHENH, BO3paKEHUN 3asiBHUTENI Ha 3aKIOYEHHUE O MPOBEICHUU
KJIIMHUYECKUX HUCOBITAHUHU MCIUIIMHCKOI'O U3ACINA, TPCAYCMOTPCHHOC ITYHKTOM 76 HaCTOAIIUX
[IpaBun, peructpupytonuit opran B TedeHue 30 pabouumx JHEW CO JHSA TOCTYIUICHUS
BO3pAXXEHUN paccMaTpPUBAET UX C MPUBICUEHUEM SKCIEPTHOTO YUPEKIEHUS, BBIHECIIETO
COOTBETCTBYIOIIEE 3aKJIIOUEHHUE O TMPOBEACHUHM KIWHUYECKUX HWCHBITAHUNH MEAULIUHCKOTO
u3nenus. B ciiydae eciM B yCTAHOBJICHHBIM CpPOK BO3Pa)KECHHs 3asBUTENIA HE IIOCTYIIWIIH,

n_n

PErUCTPUPYIOUINI OpraH OCYIIECTBIISIET MEPONPUATHS, TPETyCMOTPEHHbIE MOAMYHKTaMU "B" U
n_n

r'" Hacrosmiero myHkra. IIpu paccMOTpeHHMM BO3paKEHUH PETUCTPUPYIOIIMM OpraH IIpu
HEOOXOIMMOCTH J1auM MOSCHEHUH MPUBJIEKAET 3assBUTEIIS.

[To wuToram paccMOTpeHUs BO3PAKEHUW MPUHUMAETCA PEUICHHWE O MPU3HAHUM BO3PAKECHHI
000CHOBaHHBIMH MOJTHOCTHIO MITH YACTUYHO, 0()OpMIIIEMOE MUCHbMOM PErHCTPUPYIOLIETO OpraHa
U HampasJIsieMOe B aJJpec FIKCIIEPTHOTO YUPEKACHUS C MPUIOKEHUEM 3aKII0UEHUS O MPOBEACHUN
KJIIMHUYECKUX UCIBITAHUN MCIUIUHCKOI'0 U3aCius, NpCaAyCMOTPCHHOI'O0 ITYHKTOM 76 HACTOALIINX
[IpaBun, Ha AOpabOTKYy, CPOK KOTOPOM HE MPEBBIMIACT 5 pabodyux AHEH CO JHS TOTy4YEHUs
SKCHCPTHBIM  YUPCKACHHUCM BO3BPALICHHOTO 3aKJIOUYCHUA O HNOPOBCACHUU KIMHUYCCKUX
UCIBITAHUN MEIUIUHCKOTO W3JeNus, JIU00 O TPU3HAHUU BO3PAXKEHUHN MOJHOCTHIO HE
000CHOBaHHBIMU.



Bpemsi co aHs pa3MmenieHHs perMCTPUPYIOIIMM OPraHOM B 3JIEKTPOHHOM KaOWHETE 3asiBUTENS
3aKJIFOYEHUS O NPOBEJACHUM KIMHUYECKUX HMCIBITAHUM MEAULMHCKOIO M3ENMSA, YKa3aHHOIO B
nyHkTe 76 Hactosiuux [IpaBui, 10 MPUHATHS PEIIEHUS [0 UTOTaM PAaCCMOTPEHHUS BO3paKEHUU
HE YYHUTHIBACTCS MPHU MCUUCICHUU CPOKA MPOBEACHUS HKCIEPTU3BI KauecTBa, 3PHEKTUBHOCTH U
0€30MacHOCTH METUITTHCKOTO U3AETus;

B) IPHUHATHE PEUIEHMs O BBbIJAYE pa3pelIeHHs] Ha IPOBEACHUE KIMHUYECKHX HCIBITAHUN
MEIUIUHCKOIO H3Jeus WIM 00 OTKa3ze B TOCYJAapCTBEHHOM pPErucTpaldyd MEAULUHCKOrO
U3JIeNus, KOTOpoe OQOpMIISETCS NMPHKA30M PETUCTPUPYIOIIETO OpraHa, U HH(OPMHUpPOBAHHE
3adBUTENS O NIPHUHATOM PELICHHH IIyTeM pa3MEILEHUs COOTBETCTBYIOILEIO YBEIOMIICHHSA B
dopMe  SIEKTPOHHOTO  JOKYMEHTa, TMOAMMCAHHOTO YCHJICHHOM  KBatu(pUUIUPOBAHHOMN
JIEKTPOHHON MOANMCHIO YIIOJIHOMOYEHHOIO JAOJKHOCTHOIO JIMIA, B €IMHOM JIMYHOM KaOuHeTe
3asiBUTENIS U DJIEKTPOHHOM KaOMHETE 3asiBUTENS;

I') BHECEHHE 3allUCU B PEECTP BbIIAHHBIX pa3pelleHUi Ha NPOBeIeHUE KIMHUYECKUX UCIIBITaHUH
MEIULMHCKOTO W3JENHs, TMOPSAJOK BEICHHUS KOTOPOTO YTBEPKIACTCA PErUCTPUPYIOIIUM
OpraHoM.

78. Ilpy npUHATUYU PELICHUS O BbIJaue pa3peuieHus] Ha MPOBEACHUE KIMHUYECKUX HCIIBITAaHUN
MEIULMHCKOTO H3JEIIHs PETMCTPUPYIOIMN OpraH NPUHHUMAET PEIIEHHE O NPHOCTAHOBICHUU
IpOLEAYyPbl TOCYIapCTBEHHOM PpErucTpalvy MEIULMHCKONO HU3AeIus A0 IHA IPUHATUA
PETUCTPUPYIOIIMM OPTaHOM pEIICHHS O BO30OHOBIIEHHMH TOCYNApPCTBEHHON pPErucTpanuu
MEAUIMHCKOTO U3/IE€IHs B COOTBETCTBUHU € IMyHKTOM 81 Hactosuux [Tpasui.

79. O KIMHUYECKUX HCHBITAHUAX MEIUIIMHCKOTO H3JENNs C y4yacTHEM YeJlIOBeKa 3asBUTEIb
MOCPEICTBOM E€IMHOTO JMYHOTO KaOMHETa 3asBUTENS YBEAOMIISET PErMCTPUPYIOLIMHA OpraH B
TedyeHue 5 pabounx JHeH ¢ Hayasla uX MPOBEICHHSL.

80. Ilo oKOHYAaHMU KIMHUYECKUX MCIBITAHUNA MEIUIMHCKOTO U3JENIHSA C Yy4acTHEM YelIOoBeKa
3asgBUTENb IOCPEACTBOM €IMHOIO JIMYHOrOo KaOuHeTa 3asBUTENsl INPEACTaBIseT B
PETUCTPUPYIOIINN OpraH 3asBICHHE O BO300OHOBJICHHWU TOCYIJApCTBEHHOW PpETHUCTpPAIUH
MEIUIUHCKOTO U3AENs, 3asBICHUE O PETUCTpaluu, 0(pOPMIEHHOE B COOTBETCTBHM C ITyHKTOM
64 nacrosmux [lpaBmi, comepikaliee akTyaTu3WpOBAaHHBIE CBEACHUS (IPU HEOOXOAMMOCTH) U
CBEIEHUS O pe3yJibTaTax KIMHUYECKUX HCHBITAHUNH MEIUIMHCKOTO H3JeNUs C ydacTHeM
YenoBeKa (B OTHOLICHWM KIMHWYECKHX HCIBITAaHUM, 3aBepImIeHHBIX a0 | ceHtsOps 2025 r.,
CBE/ICHUS TPEACTABISIOTCS B BHJAE JOKYMEHTOB), a TaKKe JOKYMEHTbI, YyKa3aHHbIE B
noamyHkrax "0" - "x" u "H" myHkTa 65 Hacrosmmx IIpaBui, B ciydyae eciM B HUX BHECEHBI
U3MEHEHHs MO pe3yjbTaTaM KIMHUYECKUX HCHBITAHWA MEIUIUHCKOIO HU3JEeNUsl C y4acTHEeM
YEJIOBEKa, a TAaKXKE aKTyalU3UpOBAaHHBIE JOKYMEHTHI, IPEAYCMOTPEHHbIE oANyHKTamu "a", "u"
u "M" myHKTa 65 HacTosumx [IpaBui (mpu HEOOXOAUMOCTH).

3asBUTENb BIPABE NPEJCTaBUTh JOKYMEHTBI, CBEICHHS O KOTOPBIX YKa3bIBAIOTCS B 3asIBIICHUH O
perucTpanyu B COOTBETCTBMM C mnoamyHkramu "M" - "m", "y" m "4" myHkra 64 HacTosmux
IIpaBun (B ciyyae BHECEHUS B HUX HM3MEHEHHI), a TakkKe JIOKYMEHTHI, HOJTBEPXKIAIOIINE
pe3ysbTaThl KJIMHUYECKUX HMCIBITAaHUM, 3aBepiieHHbIX mocie 1 ceHtsOps 2025 r., 1o
COOCTBEHHOW MHHUIIMATHBE.

81. Peructpupytonmuii opraH B TeueHHe 2 pabOYMX IHEW CO JHS TOJYYEHUS JOKYMEHTOB,
ykazaHHbIX B nyHKTe 80 Hactosummx I[IpaBui, npuHHMaeT pemieHHe O BO300HOBICHHH
rOCyAapCTBEHHOW PETUCTPALIMUA MEAUIIMHCKOTO U3/ICTIHSI.



Pemenne o BO300HOBJIICHWM TOCYJAPCTBCHHOW pPETHUCTPAllMU  MEIUIUHCKOTO  W3JCITHS
NPUHUMAETCS  PETUCTPUPYIOIIMM OpPraHOM IO  pe3ylbTaTaM MPOBEPKH MOJTHOTHI U
JIOCTOBEPHOCTH CBEACHUH, COACPKAIIUXCS B TMPEACTABICHHBIX B PETHUCTPUPYIOUIUN OpraH
3asiBJICHUH O BO30OHOBJICHHH TOCYJapCTBEHHOH PETHUCTpPAlliU MEAUIIMHCKOTO M3IENUs U MHBIX
JIOKYMEHTaX, YKa3aHHbIX B yHKTe 80 HacTtogmux [IpaBu.

B cinywae ecnam 3TH JTOKYMEHTHI MPEJCTABICHBI HE B TOJHOM OObEME WJIM B HUX BBISBICHBI
HEIOCTOBEpHBbIE JaHHblE, a TAaKXK€ B CJlydyae BBIABICHHS HECOOTBETCTBUS O(OpMIIEHHUS
IIPEJCTaBICHHBIX JOKYMEHTOB IIOJIOKEHUAM NyHKTOB 53 - 55 mHacrosmux Ilpasui,
PETUCTPUPYIOIIMN OpraH HampasiseT (B (opMe 3JIEKTPOHHOIO JOKYMEHTa, IOIMUCAHHOTO
YCUJICHHON KBaTM(PULIMPOBAHHON 3JIEKTPOHHON IMOJMHUCHIO YIOJIHOMOYEHHOTO JIOHKHOCTHOTO
JMIa, MOCPEACTBOM pa3MEUICHUs B €AMHOM JIMYHOM KaOWHETe 3asBUTEIS U 3JIEKTPOHHOM
KaOMHeTe 3asBUTENs) 3asBUTENIO DPEUICHHE O TNPEKpalleHHH AaJbHEHIIero pacCMOTPEeHHUs
3asBJI€HUS O BO30OHOBJIIEHUM TOCYJApCTBEHHON pErucTpalMd MEIUIMHCKOTO W3JeNIus ¢
MOTHUBUPOBAaHHBIM OOOCHOBAHHWEM NPUYHMH TMPHHATUS yKa3aHHOTO pemeHus. OIHOBPEMEHHO
PETUCTPUPYIOIINN OpraH COOOIIAET 3asBUTENI0 O BO3MOXXHOCTHU IOBTOPHOIO IPEICTABICHMUS
3agBICHUSI O BO300HOBJCHHWU TOCYNApPCTBEHHON PETUCTPAllMM MEIUIUHCKOIO W3JeIHs C
NPUIOKEHNEM K HEMY JOpaOOTaHHBIX JOKYMEHTOB IOCPEACTBOM €AMHOIO JMYHOrO KaOuHeTa
3asIBUTEJIS.

82. Ha II sTane sxcnepTu3sbl kauecTBa, 3 (HEKTUBHOCTH 1 0€30MaCHOCTH MEAUIIMHCKOTO U3IEIHS
PETHCTPUPYIONIMK OpraH B TeueHHWe 2 pabouymx JJHEW CO JHSA TPHHATHAS PEIICHUS O
BO300HOBJICHHH FOCYAAPCTBEHHON PETUCTPALIMHA METUIIMHCKOTO U3/IeTUsI HA OCHOBAHHUHU 3a/1aHuUs
Ha TIPOBEJICHUE SKCIEPTU3BI, BBHIJIAHHOTO B COOTBETCTBUM C MyHKTOM 72 HacTosimux [IpaBu,
HaIpaBJIsieT B 3KCIEPTHOE YUPEIKICHUE MPEACTABICHHBIEC 3aIBUTEIIEM PE3YyJIbTaThl KIMHUYECKUX
UCTIBITAHUN MEIUIIMHCKOTO H3JENHs C Y4YacTHEM 4YeJOBEKa, a TakKKe HHBIE JOKYMEHTHI,
MIPE/ICTABJICHHBIC 3asIBUTEJIEM B COOTBETCTBUU C MyHKTOM 80 HacTosmux [IpaBu.

83. DKcnepTHOE yUpexkJeHUE B CPOK, He MpeBbIMAoNUil § pabounx AHEH CO JTHS MOTyYCHHUS
JIOKYMEHTOB, yKa3aHHbIX B IyHKTe 80 Hactosmux IIpaBui, mpoBOAMT 3KCHEPTU3Y MOJHOTHI U
pe3yNbTaTOB NMPOBEACHHBIX MCIBITAHUM U UCCIIENOBAaHUM, a Takke 0GOpMIISIET U HAIpaBIIsIeT B
PETHCTPUPYIOIIHI OpraH 3aKI0ueHUE 10 Pe3yJIbTaTaM dKCIIEPTU3bI KauecTBa, 3PHEKTUBHOCTH H
0€30MacHOCTH MEIULUHCKOro u3zienaus, ¢opMa KOTOPOTo YTBepxkaAaeTcs MUHUCTEPCTBOM
3apaBooxpanenust Poccuiickoiit deneparum.

84. OCHOBaHMAMHU 711 BBIHECEHMsI DKCIEPTHBIM YUPEKICHUEM 3aKJIIOUEHUS 110 pe3yJibTaTam
SKCTEePTU3bl  KauecTBa, JPGHEKTUBHOCTH ©  OE30MACHOCTH  MEIUIMHCKOTO  M3ICINHS,
CBUJICTEJICTBYIOMIETO O HEBO3MOXXHOCTH T'OCYAAPCTBEHHOW PETHCTPAllMM  MEAUIIUHCKOTO
U3JICIHNSI, SIBIISIOTCS:

a) HECOOTBETCTBHE MEIMIMHCKOTO U3JeNnusi TpeOOBaHUAM HOPMATUBHOW JTOKYyMEHTAIIHH,
TEXHUUYECKOHN U (MJIM) DKCIUTYaTallMOHHOM TOKYMEHTALUU IPOU3BOAUTENS (M3TOTOBUTENSA);

0) OTCyTCTBHE JOKa3aTelbCTB KadecTBa, W (wim) sddextuBHOCTH, W (M) O0E30MaCHOCTH
MEIUIIUHCKOI'O U3CIIHS;

B) YCTAaHOBJIEHME, YTO pHUCK IPUYMHEHHUS Bpela 3J0pPOBBI0 TpaXKIaH M MEAMLHUHCKHUX
PabOTHUKOB BCIIECTBUE MPUMEHEHHS] MEIUIIMHCKOTO M3IeHsl peBbimaeT 3 (HEeKTUBHOCTh €T0
PUMEHEHUS;

I) TPEJACTaBICHUE HEIOCTOBEPHBIX CBEACHUH B  JIOKYMEHTaX, COJCpXAIIUXCsi B
PETHCTPAIIMIOHHOM JIOChE.



85. B cpok, He mnpeBbImammuii 7 padboyux AHEM CO JHS TIOJYYEHHUS 3aKIIOYEHUs 10
pe3yJbTaTaM 3KCIEPTU3bl KauecTBa, 3(PPEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO U3JIEIHs,
PErUCTPUPYIOUIHI OpraH OCyIIECTBISET CASAYIOUIUE MEPOTIPUSATHS:

a) OLIEHKA 3aKJIFOYEHHUS 10 pe3yIbTaTaM dKCIIEPTU3bI KauecTBa, 3((HEKTUBHOCTH U 0€30MacHOCTH
MEIUIUHCKOTO H3JIeNHs, yKa3aHHOro B TyHKTe 83 Hactosmmx [IpaBui, ans ompenercHUs
COOTBCTCTBUA 3aJaHHUIO HA IMPOBCIACHHUC 3KCHCpTH3LL:B ClIydac YCTAaHOBJICHUS HCCOOTBCTCTBUA
3aKJTIOYEHUST TI0 pe3yJibTaTaM »JKCHepTU3bl KadecTBa, 3(PGEKTHBHOCTH H 0€30MacCHOCTH
MEAUIIMHCKOTO U3JIENHs YKa3aHHOMY 3aJJaHUI0 TaKOE 3aKJIFOUEHHE BO3BPAIAETCS B SKCIIEPTHOE
yUpeKIEeHNE Ha JO0pabOTKy, CPOK KOTOpPOH COCTaBisieT He Oosiee 2 pabouux AHEH cO JHS
MOJIYYCHHUA OKCIICPTHBIM  YUPCKIACHUCM  BO3BPAILICHHOI'O 3aKJIIIOYCHUSA IO PE3yJibTaTaM
JKCIIEPTH3bI KaueCTBa, 3(PPEKTUBHOCTH U O€30MACHOCTH MEAUIIMHCKOTO U3IEIHS;

0) B ciTy4ae MoJydeHUs 3aKIIIOYCHHS 110 Pe3yJIbTaTaM 3KCIEePTU3bl KauecTBa, 3()(HEeKTUBHOCTH U
0€30IaCHOCTH MEIUILUHCKOI0 M3/AENHs, NPeayCMOTPEHHOro MyHKToM 84 Hacrosimux IlpaBu,
HE MO3JHEE CICIYIONEro pabodero THs IMOCIE MPOBEICHUS OIECHKM TAKOTO 3aKIIOUCHMS I
OTIpeNIeIeHUs] COOTBETCTBUS 3aJaHUI0 HAa MPOBEJECHHE SKCIEPTU3bl PErHCTPUPYIONIMHA OpraH
pasMemniaeT 3JEKTPOHHBIM 00pa3 3aKio4eHHs 10 pe3yibTaTaM 3KCIEPTH3bl KadecTBa,
3¢ (PeKTUBHOCTH M 0€30IacCHOCTH MEAMLIMHCKOTO M3/elHs, COOTBETCTBYIOIIEIO 3aJaHMI0 Ha
NPOBE/ICHUE SKCIIEPTU3HI, B JIEKTPOHHOM KaOMHETE 3asBUTEIISI M HAIIPABISET COOTBETCTBYIOIIHE
CBE/ICHUS B €IUHBIN JTUYHBIA KaOMHET 3asBUTEIS.

B Teuenume 10 paGoumx nHe co OHS pa3MEIICHUs B SJICKTPOHHOM KaOWHETe 3asBUTEIs
3aKIIIOYCHHST TI0 pe3yJibTaTaM dSKCIEePTH3bl KadecTBa, J(PQPEKTHBHOCTH U OE30MAaCHOCTH
MEIULIMHCKOTO M3ZENNs, yKa3aHHOTO B MyHKTe 84 Hactoamux IIpaBun, 3asBuTens Blpase
O3HAKOMUTBCSI € 3aKJIIOYEHHEM I10 pe3yJibTaTaM SKCIEePTHU3bl KadecTBa, A(PQGEKTUBHOCTH W
0€30MaCHOCTH MEIUIMHCKOTO M3A€AMs U, NPU HaAJUYMU BO3PAKEHUH, HaNpaBUTh CBOU
BO3PaXXCHUS Ha TAKOE 3aKJIIOUEHHE OCPEICTBOM JIEKTPOHHOTO KaOMHETA 3asBUTEIS.

B cnydae mocTyruieHHs TOCPEICTBOM JJICKTPOHHOrO KaOWHeTa 3asBHUTENsT B CPOK, HE
npeBbimaromuii 10 pabounx gHEH, BO3pAKECHUN 3asBUTENS Ha 3aKIIOYCHHUE IO pe3yJbTaTaM
OKCIEPTU3bl  KadecTBa, J(M(EKTHBHOCTH U  0€30MaCHOCTH  MEIUIIMHCKOTO  W3JCIHs,
MpeayCMOTpEHHOE MyHKTOM 84 Hacrosmux [IpaBui, perucrpupyromuii oprad B TeueHue 30
pabouynx mHEW cO [JHSA TMOCTYIUICHHS BO3PAXCHHN pacCMaTpUBAeT HMX C MPHUBICYCHHEM
3KCHEPTHOIO YUPEKAEHNUsI, BBIHECILIErO 3TO 3aKJII0YEHUE. B cirydae eciiv B yCTaHOBIIEHHBIN CPOK
BO3pAXEHUS 3aABUTEINSI HE MOCTYIWIN, PETUCTPUPYIOIIMI OpraH OCYIIECTBIISIET MEPOIPUATHUS,
npeaycMOTpeHHble noanyHkramu "B" u '"r" Hactosmero mnyHkra. Ilpu paccMmoTrpenuun
BO3PKEHUN PErHCTPUPYIONINI OpraH MpH HEOOXOJUMOCTH a4l TMOSICHEHHN TPUBIEKAET

3as1BUTCIIA.

[Io wuroram paccMOTpeHHs BO3PaKCHUH INPUHUMAETCS PEIICHHE O IPU3HAHUM BO3PAKECHUU
O00OCHOBaHHBIMM ~ TOJHOCTbIO ~ MJIM  YacTUYHO, KOTOpoe  odopMiIeTcss  MUChMOM
PErUCTPUPYIOLIErO OpraHa M HAIpaBIsETCA B aAPEC IKCIIEPTHOTO YUPEKICHUS C MPUII0KEHUEM
3aKIIIOYEHHUs TI0 pe3ysibTaTaM d3KCIepTU3bl KauecTBa, 3(PQPEKTMBHOCTH M OE30MaCHOCTH
MEAUIMHCKOTO WU3JENNs, MPEeAyCMOTpEHHOro myHKToM 84 Hacrosiuux [IpaBui, TpeOyromiero
NopabOTKH, CPOK KOTOPOH HE NpeBbIIAeT 5 pabouyux JHEH co JHS IMOJyYeHHs 3KCIEPTHBIM
YUPESKICHUEM BO3BPALICHHOTO 3aKIIOUEHUs, MO0 O MPHU3HAHWU BO3PAKCHUH MOJTHOCTHIO HE
000CHOBaHHBIMH.

Bpems co aHS pa3MenieHUs] PErHCTPUPYIONIMM OPraHOM B JJIEKTPOHHOM KaOMHETE 3asBUTEI
3aKIIIOYCHHUS TI0 pe3yJibTaTaM dSKCIEepPTU3bl KauecTBa, A(PQPEKTMBHOCTH M OE30MaCHOCTH
MEIUIIMHCKOTO M3JIeNNs, YKa3aHHOTO B MyHKTe 84 HacTosmux [IpaBui, 10 NMPUHATHSA PEHICHUS



[0 UTOTaM PACCMOTPEHHUS BO3PAKCHUU HE YUYHWTHIBACTCS MPU HCUUCICHHH CPOKA MPOBEICHUS
AKCIIEPTU3BI KauecTBa, YPPEKTUBHOCTH U 0€30MACHOCTHA MEAUIIMHCKOTO U3IEIHS;

B) IPUHATHE PEIICHUS O TOCYIapCTBEHHON PETUCTPALMUA METUIIMHCKOTO U3/ENINs WU 00 OTKa3e
B TOCY/IAapCTBEHHON PETUCTpAllMM METUIMHCKOTO H3JeNusi, KOTopoe o(opMisieTcss MpHKa3oM
pPErUCTPUPYIOUIET0 oOpraHa, U WHGOPMUPOBAHUE 3asABUTENSI O MPUHATOM PELICHUH IyTeM
pa3MeIieHus] COOTBETCTBYIOLIETO YBEAOMJIGHHS B  (opMe BIIEKTPOHHOTO JOKYMEHTa,
MOJMMCAHHOTO YCUJIEHHOW KBaJU(UIMPOBAHHOW AJIEKTPOHHON MOAMKUCHIO YHOJTHOMOYEHHOTO
JOJKHOCTHOTO JIMIIA, B E€AWHOM JIMYHOM KaOWHETe 3asBUTENS M JJIEKTPOHHOM KaOWHETe
3asIBUTEIIS;

') BHECEHHE PEECTPOBOM 3aMHCH B TOCYIapPCTBEHHBIN PEECT.

86. OcCHOBaHMAMM JJIsi TPHUHATHS PETUCTPUPYIOIIMM OPraHoOM pelieHuss o0 oTka3e B
rOCyAapCTBEHHOW PETUCTPALIUY MEAULIIMHCKOTO U3JIEHS SIBIISIFOTCSL:

a) TOJy4YeHHE PETUCTPUPYIOIIUM OpPraHOM OT OKCIEPTHOTO YUPEXKICHUs 3aKIIUYCHUS O
MPOBEJICHUN KIMHUYECKUX HCIBITAHUH MEIUIMHCKOTO W3/CNUs, CBHUJICTEIbCTBYIOMIETO O
HEBO3MOKHOCTH TPOBEIEHUS KIMHUYECKUX HUCHBITAHUI METUIIMHCKOTO H3JENHs C y4acTHEM
YEJI0BEKa;

0) moJy4eHue OT HKCIIEPTHOTO YUPEKISCHUS 3aKIIOYEHUS 110 Pe3yJIbTaTaM dKCIePTU3bI KAaueCTBa,
dpPEeKTUBHOCTH W  OE30MaCHOCTH MEIWIUHCKOTO  M3ICTHUsS, CBUACTEIbCTBYIOMIETO O
HEBO3MOKHOCTH TOCYJapCTBEHHON PErucTpanv MEAWIIMHCKOTO H3AeNnus, U (UIu) TMpUHATHE
PETUCTPUPYIOIIUM OPTAaHOM PEILIECHUsS O MPU3HAHUHU BO3PAXKEHUHN 3asBUTEISI HE 000OCHOBAaHHBIMHU
MTOJTHOCTBIO WJIM YaCTUYHO;

B) BBISBIICHHE PETHCTPUPYIOIIUM OPTaHOM IO pe3yibTraraM (efepaibHOro rocyIapCTBEHHOTO
KOHTpOJIsi (Haa3opa) 3a oOpaleHueM MEAWIIMHCKUX H3CIUA HECOOTBETCTBHM MaHHBIX 00
3¢ hekTHBHOCTH U 0 0€30MaCHOCTH MEIUIIMHCKOTO M3AENUs TaHHBIM O MEIUIIMHCKOM H3JETHH,
COJEpKAIIUMCS B 3asBJICHHH O PETUCTPAIlMM W JOKYMEHTaX, YKa3aHHBIX B IyHKTax 65 u 80
Hacrosux [IpaBuir.

