NMPABUTEJIbCTBO POCCUNCKOMN
GEOEPALIUU

NMNOCTAHOBJIEHUE
oT 30 HOAGpPA 2024 r. N 1684

Ob YTBEPXXAEHUU NMPABUJI
rOCYSAPCTBEHHOW PETMCTPALMMN
MEOWUMHCKUX U3OENUA

(B pen. NoctaHoBneHun Mpasutensctea PO ot 13.08.2025 N 1206, oT
27.10.2025 N 1670, o1 30.12.2025 N 2214)

MpaBuTenscTBO Poccurickon @enepaumm nocTaHOBAAET:
MyHkT 1 gencreyet go 31.12.2028 (a63ay BTOpOH NyHKTa 7).

1. yTBep,D,I/ITb npunaraemble I'Ipanma FOCWJ,apCTBeHHOﬁ perncrtpaunn
MeOVLMHCKUX U3OENVIA.

INyHKT 2 gencTByet Ao 31.12.2028 (ab3ay BTOPOU NyHKTA 7).

2. TocypapcTBeHHaA perucTpauma MeauUMHCKUX WU3Oenuin, B TOM 4ducne
rocyaapCTBEHHaA pernctpauma MeguunHCKUX U3Nenmi ¢ HU3KOW CTENEHbIO
NOTEHUMANbHOr0 pucka WX MNPUMEHEHMA, B OTHOWEHUUN KOTOpPbIX
YCTaHOBJ/IEHbl OCOOGEHHOCTW rOCYAapCTBEHHOW perncrpaumm, BHeECeHue
N3MEHEHU B AOKYMEHTbI, Coaepykalumeca B PerncTpauMOHHbIX AOCbe Ha
MeOUUNHCKME u3nenuA, 3aABfIeHMA O KOTOpbIX MNpeacTaBfeHbl B
®epepanbHyto Cry>0y No Haa3opy B cdepe 30paBOOXpPaHEHWA OO0 OHA
BCTYN/EHMA B CWly HACTOALWEro MNOCTaHOBMEHWNA, OCYLLECTBNAIOTCA B
COOTBETCTBMM C TpeboBaHMAMM NpaBUN rOCyNapPCTBEHHOW perncrpauun
MEOUNUMHCKUX W30eNuin, OencTBOBaBLIMX OO0 [AHA BCTYNJEHWA B CuUny
HaCTOALLEro NOCTAHOB/EHMA.

PerncTpaunoHHble yooCTOBEPEHUA, BblOAaHHbIE HA MEeOUUUHCKUE U3Oenus,
npoweglume rocygapCTBEHHYIO PperucTpauuio Ha OCHOBaHUM 3afABfEHUA,
npenctasneHHoro B @epgepanbHyo cnyx6y no Hapsopy B cdepe
30paBoOXpaHeHnA OO0 OHA BCTynneHnAa B cuny [lpaBun, yTBEpXOEHHbIX
HacCTOAWMM MOCTAHOBMIEHMEM, LOEWCTBYIOT [0 BHECEHWA W3MEHEHUA B
cBefeHuA, cofepXXawuecA B PeecTpoBOM 3anucu rocynapCTBEHHOrO
peecTpa MeOUUMHCKUX U3JeNnuin U opraHusauuin (MHAUBUAYanbHbIX
npegnpuHUMaTenen), OCYyLWeCTBAAOWMX MNPOU3BOACTBO U U3rOTOBIEHUE
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MeaNUVHCKUX N3Oenun.

3. MepuumHckne opraHmsauum, COOTBETCTBYyKOWME TpeboBaHMAM K
MEANLMHCKNM OpraHm3aumAM, MNPOBOAALNM KJIMHUYECKME WCMNbITaHWUA
MEOUUMHCKUX WU30ENUNA, YTBEPXAEHHbIM B YCTAHOBJIEHHOM nopAgkKe, W
noaTesepavBlUMe Takoe cooTBeTcTBMe Ao 1 mapta 2025 r., yBeooMnAlT
depepanbHyto cnyx6y no Haasopy B cdepe 34paBOOXpaHeHUA
NOCPeACTBOM HanpasBneHuA nucbMa B agpec ykasaHHon Cnyxo6bl (Ha
6yMa>kHOM HOCUTENle HEenocpencTBEHHO, UNAU 3aKa3HbIM MNOYTOBbLIM
OTrpaBfieHNEM C YBEAOMSIEHNEM O BPYYEHUU, UK B POPME SNEKTPOHHOIO
OOKYMEHTa, NOAMUCAHHOrO YCUNEHHOW KBanuUUMPOBaHHOW 3N1EKTPOHHOMN
NOANUCBIO WAN YCUNIEHHOWN HEeKBanuuUUMPOBAHHOW 3N1EKTPOHHOWN
noanuckto, cepTudmrKaT Krroya NpoBEPKU KOTOPON CO3AaH U UCMONb3yeTcA
B WH(ppacTpykType, obecneymBarowen MHPOPMaLUOHHO-TEXHONOMMYECKOE
B3aumMogencteme MHPOPMALMOHHBLIX CUCTEM, WCNOMb3yeMblX ANA
NpeaoCcTaB/ieHUA FOCYyAapCTBEHHbIX W MYyHUUMUMANbHbLIX YCAyr B
9NeKTPOHHON ¢hopme, B YycTaHoBneHHOM [lpaBuTensctBoM Poccuinckon
Pepepaumn nopAanke, Ha ANEKTPOHHbIM agpec depepanbHOM CRyX6bl Mo
Han3opy B cdepe 3apaBooxpaHeHuMA) oo 1 ceHTAbpAa 2025 r. o
COOTBETCTBMUN TPeboBaHMAM, YCTAHOB/IEHHbIM MOANYHKTOM "e" nyHKTa 6 u
(vnn) nognyHkToM "O" nyHkTa 7 [lpaBun, yTBEPXOEHHbIX HACTOALLMM
NOCTaHOBIEHNEM.

4. MpusHaTb yTpaTmBwWMUMKU cuny akTbl [MpaBuTenbctBa Poccuiickoi
depnepaumm No NEPEYHIO COrNACHO MPUTOXKEHMIO.

5. YTBepamTb npunaraemble M3MEHEHUA, KOTOPbl€ BHOCATCA B aKThbl
MpaButensctBa Poccumckon depepaunn.

lyHKT 6 gencrtByetr Ao 31.12.2028 (ab3ay BTOPOU NyHKTa 7).

6. PeanmsaumAa nonHomMo4un, npeayCcCMOTPEHHbIX HaCTOAWUM
noctaHoBneHnem, ocyuwectenaetcA degepanbHon cny>60M No Haas3opy B
cthepe 3ppaBooxpaHeHWA B npepenax yCcTaHOBMeHHOW [lpaBUTeNbLCTBOM
Poccuiickon ®epepaunn npenenbHOM YMUCNEHHOCTM ee pPaboTHUMKOB, a
TakXe OlOXETHbIX acCUrHoBaHU, NpeayCcMOTPEeHHbIX depepanbHou
cny>xbe no Hansopy B cdepe 30paBOOXpPaHEHUA Ha pPYyKOBOACTBO U
ynpasneHue B cpepe YCTaHOBNEHHbIX OYHKLNN.

7. HacTtoAwee nocTtaHoBneHwe BCcTynaet B cuny ¢ 1 mapta 2025 r., 3a
ncknyeHneMm nognyHkTta "e" nyHkta 137 [lpaBun, yTBEpP>XAEHHbIX
HACTOALLMM NOCTAHOBJIEHMEM, KOTOPbIN BCTynaeT B cuiy ¢ 1 ceHTAbBpA 2026
r. (8 pea. NoctaHoBneHuA Npasutensctea PO o1 13.08.2025 N 1206)

MMyHKTbI 1, 2 1 6 HacToAWero noctaHoBneHua v lNpasuna, yTBepXaeHHble
HaACTOALWMM MOCTaHOBNEHNEM, genctsytoT Oo 31 gekabpa 2028 r., 3a
NcKNto4YeHneMm nyHkKToB 63, 87 wn 101 ykasaHHbix [lpaBun, KoOTOpble
aencteytoT oo 31 gekabpa 2025 r. (B pen. NoctaHoBneHua MpaButenscTea
P® o1 30.12.2025 N 2214)

lNpencepnarens lNpaButenbcTBa
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Poccuiickon ®enepaumm
M. MULLYCTUH

YTBEP)X/[JEHbI

noctaHosneHnem lNpaButenbcrea
Poccuiickon ®epepaumm

oT 30 HoA6pAa 2024 r. N 1684

lpaBuna genctByloT Ao 31.12.2028 (ab63aL BTOpOM NyHKTA 7).

NMPABUINA TOCYOAPCTBEHHOM
PEMMCTPALMU MEOUUVNHCKUX N3OENTUN

(B pen. NoctaHoBneHua MNpasutenbctea PO ot 13.08.2025 N 1206)

. O6wme nonoXxxeHud

1. HactoAwwne [lpaBuna ycTaHaBnuBalT NOPALOK rOCYyAapCTBEHHOMN
perucTpaunum MeauuMHCKUX W3Aenni, nognexawmx obpaweHuto Ha
Tepputopun Poccuinckon @epepaunm (panee - MeanumHCcKue n3oenunsa).

2. [ocypapcTBeHHOW pervcTpauum nopgnexart nobble MHCTPYMEHTHI,
annapatbl, npubopbl, obopyooBaHwe, MaTepuanbl U MNpoyvne Us[enva,
NPUMEHAeMble B MEOULUMHCKUX LenAX OTAENIbHO WM B COYEeTaHUn mexay
cobon, a TakXke BMeCTe C APYrMMU MPUHAONEXHOCTAMU, HEOBXOoANMbIMU
ONA MPUMEHEHNA yKa3aHHbIX W3aennnh no Ha3HavyeHwuto, BKJIo4YanA
cneunanbHoe nporpamMmHoe obecneyeHue, U npenHa3HaYeHHble
npoussoguTenem (U3rotoButenem) nnaa npopunakTuky, OUarHOCTUKW,
nevyYeHnA M MeguuMHCKOW peabunutaumn 3aboneBaHuin, MOHUTOPUHra
COCTOAHMA opraHm3ma 4yenoseka, nNpoBefeHUA MeAUUUHCKUX
nccnegoBaHn, BOCCTAHOBEHUA, 3aMeLLeHUA, U3MEHEHNA aHaTOMUYECKOWN
CTPYKTYpPbl Un ON3N0NOrMYecKnx OyHKUNW opraHnama, npeaoTspaleHus
U npepbiBaHNA 6epeMeHHOCTU, (PYHKUNOHANIbHOE Ha3HayYeHue KOTOpbIX
He peannsyeTcA nyTem papmakonorn4eckoro, WUMMYHOSIOrMYeCcKoro,
reHeTMyeckoro unm metabonmyeckoro BO3OEWCTBUA Ha OpPraHuU3m
Yyenoseka.

Ha Tepputopumn Poccumckon depepaumm He perucTpupyroTca MeguUmnHCKmne
n3penunA, ykasaHHole B 4actu 5 ctatbn 38 depepanbHoro 3akoHa "O6
OCHOBax OXpaHbl 340poBbA rpaxxaaH B Poccurckon degepaumn.

3. N'ocypnapcTBeHHaA permcTpauna MeomUMHCKUX U30enMn ocyLecTBnAeTcA
depepanbHoON cny>6or NO Han30py B cepe 3aopaBooOXpaHeHWA (panee -
PEerncTpupyoWwmin opran).


https://normativ.kontur.ru/document?moduleId=1&documentId=503802#l12
https://normativ.kontur.ru/document?moduleid=1&documentid=501059#l9
https://normativ.kontur.ru/document?moduleid=1&documentid=476634#l1639

4. B HacToAwwmx [NpaBunax ncnonb3ytoTcA cneaytowe OCHOBHbIE NOHATUA:

"6e3onacHOCTb MeAUUMHCKUX usgenun" - OoTCyTCTBME HedomnyCTUMOro
pucka, CBA3AHHOMO C MPUYMHEHWEM Bpeaa XU3HW, 300pPOBbIO Yenoseka n
OKpYy>KaroLleun cpeae;

"nokasaTenbHble MaTepuanbl npou3BoamTenA (M3roToBUTEnNA)
MeONUMHCKOro mnagenuna" - pgokasaTesnbHble MaTepuanbl (OOKYMEHTbI)
nponssoauTenAa (M3roToBUTeNA) MEeOUUMHCKOrO u3penna WM MHOW
opraHusaumu, cogepykawme pesynbTaTbl UCMbITAHUN B LENAX onpeaeneHns
KayectBa M 6e30MacHOCTM MEeOUUMHCKOro wusnenud, COOTBETCTBUA ero
xapakTepucTnk (cBoucTB) TpeboBaHMAM HOPMATUBHOW [OOKYMeHTauuw,
TEXHWYECKON W 3IKcnnyaTauMOHHOW [OKYyMeHTauum npoussoauTenAa
(nsrotoBuTENA) U (MNN) UCCNEOOBaHUKA C LENbIO OLEHKU 61OoNornd4eckom
6e30MacHOCTN MeOULIMHCKOro U3genusa, a Takxke 060CHOBaHWe BblOPaHHbIX
MeTOO0B, MX BalIMAHOCTW, MO3BOMAIOWME OLEHUTb NMPUMEHAEeMble MeToabl
(MeToaMKM) N NepeveHb UCMOb3yeMOro UcnblTaTeslbHOro 060pyaoBaHUA;

"3aABuTeNb" - NpoM3BOaUTENb (M3rOTOBUTENb) MEAULUNHCKOrO U3genua nunm
YNONTHOMOYEHHbIN NpeacTaBnTeNb Npou3BoanTensa (U3roToBUTENA);

"eOuHbIN NUYHBIN KabuHeT 3aABuTena" - noacucTtemMa eguHOro NMYHoro
kabuHeTa 3afABuTeNA B pefepasnbHON rocyaapCTBEHHON MH(OPMALMOHHON
cucteme "EOMHBIN nopTan rocyaapCTBEHHbLIX WM MyHMUMNASbHBLIX YCAyr

(byHKUMIA)";

"eANHbIN NNYHBLIN KabuWHeT MeaMUMHCKOW opraHusauumn" - nogcuctema
€ONHOro NIMYHOro KabmHeTa MeOVUMHCKOM opraHusauun B hepepanbHou
rocynapCTBeHHONW WHMopMauuoHHOM cucteme "EAQuHbIN nopTan
rocy0apCTBEHHbIX U MyHUUMNAabHbIX YCryr (PyHKUMA)";

"KayecTBO MeOWUWMHCKOro mspenuna" - COBOKYMHOCTb CBOWCTB WU
XapakTepUCTUK MEeOUNUMHCKOro U3fenuna, BAUAKOWMX Ha ero CrnocoBbHOCTb
OEenCcTBOBaTb MO Ha3HAYEHWIO MPU YCIIOBMM COOTBETCTBUA TpeboBaHUAM
HOPMATMBHOMW [OOKYMEHTauun, TEeXHUYECKOM M IKcnayaTauMoHHOWN
OOKyMeHTaumm npoussoguntena (uarotosutenda). [log HasHayeHuem
MEeOVLUNHCKOro u3nenma noHMMaeTCA pelweHne npoums3sBoaouTenAa
(n3roToBUTENA) B OTHOLUIEHMWM LIENEBOr0 MCMNOSb30BaHMA MEOULMHCKOro
n3nennAa, OCHOBaHHOE Ha ero cneunmduyeckux cBonUCTBax,
obecrneymBalOWnMX OOCTUXKEHME LeNen MeaULMHCKOrOo NPUMEHEHUA, U
OTpaXeHHOe B TEXHWYECKOM M IKcnayaTauMOHHOW AOKyMeHTauuu
nponsBoguTena (M3roToBUTENA);

"KNuHn4Yeckne wucnolTaHnAa" - paspaboTaHHOEe W 3aniaHUpoOBaHHOE
cucTemaTmyeckoe mnccnegosaHve, NpeanpuHATOe B TOM YUCHe C yYacTUeM
yenoBeka B KavecTBe cybbekTa, ANA OUEHKM 6e30nacHOCTU U
APPEKTUBHOCTU MEANLIMHCKOIO N3OENUA;

"Mopoenb (Mapka) MeguuuHCKOro msgenua" - BapuaHT WUCNOJSIHEHMA
MEeOWULWHCKOro WN3[enuA, XapakTepusylwunca onpeneneHHbiMu
KOHCTPYKTUBHO-TEXHONMONMYECKNMUN PELWEHNAMU U KOHKPETHBIMMU
3Ha4YeHNAMU NokasaTenen ero uenesoro (PYHKUNOHAIbHOI0) Ha3Ha4vYeHuA;

"HopMaTMBHaAA [OKYyMeHTauuAa" - OOKYMEHT, perfameHTupyowmnn
TpeboBaHuA 6e30MacHOCTM, KadyecTBa, a TakXe npepnosiaraemyio



3(hHEKTMBHOCTb NPEAYCMOTPEHHOrO MPUMEHEHMA U MEeToAbl KOHTPONA
COOTBETCTBMA MEAULMHCKOro u3penusa 3Tum TpeboBaHuAm. CocTtas
CBEeLEeHNI, yKasblBaeMblX B HOPMaTUBHOW [OOKYMEHTauuu, yTBep)KpaetcA
PErUCTPUPYIOLLMM OpraHoM;

"NpuHapnexXHocTh" - nagenne, He ABNAKOWEECA MEOULUVMHCKUM U3OENNEM,
onpeneneHHoe ero npousBoAUTENEM ONA COBMECTHOrO MPUMEHEHUA C
OOHUM NN HECKOJTIbKUMN MEeANLMHCKUMN U3OENTMAMM NP UCMOSb30BaHNN B
COOTBETCTBUU C NX HA3HAYEHMEM;

"npoussoanTens (M3roTOBUTENb) MEOUUUMHCKOro m3genua" opuanyeckoe
AMUO WM 3aperucTpmMpoBaHHOE B KayecTBe MHAUBUAOYANbHOTO
npegonpuHuMaTena (uU3nyeckoe nuuUo, OTBETCTBEHHbIE 3a pas3paboTky Wu
N3roTOB/IEHNE MEOMUMHCKOro M3Oenva, aenawwme ero [OCTYMHbIM OsA
MCNONb30BaHMA OT CBOEro MMEHW He3aBUCMMO OT TOro, paspaboTaHo u
(M) N3roToBNEHO MEOVLMHCKOE n3genue 3TUM ANLOM UM OT €ro MMEeHU
Apyrum nuuom (niMuamu), 1 Hecylwme OTBETCTBEHHOCTb 3a 6e30MacHOCTb,
KayecTBO N 3PPEKTUBHOCTb MEOULIMHCKOIO U3OeNuna;

"npon3BoacTBeHHaA nnowanka" - TeppuTopuanbHO 060CO6SEHHbIN
KOMNNEeKC, npefHa3Ha4YeHHbll ONnA BbINOSIHEHMA BCero npouecca
NPOM3BOACTBA MEAMLIMHCKOro U3genna nnn ero onpeneneHHbIX CTagni.

Mon onpepeneHHbIMn ctagnaMmn nNpom3BoaocTBeHHOro npouecca
NOHMMalOTCA:

N3roTOBNEHNE BCEro MEOUUVHCKOrO U3AennA WUAN ero OCHOBHbIX G/10KOB,
KpOMEe OCHOBHbIX 670KOB, ABMAKWNXCA MEAUUNHCKUMU WN3[ENNAMMU,
3aperncTpupoBaHHbLIMW B YCTAHOB/IEHHOM MOpPAOKE Ha TeppuTopumn
Poccurickon ®epepaunun, B TepputopmnanbHO 060CO6MEHHbIX KOMMeKcax,
BXOOALMX B OPraHn3auMOHHYIO CTPYKTYpY Npou3BoauTena (M3rotoBuTeNA)
MeOULUMHCKOro n3aenus;

M3roToBneHMe no [orosopamMm CO CTOPOHHUM nNpou3BoAUTENEM
(noopAagYnKoM) BCEro MeguuMHCKOro M3gennA UM ero OCHOBHbIX 6/10KOB,
KPOMe OCHOBHbIX 6510KOB, ABMAOWUXCA MEOUULMHCKUMWN U3OENTUAMN,
3aperncTpupoBaHHbLIMW B YCTAHOB/IEHHOM MoOpAAKe Ha Tepputopuu
Poccuiickon ®epepaumu;

crepnnn3auma MegunumHCKoro msanennA (,EI,J'IFI MEOUUMHCKUX WN3OENnNN,
BbilNyCKaeMbIX B CTEPUJIbHOM BI/I,D,e);

MapKupoBKa MEeOUUUNHCKOro m3genuA (Npu OCYLLEeCTBIEHUN MapKUPOBKMU
nponssoguTenemM (U3roToBUTENEM) MEANLVMHCKOIO U3AENNA).

Mon, OCHOBHbIMK GI0KaMM MOHUMAKOTCA U30EeNNA, KPOMe 3anacHbIX YacTel
MeOULUUNHCKOro W3genua, BbiMyckaeMble B obOpalleHne OT MMEeHMU
nponssoanTena (M3roToBMUTENA) PerucTpUpyemMoro MeamumMHCKoro nsnenuvs,
MEeXaHNU4YeCKM He CBA3aHHble C APYrMMM OCHOBHbIMM 61oKamwu
MEeONLUNHCKOro un3nenua npu nocTaBke MeOoUUMHCKOro u3nenna u
obecneuymBawwme QYyHKUMOHMPOBAHNE MEAUUMHCKOro usnenua B
COOTBETCTBUM C Ha3HAYEHNEM.

[MponssoacTBEHHOW NNOWAOKON MEOULMHCKUX U3OENNIA HE MOTYT ABNATLCA
30aHue, COOpY>XXeHue, NoMeLLeHne C HasHavYeHneM ">xunnoe";



"perncTtpaunoHHoe aocbe" - KOMMMAEKT OOKYMEHTOB, npeacTaBfiAeMbli
3afABuUTENeM OJ1A rocyaapCTBEHHOW pernctpaumn MeauuuHCKOro Mspenvs,
BHECEHNA W3MEHEHUA B Takue [OKYMEHTbl, OTMeEHbl rocyaapCTBEHHOW
perncTpaunn MeguunHCKOro U3genua, a Takxke Konmm pewweHnin, NpUHATLIX
perncTpupyrowmm opraHom wn depnepanbHbiM FOCYyAapCTBEHHbIM
6I0MKETHBIM yYpEeXXAEHNEM, HAXOOALWMMCA B BEAEHUU PErucTpypyrowero
opraHa (ganee - 9KCMNepTHOE YYpexOeHwe), B OTHOLWEHUN KOHKPETHOro
MeONLNHCKOro n3nenua;

"perncTpaunoHHbIi HOMEpP MeAUUMHCKOro usgenma" - KopooBoe
o603Ha4yeHne, npuceamBaemMoe MeOULUMHCKOMY WU3OeNnto npu ero
rocynapCTBEHHOW permcrtpauuu, nog KOTOPbIM OHO BHOCUTCA B
roCyAapCTBEHHbI peecTp MeAMUMHCKUX u3nenmm un opraHmsauunmn
(MHOuBUAYanbHbLIX NpeanpuHUMaTenen), ocyLwecTBAAWMX NPON3BOACTBO U
N3roToBfIEHNE MeOMUNHCKUX N3gennin (oanee - rocynapCcTBEHHbIVM peecTp),
N COXpaHAEeMOoe HENM3MEHHbIM Npu obpalleHn MeanuuUMHCKOro n3aenus;

"TexHn4yeckana [OKyMeHTauumA npoussoauTena (M3rotToBuUTenA)
MeOUUVHCKOro mnagenua" - O0KYMEHT (QOKYMEHTbI), pernameHTUpYoLWmii
KOHCTPYKLUMIO MeOULUMHCKOro u3genud, yCTaHaBIMBalOWUKA TexXHUYeckume
TpeboBaHNA 1 copgepXXawun AaHHble OfiAa ero paspaboTku, NPOU3BOACTBA,
NPUMEHEHUA, 3KcnyaTaumn, TEeXHUYecKoro OO6CNy>XMBaHWA, PEMOHTA,
yTUNN3aUUU NN YHUYTOXEHUA;

"TexHn4eckme MCnbITaHNA MeaOUUMHCKOro usgenuA" - ucnbiTaHnA C uenblo
onpepernieHnA Kayectsa M 6e30MacHOCTM MEOAULMHCKOro uapenusd,
COOTBETCTBMA €ro XapakTepucTuk (CBOWUCTB) TpeboBaHMAM HOPMATMBHOM
OOKYMEHTaUUN, TEXHUYECKOM U IKCnayaTauMOHHOMW AOKYyMeHTauum
npomnssoauTenAa (M3roToBUTENA) U MPUHATUA MOCNEnyLWEro peweHna o
BO3MO>XHOCTU MNPOBEAEHNA KIIMHUYECKUX WCMbITaHUIA, NPOBEOEHHbIE B
aKKpeaonToOBaHHOW B HaUMOHaNbHOW CUCTEME akKpegutTauumu
ncnolTatenbHonm nabopatopuun (ueHTpe) ¢ ydyetom obnactm ee
akkpeguTaumu;

"ToKcukKonornyeckme wuccnepgosaHua MegununMHCKoOro mnapgenuna'
nccnenoBaHMA B LEeNAX OUEHKU buonormyeckom 6e3onacHoOCTU
MEeONUMHCKOro u3genuAa M NPUHATUA MOocneaylwero peweHuA o
BO3MOXHOCTU MPOBEAEHUA KIMHUYECKUX WCMNbITaHUW, NPOBEOEHHble B
aKKpeonToBaHHOW B HauMOHaNbHOW CUCTeMe akKkpeguTauumu
ncnoltatenbHonm nabopatopuun (ueHTpe) ¢ ydyeTtom obnactm ee
akkpeguTaumu;

"YNONMIHOMOYEHHbIA NpeacTaBuTeNlb Npou3BoauTenA (M3roToBUTENA)
MeOUUMHCKOro n3genua" - topyuguyeckoe Nuuo Unm 3aperucTpupoBaHHoe B
KayecTBe WHAOAMBMAYyanbHOro npeanpuHumMmartena dQuanveckoe nnuo,
ABnAlowWwmeca pesmgeHtTamm Poccuinckon depepaumn, YNONHOMOYEHHbIE
npounssoguTenem (U3roToBUTENeM) MeouUMHCKOro M3genuA NpeacTaBnAaTb
ero WHTepecbl Mo Borpocam obpalweHua MeaUUVHCKOro m3genua Ha
Tepputopun Poccuinckon degepaumm, B TOM YMcnie No Bonpocam npouenyp
OLEHKWN COOTBETCTBMA M rOCYyAapCTBEHHON perncTpauunu;

"aKcnnyaTtauMoHHaA [OOKyMeHTauuA npousBoauTena (M3roToBUTeNA)
MeOVUMHCKOro nagenua" - JOKYMEHT (OOKYMEHTbI), NpeAHa3HauYeHHbI anA



O3HaKOMJIEHUA MOTPebuTenA C KOHCTPYKUMen MeOUUUHCKOro W3aenvs,
pernaMeHTUpYoLWNiA YCNOBUA U NpaBunia aKcnayaTauum (MCcnosib3oBaHue rno
Has3Ha4YeHUIo, TeXHMYeckoe 06CNy>XXMBaHWE, TEKYLUNA PEMOHT, XpaHeHue w
TpaHCNopTUpoOBKa), rapaHTUpPOBaHHbIE MNPOU3BOAUTENEM (M3rOTOBUTENEM)
3HA4YEeHNA OCHOBHbLIX NapaMeTpPoB, XapaKTEePUCTUK (CBONCTB) MEANLIMHCKOro
n3nenuAa, rapaHTuiHble 06A3aTenbCTBa, a TakXe CBeAeHuMA O ero
YTUAN3aUUn UM YHUHTOXEHUU;

"9NeKTPOHHbIN KabuHeT 3aABuTena" - CepBUC B aBTOMATU3MPOBAHHOM
MHPOPMALIMOHHON CUCTEME PErMCTPUPYIOLLEro opraHa B MH(OPMaLMOHHO-
TeNneKoMMyHuKaumoHHon ceTtun "WHTepHeT" (manee - ceTb "WIHTepHeT"),
NO3BONAKWNNA 3aABUTENIO NOCNEe MNPOXOXAEHMA npouenypbsbl
noeHTUpuKaumMn N ayTeHTUupmukaumm OcCyWeCcTBNATb B3aUMOOENCTBUE C
pPerncTpupyowmMm OpraHoM, a Tak>Xe MNosy4YnTb OOCTYyN K CBefeHUAM W
OOKYMeHTaMm, cofepxkawmmcA B perucTtpaumMoHHOM [OCbe, B Criy4vasx,
npenycMOTPeHHbIX HacToAwuMn Npasunamu;

"aneKkTpoHHbLIN 0b6pa3 [oKymeHTa" - OOKYMEHT Ha OymaXHoM HocuTene,
npeobpa3oBaHHbI B 3NEKTPOHHYO OpMy MyTeM CKaHMpOBaHWUA C
COXpaHeHeM ero peKB1U3nNTOB;

"aphpekTUBHOCTL MeanUMHCKOro magenua" - CnocobHOCTb MeAULMHCKOro
n3pgennA COOTBETCTBOBATb Ha3Ha4YeHWUIO, YCTAHOBJIEHHOMY
npoussogutTenem (unarotosutenem). OPEPEKTUBHOCTb MEAULMHCKOro
N3nenua NoATBEPXAaeTCA NPaKTUKOW KIIMHMYECKOrOo MPUMEHEHWA, B TOM
Yncne KIMHNYECKUMN UCTIbITaHUAMN.

5. NocypapcTBeHHaA pernctpauma MeauUUHCKUX N3nennin, NnoaTBepXaeHme
3(pPeKTUBHOCTN KOTOPbIX TPebyeT NpoBeaAeHUA KIIMHUYECKUX UCMbITaHU C
y4yacTnem 4ernioBeka W NosydeHWA paspelleHunA perncTtpupyrowero opraHa
Ha NpoBefeHne KITMHNYECKNX UCMbITaHW, OCYLLECTBIAETCA B COOTBETCTBUN
C NyHKTamu 63 - 86 HacToAwwmxX [NpaBun.

[ocypapcTBeHHaA perucTpaumA MeauuuHCKUX U3Oenun, noaTeepXxaeHue
9P PEKTUBHOCTN KOTOPbLIX He TpebyeT npoBedeHUA KINHUYECKUX
MCNbITAHUW C y4vyacTUeM YenoBekKa WM MOoNydYeHUA paspeleHun
perncTpupytowero opraHa Ha nposefeHne Takux KIMHUYECKUX UCTIbITaHUM,
OCYLLECTBNAETCA B COOTBETCTBUM C NyHKTamu 87 - 100 HacToAwwmx Npasun.

BHeceHne M3mMeHeHWn B OOKYMEHTbI, coaepkalimecA B perucTpauyioHHOM
A0Cbe, OCYLLEeCTB/AETCA B COOTBETCTBUN C NyHKTamn 112 - 118 HacToAwmX
[MpaBun B OTHOLEHUN N3MEHEHWI, HE TPEBYIOLWLMX NPOBEOEHMA SKCNEPTUSbI
KayecTBa, aPPEKTUBHOCTN U 6€30NacHOCTN MEeOULMHCKOro U3genuvd, N B
cooTBeTCTBMM C nyHKTamu 120 - 133 HacToAwwmx [NpaBun B OTHOLIEHUU
M3MEHEeHUN, TpebylwWwnx NpoBeOeHUA I3KCNepTU3bl KadecTsa,
3PPEKTUBHOCTU N 6GE30NACHOCTU MEANLIMHCKOrO N3nennA.

BHeceHne M3MeHeHWn B OOKYMEHTbl, coaepXalmecA B peructpauyioHHOM
OOCbe, Ha nporpaMmHoe obecneyvyeHne C MNPUMEHEHUEM TEXHONOorum
MCKYCCTBEHHOr0 WHTesNieKTa, fABNAolWeecA MeaAUUVHCKUM u3genunem,
OCYLLEeCTBNAETCA B COOTBETCTBUN € NyHKTamn 112 - 118, nnun 120 - 133, nnu
135 n 136 HacToAwmx [Npasun.

Focy,u,apCTBeHHaﬂ pernctpauna mMeanumnHCKUNX n3genumn npoBoaAnTCA Ha



OCHOBaHUM pe3yNbTaToB TEXHUYECKUX WUCMbITaHUNA, TOKCUKOMOrNYeCKUX
nccnenoBaHMm, KNVHUYECKUX UCTMbITaHUK, NpeacTaBnArwmx cobomn opmbl
OLEHKWN COOTBETCTBUA MEOULMHCKNX U3OeNun C y4eTOM Knaccudumkauumm B
3aBUCMMOCTW OT NOTEHUMANbHOrO PUCKa UX NPUMEHEHWA, MHCNEKTUPOBaHWA
NPOM3BOACTBA, aHanu3a [gokasaTesibHbiX MaTepuanoB nNpou3BoAnTensa
(n3roToBUTENA) MEONUMHCKOro W3AeNnnAa, 3KCNepTu3bl KavecTBa,
ahpekTUBHOCTN N 6e30NacHOCTN MeOULUUHCKUX U3OEeNMh C y4eToM
Knaccuukaumm B 3aBUCUMOCTM OT MNOTEHUMANBHOMO pYCcKa UX NPUMEHEHNA,
a TakXe UCMbITaHUW B LENAX YTBEepXOEeHUA Tuna CpeacTB usMmepeHun (B
OTHOLUEHN MEONLMHCKUNX N3LAENNIA, OTHOCALLMXCA K CPeacTBaM N3MEPEHWNI
B cdyepe rocynapCTBEHHOrO perynmpoBaHuAa obecrneyeHnAa eaunHCcTBa
M3MEPEHNN, NepeyYeHb KOTOpbIX yTBepXxaaetcA MuHMCTEpCTBOM
3apaBooxpaHeHna Poccuickon depepaumn).

6. KnuHunyeckne wucnbiTaHNA MEOUUMHCKUX U3OEeNnuiA (3a UCKITHYEHUeM
MEeAUUNHCKUX W3genuin gnA QOuarHocTuku in vitro) npoBogATcA B
MeANLMHCKNX OpraHn3aumax, oTBevaoLwmx cneayowmm Tpe6oBaHNAM:

a) Hanmyue NULEH3UM Ha OCYLEeCTBNeHNne MeOULUUHCKOW OeATENbHOCTU C
ykaszaHuem nepeyHA paboT (ycnyr), COCTaBMAAKWUX MeOULUHCKYIO
AEeATEeNbHOCTb, UCXOAA W3 Ha3HayeHUA u obnacTu MNPUMEHEeHUA
MeONUNHCKNX U3AENNIA, B OTHOLLIEHUN KOTOPbIX NPOBOAATCA UCMbITaHWUA,

6) Hannume B YyCTaBe MEeOULMHCKOW opraHm3aumn cregyowmx BUAOB
[EeATENbHOCTH:

Hay4HaA (Hay4YHO-UccrnegoBaTeNbckan) AeATEIbHOCTb;
NpoBeAeHNe KIMHNYECKNX UCTIbITAaHUA MeAULIMHCKUX N30eNnnii;

B) Hann4me oTaeneHuA (nanatbl) UHTEHCUBHOW Tepanum U peaHnmauuu (B
cny4yae npoBefeHUA KIMHUYECKUX MCMNbITaHUN MEeOVUMHCKUX U3Oenun C
y4yacTueM 4enoBeka B KayecTBe CcybbeKkTa, OTHOCALWMXCA K Knaccam 26 u 3
B 3aBUCUMMOCTU OT NOTEHUMASIbHOIO pUCKa NPUMEHEHUA);

r) obecrneyeHne 3awmTbl KOHPUOEHUMANBHON UHGOPMaLNK;

[) HanMyne cTaHAapTHbIX OMnepauMOHHbIX MPOLEAyp, pPernaMeHTUpYoLWmX
npoBeAeHMNEe KIMHUYECKUX WCMbITAHUN MeAVWULUHCKUX WU3LEeNuUn,
OXBaTbIBaAKOLLMX B TOM YMCNE:

KBanudukaunoHHble TpeboBaHnA 1 0bydeHne nepcoHana;
B3anMOOENCTBME C KOMUTETOM MO 3TUKE;

nony4yeHne NHPOPMNPOBAHHOIO COrnacus;

NopAAOK NPOBeAeHNA KITMHUYECKNX UCMbITaHUI;

BedeHMe N y4eT OOKYMEeHTaunu KINMHUYECKOro UCMbITaHWUA;

npoueaypsbl, CBA3aHHbIE C CO3aHMeEM 1 Bepudmnkaumen Habopa AaHHbIX AnA
npoBeOeHNA KIMHUYECKUX WUCMbITaHUMA nNporpamMMHOro obecneyeHnA C
NPUMEHEHNEM TEXHOMOMMN UCKYCCTBEHHOrO WHTENNeKTa, ABMAtoLeroca
MeaNUVHCKUM n3genuem (B cnyyae npoBefeHna Taknx UCTbITaHNn);

e) obecnevyeHne BHECEHMA CBEOEHUMA O npoeeneHHblIX WUCNbITaHUNAX,
BK/1tO4aA cBeaeHnA O BblAAaHHOM aKTe OLUEeHKU pe3ysibTaToB KJIIMHUYeCKUX



NCNbITAHWIA, B aBTOMaTU3MPOBAHHYI WHMOOPMALUOHHYIO CUCTEMY
PEerncTpupyloLero opraHa B nopAaKe, YCTaHOB/IEHHOM PerncTpupytolmnm
opraHowm;

)K) Hann4dyme y cneunanncrtoB MEeOULNHCKOW opraHmnsauumm,
HenocpencTtBeHHO npoBOAAWKMX npouenypbl, CBA3AHHbIE C KJIMHUYECKNMU
ncnbiITaHUAMNU, NN NMPpUNHNMaAKLWKMX peleHnA, cBA3aHHble C KITMHUYeCKNMU
ncnblITaHMAMKM, BbiCWLEero MeamumnHCKoro 06pasoBava no cneunanbHOCTUN B
COOTBETCTBUM C 06NacTbl0 MEeAULMHCKOro npuMmeHeHna mMegunumHCKOro
nsgoenna.

7. K MegmuuHCKnM opraHmsaumam, npoBOSALUMM KIMHUYECKUE UCMbITaHUA
MEOUUMHCKUX un3genuin gnA OUarHocTUKW in vitro, npegbABNAKOTCA
cnepyouwme TpeboBaHuA:

a) Hanuune NUUEH3UU Ha ocyLecTBNeHne MeaVUMHCKON OeATENbHOCTU Mo
nabopaTopHOM ANarHoCTUKE N KIIMHUYECKOW 1abopaToOpHON ANArHOCTUKE;

6) Hannume B YyCTaBe MeOULMHCKOW opraHm3aumn cregyowmx BUAOB
JeATeNbHOCTU:

Hay4HasA (Hay4YHo-uccnegoBaTesibCckan) OeATENbHOCTb;
NpoBeAeHNE KIMNHNYECKNX UCMbITAHNA MEANLMHCKUX N3LAENNIA;
B) obecneyvyeHne 3awmTbl KOHPUAEHUMAaNbHOW NHopMaLmK;

r) Hanmume cTaHAAPTHbIX OMepauMoOHHbIX NMpouenyp, PernameHTUPYIoLMX
npoBeAeHNEe KJ/IMHUYECKUX WUCNbITAHUA MeOUUUHCKUX W3Oenun,
OXBaTbIBAKOLNX B TOM YMCNE:

KBanngmkKaunoHHble TpeboBaHnA 1 0bydeHne nepcoHana;
NOPALOK NOBEPKN N KannbpoBku 060pyaoBaHuS;
NOPAAOK NPOBEAEHNA KITMHUYECKNX UCTIbITaHWIA;
BeJEeHNe N y4eT AOKYMEHTaUUN KIMMHNYECKNX UCMbITaHUI;

n) obecneyeHwe BHECEHWA CBeAEHUW O MNPOBEOEHHbIX KIMHUYECKNX
MCNbITAHWAX, BKNIOYAA CBEAEHMA O BblOAHHOM aKTe OLUEHKU pe3ynbTaToB
KIVHUYECKUX UCMbITaHU MeAMUMHCKOro U3genua oA AMarHoCTUKM in vitro,
B aBTOMaTU3UPOBaHHYIO WHMOPMALNOHHYIO CUCTEMY PEerucTpupyroLLero
opraHa B nopAgke, yCTaHOBIEHHOM PerncTpupyowmmM opraHoM;

€) Hanm4me y crneumanncToB MeaULMHCKON opraHMsaunm, HenocpeacTBEHHO
NPOBOAALLMX MpoLeaypbl, CBA3AHHbIE C KITMHUYECKMMWN UCTIbITAHUAMMW, UK
NPUHUMAIOWNX PEeLIEeHNA, CBA3aHHble C K/IMHWUYECKUMW WCMbITaHUAMM,
BbICLLEr0 MeAMUMHCKOro obpasoBaHmA Mbo cpegHero NpodeccnoHaibHOro
MeOWLMHCKOro o6pasoBaHMA MO CneunanbHOCTM B COOTBETCTBUM C
0651acTbio MEAULMHCKOrO NPUMEHEHMA MeAULMHCKOro N3nenms.

8. YcTaHoBNEeHne CoOTBETCTBUA MEAMLMHCKOWN opraHvsaumm TpeboBaHUAM
MYHKTOB 6 1 (MNK) 7 HacToAwwmxX MpaBun ocyLLecTBNAETCA PErMcTpUpPYOLLMM
opraHoMm B UenAx NpU3HaHWA KOMMNETEHTHOCTU MEeAMLMHCKON opraHvM3aumm
B NPOBEAEHUN KJ/IMHUYECKUX MCMbITaHUA MEeOUUMHCKUX WU3nenuin no
COOTBETCTBYIOWEMY MPOPUIID MEAUUMHCKON MOMOLLM, OKa3blBaeMom



MeOULUMHCKOW opraHn3aumen.

Pernctpupyowmin opraH OCyleCcTBAAeT BefeHue nepeyvyHA MeOUUMHCKUX
opraHm3aunin, NPoBOAALUNX KITMHUYECKUE UCTbITaHUA, U pasMellaeT ero Ha
cBOeM ouumansbHoOM cauTte B ceTu "VIHTepHeT".

9. MeouumHCcKaAa opraHmsauma, nnaHupyowasa npoBOAUTb KIIMHUYECKUe
MUCNbITaHWA MEeOVUMHCKUX W3Oenuin, npeactaBnAeT B PerncTpupyowmia
opraH ¢ mcnonb3oBaHmem denepanbHON FOCYyAapCTBEHHOM
MHPOPMALUMOHHOMW cucTembl "EOAMHBIM nopTan rocygapCTBEHHbLIX W
MyHUUUNanbHbIX YCnyr (pyHKuMn)" 3aABneHne O HaMepeHun MNPOBOAUTb
KIIMHUYECKNE UCMbITAHNA MEOVULMHCKNX N3OENNNA N OOKYMEHTbI, YKa3aHHbIe
B nyHKTe 11 HacToAwwmx [MpaBun, B hOpMe 3NEKTPOHHbLIX JOKYMEHTOB UK
9NEeKTPOHHbIX 06pa3oB OOKYMEHTOB, NOAMNUCAHHLIX YCUNEHHOW
KBanupmumpoBaHHON 31EKTPOHHOMW NOAMUCBLIO WUAN YCWUTEHHON
HeKBanuMUUMPOBAHHON 3NIEKTPOHHOMW MOAMUCLIO, CepTUUKaT K4da
NPOBEPKM KOTOPOWN co3gaH M UCNoNb3yeTcA B MHGPacTpPyKType,
obecneynBarwowen MHPOPMALMOHHO-TEXHONONMYECKOE B3auMoOOeNCcTBUE
MHPOPMALMNOHHBIX CUCTEM, WUCMNONb3yeMbiX ANA NpenocTaBfeHUA
roCy0apCTBEHHbIX WM MyHUUMNANbHbIX YCNYyr B 3MIEKTPOHHOW ¢hopme, B
ycTtaHoBneHHoM [NpaButenscTBoMm Poccuiickon ®epepaunn nopagke (oanee
- 3aABNIEHNE O NPOBEAEHUN KIIMHUYECKUX UCTIbITAHUI).

10. B 3aABneHUMM O NMPOBEAEHUN KIIMHUYECKUX WUCMbITAHWI yKasblBaroTCA
cnepyowme cBeaeHuA:

a) NOMHOe U CoKpalweHHoe (MpY Hannyuu) HaMMeHOBaHuA, B TOM 4ucne
(PUPMEHHOE HaMMeHOBaHWe, opraHuM3aunmoHHO-npaBoBasa dqopma
MeOVUMHCKOW OpraHusaummn, agpec MecTa HaxoXAeHWA, a TakXXe Homepa
TenedoHOB 1 agpeca 3NEeKTPOHHOW NOYTbl MEANLNHCKOW opraHnsauum (npu
Hann4nn);

6) PEKBU3UTDLI NIMLEH3NN HA MEANLMHCKYIO AEeATENIbHOCTb;
B) WAEHTU(UKALMOHHbBIA HOMEP HanoroniaTenbLlnKa;

r) nepeyeHb paboT (ycnyr) B COOTBETCTBUM C NMNLEH3NEN HA OCYLLECTBIIEHNE
MeOVLMHCKOW OeATENbHOCTN;

) NHopmMaumAa O Hannyum (OTCYTCTBUM) akKpeamTaumm B HaLMOHaNbHOMN
cucTemMe akkpeauTauum B KadecTBe ucnbltTatenbHoW nabopatopun (LEeHTpA)
n (unn) megmuuHCKon nabopatopun (o1A MeOUUVHCKUX OpraHu3auun,
NPOBOAAWMNX KINHUYECKNE WCMbITAHUA MEAVUUWNHCKUX uU3pennnm pana
ONarHoCcTunku in vitro);

€) cBefleHNA O CaHNTapPHO-3NUAEMMONONMYECKOM 3aKJ/TIOHEHNN (C yKasaHueMm
HOMepa W [daTbl) O COOTBETCTBUM CaHUTapPHbIM MpaBuiaM MOMELLEHUHN,
HeobxoAuMbIX O/ BbINOAHEHMA paboT (ycnyr) npuv ocywecTBAeHUN
MEeOUUMHCKON OeATEeNIbHOCTM MO aHecTe3nonorMm M peaHumMartonorum (3a
NCKMIOYEHNEM MEeAUUMHCKUX OpraHm3aunin, npoBOOALMX KIIMHUYECKUe
NCNbITaHVUA MEANLUNHCKUX N3[EeNnn AnAa ouarHoCTuKu in vitro);

XX) CBEOEHMA O CaHUTApPHO-3INUOEMUOSIOTMYECKOM 3aKsyeHun (c
yKasaHMem Homepa M paTbl) O COOTBETCTBUM CaHUTaPHbIM npasuiam
noMeweHnn, HeobxoauMbIX ANA BbiNOAHeHWA paboT (ycnyr) npwu



OCYLWEeCTBIEHUN MEeAULUHCKOW AeATeNbHOCTM no nabopaTopHOU
AnarHocTuke, KAMHM4yeckonm nabopaTopHOMW AmarHocTuke (AnA
MeOULUMNHCKUX OpraHnsauuin, npoBOAAWMX KIUHUYECKMEe UCMbITaHnA
MeOUUMHCKUX U30envin oniqa AnarHocTUKM in vitro);

3) cBeAeHMA O CaHUTAPHO-3NNOEMUNONOTMNYECKOM 3aKJIlOYeHUn O
COOTBETCTBUN YCNIOBUN BbINONHEHUA paboT Cc BGMONOrMYEeCcKMMU
BelecTBaMn, BUONOMMYECKUMN U MUKPOBNONMOrMYECKMU OpraHn3mamm wu
NX TOKCUHaAMM CaHUTapHbIM NpaBwunamMm (4JA9 MeouUMHCKUX OpraHm3auun,
NPOBOOAWMNX KIAWHUYECKME WUCMbITaHNA MEeAUUMHCKUX u3genun nna
OnarHocTmnkum in vitro);

N) PEeKBU3UTbl OOKYMEHTOB, NOATBEpXOalwWwnx COOTBETCTBUE
crneumannucToBs MeaLUMHCKOW opraHn3aumn, HernocpeacTBEHHO NPOBOAALLMX
npouenypbl, CBA3aHHble C KIMHUYECKUMWU WUCMbITAHUAMU, UK
NPUHMMAIOLWNX pPEeLLUEeHNA, CBA3aHHble C KIMHUYECKUMU WCMbITAHUAMM,
TpeboBaHMAM nognyHkTa "X" nyHkta 6 n (unu) nognyHkra "e" nyHkra 7
HacToAwmx NpaBun, ¢ ykazaHnem hamuimin, UMeH 1 oT4eCTB (NpY Hann4nn)
cneuvanncTos, AaT POXAEHWA, YpoBHA o6pas3oBaHuA, HaMMeHOBaHWA
creumanbHOCTN, cepun N HoMepa AoKyMmeHTa 06 obpasoBaHuK, ero gaThl, a
Tak)ke CTPaxoBOro Homepa UHAMBMAYanbHOro NNLEBOro cYeTa.

11. [OnA ycTaHOBNEHUA COOTBETCTBUA MEOMUMHCKUX OopraHmsauni
TpeboBaHUAM, NpeabABAAEMbIM K MeOWUMHCKUM OpraHmsauunam,
NPOBOAAWMM KINHUYECKME WCMAbITAHUA MEOUUUHCKUX WN3nenunn,
MEAMLMHCKOM oOpraHu3aumen npeacTaBnAlTCA creaylowme OOKYMEHTb,
3aBepeHHble MeaULNHCKOWM opraHu3aumeii B yCTaHOBIEHHOM MopAaKe:

a) KOMMM OOKYMEHTOB, MOATBEPXAAoWMX Hanmyne otneneHus (nanatbl)
WHTEHCMBHOW Tepanuu 1 peaHumaumm (B cnyvae npoBeaeHNs KIMHUYECKNX
NCMbITAHUA MEOAMUMHCKUX M3OEeNUA C yyYacTMeM YefloBeka B KavecTBe
cy6bekTa, OTHOCAWMXCA K kKnaccam 26 U 3 B 3aBUCUMOCTU OT
NOTEHLMANbHOrO pUcKa NPUMEHEHUA);

6) KOnMuMA YTBEPXXOEHHOro pyKoBOAUTENEeM MeaUUMHCKOW opraHn3aunu
OOKYMEHTa, YyCTaHaBNMBAIOLWEro KOeYHbI (PoHA, CTPYKTYypy W wWTaTHOE
pacnncaHve MeauuuMHCKOW opraHn3aunu;

B) KOMMWM AOOKYMEHTOB, NoATBepXAakwnux Hannmyme KIAUHUKO-
OVarHocTMYecKon (AnmarHoCTUYeckonm) nabopaTtopum C yKasaHUeEM ee
npopuna (1A MeOUUUMHCKUX OpraHu3auuin, npoBOAAWMX KIAUHUYECKUE
MCNbITaHNA MeANLUMHCKNX N30eNnnuin onAa ANarHoCTUKN in vitro);

) KOMMA YTBEPXAEHHOro pykoBoaUTENeM MeOULMHCKON opraHu3aumm
OOKYMEHTa, yCTaHaBfMBalowWwero nopAagok paboTbl € KOHpmaeHuuanbHom
MHopmaumen;

[4) KOMUW CTaHAApTHbIX OMNepauMOHHbIX Npoueayp, pPernaMmeHTUPYHLWNX
npoBeaeHne KIMHNYECKNX UCMbITaHUN MeANLNHCKUX N3AENNIA;

€) KOMWA YTBEPXAEHHOro pyKoBoAMTENEeM MeOULMHCKOW opraHusauuu
OOKYMEHTa, yCTaHaBnMBawlWero nopAgoOK nepegavyu CBeAEHUU O
NPOBEAEHHbIX KIIMHUYECKUX UCMbITaHUAX, BK/IOYaA CBEOEHUA O BblOaHHOM
aKTe OUEHKMW pe3ynbTaTOB KIMWHUWYECKUX UCNbITaHUN, B
aBTOMaTM3UPOBAHHYIO MHOPMaUVOHHYIO cuctemy depepanbHon criy>bbl



Mo Haa30py B chepe 30paBOOXPaHEHUS;

) KOMUU [JOKYMEHTOB, MOATBEPXAaloWmMX COOTBETCTBME CMeunanmctoB
MeONUVMHCKON opraHm3aumy, HenocpencTBEeHHO MNPOBOAALLMX npoueaypsbl,
CBA3AHHbIE C KIMHNYECKUMUN UCMbITAHUAMU, NN NPUHUMAIOWNX PELLEHNA,
CBA3aHHblE C KI/IMHNYECKUMWU UCMbITaHUAMU, TpeboBaHMAM nognyHkTa "x"
NnyHKTa 6 u (unu) noanyHkTa "e" nyHkTa 7 HacToAwwmx [lpaBun
(npepctaBnAlTCA B cnyvae, €Cnu LOKYMEHTbl NOoslydeHbl crneunanmctamm
no 1992 ropa, vnm BblgaHbl cneuymanuctam obpasoBaTesibHbIMU
opraHm3aumAMK, BXOOAWMMM B COCTaB CUNOBbLIX CTPYKTYP W/N BOEHHbIX
BegomcTB Poccuinickon ®depepauun, vunu nNofydeHbl cneuwanucTtamu 3a
py6exxom).

12. MepguumHcKkaA opraHumsaumA BrnpaBe nNpeacTaBUTb OOKYMEHThI,
CBeEeHNA O KOTOpPbIX YyKasblBalOTCA B 3aAB/IEHUN O MNpPOBeAEeHUU
KNVMHNYECKNX WCMNbITAHUA B COOTBETCTBUMM C MYHKTOM 10 HacToAwmx
MpaBun, Nno COBCTBEHHOW NHULUMATUBE.

Pernctpupytowmii opraH He Bnpaee TpeboBaTb NpeacTaBneHnA JOKYMEHTOB
N NHPOPMaLUK, KOTOpble HaxXOA4ATCA B pPacrnopfAXeHWU OpraHos,
NpefoCTaBNAIOWMNX FOCYAAaPCTBEHHbIE YCYrX, OPraHoB, NpenoCTaBAOLMX
MYHULMMNANbHbIE YCNYrN, WHbIX FOCYAapCTBEHHbIX OpraHoB, OpraHoB
MECTHOro camoynpaBfieHns nMbo noABeAOMCTBEHHbIX TFOCYAapCTBEHHbIM
opraHam WM opraHamMm MeCTHOro camoynpaBfieHUA oOpraHusauui,
y4yacTBYIOLWMX B MNPenoCTaBfIEHNN TOCYAAPCTBEHHbIX W MyHUUMMANbHbIX

yCnyr.

Pernctpupytowmm opraH He BnpaBe TpeboBaTb OT MeAULUHCKOW
opraHu3aumu npeacTtaBfeHNA OOKYMEHTOB, He NMpeayCMOTPEHHbIX MYyHKTOM
11 HacToAwmx lNpasun.

13. [IokymMeHTbI, yKa3aHHble B NyHKTe 11 HacToAwmx NpaBun, OomKHbI O6biTb
BbINOJ/IHEHbI B MHOrouBeTHoM dopmaTte C paspeweHnem He MeHee 300
Toyek Ha awonm B dopmaTte *.pdf ¢ TEKCTOBbIM CNOEM C BO3MOXXHOCTbIO
BblOENIEHNA N KONMPOBaHNA G/I0KOB, a Tak>XXe OCYLLEeCTBIeHUA NoncKa.

Pa3mep nioboro 13 ¢annoB AOKYMEHTOB, YKa3aHHbIX B HACTOALLEM MYHKTE,
He gonkeH npeebiwatsb 100 M6.

3aABneHne O MNpPOBeAEHUUN KIIMHUYECKUX WCMbITAHUA W OOKYMEHTbI,
npeacTaBneHHble MeaULMHCKOM OpraHu3aumen B COOTBETCTBUMN C MYHKTOM
11 HacToAwwmx MpaBun, NPUHMMAIOTCA U PEFUCTPUPYIOTCA PErUCTPUPYHOLLM
OpraHoMm B fieHb MX NOCTYMEHWA.

14. Pernctpupytowmin opraH B CpokK, He npesbiwatowmnim 20 paboymx gHen co
OHA NOCTYNNEeHMA 3aABNEeHMA O NPOBEOEHUMN KITMHUYECKUX WUCMbITaHUA n
OOKYMEHTOB, nNpencTtaBAeHHbIX MEAWUWHCKOW opraHuvsaunen B
COOTBETCTBMM C NyHKTOM 11 HacToAwmx [lpaBun, paccmatpuBaeT WX,
NPOBOAUT NPOBEPKY MOMHOTHI U AOCTOBEPHOCTUM COAEPXKALMXCA B HUX
cBeOeHun, NpoBEpPKY COOTBETCTBUA MEAUUMHCKOW OpraHmsauuu
TpeboBaHNAM K MEAULUHCKMM OpraHm3auuamM, NpOBOAAWUM KIIMHUYECKME
UCMbITAHVUA MEAUUVHCKUX U3OENNIA, YCTAaHOBEHHbIM NyHKTamMu 6 n (unn) 7
HacToAwmx MNpasun.

MpoBepka y4ypeauTenbHbIX OOKYMEHTOB W HalMyuA Yy MeOULMHCKOM



opraHMsauumn IMUEH3MM Ha OCyLEeCcTBNEHNE MeOULMHCKOA AeATENbHOCTM B
COOTBETCTBMM C 06/1aCTbi0 MEAMLMHCKOrO MNPUMEHEHUA MeANLMHCKUX
N30Eennin OCYLLECTBIAETCA PErncTPUpPYIOWMM OpraHoM C MCMOSb30BaHUEM
€OMHON CUCTEMbl MEXBELOMCTBEHHOIO 3MEKTPOHHOrO B3aMMOAENCTBUA U
NOOKNIOYAEeMbIX K HEW pernoHanbHbiX CUCTEM MeEXBEOOMCTBEHHOro
3NEKTPOHHOr0 B3aUMOAENCTBMA WM MO MEXBEOOMCTBEHHOMY 3anpocy
PErMcTpUpyHoLLEro opraHa.

15. Pernctpupylowmin opraH B CpPOK, NPeayCMOTPEHHbI MNyHKTOM 14
HacToAwmx [lpaBun, npuHuUMaeT peweHUe O COOTBETCTBUU WUNN
HEeCOOTBETCTBUN MEAULIMHCKON opraHn3aumm TpeboBaHUAM K MeOULMHCKUM
opraHusaumamMm, MNpoBOAAWNM KIIMHNYECKUE UCMbITaHUA MeaNUNHCKUX
N3[ennn, YCTaHOBJIEHHbIM NyHKTaMun 6 u (Mnn) 7 HactoAwwmx [lpasun,
KOTOpOoe 0pOpMIIAETCA COOTBETCTBYIOLMM peLLUeHNEM.

16. B cnydae nNpuUHATUA pelweHnA O COOTBETCTBUM MEeOULMHCKOMN
opraHusaumn TpeboBaHMAM, YCTAHOBJIEHHbIM MNyHKTaMun 6 u (unu) 7
HacToAwmx lNpaBun, perncTpupyowmm opraH B AeHb MPUHATUA YKa3aHHOro
peweHna BHOCUT CBEOEHMA O MEOUUMHCKOW opraHusaumm B nNepeveHb
MEOVLUMHCKNX OpraHu3aunn, npoBogAWMX KIIMHUYECKME UCMNbITaHUA
MEeOUUMHCKUX u3penun, u cooblwaer MeaAUUMHCKOM opraHmsauum o
BK/IIOYEHNN B NepeyYeHb MeaUUMHCKUX opraHu3aumin, nposBoaALmnx
KNNHNYECKMNE WUCNbITaHNA MeOULWMHCKUX WN3aennn, NoCpeacTBOM
pasmeleHna COOTBETCTBYKOWEro yBeAOMJSIEHUA B €OWHOM JINYHOM
KabuHeTe MeaMUMHCKOW opraHn3aumni.

17. TepeyeHb MEOMUMHCKUX OpraHuM3aumin, npoBOAAMX K/IMHUYECKMe
NCNbITaHNA MEOULUMHCKUX N3OENNIA, COOEPXXUT creaylolme CBeaeHnA:

a) para BKNo4YeHnA B nepedyeHb MegunLUMNHCKUX opraHmsau,Mﬁ, npoBoaALLNX
KJIMHNYECKNE UCMNbITaHMA MeANLUMHCKUX N3OeNnn;

6) nosiHOe HaumMeHOBaHWe, OpraHM3auMoOHHO-npasoBaAd ¢opma
MeOVLUMHCKOWN OpraHn3aumm;

B) aApec MecTa HaxoXXAeHNA MeANLMHCKON opraHu3aunu;
) KOHTaKTHbIN TenedoH, hakc (Mpn HanM4nn);
[) anpec aNeKTPOHHOM NOYThI (MPY HaNUYun);

€) nepeyeHb paboT (ycnyr) B COOTBETCTBUN C JIMLIEH3NEN HA OCYLLECTBNEHNE
MeOMLUMHCKOWN OeATEeIbHOCTU.

18. B cny4yae nMpUHATUA pelweHMA O HeCOOTBETCTBUM MeAULMUHCKOW
opraHmsaumm TpeboBaHMAM, YCTAHOBMIEHHbIM MyHKTamMu 6 u (unun) 7
HacToAwmx Mpasun, perucTpupyowmin opraH B AeHb NPUHATUA YKa3aHHOro
peweHna yBeaomMnAeT MEAULUMHCKYI OpraHu3auunto nocpencTBOM
pasMeleHna COOTBETCTBYIOWEro yBEOOMEHNA C MOTUBUPOBAHHbLIM
060CHOBAHMEM TMPUMHATOrO peweHnA B eAMHOM JIM4YHOM KabuHeTe
MeOMLUMHCKOW opraHn3aumn.

19. VcknioyeHne n3 nepeyvyHA MeaULUMHCKMX OpraHuM3auuini, NpoBOAALLMX
KNUHUYECKNEe WCMbITaHUA MeOUUMHCKUX W3Oesnil, OocyLecTBNAeTCA
PErMCTPUPYIOLLMM OpraHoOM B CIeAYIOLMX ClyYanXx:



a) nogaya 3aABneHUA 06 WUCKAKYEHUU U3 nepevyHA MeOULUHCKUX
opraHusauun, npoBOAAWUX KIAWHUYECKUE WCNbITAHUA MeOUUNHCKUX
n3penun, B popme 3NEeKTPOHHOrOo AOKYMEHTa, MOAMNMUCaHHOIO YCUIEHHOW
KBanupmunpoBaHHON 3NEKTPOHHOMW NOAMUCBLIO WUAN YCUITEHHON
HeKBaNMMUMPOBAHHOMN 3N1EKTPOHHOM MOAMNUCHIO, MOCPEeACTBOM €OUHOro
NNYHOro KabuHeTa MeauLMHCKON opraHnsauuu;

6) BblABNEHWE PEerucTpUpyloWmnM OpraHoM HapyleHun ob6Aa3aTesbHbIX
TpeboBaHWIA NpU NPOBEAEHUN MEAMLIMHCKOM opraHusaumen KINHUYECKUX
NUCNbITAHUI MEOULUMHCKUX U3OeNnidi No pesynbTaTam OCYLLECTBIeHUA
rocy0apCTBEHHOro KOHTPosA 3a obpalleHMemM MeanUMHCKUX N3nennii;

B) npeacTaBneHne MeouuuHCKOW opraHn3aumen HegoCTOBEPHbIX CBeAEHUI
npn nopade 3aABfIEHNA O NPOBEOAEHUN KIIMHUYECKUX WCMAbITAHUA W
OOKYMEHTOB, MpeAcTaBfeHHbIX B COOTBETCTBUM C MYyHKTOM 11 HacToAWmX
MpaBun, a Takxe npu OMOPMNEHNN aKTOB KIIMHUYECKUX WCMNbITAHUN
MEeOVNLUMHCKNX N3Oenum;

r) NMMKBMpauuA MeOMUMHCKOW opraHusaumm wunu npekpaweHue nencTBuA
NNUEH3UM Ha OCYLLEeCTBNEHNE MeOULNHCKON AeATENbHOCTY;

[l) HECBOEBPEMEHHOE MPEACTaBfIEHNE UMW HENnpencTaBNeHNne CBELEeHUA n
LOKYMEHTOB, NpenyCcMOTPEHHbIX NyHKTOM 20 HacToAwmx MNpasun;

e) HeyBegomrneHve o 1 ceHTABpA 2025 r. perucTpupylowero opraHa o
COOTBETCTBMUN TPebOBaHMAM, YCTAHOB/IEHHbIM MOANYHKTOM "e" nyHKTa 6 u
(nnun) nognyHKTOM "A" NnyHKTa 7 HacToAwmx MNpasunn.

20. B cnyyae un3meHeHUA cBefeHUN, copepXalwmuxcA B MNepevHe
MEeOUNLUMNHCKUX OpraHusauun, npoBOAAWMX KIMHUYECKME UCMbITaHnA
MeOVUUHCKUX Mn3genuin, MeauumHCKaa opraHusauudA, BKJ/IHOYEHHaAA B
nepevyeHb MeAUUMHCKUX OpraHmsauumin, NpoBOAAWMUX KIIMHUYECKUE
NCMbITAHUA MEeAUUVHCKUX nu3genui, B TedyeHne 30 KaneHOaapHbIX OHEW co
OHA N3MEHEHUA TakuX CBeAEeHU NpeacTaBnAaeT B perncTpupyroLwni opraH ¢
NCMNOMb30BaHNEM €AMHOro JIMYHOro KabuHeTa MeguUMHCKOW OpraHusaumu
3afABfieHMEe O BHECEHUM WU3MEHEHUM B YyKasaHHble CBeAeHud, a Takxe
AOKYMEHTbI, NoATBEPXXAAOLWME AaHHbIE U3MEHEHUA, B (hOPME 3NEKTPOHHbIX
OOKYMEHTOB WM 3MIEKTPOHHbIX 06pa3oB [[OKYMEHTOB, MNOAMNUCAHHbIX
YCUNIEHHOW KBannuUUMPOBaAHHOW 3MIEKTPOHHOW MOAMNUCHLID UMW YCUITEHHOMN
HeKBaNnUOLUMPOBAHHOM 3MIEKTPOHHOW NOAMNUCHIO.

Pernctpupytowmnin opraH B TeyeHue 20 paboymx [HEN CO [OHA
npeacTtaBneHna MeOMUMHCKOW oOpraHusaumen 3afABfeHMA O BHECEeHUU
M3MEHEHUN B CBeOEeHuA, copepxawmecA B nNepevyHe MeauLUMHCKUX
opraHusaumin, npoBOJAWMNX KAWHUYECKNE WUCAbITAHMA MeOULNHCKUX
N3penun:

paccMmaTpmBaeT npencrtaB/ieHHble 3aABJieHNe U OOKYMEHTbI;

cooblwaeT MeanUUHCKOW opraHn3aumm o NPUHATOM peLeHnn B MMCbMEHHOM
BUAe rnytem ero pasmeweHnA B (popMe INEeKTPOHHOro [OKYMEHTa,
NOONUCaHHOrO YCUMIEHHON KBannMUUUPOBAHHOW 3NEKTPOHHOW MNOONUCHIO
YNOSITHOMOYEHHOIr0 [AO/MKHOCTHOrO Nnuua, B €AMHOM JIMYHOM KabuHeTe
MeONLNHCKOW OpraHm3aumm.



21. B cnyyae uWCKIOYEHWA M3 nepevyHA MeaMUMHCKUX OpraHu3auuniu,
NPOBOAAWNX KAUHUYECKME WUCNbITAHUA MeAUUMHCKUX wunsgenuin (3a
NCKIOYEHVEeM cny4yanA, npenoycMOTpeHHoro noanyHkTom "a" nyHkrta 19
HacToAwmx [lpaBwun), MeguUMHCKasa opraHuv3auua BrnpaBe obpaTUTbCA
NOBTOPHO B PEerucTpupyrowmm opraH C 3afABfEHWEM O MpPOBeAeHUN
KIMHUYECKUX WCNbITAHWW MOCNe YCTPaHeHWA 3amMevaHuin, NOCY>XUBLUUNX
NPUYNHON UCKITIOYEHWA, HO He paHee YeM Yyepe3 3 rofa Co AHA UCKNI0YeHUA
N3 yKa3aHHOro nepeyHn.

B cnyyae NoBTOPHOro BbIABNEHUA PErMCTPUPYIOLLMM OpraHoM HapyLlleHU
npu NpoBeAeHUUN MEOULMHCKOM OpraHu3auven KINHUYECKUX MCMbITaHWin
MEeOVUVHCKNX WU3Oennim MeguumHcKaa opraHm3auuAa UCK4vaeTcAa U3
nepe4yHA MeOgUUMHCKUX OpraHmsaunmin, npoBOOALMX KIIMHUYECKUE
MCMbITAaHMA MEeOUUMHCKUX un3genuin, 6e3 npasBa MNOBTOPHOM nogayu
3aABNEeHNA O NPOBEAEHUN KIIMHNYECKUX UCTIbITAHUMN.

22. MeguumHcKne opraHusaumn, NpoBOAALUMNE KITMHUYECKUE WCMNbITaHUA
MEeOVLUMHCKUX M3OENNA, BHOCAT CBEOEHUA O NPOBEOEHHbLIX UCMbITAHUAX B
aBTOMaTU3UPOBAHHYID MHMOPMALMOHHYKD CUCTEMY perncTpupyroero
opraHa B CPOK, He npesBbiwaowmm 3 paboymx gHEN CO OHA UX 3aBEPLLEHUA.

23. PeecTp BblaaHHbIX paspeleHMn Ha rnpoBeAeHne KINHUNYECKNUX
MCNbITAHUA MEAUUNHCKUX W3AeNuin pasmMewaeTcA perncTpupyowmnm
OpraHoM B YCT@HOBMEHHOM MM MOpAOKe Ha CBOEM ouumanbHOM canTe B
cetn "IHTepHeT".

24. OcobeHHOCTN rocynapCTBEHHOW perucTpauum MeguuMHCKUX usgenui
OTEYeCTBEHHOro npomssoAcTBa (MEeOUUMHCKUX WU3OEeNui, B 3aABMEHUN O
rocyoapCTBEHHOW perucTpaumn (ganee - 3afABfieHME O permctpauumn)
KOTOpPbIX B KayecTBe npou3BoauTena (M3roToBuTenA) ykasaHo
lopugnyeckoe ULO UNUM 3aperucTpupoBaHHOe B Ka4yecTBe
WHOMBUAYANbLHOrO npeanpuHuMartenA qu3anyeckoe nuuo, ABAAKLWMECA
pe3unpeHTammn Poccunckon depepauyumnm, a TakxXe umewowme
NPOM3BOACTBEHHYIO Mnowanky Ha Tepputopun Poccurickon depepaumn)
Npwn yCnoBuM NpoBeAEeHUA TEXHUYECKUX MUCMbITAHUA U TOKCUKOSTOrMYECKMX
nccnenoBaHUM MEeOAULMHCKOro U3AennA, a TakKXe MWCMbiTaHUun
MeaNUVHCKOro N3genua B UenAx yTBEPXAEHUA Tuna CpeacTs nsmepeHnin (s
OTHOLUEHMN MEOMLUNHCKNX U3OEeNNK, OTHOCALLUMXCA K cpeacTBam N3MepeHnn
B cdyepe rocynapCTBEHHOrO perynmpoBaHumA obecnevyeHnA enuHCcTBa
M3MEPEHNN, NepeyYeHb KOTOpbIX yTBepXxaaetcA MuHMCTEepcTBOM
3npasooxpaHeHnAa Poccurckon dPepepaunun) B denepanbHOM
rocynapCTBeHHOM OlOOKEeTHOM yypexaeHun "BcepoCcCUMCKnn HaydHo-
nccnepoBaTesibCKUA N UCTbITATENbHBIA MHCTUTYT MeOUUUMHCKON TeXHUKKN"
®epepanbHon cny>kbbl N0 HaA30py B cdepe 34paBoOXpaHeHuA (panee -
yupeXXaeHue), KNNHUYECKUX UCMbITaHUA - B MEOUUMHCKUX OpraHm3auumsax,
oTBevalWwmx TpeboBaHMAM, YCTAHOBMEHHbIM MyHKTaMU 6 M 7 HacTOAWMX
MpaBunn, BKMKYEHHbIX B CE€Tb HaUMOHaNbHbIX MEAULUMHCKUX
nccnenoBaTeNbCKUX LLEHTPOB, COCTaB KOTOPOWN yTBep>XXaeH MUHUCTEPCTBOM
3npaBooxpaHeHna Poccuinckon depepaumm, a TakXKe MNPOrpamMmMHOro
obecneyeHnA C MPUMEHEHMEM TEXHOSIOMMKA WUCKYCCTBEHHONO WHTENNEKTa,
npeaHasHa4yeHHoOro nnA o6paboTKM MEeOUMUMHCKUX n306pakeHun,
NONMYYEHHbIX MNPUX NPOBEOEHUN PEHTrEeHONOrMYeCcKNX wuccnenoBaHun,



BKJIHOHMAA KOMMbIOTEPHYO TOMOrpaduio, peHTreHorpaduio, nrooporpaduio
n mMammorpadguio, Npu ycrnoBun MNPOBEAEHUA KIMHUYECKUX WCMbITAaHUW B
rocynapCTBEHHOM OIOOXETHOM YyypeXkOeHUn 3OpaBooXpaHeHuA ropoga
MockBbl "Hay4yHO-NpakKTUYEeCKUA KIMHUYECKUA LEHTP OMarHOCTUKK W
TenemMeguumMHCKNX TexHonorvn [enaptameHTa 3gpaBoOXpaHeHWA ropopa
MockBsbl" (Oanee COOTBETCTBEHHO - KJIMHUYECKUN LIEHTP, OTEYECTBEHHbIe
MeguUMHCK1e nagenuna), npegycmoTpeHbl nyHktamm 101 - 109 HacToAWmX
Mpasun.

focynapcTBeHHaA pernctpaumA OTEYEeCTBEHHbIX MEOUUMHCKUX W3Oenni
OCyLleCTBNAeTCA B COOTBETCTBUM C MNyHKTamun 63 - 86 wvnu 87 - 100
HacToAwmnx [MpaBun nNnM60 B COOTBETCTBUM C OCOBEHHOCTAMMU
rocy0apCTBEHHOW perucTpauum OTEeYeCTBEHHbIX MeOUUMHCKUX WU3[enuu,
yCTaHoBNEHHbIMN nyHKTamu 101 - 109 HacToAwwmx [lpasBun, no BblGopy
3aABuTenA.