III. T'ocynapcTBEeHHAs: peruCcTpans MEAUIUHCKUX U3IEIINM,
noaTBepkaAeHUE YPPEKTUBHOCTU KOTOPHIX HE TPEOyEeT MPOBEACHUS
KIIMHUYECKUX MCTIIBITAHUN C YYaCTUEM YEJIOBEKA WJIU MTOTYYCHUS
pa3pelieHus: pErucTpUpPYIOIIEro opraHa Ha MpOBEJICHUE
TaKNX KIMHAYECKUX UCIBITAaHUH

87. Jlns rocygapCTBEHHOM  pErucTpallMd  MEIULIMHCKOTO  U3JEusl, TOJTBEpPKIACHUE
3¢ (HeKTUBHOCTH KOTOPOro He TpedyeT MNpOBEACHMS KIMHUYECKUX HCIBITAHUN C ydacTHEM
YEJIOBEKa WIM IIOJYy4YEHUS pPa3pellICHHs] PETUCTPUPYIOLIETO OpraHa Ha IPOBEICHHE TaKUX
KJIMHUYECKUX HCIBITAaHUM, 3asBUTENh IOCPEICTBOM E€IMHOIO JIMYHOTO KaOWHETa 3asiBUTENs
NPEICTaBISICT B PETUCTPUPYIOMIMKA OpraH 3asiBICHHE O PETUCTpalud, OQPOPMIICHHOE B
COOTBETCTBUM C IMYHKTOM 64 Hacrosumx IIpaBuin n IONMONHUTENBHO COAEpIKallee CBEACHUS O
HAMMYuU (OTCYTCTBHM) Yy TMPOTPAMMHOIO OOECleYeHUs] C TPUMEHEHUEM TEeXHOJIOTHUU
HCKYCCTBEHHOI'O HMHTEJUIEKTA, SIBJISIFOIIETOCS MEAMIIMHCKUM H3JIeIHEeM, BCTPOCHHON (pyHKUIUU
ABTOMATUYECKOW Iepejayd B TNOPSAKE, YTBEPKICHHOM PETUCTPUPYIOIIUM OpPraHoOM, B



ABTOMATH3MPOBAHHYIO MH()OPMAMOHHYIO CUCTEMY PETrHCTPUPYIONIETo oprana uHdopmammu 00
o0pabaTbIBaeMbIX TaHHBIX, pe3yIbTaTax ACUCTBUS MPOTPAMMHOI0O 00ECIIEYeHHS C TPUMEHEHUEM
TEXHOJIOTHU MCKYCCTBEHHOIO WHTEIUIEKTA, SIBJISIFOIIETOCSd MEAUUMHCKAM H3MIEIIUEM, a TaKXKe
CBEJICHHM, MPEeIyCMOTPEHHBIX MOPSAKOM COOOIIEHHUS CyObeKTamMH OOpallleHHs MEIUIUHCKHUX
u3nenuii 000 BCeX CiIyyasix BBISBICHUS MOOOYHBIX NEHCTBUM, HE YKAa3aHHBIX B MHCTPYKIIMH T10
MPUMEHEHUIO WM PYKOBOJICTBE MO AKCILTyaTallid MEIULMHCKOTO W3JENHs, O HEeXKelaTeIbHbIX
peakIusaX TMpU €ro MPUMEHEHHH, 00 OCOOEHHOCTSX B3aUMOJACHCTBUS MEIUIIMHCKHUX H3ICITUI
Mexay cobol, o ¢dakrax U 00 OOCTOSITENBCTBAX, CO3MAIOLIUX YTPO3y >KU3HU H 3J0POBBIO
TpakJIaH ¥ MEAUIMHCKUX PAOOTHUKOB TMPU NPUMEHEHHUH M SKCIUTyaTallud METUIIMHCKUX
U3JICNNiA, YTBEepKIaeMbiM MUHHCTEPCTBOM 37paBooxpaHenust Poccuiickoit denepanuu (nanee -
MOPSZIOK COOOMICHUST CYOBEKTaMH OOpalleHusT METUIIMHCKUX W3ISIHA 000 BCEX CITydasx
BBISIBJICHUS TIOOOYHBIX JEUCTBUI), a TaK)Ke CBEJCHHS O pe3ysbTaTaX KIMHUYECKUX UCIIBITAHUN
MEIUIIMHCKOTO u3aenus (0e3 ydacTus 4elioBeKa) ¢ yKazaHHeM HOMepa, JaThl aKTa OILICHKHU
pPe3yIbTAaTOB KIMHUYECKUX HCHBITAHUM MEAUIIMHCKOrO M3JEIUsl, HAMMEHOBAHMS MEIULHUHCKOM
OpraHU3aINH, a TAKXKE CICAYIONINE JOKYMEHTBI:

a) komus (KONMUHM) JOKYMEHTa (IOKyMEHTOB), MOATBEPKAAOMIEr0 (MOATBEPKIAIOIINX )
MOJTHOMOYMSI  YIOJTHOMOYEHHOTO  MPEACTaBUTENs  MPOM3BOAUTENS]  (M3TOTOBHUTENS) IO
MPEJICTABICHUIO WHTEPECOB TMPOW3BOAUTENS (M3TOTOBUTEINSI), HECEHHUIO OTBETCTBEHHOCTH B
yacTu oOpamieHus: MEAWIIMHCKOTo u3aenus Ha teppuropuu Poccmiickoit deneparuu, B TOM
YHUClie IO BOMPOCAM TMPOLEAYp OIICHKH COOTBETCTBUS U TOCYNAapCTBEHHOW pPETUCTPALUU
MEAUIMHCKOTO H3JETHs, a TaKKe I0 3aBEPEHUI0 JOKYMEHTa (JI0KyMEHTOB) IPOU3BOIUTENS
(M3roTOBUTENS), BCTYMMBLIETO (BCTYNHMBIIMX) B CHIY J0 O(GOPMIEHHS COOTBETCTBYIOLIMX
JIOKyMEHTOB (JOKYMEHT (JIOKYMEHTBI) SIBJIICTCS (SIBISIOTCS) 00s3aTeNbHBIM (00s13aTEIbHBIMH )
JUTST MHOCTPAHHBIX TMPOHW3BOAUTENCH (M3rOTOBUTENCH), OTEUYECTBEHHBIMH IPOU3BOIUTEIISIMH
(M3rOTOBUTEIISIMH) TIPEACTABISIETCS (MPEICTABISAIOTCS) B CIydae HAIWYHUS YIOJTHOMOYEHHOTO
IPEJICTaBUTEIS TPOU3BOUTEINS (M3TOTOBUTENIA);

0) cBeJieHUSI O HOPMATUBHOM JOKYMEHTAIIUU Ha METUITUHCKOE U3/ICITHUE;
B) TEXHUYECKas TOKyMEHTAILNUs TPOU3BOIUTENS (M3TOTOBUTENISA) HA MEIUIIUHCKOE U3/IEITHUE;

I) OKCIUTyaTalldOHHas JOKYMEHTAlUs NPOU3BOAMTENS (M3TOTOBHUTENS) Ha MEAMIIMHCKOE
u3JeNue, B TOM YHUCJIE HUHCTPYKLUUS MO MPUMEHEHUIO WM PYKOBOACTBO MO 3KCIUIyaTalluu
MEIUIIMHCKOTO U3/IETIHS;

1) 1BETHBIC (hoTorpadudecKkrue M300paKeHUs OOIIEero BUAA MEIUIIMHCKOTO W3JEIHS, MOJICICH
(MapoK) METUIIMHCKOTO W3AETUS W MNPUHAAJIC)KHOCTEH, HEOOXOJUMBIX [UJIsl TMPUMEHEHUS
MEJIUIIMHCKOTO W3JIENUs M0 Ha3HaueHuio (pazMepoMm He MeHee 18 X 24 caHTHMeETpa), a Takke
M300paXKeHHs] MAPKUPOBKU U YMAKOBKH (LIBETHBIE MAKEThl YIIAKOBOK U 3THUKETOK, COAEpIKaIlIne
TEKCT OPUTHHAIBHOM MApKUPOBKU M JOMOJHUTEIHHOM MApKUPOBKA HAa PYCCKOM SI3BIKE,
HAHOCHMOM Ha MEIUIIMHCKUE U3JIeNHs, MPOU3BEACHHbIE 3a penenamu Poccuiickoit deneparmn)
(32 UCKJIIOUEHHEM IIPOrPaMMHOTO O0OecTIeueHusl, SIBISIIOIIET0CS METUIITHCKUM U3EIIUEM );

e) uBeTHele (oTorpaduueckue U300paKEHHUST DSICKTPOHHOTO HOCUTENS U HUHTepdeiica
nmporpaMMHOTO oOecrieueHus (pasmepoMm He MeHee 18 X 24 canTumerpa) (I IPOTPAMMHOTO
o0ecrieueHHs, SBISAIOUIETOCS MEIUIMHCKUM M3JIEIHEM), a TaKkkKe M300paKeHUsT MAapKUPOBKU U
YHaKOBKHU (TIpY HAIUYUH);

’K) MPOEKT OINUCAHMS TUIA CPEJICTBA M3MEPCHUM, SBISIOMICTOCS MEIUIIMHCKUM H3JearueM (B
OTHOIICHUH MEAMIMHCKUX W3ACNUH, OTHOCALIMXCA K CpeICcTBaM H3MEpeHuid B cdepe



TOCYapCTBEHHOTO PETYJIMPOBAHHS OOCCIICUCHUS] CIUHCTBA W3MEPCHUMU, TEPEYCHb KOTOPBIX
yTBepxkaaeTcst MUHUCTEpCTBOM 3/paBooxpanenust Poccuiickoit denepanun);

3) METOJIMKA TMOBEPKU THUMA CPEACTBA MU3MEPEHUM, SBISIOLIETOCS MEIUIIMHCKUM HU3JenueM (B
OTHOIICHUM MEIMIMHCKUX W3ACIUH, OTHOCAIIMXCA K CpeACTBaM W3MEpeHuid B cdepe
rOCYyAapCTBEHHOTO PETyJIUPOBaHUSI OOECTeUeHHs] €IUHCTBA H3MEPEHUU, MepedeHb KOTOPBIX
yTBepkaaeTcst MUHUCTEpCTBOM 3/paBooxpanenust Poccuiickoit denepanun);

M) JOKYMEHTBI, MOJITBEPKIAIOLUIUE PpE3yJIbTaThl KIMHUYECKUX HCHBITAHUM MEIUIIUHCKHUX
u3zenuii (Mo MPUMEHUMOCTH, B 3aBUCUMOCTH OT JaThl):

JOKYMEHTBI, TOATBEPXKAAIOIINE pPE3yJbTaThl KIMHUYECKUX HWCIBITAHUA (B OTHOLIEHHUU
KJIMHUYECKHUX HCIIBITaHUH, 3aBepIeHHbIX 10 1 ceHtsaops 2025 r.);

JOKYMEHTBI, MOJATBEPXKJAIOUIME pPE3ybTaThl KIMHUYECKMX MCHBITAaHUH (B OTHOILIEHHH
KJIMHUYECKHX WCIBITAaHUN, 3aBepIIeHHbIX mocie | ceHrsOps 2025 r.) (o MHUIMATUBE
3asBUTEISN);

K) JIOKyMEHTbI, MOJTBEPKIAIOLINE BO3MOXKHOCTh OCYLIECTBIIEHUS MPOU3BOJICTBA IO aJpecy
(ampecam), yka3aHHOMY (yKa3aHHBIM) B 3asBI€HHM O pPETUCTPAllMd B  KayecTBE
IPOU3BOJCTBEHHON (IIPOM3BOJACTBEHHBIX) IUIOMIAAKH (IJIOWAA0K) (10 MPUMEHHUMOCTH):
JIOKYMEHTBI, MOATBEPKAAIOIINE HaJTH4KUe YCIOBUN MPOU3BOJCTBA, U (M) KOMUHU CepTU(UKATOB
COOTBETCTBUS CUCTEMBI MEHEPKMeHTa kKadecTBa TpedoBanusm ['OCT ISO 13485-2017 nmm ISO
13485:2016, a Taxke KONHMH OTYETOB O paHEE MPOBEACHHBIX MHCIEKIMSAX HAa COOTBETCTBUE
YKa3aHHBIM CTaHJapTaM (B Clydae MPeACTaBJICHHs YKa3aHHBIX CEPTHU(UKATOB COOTBETCTBUS), U
(MNTM) KOMUU JTOKYMEHTOB, MOATBEPXAAIOIINX COOTBETCTBHUE CHCTEMbI YIPABICHUS KaueCTBOM
TpeOOBaHUSIM K BHEIPEHHUIO, TMOAJCPNKAHUIO M OICHKE CHUCTEMBbl YIPaBJICHHUS KaueCTBOM
MEAUIMHCKUX W3JIeNui (IPEeICTaBISIFOTCS B Clydae MPOBEACHUS MHCIEKIIMH MHCIIEKTUPYIOIIen
OopraHu3alyeil, HaxoHsIICHcss B BeICHUM (TIOMYMHEHWH) OpraHa TOCYJapCTBEHHOW BIACTH
rocygapcTBa - uieHa EBpasuilckoro 3KOHOMHUYECKOTO CO03a, YIOJIHOMOYEHHOTO Ha
OCyIIecTBIIcHHE ¥ (WJIHM) KOOPIWHAIMIO JEATEIHHOCTH B cdepe oOpalieHus MEIUIHHCKIX
U3JIeNIMi Ha TEPPUTOPUH FTOTO TOCYAAPCTBa, 3a UcKItoueHueM Poccuiickoit denepanun);

J) JAOKYMEHTHI, MOATBEPKIAIOLIUE MPABO HCIOJIb30BAHUSA MPOU3BOIUTENEM (M3rOTOBUTENIEM)
TOBAapHOI'0 3HAKA U HMHBIX CPEACTB MHAUBUIAYAIU3ALUU MEIULUHCKOIO U3JEIUS B Cllydac UX
HAHECEHUs Ha YNAaKOBKY MEAMLMHCKOrO M3aenus (IMpeaoCTaBIsSIOTCS B Clydyae, €CIM CBEICHUS
HE BHECEHBl B COOTBETCTBYIOLIME peecTpbl DenepanabHOl CIyKObl MO HHTEIUIEKTyallbHOU
COOCTBEHHOCTH);

M) KONHM JOKYMEHTOB, TIOJITBEP)KIJAIONIMX KAadecTBO JIGKAPCTBEHHOTO  Mpemnapara,
dapmarieBTUUECKOH CyOCTaHIIMM, OHOJOrMYECKOro MaTepuala M HMHOTO BELIeCTBa, C
UCTIONIb30BAaHUEM KOTOPBIX IPOM3BEJCHO MEIWIMHCKOE H3/ENHEe WIN KOTOpPBIE BXOMAT B €r0
COCTaB M KOTOpbIE NpEAHA3HAYCHBl Ui NPUMEHEHHS TOJBKO C Y4YeTOM Ha3Ha4YeHUs
MEIUIMHCKOTO H3ENHsl, ONPEACICHHOTO NPOM3BOANTENEM, BBIIAHHBIX B COOTBETCTBHH C
3aKOHOJATEILCTBOM CTPaHBl MPOUCXOKICHHS JIGKAPCTBEHHOTO Tpenapara, (papManeBTHIeCKOi
cyOcTaHnny, OMOJIOTMYECKOTO MaTepuaja ¥ WHOTO BemecTBA (KpOME METUIMHCKHX H3IeNni
JUISL IMaTHOCTHUKH in Vitro);

H) KONUS JOKYMEHTa, TOATBEP)KIAIOIIETO PErHCTPALUI0 TPOU3BOIUTENS (M3TOTOBHUTENS) B
Ka4uCCTBC IOpI/II[I/I‘-ICCKOFO Jiia J'H/I6O I/IH[[I/IBI/II[yaHBHOFO HpeI[HpI/IHI/IMaTCJU[ (321 NUCKIIFOYCHUECM
MEIUIUHCKUX HW3JIENIUN, TPOU3BOIUTEISIMU KOTOPBIX SIBISIOTCS PE3HICHTBI Poccuiickoii
denepanyn);



0) IJIaH KIMHUYCCKOTO MOHHUTOpPUHIA (I[J'IS[ MEAUIIMHCKHX I/I3I[€J'II/II>1 KJIacCca IIOTCHIIHMAJIbHOI'O
pUCKa TpPUMEHEHHs 3, a TaKkKe MEIUIUHCKUX W3ACNUN, HMIUIAHTUPYEMBIX B OpraHU3M
YeJI0BeKa, Kjacca MOTCHIIMAIBHOTO pUCKa MPUMEHEHHS 26);

M) JOKa3aTelbHbIC MaTepHallbl MPOM3BOAUTENS (M3TOTOBUTENSI) MEAWIIMHCKOTO u3aenus (1o
MPUMEHUMOCTH):

J0Ka3aTeNbHbIE MaTepuajbl MPOU3BOIUTENS (M3TOTOBUTENS) MEIUIUHCKOTO U3JENHUS B 4acTU
OlpeneieHus] KadecTBa M O€30MaCHOCTH MEAWIMHCKOTO HW3JeNUsl, COOTBETCTBHS €ro
XapaKTepUCTUK (CBOMCTB) TpeOOBaHMSAM HOPMATHBHON JOKYMEHTAIlMHM, TEXHUYECKOW U
AKCIUTYaTal[MOHHOM IOKyMEHTALUN IPOU3BOAUTENS (M3rOTOBUTES);

JOKa3aTeNbHbIE MaTepuajbl MPOU3BOIUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO U3JENHS B 4acTU
HUCCIIENOBAHNN B IEISIX OLIEHKH OMOIOTHUECKOI 0€30IMaCHOCTH MEIUIIMHCKOTO HU3AEIIHSL.

88. Perucrpupyrommii opraH He BIpaBe TPeOOBATh OT 3asBUTENS yKa3blBaTh B 3asBICHUHU O
perucTpanii  CBEACHUSA, HE TNPeAyCMOTpeHHble TyHKTOM 64 Hacrosmux [lpaBun, wu
IPEJICTaBISATh JOKYMEHTHI, HE IPETyCMOTPEHHbIE ITYHKTOM 87 HacTosmux IIpaBui.

3asiBUTEIb BIPABE MPEACTABUTH JOKYMEHTBI, CBEICHUS O KOTOPBIX YKa3bIBAIOTCS B 3asBICHHUU O
perucTpanyu B COOTBETCTBMM C moamyHkramu "mM" - "m", "y" m "4" myHkra 64 HacTosmux
[IpaBu, Mo cOOCTBEHHOI MHUIMATHUBE.

3asBUTENb BIIPAaBE MPEJCTaBUTh MHbIE HEOOXOAUMBIEC JOKYMEHTHI IO COOCTBEHHOM MHUIIMATHUBE.

89. B Teuenue 5 pabounx IHEH CO AHS MOCTYIUICHHS 3asBJICHUS O PETUCTPAIIMU M JJOKYMEHTOB,
IPEIyCMOTPEHHbIX IyHKTOM 87 Hactosumx IlpaBui, peructpupyroluii opraH HpOBOIUT
MIPOBEPKY MOJHOTHI M JOCTOBEPHOCTH COAEPMKALIUXCS B HUX CBEIACHUH, B TOM YHCIE IyTEM
CPAaBHEHMsI TAKUX CBEIECHUN CO CBEACHMSIMM, MPEACTABICHHBIMU OPraHaMu IOCYJapCTBEHHOMN
BJIACTH B TOPSAKE MEKBEIOMCTBEHHOI'O WH(GOPMAIMOHHOTO B3aWMOJAEWUCTBUSA MOCPEACTBOM
CUCTEMBI MEKBETOMCTBEHHOTO 3JIEKTPOHHOI'O B3aUMOJICHCTBUS.

90. B ciyuae eciu 3asiBI€HUE O perucTpauu opopMIIEHO ¢ HAPYLIEHUEM MOJIOKEHUI MyHKTa 64
HacToAmmx [lpaBui, W (WIM) NpeACTaBICHHBIE JOKYMEHTHI O(GOPMIIEHBI C HapylIeHHEM
MOJIO)KEHUH MyHKTOB 53 - 55 Hactosmux [lpaBun, u (Wau) B 3asBICHUU O PErHCTpPAllUU U
IIPEACTABICHHBIX JOKYMEHTaX YKa3aHbl HEIOCTOBEPHBIC CBEACHUS, WM JOKYMEHTHI,
npeaycMOTpeHHble MyHKToM 87 Hactosuux [IpaBui, npencTtaBiieHbl HE B IMOJHOM OOBeEMe,
PErUCTPUPYIOUINI OpraH yBEIOMJISET 3asBUTENSI O HEOOXOAMMOCTH YCTPAHEHHUS BbISBICHHBIX
HapyIeHNH U (UJI1) IpeACTaBIECHUs OTCYTCTBYIOIINUX JOKYMEHTOB B TedeHue 30 pabouux qHen
CO JTHS Pa3MEUICHUS TAKOTO YBEAOMJICHHUS B (DOpMeE AIIEKTPOHHOTO JAOKYMEHTA, TOAIMMCAHHOTO
YCUJICHHOM KBalM(PULUUPOBAHHON 3JIEKTPOHHON MOJMHUCHIO YIOJIHOMOYEHHOTO JIOJHKHOCTHOTO
JWIa, B €IMHOM JIMYHOM KaOMHETE 3asBUTENS M AJIEKTPOHHOM KaOMHETE 3asBUTENS. Y CTpaHeHHE
BBISIBICHHBIX HapylmeHUMH M (WIKM) MpeacTaBIeHHE JOKYMEHTOB, KOTOpPblE€ OTCYTCTBYIOT,
3asBUTEIIb OCYILECTBIIAET IOCPEACTBOM E€JMHOTO JIMYHOIO KaOMHETa 3asBUTEIS.

BpeMﬂ CO IHA YBCAOMJICHUS PCTUCTPHUPYIOMUM OPraHOM 3assBUTCIIA 40 JHA IMOJIYYCHHA OTBCTA
Ha YBCIAOMIICHHUC WJIM YBCAOMIICHHA O HCIPCACTABICHHUU OTBECTA HaA COOTBGTCTBYIOHII/Iﬁ 3aIpoc
HC YUYUTBIBACTCA MPU HNCYUCICHUU CpPOKa FOCy,HapCTBeHHOI;'I peructpaniu MCEIAUIMHCKOTO
HU30CIHA.

91. B Teuenue 3 pabounx AHEH CO JHS 3aBEPIICHUS MPOBEPKH, MPEAYCMOTPEHHON MMyHKTOM 89
HacTosmux [lpaBun (B cilydae TpeACTaBICHUS HaAJIEKAIUM o0pa3oM 0GOPMIICHHOTO



3asIBJICHHUS O PETUCTPALMU U B MOJHOM OOBEME JTIOKYMEHTOB, NMPEAYCMOTPEHHBIX IyHKTOM 87
Hacrosmux IlpaBui), a Takke B ciaydae yCTpaHEHHs B CPOK, He mpesblmarouuii 30 pabouunx
JTHEH, BBISBICHHBIX HapylIeHUH M (MJIM) NPEJICTaBICHHUS JOKYMEHTOB, MPEIyCMOTPEHHBIX
nyHkToM 87 Hacrosmmx IIpaBui, perucTpupyromuii opraH HNPUHHUMAET PELIEHUE O Havale
roCyAapCTBEHHOW PETUCTPALMNA MEIULIMHCKOTO U3/IETIHSL.

92. B ciyuae ecnu B Cpok, He mpeBbimaonuii 30 pabounx aHeHd, He yCTpaHEHbI BBISBICHHBIC
HapylleHus: U (WIKM) He INpPEeICTaBJIEHbl JTOKYMEHThI, KOTOpPbIE OTCYTCTBYIOT, B TOM YHCIIE C
y4e€TOM MOJNOXEHUs MyHKTa 53 Hactosumx IlpaBwii, peructpupyromuil opraH IHNpPUHMMAET
pelleHHe O TMPEKpallleHU! JAIBHEHIIEr0 pPacCMOTPEHMs 3asBICHHS O PpErucrpauuud Hu
JOKYMEHTOB, TPEIyCMOTPEHHBIX MyHKTOM 87 Hactosummx [IpaBui, n uHpopmupyer o0 3TOM
3adBUTENS IIyTEM PAa3MEINECHUS COOTBETCTBYIOILEIO YBEAOMIICHHS C MOTHBHPOBAaHHBIM
000CHOBaHMEM NPUYHMH MPUHATHS YKA3aHHOTO peIIeHUs B (opMe 3JIEKTPOHHOTO JTOKYMEHTa,
HOJNMCAHHOTO YCWJIEHHON KBaJM(UIMPOBAHHOW 3JIEKTPOHHON MOANMCHIO YIIOJIHOMOYEHHOIO
JOJDKHOCTHOTO JIMIA, B €IMHOM JIMYHOM KaOWHETe 3asBUTENs U SJIEKTPOHHOM KaOuHeTe
3asIBUTEIIS.

93. T'ocymapcTBeHHAsT pervcTpaIs MEAWIIMHCKUX W3JCIHH, MoATBep)aAcHue d(PdekTHBHOCTH
KOTOpPBIX HE TpeOyeT MNpOBEACHUS KIMHUYECKHMX HCHBITAHUNH C yYacTHEM 4YeNOBeKa WU
NOJYYCHUsT Pa3pelICHUs] PETHUCTPHPYIOIIETO OpraHa Ha IPOBEIACHWE TAaKUX KIMHHYECKUX
UCTIBITAHUHM, OCYIIECTBISETCS PETUCTPUPYIOIIMM OPraHOM B CPOK, HE MpeBbimarommii 31
pabodero mOHS CO JHA TIOCTYIUICHHWS 3asBJICHUS O PETUCTPAlMM H  JOKYMEHTOB,
IIPEyCMOTPEHHBIX ITyHKTOM 87 HacTosAwmux [IpaBu.

94. B teuenue 3 palouux AHEH cO JAHA NPHUHATHSA pEIIEHUs O Hayajle TroCyAapCTBEHHOU
pPETUCTpAIIA MEIUIIMHCKOTO M3EIHs PEeruCTPUPYIOUIHA opraH oOpMIIIET U BBIJACT 3a/laHUE
Ha MPOBEACHNUE IKCIIEPTU3BI IKCIIEPTHOMY YUPEKACHHUIO.

95. B OoTHOIIEHWH METUIIMHCKUX W3ICTUH, I MOATBEpKIAeHUS Y(D(DEKTUBHOCTH KOTOPBIX HE
TpeOyeTcsl MpOBEIEHUE KIMHUYSCKUX HUCHBITAHUNA C ydYacTUEM 4YeJOBEeKa WM MONyYeHUs
pa3pelieHrs PErucTPUPYIONIEr0o OpraHa Ha IMPOBEICHHE TaKUX KIMHUYECKUX HWCHBITAaHUH,
AKCIIEPTU3a 3asBJICHUS O PETUCTPALMU U JIOKYMEHTOB, YKa3aHHBIX B IMYHKTE 87 HACTOSIINX
[IpaBuii, oCymIeCTBISETCS OJJHOBPEMEHHO C MPOBEACHUEM SKCIEPTU3BI MTOJTHOTHI U PE3YIHTATOB
UCTIBITAHUN U MCCJEOBAaHUN B CPOK, He npeBblmatonuii 10 pabounx aHEH co IHSA MOTydYEeHHUs
SKCHEPTHBIM YUPEKACHUEM COOTBETCTBYIOIIETO 3aJaHUsI PETUCTPUPYIOIIETO OpraHa.

96. Ilpu mpoBEACHUN IKCIEPTU3BI KauecTBa, dPPEKTUBHOCTH U 0E30MACHOCTH MEIHIIMHCKOTO
U3JIENHsT HE JOMyCKaeTcsl UCTpeOOBaHUE SKCIEPTHBIM YUPEXKIECHUEM Y 3asBHUTENS JTMOO WHBIX
JIUI] MaTepHalioB, HEOOXOAUMBIX IS TPOBEICHUS SKCIIEPTURHI.

B cnyqae HEJOCTATOYHOCTU AJIsI BBIHCCCHHUA 3KCHCpTOM 3aKJIFOYCHUA MaTepI/IaHOB n CBe,ZleHI/If/'I,
COJIEpKAITUXCSl B TPEACTABICHHBIX 3asBUTENIEM 3asBJICHUU O PETUCTpAIlUUd M JOKyMEHTaX,
IIPEyCMOTPEHHBIX IYHKTOM 87 HacTosmux [IpaBuil, s3kcepT cTaBUT BONPOC O MPEACTaBIECHUN
eMy HEOOXOIMMBIX MAaTEPHAJIOB U CBEIICHUN Tepe]] PyKOBOJIUTEIEM DKCIIEPTHOTO YUPEIKICHHUS,
KOTOPBIK 00paIaercss ¢ COOTBETCTBYIOIIMM 3alpOCOM B PETHCTPUPYIONINI OpraH, BBIAABIINAN
3aJlaHUE Ha MPOBEICHUE IKCIIEPTU3BI. Y Ka3aHHBIN 3aPOC JOJKEH COAEPKaTh UCUEPIBIBAIOIIMI
nepequL BCEX BOHpOCOB, MaTepI/IaJIOB nu CBeI[eHI/II\/JI, HGO6XOIII/IMBIX 3KCHCpTy JUUIA HpOBeI[eHI/ISI
JKCIIEPTHU3BIL.

Peructpupyromuii opran B TeueHHe 2 paboumx JHEW CO JHS TOCTYIUICHHUS 3armpoca
PYKOBOJMTENSI SKCIEPTHOTO YUPEKACHHUS HAMPABISET 3asgBUTENIO 3alpoC O MPEICTaBICHUU
HEOOXOJMMBIX CBEICHMM C YyKa3aHHEM XapaKTepa 3aMeuaHuid M crmocoda UX YCTpaHEHHUS.



VYkazaHHBI 3ampoCc HAMpPaBISETCS OJHOKPATHO W TepefaeTcss 3asBUTEI0 B (opme
ANEKTPOHHOTO JOKYMEHTa, MOJAMUCAHHOTO YCHJIEHHOW KBaTU(UIIMPOBAHHON 3IEKTPOHHOU
HOJIHUCHIO YIIOJTHOMOUYEHHOTO JOJKHOCTHOTO JIMIIA, TIOCPEICTBOM pa3MELICHHS B AJIEKTPOHHOM
KaOWHETe 3asBUTEIS U €IMHOM JITYHOM KaOWHETE 3asBUTEIS.

3asBUTENb 0053aH TPEACTaBUTh OTBET HAa 3alpoC PETUCTPUPYIOIIETO OpraHa MOCPEACTBOM
€IMHOTO JIMYHOTO KabWHeTa 3asBUTENS B CPOK, He mpeBblmatoniuii 50 pabounx qHEH co aHA
HaIpaBJIeHUsI 3TOro 3ampoca. B Teuenue 2 pabouymx AHEH CO JHS MOCTYTUICHHS OT 3asSBUTEIS
OTBETAa Ha 3alpOC PETUCTPUPYIOIIMI OpraH HalpaBiseT TAKOW OTBET B AKCIIEPTHOE YUPEKIACHHUE.
B cinywae nenpeacraBnenus mo ucredeHun 50 pabouux gHEH 3asBUTEIEM OTBETa Ha 3aIpoc
PETUCTPUPYIOIIMN OpraH B Te€4eHHEe 2 pabouux JHEW HampaBiseT B SKCIEPTHOE YUpPEKICHUE
YBEJIOMJICHHE O HEMPEICTABICHUH 3asIBUTEJIEM OTBETA HA 3alPOC PETUCTPUPYIOMIETO OpraHa Jist
NOJATOTOBKM 3aKIIOYEHHsT MO pe3yjbTaTaM »SKCIEPTU3bl KauecTBa, J(PQPEKTUBHOCTH U
0€30MacHOCTH MEIUIIMHCKOTO W3JelUsl Ha OCHOBAaHUM JOKYMEHTOB, HMEIOIIUXCS B €ro
pacHoOpsIKEHHUH.