25. ®aKkT rocynapCTBEHHOW perucTpauMm MeauuuMHCKOro u3genvA B
COOTBETCTBMM C HacToAwmmu [MpaBunamm NOATBEPXXOAETCA PEeecTpPoBOM
3anuncbto, BHOCMMOW PErNCTPUPYIOLLMM OPraHoM B roCy4apCTBEHHbIN peecTp
(oanee - peectpoBan 3annchb).

FocypapCcTBEHHAA perncrpaunA MeauMuMHCKOro u3gennA B COOTBETCTBUM C
HacToAwmmMmK MNpaBunamu ABnaeTcA 6eCcpoYHON.

26. BknitoyeHre B 0gHYy peecTpoBYHO 3anmncb HECKONbKUX MOAENnen (Mapok)
MEONUNHCKOro M3QenuA, B TOM 4ucne OTHOCAWMXCA K pasHbiM BuAaM
MEeANUMWHCKUX N3[EeNNin B COOTBETCTBUM C HOMEHKNATYPHOM
Knaccugukaumen MeguuMHCKUX U3genui no Buaam, yTBep>XAaemon
MuHucTepcTBOM 34paBooxpaHeHnAa Poccuinckon depepauumn (panee -
HOMeHKNaTypHaAa kKnaccuukauma MeOuuMHCKUX u3genui no Buaam),
BO3MOXHO TMpW YCAOBUM COOTBETCTBMA 3TUX Mogenen (Mapok) BCEM
CneayoLwmM KpUTepmuam:

a) Npom3BOACTBO Mopgenenm (MapokK) MeaAuUMHCKOro uagenna
OCyLWeCTBMAETCA OOHMM rnpou3BoguTenemM (M3rotoBuTenemM) no OAHOU
TEXHUYECKOWN AOKYMeHTauum nponssogutena (M3roToBmTensa);

6) mogenn (Mapku) MeOVUMHCKOro uU3gennA OTHOCATCA K O4HOMY Knaccy
NOTEHLMAaNbHOIro pucka NPUMEHeHNs;

B) Mogenn (Mapku) MeaAUUMHCKOro u3gennAa UMeT OAMHAKOBOE
PYHKLMOHANbHOE Ha3Ha4YeHne 1 NpuHUMn OenNCcTBUA;

r mogenu (Mapkum) MeAULMHCKOro wuagenuA npenHasHadeHbl AnA
onpeneneHuA HamnynAa U (KUNM) KOJIMYECTBEHHOro coAepXXaHuA B
6uonornyeckon npobe OOHOro U TOro XXe KIIMHUYECKU (OUarHOCTUYECKMW)
3HaymMMmoro aHanuta (aHanutoB) (ONA MeOUUUMHCKUX u3penuin pna
OVarHOCTUKMU in vitro);

A) mogenu (Mapku) MeAUUMHCKOro unsgenuva WUMerT pasfinyHble
KOMMAeKTaunn, He BAUAKOWME Ha NPUHUMN paboTbl U PYHKUMOHANLHOE
Ha3Ha4eHue, YTO NO3BOAET 06ecnevnTb pacliMpeHre nnu cneynanmusaumio
NX NPUMEHEHUA B MEANLUMHCKUX LenAax (Mo NpUMMEHNMOCTW);

e) mogenun (Mapku) MeOouUMHCKOro U34ennA UMEelT pas/finyHble



TEXHU4YeckKMe napameTpbl, He BAUAKOWKME Ha npuHumn paboTbl U
PYHKLMOHAbHOE Ha3Ha4vyeHue (Mo NPUMEHNMOCTN);

X) Mogenu (Mapku) MeauUMHCKOro magenua obpasyloT TunopasMepHbIn
(MOgenbHbIN) pAL WX ABAAKTCA TPYNnonu WUCMOAHEHNA MeOULMNHCKOro
ns3genvA. lNpn aToM nog rpynnov WUCMNONIHEHUA MeOULUMHCKOro usnenua
NOHUMAIOTCA N3OENUA, B OTHOLIEHUU KOTOPbIX BbIMOAHEHbI OAWH FPYMNnoBOW
yepTex getanen n (Mnu) ogHa TexHN4eckaa AOKYMeHTauma npous3soanTens
(n3roToBUTENA) HA MEAUNLMHCKOE U3aenue;

3) mogenn (Mapku) MeOULMHCKOro N3genua MMET OAUHaKOBbIE MPU3HaKU
B YacTu:

obnacTtu NPUMEHEHNUA;
WHBA3WBHOCTMU;
CTEepUbHOCTU (B TOM YMUC/E C Y4ETOM METOLOB CTEPUIN3ALINN);

4acTOTbl MUCNOJSIb30BaHUA (OOAHOKPATHOE MPUMEHEHUE, MHOrokKpaTHoOe
NPUMEHEeHNe OOHUM NauMEHTOM, MHOFOKPaTHOE NMPUMEHEHNE HECKOJTIbKUMN
naumeHTamm);

aKcnnyaTtauMoHHbIX N KOHCTPYKTUBHbIX 0COBEHHOCTEN.

27. l'ocypnapcTBeHHaA NOLWMHA 32 COBEPLUEHME PETUCTPUPYIOWMM OpraHoM
OEeNCTBUN MNpPU OCYLWECTB/IEHUN FOoCynapCTBEHHOW perucTpauumn
MEOWLUHCKUX MU3AEeNUN ynnaymBaeTcA B COOTBETCTBUMU C
3akoHopaTtenscTBoM Poccuickon depepaumm o Hanorax un céopax.

NHpopmaumio 06 ynnaTte rocyaapCTBEHHOW MOLWWIMHBI PErncTpupyowmia
opraH nony4yaeT nNOCpPeaAcTBOM pgocTyna K locypapcTBeHHOU
MHPOPMaALNOHHON CUCTEME O TrOCyOapCTBEHHbIX W MYHMUMNANbHbIX
nnaTtexax, npegycMmoTpeHHon cTtatben 21.3 depepanbHoro 3akoHa "O6
opraHusaumn npenocTaBfeHNA rocygapCTBEHHbIX U MyHULMNANbHbIX yenyr'.

28. PerucTtpupylowmnin opraH pasmeliaer WMHGOPMALMIO, CBA3AHHYIO C
OCYLLECTB/IEHNEM FOCYyAAaPCTBEHHOW perncrtpaunum MeaguumHCKOro magenus,
BHECEHMEM M3MEHEHMIN B OOKYMEHTbI, coaepXawmeca B permcTpaumoHHOM
00Cbe, N OTMEHOM rocyaapCTBEHHOW perncTpaunmn, Ha cBoemMm ouumanbHOM
cante B cetn "WIHTepHeT", B eOMHOM NWYHOM KabuHeTe 3aABuTena u
9N1EeKTPOHHOM KabuHeTe 3aABUTENA.

29. B uenAx npoxoXaeHuAa npouenypbl rocynapCTBEHHONM perucTpaumm
MEAMLUMHCKOro M3aenna MHOCTPaHHbIA Npou3BoanTenb (M3roToBUTESb)
MEOVWLWHCKOro u3nenna [OONXKEeH Has3Ha4YuTb YMNONTHOMOYEHHOTOo
npenctaBuTeNns NPOU3BOAMTENA (M3roTOBUTENA), OENCTBYIOWEro B NEpPUoL,
obpalleHnAa MepUuLUMHCKOro u3nenua Ha Tepputopumnm Poccuitckon
denepaunn, U NogaepXmBaTb B akTyaslbHOM COCTOAHUM MHOpMaUMIO O
TakoM npencTaBuTene Npou3BoanTeENa (M3roTOBUTENA), coaep kallytocA B
perncTpaLnoHHOM A0Che.

B cnyyae ecnmn cBepgeHuAa 06 YynosIHOMOYEHHOM npegcTasBuTene
nponsBoguTena (U3roToBUTENA) He yKasaHbl B AOKYMEHTaxX, Coaep>XaLimxca
B PErucTpauyMoHHOM [OCbe, U ABMAKTCA HeakKTyanbHbIMU, NHOCTPaHHbIN
nponssoguTenb (M3rotoBuTeNb) A0 1 ceHTAGPA 2026 r. AO/KEH Ha3Ha4YnTb
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YyNONHOMOYEHHOr0 npeacTaBuTenA npou3BoauTena (U3roToBuTens),
aencrteylowero B nepuon obpaweHnA MeguuMHCKOro unsgenuAa Ha
Tepputopun Poccurickon depepaunun, nnu aktyannsmposaTb CBeAeHUA O
HeM. (B pen. [NoctaHoBneHuA MNMpasutensctea PO oT 13.08.2025 N 1206)

30. o nopaun B perucTpupylowmnn opraH 3afABfeHWA O perucrpauuuv
MeOVUMHCKOro u3gennA WM O BHECEHUN W3MEHEHUW B [OOKYMEHTHI,
copepXkawumeca B perMctpaumMoHHOM AOCbe, B COOTBETCTBUM C NyHKTaMN 63,
87, 112, 120 n 135 HacToAwmx [lpaBun wmnm nogadn B Yy4YpeXxaeHue
3aABfeHNA O NPOBeOeHUM IKCNepTU3bl KayecTBa, I(PPEeKTUBHOCTU U
6e30nacHOCTU OTeYeCTBEHHOro MeOUUMHCKOro nsgenuda B COOTBETCTBUU C
nyHKTOM 101 HacTtoAwwux [lpaBun 3aABUTENb oOcylwecTBnAeT cbop
aokasartenbCcTB 6€30NacHOCTU U 3(PPEKTUBHOCTN MEANLMHCKOrO N3Oenna m
NOArOTOBKY COOTBETCTBYIOLMX AOKYMEHTOB perncTpaumoHHOro goche.

31. B uenAx noaroToBKU OOKYMEHTOB, COAEPXXALUMXCA B perncTpaumoHHOM
Aocbe, ONA UX nocreaylowero npeacTaBneHnA B perucTpupyowmim oprax
WNN yypexgeHuve 3aAsuTenb (N0 NPUMEHUMOCTU B 3aBUCUMOCTU OT
npoueaypsbl):

a) obecrneymBaeT NpoBeAeHNE TEXHNYECKUX UCMbITAaHU U (UNN) BKKOYaET B
KOMNMEKT AOKYMEHTOB MMeloWwmnecA AaHHble (fokasaTesfibHble MaTepuanbl
nponsBoguTena (M3roToBmnTeNna) MeOUUMHCKOro n3nenua);

6) obecne4ymBaeT npoBefeHNE TOKCUKONOINMYECKUX WUCCrefoBaHum
MeOVLUMHCKOro unsgenua mn (unu) npuHagnieXxXHocTen K MeauuuHCKOMY
N3penuio, NPAMO UMM OMNOCPEaOBaAHHO KOHTaKTUPYIOWMX C MOBEPXHOCTbLIO
Tena 4enoBeka, €ro CAU3UCTbIMM 000N0YKaMW, BHYTPEHHUMWU cpenamu
opraHusma, OjA KOTopbIX yKa3aHHOe B3auMOAENCTBUE (KOHTaKT) ABNAETCA
HeobxoOuMbIM 071 BbIMOSIHEHUA UX NpegHasHadYeHHbIX PYHKUUKA, U (1)
BK/OYAET B KOMMMEKT AOKYMEHTOB UMEKLWMECA OaHHble (goKasaTesibHble
mMaTepuanbl NponssoamTena (M3roToBuTeNA) MeANUUHCKOro U3nenva);

B) obecne4ynBaeT nNpoOBeAEeHUE KIIMHUYECKUX WCMbITAaHUA MEOULMHCKOro
n3genuAa (3a UCKNIYEHMEM roCyOapCTBEHHOW pernctpauum MeauumHCKUX
n3penvin, noaTeepXxaeHne aPPEKTUBHOCTU KOTOPbIX TpebyeT nposBeaeHnA
KJIMHUYECKUX UCMBITAHUM C ydacTUeM 4YesioBeKa W MnonyyYeHua paspeLueHna
perncTpupytowero opraHa, ocyLecTB/IAEMON B COOTBETCTBMU C MyHKTaMu
63 - 86 HacToAwwmx Npasun).

KnuHnyeckme wucnbiTaHMA B UEeNAX rocygapCTBEHHOW perncrpaunm
MEOMUMHCKOro wun3penuAa, noatreBepXxaeHne aPPeKTUBHOCTU KOTOPOro
TpebyeT NpoBeneHMNA KIMHUYECKUX UCMBbITAHUM C y4acTMem 4venoseka (3a
UCKJTIOYEHUEM OTEYECTBEHHbIX MEeAMUMHCKUX W3nennun, MeauLmHCKUX
n3nenun anA pguarHoCTUKKM in vitro, MeguuMHCKUX U34envin, npolenmnx
roCyOapCTBEHHYIO perncTtpaunto B COOTBETCTBUMM C OCOBEHHOCTAMM,
ycTaHoBNeHHbIMU [MpaButensctBoM Poccuinckon depepaunn, un
nporpammMHoro obecneyeHua, ABNAKOWErocA MEOUUMHCKUM M3OeNnem),
NPOBOOATCA Ha OCHOBaHMW paspelleHnA Ha MNpoBefAeHUE KITMHUYECKUX
NCNbITaHUW, BbIAAHHOIO PErncTPUPYOWMM OPraHoM, a TakXXe 3aKJ/Iio4eHUA
06 aTnyeckonm O0O60CHOBAHHOCTWM MPOBEAEHUA KIIMHUYECKMX WCMNbITAHUN,
BblOAHHOro COBETOM MO 3TUKE B chepe obpalleHnAa MeEOULUHCKUX U3LOENNIA
MuHucTepcTBa 3apaBooxpaHeHna Poccuinckon depnepaumn (oanee - coBet
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no STI/IKe), B Cny4aAx, YCTAaHOBJIEHHbIX HACTOALLMMUA npaBI/IJ'IaMI/I.

KnuHnyeckue mncnbiTaHnA ¢ y4acTUeM YenoBeka B LenAax rocyaapCTBEHHON
perunctpauum OTeyeCTBEHHOro MeOMUMHCKOro wusgenuA npoBOOATCA Ha
OCHOBaHUM 3aKNi4YeHnA 06 9TUYeCcKOM OOBOCHOBAHHOCTW NpPOBeAeHUA
KJIMHNYECKUX UCMNbITAHWA, BbIAAHHOrO COBETOM MO 3TUKe, B Chydyasx,
YCTaHOBNEHHbIX HacToAwmMn [lpaBunamn. PaspeweHne Ha npoBefneHue
KNVMHUYECKUX UCNbITAHUMN C y4YacTUEM YenoBeka, BblgaBaemoe
PErncTpUpyoWmMM OpraHoM, O/ OTEYECTBEHHbIX MEeAULMHCKUX WU30enni,
npoueaypa rocynapCTBeHHOW pernctpauuMm KOTopbix b6ypeT
OCYLWeCTBNATLCA B cooTBeTCTBMM C nyHkTammn 101 - 109 HacToAwwmx
MpaBun, He TpebyeTcA.

OnAa mMeouuuHCKMX W3genuin onAa OuarHoCTUKK in vitro, MeouuuHCKMX
N3[enuin, Npoweawmnx rocygapCTBEHHYIO perucTpaumio B COOTBETCTBUN C
0COB6EeHHOCTAMU, YyCTaHOBNEHHbIMU [lpaBuTenbCcTBOM Poccunckoun
depepaumn, n nNporpaMmMHOro obecneyeHna, ABMAKOWErocA MeanuUHCKUM
n3pgenvem, nosiydeHme paspeweHna perucTpupyrowero opraHa Ha
npoBefeHne KINHUYECKUX UCMbITaHUN, B TOM YUC/e C y4acTUeM YenoBeka,
He TpebyeTcH;

r) obecneumBaeT NpoBeOEHME WUCMbITAHUA B UeNnAX YTBepXAeHuA Tuna
cpencTs N3MepeHun (B OTHOLEHUN MeONUVMHCKNX U30eNi, OTHOCALLUMXCA K
cpeactsam uM3MepeHun B cdepe rocynapCTBEHHOro perynnpoBaHuA
obecneyeHnA eauMHCTBA W3MEPEHWn, MepeyvYeHb KOTOpbIX YTBepXpaeTcA
MwuHucTepcTBOM 3apaBooxpaHeHua Poccunnckon degepaumn);

n) obecneymBaeT NpoBeAeHWE WHCNEKTUPOBAHWA MNPOM3BOACTBA
MEeOUUMHCKUX W3OeNMA Ha COOTBETCTBME TpebOoBaHWAM K BHEOPEHWUIO,
NoOAEPXKAHMIO N OLEHKE CUCTEMbl YNpaBfieHUA KavyeCTBOM MeOULMHCKUX
n3pgennun B 3aBUCMMOCTM OT MOTEHUMANIbHOrO pucka UX MNPUMEHEHUA,
yTBep>XaeHHbIM [lpaButenoctBom Poccunckon dPepepaunn (panee
TpeboBaHNA K BHeAPEHUIO, NOOAEPXKAHMIO U OLEHKE CUCTEMbl ynpaBfieHusA
KayeCTBOM MeAUUMHCKUX wu3genui). lepBuyHOe MHCNEeKTUpOBaHue
NPOM3BOACTBA MEAMLUMHCKUX U3OENNA Ha COOTBETCTBME TpeboBaHMAM K
BHEAPEHWNIO, MOAOEPXAHUIO U OUEHKE CUCTEMbl YNpaBfieHNA KadyeCTBOM
MEANUVHCKUX W3OEeNvin, BbINOSIHEHHOE B UEeNAX MNpeacTaBneHnA ero
pesynbTaTtoB B PErucTpUpyloOWUi OpraH WM ydpexxaeHue B pamKkax
npouenyp, NpenycMOTpeHHbiX pasgenamn |l - VI HacToAawmx [lpasun,
AOMKHO 6bITb NPOBEAEHO YYPEXAEHNEM U SKCMEPTHLIM YUPEXAEHMEM.

32. CoBeT N0 3Tuke ABNAETCA MNOCTOAHHO AENCTBYIOLWMM OpPraHom,
co3paHHbIM MunHUCTEpPCTBOM 3apaBooxpaHeHua Poccurickon depepaunu
ANA NpOBEAEeHNA SKCMNepTU3bl 3TUYECKOW OOOCHOBAHHOCTU MNPOBEAEHUA
KNMHUYECKUX UCTbITAHNA MEeOULUNHCKUX U3AENNA C y4acTUeM YenoBeka B
KayecTBe cybbekTa (manee - aTndeckana aKcnepTnsa).

33. OcHOBHbIMW 3a4a4amMm coBeTa Mo 3TUKe ABMATCA:

a) npoBefeHMEe 3TMYECKOW 3KCNepTu3bl AOKYMEHTOB, CBA3aHHbLIX C
NpoBeAEeHNEM KIIMHNUYECKUX UCTbITaHWIA MEANLMHCKMX N3OEeNNIA;

6) Bblgaya 3akto4eHnAa 06 3TnYeckor 060CHOBaHHOCTM BO3MOXXHOCTU NN
HEBO3MOXHOCTM MpPOBeAeHNA KIMHUYECKUX WCMbITAHUA MEeOULMHCKUX



N3Oennin ¢ ydacTnem YenoBeka B KayecTBe cybbekTa.

34. CoBeT No 3TUKe B COOTBETCTBUM C BO3OXEHHbIMW Ha HEro 3agadamu
MMeeT NpaBo:

a) nony4atb [OOKYMEHTbl, Heobxoaumble ANA MNPOBEeAEeHUA 3TUYECKOU
9KCNepTun3bl;

6) sanpawuvBaTh Yy 3aABUTENA HedocTalowme MaTepuanbl, HeobXxoauMble
ONA NPOBeAEeHNA 3TUYECKON 3KCNepTU3bl.

35. CocTaB coBeTa nNo 3Tuke yTBepxpaetcA MuHucTepcTBOM
3apaBooxpaHeHna Poccuunckon depgepaumm m dopmmpyetca u3
npencTaBmTenen MeguuUUMHCKNX, HaydHbIX opraHmsaumin, obpasoBaTesibHbIX
yuypexaeHun Bbicwero obpasoBaHuA, a TakXe npeacrtaBuTeneu
0OLECTBEHHbIX OpraHusaunmn, pPesIMrmo3HbiXx OpraHusauum mn cpencTs
MaccoBOW MHopMauun (oanee - sKcnepTbl COBETA).

Yuncno npepcrasuTenen MEOMLMHCKUX OpraHn3auuim He MOXeT npeBblwaTth
NOMIOBMHY O6LLEro Yncna aKcnepToB coBeTa.

36. CocTaB coBeTa No 3TUKE nepecmaTpmBaeTcA No Mepe HeoOXOAMMOCTH,
HO He 4allle 0gHOro pasa B rog.

N3meHeHnA n pononHeHMA B COCTaB coBeTa MO 3TUKEe YTBEepXAarTcA
npukasom MuHucTepcTBa 3apaBooxpaHeHna Poccninckon @epepaumm.

37. B cocTaB coBeTa no aTuke BXogAT npencepnartesib, ero 3amMectmTennm mn
YieHbl coBeTa Mo 3TUuKe.

38. lpencepaTtenb coBeTa NO 3TUKe Has3HayaetTcA MuHuUCTpOM
3npaBooxpaHeHna Poccumnckon depgepaumm M3 4ucna 3KCNepToB COBETA,
MMeLWwmnx BbiClWee MeguunHckoe obpa3oBaHuMe, Hay4HYK CTerneHb
KaHoungata MeOMUMHCKMX HayK UM OOKTOpa MeOUUMHCKUX HayK M OnbIT
paboTbl N0 NPOBEAEHNIO KINHNYECKNX UCTIbITAHNI MEOVULIMHCKNX N3AENNA U
paspeLLeHntO BOMPOCOB, CBA3AHHbIX C 3TUYECKMMN acnekTaMu KIMHNYECKNX
ncnbiITaHUN MeOULMHCKNX U3aennn.

39. lMpencepatens cosBeta Mo 3TMKEe OcyllecTBNAeT obliee pykOBOACTBO,
onpepnenAeT HanpaefeHuA paboTbl coBeTa MO 3TUKE, OpraHu3yeT ero
paboTy, pacnpependaet 006A3aHHOCTU MeXAY 3KcnepTamu coBeTa,
OCYLLECTBAET KOHTPOJIb 32 NPOBEAEHNEM 3TUYECKON SKCNEPTUSbI.

B oTcyTcTBUME Npencenartena coBeTa No 3TUKe ero 06A3aHHOCTU UCNOSTHAET
OOVIH U3 3aMeCcTUTENEN, MMEIOLLNI BbICLLEE MEONUMHCKOE 0B6pa3oBaHme.

40. OKcnepTbl coBeTa He OO0MKHbI HAXOAUTBLCA B KaKOn-nnbo 3aBUCUMOCTU
OT NpousBoguTenen (M3rotToBuTeNnen) MEOULNHCKNX N3OENUA U apyrux nud,
3aMHTEPEeCcOBaHHbIX B pe3ynbTaTax 3TUYECKON IKCNepTU3bl.

41. B coBeTe no 3TMKe MOryT co3aaBaTbCA SKCNEepPTHbIE rpynnbl.
42. K akcnepTam coBeTa npenbABnATCA cnenyowme TpeboBaHuA:
a) onAa nuu, MerLwmMX BbicLlee MeanumHCKoe obpasoBaHume:

HanuymMe NocneBy30BCKOro U (UAnM) AOMNOSHUTENBHOrO NPOKEeCCMOHANLHOIO



obpasoBaHuA, cepTudukaTa cneynanncTa;

Hann4yme onbitTa pa6OTbI no npoBeneHunio KINnHN4YeCcKnxX ncnblTaHUN
MeOVLMHCKUX U3OENTNA N pa3pelieHnto BornpocoB, CBA3aHHbIX C 3TUYECKNMUA
acrnekTamMmm KIMHNYECKUX UCNbITaHNN MeaULUUHCKUX U3Oenun;

6) oNA UHbIX L
Hanun4mne BbicLlEro obpasoBaHuA;

Hanuume onbiTa paboTbl M 3HaHMA B 06NacTU 3TUYECKUX U MPaBOBbIX
acrneKToB 3aWnTbl NpaB 1 cBO60ObI YENOBEKA U rPaXkaaHWHa.

43. 3acepaHuAa coBeTa Mo 3TUKE npoBo4ATCA npeancenarenem win rno ero
Nopy4YeHUto 3aMecTuTenem npencenarenAa m oOPMIAITCA NPOTOKOSIOM,
KOTOprI?I noanncbliBaeTcA npepcenarteneM coseta nNo 3TUKe WIN ero
3aMeCTuTes1eM.

MaTtepmanbl K o4epeqHOMY 3acefaHuilo COoBeTa Mo 3TUKE HanpaeAkTcA
aKcnepTtam coBeTa NO 3TUKe penaprtameHToM MuHucTtepcTBa
3apaBooxpaHeHna Poccurickon depepaunmm, OTBETCTBEHHbIM 3a
OpraHM3aumoHHO-TEXHUYECKOE obecrnedeHne coBeTa Mo 3TuUKe (panee -
JenapTameHT), He no3gHee 4em 3a 3 paboynmx OHA OO0 Ha3HAYEeHHOro
AenapTameHTOM CpoKa NpoBefAeHnA 3acegaHna.

44. 3acepaHve coBeTa MO 3TMKE CYMTAETCA MPaABOMOYHbLIM, €C/IM HA HEM
NPUCYTCTBYET HE MEHEE ABYX TPETEWN ero YneHoB.

3KCI'IeprI coBeTa Yy4acTBYWOT B ero paboTte JfMYHO, LOenermpoBaHue
NOSTHOMOYMIA HE JOMyCKaeTCA.

45. 3KcnepTbl coBeTa, y4yacTBywWMe B MJAHMPYEMOM KJ/IMHUYECKOM
NChblITaHUM MEOUUUHCKOro W3Aenua, He MpUBIEeKalTCA K ITUYECKOWN
aKcnepTuse.

46. PelweHne coBeTa No 39TUKe NnpUHMMaeTCA OTKPbITbIM rosiocoBaHnem
NPOCTbIM 60MbWNHCTBOM [OJIOCOB NAPpUCYTCTBYIOWNX Ha 3acenaHuun
OKCMNepToB coBeTa.

B cny4ae paBeHCTBa rosiocoB NMPUHATbIM CHUTAETCA pelleHune, 3a KOTopoe
nporosiocoBall I'IpG,EI,CG,D,&TGJ'IbCTByI-OLLl,VIIZ Ha 3acefaHnn coBeTa no 3TukKe.

47. llo pesynbTatam 3acepaHmA coBeTa Mo 3Tuke odopmnAaeTcA
3ak/odeHme 06 3Tnyeckon OBOCHOBaHHOCTW MPOBEAEHUA KIIMHUYECKUX
NCMbITAHUA MeOULMHCKOro un3genuA no (opme COorfacHo MPUIOXKEHUIO,
KOTOpoe noAanucbiBaeTcA npegcegarenemM coBeta MO 3TUKE WM ero
3amecTtutenem. OOguH aK3eMnAp 3akioYeHNA BPy4aeTCA 3aABUTENIO Un
HanpaBfiAeTCA eMy 3aKa3HblM MOYTOBbLIM OTNPaBfeHNEM C YBeAOMSIEHNEM O
BPYYEeHMN, a BTOPOW IKIEMIJIAP XPaHUTCA B AenapTaMeHTe.

48. 3KCﬂepT CcoBeTa, HecornacHbln ¢ NMPUHATbLIM pelweHnem, nMmeeT npaBso B
NMNCbMEHHOM cbopme N310XUTb cBOe 0cob60e MHEHMe, KOTOpoOEe rnpunaraeTtcA
K COOTBETCTBYIKOLWEMY 3aKIlO4eHNIO coBeTa Mo 3TuKe, rnpenycMoTpeHHOMY
NYHKTOM 47 HacTOALMX I'Ipanm, N ABNAETCA €ro HeOTbEM/IEMOWN YacTblO.

49. NHdopmaumAa O cocTaBe coBeTa MO 3TUKE W niaHax ero paboThbl
pasmellaeTcA B COOTBETCTBYWOLWEM pasgene Ha canmte MuHucTepcTBa



3apaBooxpaHeHna Poccuinckon ®Pepepauunm B cetun "WIHTepHeT" u
nogaep>XMBaeTcA B akTyaslbHOM COCTOAHUN.

WHpopmauma o Tekylen aeATenbHOCTU coBeTa Mo 3TUKe pasMellaeTcA B
COOTBETCTBYIOLWEM pasfene Ha caute MwuHucTepcTBa 34paBOOXpaHeHus
Poccuiickon ®epgepaumn B cetn "IHTepHeT" B TedeHne 3 paboumx gHen co
OHA NpoBefeHnA 3acefaHnA coBeTa No 3TUKE.

50. OKcnepTHOe y4ypexaeHue Mo >KenaHuw 3afAaBuUTenA A0 Hadvana
npouenypbl rocyaapcTBEeHHOW perucTpauuMum ocywecTBnAeT
KOHCYNbTUpOBaHMe, B TOM 4ucne no Bonpocam npoueayp, CBA3aHHbIX C
rocyoapCTBEHHOW perncrtpauven MeguumHCKUX usnenuun, BK4Yan
npenBapuUTEsibHbIA aHaNIN3 U OLEHKY PerncTpauuoHHOro Oocke, B nopagke,
YCTaHOBIEHHOM PErncTpUPYOLUM OPraHoM.

KoHcynbTupoBaHne He ABnAeTcA obA3aTesibHbIM OJ1A NOSyyYeHuA
roCyAapCTBEHHOW YCAYrn Mo rocygapCTBEHHOW perncrpaunm MeauumHCKUX
nsgoenvin.

B uenAax cobniooeHnAa NpUHUMNOB HE3aBUCUMOCTU M BecrnpucTpacTHOCTH
npu NPOBEOEHUN IKCMEPTU3bl KadecTBa, 3(pdeKTUBHOCTN 1N 6e30nacHOCTH
MEeOVUMHCKOro U3OenuAa, a TakXXe WUCKITIYEeHMA BO3MOXXHOCTU KOHNUKTa
MHTEepecoB AOONIXKHOCTHbIE nuua 9KCMNEepTHOro yuypexpaeHud,
OCYLLECTBNABLUNE KOHCYJIbTUPOBAHNE NN UHCMEKTUPOBAHME NPOn3BOACTBA
MEeOVUUMHCKUX MU3OENIMA Ha COOTBETCTBME TPebOoBaHWAM K BHELPEHUIO,
nognep>XaHmio N OUEHKE CUCTEMbl ynpaBfieHNA KayeCTBOM MeOULMHCKUX
N3pennin, He MOryT NPOBOAUTb IKCMNEpPTU3Y KayecTBa, 3PPEKTUBHOCTU W
6e30MacHOCTU MeAUUUHCKOro u3genua, no KOTOpOMYy NpoBOAMOCH
KOHCY/bTUPOBaHME.

51. B OTHOWEHUN MeOVLUMHCKOro u3genuA 3aABuTeneM MOXeT ObiTb
npencTaBeHo TOMbKO OAHO U3 3aABNEHUW, NPeayCMOTPEHHbIX MYHKTOM 63,
nnu nyHkTom 87, wnu nopnyHkTom "a" nyHkta 101, vmnn nognyHkTom "a"
nyHkTa 112, unm noanyHkTom "a" nyHkta 120, nnn nyHkTom 135 HacToALMX
lMpaBun. B cny4ae npeacTtaBneHVA WM HanpasneHnA B PerncTpupyroLmni
opraH unn y4ypexzaeHve B Mnepuvon pacCMOTPEeHWA UM PernctpaumoHHOro
Jocbe B COOTBETCTBUM C Mpouenypon, npenyCMOTPEeHHOM HacCTOoALUMMU
MpaBunamn (OO BbIHECEHWA WTOrOBOrO pPELEeHWA, NpeaycCMOTPEHHOro
AaHHOW npouenypomn), NOBTOPHOrO U (UNM) HOBOrO 3aABNEHNA N3 YKa3aHHbIX
B NPeasioxXeHUn nepBOM HAaCTOALWEro MyHKTa B OTHOLIEHUW [OaHHOro
MeOULUMHCKOro U3fenva Takoe 3afABfieHne perucTpupyrowmm opraHom mnm
y4ype>kxaeHnem He npuHMMaeTCH.

52. PerucTtpupyowun opraH opmMmpyeT perncTpaunmoHHoe [ocbe Wu3
cnenylowmnx JOKYMEHTOB (N0 NPUMEHNUMOCTW):

a) 3aABNeHne O perucTpauum n 4OKYMEHTbI, MPeayCMOTPEHHbIE MYHKTOM 65,
winm 87, wmnm 101 HactoAwmx [MpaBwun, 3aABneHne O BO306HOBEHUU
rocy0apCcTBEHHOM pernctpaumm MeaMuUHCKOro u3genuA U OOKYMEHTHI,
npenycMoTpeHHble NyHKToM 80 HacToAwmX Npasusi, 3anpocbl 1 JOKYMEHTHI,
npeanycMOTPeHHble NYHKTOM 74 nnu 96 HactoAwwmx [Npaswun, 3aABneHne o
BHECEHUN W3MEHEHUN, CoAep>XaluxcA B pPerucTtpaumoHHOM [ocbe, WU
OOKYMEHTbI, NpeayCMOTpPeHHble nyHkTamu 112 un (unm) 120 HacToAwmXx
MpaBun, a Takxe 3aAsneHne 06 OTMEHEe rocynapCTBEHHOM perucTpaumm



MeOUUMHCKOro U3aenvAa U OOKYMEHTbl, NpedyCMOTPEeHHbIe NoAnyHKTOM "6"
nyHkTa 139 HacToAwmx lNpasun;

6) KonNnA 3agaHuA Ha nNpoBefeHue IKCNepTu3bl KayecTsa, IPPEKTUBHOCTU
n 6e30NacHOCTV MeULIMHCKOro usaennaA, 0pOpMNIEHHOIO PerncTpupyoLnm
opraHom;

B) 3ak/l4YeHnA, OPOPMNEHHbIE 3KCMEPTHbIM Yy4ypexKaeHuem npu
NpPoOBEeAEHUN IKCMepTU3bl KayecTBa, 3PEPEKTUBHOCTU M 6e30NacHOCTU
MeONLNHCKOro n3nenua;

) BO3paXXeHUA 3aABUTENIA Ha 3aK/loYeHMe 3KCMEepPTHOro yUYpeXXaeHUa npu
NpoBedeHNN 3KCMepTU3bl KadvecTBa, IPPEKTUBHOCTU M 6e30nacHOCTU
MeOVLMHCKOro M3Oenuna, pelleHuA PerucTpupylollero opraHa no urtoram
PacCMOTPEHMA BO3Pa>KeHWI 3aABUTENA HA 3aK/TIIOYEHUE;

1) KOM1M NPUKasoB PErncTpUpYIoLLEro opraHa;
€) KOnun yBeAOMIEHNA, HanpaBNeHHbIX PermcTPUPYHOLLUM OpPraHOM;

)K) Konun oT4yeToB 006 MHCNEeKTunpoBaHmnn npom3sonoctea MeagMUMHCKOro
nsnoenna.

53. [JokyMeHTbl, copgep>awuecAa B perncrpauMoHHOM pAochbe,
NpeacTaBnAlTCA B PErnCTPUPYIOWMIA OpraH C MCMNoSIb30BaHWEM €OWUHOro
nn4yHoro kabuHeTa 3aABUTENA B (POPME INEKTPOHHBLIX AOKYMEHTOB WU
9N1eKTPOHHbIX 06pa3oB AOKYMEHTOB, MOAMNUCAHHbLIX YCUJTEHHOW
KBanupmunpoBaHHON 3NEKTPOHHOMW MNOAMUCBLIO WUAN YCUITEHHON
HeKBaNnMOLUMPOBAHHOM 3MIEKTPOHHOW NOANUCHIO 3aABUTENA.

ﬂ,OKyMeHTbI Ha 6yMa)KHOM HOcuTene, coaep>Xawmeca B permctpauMOHHOM
[ocCbe, J3NIEKTPOHHbIE o6pa3b| KOTOpPbIX MNpeactaBnAlTCA 3aABUTEJIEM,
OOMKHbI 6bITb 3aBepeHbl B YCTaHOBJIEHHOM MNMopAake.

54. [JokyMeHTbI, cogep alimeca B perncTpaumoHHOM 0OCbe, A0SKHbI 6bITb
BbIMOSIHEHbI B MHOrouBeTHOM chopMaTte C paspelweHnem He meHee 300
TOYek Ha AwrMm B dopmaTe *.pdf ¢ TEeKCTOBbIM CflIOEM C BO3MOXXHOCTbLIO
BblOENEeHNA N KONMPOBaHNA G/I0KOB, a Tak>XXe OCYLLEeCTBNEeHUA noncKa.

Pasmep nwboro m3 cannos perucTtpaumoHHOro AO0Cbe He [[OJIKEH
npesbiwaTte 100 M6.

B kaxaoom [OKYMeHTe, coaepykawemcA B pPerncTtpauuoHHOM [ocCbe,
o6A3aTenibHO Ao/MKHA ObIThb YKasaHa farta ero Bblgadn.

55. B cnyyae ecnv JOKYMEHTbI, CoaepyKalmeca B permcTpaumoHHOM 4OChe,
cocTaBfieHbl HA MHOCTPaAHHOM A3bIKE, OHW NPeACTaBNATCA C 3aBEPEHHbIM B
yCTaHOBJIEHHOM MOPAAKE NEPEBOAOM HA PYCCKUIA A3bIK.

56. TexHunyeckaAa [OKyMeHTauuAa npou3BoAuUTENA (M3roToBUTENA) Ha
MeOUUMHCKOE u3nenue, aKcnayaTaumMoHHaA AOKYMeHTaumMa npon3BoanTena
(n3roToBUTENA) HA MEOULMHCKOE uU3fenue, B TOM YUCe WHCTPYKUMA Mo
NPUMEHEHNIO N PYKOBOACTBO MO 3KcrsyaTauum MeguuMHCKOro usgenvs,
MOryT ObiTb [OOMOSIHUTENIbHO BHECEHbl MOCPEACTBOM €OMHOro JINYHOro
KabnHeTa 3aABUTENA B BuUAE CBEOEHWW, NOAMUCAHHbIX YCUJTEHHOW
KBannpmnumpoBaHHON 3NEKTPOHHOW MNOANUCBLIO WU YCUJTEHHOW



HeKBaMPULMPOBAHHON 3/1EKTPOHHON NOAMNNCHIO 3aABUTENA.

57. Obecne4vyeHne opraHmsaumm paboTbl N0 POPMUPOBAHUID U BEOEHUIO
HOMEHKNAaTypHOM Knaccupumkaumm MeauunmHCKUX usgennui no Buaam
OCYLLECTBNAETCA PErUCTPUPYIOLLMM OPraHoM.

58. lNpu nU3MeHeHn BMOa MeOuLMHCKOro M3fenvAa B pamkax paboTbl Mo
POopMMPOBAHUIO N BeOEHUID HOMEHKNAaTYpHOW Knaccudukaumu
MEONUNHCKUX U3Jennin no BuUAaM pPerucTpupytowmii opraH ysegomnaeT
NOCPEeACTBOM 3NIEKTPOHHOro kabwHeTa 3aABUTENA O NJaHMPyeMOM
N3MEHeHUM B1UAa, COAep Kalleroca B peecTpoBou 3anucm.

B TeyeHune 15 pabounx oHer co OHA pasMeLLeHMA B 3/1eKTPOHHOM KabuHeTe
3aABUTENA YBEOOMJIEHWUA, yKa3aHHOro B ab3aue MepBOM HacTOALLero
NyHKTa, 3afABMTENb BMNpaBe O3HAKOMWUTbLCA C HUM W MpU HanN4yuu
BO3paXeHWn HanpaBUTb WX B PErUCTPUPYIOLLMA OpraH MNOCpPeacTBOM
9NEeKTPOHHOro KabuHeTa 3afAaBUTeNA. YkKasaHHble BO3paXxeHus
HanpaB/ATCA 3aABUTENEM OLHOKPATHO.

B cnyyae ecnu B YyCTaHOBMEHHbIA CPOK BO3paXKeHUA 3aABUTENA He
NOCTYNWNN, PErncTPUPYIOWMA opraH OCYLEecTBNAEeT MeponpuATUA Mo
BHECEHMIO UBMEHEHWI B PEECTPOBYIO 3anuChb.

B cnyyae noctynneHnA nocpeacTBOM 3NEKTPOHHOMO KabnHeTa 3aABUTENA B
CPOK, He npeBbiwaowm 15 paboymx OHen, BO3padkKeHWn 3aABuUTeNA no
M3MEHEHUIO BMAA MEOMUMHCKOrO W3OenuA perucTpupyrowmin opraH B
TeyeHne 30 paboymx pHeW CO [OHA MOCTYN/NEHUA BO3pa>xeHuu
paccmatpmBaeT UX, B TOM 4Yucne C NpPUBIEYEHUEM IKCMEPTHOro
yuYpexaeHuA.

B cnyyae NpUHATUA PELLUEHNA O MPU3HAHUM BO3PAXKEHWI MOSIHOCTHLIO MU
4aCTUYHO OBOCHOBAHHBLIMW MEPOMPUATUA MO BHECEHUIO W3MEHEHUA B
PEeCTPOBYIO 3annCb HE OCYLLECTBAIOTCA.

B cnyyae npuHATUA pelleHnA O MPU3HaAHUM BO3Pa>KEHWUI MOSTHOCTBLIO WK
4aCTUYHO He O0O6O0CHOBAHHBLIMM PErucTPUpPYHOLWMIA OpraH yBedoMMAeT O
MNPUHATOM pPELUEeHNN MOCPEeACTBOM 3/1eKTPOHHOro KabwuHeTa 3asBuTens (c
MOTMBUPOBaHHLIM 060CHOBaHMEM MPMHATOrO PELUEHUA) U OCyLLecTBNAET
MEPONPUATUA MO BHECEHWIO COOTBETCTBYIOLMX M3MEHEHUI B PEecTpPOBYHO
3anuce.

59. Cpoku n nocnepoBaTesibHOCTb aAMUHUCTPATUBHbLIX Mpouenyp wu
aAMVHUCTPATUBHbIX AEUCTBUA PErMCTPUPYIOLLEro opraHa yctaHaBnnmsatTCA
aAMVHUCTPATUBHbLIM persiameHToM Mo MNpefocTaBfIEHMIO roCyAapCTBEHHON
ycnyru no rocynapCTBEHHOW perncrpaumm MeanunmHCKUX U3penuvn,
paspabaTbiBaemMbiM B COOTBETCTBUM C TpeboBaHMAMK, YCTaAHOBMNEHHbLIMU
MpaButenscTBoM Poccumckon Penepaumn.

60. Ha Tepputopumn Poccuinckom @epepaumnm He [onycKarTca:

a) perucTtpauma pasfiNYyHbiX MeOoUUUHCKUX Wn3nennin nopn OOHUM
HaVMEeHOBaHUeM;

6) permucrtpaumAa B KayecTBe MeOUUWMHCKUX U3AENUA NpoayKuun,
HanMeHOBaHMEe KOTOpPOW coaepXutcA B [ocyaapCTBEHHOM peecTpe
NeKapCTBEHHbIX CPeacTB ANA MeAULMHCKOro npumeHeHna, EanHom peectpe



3aperucTpupoBaHHbIX feKapCTBEHHbIX cpencte EBpasunckoro
S9KOHOMWYECKOro col3a Wiu cosnagaeT C HauMeHoBaHWeM BG1ONornYyecku
aKkTMBHOM O06aBKU K nuLlie, CBeOEeHWA O KOTOpoW copepyxatcA B EomMHOM
peecTpe CBMAETENbCTB O rOCY4apCTBEHHOW perncrpauun npoaykumn. Ecnn
neKkapcTBEHHOE CPeAcTBO MM OGUONOrMYECcKM akTMBHAA AobaBka K nuie
ABNAETCA KOMMOHEHTOM MEeOMUWNHCKOro U3aenua, X HauMeHOBaHWA MOryT
MCNONb30BaTLCA B HAMMEHOBaHMUM MEAMUMHCKOro U3aenus;

B) NOBTOPHaA perncTtpaunAd ogHUM rnpom3soguTesieM OOHOro n TOro Xe
MeanunHcKoro nsgennmAa nog NHbiIM HaMeHoBaHUEM.

61. B uenAx npoxoXxgeHuAa npouenypbl rocyfAapCTBEHHOW perucrpaunuv
MeONUVHCKOro n3genua npousBoguTeNlb (M3rotToBUTENb) MEOULMHCKOro
n3genua posmkeH obecneynTb COOTBETCTBME MEOUUMHCKOro usgenva
cnepyowum TpeboBaHUAM (MO MPUMEHUMOCTN):

a) He [onyckaeTcA oOrpaHMyeHve B3aMMO3aMEeHAEeMOCTU MeaULMHCKMX
n3penvin nyTem WUCNoNb30BaHMA creumanbHbiX TEXHUYECKUX Wun
NPOrpaMMHbIX CPencTB WNM Apyrumm crnocobamu, ecnm 3TO He
npenHasHadyeHo AnA obecneyvyeHns 6e30MacHOCTU U 3PDEKTUBHOCTU
MeOMLMHCKOro N3aenus;

6) poonyckaeTcA NoaTBepXAEHNE BO3MOXHOCTU COBMECTHOIMO NMPUMEHEHMUA
pPerucTpupyemMoro MeauuuMHCKOro msgenma C Apyrum MeauunHCKUM
n3gennemMm MHOro npoussoguTena (M3roToBUTENA), 3aperncTpPMpOBaHHbLIM B
COOTBETCTBUM C TpeboBaHMAMM 3akoHopaTenocTtBa Poccunckon
depepaunm B cdepe rocyaapCTBEHHOW perncrpaumm mMeauuuHCKUX
nagenuii. NMpn 3TOM COBMECTHOE MNPUMEHEHUE pPerucTpupyemoro
MeOUUMHCKOro M3aenva ¢ MeguuMHCKUM n3gennem MHOro npou3sBoanTena
(M3roToBUTENA) OCYLLECTBNAAETCA C Y4eTOM OCOBEHHOCTEN, YCTaHOBAEHHbIX
B 9KCM/lyaTauMOHHOM OOKYyMeHTauuu npovssoguTena (M3rotoBuTenA) Ha
perucTpupyemoe MeanuuHcKoe nsgenve.

62. PeweHnAa n penctemA (6e30eNUCTBUE) PETrUCTPUPYIOLWLErO oOpraHa,
noesiekKwmne 3a cobOM HapyweHue npaB PUOANYECKOro nuua uam
PU3NYECKOro Nnua, 3aperncTpMpoBaHHOINO B KavyecTBe WMHOVBUAYaSIbHOro
npeanpuHUMaTens, a TakXXe 3aK/IOYEeHUA SKCMEPTHOrO YYpexXaeHuAa Mo
pesynbTaTaMm NpPoBEOEHHbIX UM B COOTBETCTBMM C HacToAwmMMn Npasunamm
aKcnepTn3a MorytT ObiTb 0O6>XanoBaHbl 3aABUTEeNeM B nopAafke,
yCTaHOBJIEHHOM 3akoHogaTenscTBoM Poccuiickon depepaunu.

Il. lTocypapcTBeHHaA perucrpauma meguUUHCKUX
u3genun, noarsepXxaeHune 3ppeKTMBHOCTU KOTOPbIX
TpebyeT npoBeAeHUA KNNHUYECKUX UCTbITaHNUU C
yyacTvem yesioBeKa U nony4vyeHuA paspeLueHus
perucTpupyrowero opraHa Ha nposeaeHue
KJIMHUYECKUX UCMbITaHUN

lyHkT 63 pevictBoBan Ao 31.12.2025 n npumeHsaerca ¢ 08.01.2026 o
31.12.2027 (nyHKT 2 lNocTaHoBneHuns lNpaButenbctea P® or 30.12.2025
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N 2214).

63. [nA rocypapCTBEHHOW perucTpauunm MeguuuUHCKOro wmnsgenua,
noaTeepXxaeHne 3(PEPeKTUBHOCTU KOTOporo TpebyeT nposBeneHuA
KJIMHUYECKUX UCMBITAHUM C ydacTUeM 4YesioBeKa W nonyyYeHua paspeLueHna
perucTpupylowero opraHa Ha npoBefeHue KIMHUYECKUX WCMNbITaHun,
3aABUTENb NOCpPencTBOM €AUMHOro sun4yHoro kabuHeTa 3afABuTend
npeacTaBnAeT B PErucTpupylowmin opraH 3aABfeHue O perucrtpaumm, a
Tak>Xe OOKYMEHTbI, yKa3aHHble B NyHKTe 65 HacToAwwmx MNpasusn.

64. B 3aABneHnM 0 perncTpaumm ykasblBatoTCA Crieaytolmne CBeAeHNA:

a) HaMMeHoBaHMe MegUUMHCKOro usgenua (C ykasaHnem mopenen (Mapok)
MEeONUNHCKOro uU3genua, ux coctaBa U NPUHAONEXHOCTen, HeoOXO0aANMbIX
O1A MPUMEHeHUA MeOUUMHCKOro u3foenuAa wuam ero mopenen (mapok) no
HasHayeHuto (NpyY HanuyuKn), NPU 3TOM 3aABUTESb YKa3blBaeT TOBApPHbIA
3HaK W MWHble cpencTsa MHAMBMAyanu3auun MeaVUMHCKOro msgenuA B
cny4yae ux HaHeCeHUA Ha YyNakoBKY MeAULNHCKOro n3nenva;

0) B OTHOLWWEHUN Npon3BoamMTena (M3rotToBUTENA) MEANLMHCKOrO N3Oenua:

IOpNONYecKoro nuua - nosiHoe W coKpauweHHoe (Mpu Hanauyunmn)
HanMeHoBaHMA (C TpaHcnMTepauuwen), opraHmsauuoHHO-NpaBoBaA hopma,
NOEHTUOUNKAUVMOHHBIA HOMEpP HanoronfnaTenblmka (onAa npoussBoanTenen,
ABnAowmnxcA pesmgeHtamu Poccunckon depepaumn), agpec mecTta
HaxoXOeHuA, a Takxxe Homep TenedoHa n agpec 3NeKTPOHHOW NOYThI;

h13NYECKOro nmua, 3aperncTpMpoBaHHONO B KadecTBe WMHOVMBUAYaNIbHOro
npeanpuHuMaTens, - haMmnna, UMA N 0TYECTBO (MPU HaNN4YNKN), PEKBU3UTDI
OOKYMEHTa, YOOCTOBEPAILWEro JIMYHOCTb, MOEHTUMUKALNOHHBIA HOMEpP
HanoronnaTtenbwuka (oA NPOM3BOOUTENEN, ABNAIOWIMXCA pe3naeHTamm
Poccuiickon ®epepaumn), agpec Mecta XWUTenbCTBa, a TakXe HOMep
TenedoHa 1 agpec ANEKTPOHHOW MOYThl;

B) B OTHOWEHUWN YMOSIHOMOYEHHOr0 npeacTaBuTenA npoussoanTenA
(nsrotoBuTENA):

IOpNONYEeCcKOro nuua - MnosiHoe W coKpauweHHoe (npu Hanuyunmn)
HanmeHoBaHMA (C TpaHcnMTepauuwen), opraHnsauuoHHO-NpaBoBaA hopma,
NOEHTUMPUKALNOHHBIM HOMEep HanoronnaTenbwmka, agpec MecTa
HaxoXXOeHuA, a Takxxe Homep TenedoHa n agpec 3NeKTPOHHOW NOYThbI;

PU3NYECKOro Nnua, 3aperncTpMpoBaHHOINO B KavyecTBe MHOVBUAYaSIbHOro
npeanpuHumMarensa, - amunma, UMa n 0TYEeCTBO (NPU HaANNM4YUM), PEKBU3NTDI
OOKYMEHTa, YAOCTOBEPAKOWEro JIMYHOCTb, WUOEHTUMKALNOHHbLIA HOMEpP
HanoronnaTenbwuka, agpec MecTa XUTENbCTBA, a TakXke HoMep TenedoHa
N agpec 3NEeKTPOHHOM NOYThI;

ry HammeHoBaHue (HamMmeHoBaHUA) (C TpaHcnuTepauunemn)
NPON3BOACTBEHHON nNowaakn (NPOoM3BOACTBEHHbLIX MNNOWanokK), aapec
(appeca) mecTa ee (UX) HaAXOXXAeHuA;

[) HasHayYeHne MeaVLUMHCKOro n3genua, YyCTaHOBNEeHHOE NPOU3BOAUTENEM
(nsrotoBuTENEM) B COOTBETCTBUM C TEXHUYECKOW M IKCMyaTalMOHHOW
OOKYMEHTauMen Ha MeauUMHCKoe U3aenue;



€) Bua4 vAn BUAbl MEAVWUWHCKOro usgennA B COOTBETCTBUMU C
HOMEHKaTypHOM Knaccupukaumen MeguumMHCKUX WU3[envini no Bugam B
cnyyae, NpeayCcMOTPEHHOM NYHKTOM 26 HacToAwmx Npasun;

>X) Knacc NOTeHUManbHOro pucka npuMeHeHUA MeauUMHCKOro usgenvA B
COOTBETCTBMWN C HOMEHKNATYPHON Kraccudmkaumen MeauumHCKuUX nagennm
no kKnaccam B 3aBUCMMOCTW OT MOTEHUMANbHOrO pucka Ux NPUMEHEHWUA,
yTBep>Xxgaemon MwuHuUcCTepcTBOM 3apaBooxpaHeHuA Poccuunckon
depepaumu;

3) kon O6uwepoccnmnckoro kKnaccmgumkaropa npoaykuuMm no Bugam
9KOHOMUYECKOW AeATENbHOCTU (oanee - knaccudukaTop);

I/l) cBeeHnA O BO3MOXHOCTU (HeBO3MO)KHOCTI/I) OTHeceHnA MeanunHCKOro
n3oenna.

K NporpamMMHOMYy obecnevyeHunio, ABAAOLWEMYCA MEONLUNHCKUM U3LOENTNEM;

K nporpammMHoMy obecnedyeHU C NMPUMEHEHWUEM TEXHONOrumn
NCKYCCTBEHHOIO MHTENNEeKTa, ABAALWEMYCA MEAULMHCKUM N3OENNEM;

K) cBeOeHUA O Hanuyum (OTCYTCTBMWU) Y MEOUUMHCKOro magenua u (mnu)
NPUHAONEXHOCTEN K HemMy NpPAMOro WM OnocpefoBaHHOrO KOHTaKTa C
NMOBEPXHOCTbIO Tena 4yenoseka, ero CNM3ucTbiMM obono4vkamw,
BHYTPEHHUMU cpefamMum opraHmama, ASiA KOTOPbIX yKa3aHHoOe
B3auMOLENCTBUE (KOHTAKT) ABMAETCA HeO6XOoOAMMbIM ON1A BbINOHEHUA WX
npegHasHayYeHHOW (PYHKUUK;

n) csepeHMA 06 OTHEeCEeHMW MeOMUMHCKOro u3genvAa K cpeactBam
n3MepeHnn B cepe rocynapCTBEHHOrO perynmposaHmAa obecneyeHnA
€AMHCTBa WU3MEpPEHUin, NepeveHb KOTOopbIX yTBepxXaaetcA MUHUCTEPCTBOM
30paBooxpaHeHna Poccuinckon @epepaunm;

M) HOMep, [haTa npPoToKONla TEeXHUYECKUX MUCMbITaHUA MeaNLUHCKOro
n3pnenua, a TakXXe HauMmeHOBaHWe ucnbiTaTeNbHOW nadopaTtopuu,
BblOaBLUEN MPOTOKO/T UCMbITAHUN, N CBeAeHNA O HOMepe 3anncu O Heil B
peecTpe akKKpeaMTOBaHHbIX JNL;

H) HOMep, paTa NPOTOKO/Aa TOKCUKONONMYEeCKUX unccnepnoBaHuin
MeOULMHCKOro magenva u (Mnv) nNpuHagfexHocTen K MeauuUMHCKOMY
N3[enuio, NPAMO UNU ONOCPEOOBAHHO KOHTaKTUPYIOWMX C MOBEPXHOCTLIO
Tena 4enoBeka, €ro CAM3UCTbiIMM 060M104YKaMU, BHYTPEHHUMWU cpegamuv
opraHusma, OjAa KOTOpbIX yKa3aHHOEe B3aMMOAENCTBUE (KOHTaKT) ABNAETCA
HeobXoAMMbIM ON1A BbINOMHEHMA UX NpefAHasHaYeHHbIX (PYHKUUN, a Takxe
HavMeHOBaHMe wucnblTaTenbHoM nabopaTopun, BblAaBWEN MNPOTOKON
nccnenoBaHMn, M CBeAEHMA O HOMepe 3anmcu O HeWn B peecTpe
aKKpeOoUTOBaHHbIX NuL;

0) HOMep, fJata MNpoToKosia UCMbITAHUA MEeOUUVHCKOro usgenmAa B uenAax
yTBEPXAEHNA TuNa CPEACTB U3MEPEHU (B OTHOWEHUUM MeOMLMNHCKUX
n3nennn, OTHOCALWMKMXCA K cpeactBaM uamepeHun B cdepe
rocyoapCTBEHHOrO perynnmpoBaHMA obecnevyeHnA enuHCTBa WU3MepeHun,
nepeyeHb KOTOpbIX yTBEpXxaaetcA MuHUCTepcTBOM 3OpaBOOXpaHEHUA
Poccuinckon ®depepaumun), a TakXe HaMMeHOBaHMEe WUCNbITaTeNbHOW
nabopaTtopun, BbloaBLIEN MNPOTOKOS MCNbITAHUA, U CBeOeHUA O HoMepe
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3anuncK o Hell B peecTpe akKpeaMTOBaHHbIX NNLL;

n) para M HOMep oT4yeTa O pesynbTaTax WHCNEeKTUPOBaHWA, CPOK €ero
OEeNCTBUA, a TakXXe HaMMeHOBaHWe opraHmsauumum, nposBoauUBLUEN
MHCMNEeKTUpoBaHMe (yKasblBalOTCA B Criy4yae nNpoBefdeHUA UWHCNeKuun
WMHCNEKTUPYIOLWEN OpraHm3aumen, HaxogAwenca B BeAeHUN (MOAYMHEHUN)
perucTpupyoLwero opraHay);

p) cBegeHMA 0 HeobXoauUMOCTU (OTCYTCTBUM HEOOXOOAMMOCTM) NpPoBEeaEHUNA
KIMHUYECKNX UCTIbITAHUIA C y4acTUEM YeNOBEKa;

C) cBedeHUA O Hannumm (OTCYTCTBUWM) B COCTaBe MEAMLMHCKOro u3aenusa
NneKapcTBEHHOro npenaparta, apmaueBTMYecKOn cybcTaHuum,
61010rMYecKoro MmaTepuana v MHOro AeCTBYIOLLEro BeLecTBa;

T) cBeOEeHMA O BbiNyCKe N3Oenua B CTEPUSIBHOM (HECTEPUSIBHOM) BUAE;

y) PEeKBU3UTbl AO0KYMeHTa (AOKYMEHTOB), NOATBEpXAallwero npaso
MCNOMb30BaHMA NpoM3BoauUTENEM (M3roTOBUTENEM) TOBapHOro 3Haka W
WHbIX CPeACTB WHAMBMOyanu3auum MeaMUVHCKOro M3fenvAa B crydae ux
HaHeCeHNA Ha yNnakoBKY MeaULMHCKOro n3aenus;

d) cBepeHMA 06 onnaTte rocynapCTBEHHOM MOWWHBLI (gata M Homep
NNaTEeXHOro NopyyYeHna (NNaTeXHbIX NOPYHEHUN);

X) CBeOEeHMA O perncTtpaunmoHHOM HOMepe W paTe rocyaapCTBEHHOM
perncTpaunn MeguuuHCKOro nsgenna (BHECEHNA N3MEHEHUI B AOKYMEHTbI,
cogepykawumeca B permcTpaumoHHOM focbe) (M0 NPUMEHNMOCTHN);

Ll,) cBegeHnA O BO3MOXXHOCTU (HeBO3MO)KHOCTI/I) OTHeceHnAa MeanMunHCKOro
n3nenua K MeguumHCKUM n3genuav anAa guarHoCTUKM in vitro;

4) cBeAeHnsa 06 yBeAOM/IEHMAX O BBO3€ MEAMLMHCKOrO WU3AEeNnna C Lenbto
€ro rocynapCTBEHHOM perncTpaumm, nogaHHbIX B PermcTpupyoLLn opraH;

W) cBeOeHnA 006 OTBETCTBEHHOCTM 3aABUTENA 3a [OOCTOBEPHOCTb U
NOEHTUYHOCTb UHGOpMaLMK, codepyKalleiica B perMcTpaumoHHOM A0Cbe U
3afABIEHUN O perncTpaumm.

65. [nA rocypapCTBEHHOW perucTpaunnm MeguuUHCKOro musgenua,
noaTeepXxaeHne 3PpEPeKTUBHOCTM KOoTOoporo TpebyeT nposBeneHuA
KJIMHNYECKUX UCMBITAHUM C ydacTUeM YesioBeKa W MnosyyYeHua paspeLueHna
perucTpupylowero opraHa Ha npoBeAeHue KIUHUYECKUX WCMNbITaHun,
NpeacTaBnAlTCA cnenyowme AOKYMEHTbI:

a) konumAa (Konuwn) AOOKyMeHTa (OOKYMEHTOB), noaTBepXXaarowero
(noaTBEpXpawwmx) MNOMHOMOYMA YMNOSITHOMOYEHHOrO npeacTaBuTenA
npoun3soauTenAa (M3roToBUTesNIA) MO NpeacTaB/lIeHUI0 UMHTEpPecoB
nponssoanTenA (M3roToBUTENA), HECEHWI0 OTBETCTBEHHOCTUM B 4acTu
obpalweHnA MeguUMHCKOro mnsgenuAa Ha Tepputopum Poccuinckon
®depepaumn, B TOM 4YUCe No BOMpocam rnpoueayp OueHKU COOTBETCTBUA U
rocyaapCTBEHHOW perucTtpaumm MeouuuMHCKOro Mu3genuA, a Takxe Mo
3aBEpPEHUNI0 OOKYMEHTOB Mpom3sBoauTenA (U3rotoBuTenA), BCTYMMBLUEro
(BCTYNMBWLIMX) B cuiy OO0 OGOPMIIEHNA COOTBETCTBYHOWMX OOKYMEHTOB
(BOKYMeHT (OOKYMeHTbl) ABnAeTcA (ABNAKOTCA) o06A3aTes/ibHbIM
(obAa3aTenbHbIMM) ONA MHOCTPAHHLIX Npou3BoAUTENen (M3roToBUTENen),



OTeYeCTBEHHbIMW MNpou3BoAUTENAMU (N3rOTOBUTENAMU) OOKYMEHT
(OOKYMeHTbl) npeacTaBnAeTcA (NPeacTaBNATCA) B Cllydyae Hanv4imA
YNOSIHOMOYEHHOro NpeacTaBuTena Npous3BoanTensa (U3roToBUTENA);

6) cBeOeHUA 0 HOPMaTUBHOM OOKYMEHTaunn Ha MeguUnHCKOe n3aenve;

B) TexHmyeckaAa OOKyMeHTaumAa npousBoauTenAa (M3rotoBuTenA) Ha
MeONUNHCKOE n3genue;

r) aKcniyaTauMoHHas OOKYMeHTauusa npoussoauTens (M3roToBuTens) Ha
MEeOVUMHCKOe u3genve, B TOM YUCNe WHCTPYKUMA MO MPUMEHEHWUO WIu
PYKOBOACTBO MO 3KcnlyaTaumMm MeauUMHCKOro 34enns;

[) UuBeTHble dhoTorpagmyeckne nsobpaxeHma oblero suga MeauLmMHCKOro
n3penva, mogenen (Mapok) MeauuMHCKOro usgennAa v nNpuHaaneXxxHocTen,
HeobXoouMbIX ANA NPUMEHEHNA MEOULMHCKOro M3Aenva Nno Ha3HaYeHWo
(pasmepoMm He MeHee 18 x 24 caHTMMETpa), a TakXe u3obpaxkeHuA
MapKMPOBKN U YMNakoBKU (UBETHble MakeTbl YNakKOBOK W 3TUKETOK,
cogepXxalme TeKCT OPUrMHANbHOWM MapPKUPOBKW W  OOMNONHUTENbHOWU
MapKMPOBKM Ha PYCCKOM A3blKE, HAHOCMMOW Ha MeOUUMHCKUE WU3penus,
nponsBeneHHble 3a npenenammn Poccuinckon Gepepauunn);

€) NpoeKT onucaHmA Tuna cpencrtesa U3MepeHun, ABnAKWwerocsa
MEOUUMHCKUM u3genmeMm (B OTHOWEHUN MEeAULUHCKUX W3nenun,
OTHOCAWMXCA K CpeacTBamM M3MEpPeHUn B cdepe rocynapcTBEHHOro
perynupoBaHuA obecneyeHna eOuvHCTBa M3MEPEHWUN, nepeyeHb KOTOPbIX
yTBepxpaetcA MuHucTepcTBOM 3apaBooxpaHeHuMAa Poccuinckon
®epepaunn);

XX) MeToaukKa MNOBEepKW Tuna cpencrtea WU3MEpeHun, ABnAwwerocA
MeOAWUVMHCKUM un3genmem (B OTHOWEHUN MEeOUUUHCKUX Wn3nenuvn,
OTHOCAWMXCA K cpeacteam u3MepeHun B cdepe rocynapCTBEHHOro
perynmpoBaHua obecrneyeHnA eauMHCTBa U3MEPEHUN, MNepeyYeHb KOTOpPbIX
yTBepxpaetcA MuHuctepcTBOM 3apaBooxpaHeHuA Poccumnckon
depepaunn);

3) NPOEKT nfaHa KAWHUYECKUX WCMbITAHUA MEOUUMHCKOro usfenua ¢
yyacTuem 4yenoseka C OOOCHOBbIBAWWWMMK €ro martepuanamu (npum
Hann4nn);

N) OOKYMEHTbI, NOATBepXaakwwne BO3MOXHOCTb OCYyLWeEeCTB/eHUA
npoM3BOACTBa NO agpecy (agpecam), ykasaHHOMY (yKa3aHHbIM) B
3aABNeHUN O perncTtpaumm B KadecTBe NPOU3BOACTBEHHOMU
(Npon3BOACTBEHHbIX) Nnowangkn (nnowanok) (N0 NPUMEHUMOCTMN):
OOKYMEHTbI, noaTBep)xgarolwme Hanm4me ycroBuMid NMPOU3BOACTBA, U (Un)
KOnMMn cepTUGUKATOB COOTBETCTBUA CUCTEMbI MEHEeOKMEHTa KadecTBa
TpeboBaHnAM MexxrocypapcteeHHoro ctaHgapta FOCT I1SO 13485-2017
"Miapenua megunumHckue. Cuctembl MEHeO)KMeHTa KadecTBa. TpeboBaHuA
ON1A uenen perynmposaHunaA”, yTBEP>XXAEHHOro N BBEOEHHOrO B Aenctene ¢ 1
nmoHA 2018 r. (panee - NTOCT ISO 13485-2017), nnn COOTBETCTBYHOLErO
mexayHapogHoro ctaHgapta ISO 13485:2016 "WspenuAa meanumnHCKuUe.
CuctemMbl MeHeaXmeHTa KayecTtBa. TpeboBaHumA pnAa uenen
perynupoBanma" (onanee - ISO 13485:2016), a TakXXe KOMUM OTYETOB O
paHee NpoBEeAEHHbIX MHCMEKUMAX HA COOTBETCTBUE YKa3aHHbIM CTaHOoapTam
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(B cnyyae npefcTaBneHWA yKasaHHbIX CepTUdUKaToB COOTBETCTBUA), U
(Mnn) KonMM [OOKYMEHTOB, MNOATBEPXAAlWUX COOTBETCTBUE CUCTEMDI
yrnpaBfieHUA KayecTBOM TpebOoBaHMAM K BHEOPEHWIO, MoALepXaHui un
OUEeHKe CUCTeMbl ynpaBfieHWA KayeCTBOM MeOUUUMHCKUX wu3genuu
(NnpeacTaBnAOTCA B Criyd4ae MpoBeAeHUA WHCNEKUMU UHCNEKTUPYHoLWEn
opraHm3auuen, HaxopAwencAa B BefeHUM (NOAYMHEHMUU) opraHa
rocynapcTBeHHOM BfnacTu rocypgapctBa - 4neHa EBpasuunckoro
9KOHOMMYECKOro Col3a, YMOSIHOMOYEHHOro Ha OCyLlecTBNeHne un (1nu)
KOOpAMHAUUMIO AeATeNbHOCTU B chepe obpaleHnA MeguumMHCKNX N3aennin
Ha TeppuTopuM ITOr0 rocypapcTea, 3a WCKIYeHMeM Poccumnckom
®epnepaumn);

K) OOKYMEHTbI, NoATBepXXaatolwme npaBo UCNOoAb30BaHNA NPON3BOANTENEM
(M3roToBUTENEM) TOBApPHOrO 3Haka W WHbIX CPeACcTB MHOVBUAyanusaumu
MEeOULUNHCKOro ns3gennAa B Cllydae WX HaHeCceHuA Ha YnakoBKY
MeOUUMHCKOro usgenuA (NpeacTaBnAalTCcA B criyvae, eCcnv CBefeHuA He
BHECEHbl B COOTBeTCTBywOWMUE peecTpbl PepepanbHON Ccnyx6bl No
NHTENNEeKTyanbHON COBCTBEHHOCTW);

n) KOMMM [L[OKYMEHTOB, MNOATBEPXOAKWMX KavyecTBO J1I€KAPCTBEHHOrO
npenapara, papmaueBTnyeckon cybctaHumm, 6UoNorm4eckoro matepuana
MW WMHOro BelecTBa, C UCNONb30BaHMEM KOTOPbIX MPOU3BELEHO
MeOWUNHCKOEe u3genne uam KOTOopble BXOOAAT B €ro cocTaB W
npenHasHayeHbl O1A NPUMEHEHMA TOJNIbKO C Y4YeTOM Ha3HayeHuA
MeONLMHCKOro W3nenua, onpeneneHHoro npou3BoauTeNneM, BblOaHHbIX B
COOTBETCTBUMN C 3aKOHOOATENbCTBOM CTpaHbl MPOUCXOXAEHUA
neKkapcTBeHHOro npenaparta, ¢dapmaueBTUYeckom cybcTaHuum,
61MON0rM4ecKoro MaTepuana n MHOro BeLecTBa;

M) KOMMA [OOKYMEeHTa, MNOATBEPXAalolWero perncrtpauuio nponssoguTtena
(n3roToBUTENA) B Ka4yecTBe lOpMOM4Yeckoro nuua mbo MHOMBMAOyanbHOro
npeonpuHumaTtena (3a WUCKAKYEHUEM MEeOAUUUHCKUX uU3nenuvun,
NPOU3BOONTENAMU KOTOPbIX ABMAAKTCA pe3naeHTbl Poccumnckon
depepaunn);

H) NNaH KAMHUYECKOro MOHUTOPWHra (4,9 MeOUUMHCKUX U3Oenuin knacca
NOTEeHUNanNbLHOro pucka npuMeHeHnA 3, a TakXe MeOUUMHCKUX U3aenuu,
MMNIaHTUPYEMbIX B OpraHuM3M 4enoseka, Knacca MnoTeHUManbHOro pucka
npUMeHeHnA 26);

0) pokasaTeflbHble MaTepuanbl NpouM3BoAUTENA (M3roToBUTENA)
MeAVLUMHCKOro nanenma (no NpMMeHMMOCTH):

fJokKasaTeNlbHble MaTepuansl npomssoaumTena (M3rotoBuTenA)
MeONUVHCKOro U3genuA B 4acTu onpeneneHnA kadectesa M 6e30nacHOCTH
MEOUUMHCKOrO u3nenudA, COOTBETCTBMA €ro XapakTepUCTUK (CBOMCTB)
TpeboBaHNAM HOPMaTUBHOW [OKYMeHTauuu, TEeXHUYEeCKOWN u
9KCnlyaTaumMoHHOW AOKYMEHTaUMn npoussoanTensa (U3rotoBnTena);

JokKa3aTeNbHble MaTepuanbl npoussoamTena (M3rotoBuTenAa)
MEeOMLUUHCKOro un3sgenuAa B 4YacTW UCCNedoBaHUW B LEeNAX OUEHKU
6uonormnyeckonr 6e3onacHOCTU MegULMHCKOro nagenu§.

66. Pernctpupytowmm opraH He Brnpase TpeboBaTb OT 3aABUTENA YKa3bliBaTb



B 3afAB/IEHUM O pernctpauumn CBefeHud, He nNpeayCcMOTPEeHHble NMyHKTOM 64
HacTtoAwmx [paBun, v NpencTaBnATb OOKYMEHTbl, He MNpefyCMOTPEHHble
NYHKTOM 65 HacToAwmx [NpaBun.

3aABuTenb BrpaBe MPeacTaBUTb [OOKYMEHTbl, CBEAEHUA O KOTOPbIX
yKasblBalOTCA B 3aABNIEHUN O perncrpaunm B COOTBETCTBUU C NOAMYHKTaMMU
"M" - "n", "Y' mn "4" nyHkta 64 HactoAwwmx [lpaBun, no Cco6CTBEHHOWN
nHMumaTmBee.

3aABuTENnb BNpaBe NPeacTaBUTb WHble HEObXoOoMMble LOKYMEHTbl MO
COBCTBEHHON NHULUMaTUBeE.

67. B TeyeHne 5 pabouymx [pOHeld cCO [OHA MOCTYNNEeHWA 3afABNEeHUA O
perucTpaumMm u LOKYMEHTOB, MPedyCMOTPEHHbIX MYHKTOM 65 HacToALMX
MpaBun, perncTpupylowmn opraH NpPoOBOAUT MPOBEPKY MOMHOTbI U
[OCTOBEPHOCTU CcOAepXKalMxXcA B HUX CBEAEHWIA, B TOM 4uUCne nyTem
CpPaBHEHWNA TaKMX CBEOEHU CO CBeAEHUAMM, npeacTaBfeHHbIMU opraHamm
rocynapcTBeHHOW BnacTu B MNOPAAKE MeEXBELOMCTBEHHONO
MHPOPMaALMOHHOIO B3aMMOAENCTBUA MNOCPEeACTBOM CUCTEMDbI
MeXXBEAOMCTBEHHOIO 3/IEKTPOHHOIro B3auMOLencTBuA.