BpewMms co nHA HampaBiieHHs 3ampoca PEerucTPUPYIOLIET0 OpraHa a0 THS MOJNyYeHHUs OTBETa Ha
3ampoC WIM YBEIOMJICHHS O HEMPEACTaBICHUM OTBETa Ha 3alpoC HE YYUTHIBACTCS MpPHU
UCYMCIICHUN CpPOKa MPOBEICHUS JKCHEPTU3bl KauecTBa, YPQPEKTUBHOCTH M 0OE30MacHOCTH
MEIULMHCKOTO M3IEIIHS.

[Ipu BBIABIEHUM PETUCTPUPYIOIIMM OPraHOM B IPEACTABICHHBIX 3aSBUTEJIEM B OTBET HA 3aIIPOC
JIOKYMEHTax HEJOCTOBEPHBIX M (WJIM) HEIOCTATOYHBIX CBEJCHMH WIM JOKYMEHTOB U (MJIH)
HECOOTBETCTBUS O(OPMIICHUS MPEACTABIEHHBIX JOKYMEHTOB IOJOKEHUSM MYHKTOB 53 - 55
Hactosmux [IpaBui peructpupyromuii oprad B TeueHue 2 pabounx aHel HampasisieT (B Gpopme
DIIEKTPOHHOTO JTOKYMEHTA, IIOANMCAHHOTO YCHUJICHHOW KBaTH(PUIMPOBAHHON SJIEKTPOHHOU
HNOJIHUCHI0 YIIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, TOCPEICTBOM pa3MEIICHHUs B €OUHOM
JUYHOM  KaOuHeTe 3asBUTENs M DJIEKTPOHHOM  KaOWMHETe 3asBUTENS)  3asABUTEIIO
MOTHUBUPOBAHHOE PEIICHUE O BO3MOMKHOCTU IOBTOPHOIO IIPEACTABICHUSA 3asABUTEIIEM 10
ucreyeHusa 50 paboumx AHEW cO JHS HAMpaBIICHHs 3ampoca J0pabOTaHHBIX TOKyMeHTOB. [lpu
HENPEICTABICHUN 3asBUTEIEM B YKa3aHHBIM CPOK 3allpallliBA€MbIX MATEPUAIOB M CBEACHUU
JKCTepTH3a KayecTBa, 3((HEKTUBHOCTH U 0€30MaCHOCTH MEAMIIMHCKOTO U3ICIHS MPOA0IDKACTCS
[0 HAXONAIIMMCS B PACHOPSDKCHMM DSKCIEPTHOIO YUYPEKICHHS paHee IPEACTaBICHHBIM
3asBUTEJIEM JOKYMEHTAM M CBEICHUAM, CONEPKAIIMMCS B PETHCTPALIMOHHOM JIOCHE.

97. DkcriepTHOE yUpEKIEHUE B CPOK, HE mpeBbimaronuii 10 paboynx gHE co MHS MOTydeHUs
JIOKyMEHTOB, YKa3aHHBIX B MyHKTe 87 Hactosmux [IpaBmii, mpoBOIUT SKCHEPTH3y KadecTsa,
3pPEKTUBHOCTH U OE30MACHOCTH MEAMIMHCKOTO W3JENUs U HAIMpPaBISET B PETUCTPUPYIOLIMNA
OpraH 3aKJIIYEHUE 10 pe3ysibTaTaM TaKOW KCIIEPTHU3HI.

98. OcHOBaHMSAMH I BBIHECEHUS SKCIIEPTHBIM YUPEXKICHUEM 3aKIIUEHUs MO pe3ysbTaraM
9KCHEepPTU3bl ~ KauecTBa, APGEKTUBHOCTH M OE30MaCHOCTH  MEIUIMHCKOIO  M37emus,
CBHJICTEIIBCTBYIOIIETO O HEBO3MOXHOCTH T'OCYJAaPCTBEHHOM PpErucTpaluy MEIUIMHCKOTO
U3JeIus, SABIIIOTCS:

a) HECOOTBETCTBHE MEIMIIMHCKOTO W3JeIusl TpeOOBaHHUAM HOPMATHUBHOM JTOKyMEHTAlUH,
TEXHUYECKOHN U (WJIN) IKCIUTyaTallHOHHON JOKYMEHTAIIUU IPOU3BOAUTENS (M3TOTOBUTEIS);

0) OTCYTCTBHE JOKa3aTeNnbCTB KadecTBa, W (win) 3PdexkTuBHOCTH, W (Wau) Oe30macHOCTH
MEIUIIUTHCKOTO U3JICITHS;



B) YCTAHOBJEHME, YTO pHUCK MPUYMHEHHS Bpela 3J0pPOBBI0 TpaXKAaH M MEAULHUHCKHUX
paOOTHUKOB BCJIEICTBUE MPUMEHEHHS MEIUIMHCKOIO U3JeNus NpeBblaeT 3(ppeKTUBHOCTD ero
IIPUMEHEHUS,

I) HaJIUM4Me HEJAOCTOBEPHBIX CBEACHUI B JIOKYMEHTAX, COACPKALIUXCS B PETUCTPALMOHHOM
JIOCKE.

99. B cpok, He mnpeBpimatonuii 10 pabounmx gHEW CO AHS TOMYYEHHUS 3aKIIOYCHHUS I10
pe3ynbTaTtaM SKCIEepPTU3bl KauecTBa, d3PPEKTUBHOCTH U OE30MACHOCTH MEIMIIMHCKOTO W3JIEIHS,
PETUCTPUPYIOIINI OpraH OCYIIECTBIISICT CICAYIONINE MEPOTIPUSITHS

a) OIIEHKA 3aKJTFOYCHUS 10 Pe3yIbTaTaM dKCIIEPTH3bI KauecTBa, 3P (HEKTUBHOCTH M 0€3011aCHOCTH
MEAUIIMHCKOTO M3JeNus, yKazaHHOro B myHKTe 97 Hactosmux I[IpaBui, nis ompeneneHus
COOTBETCTBUS 33J]JaHUIO HAa MPOBEJCHUE IKCIEPTU3Bl. B cilydae ycTaHOBIICHUS HECOOTBETCTBUS
3aKJIIOUEHHs TI0 pe3ylibTaTaM »dKCIEepTU3bl KauecTBa, 3(QexTtuBHOCTH U Oe30macHOCTU
MEIUIIUHCKOTO M3/IETHsI YKa3aHHOMY 3aJ[aHHI0 TaKOe 3aKITI0UEHHE BO3BPAIIACTCS B OKCIIEPTHOE
yupexIeHne Ha J0paboTKy, CPOK KOTOpPOW cocTaBisieT He Ooinee 2 pabouux AHEW cO JHA
MOJTYYCHHUS DKCTIEPTHBIM YUPEKICHHEM BO3BPAIICHHOTO 3aKITIOUCHHS;

0) B cilydae MoJIydeHHs 3aKJIIOYCHUS 10 pe3ysibTaTaM 3KCIEepPTU3bl KauecTBa, 3(h(HEeKTUBHOCTH U
0€30MMaCHOCTH MEIUITMHCKOTO H3JCIHs, MPeAyCMOTPEHHOr0 MyHKTOM 98 Hactosmux [IpaBw,
HE TI03/IHee CIIEAYIOMIer0 pabodyero IHs MOCie MPOBEACHHS OLEHKH TAaKOTO 3aKIFOUeHUs s
OTIpe/ICNICHUs] COOTBETCTBHUS 3aJIaHUI0 HA IMPOBEJCHUE SKCIEPTH3bI PETHCTPUPYIONINH OpraH
pasMemniaeT JJIEKTPOHHBIM 00pa3 3aKiIYeHHs 10 pe3yiabTaTaM »dKCIePTHU3bl KadecTBa,
3 dexTuBHOCTH M OE€30MAaCHOCTH MEIUIIMHCKOTO H3ACNNSI, COOTBETCTBYIOIIETO 3aJaHHUIO0 HaA
MPOBEJICHUE IKCTIEPTU3HI, B STIEKTPOHHOM KAOMHETE 3asIBUTEIIS U HATIPABIISIET COOTBETCTBYIOIINE
CBEJICHUS B €IMHBIN JTUYHBINA KaOWHET 3asBUTEIIA.

B Teuenne 10 paGoumx gHEH cO THS pa3MEIICHUS B DJICKTPOHHOM KaOWHETE 3asBHUTEIIS
3aKJIIOYEHHs TI0 pe3yJsibTaTaM d3KCIepTH3bl KauecTBa, 3(PQPEKTMBHOCTH M OE30MaCHOCTH
MEAUIMHCKOTO M37eNus, yKa3aHHOro B MyHKTe 98 Hactosmux IlpaBun, 3asBuTens Brpase
O3HAKOMHUTBCSI C TaKUM 3aKIIOYCHMEM M, NpU HAIWYMM BO3PAKEHUH, HANpaBUTh CBOU
BO3PaXXEHUs IOCPEICTBOM JIEKTPOHHOTO KaOMHETAa 3asBUTEIIS.

B ciywae mocTymieHHss TOCPEICTBOM DIEKTPOHHOTO KaOWHETa 3asBHTENS B CPOK, He
npeBbimaronmii 10 pabouux gHEH, BO3paKCHUM 3asBUTENS Ha 3aKIIOYCHHUE IO pe3yJbTaTaM
OKCIEPTU3bl  KadecTBa, J(G(EKTHBHOCTH U 0€30MaCHOCTH  MEIUIIMHCKOTO — W3JCIHs,
peayCcMOTpeHHOe MyHKTOM 98 Hacrosmux [IpaBui, peructpupyromuii oprad B teueHue 30
pabounx JAHEW cO [JHSA TMOCTYIUICHUS BO3PAXCHHN pacCMaTpUBAeT HMX C MPHUBICYCHHEM
9KCIIEPTHOTO YUPEXKJEHUS, BBIHECIIETO 3aKIIOYEHHE IO pe3ysbTaTaM JKCIEPTHU3bl KayecTBa,
3P PEKTUBHOCTH U OE30MACHOCTH MEIMIIMHCKOTO M3Jenus. B ciydae eciu B yCTaHOBJICHHBIN
CPOK BO3PaKEHHUS 3asABUTENS HE [MOCTYNWIHM, PErUCTPUPYIOLUINII OpraH OCYIIECTBISET
MEPOIPUSTHSI, HPEIyCMOTpPEHHblE mNoAmyHKTamu "B" u '"r" HacTtosdmero myHkra. llpu
pPacCMOTPEHUH BO3PaKCHHUI PETUCTPHUPYIONMINNA OpraH MpH HEOOXOAUMOCTH Jlayd TOSCHEHUI
IPUBJIEKAET 3asIBUTEIS.

[lo nTtoram paccMOTpeHHsI BO3paKEHUH PErMCTPUPYIOLIUMM OPraHOM IPUHHUMAETCS PELICHHE O
NpU3HAHUKM BO3PaKEHUN OOOCHOBAHHBIMHU MOJHOCTHIO WJIM YaCTUYHO, KOTOpoe odopmisercs
IUCbMOM PErHMCTPUPYIOLIETO OpraHa M HANpaBiseTCsl B aApeC SKCIEPTHOIO YUPEXKAEHUs ¢
NPUJIOKEHUEM 3aKJIIOYeHHs] IO pe3yJibTaTaM »JKCIepTH3bl KadecTBa, A(P(GEKTUBHOCTH U
0€30MacHOCTH METUIIMHCKOTO W3JETHs, MPeayCMOTpeHHOro myHKToM 98 HacTosmmux [Ipasui,
Ha 10pa0OTKy, CPOK KOTOPOH HE MpeBbIIIaeT 5 pabouyux AHEH cO JHS MOIY4YEHUs SKCIEPTHBIM



YUPCIKACHUEM  BO3BPAIICHHOI'0  3aKJIIOUYCHUA IO  pPE3yJibTaTaM  3KCIICPTHU3bl Ka4dCCTBa,
3(1)(1)6KTI/IBHOCTI/I 1 0e30IaCHOCTHU MCAUIIMHCKOI'O M3ACIIHNA, 1o o NIpU3HAaHUHU BOSp&)KeHI/Iﬁ
MOJIHOCTBIO HE 00OCHOBAHHBLIMHU.

Bpewms co aHA pa3MelieHus perucTpUPYIOUIMM OpPTaHOM B 3JEKTPOHHOM KaOHMHETE 3asBHTEI
3aKJTIOYEHUST TI0 pe3yJibTaTaM »JKCHepTU3bl KadecTBa, 3(PGPEKTHBHOCTH H 0€30MacCHOCTH
MEAULMHCKOIO M3JEMsl, YKa3aHHOTO B IMyHKTe 98 HacTtoamux [IpaBui, 10 NpUHATHS pelleHus
10 UTOTaM PAaCCMOTPEHHUSI BO3PAKCHUH HE YUYHUTHIBACTCS TPU HCUYHCICHHU CPOKA MPOBEICHHUS
IKCIIEPTHU3HI KauecTBa, 3P(HEKTUBHOCTH U 0€30MTACHOCTH MEAUIIMHCKOTO U3ICIHS;

B) IIPUHSATHE PELICHHUS O TOCYJapCTBEHHOM PEruCTpaliii MEIUIIMHCKOTO M3AEIHs HIH 00 OTKaze
B T'OCYJapCTBEHHOW PETUCTPAIlH METUIIMHCKOTO HW3JeNusi, KOTopoe O(GOopMIISIETCs MPHKa30M
PETUCTPUPYIOIEr0 OpraHa, M WHPOPMHMPOBAHUE 3asBUTENI O MPUHATOM pEIIEHUH ITyTeM
pa3MemeHusl COOTBETCTBYIONIETO YBEAOMJIGHHS B  (opMe DIIEKTPOHHOTO JOKYMEHTa,
HOJNMCAaHHOTO YCWJIEHHON KBaJM(UIMPOBAHHOW 3JEKTPOHHON MOAMMCHIO YTOJIHOMOYEHHOIO
JOJDKHOCTHOTO JIMIA, B €AWHOM JIMYHOM KaOWHETe 3asBUTENSI W DJICKTPOHHOM KaOWHETe
3asIBUTEIS;

I') BHECEHUE PEECTPOBOM 3aMKCH B TOCYIaPCTBEHHBIN PEECT.

100. OcHoBaHUSMH [JIi TPHHATHS PETUCTPUPYIOIIMM OpPraHOM pemieHuss 00 OoTkase B
FOCYI[apCTBCHHOfI perucTpaiivi MCAUIUHCKOI0 U3ACJINA ABJIAIOTCA:

a) MOTy4YeHHE OT SKCIEPTHOTO YUPEKACHUS 3aKITIOUSHUS M0 pe3yIbTaTaM SKCIEePTU3bI KauecTBa,
dpPeKTUBHOCTH W  O€30MacCHOCTH MEAWIUHCKOTO  HM3AENUs, CBUACTEIbCTBYIOMIETO O
HEBO3MOKHOCTH TOCYJapCTBEHHON PErucTpanui MEAMIIMHCKOTO H3AeNus, U (UIu) TMPUHATHE
PETUCTPUPYIOIIUM OPTAaHOM PEUICHUs O MPU3HAHUHN BO3PAXKEHUHN 3asBUTEISI HE 00OCHOBAHHBIMHU
MTOJTHOCTBIO WJIM YaCTUYHO;

0) BBISIBICHHE PETUCTPUPYIOIIUM OPraHOM MO pe3yibTaraM (eepaabHOro TOCyIapCTBEHHOTO
KOHTpOJIsi (Haa3opa) 3a oOpaleHueM MEAUIIMHCKUX W3CIU HECOOTBETCTBHM MaHHBIX 00
3¢ heKTHBHOCTH U 0 0€30MaCHOCTH MEIUIIMHCKOTO M3AENUs TaHHBIM O MEIUIIMHCKOM H3JIETHH,
COJICpPKALTUMCSl B 3asBJICHHHM O PETUCTPAMM U JOKYMEHTaxX, YKa3aHHBIX B MyHKTe 87
Hactosmux [IpaBui.

IV. OcobenHocTH rocyjapCTBEHHOM PETUCTPALIMUA OTEUECTBEHHBIX
MEIUIMHCKUX H3/IeIni

101. Inst rocynapCTBEHHON PEruCTpaliil OTEYECTBEHHBIX MEIUIIMHCKUX H3JEIUI 3asBUTEIb
npeacTaBisieT MO0 HampaBigeT B YUpexkJeHHEe Ha OyMaKHOM HOCHUTENE CleayolIne
JIOKYMEHTBI M CBEICHHUSI:

a) 3asBJICHHE O TIPOBEACHHUHM OKCIEPTU3bl KadecTBa, JPQPEKTUBHOCTH U 0Oe30MacHOCTU
MEAUIIMHCKOTO W3JIENUs, COJIEpIKallee CBEACHHUS B COOTBETCTBHM C IYHKTOM 64 HaCTOSIIMX
[IpaBun (3a uckmrodyeHueM noamyHkroB "m" - "m", "y" u "4"), u cBegeHMs O HaNIUUMM Y
IPOrPaMMHOT0 OO0ecreueHus: C TNPUMEHEHHEM TEXHOJOTHMH MCKYCCTBEHHOTO MHTEIIEKTa,
SIBIISIIOLIETOCS MEIUIIMHCKUAM H3JEJIMEM, BCTPOCHHOW (DYHKIIMM aBTOMATHUYECKOW Iepeladyd B
NOpsKe,  YTBEPKICHHOM  PETHUCTPUPYIOIIMM  OpPraHoM, B  aBTOMAaTHU3UPOBAHHYIO

UH(POPMALMOHHYIO CHCTEMY pPETHCTPHPYIOIIEro opraHa wuHpopmammu 00 oOpabaTbiBaeMbIX



JAHHBIX, pe3yJbTaTax IEHCTBHS NPOTPAMMHOTO OOECIICYCHHS C TPUMEHEHHEM TEXHOJOTHI
UCKYCCTBEHHOI'O HWHTEJUIEKTA, SBIAIOIIETOCS MEIULMHCKUM H3JACIHEM, 4 TaKKe CBEICHM,
IPEIYCMOTPEHHBIX MOPSAKOM COOOIIEHUS CyOBeKTaMH OOpaIIeHus] MEAUIMHCKUX H3AETHiA 000
BCEX CIIydasix BBISBJICHUS MTOOOYHBIX JCHCTBHIA;

0) xomus (KOMUH) JOKYMEHTa (JOKyMEHTOB), TIOATBEPKAAIOIIETO (TIOATBEPKIAAIOITNX )
IIOJJHOMOYMSI  YIOJIHOMOYEHHOIO  NPEACTaBUTENS  INPOU3BOAUTENSI  (M3TOTOBMUTENS) IO
MPEJICTAaBICHUIO WHTEPECOB MPOU3BOAUTENS (M3TOTOBUTEINSI), HECEHUIO OTBETCTBEHHOCTH B
yacTu oOpallieHus] MEIMLIMHCKOro u3aenusi Ha tepputopuu Poccuiickoit denepanuu, B TOM
YyHuCclie [0 BOMPOCAM TMPOLEAYp OIEHKHM COOTBETCTBUSI U TOCYJAapCTBEHHOM pPETUCTpaluu
MEIULIMHCKOTO U3/1ETIHS;

B) CBEJICHUS O HOPMATUBHOM IOKYMEHTALIUU Ha METULIUHCKOE U3/EIINE;
I') TEXHUYECKAsl IOKYMEHTALUsI IPOU3BOJIUTENS (M3rOTOBUTENIS) HA MEAUIIUHCKOE U3/IETUE;

J) OSKCIUTyaTallMOHHAs JOKYMEHTAIlUs TMPOU3BOAUTENS (M3TOTOBUTENS) Ha MEIUIIMHCKOE
u3JieNue, B TOM YHUCJIE HUHCTPYKUUS MO MPUMEHEHUIO WU PYKOBOACTBO MO 3KCILIyaTalluu
MEIULMHCKOTO M3IEIIHS;

e) uBetHele (hoTorpaduueckue M300pakeHUs OOIIET0 BHIA MEIUIMHCKOTO H3JCIUs, MOJICIIeH
(MapoK) METUIIMHCKOTO W3AETUS M MPUHAAJIC)KHOCTEH, HEOOXOJUMBIX ISl TMPUMEHEHUS
MEIUIIMHCKOTO W3JIENUs MO Ha3HaueHuIo (pazMepoMm He MeHee 18 X 24 caHTHMeETpa), a Takke
M300paKeHHs] MAPKUPOBKU U YMAKOBKH (LIBETHHIC MAKETHl YIIAKOBOK U STHUKETOK, COAEpIKAIINe
TEKCT OPWUTHHAIBHONH MapKUPOBKH W JIOTIOJHHUTEIBHOW MAapKHPOBKH HAa PYCCKOM S3BIKE,
HAHOCHMOM Ha MEIUIIMHCKUE U3JIeNHsl, TPOU3BEACHHbIE 3a npenenamu Poccuiickoit deneparmn)
(32 UCKJIFOUEHHEM IIPOrPaMMHOTO 00ECTIeUeHU S, SIBJISIFOIIETOCS METUIIMTHCKUM U3EIIUEM );

XK) UBeTHBIE (QoTorpadpuieckne M300pPAKEHUS HIEKTPOHHOTO HOCUTENs H uHTepdeiica
nporpaMMHOro odecrnieueHus (pazmepom He MeHee 18 x 24 canTumerpa) (U1 MPOTrPaMMHOIO
oOecrieyeHusl, SBISIIOMIEroCs] MEAULMHCKUM H3JIETIHEM), a TaKkKe HM300paKeHUs MapKUPOBKH U
YIaKOBKH (TIpY HAJIUYUN);

3) CBeIEHUS O JOKYMEHTaxX, IOATBEPKAAIOIINX Ppe3yibTaTbl TEXHUYECKUX HCIBITAHUN
MEIUIMHCKOTO  W3MIEeNusl, BBIJAHHBIX YUYPEXKICHHEM, M  JOKa3aTelbHble MaTepHabl
MPOU3BOIUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO U3enus (IPU HATHYUN);

I/I) CBCICHUSA O I[OKYMGHTaX, HO)ITBep)KI[aIOHII/IX pGSYJ'II)TaTI)I TOKCHKOJIOTHUYCCKUX I/ICCJ'ICZ[OBaHI/Iﬁ
MEAUIMHCKOTO M3AeNus W (WIU) MPHUHAJICKHOCTEH K MEIUIIMHCKOMY H3JAETHIO, MPSIMO WU
OTOCPEIOBAaHHO KOHTAaKTUPYIOIIUX C TIOBEPXHOCTHIO TeJIa 4YEJIOBEKa, €ro CIM3UCTBIMU
000JI0YKaMH, BHYTPEHHUMH CpElIaMU OpraHu3Ma, IJisi KOTOPBIX YKa3aHHOE B3aWMOJICHCTBHE
(KOHTaKT) SBIAETCS HEOOXOAMMBIM ISl BBIOJHEHUS WX MpeIHA3HAYCHHBIX (DYHKIIHIA,
BBIJIJAHHBIX YYPEXKICHHEM, M JIOKa3aTeIbHbIC MAaTEpUabl MPOU3BOMUTENsT (M3TOTOBHUTEIS)
MEUITMHCKOTO M3eNHs (MPU HAJTUYHH ),

K) CBEJICHUS O JOKYMEHTaX, NOATBEP KAAIOIIUX PE3YIbTAaThl UCIIBITAHUA METUIIMHCKOTO U3AEIUs
B LEJIAX YTBEP)KACHUS THUNA CPEJICTB HM3MEPEHHH (B OTHOIIEHUM MEIULMHCKUX W3AEIHH,
OTHOCAILIMXCS K CpEeICTBAM M3MEpeHHl B cdepe ToCyIapCTBEHHOTO pPEryJIHMpPOBAHHUS
o0ecrieueHMs €IUHCTBA W3MEPEHUIl, INepeueHb KOTOPBIX YTBEp)KAAaeTcss MMHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit @enepariyiv), BbIIAHHBIX YUPEKICHUEM;



J) JOKYMEHTBHI, MOJATBEP)KIAIOLIME pPE3yJbTaThl KIMHUYECKUX HCHBITAHUN MEAMIIMHCKUX
u37ienuii, BbAAHHBIE B  MEIMLUMHCKUX  OpraHM3alMsAX, OTBEYAIOIIUX  TpeOOBaHUSM,
YTBEpKACHHBIM MuHUCTEPCTBOM 3ApaBooxpaneHus Poccniickoit denepanyu, 1 BKIIOYCHHBIX B
CETh HALlMOHAJIBHBIX MEIULMHCKUX HCCIIEN0BATEIBCKUX LIEHTPOB, COCTAB KOTOPOW YTBEPXKIEH
MunuctepcTBoM 31paBooxpaHeHust Poccuiickoit denepanyy, v MporpaMMHOI0 o0ecredyeHus ¢
IPUMEHEHHEM TEXHOJIOTUI MCKYCCTBEHHOI'O MHTEIUIEKTa, MpelHa3HaueHHOro sl o0paboTKu
MEIUIUHCKUX  W300paK€HUH, TIOJyYeHHBIX TIPH  TPOBEACHUH  PEHTTEHOJOTHYECKUX
UCCIIeIOBAaHUM, BKJIIOYAsh KOMIIBIOTEPHYIO ToMorpaduio, peHTreHorpaduio, ¢piarooporpadpuio u
MaMMorpaguio, TPy yCIOBHU MPOBEJCHUS KIMHUYECKUX MCIIBITAHUI B KIMHUYECKOM IIEHTpE (B
OTHOILICHUM KIMHUYECKUX UCIBITAaHHUM, 3aBepLIeHHBIX 10 | ceHTs0pst 2025 r.), uiau cBeJeHus o
pe3yiipTaTax KIMHUYECKUX UCIIBITAHUM MEIUIIMHCKOTO U3IEIus C YKa3aHUEM HOMEpPA, JaThl aKTa
KJIMHUYECKUX HCIBITAHUN MEOULMHCKOIO M3JENus, a TAaKKe HAUMEHOBAaHUS MEAMIIMHCKOU
OpraHu3anyy (B OTHOLUICHUH KIMHUYECKUX HMCIIBITAaHWH, 3aBepUICHHBIX mocie 1 ceHtsops 2025

r.);

M) JOKYMEHTBI, MOJATBEP)KIAIOIINE BO3MOXKHOCTH OCYIIECTBICHHUS IPOU3BOJACTBA IO aJpecy
(ampecam), yka3zaHHOMY (yKa3aHHBIM) B 3asdBJICHMHM O PETUCTPAllMM B  KadyecTBe
MPOU3BOACTBEHHON (ITPOM3BOACTBEHHBIX) TUIOMIAAKK (IIOMEAM0K) (M0 MPUMEHHMOCTH):
JIOKYMEHTBI, TOATBEP>KAAIONINE HATMUNE YyCIOBUN MTPOU3BOJICTBA, U (WJIM) KOIMU CePTU(UKATOB
COOTBETCTBUS CUCTEMBI MeHekMeHTa kauecTBa TpeodoBanusiM ['OCT ISO 13485-2017 unm [SO
13485:2016, a Takke KOIMU OTYETOB O PAHEE NPOBEICHHBIX HMHCIEKLHAX HAa COOTBETCTBUE
yKa3aHHbIM CTaHAapTaM (B Cilydae NpeCTaBICHUS YKa3aHHBIX CEPTU(PUKATOB COOTBETCTBUSA), U
(M7IM) KOTIMU JOKYMEHTOB, MOJATBEPXKIAIOUINX COOTBETCTBHE CHCTEMBI YIPABJICHUS KaueCTBOM
TpeOOBaHUSIM K BHEIPEHMIO, TOAJEPKAHUI0O M OIEHKE CHUCTEMbl YMPaBICHHUS KaueCTBOM
MEIUIUHCKUX U3ICITHI;

H) AOKYMCHTBI, IMOATBCPIKAAOMIUC IIPABO HCIIOJIB30BaHUA HPOU3BOAUTCIICEM (I/I3FOTOBI/ITGJ'IGM)
TOBAPHOI'0 3HAKAa W HMHBIX CPCACTB MHIAWBHUAYATIU3ALUKU MCAULMMUHCKOTIO M3ACIUA B ClIydac HUX
HAaHCCCHUA Ha YIIAKOBKY MCIHUITMHCKOT'O U3ICIINUA;

0) KONMUH JOKyMEHTOB, TIOATBEPXKIAIOIIMX KadeCTBO JIEKAPCTBEHHOTO  Mpemnapara,
dapmarieBTUYeCKOH CyOCTaHIIMM, OHOJOrMYECKOro MaTepuala W HMHOTO BEIIeCTBa, C
UCTIONIb30BAaHNEM KOTOPBIX HPOM3BEJCHO MEIWIMHCKOE H3/ENHE WIN KOTOpPBIE BXOMAT B €r0
COCTaB M KOTOpPbIE NPEAHA3HAYCHBI [UI NPUMEHEHHS TOJBKO C Y4Y€TOM Ha3Ha4YeHUs
MEIUIMHCKOTO H3JENHsl, ONPEAEICHHOTO HPOM3BOANTENEM, BBIIAHHBIX B COOTBETCTBHH C
3aKOHOJATEILCTBOM CTPaHbl MPOUCXOXKJICHHS JIEKAPCTBEHHOTO Tpenapara, (papManeBTHIeCKOi
cyOcraHnuy, OMOJIOTHYECKOTO MaTepuaja ¥ WHOTO BemecTBA (KpOMEe METUIMHCKHX H3IENni
JUISL IMarHOCTHUKH in Vitro);

1) OMNUCh JOKYMEHTOB, MPEJICTABICHUE KOTOPHIX MPEAYCMOTPEHO HACTOSILIUM IYHKTOM, C
ykazanueM paszgena [V wHacrosmmx IIpaBwi, B COOTBETCTBHM C KOTOPBIM IUIAHUPYETCS
IIPOXOKJICHHE IPOLEAYPBl TOCYAApPCTBEHHOW PErMCTPallid OTEYECTBEHHOIO MEIMIIMHCKOIO
U3JICNNS;

p) IJIaH KIMHUYCCKOTO MOHHUTOpPUHIA (I[J'IS[ MCEAUIIMHCKHUX I/I3I[€J'II/II>1 KJIacCa IIOTCHIIHMAJIbHOI'O
pUCKa TpPHUMEHEHHs 3, a TaKkKe MEIUIUHCKUX H3ACNUN, HMIUIAHTUPYEMBIX B OpraHU3M
YeJI0BeKa, Kjlacca MOTSHITMAIBHOTO pUCKa MPUMEHEHHS 20).