68. B cny4yae ecnu 3asABneHne o pernctpaumm oOPMNEHO C HapyLleHUeM
NONIOXXEHUN nyHKTa 64 HacToAwwmx [lpaBun, n (Unn) npencTtaBfeHHbIE
OOKYMEHTbl O(hOopM/IeHbl C HapylweHWeM MNOSIOXKEeHUU MyHKToB 53 - 55
HacToAwnx [MMpaBun, n (Unn) B 3aABMEHUU O perncTpaunm wu
NpeacTaBfeHHbIX OOKYMEHTax ykasaHbl HeOOCTOBEpPHble CBeOeHudA, Un
OOKYMEHTbI, NPeaycCMOTpPEeHHble MyHKTOM 65 HactoAwwmx [lpaBun,
npencTaBfieHbl HE B NOIHOM O6beme, PerncTpupyroLwWwnin opraH yseaomnaeT
3aABuTENA O HEOBXOOMMOCTU YCTPAHEHUA BbIABMEHHbLIX HAPYLIEHUN U (1K)
npencTaBieHna OTCYTCTBYIOWNX OOKYMEHTOB B TedeHne 30 paboumx OgHewn
CO [OHA pasMeleHMA Takoro yBeOoMNeHMA B (POpMe 3NEKTPOHHOro
OOKYMEHTa, NoAnUCaHHOro YCUNEHHOW KBanuUUMPOBaHHOW 3N1EKTPOHHOMN
NoANUCbIO  YNOSTHOMOYEHHOrO [OO/HKHOCTHOrO nvua, B €OVMHOM  JINYHOM
KabvHeTe 3aABUTENA U 9NEKTPOHHOM KabuHeTe 3asasBuTenA. YcTpaHeHue
BbIAB/IEHHbIX HapylweHun n (Unu) npencTtaBneHne OOKYMEHTOB, KOTOpble
OTCYTCTBYIOT, 3aABUTESIb OCYLLECTBNAET MNOCPEeACTBOM €OMHOro JIMYHOro
KabvHeTa 3aABUTENA.

BpeMFI CO OHA yBeaooMJieHUA perncTpmpyrownmMm opraHomMm 3aABuTenAa 00 OHA
nosnydyeHmnA oTeeTa Ha yBegomsiieHne nin yseaomMmneHnAa o HenpencrtaBsieHNn
oTBeTa Ha 3anpoc He y4YntbiBaeTCA MNpU UCHUCITIEHUN CpoKa
rocy.n.apCTBeHHon pernctpaunn megnunHCKoOro naaoenna.

69. B TeyeHme 2 paboumx pHeM CO OHA 3aBeplIeHUA MNPOBEPKMW,
npeoycMOTPEHHOW NYHKTOM 67 HacTtoAawwux [lpaBun (B cny4dae
npeacTtaBneHnA Hagnexawmm o6pa3oMm OgOPMSIEHHOro 3aABMIEHNA O
perncTpauuu v B NOSIHOM 06beMe OOKYMEHTOB, NPeayCMOTPEHHbIX NYHKTOM
65 HacToAwmx [lpaBun), a TakXe B Crydae YCTpaHeHUA B CPOK, He
npesbiwamowmin 30 pabodnx AOHEW, BbIABNEHHbIX HapyweHun n (unu)
npencTaBneHnA OOKYMEHTOB, MPenyCMOTPEHHbIX MYHKTOM 65 HacToAwmx
MpaBun, perucTpupyrowm opraH nNpuHMMaeT peweHne O Hadvane
rocynapCTBEHHOW perncrpaumm meguumHCKoro nagenua.

70. B cnyyae ecnu B Ccpok, He npesbiwaowmin 30 paboumx OHeEN, He



YCTPaHeHbI BblAB/IEHHbIE HAPYLWEHWA U (M) He NpeacTaBfeHbl AOKYMEHTbI,
KOTOpble OTCYTCTBYIOT, B TOM 4uUC/le C Y4EeTOM MOSIOXKEHUA nyHKTa 53
HacToAwmx [lpaBun, perucTpupylowmin opraH MNpUHUMAET peleHne o
npekpaweHn AanbHenwero pacCMOTPEeHNA 3aABNEHNA O perucTpaumm um
AOKYMEHTOB, MPeayCMOTPEHHbIX MYHKTOM 65 HactoAwmx [lpaBun, w
MHGOpMUpyeT 06 3TOM 3aABUTENA NyTem pasmelweHuA B dopme
9N1IEKTPOHHOIo0 AOKYMEHTa, NOAMMCAHHOIO YCUNEHHOM KBannuumpoBaHHOW
9NEKTPOHHOM MOAMMUCHIO YMOSTHOMOYEHHOIrO AOMKHOCTHOrO nvua, B €4MHOM
NMYHOM KabuHeTe 3aABUTENA WU 3NEKTPOHHOM KabuHeTe 3aABMTENA
COOTBETCTBYIOLWErrO YBEOOM/IEHMA C MOTMBUPOBAHHBbIM OOOCHOBaHWEM
NPUYNH NPUHATUA YKA3aHHOIO peLIeHmA.

71. TocypapcTBeHHaA pernctpauMa MeAUUWHCKUX WU3LeNun,
noaTBepXAeHne 3PEPEKTUBHOCTU KOTOPbIX TpebyeT npoBeneHUA
KITMHUYECKUX UCTbITAHUI C y4acTUEM YenoBeKa U MoNyvYeHnA paspeLleHnn
PEerncTpupyroLLero opraHa Ha nNpoBeAEeHUEe KIIMHUYECKUX WCMbITaHWiA,
OCYLLECTBNAETCA PErMCTPMPYIOLLMM OpraHOM B CPOK, He MpeBblwatowmii 50
paboumx [OHEeNn co [HA MOCTYNSIeHUA 3afABfIEHUA O perucTpaumm u
LOKYMEHTOB, NPeAYyCMOTPEHHbIX MYHKTOM 65 HacToAwwmx Mpasu.

CpOK nposegeHnAa KIMHN4YeCKnx NUCNbITAHUN MEOMUMHCKOrO M3genmAa ¢
y4yacTmnem 4yesioBeka B yKa3aHHbII2 50-aHeBHbIN CPOK He BKJ/Ko4aeTCA.

72. B TeyeHue 2 paboumx OHEN CO OHA NPUHATUA pPeleHnA O Hayane
rocy0apCTBEHHOW perncrpaumm mMeouvumHCKOro U3nenua pernctpupyrolmnii
opraH odopmnAeT W BblgaeT 3ajaHue Ha npoBedeHMe 3KCNepTusbl
KayecTBa, 3IPPEKTUBHOCTU M 6e30MacHOCTU MEeOMUMHCKOro uspenuva
SKCMNEepPTHOMY yypexxaeHuto (ganee - 3agaHne Ha npoBefeHne aKCrnepTusbl).

73. OKcnepTusa KayecTsa, 3PPeKTUBHOCTU U 6€30MacHOCTU MeANLMHCKOro
n3genva, OnA noaTesepXaeHnAa 3peKTUBHOCTM KoToporo TpebyeTcA
npoBefeHne KIMHUYECKUX UCMbITaHUA C y4acTUEM 4enoBeka U nosnyvyeHue
paspeleHna perucTpypylowero opraHa Ha npoBefeHne KANMHUYECKUX
MCNbITAHWIA, NMPOBOAUTCA 3KCMNEPTHbIM Yy4ypeXKaeHnem Mno3TanHoO B
COOTBETCTBUM C NOPAAKOM, yTBep>XpaeMblM MWHUCTEPCTBOM
30paBooxpaHeHna Poccuinckon @epepaumnm:

a) Ha | aTane ocyllecTBNAETCA 3KCNepTM3a 3aABMEeHNA O perncTpauun u
OOKYMEHTOB, YyKasaHHbiX B MyHKTe 65 HactoAawwux [NpaBun, AnAa
onpeneneHnAa BO3MOXHOCTM (HEBO3MOXHOCTM) NPOBEAEHUA KIMHUYECKMX
NCMbITaHNA MEAULIMHCKOro U3Oenua C y4acTheM YenoBekKa;

6) Ha Il aTane oOCyWwecTBNAKOTCA 9KCNepTM3a MNOSHOTblI U Pe3ynbTaToB
NPOBEOEHHbIX TEXHUYECKUX UCNbITAHWUNA, TOKCUKONOTMYECKUX
nccnegoBaHuUn, KIMHUYECKUX WUCMbITAHWUW, UCMbITAHUA B ULenAax
YyTBEPXAEHNA TuUNa CPEACTB U3MEPEHU (B OTHOWEHUUM MeOULMNHCKUX
n3nennn, OTHOCALWMKMXCA K cpeactBamM u3amMepeHun B cdepe
rocy0apCTBEHHOrO perynmpoBaHma obecnevyeHna enuHCTBa U3MEPEHUN,
nepedeHb KOTOpPbIX yTBepXaaetcA MUHUCTEPCTBOM 34paBOOXPaHEHUA
Poccuiickon ®epepaumn), WHCNEKTUPOBAHMA MNPOU3BOACTBA, a TakXe
aHanu3 pokasaTesibHbIX MaTepuanoB npou3BoauTENA (M3roTOBUTENA)
MeOUUMHCKOro usgenuAa (panee - aKcnepTtvsa MNOSHOTbI U pesynbTaToB
NCMbITAHU N NCCNenoBaHN).



74. Tlpn npoBepeHUN 3KCNepTU3bl KavyecTtBa, IPPEKTUBHOCTU U
6e30nacHOCTU MeauUMHCKOro usgenuA (Ha nobom atane) He gonyckaeTcaA
ncTpeboBaHNe IKCNEepPTHbIM YYpEeXAeHUeMm y 3aAaBuTenA NnMbo WHbIX nu
mMatepuanos, HE06X0AMMbIX AN1A NPOBEAEHNA IKCNEPTU3bI.

B cnyyae HemocTtaTOYHOCTM [O1A BbIHECEHMA JKCMEePTOM SKCMEepTHOro
yypexaeHua (Oanee - 3KCNepT) 3ak/ioYeHUs MaTepuasioB U CBeOEeHWUN,
coaepykawmxca B NpeAcTaBeHHbIX 3aABUTENIeM 3aABIEHUN O perncTpaumm
N OOKYMEHTaXx, NPeayCMOTPEHHbIX MYHKTOM 65 HacToAwmx MpaBus, akcnepT
CTaBUT BOMNPOC O MpPeACTaBfeHUN eMy HeobXoOouMbIX MaTepuanoB U
CBEEHUA nepen PYKOBOAMUTENEM 3KCMEPTHOro Y4YpexneHusA, KOTOopbli
obpaliaeTcA C COOTBETCTBYIOWMM 3arnpoCoOM B PErncTPUpYOWNIA OpraH,
BblAABWNA 3afaHMe Ha MpoBefeHMe JKCMepTM3bl. YKasaHHbIA 3anpoc
LOJIXXEeH cofepXaTb MUcYepnbiBalOWMn nepeyeHb BCEX BOMPOCOB,
MaTtepuanoB U CBeAEHWIA, HEeoBXOAUMbIX 3KCMepTy ANA NpPOoBeAeHMA
3KCrnepTU3bl.

Pernctpupytowmin opraH B TeyeHne 2 paboyux gHen CO OHA NOCTYNAeHunA
3anpoca pykoBOAMTESNA 3KCMEPTHOro yypexkaeHua HanpasnAeT 3aABUTENIO
3anpoc O npenctaBneHUM HeoBXoAUMbIX MaTepuanoB W CBEAEHUU C
yKasaHMeM XapakTepa 3ameyaHui n crnocoba ux ycTpaHeHuA. YKasaHHbIN
3anpoc HanpaBnAeTCA OOHOKPATHO Ha KaXAoM 3Tane 39KCnepTusbl
KayecTBa, 9(PPeKTUBHOCTU W 6Ge30NacHOCTU MEOMUMHCKOro wn3genuAa B
dopmMe INMEeKTPOHHOro0 [OKYyMeHTa, NOAMNMCAHHOro YyCUNEeHHOW
KBann@puumMpoBaHHON 3/IEKTPOHHOW NOAMNUCBLID YNOMHOMOYEHHOrO
OO/IHKHOCTHOrO Nnua, NOCPeacTBOM pasMeLleHnA B 3NIEKTPOHHOM KabunHeTe
3aABnTeNnAa N eANHOM IMYHOM KabuHeTe 3aABuTenNA.

3aaBuTenb 06A3aH nNpeacTaBuMTb OTBET Ha 3anpoc PerncTpupyrowlero
opraHa nocpeacTBOM €OUHOro NIMYHOro KabuHeTa 3aABUTENA B CPOK, He
npesblwarowmn 50 pabounx gHen CO OHA HanpaBfeHuA 3Toro 3anpoca. B
TeyeHne 2 paboymx OHEN CO OHA MNOCTYNieHWA OT 3aABUTeNA oTBeTa Ha
3anpoc perucTpupylowmnin opraH HanpasnAeT OTBEeT B 9KCMepTHoe
ydpexpaeHue. B cnyvae HenpencrasnieHnA No ucteveHun 50 paboumx gHemn
3aABUTENeM OTBeTa Ha 3anpoc pPerucTpupyrowum opraH B TeyeHue 2
pabounx OHen HanpasnAeT B 3KCMNEpPTHOE yypeXkaeHue yBeaoMSieHue O
HenpeacTas/ieHUN 3aABUTENIeM OTBeTa Ha 3anpoc perncTpupyrowero
opraHa pnnA noAroTOBKM 3ak/loYeHUA 3JKCNEePTHOro y4ypexxaeHuA Ha
OCHOBaHWU JOKYMEHTOB, UMEIOLUMXCA B €ro pacnopAXXeHnu.

BpemAa co OoHA HanpaBneHuA 3anpoca pPerucTpupylolero opraHa oo AHA
nosly4eHMA oOTBeTa Ha 3anpoc WM yBeAOMNIEHUA O HenpencTaBfieHnn
OTBETa Ha 3anpoC He Y4YUTbIBAETCA NPU UCHUCNEHUU CPOKa MpoBeAeHusA
9KCnepTmnabl KayvyectBa, 3aPPeKTUBHOCTN U 6Ee30MacHOCTM MEeAULMNHCKOro
n3gnenuva.

Mpn BbLIABMEHUN pPEerncTpupyrowmm oOpraHoMm B MpeacTaBfI€HHbIX
3afABUTENIeM B OTBET Ha 3anpoc PerucTpupyrowero opraHa OOKyMeHTax
HeLOCTOBEpPHbIX U (UN) HEAOCTATOYHbIX CBEAEHNA N (M) HECOOTBETCTBUA
OhOpMNIEHNA MPeaCcTaBfEHHbIX AOKYMEHTOB MOSIOXXEHUAM NyHKTOB 53 - 55
HacToAwmx lMpaBun perncTpupyrowmin opraH B TedeHne 2 paboumx OHEW
HanpasnAeT (B (hopme 3NeKTPOHHOro AOKYMEHTa, NOANNCAHHOIO YCUMEHHOW
KBaMPUUUPOBAHHON 3/IEKTPOHHON NOAMNUCBLID YMNOHOMOYEHHOrO



OO0/IHKHOCTHOrO Nnua, NoCPeacTBOM pasMeLleHnA B ANeKTPOHHOM KabunHeTe
3afABUTEeNA U €eAUMHOM JIMYHOM KabuHeTe 3aABUTEeNA)
3aABUTENIOMOTUBNUPOBAHHOE peleHne O BO3MOXHOCTW MOBTOPHOro
npenctaBneHva 3aABuTeneMm O0 uctedeHmAa 50 paboumx AHerW cOo OHA
HanpaBneHuA 3anpoca gopaboTaHHbIX JOKYMEHTOB. [Mpu HenpeacTaBneHum
3aABUTENEM B yKa3aHHbI CPOK 3anpawmnBaeMbiX MaTepuanoB 1 CBEOEHWUN
aKcnepTmnsa kKadectsa, IPPEeKTUBHOCTU U 6e30nacHOCTU MEeAULIMHCKOro
N3genua nNpoaoskKaeTcA No HaxXoOALWMMCA B PacrnopAXeHUN 3KCNepTHOro
yypexpneHua paHee npeacTaB/ieHHbIM 3aABUTENEeM [AOKYMeHTaM W
CBeAEHNAM, COAEP>KALWMMCA B PErNCTPALMOHHOM A0CHE.

75. Ha | aTane akcnepTtm3bl KadyecTtBa, apPEKTUBHOCTM U 6€30MacHOCTU
MEeOULUUMHCKOro uU3gesinA 3KCNepTHOe y4dpexneHue B CPOK, He
npesblwawwmn 17 paboymx OHEN CO AOHA MNONYYEeHMA 3ajaHuMA Ha
npoBefeHmne 3KCnepTm3bl, OCYLLECTBNAET Creayrowme MepPonpPUATUA:

a) npoBedeHWEe 9KCNepTU3bl 3aABMIEHUA O perucTpaumm U OOKYMEHTOB,
NpeaoyCMOTPEHHbIX MYHKTOM 65 HactoAwmx [lpaBwn, onA onpeneneHunA
BO3MOXHOCTU (HEBO3MOXHOCTN) NPOBEAEHUA KIIMHUYECKUX WCMbITaHUN
MeaNUUHCKOro U3genua ¢ y4acTueM 4esnoBeka;

6) obopmneHne n HanpasneHne B PErmcTpuUpylowWwmni opraH 3akniyeHma o
BO3MOXHOCTM (HEBO3MOXHOCTN) MNPOBEAEHUA KIIMHUYECKUX WCMbITaHW
MEeOMUNHCKOrO U3genva C yyacTMeM 4Yenoseka (C ykasaHvem MpuyuH U1
060CHOBaHMEM HEBO3MOXHOCTU WX MpoBefeHuA), popma KOTOpOro
yTBep>pgaetcA MMHUCTEpCTBOM 3apaBooxpaHeHna Poccminckon Mepepaumm
(nanee - 3akNw4YeHWMEe O NPOBEAEHUN KIAMHUYECKUX WUCMbITAHWUN
MeOMLUMHCKOro U3nenus).

76. OcHOBaHWAMM ON1A BblHECEHUA OKCNEePTHbIM y4ype>xgeHnem 3akKnto4yeHnA
O npoeegoeHMnN KINMHUYECKUNX UCAbITAHUA MEOUUUHCKOro wn3penua,
cBupgeTenbCTBYOWEero 0 HEBO3MOXHOCTWU nMnpoBefeHnA KINMHNYEeCKUX
NcNbITaHUA MEOULMHCKOIO U3nenma ¢ ydacTtumem 4yejioBeKa, ABIAKTCA:

a) HecooTBETCTBME MeOMLMHCKOro usgenuAa TpeboBaHMAM HOPMaTUBHOWU
OOKYMEHTaUMN, TEXHUYECKOU U (MNun) 3KcnayaTaumoHHOM AOOKyMeHTauum
nponsBoguTena (M3roToBmTeNA);

6) oTCyTCTBME QoKa3aTenbCcTB 6€30MacHOCTN MEAULIMHCKOrO N3aenuvs;

B) Hann4ymne HenoCToBEpPHbIX cBefleHun B OOKYyMeHTax, coaep>XalnxcA B
pernctpaunoHHOM OoCbe.

77. Pernctpupytowunii opraH B TedeHne 5 paboumx gHen co OHA noayyeHusa
OT 9KCMEepPTHOro Y4YpeXKAeHUA 3akloYeHUA O MPOBEAEHUN KITMHUYECKNX
MCNbITAHUN MEeOUUWUHCKOro u3genuA OCyWecTBNAeT chneaywouwme
MepONpUATUA:

a) oueHKa 3ak/lloYeHUA O NPOBEAEHUU KIIUHUYECKUX WUCMAbITaAHUN
MeOUUMHCKOro mn3genuA JnA onpejeneHnA COOTBETCTBUA 3a0aHuio Ha
nposefeHne akcneptusbl. B cnyvae ycTtaHOBNeHMA HeCOOTBETCTBUA
3aKk/Ilo4eHNA O NPOBEAEHUN KIMHUYECKUX WCMAbITAHUA MeOULUUHCKOro
n3penuA 3afaHuio Takoe 3ak/lloyeHue BO3BpalaeTcA B 3IKCMEepTHoe
yypexxaeHue Ha gopaboTKy, CPOK KOTOPOM cocTaBnAeT He 6onee 2 paboymx
OHEN CO [OHA NOMyYeHWA JKCMEPTHbIM Y4YpeXkKOAeHUWeMm BO3BpPaLLEHHOro



3aK/IIOYEeHNA O MPOBEAEeHUM KIIMHUYECKUX WCMbITAHUA MeOuUMHCKOro
n3nenvs;

6) B crydyae nonyvYeHWA 3aK4YeHUA O NPOBEeOEHUUN KIIMHUYECKUX
MCMNbITAHUA MEOUUUMHCKOro WuU3fenua, npeayCMOTPEHHOro MyHKTOM 76
HacToAwmx [lpaBun, He no3gHee crnepywowero paboyvyero AHA nocne
npoBeneHNA OLEHKN 3aK/II0YEeHUA O NMPOBEAEHUN KITMHUYECKUX MCMbITaHU
MeONUMHCKOro u3genuA nnAa onpeneneHnA CcOOTBETCTBMA 3a0aHMio Ha
npoBeAEeHNEe 3IKCNEepTU3bl PEerncTpupyrowMn opraH pasmelwaeT
9NIEKTPOHHbIN 06pa3 3ak/toyYeHUA O NPOBEOEHUN KITMHUYECKUX UCTbITaHUN
MeONLMHCKOro Wn3nenuAa, COOTBETCTBYIOWEro 3adaHuid Ha npoBeneHue
9KCNepTusbl, B 3NIEKTPOHHOM KabuHeTe 3aABUTENA W HanpasnAeT
COOTBETCTBYIOLWME CBEOEHMA B €0MHbBIN NINYHbIN KabMHET 3aABUTENA.

B TeyeHne 10 paboynx gHen co AHA pa3MeLLEHNA B 3NEKTPOHHOM KabuHeTe
3aABUTeNA 3akK/Ilo4YeHMA O NPOBEAEHUMN KIAUHUYECKUX WUCNbITAaHUN
MeONUVHCKOro M3genud, yKasaHHOro B NyHKTe 76 HactoAwwmx [lpasun,
3aABUTENIb BrpaBe O03HAKOMWUTbCA C 3aK/KYEHUMEM O NpoBeneHUUn
KIMUHUYECKUX MUCNbITAHUA MEOUUUHCKOro u3genma WU, Npu Haanm4um
BO3paXXEHWIN, HaNnpaBUTb CBOU BO3Pa>XEHMA Ha 3aK/oYeHNE O NPOBEAEHUN
KNIUHUYECKNX WUCNbITAHUMA MEeOULUMHCKOro m3genuA nocpencTtBoMm
9NEKTPOHHOro kabnHeTta 3aABUTENA.

B cnyyae noctynneHnA nocpeacTBOM 3/IEKTPOHHOro kabmnHeTa 3aABuUTENA B
CPOK, He npesBbiwawm 10 paboynx OHEW, BO3paKeHWN 3aABUTENA Ha
3akfoyeHne O npoBefeHUn KIMHUYECKUX WCMAbITAaHUA MeOULUUMHCKOro
n3pennAa, nNnpeaycMoTpeHHOe MNYHKTOM 76 HacTtoAwwux [lpasun,
perncTpupytowmin oprad B TedeHne 30 paboumx aHen Co OHA NOCTYNAeHWUA
BO3pa>eHN paccmaTpmBaeT UX C MNPUBNEYEHMEM IKCMNEPTHOro
yYpeXaeHuda, BblHECLIEero COOTBETCTBYIOLEE 3ak/loYeHMEe O MpPOoBeAeHUMn
KNIMHUYECKNX WUCMNbITaHUN MeauumnHCKoro wmnsgenunA. B cnydae ecnu B
YCTAHOBJIEHHbIN CPOK BO3paXeHWA 3afABUTENA He NOoCTYynunu,
pPerncTpupyowmin opraH OCYLLEeCTBAET MepPOnpuUATUA, NpedyCcMOTPEHHbIe
noanyHktamm "B" u "r" HacTtoAwero nyHkTa. [lpu paccmoTpeHumn
BO3PaXKeHUW PerncTpupyowmin oprad npm HeobxoamMmMocTn Jadyn NOACHEHWI
npuBreKaeT 3afABUTENA.

Mo uToram pacCcMOTpPEeHUA BO3PaAXEHUN MNPUHUMAETCA peleHune o
NPU3HAHUN BO3pPaXKeHM OOOCHOBAHHBLIMU MOMIHOCTBD WM YaCTUYHO,
odoopMnAemMoe MUCbLMOM PErncTPpUpYIoOWLEero opraHa W HanpasfifAemMoe B
agpec 9KCNEepPTHOro y4ypexneHuAa C MNPUOXKEeHUEeM 3akKyeHuAa o
NPOBEAEHUN KINHUYECKUX WUCMbITAHUW MEANUWUHCKOro wusgenwun,
npenyCMOTPEHHOro NyHKTOM 76 HactoAwmx [paBun, Ha [opaboTKy, CPOK
KOTOPOW He npeBblwaeT 5 paboumx OHEr CO OHA MOJSIyYEHUA IKCMEPTHbIM
yYpeXXOeHNeM BO3BPALLEHHOIO 3aK/IYEHMA O MPOBEAEHUN KIIMHUYECKUX
MUCNbITAHUA MEeOUUMHCKOro wusgenua, nmbéo O MpU3HaAHMU BO3ParkeHUi
NOSIHOCTbIO HE 06OCHOBAHHbLIMMW.

BpemAa co AHA pasmelleHVnA perucTpupylowMM OpraHoM B 3S1EKTPOHHOM
KabvHeTe 3aABUTENA 3aK/IO4YEHNA O NPOBEAEHUN KIIMHUYECKNX UCTIbITaHWIA
MEAVUMHCKOro U3Aenua, yKasaHHOro B NyHkKTe 76 HacToAwmx MNpasun, oo
NPUHATUA PeLeHna No UToram PacCMOTPEHUA BO3PaXKEHUN HE yYMTbIBAETCA
NPM WUCYMUCNIEHUM CcpoKa NpPOBenEeHUA 3IKCNepTU3bl KavyecTBa,



3(pPpeKTMBHOCTM N 6€30MaCHOCTUN MEOULIMHCKOrO U3nenvs;

B) NPUHATME pPEeLleHnA O Bblgaye paspeLlleHnAa Ha npoBeaeHne KIMHNYECKUX
NUCNbITaAHUA MeOUUMHCKOro usgennAa unu o6 oTkase B rocyaapCTBEHHOW
perncTtpaunumM MeauuMHCKOro Wn3fesnvA, KOTOpoe odoopMAeTCA NpukKasom
perncTpupylowero opraHa, n WHOPMUpPOBaHME 3aABUTENA O MNPUHATOM
peweHnn nyTem pasMmeLleHnA COOTBETCTBYIOWEro yBeooMSeHua B hopme
9N1IeKTPOHHOro AOKYMEHTa, NoAMMCaHHOro YCUNEHHOM KBannpuunpoBaHHOU
9NEKTPOHHOM NOAMNUCHIO YNOMHOMOYEHHOMO AO/MKHOCTHOrO Nnua, B €4MHOM
NNYHOM KabuHeTe 3aABUTeNA N 9N1IEKTPOHHOM KabunHeTe 3aABUTENA;

r) BHECEHMe 3anucu B PeecTp BblOaHHbIX paspeLleHnin Ha npoBeneHue
KNMHUYECKUX WUCMbITaHUA MeAUUMHCKOro W3fenvsa, nopanok BeaeHud
KOTOPOro YyTBEp)XAaeTcA PerncTpmpyowmm opraHoMm.

78. Tlpn npuHATUM peleHNA O Bblgaye paspelleHnA Ha npoBefeHue
KIMHNYECKUX UCTbITAHUA MEeOMLMHCKOro N3AennA perucTpupyowmin opraH
NPUHUMAET pelleHrne O MNPUOCTaHOBIEHUM Mpoueaypbl rocyaapCTBEHHON
perncTpauum MeanuMHCKOro usgenuAa 0o OHA NPUHATUA PerncTpupyowmm
OpraHoM pelweHnA O BO3OOHOBNEHUW rOCYAapCTBEHHOM perncrpaunu
MeaNUVHCKOro U3aenna B COOTBETCTBUN C NyHKTOM 81 HacToAwmx lNpaswun.

79. O KIMHUYECKMX WCMbITAHUAX MEAMUMHCKOrOo Wn3genva ¢ yvacTuem
yesioBeka 3aABUTENb NOCPEACTBOM €4MHOro IMYHOro KabuHeTa 3aABUTENA
yBEOOMNAET PerucTpupyloWmii opraH B TedeHne 5 paboumx gHel ¢ Havyana
NX NPOBELEHNS.

80. Mo OKOHYaHUN KINMHUYECKUX WCMbITAaHUW MEeOUUUHCKOro u3nenva C
y4yacTnem 4yenioBeka 3aABUTESNb MOCPenCcTBOM €OVHOro NMYHoro kabuHeta
3aABUTENA npenctaBfAeT B PErucTpupyowmm opraH 3afABfieHue O
BO30OHOBIEHUN TOCYOAPCTBEHHOW perucTpaumm mMeauumHCKOro usnenua,
3aABfieHne O perucTpaunu, oopMNeHHOEe B COOTBETCTBUU C MYHKTOM 64
HacToAwmx [lpaBun, copepxawee akTyann3npoBaHHble cBefeHuA (npwu
HeobXoauUMOCTMN) U CBedeHWA O peaynbTaTax K/IANMHUYECKUX MUCMNbITaHWU
MeaNUUHCKOro usgennA ¢ y4actuemM YyenoBeka (B OTHOLIEHUU KITMHUYECKUX
McnblTaHMN, 3aBeplweHHbIXx go 1 ceHTA6pAa 2025 r., cBeneHuA
NpencTaBnAlTCA B BUOE AOKYMEHTOB), a TaKXXe OOKYMEHTbI, YKa3aHHbIE B
nognyHkTax "6" - "" n "H" nyHkTa 65 HacToAwwmx lNpaBun, B crny4yae ecnu B
HUX BHECEHbl W3MEHEHUA MO pe3ynbTaTaM KAMHUYECKUX WCMNbITaHUN
MEeOWUNWHCKOro m3gennA C ydacTumemMm 4esioBeka, a Takxe
aKTyanm3upoBaHHble OOKYMEHTbl, NpeayCcMOTpeHHble nognyHkTamm "a"; "un'"
n "M" nyHkTa 65 HacToAwmx MNpaemn (Npy HeO6XO0OUMOCTN).

3aABuTenb BrpaBe MNPeacTaBUTb [OOKYMEHTbl, CBEAEHUA O KOTOPbIX
yKasblBalOTCA B 3aABMIEHUN O perncTpaunm B COOTBETCTBUM C NOAMYHKTaMM
"™M"-"n", "y" n"4" nyHkTa 64 HacToAwmx MNpaBun (B cnyyae BHECEHUA B HUX
N3MEHEHUN), a TakXe [OO0KYMeHTbl, nogreepxjawowue pesynbTaThl
KJIMHUYECKUX WCMbITaHUN, 3aBeplueHHbIX nocne 1 ceHTAbpAa 2025 r., no
COBCTBEHHOM NHULUMATUBE.

81. Peructpupytowmii opraH B TedeHne 2 pabodmx gHen co AHA MosyvyeHus
OOKYMEHTOB, yKasdaHHbix B MyHKTe 80 HactoAwux [lpasBun, npuHumaet
pelleHne 0 BO30OHOBIEHUM FOCY0AapCTBEHHOW perncrpaumm mMeamumHCKOro



naagenua.

PeweHne o BO306HOBNEHUM roCy0apCTBEHHON perucTpaunm MeguumHCKOro
N3nennAa MnpuHUMaeTCA PEerucTpupylowWwuM opraHoMm Mo pesynbTatam
NPOBEPKM MNOMHOTbI M [OCTOBEPHOCTU CBEOEHUN, COAEepXawuxcA B
NpeacTaBfeHHbIX B PEMUCTPUPYIOWNIA OpraH 3aABfiIEHUM O BO30OHOBNEHUN
rocygapCTBEHHOW perucTtpaumm MeguuMHCKOro mn3penma U UHbIX
OOKYMEHTaX, yKa3aHHbIX B NyHKTe 80 HacToAwmx NMpasun.

B cnyyae ecnu 3TV OOKYMEHTbI NpeaAcTaB/ieHbl He B NONHOM o6beme unu B
HUX BblABNEHbl HEOOCTOBEpPHble AaHHble, a TakXe B Cllyd4ae BblABMEHUA
HecoOoTBETCTBUA OPOPMAEHNA NPeaCTaBfEHHbIX AOKYMEHTOB MOSIOXEHNAM
NyHKTOB 53 - 55 HacToAwwmx NpaBun, perncTpmpyowmin opraH HanpasnaeT
(B bopme 3NEeKTPOHHOro [OKYMeHTa, MOAMUCaHHOro YCUJIEHHON
KBaMPUUUPOBAHHON 3/IEKTPOHHON NOAMNUCBLID YMNOTHOMOYEHHOrO0
OO/MHKHOCTHOrO nuvua, nocpencTBOM pas3MeweHuA B eAUHOM JINYHOM
kKabuHeTe 3aABUTENA W 3NEKTPOHHOM KabuHeTe 3aABuTenA) 3afaBUTESIO
pelweHne O npekpaweHun panbHeuWwero paccMOTPEHUA 3afABfieHMA O
BO30OHOB/IEHUN FOCYAAPCTBEHHOW perncrtpauum MeguumHCKOro n3genua ¢
MOTMBMPOBAHHbLIM 060OCHOBaHMEM MPUYUH NPUHATUA YKa3aHHOrO peLueHuA.
OOHOBPEMEHHO perncTpupylowmim opraH coobuwaeT 3aABUTENO O
BO3MO>XXHOCTW MOBTOPHOrO nNpeacTaBfeHnA 3aABfieHNA O BO300HOBIEHUN
rocy0apCTBEHHOW perncrpaumm MeanumHCKOro U3genma ¢ npUnoXXeHnem K
Hemy nopaboTaHHbIX JOKYMEHTOB NOCpPeacTBOM €4MHOro NMYHOro KabuHerta
3aABUTeNA.

82. Ha Il atane akcnepTusbl KavyecTsa, 3PPEKTUBHOCTU N BE30MacHOCTU
MeONUVHCKOro M3OennuA pPerucTpupyrlowmm opraH B TedeHue 2 paboymx
OHEeN CO [OHA MPUHATUA pewweHuA O BO30OHOBMEHUWM rocynapCTBEHHOM
perucTtpaumm MeaguuMHCKOro mu3genmAa Ha OCHOBaHMWM 3afaHuA Ha
npoBefeHne 3KCNepTU3bl, BbIAAHHOrO B COOTBETCTBUM C MNYHKTOM 72
HacToAwux [llpaBwun, HanpaBfAeT B 3KCNepTHOe y4ypexpaeHue
npencTaBfieHHble 3aABUTENeM pesynbTaTbl KANHUYECKUX WUCMbITaHUN
MeONUVHCKOro U3aennA ¢ ydacTUeM YesioBeKa, a TakXe UHble OOKYMEHTHI,
npencTaBfieHHble 3aABUTENIEM B COOTBETCTBUM C MYyHKTOM 80 HacToAWMX
MpaBun.

83. OkcnepTHOE yypexaeHne B CPOK, He NpeBbiwatrowmn 8 paboymnx gHen co
OHA NONyYeHNA OOKYMEHTOB, yKa3aHHbIX B NyHKTe 80 HactoAwwmx [Mpasun,
NPOBOAUT IKCMEPTU3Y NMOMHOTbI N Pe3yNbTaToB NPOBEOEHHbIX NUCMbITAHUN U
nccnepoBaHun, a Takxxe ogopmaAeT U HarpasnAeT B PerncTpupyoLnii
opraH 3ak/jiloyeHuMe nNo pes3ynbTaTaM 39KCNepTM3bl KayecTBa,
appekTUBHOCTN M 6€30NacHOCTU MeJUUMHCKOro wusgenuAa, dgopma
KOTOporo yteepxpgaetcA MuHUCTEpCTBOM 3OpaBoOXpaHeHuAa Poccninckomn
depepaumn.

84. OcHoBaHMAMN [NA BbIHECEHMA IKCMEPTHBLIM YYPEXXAEHNEM 3aKH04eHNA
No pesynbTaTtam 3KCNepTuabl KayecTBa, apPeKTUBHOCTN U 6e30MacHOCTU
MEeAULUMHCKOrO W3Aenus, CBUOETENbCTBYIOWEr0 O HEBO3MOXHOCTU
rocyAapCTBEHHOWN permcTpaunm MeguumMHCKOro N3nenuva, ABNAITCA:

a) HecooTBeTCTBMe MeaunumHCKOro wmusanennA TpGGOBaHMHM HOpMaTMBHOIZ
AOOKyMeHTauunn, TEXHNYECKON U (VI}'II/I) SKCHﬂyaTaLlMOHHOVI OOKyMeHTauunnm



nponssoauTenA (M3roToBUTENA);

6) oTCyTCTBME OoKasaTeNbCTB KadecTBa, N (Mnu) appekTUBHOCTU, 1 (UNn)
6e30nNacHOCTN MEeOULMHCKOrO U3LeNns;

B) YCTaHOBMEHME, YTO PUCK NPUYUHEHWUA Bpeda 340POBbIO rpaxaaH W
MeOUUMHCKMX pPaboTHUKOB BCNEACTBME MNPUMMEHEHUA MeOULMHCKOro
n3nenva npesblwaeT 3PHEKTUBHOCTL Er0 NMPUMEHEHMS;

F) npencrtapneHne HenoCTOBEPHbIX cBeeHUn B OOKYyMeHTax,
cogep >kalmnxcA B permctpaunoHHOM gochbe.

85. B cpok, He npeBblwawowmm 7 pabounx AHEWn CO OHA MOsyvYeHus
3aKNioYeHnA Mo pesynbTaTtaMm 3KCNepTU3bl KadecTBa, 3(PPEeKTUBHOCTU U
6e30MacHOCTM MEeOUUWMHCKOro W3aenuA, PerncTpupyrowmn oprad
OCyLeCTBNAET cneyroLlme MeponpuAaTUA:

a) oueHKa 3ak/lo4YeHMA No pesynbTaTaM 3KCNEepTU3bl KayecTBa,
appekTMBHOCTU N 6e30MacHOCTM MEeAMUUHCKOro U3fenud, yKasaHHoro B
nyHkTe 83 HacToAwmx lNpaBun, aonA onpeneneHna CoOoTBETCTBUA 3a4aHuio
Ha npoBefdeHWe 9KcnepTu3bl. B cnyyae ycTaHOBNEHWA HECOOTBETCTBUA
3aK/Ilo4eHNA Mo pes3ynbTatam 9KCNepTu3bl KadecTBa, 9(PPEKTUBHOCTU U
6e30nacHOCTN MEAULMHCKOro u3fgennA ykKasaHHOMY 3a[aHuio Takoe
3aKnioyeHne BO3BpALAETCA B 3KCMEpPTHOE YyypexaeHwe Ha [opaboTky,
CPOK KOTOPOM cocTaBnAeT He 6onee 2 paboumx OHEW CO OHA MOnyyYeHusA
9KCMEPTHbIM Yy4YpeXXAeHMEM BO3BPALLEHHOMO 3aK/IlOYEHMA NO pes3yfnbTaTam
9KCNepTn3bl KadectBa, IPPEKTUBHOCTU U 6e30MacHOCTU MEeAULIMHCKOro
n3pnenvs;

6) B cny4yae nonydeHMA 3ak/loyeHuA no pesynbTaTaM 3KCNepTu3bl
KadyecTBa, 3((PEKTUBHOCTM U 6e30NacHOCTU MEeOUUMHCKOro usgenuva,
npeoycMOTPEHHOro nyHKToMm 84 HactoAwmx [MpaBwun, He nospgHee
cnepytouero pabodero gHA nocne NpoBeneHMA OLEHKM TaKoro 3aktoyeHnsa
ON1A onpefeneHnAa COOTBETCTBMA 3aJaHu0 Ha MNpoBefeHMEe 3KCNepTu3bl
PErncTpupyoWmMin opraH pasmellaeT 31eKTPOHHbIM 06pas 3aK/Ilo4eHNA Mo
pesynbTaTaM 3KCnepTu3bl KadecTBa, 3PPEKTUBHOCTU U 6e30MacHOCTU
MEeONLMHCKOro W3[enuA, COOTBETCTBYIOWEro 3adaHui0 Ha npoBeneHue
9KCNepTusbl, B 3JIEKTPOHHOM KabuHeTe 3aABUTENA W HanpasnAeT
COOTBETCTBYIOLWMNE CBEAEHMA B €0MHBIN NINYHbLIV KabUHET 3aABUTENA.

B TeveHne 10 pabounx gHen co OHA pasMeLleHua B 3N1IeKTPOHHOM KabuHeTe
3aABUTENIA 3akJ/IloYeHUA NOo pes3ynbTataM 39KCNepTu3bl KavecTsa,
appekTMBHOCTM N 6e30NacHOCTV MeOMUMHCKOro M3fenvA, yKasaHHoro B
nyHkTe 84 HactoAwux [lpaBun, 3aABUTeNb BNpaBe O3HAKOMWUTbLCA C
3aKJloYeHeM No pesdynbTaTtaMm 3KCNepTuU3bl KavecTBa, aPPEKTUBHOCTN U
6e30MacHOCTV MEeAUUUHCKOro usgenuva W, Mpyu Hannyuum BO3pPadKeHun,
HanpaBUTb CBOW BO3pPaXeHUA Ha Takoe 3ak/it4YeHne MnocpencTBoMm
9NEKTPOHHOro KabmHeTa 3aABUTENA.

B cnyyae noctynneHnA nocpeacTBOM 3N1IEKTPOHHOro KabnHeTa 3aABUTESNA B
CPOK, He npesBbiwawwmr 10 paboynx OHeW, BO3paXeHWN 3aABUTEeNA Ha
3aK/loyeHre No pesynibTaTaMm 9KCNepTusbl KayecTBa, IPPEeKTUBHOCTU U
6e30nacHOCTU MeAMUMHCKOro wu3genuA, npeaycMoTpeHHoe nyHKToMm 84
HacToAwwmx lNpasun, perncTpupyrowmm opraH B TedeHme 30 paboumx OHEN



CO [OHA TMOCTYN/IEHUA BO3paXeHUM paccmaTpuBaeT UX C MNpUBIEYEHUEM
9KCMNEPTHOro yYpeXxaeHWA, BbIHECLIEro 3TO 3aknoyeHve. B cnyvae ecnu B
YCTaHOBJ/IEHHbIN CPOK BO3paXeHuA 3afABUTENA He MNOoCTynunu,
perucTpupyowui opraH OCyLLeCTBNAET MeponpuATUA, NpeayCMOTPEHHbIe
nognyHktamm "B" u "r" HacToAwero nyHkTa. [lpm paccmoTpeHumn
BO3PaXkKEHUW PErnCTPUPYIOLLMIA OpraH npyv HeOBXO0OMMOCTU Jayn NOACHEHUIA
npuBneKaeT 3aABUTENA.

Mo wmToram paccMOTpeHMA BO3PaAXEHUN MNpUHUMaAETCA peleHune o
NPM3HAHUN BO3PaXKeHMn OOBOCHOBAHHbIMM MOSIHOCTBD WM YaCTUYHO,
KOTOpoe odopmMnAeTcA NUCbMOM pPerncTpupyrolwero opraHa wu
HanpaBnAeTcA B afpec 39KCNEepPTHOro yypeXkaeHnAa ¢ MNPUAoXKEHUEM
3aK/l0YEeHMA NO pe3ynbTaTaMm 3KCNepTU3bl KayecTBa, IPPEKTUBHOCTN U
6e30nacHOCTM MEeAMLMHCKOro usgenuna, npenyCMOTPEHHOro nyHKTom 84
HacToAwmx Mpasunn, Tpebytowwero 4opaboTku, CPOK KOTOPOW He NpeBbIaeT
5 paboyumx [OHen cO [HA NOSIydeHUA I3KCNEPTHbIM Yy4YpeXXaeHnem
BO3BPALLEHHOr0 3aK/toyeHnda, IMb0 O NMPU3HaAHUM BO3PaXKEHUA NOSTHOCTLIO
He 060CHOBaHHbLIMW.

BpemAa co gHA pasmMelieHnA perucTpupytowuymM OpraHoM B 3/1EKTPOHHOM
KabuHeTe 3aABUTENA 3aK/IIOYEeHNA NO pedynbTaTaMm 3KCNepTu3bl KayecTsa,
3 heKTUBHOCTN 1M 6€30MacHOCTU MEeOULMHCKOro M30enuaA, YKas3aHHOro B
nyHkTe 84 HactoAwmx [lpaBun, A0 NPUHATUA peeHnA Nno uToram
pacCMOTPEHMA BO3PaXKEHUIA He Y4UTbIBAETCA MNPWU WUCYUCIEHUN CpoKa
NpOBeAEeHNA 3KCNepTU3bl KayecTBa, 3(pdeKTMBHOCTM M 6Ge3onacHOCTU
MeONLNHCKOro n3nenvs;

B) MPUHATUE pELlEeHMA O roCcyfapCTBEHHOMW perucTpaumm MeguuMHCKOro
n3genma unm ob oTkase B rocygapCTBEHHOM perucTpaumm MeguumMHCKOro
n3pennA, KoTopoe ogopmMiAeTCA NPUKasoM PerncTpupyioLwero opraHa, u
NHOPMMPOBAHUE 3aABUTENA O MPUHATOM pPEeLeHUU NyTem pasmeLleHunA
COOTBETCTBYIOLWEro YyBeAOMSIeHNA B (POPME 3/IeKTPOHHOro [OOKYMEHTa,
NnoAnMMCaHHOrO YCUNEHHOW KBanMPUUMPOBAHHON 3NEKTPOHHOM MNOAMUCHIO
YNO/THOMOYEHHOI0 [OO/MKHOCTHOrMO JiMuya, B €4UMHOM JIMYHOM KabuHeTe
3aABUTENA N 3N1eKTPOHHOM KabuHeTe 3aABUTENA;

) BHECEHME PEECTPOBON 3anncu B rocy0apCTBEHHbIV PeecTp.

86. OcHOBaHUAMK ONA NPUHATUA PErucTPUPYIOLLMM OpraHoM pelleHnsa 06
OTKase B rocydapCTBEHHOW peructpauum MeauuuHCKOro uagenvsa
ABNAIOTCA:

a) MnonyyeHWe PerucTpupylowmMM OpraHoM OT 3KCMEPTHOro y4peXxaeHus
3aK/IlOYEeHNA O MNPOBEAEHUN KIMHUYECKUX WCMbITaHUIA MeOuLUHCKOro
n3genua, CBUOETENbCTBYIOWEro O HEBO3MOXHOCTU MNpoBeAeHuAd
KITMHUYECKUX UCMbITAHN MeaULMHCKOro N3aenma ¢ y4acTUeM YenoBeKa;

6) nony4yeHne OT IKCMEePTHOrO YYpexkaeHUA 3aK/lYeHUA No pesynbTaTam
9KCMepTn3bl KayecTBa, IPPEKTUBHOCTU N 6E30MaCHOCTU MEAMLMHCKOrO
n3nenva, CBUAETENbCTBYIOWEr0O O HEBO3MOXXHOCTU FoCyAapCTBEHHOM
permcTpaumMm MeguumMHCKOro n3nenuva, u (MNn) NpUHATME PErNCTPUPYIOLWNM
OpraHoMm peweHnA O NpU3HaAHUW BO3pPaXxeHWN 3aABUTENA He
060CHOBaHHbLIMW MOSIHOCTBIO UM YaCTUYHO;



B) BbIAB/IEHVE PErUCTPUPYIOWLMM OpraHoM no pesynbtartam enepanbHoOro
rocynapcTBEHHOro KOHTponA (Hags3opa) 3a obpaweHnem MeanuUUMHCKUX
N3[ennn HecooTBETCTBUM AaHHbIX 06 a(PPeKTUBHOCTU U O 6e30onacHOCTH
MeOUUMHCKOro U3nenua gaHHbIM O MeAULUHCKOM N3aennn, cogepxxalummca
B 3aABJ/IEHUN O perncTpauum n OOKYMeHTax, ykasaHHbIX B nyHkTax 65 n 80
HacToAwmx MNpaswun.

lll. FTocypapcTBeHHaA peructpauma meguUUHCKUX
usaenuin, noarsepxaeHue aPheKTUBHOCTN KOTOPbIX
He TpebyeT NpoBeAeHNA KJIMHUYECKUX UCMbITaHUN C

ydyacTvem 4YyesnioBeKa unium nony4vyeHuA paspeLueHus

perucTpupyloLlero opraHa Ha nposeaeHue Takux
KJIMHUYECKUX UCMNbITaHUN

lNMyukT 87 pencreoBan ao 31.12.2025 n npumeHaerca ¢ 08.01.2026 no
31.12.2027 (nyHKT 2 lNocTaHoBneHus lNpasutenscrtea P® or 30.12.2025
N 2214).

87. [nAa rocypapCTBEHHOW perncrtpaunm MeguuuHCKOro wusgenua,
noatTesep>xxaeHne 3aPPEeKTUBHOCTU KOTOPOro He TpebyeT npoBeneHUA
KIIMHUYECKNX UCNbITAHUN C y4yacTUeM 4YenoBeKa WAM NoJSy4YeHuA
paspeLLeHna PerncTpmpyoLLero opraHa Ha npoBedeHne Takux KINMHNYeCKmnxX
UCNbiTaHNU, 3aABUTENb NOCPeACTBOM €AMHOro JIMYHOro kKabuHeTa
3aABUTeNA npeacTaBnAeT B PerucTpupyrlowmm opraH 3aABneHne o
perucTpauuu, oopMreHHoe B COOTBETCTBUM C MNYyHKTOM 64 HACTOALWMX
MpaBun n [oONoONHNTENBHO CoAepKallee CBeAeHMNA O HanM4mMn (OTCYyTCTBUN)
y NporpammMHOro o6ecrneyeHnA ¢ NPUMEHEHNEM TEXHONOMNIM NCKYCCTBEHHOIO
WMHTENNEKTa, ABMAWErocA MEAULMHCKNM U3OennemM, BCTPOEHHOM (PyHKLMN
aBTOMaTMYECKON nepenadn B NOpAAKe, YTBEPXXOEHHOM pPerucTpupyowmm
opraHom, B aBTOMaTU3WPOBaHHY WMHPOPMALMOHHYK CUCTEMY
perncTpupyrowero opraHa WHdgopmaumm o6 obpabaTbiBaeMbiX OaHHbLIX,
pesynbTatax [AenucTBuMA MnporpaMmmHoro obecneyeHnAa C MNPUMEHEHUEM
TEXHONIOMMA WUCKYCCTBEHHOrO0 WHTENNEKTa, ABMAKOWErocA MeOoUUUHCKUM
n3genvemMm, a TakXxe CBeAeHUN, NpenyCMOTPEHHbIX MOPALKOM COOOLEeHNA
cybbekTamm obpaweHnAa MeauuMHCKUX u3genun ob6o Bcex cnydanx
BbIABMEHMA MOOOYHbIX OEUCTBUN, HE YKa3aHHbIX B MWHCTPYKUUM MO
NPUMEHEHNIO N PYKOBOACTBE MO 3KcrsyaTauum MeguuMHCKOro usgenvs,
O HeXenaTesfbHbIX peakumAxX npu ero npuMeHeHun, o6 OCOBEHHOCTAX
B3aMMOLENCTBMA MEOUUMHCKUX U3OEeNun mexay cobor, o daktax un ob
06CTOATENbCTBAX, CO3JAKOWMX Yrpo3y >XU3HU WU 300POBbI FpaxaaH U
MeOUUMHCKUX PpabOTHUKOB NPU NPUMEHEHNN N SKCNyaTaumm MeanLUHCKNX
napenun, yteepxxgaemoim MMHUCTEPCTBOM 34paBooxpaHeHnA Poccuinckon
®epepaunn (panee - nopAanok coobuweHnAa cybbekTamm obpalweHusa
MeOUUMHCKUX n3aenmin 060 Bcex cnyyanAx BbliABNEHNA NOBOYHbIX AENCTBUN),
a TakXxe cBefeHuA 0 pesynbTartax KIMHUYECKUX UCMbITaHUN MeanNLUHCKOro
nspenua (6es yd4acTtma YyenoBeka) C yKkasaHnem Homepa, AaThbl akTa OLEHKMN
pe3ynbTaTtoB K/AMHUYECKUX WUCNbITAHUA MEeOUUUHCKOro u3penus,
HauMeHOBaHUA MeAUUMHCKOW opraHmsauumu, a TakXe chnepywoowme
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OOKYMEHTbI.

a) konuAa (Konuwn) AOOKyMeHTa (OOKYMEHTOB), noaTeepXparowero
(noaTBEpXpawWmMx) MNOMHOMOYMA YMNOSITHOMOYEHHOrO NpeacTaBUTENA
npon3soanuTenAa (M3roToBUTENA) NO NpencTaB/IEHUIO UHTEPECOB
nponsBoanTena (M3roTOBUTENA), HECEHWID OTBETCTBEHHOCTM B 4acTu
obpalweHnAa MeguuMHCKOro msagenna Ha Tepputopumnm Poccuimnckon
depepaunn, B TOM YMcne No BONpocamM npoueayp OUEHKN COOTBETCTBUA U
rocyfapCTBEHHOM perucTpaumm MeOuuMHCKOro u3penua, a TakXxe Mo
3aBepeHno OOKyMeHTa (OOKYMEHTOB) npou3BoauTena (M3rotoBuUTenNA),
BCTyNMBLIEro (BCTYNMBLWNX) B CUIY A0 OGOPMIIEHUA COOTBETCTBYIOLUMX
OOKYMEHTOB (OOKYMEHT (AOKYMEHTbI) ABNAETCA (ABNAIOTCA) 06A3aTesIbHbIM
(o6A3aTenbHbIMKW) ANA MHOCTPaHHbIX MNpou3BoguTeNnen (U3roToBUTENEN),
OTEYECTBEHHbIMX NPOU3BOAUTENAMU (U3FOTOBUTENAMU) NpeacTaBnAeTcA
(NpeacTaBNAKOTCA) B Criyd4ae HaaMyumA YnNosIHOMOYEHHOro npencrtaBuTenA
npomnssoauTenA (M3roToBuUTeNA);

6) cBedeHUA 0 HOPMaTUBHOM OOKYMEHTaunn Ha MeguUnHCKOe n3aenuve;

B) TexHuyeckaA AOOKYMeHTauumA npoum3BoauTenA (M3rotoBuTend) Ha
MeONUNHCKOE n3genue;

r) aKcnnayaTauuoHHaA AOKYMEHTauuA Npou3BoamMTena (U3roTOBUTENA) Ha
MeOUUMHCKOE u3genue, B TOM YUCEe UHCTPYKUMA MO MPUMEHEHUIO UK
PyKOBOACTBO MO 3KCnayaTaumm MeamunMHCKOro U3genus;

[) UuBeTHble dhoTorpadmyeckne nsobpaxeHna obLero suaga MeanLmMHCKOro
n3penua, mogenen (Mapok) MeauuMHCKOro usgennAa v nNpuHaanexxHocTen,
HeobXoouMbIX ANA NPUMEHEHNA MEOULMHCKOro M3fenva no Ha3HaYeHuo
(pasmepoMm He MeHee 18 x 24 caHTMMeETpa), a TakXxe Mn300parkeHnA
MapKMPOBKN W YMNakoBKN (UBETHble MakKeTbl YNakKOBOK W 3TUKETOK,
cogepXxalme TeKCT OpPUrMHaNbHOWM MapPKUPOBKW W  OOMNONHUTENbHOU
MapKMPOBKM Ha PYCCKOM A3blKE, HAHOCMMOW Ha MeOUUMHCKUE WU3nenus,
npon3BeneHHble 3a npenenamm Poccuinckon @epepaummn) (3a NCKNIOYEHNEM
NporpamMmmHoOro obecnevyeHmna, ABAAKOWErocA MEANLUMHCKUM N3Oennem);

€) uBeTHble dhoTorpauyeckme n3obparkeHnA ANEKTPOHHOro HocuTena u
MHTepdenca nporpaMMHOro obecrneyeHuA (pa3mepom He MeHee 18 x 24
caHTumeTpa) (AnA nporpaMmHOro obecneyeHuAa, ABnAlWeErocHa
MEeONUNHCKUM n30enuem), a Takxke n3obpakeHnA MapKMpoBKU N YNaKOBKMU
(Mpy Hannuun);

XX) MPOEKT OonucaHuMA Tuna CcpeacTtBa U3MepeHun, ABnAlowerocAa
MeOWUVMHCKUM un3genmem (B OTHOWEHUN MEeOUUUHCKUX W3nenuvn,
OTHOCAWMXCA K cpeactBam u3MepeHun B cdepe rocynapCTBEHHOro
perynmpoBaHua ObecrneyvyeHnA eaouMHCTBa WU3MEPEHUN, MNepeyYeHb KOTOpPbIX
yTBepxpaetcA MuHuctepcTBOM 3apaBooxpaHeHuA Poccumnckon
depepaunn);

3) MeTogmMKa MNOBEpKW Tuna cpeacrtsa M3MEepPeHun, ABNAOLWErocH
MeOUUNHCKUM unsgennem (B OTHOWEHUN MeOUUUHCKUX Un3nenuin,
OTHOCALWMXCA K CpeacTtsaMm MU3MepeHUn B cdepe rocynapcTBEHHOro
perynupoBaHnA obecnevyeHnA eOuHCTBA U3MEpPEeHUN, nepeyeHb KOTOPbIX
yTBepxpaetcA MwuHucTtepcTtBOoM 3apaBooxpaHeHuA Poccuinckon



depepaunn);

N) OOKYMEHTbI, NMoAaTBepxpawwme pesynbTaTbl KIAMHUYECKUX MCMNbITaHWUN
MeaNUVHCKUX n3genuim (o NpUMEHMMOCTH, B 3aBUCUMOCTW OT OaThl):

OOKYMEHTbI, MoAaTBepXparowme pesynbTaTbl KIMHUYECKUX MUCMbITaHUN (B
OTHOLWEHUN KIMHUYECKNX UCMbITaHNA, 3aBepLlUeHHbIX 0o 1 ceHTAbpA 2025

r.);

OOKYMEHTbI, noaTBepXXaawowme pesynbTaTbl KIANMHUYECKUX WUCMbITaHUi (B
OTHOLLEHMN KNMHUYECKUX WCMbITAHWW, 3aBepLlUeHHbIX nocne 1 ceHTAbpA
2025 r.) (no uHMunaTmnee 3aaBNTENA);

K) OOKYMEHTbl, noaTBepXpawwme BO3MOXHOCTb OCYLWEeCTB/IeHUA
npoM3BOAcCTBa NO agpecy (agpecam), ykasaHHOMY (yKa3aHHbiM) B
3aABNEHUN O perncTpaumm B KadecTBe NPOU3BOACTBEHHOMN
(Npon3BOACTBEHHbIX) Nnowagkn (nnowanok) (N0 NPUMEHUMOCTMN):
OOKYMEHTbI, noaTeepxjarolme Hanm4me ycrioBMid NPOU3BOACTBA, U (Unn)
KOnMMn CcepTUdUKaATOB COOTBETCTBUA CUCTEMbI MEHEOKMEHTa KadecTBa
TpeboBaHnam FOCT ISO 13485-2017 nnun ISO 13485:2016, a Tak)ke Konuu
OTYETOB O paHee NPOBEAEHHbIX UHCMEKUUAX HA COOTBETCTBUE YKa3aHHbIM
cTaHpapTaMm (B cnyyae npeacTaBfeHUA yKa3aHHbIX cepTudukaToB
cooTBeTCcTBMA), U (MNN) KONUKU OOKYMEHTOB, NOoATBEpXOarLwnx
COOTBETCTBME CUCTEMbI YyrnpaBfieHUA KayvyecTBOM TpeboBaHUAM K
BHEOPEHMNIO, NOOAEPXKAHUIO U OUEHKE CUCTEMbl YNpaBfieHUA KadeCTBOM
MeOUUMHCKUX N30ennii (MpeacTaBnAaTCA B Crlyvae NpoBeaeHUA NHCNEKLNN
MHCNEKTUPYIOLWEN opraHn3aumen, HaxogAwenca B BeAeHUn (MoaYMHEHUN)
opraHa rocygapCTBEHHOW BnacTu rocygapctea - 4neHa EBpasunckoro
9KOHOMMYECKOro COoK3a, YMOSIHOMOYEHHOr0 Ha OCylecTBNeHne un (1nu)
KOOpANHAUUMIO OeATEeNbHOCTU B chepe obpalieHnA MeauumMHCKNX N3aennin
Ha TeppuTopuuM ITOr0 rocygapcTBa, 3a WUCKAYeHuem Poccuirckon
depepaunn);

n) AOKYMEHTbI, NOATBepXJaroLwme npaso NUCMNonb30BaHNA NPOU3BOANTENEM
(n3roToBuUTENEM) TOBAPHOrO 3HaKa W MHbIX CPeaCTB WHAMBUAYaNM3aLUMn
MeOVWUMHCKOro u3genuA B Cliy4yae WX HaHeCeHWA Ha YnakKoBKY
MEeONLMHCKOro nagenua (NpeaocTtaBnAlTcA B criydae, ecnn CBegeHuA He
BHECEeHbl B COOTBeTCTBylLWMe peecTtpbl PenepancHor cnyxbbl Mo
NHTENNEeKTyaNbHON COBCTBEHHOCTW);

M) KOMUM [OOKYMEHTOB, MNOATBEPXAAKWMX KayeCTBO JIEKapCTBEHHOIO
npenapata, (hapmaueBTndeckon cybctaHumn, 6Monornd4eckoro martepmana
MW NHOTrO BewecTBa, C UCMNONb30OBaHMEM KOTOPbIX MPOU3BEOEHO
MeOUUMHCKOE M30enMe WM KOTopble BXOAAT B €ro CocTaB U KOTOpble
npegHasHayeHbl ANA MPUMEHEHUA TOJIbKO C YYETOM Ha3HadeHuA
MEeOUUMHCKOrO M3AEenuA, OnpenenieHHoro npovM3BOOUTENEM, BblOAHHbIX B
COOTBETCTBMN C 3aKOHOOATENbCTBOM CTpaHbl MPOUCXOXAEHMUA
nekapcTBeHHOro npenaparta, ¢gapmaueBTnyeckonm cybcTtaHuum,
6uonorn4yecKkoro Martepmana v MHOro BelecTBa (KpoOMe MeaMLMHCKUX
N3penuin anAa OnarHoCTUKM in vitro);

H) KOnuA OOKYMEeHTa, NOATBEPXXAAKLWEro perncrpaumio npovsBOoaMTeENsA
(n3roToBUTENA) B Ka4yecTBe lOpMOMyYeckoro nuua ambo mHaMBMOyanbHOro
npeanpuHnmaTenAa (3a WCKAKYEHUEeM MeOULUHCKUX W3LeNun,



NPON3BOAMTENAMM KOTOPbIX ABMAKTCA pe3naeHTbl Poccuinckon
depepaunn);

0) NNaH KJAMHUYECKOr0 MOHUTOPMHra (4JA MeaMUMHCKUX U3Oennin knacca
NOTEHUNANbHOrO0 puUcka NpUMEHeHnA 3, a TakXe MeOUUMHCKUX U3[enumn,
MMNNAHTUPYEMbIX B OpraHvM3am 4enoBeka, Kfacca MOTEHUManbHOro pucka
NPUMEHEHNA 26);

n) pokasaTesnbHble MaTepuanbsl npousBoauTena (M3roToBuUTenNA)
MeaNUMHCKOro nagenua (No NPUMEHUMOCTW):

AokasaTeNnbHble MaTepuansl npou3dsoanmTenAa (M3roToBUTENA)
MeOULUMHCKOro M3gennA B YacTu onpegenieHnA KayectBa U 6e30nacHOCTU
MEeOMLUNHCKOro u3aennA, COOTBETCTBMA €ro XapakTepuUCTUK (CBOWCTB)
TpeboBaHMAM HOPMAaTUBHOW [OOKYMEHTauuu, TEeXHUYEeCKOn u
9KCMNNyaTaumMoHHOM OOKYMEHTaUmMmM Npom3soguTena (M3roToBuTens);

JokKasaTeNbHble MaTepuansl npomssoaumTenda (M3roToBuTenA)
MEeOUUMHCKOro u3genuA B 4YacTU WUCCNefoBaHUUW B UeNAX OUEeHKWU
6uonormnyeckon 6e3o0nacHOCTU MeOUNLMHCKOro Usnenua.

88. Peructpupytowui opraH He Brnpase TpeboBaTb OT 3aABUTENA yKa3blBaTb
B 3aAB/IEHUM O perncTpauumn CBefeHudA, He NpPeayCMOTPEHHbIE MYHKTOM 64
HacToAwmx [NpaBun, U NpeacTaBnATb AOKYMEHTbl, HE MPeayCMOTPEHHbIE
NyHKTOM 87 HacToAwmx Npasun.

3aABuTeNb BMNpaBe MNpeacTaBUTb AOKYMEHTbl, CBEOEHMA O KOTOpPbIX
yKasblBalOTCA B 3aABNEHUN O perncTpaumm B COOTBETCTBUM C NOAMYHKTaAMM
"M" - "m", "y" u "4" nyHkTa 64 HacTtoAwwmx [lpaBun, No COOGCTBEHHOW
nHnumaTmBee.

3aABuTENb BNpaBe MNPeAcTaBUTb WHble HEOOXOOMMble LOKYMEHTbl MO
CODBCTBEHHON NHULMaTUBE.

89. B TeuyeHMe 5 paboymx gHenm CO [OHA MOCTYNSeHUA 3afABfeHuUA O
perucTpaunn n OOKYMEHTOB, MPedyCMOTPEHHbLIX MYHKTOM 87 HaCcTOALWMX
MpaBun, perucTpupylowmm opraH NPoOBOAUT MPOBEPKY MOAHOTbI W
OOCTOBEPHOCTUN CcOoOepXalmxcA B HUX CBEOeHUW, B TOM 4ucne nyTem
CpaBHEHUA TakuX CBeAEHUN CO CBeOEeHUAMU, NPeacTaBfieHHbIMU OpraHamu
rocynapCTBeHHOW BfacTM B NOPAAKE MEXBEOOMCTBEHHOrO
MHPOPMALMOHHOIO B3aMMOLENCTBMA MNOCPEeACTBOM CUCTEMbI
ME>XXBEAOMCTBEHHOMO 3NIEKTPOHHOIO B3aUMOOENCTBUA.

90. B cny4ae ecnu 3asABneHne o pernctpaumMm opopMiIeHO C HapyLleHueM
NOMIOXXEHUN nyHKTa 64 HacToAwwmx [lpaBun, n (Unn) npencTtaBfeHHbIE
OOKYMEHTbl O(POPMAEHbI C HApPYyWEHUEM MONOXEHUN MyHKTOB 53 - 55
HacToAwnx MMpaBun, n (Unn) B 3aABMEHUU O perncTpaunm wu
npeacTaBfeHHbIX OOKYMEHTax ykasaHbl HeOOCTOBEpHble CBeOeHudA, WUn
OOKYMEHTbI, NpeaycMOTpPeHHble MyHKTOM 87 HactoAwmx [lpaBun,
npencTaBfieHbl He B MOIHOM O6beme, PerncTpupyrowWwnin opraH yseaomnaeT
3aABUTENA O HEOBXOOMMOCTU YCTPAHEHUA BbIABMEHHbLIX HAPYLIEHUN U (1K)
npencTaBfeHna OTCYTCTBYIOWNX OOKYMEHTOB B TedeHne 30 paboumx gHewn
CO [OHA pasMeleHMA Takoro yBegoMNeHMA B (OopMe 3NIEKTPOHHOro
OOKYMEHTa, MOAMNMUCAHHOIO YCUNEHHOW KBanMpUUMPOBAHHON 3N1EKTPOHHOMN
NOANUCbIO  YNOSTHOMOYEHHOr0 [OOSHKHOCTHOrO nuua, B €OUMHOM  JIMYHOM



KabuHeTe 3aABUTENA U NEKTPOHHOM KabuHeTe 3aABuTenA. YCTpaHeHue
BbIABMIEHHbIX HapyWeHUn U (MNn) npeactaBfieHne OOKYMEHTOB, KOTOopble
OTCYTCTBYIOT, 3aABUTENb OCYLLECTBAAET MNOCPEenCTBOM €AUHOro JSIMYHOro
KabuHeTa 3aAaBuUTenNA.

Bpema co OHA yBeAoOMNEHMA PerucTpupyoLLMM OpraHoM 3aaBuTena Ao OHA
nonyyeHnA oTBeTa Ha yBedOM/IeHMEe UMW YBEeOOM/IeHNA O HenpeacTaBeHum
OTBETa Ha COOTBETCTBYIOLWMIA 3anpoC He y4uTbiBA€TCA MNPU UCHUCITEHUN
CpOKa rocygapcTBEHHOW pernctpaumm MeauuuHCKoro naoenms.

91. B TeyeHme 3 paboumx pHeM CO OHA 3aBepleHUA MNPOBEPKMW,
npeoycMoTpeHHOM nNyHKTOM 89 HacTtoAawwux [lpaBun (B cny4dae
npeacTtaBneHnA Hagnexawmm o6pa3oMm OgOPMSIEHHOro 3aABfIEHNA O
pervcTpauuu n B NoNHOM o6beme OOKYMEHTOB, NPeayCMOTPEHHbIX MYHKTOM
87 HacToAwmx [lpaBun), a TakXe B cCry4ae YCTpaHeHUA B CPOK, He
npesbiwaowmin 30 pabounx AOHEW, BbIABNEHHbIX HapyweHun n (unu)
npencTaBfeHnA OOKYMEHTOB, MPenyCMOTPEHHbIX MYHKTOM 87 HacTOoALWMX
MpaBun, perucTpupyrowmm opraH MNpuHMMaeT peweHne O Hauvane
rocy0apCTBEHHOW perncrpaumm meguumMHCKoro nagenua.

92. B cnyyae ecnu B CpoOK, He npesblwaowmin 30 paboumx OHEN, He
YCTPaHeHbI BbIIB/IEHHbIE HAPYLIEHUA U (M) He NpeacTaBfeHbl AOKYMEHTbI,
KOTOpble OTCYTCTBYIOT, B TOM 4uUC/le C Y4EeTOM MONIOXKEHUA nyHKTa 53
HacToAwmMx [lpaBun, perncTpupylowmm opraH MpUHUMaeT pelleHne o
npekpaleHn panbHenwero pacCMOTPEHUA 3afABIEHUA O perncrtpaummn u
OOKYMEHTOB, MNPeayCMOTPEHHbIX MNyHKTOM 87 HacTtoAwwmx [lpaBun, un
NHGOpMMpYET 06 3TOM 3aABUTENA NyTEM pasMeLleHMA COOTBETCTBYHOLLEro
yBEAOM/IEHMA C MOTUBUPOBAHHbLIM OOOCHOBaHMEM MPUYUH MNPUHATMA
yKa3aHHOro pelweHua B (popme 3MEeKTPOHHOro AOKYMEHTa, MoAnMCaHHOro
YCUNEHHON KBannUUMUPOBAHHON 3/TEKTPOHHOW MNOANWUCHLIO
YNO/THOMOYEHHOIO [OO/MKHOCTHOrNO JSiMua, B €4UMHOM JIMYHOM KabuHeTe
3aABUTENA N 9N1eKTPOHHOM KabunHeTe 3aABUTENA.

93. lTocypapcTBeHHaAa peruvcrtpauna MeAULUUHCKUX WU3OeNnu,
noaTesepxaeHne aPPEeKTUBHOCTU KOTOpPbIX He TpebyeT npoBeneHuA
KIIMHUYECKNX UCNbITAHUN C y4yacTUeM 4YenoBeKa WAM NoJsly4YeHuA
paspeLLeHna PerncTpmpyoLLero opraHa Ha npoBeAeHne Takux KINMHNYeCKmnxX
MCNbITaHUN, OCYLECTBNAETCA PErncTpupyowWwmmM OpraHoM B CpPOK, He
npesblwarowm 31 paboyero AHA CO AHA MNOCTYNSNIEHNA 3aABNEHUA O
pernctpauum U AOOKYMEHTOB, MPeAyCMOTPEHHbIX MYHKTOM 87 HacTOALMX
MpaBun.

94. B TeuyeHne 3 paboymx OHel CO OHA MPUHATMA PeLleHMA O Hadvane
rocyapCTBEHHON perncTpauumn MeguumMHCKOro U3nenna perucTpupyoLmia
opraH odopMnAeT W BblgaeT 3afjaHuMe Ha NnpoBefeHue 3IKCNepTusbl
9KCMEePTHOMY YUYPEXAEHMIO.

95. B OTHOWEHUN MEeOUUMHCKUX u3genun, anAa nogTBepXAeHuA
9PPEKTUBHOCTN KOTOPbIX He TpebyeTcA npoBeAeHne KIAUHUYECKUX
MCNbITAHUWU C Yy4YyacTUeM YenoBekKa WM MOoNydYeHUA paspeleHun
perncTpupytowero opraHa Ha nposefeHne Takux KIMHUYECKUX UCTIbITaHUM,
aKcnepTmaa 3aABIEHNA O pPerucTpaumm n JOKYMEHTOB, yKa3aHHbIX B NMYHKTE
87 HacToAwwmx [MpaBun, ocywecTBnAeTCA OOHOBPEMEHHO C NpPOBEeOEHUEM



9KCMNEepTU3bl MOSTHOTbI U Pe3yNbTaTOB UCMNbITAHUN N UCCNefOoBaHUN B CPOK,
He npesblwaowmin 10 paboymx OHeW CO [HA MNONYYEeHUA IKCMEepPTHbIM
yypeXkaeHnem COOTBETCTBYIOLEro 3aJaHnA perucTpupyowero opraHa.