102. TpeGoBanusi, yka3zaHHble B myHKTax 53, 54 m 56 nHactosmmx IIpaBui, K IOKyMeHTaM,
npecTaBIeHne KOTOPBIX MpeaycMoTpeHo myHKkToM 101 HacTosmmx IIpaBuii, He MPUMEHSIOTCS.



103. Yupexxnenne B TedeHue 25 pabouux IHEH CO JHS TMOCTYIUICHHUS JOKYMEHTOB, YKa3aHHBIX B
nyHkTe 101 nactosmumx ITpasui:

a) TPOBOJUT DKCIEPTU3Y 3asBJICHHUS O MPOBEIACHUU IKCIIEPTU3BI KauecTBa, d3((PEKTUBHOCTH U
0€30MaCHOCTH MEIUITMHCKOTO M3JeNus U JOKYMEHTOB, YKa3aHHbIX B myHKTe 101 HacTosmmx
[IpaBwi, B TOM 4YKClI€ OUEHKY MOJHOTHI JOKYMEHTOB M JIOCTOBEPHOCTH COAEPKAIIUXCS B HUX
CBEJICHUH, C OJTHOBPEMEHHBIM IIPOBEAECHUEM AKCIIEPTU3BI MIOJHOTHI U PE3YJIbTATOB UCIIBITAHUNA U
HCCIICIOBAHUMH;

0) odopmiseT 3aKiIrOYEHHE TIO pe3yJbTaTaM »dKCHEPTH3bl KadecTBa, A(P(HEKTUBHOCTH U
0€30MaCHOCTH MEUIIMHCKOTO U3ICITHS;

B) B clyyae €ClIM 3aKJIOYeHHE M0 pe3ysibTaTaM HKCHepTH3bl KauecTBa, 3(deKkTuBHOCTH U
0€30MacCHOCTH MEIUIMHCKOTO0 HW3JEHs, MPEeAyCMOTPEHHOE NOANYHKTOM "O" HacTOsILIEero
IIyHKTa, SBJSETCS IOJIOKUTEIBHBIM, YUYPEKICHHE HANpaBiIseT TaKoe 3akKiIl4YeHHe B
pETUCTPUPYIOIIHIA OpraH.

K 3akmoueHuio mo pesyjibTaTaM S3KCIEepTH3bl KadecTBa, 3(PQPEKTHMBHOCTH U 0€30MacHOCTH
MEIUIIMHCKOTO  W3JIeTUs, CBHJACTEIbCTBYIOIIEMY O  BO3MOXXHOCTH  TOCYJapCTBEHHOU
pPErUCTpallM  OTEYECTBEHHOTO  MEIUIMHCKOTO  M3JACNHs, NPWIAraloTcsi  JOKYMEHTHI,
MIpE/ICTABJICHHBIE 3asiBUTEIEM B cOOTBETCTBUM ¢ myHKTamu 101 u 104 nacrosmux [Ipasun;

I) B ClIy4ae €ClHM 3aKIIOYCHHE M0 pPe3yjibTaTaM JKCIEepPTH3bl KadecTBa, d(PPEKTHBHOCTH H
0€30MaCHOCTH MEIMIMHCKOTO M3JeNHs SBISETCS OTPHULATENbHBIM, YUPEKICHUE YBEIOMIISET
3asBUTEIS O Pe3yJIbTaTax MPOBEIEHHON IKCIEPTH3BI KauecTBa, YPPEKTHBHOCTH U OE30MTACHOCTH
MEIUIUHCKOTO U3/eus (3aKa3HbIM OYTOBBIM OTHPABICHHUEM C YBEJIOMIIEHUEM O BPYUCHHH WU
B (QopMe 3JIEKTPOHHOIO JOKYMEHTa, IMOANKUCAHHOTO YCHUJICHHOW KBaIM(QUIMPOBAHHON
JNIEKTPOHHOM  TNOANMCHIO  YINOJTHOMOYEHHOIO JOJDKHOCTHOIO — JIMIA, IIOCPENCTBOM  €ro
HaIpaBJIEHUs Ha DJIEKTPOHHYIO IOUTY 3asBUTENs, agpec KOTOpOM YyKa3aH B 3asBJIECHUH O
IPOBEICHUH IKCIIEPTU3bI KauecTBa, 3(h(HEKTUBHOCTH M 0€30MACHOCTH MEIUIIMHCKOTO U3/IeNus) ¢
NPWIOKEHNEM 3aKIIOYCHHs 110 pe3yjbTaTaM »JKCHEepTH3bl KauecTBa, 3(dexkTuBHOCTH W
0€30IaCHOCTH ~ MEIUIMHCKOIO  W3JeNus,  CBUJACTENbCTBYIOIIETO O  HEBO3MOXXHOCTHU
rOCyAApCTBEHHOW PETUCTPALMNA OTEUYECTBEHHOTO MEUIIMHCKOTO U31EIIHSL.

104. B cinyuae HEJOCTATOUYHOCTH JJISl BHIHECEHMS YUPEXKJIECHUEM 3aKIIOUEHUS 10 pe3ysbTaTaM
SKCTEepTHU3bl  KauecTBa, JPOEKTUBHOCTH ©  OE30MACHOCTH  MEIUIMHCKOTO  HM3CINHS,
nperycMOTpeHHOro noamyHkrom "0" mynkra 103 Hacrosmmx [IpaBuii, MaTepuanoB U CBEICHHUI,
CoJlepKaluXcs B MPEACTABICHHBIX 3asBUTEIEM JOKyMEHTaX, MPeayCMOTPEeHHBIX MyHKTOM 101
HacTosnwx [IpaBun, yupexaeHue B TeueHrue 15 pabouux IHEH co JTHS MOCTYIUICHUS YKa3aHHBIX
JIOKYMEHTOB HAmNpaByseT 3asBUTENIO 3aKa3HBIM MOYTOBBIM OTIIPABIEHUEM C YBEIOMJIEHHEM O
BpydeHUH WIM B  (opMEe  DIEKTPOHHOTO  JOKYMEHTa, IOAMUCAHHOTO  YCHUJICHHOU
KBJIM(ULIMPOBAHHON AJIEKTPOHHOW TMOAMKMCHIO YHOJHOMOYEHHOTO JOJKHOCTHOTO JIMIIA,
MOCPEJICTBOM €ro HANpaBJICHUS Ha AJIEKTPOHHYIO MOYTY 3asBUTENS, aJpec KOTOPOW yKa3aH B
3asBJICHUM O TIPOBEJACHHM OKCIEPTU3bl KadecTBa, J(P(EKTUBHOCTH U  0€30MacCHOCTH
MEIUIUHCKOTO HU3JIeNUs, 3alpoc O IMPEJICTaBICHUH HEOOXOAMMBIX CBEIEHUH € yKa3zaHHEM
XapakTepa 3aMe4YaHMii U crocoba UX yCTpaHEHHUsI.

VKkazaHHBI 3ampoCc HAIMpPaBISIETCS OJHOKPATHO M JOJKEH COJIEPXKAaTh HMCUYEPIBIBAIOIIMI
MEPCUCHL BCCX BOMMPOCOB U MATCPUAJIOB, HGO6XO[[I/IMI)IX OKCICPTY JIA MPOBCACHUA DKCIICPTU3BI.

3agBUTENb 00s513aH MPEJCTABUTh OTBET HA 3aIPOC YUPEXAECHUS B CPOK, HE MpEBbILAIOMIUN 35
pabounx JHEH co JHA HampaBiIeHHs 3ampoca. YUpexkJEeHHE TOTOBUT 3aKIIIOUEHHUE II0



pe3ybTaTtaM dKCIEePTH3bI KauecTBa, Y(H(HEKTUBHOCTH U 0€30IACHOCTH MEAWIIMHCKOTO M3/CITHUS B
tederne 10 pabouux mHEH co JHS MOCTYIUICHUS OT 3asBUTENS OTBETA Ha 3aIpoc.

B ciydyae nempeacTaBieHus 1Mo UCTEYCHHH 35 pabouux IJHEH 3asBUTEJIEM OTBETa Ha 3ampoc
YUPEKJIEHUE TMOJArOTaBIMBACT 3aKJIIOYEHHWE TI0 pe3ysibTaTaM SKCHEepTHU3bl  KauecTBa,
3¢ dexTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO U3JeNHUs Ha OCHOBAaHMM JOKYMEHTOB,
HMCIOIIUXCA B €TI0 paCIOPAKCHUH.

BpeMmsi co nHA HanpaBieHUs YUYpEXACHHUEM 3allpoca 10 IHS MOIy4YEHMs] OTBETA Ha 3alpoc HE
YUUTBHIBACTCSI MPHU HCUUCICHUM CPOKa MPOBEACHUS SKCHEPTU3bl KauecTBa, 3((HEKTUBHOCTH U
0€30MacCHOCTH METUIIUHCKOTO U3EIHSI.

105. 3akmoueHue MO pe3ysibTaTaM SKCHEPTU3bl KauecTBa, 3PQPEKTUBHOCTH M O€30HacCHOCTU
MEAULIMHCKOTO  M3JENNs, CBHUJETENbCTBYIOIIEE O  HEBO3MOXXHOCTH  TOCYJapCTBEHHOMU
pEerucTpali OTEYECTBEHHOTO MEIUIMHCKOIO Hu3Jenus, O(QOopMIIseTcs YUpeKICHHUEM IpH
HAJIMYMUHU CIICAYIOLUINX OCHOBAHUI:

a) HECOOTBETCTBHE MEAWIIMHCKOTO W3JEIUs TpPeOOBAaHHUAM HOPMATUBHON JTOKyMEHTAIIUH,
TEXHUYECKOH U (MJIH) IKCIUTYaTAIlMOHHON TOKYMEHTALUU IPOU3BOAUTENS (M3TrOTOBUTETS);

0) OoTCyTCTBHE JOKa3aTelabCTB KadecTBa, W (WIK) S((EKTUBHOCTH, W (Wim) Oe30macHOCTH
MEIULUHCKOTO U3/IeIHs;

B) YCTAHOBJICHHUEC, UYTO PHUCK IMPUYUHCHUA BpCAa 3IO0POBbIO TI'pakAdH W MCEAULIHUHCKHUX
pa6OTHI/IKOB BCJICACTBUEC IIPUMCHCHHUA MCIAUIIUHCKOI'O U3ACIIHA ITPEBLIIIACT 3(1)(1)€KTI/IBHOCTI) €ro
MMPUMCHCHUS,

I') JTOKyMEHTHI, YKa3aHHble B myHKkTe 101 Hacrosmux [IpaBui, He mpencTaBlICHBl B IMOJHOM
o0beme, B TOM uucie B paMkax myHKTa 104 nacrosimux IIpaBui, u (MiaM) B HUX BBISIBICHBI
HEJ0CTOBEpPHBIE CBEACHUS, U (WJIM) OHU HE COOTBETCTBYIOT TPEOOBAHMSIM IMYHKTA 55 HACTOSIINX
[IpaBuir.

106. B cpok, He mpeBbIIAOLME 5 pabouux AHEH cO JHS MOJY4YCHMs 3aKIIOUEHHUs IIOo
pe3yJsbTaTaM dKCHEepPTH3B KadecTBa, 3(PpPEeKTHBHOCTH M 0€30MaCHOCTH MEIMIIMHCKOTO W3/EINus,
yKkazaHHoro B noxamyHkre "B" myHkra 103 Hactosmmux IlpaBun, perucrpupyrouiii oprax
OCYUIECTBIIIET OLIEHKY TaKOTO 3aKJIIOUEHUS U NMPUHUMAET PELICHUE O BO3BpATE 3aKIIOYCHHS B
yupexaeHue Ha JopaboTKy, CpPOK KOTOpOW cocTaBiseT He Oosiee 2 pabouyux AHEH co AHA
MOJIyYEHUs] YUPEKJACHUEM BO3BPALLEHHOTO 3aKJIOYEHUS, WIM NPUHATUU 3aKIIOYEHUS IO

pE3yJibTaTaM 3KCIICPTHU3bI KAYCCTBA, 3(1)(I)GKTI/IBHOCTI/I 1 0€30MMacHOCTHU MCIHUIIMHCKOTI'O U3OCIHA.

107. YupexaeHue B CpOK, HE IPEBBIMIAIOIINNA 2 pabounx THEH CO JHS MOTYYEHHUS YBEIOMIICHUS
O TMPHUHATUU 3aKIIOYEHHUs 10 pe3ysibTaTaM »JKCIEpTU3bl KauecTBa, APPEKTUBHOCTH U
0€30MacCHOCTH MEIUILMHCKOTO U3JEeNHs, YBEAOMJSeT 3asBUTENS (3aKa3HBIM IOYTOBBIM
OTIIPABICHHEM C YBEJIOMJICHMEM O BpYYEHHM WM B (OpME 3JIEKTPOHHOTO JIOKYMEHTA,
MOJMUCAaHHOTO YCUJIEHHOW KBaTU(UIIMPOBAHHOW AJIEKTPOHHOW MOAMKUCHIO YHOJTHOMOYEHHOTO
JOJDKHOCTHOTI'O JIMIIA, IMMOCPCACTBOM €I0 HAIIPABJICHUA HA 3JICKTPOHHYIO IMMOYTY 3adBUTCIIA, aAPCC
KOTOpPOH yKa3aH B 3asBJICHUH, MPEAyCMOTpeHHOM mnoAmnyHKToM "a" myHkra 101 HacTosmmx
[IpaBun) o HEOOXOAMMOCTH TPEACTABICHUS MOCPEICTBOM €IUHOTO JIMYHOrO KaOuHeTa
3asBUTENS B PETUCTPUPYIOMIUN OpraH B COOTBETCTBUU C TPEOOBAHMSIMH MyHKTa 53 HACTOSIINX
HpaBI/IH 3ad4ABJICHUA O pETUCTPALIUHA OTCUHCCTBCHHOTO MCIAUIIMHCKOI'O U3ACIINA, O(bOpMJIeHHOFO B
COOTBETCTBUU C MyHKTOM 64 Hactosmux [IpaBui v JOMOMHUTETHHO COAEPKAIIETO PEKBU3UTHI



3aKIIIOYCHHSI TI0 pe3yJIbTaTaM dSKCIEePTH3bl KauecTBa, A(PPEKTHBHOCTH U OE30MAaCHOCTH
0TEYECTBEHHOT'O MEIUIIMHCKOTO H3/eTHsI, 0POPMIICHHOTO YUPEIKICHUEM.

Cpox HampaBiieHUs! 3a8BJICHUS O PETUCTPAllMM OTEYECTBEHHOIO MEIUIMHCKOTO H3JCINA HE
nokeH mpeBbimaTh 30 paGoumx OHEH CO JHS HANpaBiICHUS YUPEKICHUEM YBEIOMIICHUS,
IIPEAYCMOTPEHHOI'O HACTOSALLUM ITyHKTOM.

108. B Teuenume S5 paboumx pgHEH CO JOHS TIOCTYIUIGHHS 3asBJICHUS O PETUCTpAIUU
OTEYECTBEHHOI0 MEAMIIMHCKOIO U3JEIUs PETUCTPUPYIOLIMM OpraH IMPOBOAUT IPOBEPKY
MOJIHOTHI M JJOCTOBEPHOCTH COJEPIKAILMXCS B HEM CBEICHH, B TOM 4YHCIIE IMyTE€M CpaBHEHUS
TaKnux CBGI[GHI/Iﬁ CO CBCACHUAMMH, TMPCACTABIICHHBIMU OpraHaMu FOCYI[apCTBeHHOﬁ BJIaCTU B
MmopsAaAKEe MCKBCIOMCTBCHHOT'O I/IH(i)OpMaIII/IOHHOFO B3aHMOH€ﬁCTBHﬂ MOCpCACTBOM CHCTCMBI
MCKBCAOMCTBCHHOI'O 3JICKTPOHHOTI'O B33.PIMO,Z[€I>'ICTBI/I$I.

109. B teuenue 5 pabouux qHEH cO AHs 3aBEepIICHHs] MPOBEPKHU, MPEAYCMOTPEHHON MyHKTOM
108 nacrosimux IIpasu:

a) B Cllyyae MpEeACTaBICHUS HAIIEKAIUM 00pa3oM 0(OPMIIEHHOTO 3asBICHHS O PETUCTPAIUU
OTEYECTBEHHOIO0 MEIUIIMHCKOTO H3ENMs PEruCTPUPYIOMIMA OpraH NPUHHMAET pELIEHUE O
TOCYJIapCTBEHHOM PErHCTPalUU MEIUIIMHCKOTO HU3JeNusi, KOTOpoe OQOpMIISETCS NPHKa30M
PErUCTPUPYIOLIETO Oprana, MHGOPMHUPYET 3asiBUTEINS O IPUHATOM PELIECHUH IyTEM pa3MelIeHUs
COOTBETCTBYIOIIETO yBEAOMJICHHSI B (OpMe BJIEKTPOHHOTO JIOKYMEHTa, MOIMMCAHHOTO
YCWJIEHHOW KBaNU(UIIMPOBAHHON 3JIEKTPOHHOM MMOJAMUCHIO YIOJIHOMOUYEHHOTO JOKHOCTHOTO
JMLa, B €IMHOM JIMYHOM KaOMHETE 3asBUTENS M JJIEKTPOHHOM KaOWHeTe 3asBUTENS U BHOCHUT
PEECTPOBYIO 3aMUCh B FOCYAaPCTBEHHBIN PEecTp;

0) B cilyyae eciiM B MPECTABICHHOM 3asBJICHUH O PETUCTPALIMU OTEYECTBEHHOTO MEAUIIMHCKOIO
U3JIeNUsl yYKa3aHbl HEJOCTOBEPHbIE CBEACHUS JINOO CBENEHUs, MPEeSyCMOTPEHHbIE MyHKTOM 64
HacTtoammx [IpaBun, npeacraBieHbl HE B HOJTHOM 00bEME, PErUCTPUPYIOLIUI OpraH IPUHUMAET
peuieHue O IPEKpalleHHWd JaJIbHEHUIETO PACcCMOTPEHMs 3asBICHUSA O PErUCTPaLUU
OTEYECTBEHHOTO MEIHUIIMHCKOTO u3aenusi u wuHpopMupyeT 00 OSTOM 3asgBUTENS IyTEM
pasMelleHHs] COOTBETCTBYIOLIETO YBEJAOMIIEHUS C MOTHMBMPOBAHHBIM OOOCHOBaHHEM IPUYUH
NPUHATHS YKa3aHHOTO PEHICHUs B pOpMe IEKTPOHHOTO TOKYMEHTA, IMOANMMCAHHOTO YCHUIICHHON
KBAJM(UIHUPOBAHHON 3JEKTPOHHOM MOINMCHIO YMOJIHOMOYEHHOIO JOJDKHOCTHOIO JIMIA, B
€IMHOM JIMYHOM KaOMHETE 3asiBUTENS U DJIEKTPOHHOM KaOUHETE 3asBUTEIIS.

V. BHeceHnue u3MEHEHM B JOKYMEHTHI, COJIEep KaIluecs
B PETUCTPAIIMOHHOM J0ChE, HEe TPEOYIOIMNX TPOBEICHHS SKCIIEPTU3bI
KauecTBa, 3pPeKTUBHOCTH U OE€30MACHOCTH MEIUITMTHCKOTO U3/ICTTHS

110. K u3MeHEeHHsIM B JOKYMEHTBI, COJACpPKAIIUECS B PETHCTPAIMOHHOM J0ChE, TPeOyIOmUM
FOCYI[apCTBCHHOfI PErucTpavii HOBOro MECAUIMHCKOI'O U3ACIUsSA, OTHOCATCA:

a) W3MEHEHHMs, BIIEKyIIME 3a COOOW H3MEHEHHUS (PYHKIMOHAIBHOTO Ha3HA4YeHUs U (WIH)
NPUHIMIA AEHCTBUS METULIMHCKOTO U3/1€HS;

0) BKIIIOYEHHME CBEACHMI O MOJENAX (Mapkax) 3aperuCTpUPOBAHHOTO MEIUIIMHCKOTO U3JEINNs,
HE COOTBETCTBYIOLIUX KPUTEPHSIM, YKA3aHHBIM B yHKTe 26 Hactosuumx [Ipasui;



B) U3MEHEHUS, BJIEKYIIHE 32 COOON OJIHOBPEMEHHOE U3MEHEHHUE CBEIACHHI O MPOU3BOJIUTENE U
IPOM3BOJICTBEHHOM IUIOIIA/Ke (IPOU3BOICTBEHHBIX IUIOMIAAKaX) 10 OTHOIIEHUIO K CBEICHUSM,
YKa3aHHbIM B PEECTPOBOM 3alKCH, 332 UCKIIIOUEHUEM CBEJIEHUI 00 OpraHHU3allMOHHO-IIPaBOBOM
dopme, aapece MecTa HAXOXKICHHs, PEOPraHM3ALMHU, WHBIX CBEJICHHH, COJepXKaluxcs B
YCTaBHBIX TOKYMEHTAX.

111. K u3MeHeHUsM, BHOCUMBIM B JJOKYMEHTBI, COAECPKALIUECS B PETUCTPALIMOHHOM J10ChE, HE
TpeOYIOIIMM  TPOBEJICHUS OKCHEPTU3bl  KadyecTBa, J(PGEKTUBHOCTH UM  O€30MaCHOCTH
MEIUIIMHCKOTO U3IEIIUS, OTHOCITCS:

a) W3MEHEHUE CPOKOB JIEUCTBHUS JOKYMEHTOB, COJEPX AIIUXCS B PETUCTPALMOHHOM JI0ChE
(axTyanu3anus J0KyMEHTOB, COJIEPIKALINXCS B PETUCTPALIMOHHOM JI0ChE, 3aBUTETIEM);

0) U3MEHEHHUsI, KOTOPhIE BHOCSITCS MPOU3BOAUTENIEM (M3TOTOBUTEIEM) MEAUIIMHCKUX H3AEIUN
KJIacCa TOTEHLMAJIBHOIO PHUCKAa MPUMEHEHUs | WIM HECTEepPWIbHBIX MEIMLMHCKUX W3AENUN
KJlacca MOTEHLUAJIbHOIO PUCKA NPUMEHEHHUs 2a, MPOUIEALINM OLEHKY CHUCTEMbl YIpPaBJICHUS
KauyeCTBOM MEAMIIMHCKOTO H3ENHsi, BKIIOYAOIIYIO MPOIECCH MPOSKTUPOBAHMS U pa3paboTKu
MEAULMHCKUX W3/EIUN, B COOTBETCTBUU C TPEOOBAHMSIMM K BHEIPEHMIO, MOJACPKAHHUIO U
OIICHKE CHCTEMBI YIPaBICHHUS KAY€CTBOM MEAUIIMHCKUX U3/IETHi (32 UCKIIOYEHUEM U3MEHECHHUI,
IpEyCMaTPUBAIOLIUX IPOBEJACHUE TOCYAAPCTBEHHOW PETUCTPALIMM HOBOTO MEAMIIMHCKOIO
U37IeNUs B COOTBETCTBUHU C MyHKTOM 110 Hactosimux [Tpasu).

B caywae ecnum cpok pAeicTBHS OoT4eTa O pe3ysibTaTaX WHCIEKTUPOBAHUSA IPOU3BOJCTBA
MCIUIMHCKOI'0 M3ACIIHA KilIaCCa IMOTCHIUAJIBbHOI'O pHUCKa IMPUMCHCHUA 1 wnm HCCTCPHUIILHOT'O
MEAUIIMHCKOTO M3JeNusl Kjacca MOTEHIUAIBHOIO PHCKa NMPUMEHEHHUs 2a HCTEK, 3asiBJICHHE O
BHECCHUHN H3MEHEHUHU B JOKYMCHTHI, CoACpKaluecd B PEruCTpaiioOHHOM JOCBC,
paccMaTpUBAETCsl B COOTBETCTBUM C OCHOBAHUSIMH, MPETyCMOTPEHHBIMHU NToANyHKTamu "a", "B" -

nn

e" HacTosIIero MyHkTa u myHkToM 119 nacrosimux IIpaBu;

B) M3MEHEHHE CBEJICHUI O MPOU3BOAUTENE (M3TOTOBUTENE) MEAMIIMHCKOTO W3ENHsI, BKIIOUYas
CBEJICHUS:

0 peopraHu3anyy PUINIECKOTO JIUIIA;

00 M3MEHEHNH HauMEHOBAaHUH IOPUAMYECKOTO JUIA (ITOJTHOTO U COKPALIEHHOTO (IIPH HAJIMYUH),
B TOM 4ucIe (UPMEHHOTO HAMMEHOBAHU), aJjpeca MecTa €ro HaXOXKACHUS;

00 m3MeHeHHMH (GaMIWINN, UMEHH W OT4yecTBa (TPM HAJIUYWH), aJpeca MecCTa JKUTEIhCTBA
(U3UYECKOro JHIIa, 3apEerUCTPUPOBAHHOIO B KaUeCTBE MHAMBUIYAJIbHOTO MpEIIpUHUMATENS, U
PEKBU3UTOB JOKYMEHTA, YOCTOBEPSIOILETr0 €ro JTMYHOCTH;

00 wu3MeHeHWMH ajapeca (aapecoB) TPOM3BOACTBEHHON (TMPOM3BOJACTBEHHBIX) TUIOIIAIKA
(TUTOIIAIOK) B CiTy4ae, eCiI U3MEHEHHUE BBI3BAaHO MEPEUMEHOBaHUEM TeorpaduuecKkoro 00beKTa,
MEPEUMEHOBAHUEM YJIUIIBI, TUIOIIAU HIIM HHOU TePPUTOPUH, N3MEHEHHUEM HyMepaluu 00bEeKTOB
aZipecaluy, B TOM YUCJIE MOYTOBOTO UHIEKCA;

I') UI3MECHECHHE CBEACHUI 00 yIOJHOMOYEHHOM IPEICTABUTEIIE TPOU3BOAUTEINS (M3TOTOBUTEINS),
BKJIFOYAasA CBCIACHUSA .

0 peopraHru3aliui OpUAXICCKOIro JIUIaA,



00 M3MEHEHNH HAaUMEHOBAHUS IOPUINYECKOTr0 JIMLIA (TIOJIHOTO U COKPAIIEHHOTO (IPU HAJIMYHH),
B TOM uucie GUPMEHHOTO HAMMEHOBAHU), aJjpeca MecTa ero HaXOXKACHUS;

00 w3MeHeHMHM (GaMUIIUK, UMEHHM M OT4decTBa (NIPU HAJUYHMH), aJpeca MecTa >KHUTEIhCTBA
q)HSI/I‘-IeCKOFO Jana, 3apCruCTpupoOBaHHOIO0 B KAa4YCCTBC MHAUBUAYAJIbHOI'O MPCANIPUHHUMATCIIA, U
PEKBU3UTOB JOKYMEHTA, YIOCTOBEPSIONIETO €r0 JINYHOCTD;

I[) U3MCHCHUC HAMMCHOBaHUA MCIUIHWHCKOI'O H3ACIWA B 4YaCTH TOBApPHOI'0 3HaKa KW HMHBIX
CpCaACTB MHAUBUAYATU3al[UU;

€) UCKJIIOUEHUE CBEJCHUN O MOJENH (MapKe) MEAULIMHCKOTO U3ENINS U3 PEECTPOBON 3aIUCH;

) M3MEHEHHe JAu3aiiHa MapKUpOBKM 0Oe3 M3MEHEHHUS CHUMBOJIOB, MPHUMEHSEMbIX MpU
MapKUPOBAHUU METUIIUHCKOTO U3/IEIHS;

3) HU3MCHCHHUC KOAa KJ'IaCCI/I(bI/IKaTOpa B CJIy4dac BbIXOJa HOBOH peaaKunuun KJ'IaCCI/ICI)I/IKaTOpa II0CJIC
MPpUHATUA PCHICHUSA O FOCy,I[&pCTBGHHOfI peructpaii MCAULIMUHCKOTO H3ACIHA WM BHCCCHHA
W3MEHECHUI B AOKYMCHTBI, COACPIKAIINECCA B pPCTUCTPALMOHHOM JTOCHE.

112. JInst BHeceHMsI B JAOKYMEHTBI, COJEp)KalUecs B PErMCTPALlMOHHOM JIO0ChE, W3MEHEHHH,
yKazaHHbIX B IyHKTe 111 Hactosimux IIpaBui, 3asButens He mo3aHee yeM yepe3 90 pabouux
JIHEH CO JHS M3MEHEHHs COOTBETCTBYIOIIMX JAaHHBIX NMPEACTABISCT B PETHCTPUPYIOIINA OpraH
HOCPEACTBOM €IMHOTO JTUYHOTO KAOMHETA 3asBUTEIIS:

a) 3asBIICHUE O BHECCHUU MU3MEHEHUU B IOKYMEHTHI, COJEPKAIINECs B PETUCTPALIMOHHOM JIOChE,
HE TpeOylommX TMPOBEACHUS OSKCHEPTH3bl KadecTBa, d(dexkTuBHOCTM U  0€30MacCHOCTH
MEIUIIMHCKOTO U3JIETIHs, COAepKaIllee CBEACHMSI, yKa3aHHbIe B MyHKTe 64 HacTosmux [IpaBum, u
JIOTIOJTHUTEIIFHO COJIepKAIee CBEICHHSI O BHOCUMBIX U3MEHEHUSX, a TaKXkKe (10 MPHUMEHUMOCTH )
CBEJICHHSI O pe3ysbTaraX KIMHWMYECKUX WCIBITAHUN MEIMIIMHCKOTO H3JCTUS C yKa3aHueM
HOMEpa, JaThl aKTa OIECHKH Pe3yJIbTaTOB KIMHHUYECKUX HMCIBITAHUA METUIIMHCKOTO W3ICIH, a
TaKX€ HAUMCHOBAHU MGHHHHHCKOﬁ OpraHHU3alnu,

0) komusi (KONWUH) JOKyMEHTa (JOKYMEHTOB), MOATBEPKIAAIOMIET0 (MOATBEPKIAIOIINX)
MOJTHOMOYHSl ~ YHMOJHOMOYEHHOTO  TIPEACTAaBUTENS  MPOM3BOAUTENS  (M3TOTOBHTENS) IO
MPEJICTABICHUIO WHTEPECOB TMPOU3BOAUTENS (M3TOTOBUTENS), HECEHHUIO OTBETCTBEHHOCTH B
qacTh oOpalieHus] MEIMIMHCKOTO u3enusi Ha tepputopuu Poccuiickoit denepanuu, B TOM
YHuCclie MO BOMPOCAM TMPOLEAYp OICHKH COOTBETCTBUSI U TOCYJAapCTBEHHOW pPETUCTpALUU
MEAUIMHCKOrO M3JENus, a TaKKe I0 3aBEPEHUI0 JOKYMEHTa (JIOKyMEHTOB) IPOM3BOIUTENS
(M3rOTOBHTENS), BCTYMHBILETO (BCTYMUBIIMX) B CHIYy 10 OGOPMICHHS COOTBETCTBYIOIIMX
JIOKyMEHTOB (JOKYMEHT (JIOKYMEHTBI) SIBIIICTCS (SIBISIOTCSA) 00s3aTeNbHBIM (00s13aTEIbHBIMU)
JUIST MHOCTPAHHBIX MPOU3BOAUTENEH (M3rOTOBUTENEH), OTEUECTBEHHBIMH MPOU3BOIUTEISIMHU
(M3roTOBUTENSAMHU) TIpeACTaBiseTCs (IIPEACTABIAIOTCSA) B CIy4yae HAJIUYUS YHOJIHOMOYEHHOTO
NPEeCTaBUTEIISI IPOU3BOIUTENS (M3TOTOBHUTEIN);

B) TOKYMEHTBI, YKa3aHHbIe B MyHKTe 65 HacTosimux [IpaBui, npetepreBiine COOTBETCTBYIOIINE
U3MEHEHUS U CBHJICTEIBCTBYIOUINE O TOM, YTO BHECEHHE dTHX M3MEHEHHUIl HE BJEYeT 3a coOOoM
U3MEHEHHUs CBOHCTB M XapaKTEepPUCTUK MEIUIMHCKOTO U3/JENUs, BIUSIONMX Ha €ro
0e30macHOCTh, KayecTBO M 3(P(PEeKTUBHOCTb, WM COBEPIICHCTBYET €ro CBOHCTBa U
XapaKTePUCTUKU TPU HEU3MEHHOCTH (YHKIMOHAJIBHOTO Ha3HAueHus M (WiIu) MpHUHIIMIA
JENCTBUS MEIULIMHCKOTO U3/IEIINS;



) KONMM OTYETOB O pe3yibTaTax MHCIEKTUPOBAHMUS IPOU3BOJCTBA (B  ciydyae,
peaycMOTpeHHOM noanyHKToM "0" myHkTa 111 Hactosmux [Ipasun):

KOMUUA JOKYMEHTOB, IOATBEPKIAIOIMIUX COOTBETCTBHE CHCTEMBI YIIPABJICHUS KauyeCTBOM
TpeOOBaHUSM K BHEIPCHHUIO, TOAJNEPKAHUIO M OICHKE CHUCTEMbl YMPABICHUS KadyeCTBOM
MEIUIIMHCKUX H3JeNUi (B Ciydae MPOBEACHUS WHCIIEKIIMA WHCIICKTUPYIOIICH OpraHu3aIluei,
HaxXofsIIelWcss B BeleHWU (MOJYMHEHUH) PErHCTPUPYIOUIETO oOprana) (TpeacTaBiseTcs
3asBUTEJIEM IO COOCTBEHHOW WHUIIUATHBE);

KONIUM JOKYMEHTOB, MOJATBEP)KIAIOIIUX COOTBETCTBHE CHCTEMBbl YIIPABICHUS KayeCTBOM
Tpe6OBaHI/ISIM K BHCAPCHHUIO, IOAACPKAHHUIO MW OHLCHKC CHCTCMBI YIIPABJICHUSA KadCCTBOM
MEOUIIMHCKHUX I/I3I[€J'II/H>'I (HpeILCTaBJUIIOTCSI B CjIydac MpOBCACHUA WHCIICKIUU HHCHGKTprMHICfI
OpraHu3alyeii, HaxoAsmelcs B BeleHUH (NMOJYMHEHHH) OpraHa TOCYAAapCTBEHHOW BIACTU
rocyaapctBa - uieHa EBpasuilckoro 3KOHOMHYECKOTO CO03a, YIOJIHOMOYEHHOTO0 Ha
ocyllecTBIieHHE ¥ (WIM) KOOPAMHAIIMIO JEATENBHOCTH B cdepe oOpaileHus MeIULIUHCKHUX
W3JIeTTUI Ha TEPPUTOPHUH ITOTO TOCYAapCTBa, 3a UCKItoueHueM Poccuiickoit deneparun).

113. Peructpupyroiuii oprad He BIpaBe TpeOOBaTh OT 3asBUTENS yKa3bIBaThb B 3asBJICHUHU O
BHECEHUU U3MEHEHUH B IOKYMEHTBI, COJIEpKaIHecs B PETUCTPALIMOHHOM J10Che, He TPeOyIOIuX
IPOBEICHUS HKCIEPTH3BI KauecTBa, 3()(PEeKTUBHOCTH U OE30MaCHOCTH MEAUIIMHCKOTO H3/IEIHS,
CBEICHMS M IMPEACTaBIATh IOKYMEHTBI, HE IPEAyCMOTpPEHHbIE NIYHKTOM |12 Hacrosmmx
[TpaBui.

3asiBUTEIb BIPaBe MPEACTABUTH UHBIE JOKYMEHTBI, 000CHOBBIBAIOIIINE BHECCHNE U3MECHEHHUIA, HE
BJICKYIIIHUX 332 CO0O0M M3MEHEHUS] CBOMCTB U XapaKTEPUCTUK MEIULUHCKOTO U3/IEIHS, BIUSIIOIINX
Ha ero 0e30MmacHOCTh, Ka4ecTBO U 3(PPEKTUBHOCTh MM COBEPIICHCTBYIOIINX €r0 CBOWCTBA U
XapaKTePUCTUKU TPU HEU3MEHHOCTH (YHKIHMOHAJIBHOTO Ha3HAueHus M (WiIu) MpHUHIIMIA
JEHCTBUS MEIUIIMHCKOTO U3JCIINsSI, IO COOCTBEHHOW MHUIIUATHBE.

[Ipouenypa BHECEHUS] U3MEHEHUI B IOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALIMOHHOM JIOChE, HE
TpeOyIONMMX TPOBEACHUS OKCHEPTU3bl  KadecTBa, J(P(EKTHBHOCTH U  0€30MacHOCTH
MEIUIMHCKOTO H3AENHS, OCYIIECTBISAETCS PErUCTPUPYIOIMM OpPraHoM B CpOK, He
npeBblmaronmmii 18 paboyux JHEW CO JHS TOCTYIUICHHUS 3asBJICHHS O BHECEHWH M3MCHCHHH B
JOKYMEHTBI, COJEpXalluecs B PETUCTPAMOHHOM J0Che, HE TpeOyIoUMX MpOBEICHUs
OKCHEpPTH3bl KadecTBa, A(P(GEKTUBHOCTH ¥ OE30MaCHOCTH MEAMIMHCKOTO W3JACHHS, U
JIOKYMEHTOB, IPEAYCMOTPEHHBIX MyHKTOM 112 HacToamux [IpaBu.

114. B Teyenune 5 pabouyux MHEHW CO AHS TOCTYIICHUS 3asBJICHUS O BHECEHWH W3MEHEHUH B
JOKYMEHTBI, COJIepXallluecss B PETUCTPAIMOHHOM JI0Che, HE TpeOyIomMX MPOBEICHUS
SKCTEepTHU3bl KauecTBa, HP(EKTUBHOCTH ¥ OE30MACHOCTH MEAMIIMHCKOTO U3JEIus, W
JIOKYMEHTOB, NPEAYCMOTPEHHBIX IMYHKTOM 112 Hacrosmmx IlpaBui, peructpupyromuil opran
MIPOBOJIUT TIPOBEPKY IMOJTHOTHI M JIOCTOBEPHOCTH COJACPIKAIIUXCSI B HUX CBEJICHHM, B TOM YHCIIC
HYTGM CpaBHCHI/ISI TaKux CBGIIGHI/II‘/JI co CBCACHHUAMU, HpC,Z[CTaBHeHHBIMI/I OpFaHaMI/I
TOCYJIJapCTBEHHOM BIIACTH B MOPSAKE MEKBEIOMCTBEHHOTO MH(POPMAIIMOHHOTO B3aUMOJICHCTBUS
HOCpeILCTBOM CUCTEMBbI MC)KBCAOMCTBCHHOTI'O 3J'ICKTpOHHOFO B3aI/IMOI[eI\/JICTBI/I$[.

115. B cimydae ecnu 3asBlIEHHME O BHECEHUM HM3MEHEHHH B JOKYMEHTHI, COJAEpIKalluecs B
PErucTpaIioOHHOM J1I0Che, HE TPEOYIOLINX MMPOBEICHUS IKCIIEPTH3bI KauecTBa, 3P(HEKTUBHOCTH U
0€30MaCHOCTH MEIUIIMHCKOTO H3/AeNHs, 0(pOpMIIeHO ¢ HapyLICHHEM IOJIOKEHUH MyHKTa 64 u
noamynkTa "a" mynkra 112 Hacrosmux IlpaBwi, u (Wam) mpeacTaBiIEHHBIE JTOKYMEHTHI
Oo(QOpMIIEHBI C HapyIIEHHWEM TMOJOXKEeHUH TYHKTOB 53 - 55 wHactosmux [lpaBun, u (unm) B
3asBJICHUM O BHECEHUM M3MEHEHUH B JJOKYMEHTBI, COIEpIKAIIMECS B PETUCTPALMOHHOM J0ChHE,



He TpeOyIOMMX TPOBENEHUS OJKCHEPTH3bl KadecTBa, OS(P(GEKTUBHOCTH U OE30MaCHOCTH
MEIUILMHCKOTO W3/eNIis U MPEJICTABICHHBIX JOKYMEHTaX yKa3aHbl HEJJOCTOBEPHBIE CBEICHMUS, U
(WIM) TOKYMEHTHI, MpeayCcMOTpeHHbIe MyHKTOM 112 nHacrosmux [IpaBui, npencraBieHbl HE B
MOTHOM 00BEME, PETUCTPUPYIOIIUKA OpraH YBEIOMIISET 3asBUTENSI O HEO0OXOTUMOCTU
YCTpaHEHUS BBISIBICHHBIX HAapYLIECHUM U (WIM) MPEACTaBICHUSI OTCYTCTBYIOLIMX JTOKYMEHTOB B
teyerre 30 pabouux AHEH CO IHSA pa3MEIIEeHUS TAaKOTO yBEAOMJICHHS B (JOpME AIEKTPOHHOTO
JOKYMEHTa, TMOJIHCAHHOTO YCWJIEHHOW KBaJIM()PHUIMPOBAHHONW AJIEKTPOHHOM IOJIHUCHIO
YHOOJTHOMOYEHHOTO JIOJDKHOCTHOTO JIMIA, B €IUHOM JIMYHOM KaOWHeTe 3asBUTENS U
AJIIEKTPOHHOM KaOMHETe 3asiBUTENsA. YCTPAaHEHHE BbIABICHHBIX HapylmleHUd u  (uwin)
MPEACTABICHUE JOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, 3asBUTENIb OCYILECTBISET MOCPEICTBOM
€MHOr0 JIMYHOTO KabuHeTa 3asBUTEIIS.

Bpewms co nHSA yBEOMIIEHHs] PETUCTPUPYIOIIUM OPraHOM 3asiBUTENS 10 AHS IOJy4CHMs OTBETA
Ha yBEJIOMJICHHE WM YBEIOMIICHHs O HENPEACTABICHUH OTBETA Ha 3alPOC HE YYUTBHIBAETCS IIPU
UCYUCIICHUM CpOKAa MpPOLEAYpbl BHECEHHUs W3MEHEHHHM B JIOKYMEHTBI, COJEpXKalluecs B
PErUCTPALIMOHHOM J0ChHE.

116. B ciyuae ecinu B cpok, He npesblmatonuii 30 paboynx AHEN, HE YCTPaHEHbI BbISIBICHHbBIE
HapyleHuss U (WIKM) He MpPeJCTaBJIeHbl JOKYMEHThI, KOTOpble OTCYTCTBYIOT, B TOM YHCIIE C
YU4eTOM TIOJOKEHHUsl TMyHKTa 53 Hacrosmux [IpaBui, perucTpupyromuil opraH MpPUHAMAET
peleHre O MPEKpAIIeHU JalbHEHIIero pacCMOTPEHUs 3asiBICHUSI O BHECEHUU M3MEHEHUH B
JOKYMEHTBI, COJEpJKaIllhecsi B PETHCTPAlMOHHOM JIOChE, HE TPEOYIOMMX TPOBEICHHUS
9KCTIEPTU3bl KadecTBa, S()(EKTHBHOCTH U O€30MacCHOCTH MEIUIIMHCKOTO W3AETHs, C
MOTHBHPOBAaHHBIM 00OCHOBAaHHEM NPHYNH HPUHITUS YKA3aHHOTO PELICHUS.

117. B teuenune 3 paGouux JHEH cO AHS 3aBEpILICHMS] MPOBEPKHU, MPEAYCMOTPEHHON IMYHKTOM
114 nactosumx [IpaBun (B ciydae MpencTaBIEHUS HaAJeXallUM 00pa3oM O(OPMIIEHHOTO
3asIBJICHUS O BHECEHUH U3MEHEHUI B JJOKYMEHTBI, COJIEPKAIUECS B PETUCTPALMIOHHOM JI0ChE, HE
TpeOYIOIMX TMPOBENEHHUs]  IKCHEepTH3bl  KadecTBa, dS(pdekTuBHOCTH U OE30MACHOCTH
MEIUIUHCKOTO U3JENUsl, U B MOJHOM O0BEME TOKYMEHTOB, MPEAyCMOTPEHHBIX IyHKTOM 112
Hacrosmux [lpaBui), a Takke B ciydae YCTpaHEHHUS B CpPOK, He mpeBblmaronuii 30 pabodmx
JHEH, BBISIBICHHBIX HapylIeHWH M (MJIM) HNpPEICTaBICHMsS JOKYMEHTOB, IIPELyCMOTPEHHBIX
nyHKToM 112 Hactosiniux IlpaBui, perucTpupyromuii opraH NPUHUMAET PELICHHE O Hayaje
IpOoLEAYPbl BHECEHUS! U3MEHEHUH B JIOKyMEHTBI, COJEpKAIIUECS B PETUCTPALIMOHHOM JOChE.

118. B cpok, He mpeblmatomuidi 10 pabounx aHEH cO JHSA NPUHATHS pEIIeHUs O Hayaie
IpOLeAypbl BHECEHUS HM3MEHEHHH B JTOKYMEHTBI, COAEp)KaIMeCs B PETUCTPALlMOHHOM JI0ChE,
PErUCTPUPYIOLINI OpraH OCYyIIECTBISET CACAYIOLUUE MEPOIPUATHS:

a) TPUHATHE PEIICHUS O BHECCHHMM W3MCHEGHUH B JIOKYMEHTBI, COJIEpIKalluecs B
PETUCTPAIIIOHHOM JIOChE, KOTOpOe O(QOpPMIISIETCS TNPHUKA30M PErHCTPUPYIOLIET0 OpraHa, |
UHPOPMHUPOBAHUE 3aIBHUTENS O MPHUHITOM PEIICHUH IyTEM pPa3MEIICHUS COOTBETCTBYIOIICTO
yBeAOMJICHUsI B (OpMe  JJCKTPOHHOTO  JIOKYMEHTa,  IOANKMCAHHOTO  YCHJICHHOU
KBAJTM(HUIIMPOBAHHON 3JICKTPOHHON MOJIIMUCHI0 YIOJIHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B
€IMHOM JIMYHOM KaOWHETE 3asiBUTENSI U DJICKTPOHHOM KaOWHETE 3asiBUTEIIS;

0) BHECEHUE U3MEHEHUI B pEECTPOBYIO 3aIIUCh.



VI. BHeceHne u3MeHeHH B JOKYMEHTBI, COAEPKAIIUEC
B PETUCTPALIMOHHOM J0ChE, TPEOYIONINX MPOBEICHHUS IKCIIEPTU3BI
KauecTBa, 3pPEKTUBHOCTH U OE€30MMACHOCTH MEIUITMHCKOTO M3ICITHUS

119. BHeceHne u3MEHEHUH B JOKYMEHTBI, COJEp)KAlMECS] B PETHMCTPALMOHHOM JOChE, 3a
HCKJIIOYCHHEM ClIy4daeB, yKa3aHHbBIX B NyHKTe 111 Hactosimux IlpaBui, ocymiecTBisieTcs 1o
pe3yJibTaTaM 3KCIePTH3bI KauecTBa, 3P(HEKTUBHOCTH U O€30MTaCHOCTH MEAUIIMHCKOTO U3/IEITHSI.

120. [ns BHeceHMS B JOKYMEHTHI, COJAEpIKAaIUecs B PETHCTPAIOHHOM I0ChE, M3MEHEHUH,
yKa3aHHbIX B IyHKTe 119 Hactosimux IlpaBui, 3asButens He mo3aHee yeM yepe3 90 pabouux
JTHEW CO JHS U3MEHEHHUsI COOTBETCTBYIOLIMX JAHHBIX MOCPEICTBOM €IMHOIO JINYHOTO KaOuHeTa
3asBUTENS NPEACTABISCT B PETUCTPUPYIOLIMI OPTraH:

a) 3asBIICHUE O BHECCHUU M3MEHEHUU B IOKyMEHTHI, COJEPKAIINECs B PETUCTPALIMOHHOM JI0ChE,
TpeOYIOIMX MPOBEJACHUS OKCHEPTU3hl  KadecTBa, A(PPeKTUBHOCTH ©  OE30MaCHOCTH
MEIUIIMHCKOTO U3JITIHS, COAepKaIlee CBEJACHMsI, yKa3aHHbIe B MyHKTe 64 HacTosmux [IpaBumn, u
JIOTIOJTHUTEIFHO COJIepIKAIee CBEICHHSI O BHOCUMBIX U3MEHEHHUSX, & TaKXkKe (10 MPHUMEHUMOCTH )
CBCACHUA O pC3yJibTaTaX KIMHHUYCCKUX HCIBITAaHUU MCIUIIUHCKOI'0 HU3ACIINA C YKA3aHUCM
HOMEpa, JaThl aKTa OLEHKH PE3yJIbTaTOB KIMHWYECKHX HCHBITAHUNA MEIMIIMHCKOTO W3CIHS,
HAaMMCHOBAHUA MCI[I/IHI/IHCKOﬁ OpraHH3alnu,

0) xomuio (KOMHMM) JOKYMEHTa (JHOKYMEHTOB), MOATBEPKAAIONMIEro (MOATBEPKIAIOIINX)
MOJTHOMOYHSI  YIOJHOMOYEHHOTO — TPEACTABUTENS  MPOM3BOAUTENS  (M3TOTOBHTENS)  TO
NPEACTABICHUIO HMHTEPECOB MNPOM3BOIUTENS (M3rOTOBUTEINS), HECEHUIO OTBETCTBEHHOCTH B
JacTh oOpalieHus MEIWIWHCKOTO u3nenusi Ha tepputopuu Poccuiickoit denepanuu, B TOM
YHCIIe 110 BOIIPOCAM MPOLEAYp OLEHKA COOTBETCTBHUS M rOCYIapCTBEHHON PErHCTpallly, a TaKxkKe
[0 3aBEPEHMIO JIOKyMEHTa (JIOKYMEHTOB) IPOW3BOAMTENS (M3rOTOBUTENS), BCTYNHBILETO
(BcTynmMBIIMX) B CHIy J0 OGOpPMIIEHUS COOTBETCTBYIOIIMX JOKYMEHTOB (JOKYMEHT
(TOKYMEHTBI) SIBIISIETCSl  (SIBIISIIOTCSI)  00SI3aTENBHBIM  (00sI3aTENBHBIMHU) JUISI MHOCTPAHHBIX
npousBoauTeneil (M3roToBUTENEil), OTEUECTBEHHBIMU NPOU3BOIAUTEISIMHU (M3TOTOBUTEIISIMHU)
npezncTaBisiercs (TMPEACTaBISIOTCS) B Cilydae HAUYUS YIIOJHOMOYEHHOTO MPEICTABUTEIS
IPOU3BOIUTENS (M3TOTOBUTEIIS);

B) JOKYMEHTBI, MOJTBEP)KIAIONINEe BO3MOXKHOCTh OCYILIECTBIIEHHUSI NPOM3BOJICTBA IO aJpecy
(ampecam), ykazaHHOMY (yKa3aHHBIM) B 3asdBJICHMHM O PETUCTPAIlMM B  KadyecTBe
MPOU3BOACTBEHHON  (ITPOM3BOACTBEHHBIX) TUIOMIAAKK (IJIOMAM0K) (10 MPUMEHHMOCTH):
JIOKYMEHTBI, IOATBEPKAAIOIINE HATMYKUEe YCIOBUI MTPOU3BOJCTBA, U (MJIM) KONTUHU CepTU(UKATOB
COOTBETCTBUS CUCTEMBI MeHekMeHTa kauecTBa TpedoBanusiM ['OCT ISO 13485-2017 unm [SO
13485:2016, a Takke KOIHU OTYETOB O PAHEE IPOBEJAECHHBIX HMHCIEKLHAX HAa COOTBETCTBUE
yKa3aHHbIM CTaHAapTaM (B Cilydae IpeJCTaBICHUS YKa3aHHBIX CEPTU(PUKATOB COOTBETCTBUSA), U
(M) KOMUU JTOKYMEHTOB, MOATBEPKAAIOIIUX COOTBETCTBHE CHCTEMBI YIIPABICHUS KAY€CTBOM
TpeOOBaHUSIM K BHEIPEHMIO, TMOAJEPKAHUI0O M OIEHKE CHUCTEMbl YMPaBICHHUS KaueCTBOM
MEAUIMHCKUX W3JIeNHid (IPEICTaBISIFOTCS B ClIydae MPOBEICHUS MHCIEKIINH MHCIICKTUPYOIIeH
opraHusanueii, Haxojsmencs B BeIeHUM (NMOJYMHEHHH) OpraHa TrOCYyAapCTBEHHOW BIACTU
rocynapcrtsa - wieHa EBpa3suiicKoro 5SKOHOMHYECKOTO COI03a, YIOJHOMOUYEHHOTO Ha
OCyIIEeCTBIICHHE W (WIHM) KOOPAMHAIMIO JEATEIRHOCTH B cdepe oOpalieHus MEIUITTHCKHUX
W3JIeTTUi Ha TEPPUTOPUH FTOTO TOCYAApCTBa, 3a UCKItoueHueM Poccuiickoit deneparun);

F) AOKYMCHTDBI, YKA3aHHBIC B ITYHKTC 65 HaCTOAIINX HpaBI/IJ'I, MMpETCPIICBIINC COOTBCTCTBYIOIIIUC
N3MCHCHHUA U CBUACTCILCTBYIOIIUEC O TOM, YTO BHCCCHHUEC OTUX M3MCHEHMI HE BJICUET 3a CO0OM



U3MEHEHUS CBOWCTB M XapaKTEPUCTHMK MEIMLIMHCKOTO W3JENus, BIHAKOLNMX HAa €ro
0e30MacHOCTb, KayecTBO M 3(P(PEeKTUBHOCTb, WJIM COBEPIIEHCTBYET €ro CBOHCTBa U
XapaKTEePUCTHKH TIPW HEU3MEHHOCTH (YHKIMOHAJIHHOTO HA3HA4YCeHUS W (WIM) TpPUHIHIA
JEUCTBUS MEAULIMHCKOTO U3/IEIIUs.

3asiBUTENb BIIpaBe MPEACTAaBUTh HHBIC JJOKYMEHTBI, 000CHOBBIBAIOIINE BHECEHIE H3MCHEHUH, HE
BJICKYIIUX 3a C0601>'I H3MEHEHHSI CBOMUCTB U XAPaAKTCPUCTUK MCAUTTMHCKOI'O U3ACIINA, BIIUAIOIIUX
Ha ero 0e30MacHOCTh, KauyecTBO M 3(P(HEKTUBHOCTh WJIM COBEPIICHCTBYIONINX €T0 CBONCTBA U
XapaKTEepUCTUKH TIPU HEU3MEHHOCTH (YHKIHMOHAJIHHOTO Ha3HAUeHUS W (WIKM) NpPUHIHIA
JICHCTBUSI METUITMHCKOTO M3ICIIHsI, IO COOCTBECHHOM MWHHUIIMATHBE.

121. Peructpupytoliuii oprad He BIpaBe TpeOOBaTh OT 3asBUTENS yKa3bIBaTh B 3asBJICHUHU O
BHECEHUU M3MEHEHUIl B JOKYMEHTBI, COAEp)KaIMecs B PETUCTPALMOHHOM JI0Che, TPeOyroImuX
IPOBEICHUS IKCIEPTH3BI KauecTBa, 3()(HEeKTUBHOCTH W GE30MacCHOCTH MEAUIUHCKOTO H3/IEIHS,
CBEICHMS M IMPEACTaBIATh JOKYMEHTBI, HE IPEAyCMOTpPEHHbIE IYHKTOM 120 Hacrosmmx
[TpaBui.

122. B Tedyenue 5 pabouux JHEW CO AHS TOCTYIJICHUS 3asBJICHUS O BHECEHWU WM3MEHEHUU B
JIOKYMEHTBI, COJIEpKAIIMEeCcsi B PETUCTPAIIMOHHOM JIOChE, TPEOYIOMINX MPOBEICHUS IKCIIEPTU3HI
KauecTBa, d(PdexTuBHOCTH U 0€30MacHOCTH MEAMIHMHCKOTO U3JeNHs, W JIOKyMCHTOB,
npeaycMOTpeHHbIX MyHKTOM 120 Hacrosiuux IIpaBui, peructpupyroumii opraH MPOBOJIUT
MPOBEPKY TOJHOTHI M JOCTOBEPHOCTH COJCPIKAIIUXCS B HUX CBEACHUH, B TOM YHUCIE IMyTEM
CpPaBHEHMSI TaKUX CBEICHUN CO CBEACHHSIMH, MPEACTABICHHBIMU OpPraHaMu TOCyAapCTBEHHOU
BJIACTH B TIOPAJIKE MEKBEIOMCTBEHHOTO HH(POPMAIIMOHHOTO B3aUMOJCUCTBUSL TOCPEICTBOM
CHUCTEMBbI MEXXBEJJOMCTBEHHOT'O 3JIEKTPOHHOI'O B3aUMOICHCTBUSI.