96. lNpn npoBefeHUM SKcNepTuU3bl KavecTBa, 9PPEKTUBHOCTU U
6e30nacHOCTM MeadUUVHCKOro u3genua He ponyckaeTcA uctpeboBaHue
9KCMNEPTHbIM Yy4YpeXXOeHUeM Yy 3aABuTena NnMbo WHbIX UL MaTepuasnos,
HeobxoaAnMbIX OJ1A NPOBEeAEHUA IKCNEPTUSbI.

B cnyyae HepmocTaTto4yHOCTW [ONA BbIHECEHUA 3KCMEPTOM 3aK/HYeHUA
mMaTepuanoB U CBeOEHWU, coaepXalmxcA B MpeacTaB/ieHHbIX 3aABUTeNem
3aABNEeHUMN O perucTpaumm U OOKYMEHTax, NpenyCMOTPEHHbIX MyHKTOM 87
HacToAwmx [lpaBun, 3KcnepT CTaBUT BOMPOC O MpPeacTaBfieHUU emMy
HeobXxO0OUMbIX MaTepuanoB U CBeAeHUN nepen pykoBoauTenem
9KCMNEePTHOro y4dpexxaeHuda, KOTopbin obpalwaeTcA C COOTBETCTBYHOLUM
3anpocoM B PerucTpupyowmin opraH, BblAaBWMMA 3a0aHne Ha npoBefeHue
9KCNepTmn3bl. YKasaHHbI 3anpoc AO0/HKEH copepXXaTb ucHepnbiBaroLmnmn
nepevyeHb BCEX BOMPOCOB, MaTepuanoB U CBEOEHUN, HEeOoBXOoOUMbIX
9KCNepTy ANA NpoBeaAeHNA SKCNEepPTU3bI.

Pernctpupyowmin opraH B TeyeHmne 2 paboyumx gHEn CO OHA NOCTYnnAeHuA
3arnpoca pyKOBOAUTENA 3KCNEPTHOrO yyYpeXkaeHnA HanpasnfaeT 3aABUTESIO
3anpoc o npeacTaBfieHn Heob6XoAMMbIX CBEAEHUN C yKa3aHneM xapaktepa
3amedaHun n crnocoba MX ycTpaHeHuA. YKasaHHbIN 3anpoc HanpasnfaeTcaA
OLHOKpPAaTHO N NepefaeTcA 3aABUTENIO B (POPMe 3/IEKTPOHHOIO AOKYMEHTA,
NoANUCaHHOrO YCUIIEHHON KBannMUUUPOBAHHOW 3NEKTPOHHOW MNOANUCHIO
YNOSIHOMOYEHHOIO OOSMKHOCTHOrO nuua, NOCPEeACTBOM pasmelleHus B
9NEeKTPOHHOM KabuHeTe 3aABUTENA W eAUWHOM JINYHOM KabuHeTe
3aABUTENA.

3anAsuTenb 06A3aH nNpeacTaBuUTb OTBET Ha 3anpoc pPerncTpupyrowlero
opraHa nocpeacTBOM €AMHOro JIMYHOro KabuHeTa 3aABUTENA B CPOK, He
npesbiwarowm 50 paboumx AHen CO OHA HanpaBfieHuA 3Toro 3anpoca. B
TeyeHne 2 paboymx gHen co AOHA MOCTYN/eHuA OT 3aABUTEeNA OTBeTa Ha
3anpoc pPerncTpypyowWwmini opraH Harpas/fiAeT Takou OTBET B 9KCMepTHoe
yupexxgeHue. B cnyvae HenpeacTaBneHnA no nctedyeHum 50 paboymx aHemn
3afABuTENIeM OTBeTa Ha 3arnpoc PerucTpupylowmin opraH B TeyeHune 2
paboumx OHen HanpasfifAeT B 3KCMNepTHOe y4dYpexaeHue yBedoMSeHne O
HenpeacTaBNeHUN 3aABUTENIeM OTBeTa Ha 3anpoc pPerucTpupytoLLero
opraHa [pnfiA noaroToBKM 3ak/IlOYEHMA NO pedynbTaTaM 3KCnepTusbl
KayecTBa, 9(PPEKTUBHOCTU U 6€30MacHOCTU MEOMLMHCKOro M3genua Ha
OCHOBaHWM OOKYMEHTOB, UMEIOLNXCA B €ro Pacrnopsa>XeHnu.

BpemAa co OHA HanpaBneHWAa 3anpoca PerucTpupylollero opraHa no [AHA
nofly4YeHMA OTBeTa Ha 3anpoc WNM YyBedOMSIeHWA O HenpeacTaBleHuu
oTBeTa Ha 3anpoc He Y4UTbIBAETCA MPU UCUYUCNIEHUM CpoKa MpoBeAeHWnA
9KCNepTM3bl KayecTBa, 3aPdPEeKTUBHOCTM U 6e30nacHOCTU MeAUUMHCKOro
nsnenva.

Mpn BbIABMEHUN PErncTpupyrowMM OpraHoM B MpeacTaBfiIeHHbIX
3afABMTENIEM B OTBET Ha 3anpoc OOKYMEHTax HeOOCTOBEPHbIX U (Mnn)
HegOCTaTOYHbIX CBEAEHUN WU OOKYMEHTOB U (MNM) HECOOTBETCTBUA
O0hOPMNIEHNA MPEACTaBEHHbIX AOKYMEHTOB MOSIOXXEHMAM NyHKTOB 53 - 55



HacToAwmx MpaBun perncTpupyowmin opraH B TedeHne 2 paboumx OHEW
HanpasnAeT (B hopme 3NeKTPOHHOro AOKYMeHTa, NOAMNNCAHHOIO YCUMEHHON
KBann@UUMPOBAHHON 3/IEKTPOHHOW NOAMNUCBLID YMNOMHOMOYEHHOrO
OO/HKHOCTHOroO nuvua, nNOoCpencTBOM pasMeweHuA B eAUHOM JINYHOM
KabuHeTe 3aABUTENA W 3NEKTPOHHOM KabuHeTe 3aABuTend) 3afABUTENIO
MOTMBUPOBAHHOE peLleHNne O BO3MOXXHOCTW MOBTOPHOrO npeacTaBieHnA
3aABuTenem o nctedeHnA 50 paboyumx gHen co OHA HanpasBfieHMA 3anpoca
nopaboTaHHbIX OOKYMeHTOB. [lpun HenpenctaBneHuUn 3aABUTENEM B
yKasaHHbIi CPOK 3anpalmBaemMbiXx MaTepuanoB W CBEAEHWU 3KcnepTusa
KayecTBa, 3PPEKTUBHOCTU M 6e30MacHOCTU MEeOMUMHCKOro usgenuva
NpoaosiXKaeTcA NO HaxXOA4AWMMCA B pacnopAXeHUM I3KCNepTHOro
yuypeXkaeHnAa paHee npenctaBfieHHbIM 3aABUTENEM [OOKYMeHTam u
cBeneHnAM, cogep kalymca B permcTpaumioHHOM OOChe.

97. IKCNepTHOE yYpeXaeHne B CPoK, He npesbiwatowmm 10 pabounx gHeun
CO [OHA MONy4YeHWA [OKYMEHTOB, YKasaHHblX B MyHKTe 87 HacToAwmX
MpaBwun, NpoBOAUT IKCNEPTMIY KavecTBa, IPPEKTUBHOCTU N 6E30MaCHOCTH
MEeOUUMHCKOro wu3fenua W HanpasnfAeT B PEerucTpyvpylowmnin oprax
3aKJIlo4eHre no pesynbTaTtam Takom IKCNepTu3bl.

98. OcHoBaHWAMM O1A BblHECEHUA OKCMepTHbIM y4ypeXxageHnem 3ako4eHnaA
no pesysbTataM 3KCNepTu3bl Ka4vecCTBa, SCbC*)eKTI/IBHOCTI/I n 6esonacHoCTH
MeonumnHCKoro wmsagennAa, ceumpaetesibcrtByrowlero o0 HeBO3MOXHOCTU
rocy,n,apCTBeHHon pernctpaunn meagnunHCKoOro naaennA, ABIAKTCA:

a) HecoOTBETCTBME MeaVUMHCKOro magennA TpeboBaHMAM HOPMaTMBHOM
OOKYMEHTaUMN, TEXHUYECKOU U (MNKn) 3KCryaTaumoHHOM OOKyMeHTauum
nponssoguTena (M3roToBUTeENA);

6) oTcyTCTBME OoKasaTesNbCTB KavecTBa, U (Mnu) addeKTUBHOCTN, N (MNK)
6e30nacHOCTN MeaULIMHCKOro U3Oenus;

B) YyCTaHOBMEHME, YTO PUCK MPUYUHEHMA Bpefa 340POBbI0 rpakaaH u
MeaANUNHCKUX paboTHUKOB BCNEeACTBME MNPUMEHEHUA MeAULMHCKOro
nanenva npesbiaeT 3PeKTUBHOCTb €ro NPUMEHEHIS;

) HanMyMe HeLOCTOBEPHbIX CBEOEHU B [OOKYMEHTax, COoaepy<alimxcA B
permcTpaumMoHHOM AOCheE.

99. B cpok, He npesblwawowmin 10 paboumx OHEW CO AOHA MOnyyYeHus
3aKJIl0YeHUA NOo pesynibTaTaM 3KCNepTu3bl KayecTBa, IPPEeKTUBHOCTU U
6e30MacHOCTM MEeOUUWMHCKOro MU3AenuA, PerucTpupylowmn opraH
OCyLLeCTBNAET crieayowme MeponpuATUA:

a) oueHkKa 3aKN4YeHMA no pes3ynbTaTaM 39KCNepTU3bl KadecTsa,
appekTMBHOCTM N 6€30NacHOCTN MEeOMUMHCKOro U3[envA, yKasaHHOro B
nyHKkTe 97 HacToAwwmx NpaBun, onA onpegeneHma cOOTBETCTBMA 3a4aHuIo
Ha npoBefeHne 3KcnepTusbl. B cnydyae ycTtaHOBNEHWMA HECOOTBETCTBUA
3aK/loYeHUA NO pesynibTaTaMm 9KCNepTu3bl KayecTBa, IPPEKTUBHOCTN U
6e30nacHOCTM MeOMUMHCKOrO u3genuA yKasaHHOMY 3afaHuio Takoe
3aK/lloyeHe BO3BpaLWlaeTCA B 3KCMEpPTHOEe Yy4pexaeHwe Ha [opaboTky,
CPOK KOTOpOW cocTaBnAeT He 6onee 2 paboymx gHen CO OHA MOnyyYeHusa
9KCNEepPTHbIM yypeXkxaeHMeM BO3BPALLEHHOrO 3aKi04YeHNA;

6) B cnyyae MOSyYeHUA 3ak/lo4YeHMA MO pe3ynbTaTaM 3KCNepTU3bl



KadyecTBa, 3((PEKTUBHOCTM U 6e30NacHOCTU MEeOUUMHCKOro usgenva,
NpeaycCMOTPEHHOro nyHkTom 98 HacTtoAwwmx [lpaBwun, He nosgHee
cnepytowero paboyero AHA Nocne npoBeaeHUA OLEHKM Takoro 3ak/oveHns
ON1A onpefeneHnAa COOTBETCTBMA 3aJaHu0 Ha MNpoBefeHMEe 3KCNepTu3bl
PErncTpUpyoWmMini opraH pasmellaeT 31eKTPOHHbIM 06pasd 3akK/IloHeHNA Mo
pesynbTataMm 9KCNepTu3bl KayecTBa, IPPEeKTUBHOCTU U 6e30MnacHOCTU
MeONLMHCKOro Wn3[enuA, COOTBETCTBYIOWEro 3adaHuid Ha npoBeneHue
9KCNepTusbl, B 39JIEKTPOHHOM KabuHeTe 3aABUTENA W HanpasnAeT
COOTBETCTBYIOLWMNE CBEAEHMA B €OMHBIN NINYHbLIV KabHET 3aABUTENA.

B TeueHne 10 paboumx OHel Co OHA pa3MeLleHnA B 3N1EKTPOHHOM KabuHeTe
3aABUTENA 3ak/lo4YeHMA Mo pe3ynbTaTaM 3KCNepTU3bl KayecTBa,
aP(peKTUBHOCTM N 6E30MacHOCTN MEOULMHCKOro MU3AesnvA, YKasaHHOro B
nyHkTe 98 HacToAwwmx MpaBun, 3aABUTENb BNpaBe 03HAaKOMUTLCA C TaKuUM
3aKJ/IlOYEHNEM U, NMPU HANNYMM BO3PaXKeHUN, HanpaBUTb CBOU BO3PaXKeHUA
nocpencTBOM 3/IEKTPOHHOro KabvHeTa 3aaBUTeENA.

B cnyyae noctynneHnA nocpeacTBOM 3N1EKTPOHHOro KabnHeTa 3aABUTESNA B
CpPOK, He npesBbiwawwm 10 paboyux OHeW, BO3paXeHWN 3aABUTeNA Ha
3aK/loyeHre No pesysnibTaTaMm 9KCNepTuabl KayvecTBa, aPPEeKTUBHOCTU U
6e30nacHOCTM MeaOWMLMHCKOro wu3genuA, npeaycMoTpeHHOe nyHKTom 98
HacToAwmx lNpaBun, perncTpupyrowmm opraH B TedyeHme 30 paboumx OHEN
CO [OHA MOCTYNNIEeHUA BO3PaXEeHUN paccmaTpmBaeT UX C MpUBJIEYEHNEM
9KCMEpPTHOro Yy4ypeXaeHuA, BbIHeCLero 3akJ/ilo4yeHue no pesynbrtatam
aKCnepTn3bl KadectBa, IPPEKTUBHOCTU M 6Ge3onacHOCTU MeaULIMHCKOro
nsgenuA. B cnyyae ecnu B YCTaHOBJ/IEHHbIA CPOK BO3PaXKEHWA 3aABUTENA
He nNOCTYynuNW, PErucTpUpyroWmMin opraH OCyLeCcTBAAET MeponpuAaTUA,
npegycMoTpeHHble nognyHktammn "B" u "r" HactoAwero nyHkTa. [lpwn
pPacCMOTPEHNN BO3PAXKEHUN PETUCTPUPYIOLLMIA OpraH npu HeobxooMMOCTH
Aa4yn NOACHEHNN NnpuBneKaeT 3aABUTENA.

Mo ntoram pacCcMOTPEHUA BO3PAXEHUN PErncTpupyowMMm OpraHom
NPUHUMAETCA pPelleHne O MNpPU3HaHUM BO3PaAXXEHUN OOBOCHOBAHHBLIMMU
NOMHOCTbIO MNM YAaCTUYHO, KOTOopoe ocdopmnAeTcA NUCbMOM
perncTpupyrowero opraHa u HanpaBnAeTCcA B afgpec 3KCNepTHOro
yuYpexaeHua C NpUioXeHMEM 3ak/loyeHuA No pesdynbTaTaM 3KCcnepTu3bl
KadecTtBa, 3((PEKTMBHOCTM U 6e30NacHOCTU MEeOUUMHCKOro wusgenva,
npenycMOTPEeHHOro nNyHKTom 98 HactoAwmx [paeBun, Ha [opaboTKy, CPOK
KOTOPOM He npeBblwaeT 5 pabounmx OHer CO OHA MOJlyYeHUA IKCMEPTHLIM
yypeXkaeHneM BO3BpaLLEHHOrO 3akOYEHUA MO pes3ynbTaTam 3KCNepTusbl
KayecTBa, a(pPeKTNBHOCTM 1 6€30MacHOCTU MEeANLMHCKOro usgenvsa, nmbo
O MPU3HaHUN BO3Pa>KEeHUI NONHOCTbIO HE 060CHOBAHHbLIMM.

BpemAa co OHA pasmeleHnA perucTpupyowmm OpraHoM B 3/IEKTPOHHOM
KabuHeTe 3aABUTENA 3aKNIOYEHNA NO pe3yfibTaTaM 3KCNepTu3bl KayecTsa,
appekTMBHOCTM N 6€30NacHOCTN MeOMUMHCKOro U3fenvA, ykasaHHOro B
nyHkTe 98 HactoAwwmx [lpaBun, OO NPUHATMA peleHMA No uToram
pacCMOTPEHNA BO3PaXKEHUN He YYUTbIBAETCA NPU UCHUCNEHUN CpoKa
npoBefeHnA 9KCNepTu3bl KadecTBa, 3PEPEKTUBHOCTU M 6Ge30nacHOCTH
MeaNUVHCKOro U3aenus;

B) MPVHATME peleHnA O roCyAapCTBEHHOWM permctpaumm MeauumHCKOro
nsnenvAa nnm ob oTkase B rocyAapCTBEHHOW perncTpauumn MeauumHCKOro



n3pennA, KoTopoe ogopmMmnAeTcA NPUKasoM PerncTpypyiolero opraHa, u
NHpOpMMPOBaHME 3aABUTENA O MPUHATOM pelieHun NyTeM pasmeLleHuA
COOTBETCTBYIOLEro YyBeAOMSIEHNA B (QOPMEe 3MEKTPOHHOrO [OOKYMEHTa,
NOAMMCAHHOIO YCUNIEHHOW KBannMMUUMPOBAHHON 3NEKTPOHHOM MNOAMUCHIO
YNOMHOMOYEHHOr0 AO/MKHOCTHOrO nvua, B €OVMHOM JIMYHOM KabuHeTe
3aABUTENA N ANEKTPOHHOM KabuHeTe 3aABUTeNA;

) BHECEHNE PeecTPOoBOM 3annUcKy B rocyapCTBEHHbIN peecTp.

100. OcHoBaHUAMN ONA MPUHATUA PErNCTPUPYIOLLMM OpraHoM peLleHus o6
oTKase B rocygapCTBEHHOW perncrtpaumm MeauuuHCKOro uspenusa
ABNAIOTCA:

a) nony4YyeHne OT IKCMEePTHOrO YYpexkaeHUA 3aK/loYeHuA No pesynbTaTam
9KCMepTn3bl KayecTBa, 3(PPEKTUBHOCTU U 6E30MaCHOCTU MEAULMHCKOrO
n3nenva, CBUAETENbCTBYIOWEro O HEeBO3MOXXHOCTU FocynapCTBEHHOM
pervcTpaumm MeguumMHCKOro n3nenuva, u (MNn) NpUHATUE PErnCTPUPYIOLWNM
OpraHomM peweHUA O NpPU3HAHUN BO3pPaxeHWN 3aABUTENA He
060CHOBaHHbLIMW MOSIHOCTBIO UM YaCTUYHO;

6) BblAIBNIEHNE PErncTpupylowmmM OpraHoM no pesynbTatam henepanbHoro
rocynapCcTBEHHOrO0 KOHTponA (Hagl3opa) 3a obpaweHnem MeaMUUMHCKUX
N3[enmin HeCoOTBETCTBUIN AaHHbIX 006 9(PPEKTUBHOCTU N O H6e30rnacHOCTH
MeOUUMHCKOro U3nenua gaHHbIM O MEANLVMHCKOM N3Oennn, cogep xalimmca
B 3aABMIEHUM O perucTpauum n [OOKYMEHTaX, YyKa3aHHbIX B MyHKTe 87
HacToAwwmx MNpasun.

IV. Oco6eHHOCTU rocyaapcTBEHHOM perucTpaumm
OTe4YeCTBEHHbIX MeAULUMHCKUX U3aenum

MyukT 101 genicteoBan ao 31.12.2025 n npumeHsaercAa ¢ 08.01.2026 no
31.12.2027 (nyHKT 2 lNocTtaHoBneHuns lNpasutenbcrtea P® ot 30.12.2025
N 2214).

101. [OnA rocy,u,apCTBeHHoﬁ pernctpaunn otTedyeCTtBeHHbIX MeONUMNHCKUNX
n3penvin 3aaBuTeNb npencrtasnAeT nm6éo HanpasnAeT B y4dpexXneHmne Ha
6yMa)KHOM HOcuUTene cnenywmne nOKyMeHTbl U cBeeHNA:

a) 3afABfIeHMe O MPOBELEHUMN IKCNEepPTU3bl KayecTBa, IPFPEKTUBHOCTU U
6e30nacHOCTM MEeOMUMHCKOro u3genuA, coaepXkalwee cBefeHnAa B
COOTBETCTBUM C NYHKTOM 64 HactoAwmx [MpaBun (3a WUCKIOYEHUEM
nognyHkTos "M" - "n", "y" n "4"), U cBegeHMA O HanUYMM y NPOrpamMMHOro
obecrneyeHnA C MPUMEHEHMEM TEXHOSIOMMIA WUCKYCCTBEHHONO WHTENNEKTa,
ABNAKOWErocA MeOUUWHCKUM WU3[eNMeM, BCTPOEHHOW yHKUUK
aBTOMaTUYECKON nepefayn B NOpAAKe, YTBEPXKOAEHHOM PErucTpupyowmm
opraHoM, B aBTOMaTU3UPOBaAHHY WHPOPMALMOHHYI CUCTEMY
perucTpupylowero opraHa uHgopmaumm o6 obpabaTbiBaemMbiX [OaHHbIX,
pe3ynbTatax AencTBMA MNporpaMMHOro obecneyeHna C NPUMEHEHUEM
TEXHONMOMMN WUCKYCCTBEHHOrO WHTENMeKTa, ABAAWerocA MeouuuHCKUM
n3penvemMm, a TakXe CBeOeHUN, NPenyCMOTPEHHbIX MOPALKOM COOOLEHNA
cybbekTamu obpaweHna MeauuuHCKUX wunsgenun o060 Bcex cnydaax
BbIABNEHNA NOOOYHbIX OENCTBUNA;
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6) konuAa (Konuu) AOOKYMeHTa (AOKYMEHTOB), NoATBep>aakuwero
(noaTBEpXpawwmx) MNOMHOMOYMA YMNOSITHOMOYEHHOrO nNpeacTaBUTenA
npoun3soauTenAa (M3roToBUTENIA) NO NpeacTaB/lIeHUIO MHTEpPecoB
nponssoanTena (U3roToBUTENA), HECEeHUID OTBETCTBEHHOCTM B 4acTu
obpalweHnAa MeguUMHCKOro unspgenunA Ha Tepputopum Poccuinckon
®depepaumn, B TOM YMcCne Nno BONpocam npoueayp OUEHKU COOTBETCTBUA U
rocyaapCTBEHHOW perncTpaumm meguuuHCKoro N3aenus;

B) cBepgeHmAa o HOpMaTMBHOIz AOOKYyMeHTaunn Ha megununHCcKoe mnaagenne;

I TexHu4yeckaAa [OKyMeHTaumAa npoumsBogmTena (M3roToBuUTenA) Ha
MeONUMHCKOE usgenue;

,El,) aKcnnyaTaumMoHHaA OOKyMeHTaunA npounssogunTend (I/I3I'OTOBI/ITeJ'IFI) Ha
MeanunHckKoe wmsgenune, B TOM 4ucine UHCTPYyKUMA Mo npUMEeHeHuo wuin
pykKoBOOCTBO MO 3KcrutyaTaunm meagmumHCKOro nsaernna,

€) uBeTHble hoTorpacuyeckmne n3obparkeHma obwero smga MeanumnHCKoro
n3gnenua, mogenen (Mapok) MeauunMHCKOro nsgenna U npuHaniexXHoOCTEN,
HeobXoaAuMbIX 017 MPUMEHEHUA MEeOULUMHCKOro U3fenvA No HasHaYeHuto
(pasmepoMm He MeHee 18 x 24 caHTUMeTpa), a TakXxe Un300parkeHnA
MapKUPOBKN M YNakoBKM (UBETHble MaKeTbl YyNnakoBOK W 3TUKETOK,
cogepxalme TEeKCT OpPUrMHANbHOWN MApPKUPOBKW W OOMNOMHUTENbHOWU
MapKUPOBKM Ha PYCCKOM A3blke, HAHOCUMOW Ha MeOUUMHCKWE u3nenua,
npou3BeneHHble 3a npenenamm Poccuinckon Oepepaummn) (3a NCKNIOYEHNEM
nNporpamMmmHoro obecnevyeHnsa, ABMAAIOWErocA MEANLUUHCKUM N3aennem);

) uBeTHble hoTorpaduyeckme M3o06paXKeHNA IMEKTPOHHOrO HoCUTEnAa U
UHTephenca nporpamMmHOro obecrnevyeHmAa (pa3mepoMm He meHee 18 x 24
caHTumMmeTpa) (ANnA nporpamMmHoro obecne4vyeHud, ABMAKOLWErocH
MEONUNHCKUM U3genuem), a Takxke n3obpaKeHnA MapkKMpoBKU N YNaKoBKU
(Mpy Hannuun);

3) cBeOeHMA O OOKYMeHTax, NMOATBepXAalwWwmnx pesynbTaTbl TEXHUYECKUX
MCMbITAHUN MEAUUMHCKOro u3penuA, BblOaHHbIX Y4YpeXXAeHuem, W
AokasaTeNnbHble MaTepuansl npou3soamTenAa (M3roToBUTENA)
MeOUUMHCKOro n3aenua (Npyu Hann4mn);

M) cBefeHMA O [OKYMeHTax, noaTBepXpalwlWwnux pes3ynbTaThl
TOKCUKOJIOTMYECKNX WUCCNenoBaHUM MeaUUMHCKOro usgenua un (unw)
NPUHAANEXHOCTEN K MEAULMHCKOMY U3Oenunto, NPAMO UK OnocpeaoBaHHO
KOHTaAKTUPYIOWKNX C MOBEPXHOCTbIO Tena 4enoBeka, ero CAn3ucTbiMn
060M104KaMn, BHYTPEHHUMM CpefamMn opraHmama, AnAa KOTOpbIX yKa3aHHoe
B3aMMoOencTBme (KOHTaKT) ABMAETCA Heob6XOoaAMMbIM 0714 BbIMNOAHEHNA UX
npenHasHa4YeHHbIX OYHKLUWIA, BblOAHHbIX YYPEXOAEHUeM, N gokasaTesbHble
maTepuanbl npoussoamTena (UM3roToBuTena) MeouuUnHCKOro musgenuna (npwu
Hanuynn);

K) CBeOAEeHMA O [OKYMEHTax, MOATBEPXAalLWMX pe3ynbTaTbl MCNbITaHUR
MEeOVLUMHCKOro U3nenua B Uenax yTBEPXKAEeHNA Tuna CpeacTs U3MepeHnn (B
OTHOLUEHN MEONLMHCKUX N3LAENNIA, OTHOCALLMXCA K CPeacTBamM N3MEPEHNI
B cdiepe rocynapCTBEHHOro perynmpoBaHuA obecrneyvyeHnA eaunHCcTBa
M3MEPEHNN, NepeyYeHb KOTOpbIX yTBepXxaaetcA MuHMCTEepCcTBOM
3apaBooxpaHeHna Poccuickon depepaumm), BblOaHHbIX YYPEXOEHNEM;



n) OOKYMEHTbl, NoATBepXparowmne pesynbTaTbl KIAWHUYECKUX WUCMbITaHuN
MEeONUNHCKUX W3OeNnin, BblAaHHble B MeAULUUMHCKUX OpraHm3aumax,
oTBevyawwmnx TpeboBaHMAM, YyTBepXOAeHHbIM MuHUCTEepcTBOM
3apaBooxpaHeHna Poccuinckon depepaunn, M BKIIIOYEHHbIX B CeTb
HauWOHaNbHbIX MEOUUMHCKUX WUCCreaoBaTeNlbCKUX LEHTPOB, COCTaB
KOTopoWn yTBepXxaeH MuHuUCTepcTBOM 3ApaBOoOXpaHeHuA Poccuinckomn
depepaumn, U NporpaMMHOro obecnevyeHnA ¢ NPUMEHEHMEM TEXHOOrnmn
MCKYCCTBEHHOro WHTennekra, npegHasHadeHHoro AanA ob6paboTkwu
MEeONUNHCKUX U306pa>XeHUn, NoNyyYeHHbIX MNpPU MNpoBefEeHUN
PEHTreHONOrN4YeCKNX UCCNefoBaHUN, BKIKOYAA KOMMNbIOTEPHYIO
TomMorpadgmto, peHTreHorpaduio, dnooporpapuio 1 mMammorpaduio, npuv
YCNoOBUM NPOBEAEHNA KITMHUYECKNX UCTbITAHUM B KITIMHUYECKOM LEeHTpe (B
OTHOLUEHUN KNIMHUYECKUX UCMbITaHUW, 3aBeplueHHbIX 0o 1 ceHTAbpa 2025
r.), W ceeneHnAa o pesynbTaTax KJNHUYECKUX UCTIbITaHUA MEeAULMHCKOro
N3JennA C ykKasaHMem HoMepa, AaTbl akTa K/AWHWUYECKUX WCMbITaHUN
MEOANUMHCKOro mn3penua, a TakXe HaMMeHOBaHUA MeAULUUHCKOWN
opraHmsaumu (B OTHOLLEHMN KITMHUYECKUX UCMbITaHWN, 3aBEPLUEHHbIX Nocne
1 ceHTAGPA 2025 r.);

M) OOKYMEHTbl, MOATBepXxpawuwme BO3MOXHOCTb OCYLWECTB/IEHUA
npoM3BOACTBa NO agpecy (agpecam), ykasaHHOMY (yKa3aHHbIM) B
3aABNeHUN O perncTpaumm B KadecTBe NPOU3BOACTBEHHOMU
(Npon3BOACTBEHHbIX) Nnowagkn (nnowanok) (N0 NPUMEHUMOCTHN):
OOKYMEHTbI, noaTBepXxjarlme Hanm4me ycroBuMid NMPOU3BOACTBA, U (Unn)
KOnMMn CcepTUdUKaATOB COOTBETCTBUA CUCTEMbI MEHEOKMEHTa KadecTBa
TpeboBaHnam FOCT ISO 13485-2017 nnm ISO 13485:2016, a Tak)ke Konuu
OTYETOB O paHee NPOBEAEHHbIX WHCMEKUMAX HA COOTBETCTBUE YKa3aHHbIM
cTaHpapTam (B cnyyae npeacTaB/ieHUA YyKa3aHHbIX cepTudmnkaTtoB
COOTBETCTBUA), U (MNN) KONUU OOKYMEHTOB, NoATBepXAarLwmx
COOTBETCTBME CUCTEMbI YynpaBfieHUA KayvyecTBOM TpeboBaHUAM K
BHEOPEHMIO, MOAOEPXXaHUID W OLEeHKe CUCTeMbl YrpaBfieHUA KayecTBOM
MeOUUNHCKUX N3OENNIA,

H) LOKYMEHTbI, MOATBEPXAAOLWME NpaBO UCMOSIb30BaHUA NPOU3BOAMTENEM
(MBroTOBUTENEM) TOBAPHOrO 3HaKa W WHbIX CPeAcTB MHOUBMAYyann3aumu
MEeAWUMHCKOTro u3nenua B cliyvYae MX HaHeCeHMA Ha YynakoBKY
MeAVLUMHCKOro N3nenus;

0) KOMUW [OOKYMEHTOB, MNOATBEPXAAKWMX KA4YeCTBO JIEKAPCTBEHHOrO
npenapata, apMaueBTMYeCKOn cybcTaHummn, BUONOrM4eckoro matepuana
M WNHOro BewecTBa, C UCMNONb30OBaHUEM KOTOPbIX MPOU3BEOEHO
MeOUUMHCKOEe u3Oenve WM KoTopble BXOOAT B €ro CocTaB U KOTOopble
npegHasHayeHbl ANA MPUMEHEHUA TOJIbKO C YYeTOM Ha3HadeHuA
MeOUUMHCKOrO M3AenvA, onpenenieHHoro npov3BoguTenieM, BblOaHHbIX B
COOTBETCTBMMN C 3aKOHOOATENIbCTBOM CTpaHbl MPOUCXOXAEHUA
nekapcTBeHHOro npenaparta, ¢dapmaueBTUYeckom cybcTaHuum,
6uonorMyeckoro martepvana M WHOro BewecTBa (KpOMe MeaMUMHCKNX
n3penuin AnA AMarHoCTUKMW in vitro);

N) OoNUCb AOKYMEHTOB, npeAcTaBfeHne KOTOpbiX MNpPeaycMOTPeHOo
HacCTOALLMM MYHKTOM, C yKkasaHuem paspgena IV HactoAwwmx [MpasBwn, B
COOTBETCTBUM C KOTOPbIM MNNaHUpyeTCcA MPOXoXAeHue npouenypbl
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rocy0apCTBEHHONM perncTpaumm oTe4ecTBEHHOro MeaMLUMHCKOro U3aenvs;

p) NNaH KAVMHUYECKOro MOHUTOPUHra (AnA MeguuMHCKUX M3OENMA Knacca
NOTEHUNANbLHOrO puUcka NpPUMEHeHnA 3, a TakXe MeOUUMHCKUX U3Oenumn,
MMNNIAHTUPYEMbIX B OpraHvM3aMm 4enoBeKka, Kfacca MOTEHUManbHOro pucka
NPUMEHEHNA 26).

102. TpeboBaHuA, ykasaHHble B NyHKTax 53, 54 n 56 HacToAwmx lNMpasun, K
OOKYMeHTaMm, npeacTaBrieHMe KOTOopbIX MpeaycMOTpeHo nyHKToMm 101
HacToAwmx NpaBun, He NPUMEHAIOTCA.

103. YupexpneHne B TeyeHue 25 paboumx OHEN CO OHA MNOCTYnseHuA
OOKYMEHTOB, YKa3aHHbIX B NyHKTe 101 HacToAwwmx Npasun:

a) NPOBOANT 3IKCMNEPTU3Y 3aABEHNA O NMPOBEAEHUM IKCNEPTU3bl KavyecTBa,
a(hpekTMBHOCTM N 6€30MaCHOCTU MEOMUUHCKOro U3fennA U OOKYMEHTOB,
yKasdaHHbIx B nyHkTe 101 HacToAwwmx NMpaBun, B TOM YMUCNEe OLUEHKY MOSTHOTHI
OOKYMEHTOB W [OCTOBEPHOCTU CcoAepXalWmxcA B HUX CBEOEHUW, C
OOHOBPEMEHHbLIM MNPOBEAEHNEM 3IKCNEepPTU3bl MOMHOTLI U pPe3ynibTaToB
MCnbITaHUN U UccnegoBaHUM;

6) odhopmnAeT 3aknyeHWe no pesynbTaTam 3KCNepTUsbl KadecTsa,
3hhekTMBHOCTN 1 6€30MacHOCTU MEANLMHCKOrO N3OENnA;

B) B Cllyd4ae ecnvM 3ak/loyeHue no pesynbTatam 3KCNepTu3bl KayecTsa,
apPeKTUBHOCTM M 6€30MNaCHOCTM MEOULWMHCKOro u3pgenua,
npenycMoTpeHHoe nognyHKToMm "6" HacToAwero nyHKTa, ABNAETCA
NONOXWUTENbHbIM, Yy4ypeXOeHue HanpaBnAeT TakKoe 3ak/iloyeHue B
PEerncTpupYyoLWmMin opraH.

K 3aknoyeHnto No pesdynbtaTtaM 3KCnepTusbl KavyecTsa, aPPeKTUBHOCTU U
6e3onacHOCTM MEeAMUMHCKOro Wu3aenuA, cBupeTenbcTBylOWEMY O
BO3MOXHOCTU roCygapCTBEHHOW perncrtpaumm OTeYeCTBEHHOro
MEeOUUMHCKOro u3genua, npunaratoTcA OOKYMEHTbI, npeacTaBfieHHble
3aABuTenem B cootBeTcTBUM C nyHkTamm 101 n 104 HacToAwwmx NMpasun;

r) B cnyyae ecnu 3ak/toyeHue rno pesynbTaTaM IKCMepTU3bl KayecTBa,
aPPeKTNBHOCTU M 6e30nMacHOCTU MEOULMHCKOro mnsfenuAa ABnAeTcA
oTpuuaTesnbHbIM, Yy4ypeXkgeHue yBeAOMNAeT 3aABUTeNnA O pesynbraTtax
NPOBEeOEHHON 3KCNepTusbl KavecTBa, 3IPPEeKTUBHOCTM U 6Ge3onacHOCTU
MeOANUMHCKOro mapgenna (3akasHbiIM MOYTOBbIM OTMpaBfieHUEM C
yBeOOM/IEHUEM O BpPYYEeHUN UM B (POPME ISNEKTPOHHOro [AOKYMEHTa,
NoAMMCAHHOIO YCUNEHHOW KBamnMMUUMPOBAHHON 3NEKTPOHHOM MOAMUCHIO
YNONTHOMOYEHHOr0 AO/MKHOCTHOrO fvua, NocpeacTBOM ero HanpasfieHUA Ha
SNIEKTPOHHYIO MOYTY 3aABUTENA, afpec KOTOPOW yKas3aH B 3afBfieHUM O
NpoBeOeHUN IKCMepTu3bl KayecTBa, 3PEPEKTUBHOCTM U 6e3onacHOCTU
MEOULUMHCKOrO MN3OennA) ¢ NPUIOXKEHMEM 3aKJ/Ilo4eHMA MO pesynbTaTam
9KCNepTn3bl KadectBa, IPPEKTUBHOCTU U 6e30MacHOCTU MEeAULIMHCKOro
n3nenuA, CBUAETENbCTBYIOWEr0 O HEBO3MOXHOCTWU rOCyAapCTBEHHOWN
perncTpaunm oTe4eCTBEHHOrO MEAULIMHCKOro N3aenuma.