123. B cnyyae ecnu 3asBJI€HHE O BHECEHUM HW3MEHEHMH B JOKYMEHTBI, COJAEp)KAIIHECS B
PETHCTPAIIIOHHOM JIOChE, TPEOYIOUIUX MPOBEICHUS IKCIEPTH3bI KauecTBa, d3PPEKTUBHOCTH H
0€30MacHOCTH MEJIMIIMHCKOTO U3Meus, oOpMIIEHO ¢ HapyIICHHEM IOJOKEHUN MyHKTa 64 u
noanyHkra "a" myHkra 120 nHacrosmmx IlpaBun, u (WiaM) HpencTaBICHHBIE JIOKYMEHTBI
ohOpMIIEHBI C HapyIIEHHWEM IOJOKEeHU MyHKTOB 53 - 55 Hacrosmux [lpaBun, u (uim) B
3asBJICHUU O BHECEHUU U3MEHEHUU B JJOKYMEHTHI, COJIEpPKAIINECS B PETUCTPALMOHHOM J0ChHE,
TpeOYIOIMX TMPOBEIACHUS OKCHEPTH3hl  KadecTBa, d(QekTuBHOCTH ©  0OE€30MaCHOCTH
MEAUIIMHCKOTO U3JCHS U MPEACTaBICHHBIX TOKYMEHTaX yKa3aHbl HEJJOCTOBEPHBIE CBEIICHUS, U
(W) TOKYMEHTHI, MpeaycMoTpeHHbIe myHKToM 120 Hactosmux [IpaBui, mpeacTaBieHbl HE B
MOJTHOM 00BEMe, PETUCTPUPYIOMIUN OpraH YBEIOMIISCT 3asBUTEISI O HEO0OXOIUMOCTU
YCTpaHEHUs BBISIBJICHHBIX HapyLIEHUH U (WJIM) MPeACTaBICHUs] OTCYTCTBYIOLIUX JTOKYMEHTOB B
tedenue 30 paboumx JHEH co AHS pa3MEIICHUs TaKOro YBEAOMIJICHHUS B (pOpME 3JIEKTPOHHOTO
JOKYMEHTa, TMOJIMHCAHHOTO YCHJIEHHOW KBaIU()PHUIMPOBAHHONW AIIEKTPOHHOM  MOJIMHUCHIO
YHIOJTHOMOYEHHOTO JIOJDKHOCTHOTO JIMIA, B ©IUHOM JIMYHOM KaOWHETe 3asBUTENS U
JJIEKTPOHHOM KaOWHETe 3asBUTENsS. YCTpaHEHUE BBIABICHHBIX HapylIeHUH U (WJIH)
IIPEJICTaBICHUE JOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, 3asBHTE]b OCYILECTBISET NOCPEACTBOM
€IMHOT0 JIMYHOTO KabuHeTa 3asBUTEIIS.

Bpewms co nHs yBEOMIIEHHsI pETUCTPHUPYIOIUM OPraHOM 3asiBUTENS 10 AHS IOJy4EeHMs OTBETA
Ha yBEIOMJICHUE WM YBEIOMIICHHs O HEIPEACTABICHUH OTBETA HA 3aIPOC HE YUUTBHIBAETCS IIPU
VCYUCIICHUM CpOKAa MpPOLEAYpPbl BHECEHHs W3MEHEHHHM B JIOKYMEHTBI, COJEpXKalluecss B
PEruCTPALIMOHHOM JIOCBE.

124. B teuenue 3 pabouux JHEH CO JHS 3aBEPIICHHS MTPOBEPKH, MIPEIYCMOTPEHHOM MyHKTOM 90
HacTosnux [lpaBun (B cilydae TpeACTaBICHUS HaAJIEKAUM o0pa3oM 0GOPMIICHHOTO
3asBJICHUS O BHECEHUU M3MEHEHHI B JIOKYMEHTHI, COJIEpKalIiecs] B PErHCTPAIMOHHOM JI0ChE,



TpeOyIOMMX TPOBEICHUS JKCHEPTU3bl  KadecTBa, J(P(EKTHBHOCTH U  0€30MacHOCTH
MEAUIIMHCKOTO W3JETHs, U B MOJTHOM O0BEME NOKYMEHTOB, MPEIyCMOTPEHHBIX MyHKTOM 120
Hacrosimux [lpaBui), a Takke B cilydae YCTpaHEHHUS B CpPOK, He mpesblmatonuii 30 paboumnx
THEH, BBISBICHHBIX HAapylIeHWH W (WJIM) TPeNCTaBICHHUS JOKYMEHTOB, MpPeTyCMOTPEHHBIX
nyHkToM 120 Hactrosmmx IlpaBui, perucTpupyromuidi OpraH NpPUHUMAET pEIIeHUuE O Hayale
IPOLEAYPBI BHECEHUSI U3MEHEHUH B IOKYMEHTBI, COAEPKAIIUECS B PETUCTPALIMOHHOM JOCHE.

125. B ciyuae eciiu B cpok, He npeBbimatonuii 30 pabounx qHEl, HE YCTpaHEHBI BBISIBJICHHBIC
HapylleHus U (WIM) HE NPEJICTaBIICHbl JOKYMEHTBI, KOTOpPbIE OTCYTCTBYIOT, B TOM YHUCI]E C
Y4ETOM TMOJOKEeHUs MyHKTa 53 Hacrogammx IIpaBui, perucTpupyronmid opraH HPUHUMAET
pelieHne o0 MPEeKpallleHUH JaJbHEUIIEro pacCMOTPEHHUS 3asBJICHUS O BHECEHHM M3MEHEHHU B
JOKYMEHTBI, COZIepKallliecss B PETUCTPALIMOHHOM JIOChe, TPEOYIOUINX MPOBEIEHUS SKCIEPTU3HI
KauecTBa, d(PdexkTuBHOCTH U 0€30MaCHOCTH MEAMIHUHCKOTO U3JCHHS, W JIOKyMEHTOB,
npeaycMOTpeHHBIX TyHKTOM 120 Hactosmux IlpaBun, m urGopMuUpyeT 00 3TOM 3asBUTEIS
MyTeM pa3MEIIEHUS COOTBETCTBYIOIIETO YBEIOMIICHHS C MOTHBHPOBAHHBIM OOOCHOBaHHEM
OPUYUH MPUHITHS YKa3aHHOTO penieHuss B (GopMe 3JIEKTPOHHOr0 JOKYMEHTa, MOJIUCAHHOTO
YCUJICHHON KBaTM(PUUIMPOBAHHON 3JIEKTPOHHON IMOJMHUCHIO YIOJIHOMOYEHHOIO JIOJKHOCTHOTO
JUIA, B €MHOM JJHYHOM KaOMHETe 3asBUTENS U SJICKTPOHHOM KaOWHETE 3asBUTEISL.

126. BHeceHne HW3MEHEHHMH B JOKYMEHTBI, COJCp’KalllMecs B PETUCTPAIMOHHOM JIOChE,
TpeOyIOIMX TPOBEACHUS OKCHEepTU3bl KadecTBa, J(pdekTHBHOCTH U 0e30MacHOCTU
MEIUIIMHCKOTO  M3MCNHS, OCYIIECTBISCTCS PETrUCTPUPYIONIMM OpraHOoM B CpPOK, HeE
npesblmaronmmii 36 paboynx AHEW cO JHSA MOCTYIUICHUS 3asBJICHHS O BHECEHWU M3MEHEHHH B
JIOKYMEHTBI, COJIEpKAIIUECs B PETUCTPAIIMOHHOM J0CHE, TPEOYIOIINX MPOBEACHUS SKCIIEPTU3BI
KauecTBa, d(PdekTuBHOCTH U 0€30MacHOCTH MEAMIMHCKOTO U3JENHUs, U JIOKyMEHTOB,
MpeayCMOTPEHHBIX MyHKTOM 120 HacTosiuux [IpaBuit.

127. B teuenune 3 pabouux JHEH cO AHS MPUHATHSA PELICHHUS O Hayajie MPOLELypbl BHECECHUS
WU3MEHEHUH B JOKYMEHTBI, COACPKAIIUECS B PETUCTPALIMOHHOM J0CHE, PETUCTPUPYIOIIUNA OpraH
0o(QOpMIISIET U BbIAET 3aJjaHNE Ha IPOBEJCHHUE SKCIIEPTU3bI SKCTIEPTHOMY YUPEKACHUIO.

128. DOkcneptu3za 3asBICHUS O BHECEHUM W3MEHEHUNW B JOKYMEHTBI, COJEpXalluecs B
PETUCTPALIMIOHHOM J0ChE, TPEOYIOIMX HMPOBEAEHUS 3KCIEPTU3bl KadyecTBa, 3(P(PEKTUBHOCTH U
0€30MaCHOCTH MEIUIIMHCKOTO M3JEIHs, U JOKYMEHTOB, yKa3aHHbIX B MyHKTe 120 HacTosmumx
[TpaBui1, OCYIIECTBISETCS ONHOBPEMEHHO C IIPOBEICHUEM DKCIEPTU3BI MOJTHOTHI U PE3yIbTaTOB
UCTIBITAHUN U MCCIEeIOBaHUN B CPOK, HE MpEeBBIMIAONMI 15 pabounx aHEH co IHSA MOTy4YeHHUs
9KCIIEPTHBIM YUPEIKICHUEM COOTBETCTBYIOLIETO 3aJaHNsI PETUCTPUPYIOLIETO OpraHa.

129. Tlpu mpoBeneHNH SKCIEPTU3bI KauyecTBa, YPPEKTHBHOCTH U O€30MaCHOCTH MEIUIIUTHCKOTO
U3JIeNUs HE JIOMYyCKaeTcsl UCTpeOOBaHME HKCHEPTHBIM YUPEXKJICHHEM Y 3asBUTEINS JIMOO MHBIX
JIMIL MaTepUalioB, HEOOXOAUMBIX JUIsl TPOBEACHUS SKCIIEPTU3HI.

B cnyqae HCOOCTATOYHOCTU AJIsI BBIHCCCHUA 3KCHepTOM 3aKJIFOUYCHU L MaTepI/IaHOB n CBG,Z[GHHfI,
COJIEpXKAIIUXCSl B TIPEACTABJICHHBIX 3asSBUTEJIEM 3asBJICHHM O BHECEHWM W3MEHCHUU B
I[OKyMeHTBI, conepmamnecx B pGFI/ICTpaHI/IOHHOM JOCHBC, TpeGyfome HpOBGI[CHI/IH 3KCHepTI/131>I
KauecTtBa, d(dekTuBHOCTH © 0€30MaCHOCTH MEIMIIMHCKOTO W3JeNUsi, W JOKyMEHTaX,
IIPEyCMOTPEHHBIX MyHKTOM 120 HacTosumx [IpaBui, skcniepT cTaBUT BONPOC O NPEACTABICHUN
eMy HEOOXOIMMBIX MaTEPHAJIOB U CBEJICHUN Tepe]] PyKOBOJIUTEIEM DKCIIEPTHOTO YUPEIKICHHUS,
KOTOPBIK 00paIaercss ¢ COOTBETCTBYIOIIMM 3allpOCOM B PErHCTPUPYIONINI OpraH, BBIAABIINAN
3alaHUE Ha MPOBEICHUE IKCIIEPTU3BI. Y Ka3aHHBIN 3aPOC JOJKEH COAEPKaTh UCUEPIBIBAIOIIMI
nepequL BCEX BOHpOCOB, MaTepI/IaJIOB nu CBGI[GHHﬁ, HGOGXOIII/IMBIX 3KCH€pTy JUUIA HpOBeI[eHI/ISI
JKCIIEPTHU3BIL.



Perucrpupyrommii opran B TedeHMe 2 paboumx [HEH €O [IHS TIOCTYIUIGHHS 3ampoca
PYKOBOIMTENS JKCIIEPTHOIO YUYPEKACHHUS HANpaBISAET 3asABUTEII0 3alpOC O IPEICTaBICHHUU
HEOOXOJMMBIX CBEACHMH C yKa3aHMEM XapakTepa 3aMeyaHHil M crnoco0a UX YCTPaHEHUS.
VYKazaHHBI 3allpoc HampaBiseTCs OJHOKPaTHO B (GopMe DJIEKTPOHHOTO JIOKYMEHTa,
MOJIMCAHHOTO YCWJICHHOH KBaJM(UIIMPOBAHHOW SJIEKTPOHHON MOIIKCHIO YIIOJHOMOYEHHOTO
JOJDKHOCTHOTO JIMIIA, HOCPEICTBOM PAa3MELICHUS B 3JIEKTPOHHOM KaOMHETE 3asBUTEINS U €AMHOM
JUYHOM KaOMHETE 3asiBUTEIISL.

3asBUTENb 0053aH TPEACTaBUTH OTBET Ha 3alpOC PETUCTPHUPYIOMIETO OpraHa MOCPEICTBOM
€IMHOTO JINYHOTO KaOWHEeTa 3asiBUTENS B CPOK, HE TMpeBbImaroniuii 50 pabounx gHEH co JTHS
HAIPaBIIEHUSI 3TOTO 3ampoca. B Teuenue 2 paboumx MHEH CO THS MOCTYIUICHUS OT 3asiBUTEIS
OTBETA Ha 3aIpOC PETUCTPUPYIOIIHNM OPTaH HAMPABIISET TAKOW OTBET B IKCIIEPTHOE YUPEXKICHHUE.
B cnywyae HenpezncraBienus mo ucreueHun S50 paGoumx THEH 3asBHTENEM OTBETa Ha 3ampoc
PETUCTPHUPYIONIUI OpraH B Te€YeHUE 2 pabOuYuX JHEW HAMpaBIIET B SKCIEPTHOE YUPEKICHUE
YBEJIOMJICHHE O HETPECTABICHUH 3asiBUTEJIEM OTBETA Ha 3alpOC PETUCTPUPYIOIIETO OpraHa st
MOJITOTOBKM 3aKJIFOUEHUSI O BO3MOXKHOCTH (HEBO3MOXKHOCTHM) BHECEHHsS HW3MEHEHUH B
JIOKYMEHTBI, COJEp)KAIlMecs] B PETHUCTPAIMOHHOM JOChe, (opMa KOTOPOTrO YTBEPKIAACTCS
MunucrepcTBOM 31paBooxpaHeHusi Poccuiickoit Deneparun (manee - 3aKJII0OYCHUE O BHECEHUU
U3MEHEHUN B JIOKYMEHTBI, COJEp)Kallluecsi B PETUCTPALMOHHOM JOCbE), Ha OCHOBAaHUU
JIOKyMEHTOB, UMEIOLIIUXCS B €r0 PACHOPSIKEHUH.

Bpewms co nHs HanpaBiieHMs 3ampoca PETUCTPUPYIOLIETO OpraHa A0 JIHA MOJY4YEHHs OTBETA HA
3aIpOC WIM YBEIOMIJICHMS O HENPEACTABICHUM OTBETa Ha 3alpOC HE YYUTBIBACTCS IPHU
WCUUCIICHUN CpPOKa TMPOBEACHUS OKCIEPTH3BI KayecTBa, Y(PPEKTHBHOCTH W OE30MaCHOCTH
MEIULUHCKOTO U3JENHS.

[Tpu BBIABIIEHNN PETUCTPUPYIOIIMM OPTaHOM B MPEICTABICHHBIX 3aBUTEIEM B OTBET Ha 3aIIpOC
JIOKYMEHTaxX HEJIOCTOBEpPHBIX W (WJIM) HEJOCTATOYHBIX CBEJCHUI WIM JTOKyMEHTOB U (WJIM)
HECOOTBETCTBHsI O(POPMIICHHSI NPEICTABICHHBIX JOKYMEHTOB MOJIOXXEHUSAM IMyHKTOB 53 - 55
Hactosmux IlpaBwil perucTpupyrommii opraH B TedyeHHe 2 pabouyux AHEW HampaBisier
3agBUTEN0O (B (OpME  DIJEKTPOHHOIO  JIOKYMEHTa,  IOJANUCAHHOTO  YCHUJIEHHOM
KBAJM(PHULIUPOBAHHONW 3JIEKTPOHHOMW MOJNHUCHIO YIOJTHOMOYEHHOTO JOJDKHOCTHOTO — JIMIIA,
IIOCPEJICTBOM pa3MEIIEHUs B €AMHOM JIMYHOM KaOWHETe 3asBUTENs U HJIEKTPOHHOM KaOuHeTe
3asBUTENII) MOTHBHPOBAaHHOE pEIIEHHE O BO3MOKHOCTH IIOBTOPHOTO IIPEICTaBJICHUSA
3asBUTENeM a0 uctedeHust 50 paboumx MHEW cO JHS HANpaBJICHHs 3arpoca J10padoTaHHBIX
NokyMeHTOB. [Ipum HempencTraBieHuMM 3asBUTENEM B YKa3aHHBIM CpPOK 3aIlpallliBaeMbIX
JIOKYMEHTOB M CBEJICHUI IKCIIEPTH3a KauecTBa, 3Q(HEKTUBHOCTH U O€30M1aCHOCTH MEIUIIMHCKOTO
U3JENHsl TIPOJIOJIKAETCS 10 HAXOASIIMMCS B PAcHOpsDKEHMM SKCIIEPTHOIO YUPEXKIEHUS paHee
IIPEJICTaBICHHBIM 3asBUTEIEM JTOKYMEHTAM U CBEICHMSM, COAEPKAIIMUMCS B PETUCTPALIOHHOM
J0ChE.

130. DkcriepTHOE yUpexICHUE B CPOK, HE MPEBHIIAOIMUN 15 pabounx qHEH co AHS MOTydeHUS
JIOKYMEHTOB, YKa3aHHbIX B TmyHKkTe 120 Hactosimux IIpaBui, MNOpoOBOAWUT HKCHEPTHU3Y,
MpeayCMOTPEHHYIO MyHKTOM 127 Hactosiuux [IpaBui, 1 HanpaBisieT B perucTpUpyIOLUIUN OpraH
3aKJIIOUYE€HHE O BHECEHUU U3MEHEHUN B TIOKYMEHTHI, COACpKAIIUECS B PETUCTPALIMOHHOM JIOChHE.

131. OcHOBaHUSIMU Il BBIHECEHHS] SKCHEPTHBIM YUYPEKACHUEM 3aKIIOYEHHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COAEPKAIMECs B PErMCTPALIMOHHOM JIOChE, CBUIETEIbCTBYIOIIETO O
HEBO3MO>KHOCTH BHECEHHS H3MEHEHMH B JOKYMEHTBI, COJAEp)Kallluecs B PETUCTPALMOHHOM
J10Che, SBISIOTCS:



a) HEJIOCTOBEPHOCTH IPEJICTABICHHBIX CBEICHUN, 00OCHOBBIBAIONINX BHECCHHE W3MCHCHHM, B
TOM YHCJIC BBISIBICHHBIX PETUCTPUPYIOIIUM OpPraHOM [0 pe3yJibTaTaM ToCYAapCTBEHHOTO
KOHTpOJIs (Haa30pa) 3a 0OpaleHneM MEIUIIMHCKAX U3/IEITHi;

0) OTCYTCTBUE B MPEACTABICHHBIX 3asBUTEIEM JTOKYMEHTAaX CBEICHHM, MOATBEPKAAIOIINX, YTO
WU3MEHEHUS, BHOCHUMBIE B JOKYMEHTBI, COJEPKALIUECS B PETHCTPAMOHHOM JOCHE, HE BIIEKYT
U3MEHEHHE CBOMCTB W XapaKTEPUCTHK, BIHUSAIOMIMX Ha KayecTBO, J(P(PEKTUBHOCTh U
0€30I1aCHOCTh MEIUIIMHCKOTO U3/IENIUs, WIN COBEPIIEHCTBYIOT CBOMCTBA U XapaKTEPUCTUKHU IPU
HEM3MEHHOCTH (YHKIIMOHAJIBHOTO Ha3HaueHWs W (WIM) MpUHLOUINA OEHCTBUS MEAUIIUHCKOTO
U3JIENNS,

B) OTCYTCTBHE CBEACHHIA, TIOJTBEPKIAIONINX HEHM3MEHHOCTh (DYHKIIMOHAIHLHOTO HA3HAYCHUS U
(unM) TpPUHIMIA ACUCTBUS MEAMIIMHCKOTO W3JENUS B CBSI3M C BHOCUMBIMM W3MEHEHUSMHU B
JIOKyMEHTAITHIO;

') HEOOXOAUMOCTh IPOBEACHMSI TOCYJaPCTBEHHOIN PErUCTpalluy HOBOI'O MEAUIIMHCKOTO U3/ENINs
B COOTBETCTBUH ¢ MyHKTOM 110 Hactosmux [Ipasui;

1) HaJIMYhE HEIOCTOBEPHBIX CBEICHHMM B JOKYMEHTAaX, COJEPIKAIIUXCS B PETUCTPAIMOHHOM
JIOCBE.

132. B cpok, He mpesbinatonuii 10 pabounx gHei co THSA MOMyUYeHHs 3aKII0UEHUS O BHECEHUU
M3MEHEHUH B JOKYMEHTBI, COJEpKAIIUECs B PETUCTPALIMOHHOM J0ChE, PETUCTPUPYIOIINNA OpraH
OCYUIECTBIISIET CIEAYIOIINE MEPOIIPUITHS:

a) OIEHKa 3aKIIOYeHUss O BHECEHMHM W3MEHCHMH B JIOKYMEHTBI, COJAEp)Kaluecs B
PErUCTPALIMOHHOM  J10ChE, JUIsl ONPEHNECICHUS COOTBETCTBHS 3aJaHUI0O Ha IPOBEACHUE
JKCHEPTU3bl. B ciiydyae yCTaHOBIIEHHS HECOOTBETCTBUSA 3aKIIOUECHHS O BHECEHUM U3MCHCHUH B
JIOKYMEHTBI, COJEpXKalllMecsl B PETUCTPAlMOHHOM JOCHE, YKa3aHHOMY 3aJaHMIO0 TaKoe
3aKJIIOYEHHE BO3BPAIIAETCS B SKCIIEPTHOE YUPEXkKAECHUE Ha 10pabOTKY, CPOK KOTOPOil coCTaBisieT
He Oonee 2 paboumx IHEH CO ITHS TOJYYEHHUS SKCIEPTHBIM YUYPEKIACHHEM BO3BPAIIEHHOTO
3aKJIIOYECHUS,

0) B ciayuae MOJIy4E€HHUS 3aKIIOYEHUS O BHECEHUM M3MEHEHUH B JJOKYMEHTHI, COJAEpIKaIlIUecs B
PEruCTPalMOHHOM JIOChE, MpeaycMOTpeHHOro nyHkToM 131 Hacrosmumx IlpaBun, He mo3gHee
CJIeyIoUero padbodero AHs MOcie MPOBEIEHHUS OLEHKU TAKOrO 3aKJIIOYEHUs Ul ONpeAeTIeHUs
COOTBETCTBUS 3aJaHHUI0O Ha IPOBENEHUE SKCIEPTU3bl PETUCTPUPYIOIIMKA OpraH pa3MelaeT
JIEKTPOHHBIN 00pa3 3TOro 3aKIIOYEHHUs B DJICKTPOHHOM KaOMHETE 3asBUTENS] U HAIpPaBIseT
COOTBETCTBYIOIINE CBEJCHUS B €IUHBIN JTMUHbII KAOMHET 3assBUTEIIS.

B Teuenue 10 paGoumx mHEH cO THS pa3MEIICHUS B SJICKTPOHHOM KaOWHETE 3asBHUTEIIS
3aKJIFOYCHUA O BHCCCHHUU I/I3M€H€HI/II71 B I[OKYMeHTBI, coz[epncaumec;[ B peFI/ICTpaHI/IOHHOM JOCHE,
ykazaHHoro B myHKTe 131 Hactosmmx [IpaBui, 3asBUTENh BIpaBE O3HAKOMHTHCS C
3aKJIFOYCHUEM O BHCECCHUH I/ISMGHGHI/Iﬁ B I[OKYMGHTI)I, coz:ep;xanmeca B peFI/ICTpaHI/IOHHOM
J0Che, W, TPU HAIWYMHM BO3PAXKCHUH, HANPABUTh BO3PAXKEHUS MOCPEICTBOM 3JCKTPOHHOTO
KaOWHETA 3asBUTEIIS.

B caywae mocTymieHHs TOCPEICTBOM DIEKTPOHHOTO KaOWHETa 3asBHTENS B CPOK, He
npeBbimaromuii 10 pabounx gHEH, BO3paKEHUN 3asBUTENS Ha 3aKIIOUYCHHE O BHECEHUU
W3MEHEHUN B JIOKYMEHTBI, COJEp>KalllUecss B PErHMCTPALlMOHHOM JI0Che, MPEIyCMOTPEHHOE
nyHkToM 131 Hacrosux [IpaBwi, peructpupytontuii opran B reueHue 30 pabodyux mHEH co JHS
MOCTYIUICHUS BO3PAKEHUM PAcCMaTpUBAaCT UX C IPUBICYCHUEM HKCIEPTHOIO YUYPEKICHHUS,



BBIHECIIIETO TaKOE 3aKJIIOUeHHE. B cilydae eciu B yCTaHOBJIEHHBIM CPOK BO3PAKEHMsI 3asBUTEIIS
HE MOCTYNMJIHM, PErHMCTPUPYIOLIUI OpraH OCYLIECTBISET MEPONPUATHs, HPEayCMOTPEHHBIE
nn n_n

noanmyHkrtamu  "B" m "r" Hactosmero nyHkra. IIpm  paccMOTpeHMM — BO3pa)K€HUU
PETUCTPUPYIOIINI OpraH Npu HEOOXOAMMOCTH AaYH MOSICHEHUH MPUBIICKACT 3asIBUTEIIS.

[To wToram paccMOTpeHUs BO3PAKEHUW MPUHUMAETCA PEUICHHWE O MPHU3HAHUM BO3PAKECHHI
IIOJTHOCTBIO 501040 YaCTUYHO 060CHOBaHHbIMI/I, KOTOpPOC O(bOpMJBIeTCSI IIMCHbMOM
PErUCTPUPYIOLIETO OpraHa W HaMpaBiseTcsl B apec SKCIEPTHOTO YUPEKICHHS C MPUITIOKEHHEM
3aKJII0OYCHHS O BHECEHUU U3MEHEHUU B AOKYMCHTBI, COACPIKAIIHUECA B PCrUCTPAlIMOHHOM J1OChHE,
npeaycMoTpeHHoro myHKToM 131 wactosmmx IlpaBun, Ha m0opabOTKy, CPOK KOTOpPOM HE
OpeBbIAeT 5 pabounx THEH CO THS MOJydeHHUsS! SKCIEPTHBIM YUPEKICHUEM BO3BPAIIEHHOTO
3aKJIIOUEHUSI O BHECEHUU MU3MEHEHHM B TOKYMEHTBI, COJIEpKaliecs] B PErHCTPAIMOHHOM JI0Che,
100 0 MPU3HAHUU BO3PAKEHUHN MOJIHOCTHIO HE 000CHOBAHHBIMH.

Bpems co aHs pa3MenieHus perucTpUPYIOIIUM OPraHOM B SJIEKTPOHHOM KaOWHETE 3asiBUTENs
3aKJTFOYCHUS O BHCCCHHH M3MEHEHUH B JIOKYMEHTBI, COJICPIKAIIUECS B PETUCTPAIIMOHHOM JIOCHE,
ykazaHHoro B myHKTe 131 wnHacrosmmx IlpaBun, 10 NOpPUHATHS peHIEHUS IO UTOTaM
pPacCMOTpEHUS BO3PAKECHUH HE YUUTHIBACTCS MPU MCUYHMCICHUU CPOKA MPOBEICHUS YKCIICPTH3BI
KauecTBa, dQPexkTUBHOCTH U 06€30MaCHOCTH MEAUIIMHCKOTO U3IEIHS;

B) IPUHATHE PELICHUS O BO3MOXXHOCTH (HEBO3MO>KHOCTH) BHECEHHUSI U3MEHEHUHN B JOKYMEHTHI,
colepKamecss B PETHCTPAIlMOHHOM  JOChe, KOTopoe  odopmisercs  MPUKa30M
PETUCTPUPYIONIETO OpraHa, U HHPOPMHUPOBAHUE 3asBUTENS O MPUHATOM pEUICHHH IyTeM
HAPaBJICHUS COOTBETCTBYIOIIETO yBSAOMJICHHSI B (OpME OSJICKTPOHHOTO JIOKYMCHTA,
MOJIMMCAHHOTO YCUJICHHOW KBaTU(UIIMPOBAHHOW AJIEKTPOHHOW MOAMKHCHIO YHMOTHOMOYEHHOTO
JOJKHOCTHOTO JIMIIA, WM Pa3MEIICHHS B €IMHOM JTUYHOM KaOWHETE 3asBUTEIS M AJICKTPOHHOM
KaOMHETE 3asBUTECIIS;

I') BHECEHHE M3MEHEHHI B PEECTPOBYIO 3alHCh (B Cllydyae MPUHATHS PELICHUS O BO3MOXKHOCTHU
BHECCHHS U3MEHECHHM B IOKYMEHTHI, COJIEPKAIIHUECS B PETUCTPAITMIOHHOM JIOCHE).

133. OcHoBaHMSIMH ISl IPUHSITHS PEIIEHUsI 00 OTKa3e BO BHECEHUH M3MEHEHM B JOKYMEHTHI,
COJIEpIKaITUECs] B PETUCTPALIMOHHOM JI0ChE, SBIISFOTCS:

a) TMOJIy4YEHUE PErucCTPUPYIOLUIUM OPraHOM OT BKCHEPTHOIO YUPEXKICHHS 3aKIOUYEHUs O
BHECEHUH U3MEHEHUH B  JIOKYMEHTBI, COJEpKalluecs B PETUCTPALMOHHOM  JIOChE,
CBU/JIETEIBCTBYIOIIETO O HEBO3MOXXHOCTH BHECEHMSI U3MEHEHUHN B JOKYMEHTBI, COJEPKAILIUECS B
PEruCTPaIlMOHHOM JI0ChE, U (WJIH) MPUHITHE PETUCTPUPYIOIIMM OPraHOM pEICHUs O TPU3HAHUH
BO3pAXKEHUM 3asIBUTENISI HE 00OCHOBAHHBIMU MOJHOCTHIO UM YaCTHYHO;

0) BBISBJICHME PETMCTPUPYIOUIMM OPTaHOM MO pe3ysibTaTaM (elepalbHOr0 rocyaapCTBEHHOTO
KOHTpOJIsA (Haa3opa) 3a oOpaleHueM MEIUIIMHCKUX H3CIHA HECOOTBETCTBHM JTaHHBIX 00
3P PEKTUBHOCTH U 0 O€30MACHOCTH MEAMLIMHCKOTO U3ACTUS JaHHBIM O MEJAULMHCKOM H3/EIIHH,
coJepXkalluMcsl B 3asBJICHUM O BHECEHUM HM3MEHEHUH B JOKYMEHTBI, COJAEp)Kalluecs B
PETUCTPAIIIOHHOM J0Che, TPEOYIOUMX MPOBEAEHUS 3KCIEPTU3bl KauecTBa, 3((HEKTUBHOCTH H
0€30I1aCHOCTH MEIUIUHCKOI0 M3/EHs, U JOKYMEHTaxX, yKa3aHHbIX B IyHKTe 120 HacTosmux
[IpaBuir.



VII. OcobeHHOCTH BHECEHUSI H3MEHEHUH B JOKYMEHTHI,
coJiepKalecs B PeruCTPalliOHHOM JJOChE Ha IPOrpaMMHOE
o0ecreyeHne ¢ IPUMEHEHUEM TEXHOJIOTUN UCKYCCTBEHHOIO

UHTEJUIEKTA, SABJSIONIEECS MEIUILIMHCKUM U3/IeTUEM

134. BHeceHue HM3MEHEHUW B JOKYMEHTBI, COJACpKAIIMECS B PETrUCTPAlMOHHOM JOChE Ha
HpOFpaMMHOG O6€CH€‘-I€HI/IG C HpI/IMeHeHI/IeM TCXHOHOFHﬁ I/ICKyCCTBeHHOFO HUHTCIIICKTA,
SIBIISIIOIIIEECS MEQUIIMHCKUM U3AEIINEM:

a) TMpuU OTCYTCTBUHM Yy TPOTrPAMMHOTO OOECIEYeHHs] C TPUMEHEHHEM TEXHOJIOTUH
UCKYCCTBEHHOT'O HMHTEJUICKTA, SIBJISIFOIIETOCS MEAMIIMHCKUM HW3JIEeIHeM, BCTPOCHHOW (pyHKIUU
ABTOMAaTUYECKOM IIepefadyd B TOPSAJKE, YTBEPKACHHOM PpErUCTPUPYIOIIMM OpPraHoM, B
ABTOMATU3MPOBAHHYIO MH()OPMALIMOHHYIO CUCTEMY PETHCTPUPYIOIIEro oprana uHdopmaiuu oo
00pabaTbhIBa€MbIX TaHHBIX, pe3yJIbTaTax JACUCTBUS IPOrPAMMHOI0 00ECIICUEeHNs C IPUMEHEHUEM
TEXHOJOTHI HMCKYCCTBEHHOTO HHTEJUIEKTA, SBISIOIIETOCS MEAWIIMHCKHM H3ACIHEM, a TaKke
CBEJICHHM, TPEIyCMOTPECHHBIX TOPSAKOM COOOINEHUS CYyOBEKTaMH OOpalleHUs MEIUIMHCKHX
u3JIenuii 000 BCeX CIy4asiX BBISBICHUS MOOOYHBIX IEUCTBUMN, OCYIIECTBISETCS B COOTBETCTBHHU C
nyHktamu 110 - 133 mHactosmux [IpaBun (1Mo npuMEeHUMOCTH);

0) B uacTM BHECEHHs H3MEHEHHH B HyMEpalMi0 BEPCHUH, KOTOpbIE HE BIHUAIOT Ha
(GyHKIIMOHATBFHOE Ha3HaueHWe W (WJIM) TPUHIUI ACHCTBUS MPOTrPaMMHOTO OOECIeueHUs ¢
OPUMEHEHUEM TEXHOJOTHH HMCKYCCTBEHHOTO HHTEJIEKTa, SBISIOLIETOCS MEIUIIMHCKUM
U3JIeNMeM, TpU HAJIWYUM y TaKoro IMPOrpaMMHOro oOecriedeHHs BCTPOCHHOHM (yHKuuu
aBTOMATHUYECKOW TepeAayd B TOPsJAKE, YTBEPKIACHHOM pPETHCTPHPYIOIIUM OpraHoM, B
aBTOMAaTHU3MPOBAHHYIO MH(POPMAITMOHHYIO CUCTEMY PETHCTPUPYIOIIETO OopraHa nHdopmaiuu oo
o0pabaTbIBaeMbIX JaHHBIX, PE3yJIbTaTax JACHCTBUS YKa3aHHOTO MPOTrPaMMHOrO oOecredeHus, a
TaKK€ CBEICHHUM, TMPEAYCMOTPCHHBIX TMOPSIKOM COOOIIEHUS CyOBEeKTaMH OOpaIieHus
MEIUIUHCKUX M3/eIHid 000 BCEX ClyyasX BBIABICHHUS MOOOYHBIX JAEHCTBHIM, OCYIIECTBISETCS B
cooTBeTcTBUH € myHKTamMu 119 - 133 nnu 135 u 136 nactosmux [Tpasui.

135. Jlns BHeCeHMs] M3MEHEHUM B JIOKYMEHTBI, COAEpPIKAIMecs B PETHCTPAIMOHHOM JOChE Ha
nporpaMMHOe oOOecriedeHre ¢ TPUMEHEHHUEM TEXHOJOTUH MCKYCCTBEHHOTO WHTEIICKTa,
SIBJISIFOIIEECS] METUITMHCKUM U3JIEJTUEM, B YACTH BHECEHUS U3MEHEHUN B HyMEpAIUIO €r0 BEPCHH,
KOTOpbIE HE BIHAIOT Ha ero (yHKIMOHANbHOE Ha3HAUYeHWE W (WJIM) MPUHIUN JACWCTBUSA,
3asBUTENb  TIOCPEJCTBOM €AMHOTO JIMYHOrO KaOWHETa 3asBUTENs TPEJICTaBISIET B
PETUCTPUPYIOUINI OpraH 3asBICHHE O BHECEHHM U3MEHEHUU B JOKYMEHTBI, COAEpIKalluecs B
PETHCTPAIIMOHHOM JI0OCh€ Ha TIpOTpaMMHOE OOECredYeHHe C NPUMEHEHUEM TEXHOJIOTHI
MCKYCCTBEHHOI'O MHTEIUIEKTA, SIBISIOLIEECS MEIULIMHCKUM H3/IeJINEM, B KOTOPOM YKa3bIBAKOTCS
CJEAYIOIINE CBEICHMUS:

a) HaAaNMMCHOBAHUC MCAUITMHCKOI'O U3CIINA,

0) cBeIeHUS O PETHCTPALIMOHHOM HOMEpE U JaTe TOCYIapCTBEHHOM perucTpaii MEAULIUHCKOTO
u3zienus (BHECEHUH U3MEHEHUH B IOKYMEHTBI, CO/IEPIKaIIUECs] B PETUCTPALMIOHHOM J10Che);

B) B OTHOLICHWM 3asBUTENs - IOJHOE W COKpallleHHOe (IpU HaJu4uy) HAUMEHOBAHUS,
OpraHu3alMOHHO-NIpaBoBas (opMa, HIEHTU(UKAUMOHHBIH HOMEp HaJororuviaTenbluka (Ipu
HAJIMYUM), aJIpeC MECTa HAXOXKJIECHUS - JUIsl FOPUANYECKOTO JIMIA WK (paMUIns, UM U OTYECTBO
(MpY HaTU4YMU), PEKBU3UTHI JOKYMEHTA, YIOCTOBEPSIOIIETO JUYHOCTh, WACHTU(DUKAIIMOHHBIN
HOMeEp HaJororviaTeabiiyka (Ipy HaJIUu4nmn), aipec MECTA JKUTENbCTBA - ISl (PU3UYECKOTO JIMLIA,



3apETUCTPUPOBAHHOTO B KAueCTBE HHAMBUAYAIBHOTO MPEANPUHUMATENS, a TaKXKe HOMED
TeneOoHa M aApeC HNEKTPOHHOW TMOYTHl IOPUAMYECKOrO Jula WK (U3UYECKOTO JHIla,
3apErUuCTPUPOBAHHOIO B KAUECTBE MHAUBUIYyaIbHOTO MPEANPUHUMATES;

r) uHQOpMamus O BEPCHHM MPOTPAMMHOIO OOECIEUEeHUS C TNPUMEHEHHUEM TEXHOJIOTHI
HCKYyCCTBEHHOI'O HHTEJUIEKTA, SIBISIONIETOCS MEIMLIMHCKUM H3ACIUEM, CBEACHHA O KOTOPOU
JIOJIKHBI OBITh BHECEHBI B TOCYIapCTBEHHBIN pPEecTp;

) CBEIEHUS, IMO3BOJIIONINEG WACHTU(UIMPOBATh pPE3YIbTaThl KIMHHYECKUX HCIBITAHUN
MPOTrPaMMHOTO O00€CTICUeHHUs] C TPUMEHEHHEM TEXHOJOTUH HWCKYCCTBEHHOTO WHTEIUICKTA,
SIBJISIIOLLETOCST MEAMIIMHCKAM M3JeNueM (C yKa3aHMEM HOMeEpa, JaThl akTa KIMHUYECKUX
WCIIBITAHUN MEIUITMHCKOTO U3/ICNINS, & TAK)Ke HAUMEHOBAHUS MEIUITMHCKON OpraHu3aIlim);

€) cBeZieHus1 00 oruIaTe rocy1apCTBEHHON MONIIMHEI (1aTa M1 HOMED IJIATEKHOTO MOPYYCHHUS );

) cBelleHUs] 00 OTBETCTBEHHOCTH 3asBUTEJIA 3a JJOCTOBEPHOCTh U MACHTUYHOCTH MH(OpMaIuy,
cofieprKalleiics B peruCTPallMOHHOM JI0ChEe U 3asBJICHUU O BHECEHHH M3MEHEHHUH B IOKYMEHTHI,
coJepXKaluecss B PErUCTPAIlMIOHHOM JOChe Ha MPOrpaMMHOE O0ecredYeHue C MPUMEHEHHEM
TEXHOJIOTUI NCKYCCTBEHHOT'O HHTEIUICKTA, SBIISIONICECS MEAUIIMHCKAM H3ICIIUCM.

136. B teyenue 5 paboumx AHEN co JIHSA NMOCTYIUIEHHS 3asIBICHUS O BHECEHWU W3MEHEHUH B
JOKYMEHTBI, COJep)Kallliecsi B PETHCTPAIOHHOM JOChe Ha IMPOrpaMMHOE OOecredeHHe C
NPUMEHEHHEM TEXHOJIOTHH HMCKYCCTBEHHOTO HWHTEJUICKTA, SBISIONIEECS METUIIMHCKUM
U3JIeTUEM, PETUCTPUPYIOIIMHA OpraH NPOBOAMT IPOBEPKY MOJHOTHI M JOCTOBEPHOCTU
coIepXKamuxcsi B HEM CBEACHWH, B TOM YHCIE IyTEeM CpPaBHEHHUS TaKUX CBEICHHU CO
CBEICHUSIMHU,  MPEJICTABICHHBIMM ~ OpraHaMu TOCYAApCTBEHHOW BJacTd B TMOPSJIKE
MEXBEJJOMCTBEHHOTO  WH(POPMAIIMOHHOTO  B3aWMOJICHCTBHS  TOCPEACTBOM  CHCTEMBI
ME)XBEJJOMCTBEHHOTO 3JIEKTPOHHOIO B3auMojeHcTBHA. B Teuenue 5 paboumx mHed co aHA
3aBEpIICHUS yKa3aHHOW MPOBEPKH:

a) B Cilydae TPEACTaBICHUS HaIJIekKAIMUM 00pa3oM O(GOpPMIIEHHOTO 3asBJICHUS O BHECCHHH
U3MEHEHUH B JIOKYMEHTHI, COJEpKallfecss B PETUCTPALMOHHOM JOCh€ Ha MPOTrpaMMHOE
o0ecrieyeHHe ¢ TNPUMECHEHHEM TEXHOJOIMH MCKYCCTBEHHOTO HHTEIJICKTa, SIBIISIOLICECs
MEAUIMHCKUM HU3JEJINEM, PETUCTPUPYIONIMA OpraH MpUHUMAeT pelieHHe O BHECEHUU
U3MEHEHUH B JJOKYMEHTBI, COJEpIKalliecs B PErHCTPAlMOHHOM JI0Che, KOTOpoe odopmisercs
MPUKA30M PErHCTPUPYIOUIETO OpraHa, HHOOPMHUPYET 3asgBUTENS O MPUHATOM PEIICHUU MyTeM
pa3MeIieHus] COOTBETCTBYIOLIETO YBEAOMJIGHHS B  (opMe BIIEKTPOHHOTO JOKYMEHTa,
MOJAMUCAHHOTO YCHJICHHOW KBaJU(UIMPOBAHHOM AJIEKTPOHHOW MOAMKUCHIO YHOJIHOMOYEHHOIO
JOJDKHOCTHOTO JIMIA, B €IMHOM JIMYHOM KaOWHETe 3asBUTENsl U DJICKTPOHHOM KaOWHeTe
3asIBUTENA, @ TAK)KE BHOCUT U3MEHEHHSI B PEECTPOBYIO 3aIUCH;

0) B ciayuyae eciM B INPEACTaBICHHOM 3asBJICHUUM O BHECEHUU M3MEHEHHH B JOKYMEHTHI,
coJepXKaluecss B PErUCTPAIMOHHOM JOChe Ha MPOrpaMMHOE OOECleYeHHE C NMPHUMEHEHHEM
TE€XHOJIOTMM HMCKYCCTBEHHOIO WMHTEJUIEKTA, SBJISAIONICECS MEIULIUHCKAM H3JCIIHEM, YKa3aHBbI
HE/IOCTOBEpHBIE CBEJCHUS JHOO CBENEHHs, IpelyCMOTPEHHbIE IyHKTOM 135 HacTosmux
[TpaBui, npeacTaBieHbl HE B IOJIHOM 00bEME, PETUCTPUPYIOILUI OpraH MPUHUMAET PELIeHHE O
IIPEKPALICHUU JaIbHEHIIETO PaCCMOTPEHUS 3asBJICHUS O BHECCHUM U3MEHEHUN B JOKYMEHTHI,
coJepKalluecss B PErUCTPAlMOHHOM J0Ch€ Ha IPOrpaMMHOE O0ecledYeHUEe C NPHUMEHEHHEM
TEXHOJIOTMM HCKYCCTBEHHOIO HHTEJUIEKTa, SABJISIOLIEECS MEAULMHCKUM  U3JEIUEM, W
UHPOpMHUpPYET 00 3TOM 3asBUTENS IMYTEM pPa3MEUICHUs COOTBETCTBYIOILEIO YBEIOMIICHHS C
MOTHUBUPOBAaHHBIM OOOCHOBAaHMEM TNPUYMH MPHUHIATHS YKAa3aHHOTO peueHus B (opme
AIIEKTPOHHOTO JOKYMEHTa, IIOANMCAHHOTO YCHJICHHOW KBaTHM(PUIMPOBAHHON SIEKTPOHHOU



MOANMUCHI0 YIIOJTHOMOYCHHOT'O JOJKHOCTHOTO Jilla, B €AMHOM JIMYHOM KaOuHEeTe 3asIBUTEIS U
3JICKTPOHHOM KaOMHETE 3aBUTEIS.

VIII. OT™MeHa rocy1apCcTBEHHON perucTpauu
MCOULIMHCKOT'O N3CIIUA

137. PeructpupyroIuii opran NpuHUMaET pelieHne 00 OTMEHE TOCYAapCTBEHHONW PETUCTpaIiu
MCIUIUHCKOI'O U3JC/IMA B CIICAYIOINNX ClTydadX:

a) nojaya 3asBUTEIEM IIOCPEACTBOM €IUHOIO JIMYHOIO KaOMHEeTa 3asBUTENs 3asiBICHUA 00
OTMEHE TI'OCYAApCTBEHHOW pErucTpanyy MEIULUHCKOTO HM3JENHs, COAEpIKALIEro CBEAEHHUS B
COOTBETCTBUU C MyHKTOM 138 Hacrosuux [Ipasu;

0) BBIHECCHHWE CyJOM pCEHICHHS O HApyIICHHH TIpaB IpPaBoOOIamaTeNsl Ha pPe3yJbTaThl
MHTEIJICKTYallbHOW JeSTeIbHOCTH U TMPUPABHEHHbIE K HUM CPEICTBAa MHAWBHUIyATU3alUU TpU
oOpalleHuu MEIUITMHCKUX U3IeNui (MM eTo MoJieiei (MapoK);

B) MpeJCTaBlIeHHE yroiHoMoueHHBIM [IpaBurensctBoM Poccuiickoit ®eneparun dheaeparbHbIM
OpPraHOM HCIIOJHUTENIBHOW BJIACTH MO pe3yJbTaTaM OCYILIECTBISEMOro MM (eaepalbHOro
rOCYJJapCTBEHHOTO KOHTPOJS (Haa30pa) 3a OOpalleHueM MEOUIIMHCKUX W3JeIUil CBEICHHM,
HOJTBEPXKIAIOMIMX (PAKTBI U OOCTOSATENBCTBA, CO3/IAIOIINE YIPO3Yy KHU3HHU U 30POBBIO TPAXKAAH
U MEIUIIMHCKHUX paOOTHUKOB MPU NPUMEHEHUH U HKCIUTyaTallul MEAULIMHCKUX U3ENNi;

') BBISIBIICHHE PETUCTPUPYIOIIMM OPraHoOM IO pe3ysibTataM (efepalbHOr0 TOCyIapCTBEHHOTO
KOHTpOJIA (Haja3opa) 3a oOpalleHHeM MEAUIMHCKUX HW3JIeTUN HEJOCTOBEPHOCTH CBEIACHUN B
JOKYMEHTaX, COJEPKAIINXCS B PETUCTPAIMOHHOM JOChE, MPEICTABICHHBIX 3asBUTEIEM U
MOBJIMSABIINX HAa Pe3yJibTaThl JKCHEPTHU3bl KadecTBa, A(PQPEKTUBHOCTH | O€30MacHOCTH
MEIUIIUHCKOI'O U31CIIHS;

1) TIOMyY€HUE PETUCTPUPYIOMIUM OPTaHOM 3aKIIIOUEHUSI SKCIIEPTHOTO YUPEKACHHUS O TOM, YTO
coJiepiKalllecs] B TOCYJIapCTBEHHOM peecTpe MHCTPYMEHT, ammapar, npubop, o0opyJoBaHUE,
MaTepuaa U MPOYHe U3JENHs MO CBoeMYy (DYHKIMOHATILHOMY HA3HAYCHWIO U (WJIM) MPUHIIUITY
JEUCTBUSI HE MOTYT IPUMEHATHCA B MEIUIIMHCKUX LEAX U (WIH) HE SBISIOTCS MEAUIIMHCKUMHU
W3ICAUsAMH. 3aKJIIOYEHUE OHKCIEPTHOTO YUPEXKICHHS O TOM, 4YTO COJAeprKaumecs B
TOCYJITapCTBEHHOM peecTpe MHCTPYMEHT, ammapar, mpudop, 000pyAoBaHUEe, MaTepHal U MpoUYHue
U3JIeNHs 10 cBoeMy (YHKIIMOHAIHbHOMY HAa3HAUYEHUIO U (WJIM) MPUHIUINY NEHCTBUS HE MOTYT
MPUMEHATHCS B MEIUIMUHCKUX LENMAX W (WIM) HE SBISIOTCS MEAMIMHCKUMH W3ACIUIMH,
MpeJCTaBiIsieTcsl (HampaBisieTcs)) SKCIEPTHBIM YUPEXKACHUEM B PETUCTPUPYIOIIMNA OpraH B
teueHue 10 pabouux gHEH CO THS MOCTYIUICHUS B OKCIIEPTHOE YUPEKIECHUE COOTBETCTBYIOIIETO
3a/laHdsl PETUCTPUPYIOIIETO0 OpraHa C TMPWIOKEHHEM JTOKYMEHTOB, COJIEpXKAIIUXCS B
PErucTpanioOHHOM JIOChE.

B ciywae nocrymeHuss B perucTpUpYIOLUN OpraH 3aKJIIYEHHUS DKCIIEPTHOTO YUYPEKACHUS O
TOM, YTO MHCTPYMEHT, ammapar, mpudop, o0opyaoBaHHe, MaTepUall M MPOYUE U3JCIUS MOTYT
MPUMCHATHCA B MCIUIHWHCKUX HCIIAX H (I/IHI/I) ABJIATBCA MCEAWIIMHCKUM H3ACIUEM IIO0CJIC
BHECCHUSI M3MEHEHHUH B JOKYMEHTHI, COJICPIKAIINECS B PETUCTPAIIMIOHHOM JIOChE, U (WITH) O TOM,
YTO pCHICHUC O HCBO3MOXHOCTU MPUMCHCHUA B MCAUIIMHCKUX LCIAX MHCTPYMCHTA, allllapaTta,
npubopa, 000pyI0BaHUs, MaTepraja U MPOUYNX U3ACIUNA U (MJIM) HEBO3MOXKHOCTH UX OTHECEHUS
K MCIUIUHCKUM U3ACITUAM NPHUMCHUMO B OTHOIICHHU HC BCCX 3apCTUCTPUPOBAHHBIX MOIIC.HGI\/JI



(MapoK) MEIUIMHCKOTO W3ENHs, PErUCTPUPYIOLINI opraH 10 NPUHATUS peuieHus 00 OTMeHe
rOCyJapCTBEHHOMN PEruCTpanuy MEAULUHCKOIO U3CIIN:

YBEIOMJISIET 3asBUTENS MOCPEICTBOM pPa3MEIEHUs] COOTBETCTBYIOIIETO YBEIOMIIEHUS B (opMe
AIIEKTPOHHOTO JOKYMEHTA, IOANMCAHHOTO YCHUJICHHOM KBaIH(PUIMPOBAHHON 3JIEKTPOHHON
HOJMNKCHIO YIOJIHOMOYEHHOIO JOJDKHOCTHOIO JIMIA, B JJIEKTPOHHOM KaOMHETe 3asBUTENS, C
IPWIOKEHUEM 3aKJIIOUYEHUs DOKCIEPTHOTO YUYPEXKIAEHHsT O TOM, YTO COJEpKalluecs B
roCyJIJapCTBEHHOM peecTpe MHCTPYMEHT, ammapar, npudop, o00pyAoBaHUE, MaTepua U MpoUyue
U3JIeNUs 10 CBOeMY (YHKIIMOHAJIbHOMY HA3HAUYEHUIO M (WJIM) MPUHLMITY NEHCTBUS HE MOTYT
NPUMEHAThCA B MEIUIMHCKHUX LENAX U (WINM) HE SIBIAIOTCS MEIAULUUHCKUMM H3JENHUAMHU, O
HEOOXOIMMOCTH BHECEHUS M3MEHEHUH B JOKYMEHTBI, COJEpKaIlHMecss B PETUCTPAMOHHOM
JIOChE, B CPOK, He mpeBblmaromuid 180 paboumx mHEW cO JHS HANpPABICHHUS YKA3aHHOTO
YBEJIOMJICHUSI;

NPUHUMAET PEIIEHWE O MPUOCTAHOBJICHUM JACHCTBUS TOCYJAPCTBEHHOM perucrpanuu
MEAWIMHCKOTOo wu3nenus Ha 180 pabouymx AHEW CO JHS HANpaBIICHUS YBEIOMIICHUS O
HEOOXOJMMOCTH BHECEHHUS W3MEHEHUH B JOKYMEHTHI, COJAEp)KAIUECs B PETUCTPALMOHHOM
JI0ChE;

€) OTCYTCTBHE BHECEHHS] U3BMEHEHUN B JTOKYMEHTBI, CO/IEPKAILMECS] B PETUCTPALIMOHHOM JIOChHE,
NOATBEP)KJAIOIIUE  TIOJHOMOYMSI  YIOJHOMOYEHHOIO  MPEACTABUTENS  IPOU3BOIUTENS
(M3roTOBHTENS) MO MPEACTABICHHUIO MHTEPECOB MPOU3BOJAUTENS (M3TOTOBUTENS]) M HECEHMIO
OTBETCTBEHHOCTH B 4acTW OOpallleHUs] MEIMIMHCKOTO W3JeNnus Ha TeppuTopuu Poccuiickoi
®enepanuy, B TOM YUCJIE MO BOIPOCAM MPOLETYpP OLIEHKH COOTBETCTBUS M I'OCYAapCTBEHHOMN
pEerucTpanuy, NpeayCcMOTPEHHbIX MoANyHKTOM "a" nimu "r" mynkra 111 Hacrosumx Ilpasui, B
Cpok, He mnpeBbimammmii 90 pabounmx gHEW €O JHI OKOHYAHHS CpOKa JCUCTBUS
COOTBETCTBYIOIIETO JOKYMEHTA, WJIH OTCYTCTBHE€ B PErMCTPALlMOHHOM JOChE€ CBEIEHHH O
Ha3HAYEHUM YTOJIHOMOYEHHOIO IPEACTAaBUTENsI MPOU3BOAUTENS (M3TOTOBUTENS) B CpPOK, HE
npesbimatomuid 90 padbounx gHEH co JHS BCTYMIIEHHS B CHITy TpeOOBAaHUH, MpeyCMOTPEHHBIX
ab3aiieM BTOpBIM myHKTa 29 HacTosimux [IpaBui.

Jlo mpuHATHS penieHus 00 OTMEHE TOCYJIAapPCTBEHHON PErHCTpaliyd MEAWIIMHCKOTO U3JCNUS B
cilydae, MpeayCMOTPEHHOM ab3alieM MepBhIM HACTOSIIETO MOAMYHKTa, PETUCTPUPYIOMIUNA OpraH
NPUHUMAET pEIIeHHE O TMPUOCTAHOBJICHUM JCHCTBUS TOCYJApCTBEHHON perucrpanuu
MEIUIIMHCKOTO u3nenus Ha 90 pabounx THEH CO JTHA OKOHYAHMs CpoKa JEHCTBUS JOKYMEHTA,
MOATBEPXKJAOMIETO  MOJHOMOYMSI  YIOJHOMOYEHHOIO  MPEJCTABUTENs  MPOU3BOJUTENS
(M3roTOBUTENIS) MO TPEACTABICHUIO WHTEPECOB IMPOM3BOIUTENS (M3TOTOBUTENS) U HECCHHIO
OTBETCTBEHHOCTH B YacTU OOpalleHuss MEJUIUHCKOTO W3JeNus Ha Teppuropun Poccuiickoit
®denepalii, B TOM 4YHCJE MO BOIPOCAM MPOLETYp OLIEHKH COOTBETCTBHUS M T'OCYAapCTBEHHOMN
perucTpanyu, Uik CO THS HCTEYCHHs CPOKa, MPEIyCMOTPEHHOTo ad3aleM BTOPHIM IyHKTa 29
HacToAmwX IIpaBui, ¢ OIHOBPEMEHHBIM YBEIOMJICHHEM 00 3TOM BCEX YYaCTHUKOB c(epbl
oOpallieHrs: MEIUIIUHCKUX H3ACNUN MOCPEICTBOM HH(DOPMAIIMOHHOTO MUChMA, Pa3MeniaeMoro
Ha OQUIIMATEHOM CalTe PETHCTPUPYIONIETO opraHa B cetn "MHTepHeT", a Takke MOCpeICTBOM
AJIGKTPOHHOTO KaOWHETa 3asBUTENS WIH ITyTeM HAMPABICHHS MPOU3BOAUTENIO (M3rOTOBUTEIIO)
MEAUIMHCKOTO M3/ENUsl yBEAOMJIEHHSI O HEOOXOJMMOCTH aKTyaJu3WpoBaTh MH(oOpmaruio o0
YIIOJITHOMOYEHHOM TPECTaBUTENEC MPOU3BOIUTENS (M3TOTOBUTEIIS);

) OTCYTCTBHE B PEECTpe 3aK/IIOYEHHH O COOTBETCTBMM TpPeOOBAHUSAM K BHEAPEHHIO,
HNOJIEPYKAHUIO U OLIEHKE CUCTEMBbl YIPaBIEHUS Ka4YECTBOM MEAUIMHCKUX W3JIENUM CBEIEHUN O
IPOBEIEHHOM IEPUOANYECKOM (TJIAHOBOM) WHCHEKTHMPOBAHUU WM OTCYTCTBUE BHECEHHUS
U3MEHEHUN B JOKYMEHTHI, COJAEp)Kallluecss B PETUCTPALIMOHHOM [0ChE, B COOTBETCTBUU C
noanyHkToM "a" mynkra 111 Hacrosmmx [IpaBun B cpok, He mpeBblmaromuii 90 pabounx aHen



CO JTHSl OKOHYAHUS CPOKa JEHCTBUS OTUYETA O pe3yIbTaTaX MHCIEKTUPOBAHUS (11 MEAUIIMHCKUX
U3JEIUN, TPOLICAINX IEPBUYHOEC HHCIIEKTUPOBAHME IPOU3BOJCTBA, 3a MCKIIOYECHUEM
MEAMIMHCKUX U3JENMA Kjlacca MOTEHIMAJIbHOTO pUCKA MPUMEHEHHS | M HECTEepUIIbHBIX
MEAULMHCKUX U3JEIUH KJlacca MOTEHIUAIBHOTO PUCKA IPUMEHEHHUS 2a).

Jlo npuHATHA pelieHus: 00 OTMEHE TOCYIApCTBEHHOM PErucTpaluy MEIULIMHCKOTO U3JENus B
cilydae, IpeayCMOTPEHHOM a03alieM MEepBbIM HACTOSILETO MOJMYHKTa, PETUCTPUPYIOIUI OpraH
IPUHUMAET pelIeHHe O MPHOCTAHOBIEHUU [JEHCTBHA TOCYIJApCTBEHHOM perucrpanuu
MeauuHCKoro u3aenus Ha 180 paboumx nHEH co AHS OKOHYAHMS CpOKa JIEHCTBHUSA OTYETa O
pe3yJbpTaTax MHCIEKTUPOBAHMS MO0 cO THS O(QOPMIICHHS OTPULATEIBHOIO 3aKIIOYEHUS IO
UTOraM NEPUOANYECKOro (IUIAaHOBOT'0) UM BHEIUIAHOBOT'O MHCIIEKTUPOBAHHUS C OJHOBPEMEHHBIM
yBEIOMJIEHMEM 00 3TOM BCEX YYaCTHHMKOB c¢epbl OOpalleHus MEIUIUHCKUX H3ACIUii
NOCPEICTBOM  WH(GOPMALIMOHHOTO THCbMa, pa3MellaeMoro Ha OQUIMaILHOM  caiite
peructpupylomero opraHa B cetu "MHTepHer", a Takke IMOCPEICTBOM JUYHOTO KaOWHETa
3asBUTENI WM IyTEM HalpaBiI€HUS NPOU3BOAMTENIO (M3rOTOBUTENIO) U YNOIHOMOYEHHOMY
NPEJCTaBUTENIO0 IMPOU3BOANUTENA (M3FOTOBUTENS) MEAMLMHCKOIO H3JeNHs YBEAOMIECHHUS O
HEOOXOIMMOCTH  TPOBENCHHUA  MNEPUOIUYECKOTO  (IUIAHOBOTO)  MJIM  BHEIUIAHOBOTO
UHCIIEKTUPOBAHMS;

3) BBIABICHHE PETHCTPUPYIOIIMM OpraHoM (akra BHECEHHST HM3MEHEHHH B JOKYMEHTEHI,
coJleprKaliecss B PETUCTPALMOHHOM JOCh€ Ha MPOTrpaMMHOE OOecredeHHe ¢ MPUMEHEHHEM
TEXHOJIOTMM HCKYCCTBEHHOIO HHTEJUIEKTA, SBIAIONIECECS MEJUUUHCKUM H3ACIHEM, II0
IPUYMHAM, OTJIIMYHBIM OT NIPEAYCMOTPEHHBIX MYHKTOM 135 HacTosmux [Ipasun;

M) HEMNpPEJCTaBICHHE B PETUCTPUPYIOIIMNA OpraH oOT4yeTa MO KIMHUYECKOMY MOHUTOPHHIY
MEAUIMHCKOIO M3/ENUs B COOTBETCTBHHM C HMOPAIKOM COOOIIEHHS CyObeKTaMHu oOpalieHus
MEAUIIMHCKUX U3/ 000 BCEX CIydasiX BBISBICHUS MOOOYHBIX JICHCTBUH.

Jlo npuHATHA pelieHuss 00 OTMEHE TOCYAApCTBEHHOM PErucTpaluy MEIUIMHCKOTO U3JENus B
cilydae, IpeayCMOTPEHHOM a03alieM MEepBbIM HACTOSILET0 MOJIMYHKTa, PETUCTPUPYIOIUI OpraH
IPUHUMAET pelIeHHe O MPHOCTAHOBIEHUU [JEHCTBUA TOCYJApCTBEHHOM perucrpanuu
MeauIUHCKOro n3nenus Ha 30 paboyux THEH co AHSA, yCTaHOBJICHHOTO MOPSAKOM COOOIICHHS
cyObeKTaMu OOpalieHus] MEIMIIMHCKAX H3ICIMA 000 BCEX CIydasX BBISBICHUS MOOOYHBIX
NeHCTBUI C OAHOBPEMEHHBIM YBEIOMIICHHEM 00 3TOM BCEX YYacCTHHUKOB c(epbl oOpalieHHs
MEIULIUHCKUX H3JeJIUH  IMOCPEICTBOM HMH(OPMAIMIOHHOIO IHChMa, pa3MeIlaeMoro Ha
ounmanbHOM caifTe perucTpupyioniero oprasa B cetu "MHTepHeT", a Takke MOCPEICTBOM
JIEKTPOHHOIO KaOWHeTa 3asBUTENsl WJIM IYyTEM HalpaBIE€HUS 3asiBUTENIO YBEIOMIIEHUS O
HEOOXOIMMOCTH MPEICTABICHUA OTYeTa MO KIMHUYECKOMY MOHHMTOPUHTY MEAUIUHCKOTO
U3JIeNus;

K) BBIBJIEHUE PETUCTPUPYIOMIMM OPraHOM HEJAOCTOBEPHBIX CBEIECHUH B JOKyMEHTax,
IPEICTaBICHHBIX 3asBUTEIEM B pPaMKax MpOLELypbl TOCYJapCTBEHHOM pPETUCTPALUAU
MEIULIMHCKOTO U3/1ETIHS;

J) OTHECEHHME paHEE 3apEerMCTPUPOBAHHOIO MEIUIIMHCKOTO M3AEIUS K UYUCITY MEIUIMHCKUX
W3JIeTTUH, TIPEYCMOTPEHHBIX IMTyHKTOM 5 yacTu 5 ctatbu 38 DeaepanbHoro 3akoHa "O0 ocHOBax
OXpaHbl 3/J0pOBbs TpaxksiaH B Poccuiickoit @eneparuu’.

138. B 3asgBneHuun 00 OTMEHE TOCYJApCTBEHHON pErHCTpallid MEAMLMHCKOTO W3/EHs,
MpEeayCMOTPEHHOM MOANYHKTOM "a" myHkTa 137 Hactosimux [IpaBuii, yka3zpIBatoTCA CIEIYIOIINE
CBEIICHMSL:



a) HaMMEHOBAHME MEAMIIMHCKOIO M3fenus (¢ ykazaHueM Mojened (Mapok) MEAULHMHCKOIO
U3JIeNUs, UX COCTaBa U MPHUHAUIEKHOCTEH, HEOOXOTUMBIX Ul MPUMEHEHHUS MEAULUHCKOrO
W3JIeTUS WK €T0 Mojieliel (MapoK) 1Mo Ha3HAYCHUIO (MPY HATUYHH );

0) B OTHOIIEGHWU TPOU3BOAUTENS (M3TOTOBUTENS) MEAMUIMHCKOTO W3ACNIUsS - TMOJIHOE U
COKpalieHHoe (Tpyu HATMYUN) HAMMEHOBAHUS (C TpaHCIUTEpaIuei), OpraHu3aliOHHO-TIPaBOBAas
dopma, HICHTU(DUKAMOHHBIA HOMEp HaJoroIUiaTeNbliKa (P HATUYMHU), aJpec MecTa
HAXOXKICHUS - JUIS IOPUIMYECKOTO JIMia Wid (paMuins, UM M OTYECTBO (IIPH HAJIMYUH),
PCKBU3UTELL AOKYMCHTA, YAOCTOBCPAIOIICTO JIMYHOCTB, I/IILCHTI/I(I)I/IKaL[I/IOHHBII‘/JI HOMCp
HaJIOToIIaTesbIuKa (MIPH HAJTUYWHU), aJpPEC MECTa JKUTENbCTBA - IS (U3NYECKOTO JIHIIA,
3apPETUCTPUPOBAHHOIO B KAyeCTBE WHIMBUAYAIBHOIO IPEANPUHUMATENA, a4 TaKXKE HOMEpP
TenepoHa M agpec AIEKTPOHHOW IMOYTHl FOPUAWYECKOTO JIMIA WM (PU3UIECKOro JIUIA,
3apCruCTPUPOBAHHOIO B KAYCCTBC NMHAUBUAYAJIbHOTO MIPEANTPUHUMATCIIA,

B) B OTHOILIEHUH YIIOJTHOMOUYEHHOI'O MPEJCTaBUTEINS MIPOU3BOAUTEINS (M3TOTOBUTEINS) - IOJTHOE U
COKpamieHHoe (MpW  HaIW4YMHM)  HAWUMEHOBAaHWS,  OpPraHW3alMOHHO-TIPaBOBas  ¢opma,
UICHTU(QUKAIMOHHBIT HOMEp HAJIOroIiaTelbIlMKa, aJpec MecTa HaxXOXKIEHWs - Ui
IOPUAMYECKOTO JIMIa Uiau (paMuius, UMs U OTYECTBO (IIPH HAJIMYWH), PEKBU3HUTHI TOKYMEHTA,
YIOCTOBEPSIOLIET0 JTUYHOCTh, UIEHTHU(PUKALIMOHHBIM HOMEp HaJOromjaTesblliuKa, aJpec MecTa
KUTENbCTBA - U1 (U3UYECKOTO JIUIa, 3apErMCTPUPOBAHHOIO B KAa4YECTBE WHIAMBHUAYaTIbHOIO
IpeANpUHUMATENs, a TAK)Ke HoMep Tesle(hoHa U aJipec IEKTPOHHON MOYTHI FOPUIMUYECKOTO JHLIA
WM (U3MYECKOro  JIMIA,  3aperuCTPUPOBAHHOTO B KAuyeCTBE  MHAMBHUAYaIbHOIO
IIpEANPUHAMATEIIS;

I) Jara TOCYAapCTBEHHOW perucTpanuy MEAULUHCKOrO u3Jeius (BHECEHHs H3MEHEHUH B
JIOKYMEHTBI, COJIEpPKaIUECs B PErUCTPAIMOHHOM JI0ChE) U €r0 peruCTPallMOHHBII HOMED;

1) uHpOpMaIUs O MPUYMHAX MOJaYd 3asBIEHUS 00 OTMEHE roCyJapCTBEHHOW PETUCTpPAIUH
MEIULUHCKOTO U3/IeIus;

€) CBeJICHUsI 00 OTBETCTBEHHOCTH 3asiBUTENS 332 JOCTOBEPHOCTh W MIICHTHYHOCTh MH(OpPMAIIHH,
coZieprKalleiics B TPENCTABICHHBIX JOKyMEHTAaX M 3asBICHHH 00 OTMEHE TrOCYyJapCTBEHHOM
PETUCTPALIIH MEIUIIMHCKOTO M3IEIHSI.

139. 3asBnenue 00 OTMEHE TOCYAApCTBEHHOW PETUCTPAllMM MEAUIUHCKOTO H3/EHs,
npeaycMOTpeHHoe moAamyHKToM "a" myHkta 137 nHactosmux IlpaBui, mMokeT OBITH TMOJAHO
YIOJHOMOYEHHBIM IPEACTABUTENEM IPOU3BOAMUTENS (M3TOTOBUTENS) INPU OAHOBPEMEHHOM
BBIIIOJIHEHUH CIEAYIOUIMX YCIOBHI:

a) HaJIM4YUE B PETUCTPALMOHHOM JIOChE AaKTyaJlbHOTO JOKYMEHTa, [OATBEPIKAAIOIIEro
IIOJJHOMOYMSI ~ YIIOJIHOMOYEHHOIO  NPEACTaBUTENS  IMPOU3BOAUTENS.  (M3TOTOBHUTENS) IO
MPEJICTABICHUIO WHTEPECOB MPOU3BOAUTENS (M3TOTOBUTEINS), HECEHUIO OTBETCTBEHHOCTH B
yacTu oOpalieHus] MEIMIMHCKOro u3aenusi Ha tepputopun Poccuiickoit denepanuu, B TOM
YHUCJIE M0 BOIIPOCaM NPOLELYpP OLEHKH COOTBETCTBHS M TOCYTAPCTBEHHON PETUCTPALINY, & TAKXKE
[0 3aBEPEHMIO JOKYMEHTOB IPOM3BOAMTENS (M3rOTOBUTEINSA), BCTYNMBILIEIO B CHIY JO
0oQOpMIIEHHS COOTBETCTBYIOIIMX JOKYMEHTOB, WJIM TPEJICTaBICHHE TaKOro JJOKyMEHTa B
PETHCTPUPYIONINI OpraH B COOTBETCTBHU C TpeOoBaHUsIMU TyHKTa 53 Hactosmmx [IpaBun
BMECTE C 3asBJICHHEM 00 OTMEHE rOCyAapCTBEHHOW PETUCTPALINY MEAUIIMHCKOTO U3IEIHS;

0) TmpencTaBiIeHHWE B PETHCTPUPYIONIMH oOpraH BMeCTe C 3asBICHHEM 00 OTMEHe
FOCYI[apCTBeHHOﬁ perucTpavi MCIUIUHCKOT'0 U3CJIIUA CICAYOINUX JOKYMCHTOB:



MUCBMO TPOU3BOAMTENS (M3TOTOBUTEINSI), TMOATBEPXKIAIONIEE €ro HaMEpEeHHe OTMEHUTH
TOCYAapCTBEHHYIO PETUCTPALMIO MEAUIIMHCKOTO u3fenus (B cioydyae MoAadu 3asBieHHs 00
OTMEHE TOCYJAapCTBEHHOW  PETUCTpPAIMM  MEIUIIMHCKOTO  HW3JENUA  yHOJHOMOYEHHBIM
MPEJICTaBUTENIEM MPOU3BOJUTENS (M3TOTOBUTETIS);

Korus  (KOMHMHM)  JIOKyMEHTa (JOKYMEHTOB), IOATBEPXKIAIOMIETO  (TIOATBEPIKIAAIOITNX )
MOJTHOMOYHSl  YIOJHOMOYEHHOTO  TPEACTaBUTENS  MPOU3BOAUTENS  (M3TOTOBHUTENS) O
MPEJICTABICHUIO WHTEPECOB MPOU3BOAUTENS (M3TOTOBUTEINSI), HECEHUIO OTBETCTBEHHOCTH B
yacTu oOpallieHus] MEIMLIMHCKOro u3aenusi Ha tepputopuu Poccuiickoit denepanuu, B TOM
YyHuCclie [0 BOMPOCAM TMPOLEAYp OIEHKHM COOTBETCTBUSI U TOCYJAapCTBEHHOM pPETUCTpaluu
MEIUIUHCKOTO HU3JEeNUsl, a TaKXkKe I0 3aBEpEHHIO JTOKYMEHTa (IOKYMEHTOB) IMPOU3BOAUTEIIS
(M3roTOBUTENS), BCTYMHBINETO (BCTYNMHMBIIMX) B CHIY 10 O(OPMIICHHUS COOTBETCTBYIOIIMX
JOKYMEHTOB (B CiIy4ae OTCYTCTBHUS AaKTyaJIbHOTO JIOKYMEHTa B PETHUCTPAIIMOHHOM JOCKE)
(mOKyMeHT (IOKYMEHTBI) SIBIACTCS (SABJISIOTCS) oOOs3aTeNbHBIM  (00S3aTEBHBIMHU) IS
WHOCTPAHHBIX  IPOU3BOJAUTENCH  (M3rOTOBUTENEH), OTEUECTBEHHBIMH IPOU3BOJUTEISIMU
(M3rOTOBUTEIISIMH) TIPEACTABISIETCS (MPEACTABIISAIOTCS) B CIy4ae HATWYUS YIOJHOMOYEHHOTO
IPEJICTAaBUTEIS TPOU3BOIUTEINS (M3TOTOBUTES).

140. B ciywae ecnu 3asiBiIeHHE 00 OTMEHE TOCYAAapCTBEHHONW PETUCTPAllMd MEIUIIUHCKOTO
U3JIeNUs IPECTaBICHO ¢ HapylieHueMm TpeOoBaHuil myHkTa 139 nactosmmx IlpaBun, u (mwnn)
MPEJICTaBICHHbIE JOKYMEHTHI O(QOpPMICHBI C HapylIeHHWEM TMOJOXKEHHH MyHKTOB 53 - 55
Hactosmux [lpaBwin, w (wnm) B 3asBICHMH OO0 OTMEHE TOCYIApCTBEHHOH pETHUCTpaIiu
MEAUIIMHCKOTO U3JENUS U MPEACTaBICHHBIX JOKYMEHTaX yKa3aHbl HEJJOCTOBEPHBIE CBENICHUS, U
(W) TOKYMEHTHI, MpeayCcMOoTpeHHble MyHKTOM 139 nHacrosmux [IpaBui, npencraBieHbl HE B
MOJTHOM O0BEMe, PErHCTPHUPYIONIM OpraH B TedeHWe 7 pabouumx AHEH co AHS MOCTYTUICHUS
TaKUX 3asBJICHHUS M JOKYMEHTOB IMPUHMMAET pEHIeHHE O MpEeKpalleHUH AajbHeilero
pPaccMOTPEeHHs YKAa3aHHOTO 3asBIICHUS ¢ MOTHBHPOBAaHHBIM OOOCHOBAHHWEM MPHYWH TPUHATHUS
TaKOI0 PEIIeHUsI.

141. Peructpupyromuii opran B TeueHue 7 pabouux AHEH €O JHA HACTYIJICHHUS OJHOTO W3
cllydaeB, yKa3aHHBIX B IyHKTe 137 Hactosmux [Ipasu:

a) MPUHUMAET pellleHrne 00 OTMEHE TOCYIapCTBEHHON PETUCTPAlUU MEIULIMHCKOTO U3/IEINS;
0) BHOCHT 3amuCh 00 OTMEHE TOCYapCTBEHHOW PErUCTPAIMK B TOCYIaPCTBEHHBIN PEECTD;

B) MHPOPMHUPYET 3asBUTEINISI 00 OTMEHE TOCYJapCTBEHHOM PErHCTpaluy MEAUIUHCKOTO U3IENHUs
IyTeM pa3MELICHUsS COOTBETCTBYIOLIETO YBEJOMJIEHHS B ()OpPME 3IIEKTPOHHOIO JOKYMEHTA,
HOJMMCAHHOTO YCWJICHHON KBaJM(UIIMPOBAHHOW SJEKTPOHHON MOINHMCHIO YIOJIHOMOYEHHOTO
JOJDKHOCTHOTO JIMIA, B €IMHOM JIMYHOM KaOWHETe 3asBUTENs U DJIEKTPOHHOM KaOWHeTe
3asiBUTEJIS.



[Ipunoxenne
K I[IpaBuiiam rocyiapcTBeHHOM
pErucTpanyy MeIUIUHCKAX U31EIUN

(dopma)
MunuctepcTBo 3apaBooxpanenust Poccuiickoit deneparuu
COBET I10 5TUKE
Jata mpoBeneHus 3acejaHusl coBeTa Mo 3Tuke " " 20 T
3AKJIFOYEHUE
00 3THYeCcKOil 000CHOBAaHHOCTH MPOBEJACHUS KIMHUYECKUX UCTIBITAHUNA MEAULIMHCKOTO U3/IEIHS
N or" " 20 1.

1. HanmeHoBaHMEe MEIUIIMHCKOTO U3MENHS (C YKa3aHHEM MPUHAICKHOCTEH, HEOOXOUMBIX IS
MPUMEHEHUS MEIUIIMHCKOTO U3JIeHs o HA3HAYEHUIO)

2. [Ipon3BoauTens MEAUITUHCKOTO U3/ICITIUS
(TIOJTHOE M COKpaIIeHHOE (ITPY HATTUIHHN )

HAaNMMCHOBAHUA, OpTaHU3AlIUOHHO-IIpaBOBas Q)opMa HOPUAUYICCKOTO JIMla, aApeC €ro MeCTa
HaXO0XJACHUA UITH q)aMI/IJ'H/Iil, UM 1 OTUECTBO (l'[pI/I HaJ'II/I‘-II/II/I), aapec MECTa JKUTCIIbCTBA
(I)I/I?»I/ILIGCKOFO Jiana, 3aperuCTpupoBaHHOTO B KaUCCTBC MHAUBHUYAJIBHOT'O Hpe,Z[HpI/IHI/IMaTeJIH)

3. 3agBuUTEND

4. Pemienue:
(YKa3bIBaIOTCS CBEJICHHUS 00 STHYECKOH 000CHOBAHHOCTH MPOBEICHUS

KIUMHAYECKUX NCIBITAaHUI MCIAUIIMHCKOI'O U3ACJIMA, IPUINHBI
IIpU MPUHATHU PCHICHUA O HCBO3MOXXHOCTHU IMMPOBCACHU A KIIMHUYCCKUX

WCTIBITAHUN MEIUITTHCKOTO M3ICIIHS)
[Ipencenarens coBeTa
(¢p.m.0.) (TToTHCH)
OKCHepThI
(¢p.m.0.) (Toamuch)



[Ipunoxenne

K ITocTaHoBjeHMIO [IpaBuTenscTBa
Poccniickoit denepanun

ot 30 Hos1iOpst 2024 1. N 1684

I[NEPEYEHDb . .
YTPATUBIINX CUJIY AKTOB [TIPABUTEJILCTBA POCCUNUCKOU ®EAEPALIMN

1. ITocranosnenue [IpaBurenscrBa Poccuiickoit @enepanuu ot 27 nexadbps 2012 r. N 1416 "O6
yrBepkaeHun [lpaBun rocymapcTBeHHOW peructpauuu MmeaunuHckux uzgenui” (CoOpanue
3akoHonarenbcTBa Poccuiickoit denepanuu, 2013, N 1, ct. 14).

2. Ilocranosnenue IlpaBurensctBa Poccuiickoit @enepaunu ot 17 okts6pst 2013 r. N 930 "O
BHECEHHH M3MEHEHHI B mocTaHoBiieHue [IpaButenbctBa Poccuiickoit @eaepannu ot 27 nekadps
2012 1. N 1416" (Cobpanue 3akononarenbctBa Poccutickoit @enepanuu, 2013, N 43, cT. 5556).

3. IloctanoBnenue IlpaButensctBa Poccuiickoit @enepauun ot 17 urons 2014 r. N 670 "O
BHeceHUU u3MeHeHuil B [lpaBuna rocyaapCTBEHHOW PETUCTPALMM MEAUIMHCKUX H3AeIui”
(CoOpanue 3akononarenscTBa Poccuiickoit denepannu, 2014, N 30, ct. 4310).

4. Ilocranosnenue IlpaButenbctBa Poccuiickont @eneparuu ot 10 despans 2017 r. N 160 "O
BHECEHUH M3MeHeHU B moctaHoBieHue [IpaBurenscTBa Poccuiickoit @eneparuu ot 27 nexadps
2012 r. N 1416" (Cobpanue 3akonomarensctBa Poccniickoit @enepanuu, 2017, N 8, cr. 1233).

5. Iocranosnenue IlpaBurensctBa Poccuiickoit @enepanuu ot 31 mag 2018 r. N 633 "O
BHECEHUU H3MeHeHul B [IpaBuia rocynapcTBEHHON perucTpalud MEIULIMHCKUX H3aenuit”
(Cobpanue 3axkoHonarensctBa Poccutickoit deneparuu, 2018, N 24, ct. 3523).

6. IlocranoBnenue IlpaButensctBa Poccuiickoit @enepanuu ot 18 mapra 2020 r. N 299 "O
BHECEHUHM H3MeHeHui B [lpaBuia TocynapCTBEHHOM pErucTpauud MEAUIWHCKUX W3Aenuil”
(Cobpanue 3axoHonarenscTBa Poccuiickoit deneparuu, 2020, N 12, ct. 1792).

7. Ilocranosnenue IlpaBurensctBa Poccuiickoit deaepanuu ot 1 centsops 2020 r. N 1335 "O
BHECEHUU H3MEHEHUs B NYHKT 2 IlpaBun rocynapcTBEHHOM pETHUCTpallud MEAMLIMHCKHUX
usnemmii”" (CoOpanue 3akoHoaarenbcTBa Poccuiickoit denepanuu, 2020, N 36, cT. 5637).

8. IToctanoBnenue IlpaButenscTBa Poccuiickoit denepanuu ot 24 Hos6ps 2020 r. N 1906 "O
BHECEHMU u3MeHeHuil B [lpaBuina rocyaapCTBEHHOM PETUCTPALMM MEAUIMHCKUX H3AeIui”
(CoOpanue 3akononarenscTBa Poccuiickoit denepanuu, 2020, N 49, ct. 7897).



Y TBEpKICHBI

nocraHoBjeHueM [IpaButenscTBa
Poccniickoit denepanun

otT 30 Hos1iOpst 2024 1. N 1684

N3MEHEHNA, . .
KOTOPBIE BHOCATCA B AKTBI IPABUTEJIBCTBA POCCUNUCKOU ®EAEPALINN

1. B nocranosnenun IlpaBurensctBa Poccuiickoit ®deneparnu ot 31 nexadps 2020 r. N 2467
"O0 yTBepKIEHUH MEepPEeYHs] HOPMATUBHBIX MPABOBBIX aKTOB M T'PYNI HOPMATHBHBIX MPABOBBIX
aktoB IlpaButensctBa Poccuiickoit ®denepanyy, HOPMATUBHBIX MPABOBBIX AKTOB, OTAEIbHBIX
MIOJIO)KEHUH HOPMATHUBHBIX IIPABOBBIX aKTOB W TPYNIN HOPMATHBHBIX IMPaBOBBIX aKTOB
(denepanbHBIX OPraHOB HCIOJIHUTENBHOM BIIACTH, MPABOBBIX AKTOB, OTHCJIBHBIX MOJI0XKEHUH
IIPABOBBIX AKTOB, T'PYII IPAaBOBBIX AKTOB HCIOJIHUTEIBHBIX W PacHOPSAUTEIbHBIX OpPraHOB
rocyaapctBeHHoU Biactu PCOCP u Coroza CCP, pemennii ['ocynapcTBEHHONH KOMHUCCUH TIO
paavodyacToTaMm, CoOAepXalux oOs3aTenbHble TpeOOBaHMS, B OTHOUIEHHMM KOTOPBIX HE
NPUMEHSIOTCS MosioxkeHus yacteil 1, 2 u 3 crateu 15 denepanbHoro 3akoHa "O6 00s3aTeIbHBIX
TpeboBanusix B Poccuiickoit ®enepamuu" (Cobpanue 3akoHomarenbcTBa Poccuiickoit
®enepaunn, 2021, N 2, ct. 471; 2022, N 23, ct. 3785; 2024, N 25, ct. 3505; N 33, ct. 5163; N
38, c1. 5651; N 40, ct. 5981; N 42, ct. 6257; N 44, c1. 6619):

a) B myHkTe 10 rudpset "637," HCKITIOUNTH;

0) B mepeyHe HOPMATHMBHBIX NPABOBBIX AKTOB M TPYII HOPMATHUBHBIX MPABOBBIX aKTOB
IIpaButensctBa Poccuiickoii ®enepanuu, HOPMATUBHBIX MPABOBBIX AKTOB, OTIEIbHBIX
MOJIOKEHUH HOPMATHUBHBIX MPABOBBIX AaKTOB M TPYIIN HOPMATUBHBIX THPABOBBIX AaKTOB
denepanbHBIX OPraHOB HCHOJHUTENBHON BIACTH, MPABOBBIX AKTOB, OTIEIBHBIX IOJOKEHUMN
MpPaBOBBIX AKTOB, TPYII MPABOBBIX AKTOB HCIOJHUTEIBHBIX M PACTIOPSAUTEIBHBIX OPraHOB
rocynapctBeHHoi Biractu PCOCP u Coroza CCP, pemennii ['ocynapcTBeHHOW KOMHCCHH IO
paamodacToTaMm, coAepXalmx oOs3arenbHble TpeOOBaHUS, B OTHOIICHHH KOTOPBIX HE
MIPUMEHSIOTCS TIoJIOXKeHus yacter 1, 2 u 3 crateu 15 ®enepanpHoro 3akoHa "O06 00s3aTeIBHBIX
TpeOoBanusx B Poccuiickoit ®eaepanun", myHKT 637 UCKIIOYUTD.

2. B a63arne BTopoM MyHKTa 6 M3MEHEHUH, KOTOpPbIE BHOCATCS B mocTaHoBNeHUe [IpaBuTenscTBa
Poccuiickoit ®@enepanun ot 31 nekadOps 2020 r. N 2467, yTBepkAE€HHBIX NOCTAHOBJIEHHUEM
[IpaButenscTBa Poccuiickoit @eneparuu ot 12 urons 2024 r. N 792 "O BHeceHUH U3MEHEHUI B
HekoTopble akThl [IpaButennbctBa Poccuiickoit ®denepanun" (CobpaHue 3aKOHOIATETHCTBA
Poccwuiickoit @enepanuu, 2024, N 25, ct. 3505), uudpst "637," UCKITIOYUTS.
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