104. B cnyyae HepocTaToO4YHOCTW [ANIA BblHECEHUA Yy4ypeXXaeHuem
3aK/I0YeHNA No pesynbTaTaMm 3KCNepTuabl KayecTBa, aPPeKTUBHOCTN U
6e30nacHOCTU MeauULMHCKOro usgenvda, NnpeaycMOTPEeHHOro nognyHKTom "6"
nyHkTa 103 HacToAwwmx [paBun, maTepnanoB 1 CBEOEHW, COAep>KalLmMXcA



B NpeacTaBfieHHbIX 3aABUTENeM OOKYMEHTax, npeayCMOTPEHHbIX MYHKTOM
101 HacToAwwmx MpaBun, ydypexxaeHne B TedeHne 15 paboumx gHen co OHA
NOCTYN/IEHNA yKa3aHHbIX OOKYMEHTOB HarnpasnAeT 3aABUTEN0 3akKa3HbIM
NOYTOBbIM OTMNPAaBNEHMEM C YBEOOMSIEHMEM O Bpy4YeHUn unn B popme
9NEKTPOHHOro JOKYMEHTa, NOAMMCAHHOI0 YCUIEHHON KBanMunMpoBaHHOM
9NIEeKTPOHHOW MNOAMNUCBIO YMOJIHOMOYEHHOro0 AOJIXXKHOCTHOrO nuua,
NOCPeAcTBOM €ro HarpasfeHWA Ha SNEeKTPOHHYK MOoYTY 3afABuUTend, aapec
KOTOPON YyKaszaH B 3afAB/eHUN O MpPOBEAEHUN 3IKCNepTu3bl KadecTsa,
aphpekTnBHOCTM M 6e30MacHOCTU MEeOUUMHCKOro usgenua, 3anpoc o
npeactaBneHUn HeobXxoOouMbIX CBeOEeHUN C yKasaHMem XapakTepa
3amedaHunu n cnocoba nx ycTpaHeHus.

YKasaHHbIi 3anpoc HanpaBnAeTcA OOHOKPaTHO W [OO/MKEH copepXKaTb
ncyepnbiBalOLWMIA NepeyeHb BCeX BOMPOCOB M mMaTepuasioB, HEOOXOOUMbIX
9KCNepTy AS1A NPOoBeAeHMA 9KCNepTUsbI.

3anABuTenb 06A3aH NpeacTaBnTb OTBET HA 3anpoc yYpeXXaeHnA B CPOK, He
npesbiwarowmn 35 paboymx [Henm CO AOHA HanpasfeHUA 3anpoca.
YupexxaeHne roToBUT 3aK/llo4eHne No pesynbTatamM 9KCNepTm3bl KavyecTBa,
apPeKTUBHOCTU M 6e30MacHOCTU MEOMUMHCKOro usgenuma B TedeHne 10
pabounx gHen co OHA NOCTYMN/IEHNA OT 3aABUTENA OTBETa Ha 3arnpoc.

B cnyyae HenpepncTtaBneHnA no ucteveHmn 35 paboymx OHen 3aABUTENEM
oTBeTa Ha 3anpoc yuypexneHue noAroTaBnuBaeT 3ak/lYeHue no
pesynbTataMm 9KCNepTu3bl KayecTBa, IPPEKTUBHOCTN U 6e30rnacHOCTU
MEOMUNHCKOro M3AennA Ha OCHOBaHUM OOKYMEHTOB, MMEKLWMXCA B €ero
pacnopAXXeHnM.

BpemAa co OHA HanpaBneHuA y4ypexaeHuem 3anpoca A0 OHA MosyyYeHus
OTBETa Ha 3anpoc He Y4YUTbIBAeTCA MPYM UCYUC/IEHUM CpoKa MNpoBedeHuA
9KCMNepTM3bl KayecTBa, 3aPdEeKTUBHOCTU U 6e30nacHOCTM MeAULMHCKOro
napgenus.

105. 3aknodeHne no pesynbrtatam 3KCNepTU3bl KavyecTBa, 3PPEKTUBHOCTH
n 6e30nNacHOCTU MeOUUMHCKOro unsgenuA, cBmpeTenbcTBylowee o0
HEBO3MOXHOCTW roCyfapCTBEHHOW perncrpaumm OTe4YeCTBEHHOro
MEeOULUNHCKOro u3genua, ogopmMmiAeTcA y4dpexneHuem npu Hanmuaum
cneayowmx OCHOBaHWIA:

a) HecoOoTBETCTBME MEOMLMHCKOro msgenuAa TpeboBaHMAM HOPMaTUBHOM
OOKYMEHTaUMN, TEXHUYECKOU U (MNKn) 3KcnayaTaunmoHHOM OOKyMeHTauum
nponssoguTena (M3roToBUTENA);

6) oTCyTCTBME OoKa3aTesNbCTB KavecTBa, U (Mnu) adheKTUBHOCTN, N (MNK)
6e30nMacHOCTN MeOULIMHCKOrO N3NeNnus;

B) YyCTaHOBMIEHME, YTO PUCK MPUYUHEHMA Bpena 340pPOBbI0 rpakaaH M
MeONUNHCKMX paboTHUKOB BCNEeACTBME MNPUMEHEHUA MeAULMHCKOro
napnenva npesbiaeT 3PEeKTUBHOCTb €ro NPUMEHEHWS;

r) LOOKYMEHTbl, yKa3aHHble B MNyHKTe 101 HactoAwux [lpasun, He
npenctaBfeHbl B NONHOM ob6beme, B TOM 4ucne B pamkax nyHkTa 104
HacToAwmx MpaBun, u (MNnN) B HUX BblABNEHbl HEAOCTOBEPHbIE CBEAEHUA, U
(M) OHM He COOTBETCTBYIOT TpeboBaHNAM NyHKTa 55 HacToAwwmx [Npasun.



106. B cpok, He npeBblwawwmm 5 paboymx OHerW co AHA MNOoNyyYeHuA
3aK/Ilo4eHNA MO pes3ynbTataMm 9KCNepTU3bl KadecTBa, 3PPEKTUBHOCTU U
6e30MacHOCTM MeOUUMHCKOro U3fenuA, ykasaHHOro B noanyHkTe "B"
nyHkTa 103 HacToAwwmx [lpaBwun, pPerncTpypyrolmini opraH OCyLLeCcTBNAeT
OLEHKY TakKoro 3ak/llo4eHUA W NpuHUMaeT peleHne O Bo3BpaTe
3aK/Ilo4eHNA B yypexxaeHne Ha opaboTKy, CPOK KOTOPOW COCTaBnAeT He
6onee 2 paboumx OHEW CO OHA MNOSYYEHUA yypeXkoeHMeM BO3BpaLleHHOro
3aKJ/I0YEeHNA, VNN NPUHATUM 3aK/IIOYEeHWA Mo pesynbTaTaM 3KCNnepTu3bl
KavecTBa, aPPeKTUBHOCTN 1 6€30NacHOCTU MEONLMHCKOro Usnenua.

107. Y4ypexneHue B CpOK, He npeBbiwawwmm 2 paboynx OHEW CO OHA
noslyd4eHnA yBeOOMJIEHUMA O MPUHATUM 3ak/loyYeHUA Mo peaynbTaTam
9KCNepTU3bl KayectBa, 3(PPEeKTUBHOCTU U 6e30MacHOCTU MEeAULMHCKOro
n3penuA, yseoomnAeT 3aABuUTeNA (3akasHbiM MOYTOBbIM OTMAPaB/IEHUEM C
yBeJOM/IEHUEM O BpYyYEeHUU WM B (Popme 3INEKTPOHHOIro [OOKYMEHTA,
NOONUCaHHOrO YCUMEHHON KBanMUUUPOBAHHOW 3NEKTPOHHOW MNOANUCHIO
YNOSTHOMOYEHHOro OO/MKHOCTHOrO Nnua, NocpeacTBoOM ero HanpasneHuA Ha
9NEKTPOHHYIO MOYTY 3aABUTeNA, aapec KOTOPOW yKasaH B 3afABJfIEHUW,
npenycMoTpeHHOM noanyHkTom "a" nyHkta 101 HacToAwwmx [lpaBwun) o
HeobxoOuMOCTU NMpeacTaBfieHnA NocpeacTBOM eOuHOro MYHoro kabuHeta
3afABUTENA B PErucTpupyrloWwmMini opraH B COOTBETCTBUM C TpeboBaHUAMU
nyHkTa 53 HacToAwwmx NpaBun 3aaBfeHnA O perncTpaumm oTe4eCTBEHHOro
MeOUUMHCKOro m3aenuA, oPOpMSIEHHOrO B COOTBETCTBUM C MYHKTOM 64
HacToAwmnx [lpaBun M [ONONHUTENBHO cofepXXalwero pPekBU3UTHI
3aKJII0YEeHUA NO pesynbTaTaM 9KCNepTu3bl KayvecTBa, IPPEKTUBHOCTU U
6e30MacHOCTU OTEYEeCTBEHHOro MeAMLMHCKOro usgenuvd, ogopMieHHOro
YYpEXOAEHNEM.

CpokK HanpaB/ieHMA 3afABNEHWA O perucTpaumm OTe4YeCTBEHHOro
MEOVUMHCKOro U3aenuA He OoskeH npeBblwaTte 30 pabounx AHel co OHA
HarnpaB/ieHMA YYpeXXaeHNEM YBEAOMEHUA, NPeayCMOTPEHHOrO HaCTOALLMM
MYHKTOM.

108. B TeueHve 5 paboumx pOHeEM CO [HA MNOCTYN/eHWA 3afBfieHuA O
perucTpaunn OTeYeCTBEHHOro MeAVLUMHCKOro wu3genuA peructpupyrowunim
opraH nNpoBOAUT MPOBEpPKY MOMHOTbI U OOCTOBEPHOCTU Ccopep kaliyxcA B
HEM cBefeHVW, B TOM 4uUCre MyTeM CpaBHEHUA TakKux CBeAeHUN COo
cBefeHNAMN, MpeacTaB/eHHbIMA OpraHaMyM rocyfapCTBEHHOMW Bnactu B
nopAgkKe MeXBeOOMCTBEHHOro WMH(OPMauUVMOHHOro B3aMMOAENCTBUA
NOCPEeACTBOM CUCTEMbl MEXBELOMCTBEHHOINo 3/IeKTPOHHOrO
B3aMMOJENCTBUA.

109. B TeyeHne 5 paboumx OHEN CO [HA 3aBeplweHuAa MNpPOBEpPKMU,
npenycMoTpeHHou NyHKToM 108 HacToAwmx MNpasun:

a) B cnydae npencTtaBneHMA Hagnexawmm obpas3om OOPMIIEHHOrO
3aABMIEHNA O perncTpauum OoTevYeCTBEHHOr0 MeAMUMHCKOro wusgenuvsa
pPerncTpupylowmnn opraH nNpuHUMaeT pelweHne O rocynapCTBEHHOU
perucTpauun MeauUMHCKOro M3genuA, KoTopoe ogopMIAeTcA npuKasom
perncTpupytowero opraHa, MHPOPMMPYeT 3aABUTENA O NPUHATOM peLleHnn
nyTem pas3meweHnA COOTBETCTBYKOLWEro yBegomMneHnAa B dgopme
9NIEKTPOHHOro0 AOKYMEHTa, NOAMMCAHHOrO YCUNEHHOM KBannuumpoBaHHOW
9NEKTPOHHOM MOAMMUCHIO YMONTHOMOYEHHOIrO AOMKHOCTHOrO nNmua, B €4MHOM



NUYHOM KabuHeTe 3aABUTENA W SNIeKTPOHHOM KabuHeTe 3aABUTeNna W
BHOCUT PeecTpOBYIO 3anunchb B roCyAapCTBEHHbIN peecTp;

6) B cny4ae ecnu B npenctaB/ieHHOM 3afABfIeHUM O peruncrpaymu
OTEYECTBEHHOr0 MEOUUMHCKOro W3fennA ykKasaHbl HEeOOCTOBEpPHble
cBefeHnA nNnbo cBedeHuA, MPeayCMOTPEHHbIE MYHKTOM 64 HacToAwmX
MpaBun, npencTtaBneHbl HE B MOSIHOM OOGbEME, PErUCTPUPYIOLWNIA OpraH
NPUHUMAaET peleHne O MnpekpaweHnn panbHenwero paccMOTpPeHuA
3afABMEHMA O perucTpauum OTEeYEeCTBEHHOrO0 MEAUUWHCKOro uspenva u
MHpopMmnpyeT 06 3TOM 3aABUTENA NMYyTEM pa3MeLleHNA COOTBETCTBYHIOLWEro
yBEAOMMEHMA C MOTUBUPOBAHHbLIM OOGOCHOBaHWEM MPUYUH MPUHATUA
yKa3aHHOro peleHma B (POpMe 3/IEKTPOHHOrO AOKYMEHTa, NOAMMCAHHOMo
YCUNEHHON KBannUUMPOBAHHOW 3/TEKTPOHHOW NOAMNUCHLIO
YNOSIHOMOYEHHOIrO0 [AO/MKHOCTHOrO Nnuua, B €AMHOM JIMYHOM KabuHeTe
3aABUTENA N 9NIEKTPOHHOM KabuHeTe 3aAaBuUTenNA.

V. BHeceHue nsameHeHUn B LOKYMEHTbI,
coaepikalmeca B peructpaumoHHOM Aocbe, He
Tpeobyowmux npoeBeaeHUA 3KCNepTU3bl KayecTBa,
at¢pheKTMBHOCTU U 6€30NacHOCTU MegULMHCKOro
u3penunA

110. K nameHeHnAM B [OOKYMEHTbI, copepXXawuecA B pernctpauyioOHHOM
nocbe, TpebywnM rocygapcTBeHHOW perncTpaumum HOBOro MeAuLMHCKOro
n3genna, oTHocATeA:

a) W3MeHeHuA, BRnekywume 3a cobon u3MeHeHUA GYHKLMNOHANbLHOMO
HasHayeHuAa n (MnNu) NpuHUMNa 4eNCcTBUA MeOULMHCKOro n3aenvs;

6) BKNIOYEHWE cBegeHnn o MopenAax (Mapkax) 3apermcTpupoBaHHOrO
MEeOUUMHCKOrO M3OEeNnA, He COOTBETCTBYIOWMX KPUTEPUAM, YKa3aHHbIM B
NyHKTe 26 HacToAwmx Npasun;

B) NBMEHEHNA, BieKyLme 3a 0601 OQHOBPEMEHHOE N3MEHEHNE CBEAEHUMN O
npoM3BoguTeNne u NPOM3BOACTBEHHOW nnowanke (NpPoM3BOACTBEHHbIX
nnowankax) no OTHOWEHUMIO K CBEAEHUAM, YKa3aHHbIM B PEECTPOBOW
3anucu, 3a UCKJYeHneM ceBegeHnii 06 opraHM3aunoHHO-NPaBoBoKr hopme,
afpece MecTa HaxoXAeHudA, peopraHMsaunn, WUHbIX CBEAEHUN,
coAep Kalmxca B yCTaBHbIX JOKYMEHTax.

111. K M3MEeHeHMAM, BHOCUMbIM B [OOKYMEHTbI, coAep>XalwuecA B
perncTpaumMoHHOM [0Cbe, He Tpebylwum NpoBeneHMA 3KCNepTusbl
KadyecTBa, 3(P(PEeKTUBHOCTM U 6e30NacHOCTU MEeAUUMHCKOro usgenva,
OTHOCATCA:

a) M3MEeHeHMe CPOKOB [OelCTBMA OOKYMEHTOB, cofepXXalwuxcAa B
PerncTpauyoHHOM [0Cbe (aKTyanmsaauma OOKYMEHTOB, coAepyKallMxcA B
PerncTpauvoHHOM O0Cbe, 3aABUTENEM);

6) WM3MEHeHMA, KOTOopble BHOCATCA MPOM3BOAUTENEM (M3rOTOBUTENEM)
MEeONUNHCKUX U3OEeNnin Knacca NoTEeHUManbHOro pucka npumeHeHua 1 unm
HECTEPUSIbHBIX MEOVUMHCKUX W3Oenui Knacca noTeHUManbHOro pucka



NpUMEHeHNA 2a, MNpPOLWeaLlnM OUEHKY CUCTEMbl YnpaBfieHNA KayecTBOM
MEOVUMHCKOrO W3AEeNuA, BK/OYaloWY MpouecCbl NPOeKTUpPOBaHUA W
paspaboTKu MeaMUMHCKUX U3Oenvin, B COOTBETCTBUMU C TpeboBaHMAMU K
BHEOPEHMIO, MOAOEPXKAHUID W OLEHKE CUCTEeMbl YrpaBfieHUA KayecTBOM
MEOWUMHCKUX M3fgenunm (3a NCKNIOYEeHNEM U3MEHEHUN,
npegoycMaTpusaroWmx npoBeaeHne rocygapCTBEHHOM permcTpaumm HOBOro
MEeOUUMHCKOro m3genuA B COOTBETCTBMM C MyHKTOM 110 HacToAwwmX
MpaBun).

B cnyyae ecnu cpok gencteuA oTyeTa O pesynbTaTaxX WMHCNEKTUPOBaHWUA
npon3BoacTBa MeOVUMHCKOro usgenuA Kracca noTeHuManbHoro pucka
npUMMeHeHnA 1 WUNM HeCcTepusibHOro MeOULMHCKOro wn3penuA kKnacca
NnoTeHUManbHOro pucka npuMeHeHnA 2a WUCTeK, 3afAB/ieHne O BHeceHUn
N3MEHEHU B [OOKYMEHTbI, coaepXkawuecA B pPerncrtpaumMoHHOM [0Cbe,
paccmaTpuBaeTcA B COOTBETCTBUM C OCHOBaHUAMU, MpPenyCcMOTPEHHbIMA
noagnyHkTamn "a", "8" - "e" HacToAwero nyHkTa n nyHkToM 119 HacToAwmx
Mpasun;

B) M3MEHEHNE CBEOEHUI O npou3BoauTene (M3rotoBuTene) MeavUMHCKOro
N3penunA, BK4YaA CBeOEeHUA:

0 peopraHM3aumm PPUANYECKOro NNLa;

06 M3MEHEeHUU HauMeHOBaHWUW ropungn4yeckKoro nuua (FIOJ'IHOFO n
COKpaLlieHHOoro (an HaﬂI/l‘-II/II/I), B TOM 4ucne (bI/IpMeHHOFO HaI/IMeHOBaHI/IFI),
agpeca MecTa ero HaxoXxaoeHumA;

06 U3MEeHeHUn hamunmnmn, UMeHN 1 oTyecTBa (NP Hanuyun), agpeca MmecTa
XUTenbCcTBa (PU3MYECKOro nuua, 3aperncTpMpoBaHHOro B KavecTBe
WHOMBMAOYANbHOTO nNpeagnpuHMMaTena, U PeKBU3UTOB [OKYMEHTA,
yOOCTOBEPAIOLErO €ro JIMYHOCTb;

06 M3MeHeHUn agpeca (agpecoB) NMPON3BOACTBEHHOW (MPOM3BOACTBEHHbIX)
nnowanku (nnowapok) B cnyyae, €ClM U3MEeHeHue BbI3BAHO
nepeMMmeHoBaHMeM reorpaduyeckoro ob6bekTa, nepenMeHoBaHneM ymubl,
nnowagu WM WHOM TEeppUTOpPMKU, MU3MEHEHMEM Hymepauum O6BHLEKTOB
agpecaunu, B TOM YMCe NOYTOBOrO MHAOEKCA;

) n3aMeHeHue cBegeHMn 06 YNOJTHOMOYEHHOM npeacTaBuTene
npoussoaMTensa (M3roToBUTENA), BKOYaAA CBEOEHNA:

0 peopraHM3aumm PPUANYECKOro NNLa;

06 M3MEHEeHWUU HanmmeHoBaHuA ropnognyeckKoro nuua (I'IOJ'IHOFO n
COKpaLlieHHOoro (I'IpI/I HaﬂI/l‘-II/II/I), B TOM 4ucne (bI/IpMeHHOFO HaI/IMeHOBaHI/IFI),
agpeca MecTa ero HaxoXxaoeHumA;

06 U3MEeHeHUn hamunmmn, UMeHN 1 oTyecTBa (NpyU Hanuyum), agpeca MmecTa
XUTenbCcTBa (PU3MYECKOro nuua, 3aperncTpMpoBaHHOro B KadecTBe
WHOMBMAOYANbHOTO nNpeanpuHMMaTenAa, U PeKBU3UTOB [OKYMEHTA,
yOOCTOBEPAIOLErO €ro JIMYHOCT;

,El,) n3mMeHeHne HammeHoBaHMA MeOUNUMNHCKOro m3pgesnAa B 4aCTu TOBapHOro
3HaKa 1 UHbIX cpeacTB nHaomsmnayann3aunu,

€) VCKJIloYeHne ceefeHnn o mogenu (Mapke) MeguuMHCKOro msgenua us



peecTpoBOW 3anuncu;

X) M3MeHeHue [au3amHa MapKUpoBkU 6e3 M3MEeHEeHWA CUMBOJIOB,
NpUMEHAEMbIX NPU MapKNpoBaHUN MeANLUVHCKOro U3AeNus;

3) M3MeHeHMe Kopa knaccugukaTopa B cliyvyae Bbixoda HOBOW pefakumm
Knaccugukatopa nocne MNPUHATUA pelleHnsa O rocynapCTBEHHOWN
permcTpauum MeauUMHCKOro W3Oenusa WM BHEeCEHUA W3MEHEHUA B
LOKYMEHTbI, Cofep>Kallimeca B permcTpaumoHHOM OOCheE.

112. [InA BHeceHWA B OOKYMEHTbI, coaep>Xalmeca B PerncTpauroHHOM
O0Cbe, W3MEHEeHUN, yKasaHHbIXx B nNyHKTe 111 HacToAwwmx [paBun,
3aABUTENb He nosaHee Yem 4epes3 90 paboumx OHeN co AHA U3MEeHeHuA
COOTBETCTBYIOWMX [OaHHbIX NpeacTtaBnAeT B PerncTpupylolmin oprax
nocpencTBOM €4MHOro JIMYHOro KabuHeTa 3aABUTENA:

a) 3aABfEHME O BHECEHUN WN3MEHEHUM B OOKYMEHTbl, coaep>kawuecA B
perncTpaumoHHOM [0Cbe, He Tpebylwux npoBeAeHUA 3IKCNepTusbl
KayecTBa, 9(PPEKTUBHOCTU U 6E30MaCHOCTU MEOUUMHCKOro wunsnenva,
cogepykailee cBefeHWA, yKasaHHble B MyHKTe 64 HacTtoAwwx [lpasun, u
OOMONIHUTENBHO cofepKallee CcBeAeHNA O BHOCUMbIX U3MEHEHUAX, a TakXXe
(MO NPUMEHMMOCTKN) CcBeOeHUA O pedynbTaTax KIANMHUYECKUX MCMNbITaHUN
MEOUUMHCKOro uU3genuA C ykKasaHMeM HoMepa, faTbl akKTa OUEHKWU
pe3ynbTaToB KAWHUYECKUX WUCMbITAHUA MEOUUMHCKOrO M3OEennA, a TakxXe
HaMeHOBaHWA MeANLMHCKOW OpraHm3auum;

6) konumAa (Konuwn) AOOKyMeHTa (OOKYMEHTOB), noaTBepXXaarowero
(noaTBEpXpawWwmMx) MNOMHOMOYMA YMNOSITHOMOYEHHOro npeacTaBuUTenA
npomssoauTenAa (M3roToBuUTenNA) MO MNpPeacTaBIEHUIO UHTEpPecoB
npom3soguTenA (M3rotoBuUTenA), HECEHUID OTBETCTBEHHOCTU B 4acTwu
obpalweHnA MeguUMHCKOro mnsgenuvA Ha Tepputopum Poccunckoun
depepaumn, B TOM 4YMcne No BONpocamM npoueayp OUEHKN COOTBETCTBUA U
rocyfgapCTBEHHOW perucrtpaumm MeaouuuMHCKOro mu3genuA, a Takxe Mo
3aBepeHno JOoKyMeHTa (OOKYMEHTOB) npousBoanTenA (M3rotoBuTenA),
BCTynuBLIEro (BCTYNMBLINX) B CUIYy A0 OQOPMIIEHUA COOTBETCTBYIOLLUMX
OOKYMEHTOB (OOKYMEHT (AOKYMEHTbI) ABNAETCA (ABNAOTCA) 06A3aTeIbHbIM
(o6bA3aTenbHbIMKW) ANA MHOCTPaHHbIX NpoM3BOauUTENen (U3roToBUTENEN),
OTEYECTBEHHbIMX MNPOU3BOAUTENAMU (U3FOTOBUTENAMU) NpeacTaBnAeTcA
(NnpeacTaBnAKOTCA) B Cryd4ae HaiamMyuma YnosIHOMOYEHHOro npencrtaBuTenA
nponsBoguTena (M3roToBmTENA);

B) AOKYMEHTbI, yKasaHHble B MyHKTe 65 HacToAwmx Npasun, npeTepnesLluve
COOTBETCTBYIOLIMNE NSMEHEHNA N CBNOETENLCTBYOWME O TOM, YTO BHECEHME
9TUX N3MEHEHWUI He BrieYyeT 3a cOO0M N3MEHEHNA CBOMCTB U XapakTepucTmnK
MeONUVMHCKOro M3genud, BAWAKWUX Ha ero 6e30nacHOCTb, KayecTBO W
9(p(PEeKTUBHOCTb, UMM COBEPLUEHCTBYET €ro CBOMCTBaA M XapaKTepUCTUKU
Npyu HEU3MEHHOCTU (PYHKUMOHANIbHOMO HasHayeHnAa u (unv) npuHumMna
OenCcTBMA MeaNUVHCKOro U3aoenus;

) KONUM OTYETOB O pesynbTaTax WHCNEKTUPOBaHWA MNPOW3BOACTBA (B
cnydae, npenycMOTpPeHHOM noAnyHKTom "6" nyHkTa 111 HacToAWMX
Mpasun):

KONnn OOoKyMeHTOB, noaTeep>XaatlwWwnx COoTBEeTCTBME CUCTEMbI yripaB/ieHNA



Ka4eCTBOM TpeboBaHMAM K BHEOPEHWUIO, NOOOEPXXaHUIO N OLEHKE CUCTEMDI
ynpaBfeHnA KadecTBOM MEOUUMHCKUX mn3genun (B cnyyae npoBeneHuA
WHCMEKLUMU WHCMEKTUPYIOLWEN OpraHm3aumen, HaxopAwencA B BeOoeHUn
(mMogYnHEHMN) perncTpupytowero opraHa) (NpeacraBnAeTcA 3aABUTENEM MO
CO6CTBEHHOWN MHMUMATUBE);

KON OOKYMEHTOB, MOATBEPXAAKLWMX COOTBETCTBUE CUCTEMbI YNIpaBeHUA
KayecTBOM TpeboBaHMAM K BHEAPEHUIO, NOOAEPXKAHUIO U OLEHKE CUCTEMbI
ynpaBfieHnA Ka4eCTBOM MEeANLNHCKUX U3Oenun (NpeacTaBnATCcA B Cnyyae
NpOBEAEHNA MHCNEKLUMN MHCNEKTUPYIOWEN OpraHmu3aunen, HaxogAwemnca B
BeOeHUN (MOAYMHEHMN) opraHa rocyoapCTBEHHOW BfacTu rocygapcrea -
yneHa EBpasuncKoro 3KOHOMWYECKOro cow3a, YMNOSIHOMOYEHHOro Ha
ocyliecTBneHve u (M) KoopaMHauuvio OeATeNbHOCTU B cdepe obpalleHuA
MeOUUNHCKUX WU3OeNun Ha Tepputopuum 3TOro rocypgapcrea, 3a
ncknoyeHnem Poccurickon depepauunn).

113. Peructpupyoowmn opraH He BrnpaBe TpebosBaTb OT 3aABUTeNA
ykasblBaTb B 3aAB/IEHUM O BHECEHUU MU3MEHEHUN B [OKYMEHTHI,
cogepykawimeca B perncTpaumMoHHOM [ocbe, He Tpebylowux nposeaeHus
9KCNepTn3bl KadectBa, IPPEKTUBHOCTU M 6Ge30rnacHOCTU MeaULIMHCKOro
n3penuA, ceefeHnA N NpencTtaBnATb OOKYMEHTbl, He MnpefyCMOTPEHHble
nyHKTOM 112 HacToAwwmx [Npasun.

3aABuUTeNb BnpaBe nNPeacTaBUTb WHble [OOKYMEHTbl, OOO0CHOBbIBaOLME
BHECEHME W3MEHEHUN, He BIEeKyWMX 3a COO60N W3MEHEeHUA CBOWCTB W
XapakTepUCTUK MeOULIMHCKOro U3nenuvd, BANALWMX Ha ero 6e3onacHoCTb,
KayecTBO M 3(PEPEKTUBHOCTb WM COBEPLUEHCTBYIOWNX €ro CBOWCTBA W
XapakKTepPUCTUKKN MNP HEM3MEHHOCTUN (DYHKLMOHATbHOIO Ha3Ha4YeHnA 1 (1nn)
npuHUMna encTeBmnA MeauLUMHCKOro n3genuvs, no CO6CTBEHHOW MHULMATUBE.

Mpouenypa BHeECEHUA WU3MEHEHWW B [OOKYMEHTbI, cojepXxawmecA B
perMcTpaumoHHOM [oCbe, He Tpebywunx nNpoBeAeHUA IKCNepTu3bl
KadecTBa, 3(P(PEKTUBHOCTM U 6e30NacHOCTU MEeOUUMHCKOro usgenva,
OCYLLEeCTBNAETCA PErnCTPUPYIOWLMM OpraHoM B CPOK, He npeBbiwarowmmn 18
pabounx gHen Co OHA NOCTYMMAEHWA 3aABAEHUA O BHECEHUN U3MEHEHWUN B
OOKYMEHTbI, cogepXalmecA B pPerncrpaumMoHHOM [OCbe, He Tpebyowmx
npoBeAeHNA 9KCNepTu3bl KadecTBa, 3PEEKTUBHOCTU M 6e30NacHOCTU
MeOVLUMHCKOro msnenvda, N OO0KYMEHTOB, MpPenyCMOTPEHHbIX MyHKTOM 112
HacToAwmx MNpaswn.

114. B TeyeHne 5 paboumx OHen cO OHA MOCTYNNeHUA 3afABfieHUA O
BHECEHUN N3MEHEHWN B OOKYMEHTbl, CoAepXawmeca B peructpauyioHHOM
00Cbe, He TpebyloLWmX NPOBeAEHMA IKCNEPTM3bl KavyecTBa, IPPEKTUBHOCTH
1 6€30NacHOCTN MEeAMLMHCKOro U30enud, U OKYMEHTOB, NPeayCMOTPEHHbIX
NyHKTOM 112 HacToAwwmx [lpaBun, perncTpupyrowmin opraH npoBoauUT
NPOBEpPKY MOMHOTHI U AOCTOBEPHOCTU COAEP>KALLMXCA B HUX CBEOEHWUN, B
TOM 4Yucne nyTem CpaBHEHMA TakKMX CBEeOEHUN CO CBeAEeHUAMMN,
npencTtaBNeHHbIMW OpraHamm rocygapCTBEHHOM BnacTu B nopAake
MEeXBeOOMCTBEHHOro WH(OPMAUNOHHOIO B3aMMOOENCTBUA MNOCPEACTBOM
CUCTEMbl MEXBEOOMCTBEHHOIO 9/IEKTPOHHOIO B3anMogencTBUA.

115. B cnyyae ecnn 3aABNeHME O BHECEHUN WU3MEHEHUN B OOKYMEHTHI,
copepXkawmeca B perucTtpaunoHHOM [0Cbe, He Tpebylowmx npoBeneHusa



9KCNepTu3bl KayectBa, 3(PPeKTUBHOCTU U 6e30MacHOCTU MeAULMHCKOro
n3penma, oOpPMNIEHO C HapyLUEHUEM MOSIOXXEHUM NMyHKTa 64 1 nognyHkKTa
"a" nyHkTa 112 HacToAwmx lMpasBun, u (Mnn) NnpeacTaBneHHble OOKYMEHTbI
OhOPMNIEHbI C HapyLleHWeM MnonoXeHun nyHKToB 53 - 55 HactoAwmx
MpaBun, n (W) B 3aABMEHUN O BHECEHUN WU3MEHEHUN B O0KYMEHTHI,
cogepxawmecA B pPernctpaumMoHHOM [ocbe, He Tpebylowmx npoBeaeHus
9KCNepTn3bl KadectBa, IPPEKTUBHOCTU U 6e30MacHOCTU MEeAULIMHCKOro
n3penvA 1 npencTaBfieHHbIX AOKYMEHTax ykKa3aHbl HeOOCTOBEpPHble
cBefieHnA, 1 (M) OOKYMEHTbI, NpeayCMOTPEeHHble NyHKTOM 112 HacToAwmX
lMpaBun, npeactaBneHbl He B MOMHOM O6beMe, PEerucTpupyrowuin opraH
yBeOooMniAeT 3aABUTENA O HeobXOOMMOCTU YCTPaHEHUA BbIABEHHbIX
HapyweHun wn (Unu) npeacTtaBneHnA OTCYTCTBYIOWUX [OOKYMEHTOB B
TeveHne 30 paboumx OHeW CO OHA pasMelleHWA Takoro yBedoMSIEHMA B
dopmMe 3INTeKTPOHHOro OOKYyMeHTa, NoAnNUCaHHOro YyCUNeHHOU
KBaMPUUMPOBAHHON JJIEKTPOHHON NOAMNUCBLID YMNOTHOMOYEHHOrO0
OOJIXXHOCTHOrO nuua, B €eAWHOM JiIM4HOM KabuHeTe 3aABUTENA U
9N1IeKTPOHHOM KabuHeTe 3aABuTenA. YCTpaHeHWe BblAB/IEHHbIX HapyLleHUN
n (unn) npepcraBneHne OOKYMEHTOB, KOTOPble OTCYTCTBYIOT, 3aABUTESb
OCYLLEeCTBNAET NOCpPeaCTBOM €QVHOro NMYHOro kabnHeTa 3aABUTeNA.

Bpema co oHA yBeOOMMEHMA PErNCTPUPYIOWMM OpraHoM 3aABUTENA A0 OHA
nony4yeHnA oTBeTa Ha yBeAOMNIEHNE UNN yBEAOMIEHNA O HenpeacTaBieHnm
oTBeTa Ha 3anpoc He Y4nTbiBaeTCA MPW UCHUCIIEHUW CpoKa npoueaypbl
BHECEHNA U3MEHEHWIA B OOKYMEHTbl, coaepxkalmeca B PermcTpalyoHHOM
[OCbe.

116. B cny4yae ecnu B CpoK, He npesbiwaowmn 30 paboymx OHEW, He
YCTPaHeHbI BbIAB/IEHHbIE HAPYLIEHUA U (M) He NpeacTaBnieHbl AOKYMEHTbI,
KOTOpble OTCYTCTBYIOT, B TOM 4uUC/le C Y4EeTOM MOSIOXEHUA nyHKTa 53
HacToAwmMx [lpaBun, perncTpupylowmnim opraH MpUHUMaeT pelleHne o
npekpaweHn panbHenwero pacCMOTPEHUA 3aAB/IEHMA O BHECEHUU
N3MEHEHUI B OOKYMEHTbI, COAepXXalimeca B pPermcTpaunoHHOM O0Cbe, He
Tpebylowmnx NpoBeAeHUA I3KCNepTU3bl KavecTtBa, IPPEKTUBHOCTU WU
6e30nMacCHOCTN MEANLMNHCKOro U3gennAa, C MOTMBMPOBAHHLIM O60CHOBaHMEM
MNPVYMH NPUHATUA YKa3aHHOMO peLleHunA.

117. B TeyeHue 3 paboymx [OHeNW CO [OHA 3aBeplleHUA NpPOBEpPKMU,
npeaycMoTpeHHon nyHkTom 114 HactoAawux [lpasun (B cny4dae
npegcTaBneHnA Hagnexawum o6pas3oM OQOPMIIEHHOro 3afABNEeHUA O
BHECEHUN N3MEHEHWN B OOKYMEHTbl, CoAepXawmeca B pernctpauyioHHOM
00Cbe, He TpebyloLWwmX NPoOBeAEHMA IKCNEPTU3bl KavyecTBa, IPPEKTUBHOCTH
n 6e30MNacHOCTU MeANLUMHCKOro N3penunA, n B NoIHOM o6beMe OOKYMEHTOB,
NpenycMOTPEeHHbIX NMYHKTOM 112 HacToAwmx [NpaBwun), a Takxe B cry4yae
yCTPpaHEeHUA B CPOK, He npesblwarwmin 30 pabounx AOHEN, BbIABMEHHbIX
HapyweHun un (unn) npeactaBneHnA OOKYMEHTOB, NpenyCMOTPEHHbIX
nyHKTOM 112 HacToAwmx [lpaBun, perncTpupyowmin opraH npuHUMaeT
peweHve O Havane npouenypbl BHECEHWA W3MEHEHUN B [OOKYMEHTHI,
coep>xalumeca B permcTpaumoHHOM OOChe.

118. B cpok, He npesblwawowmin 10 paboumx gHenW CO OHA MPUHATMA
peweHna O Havane npouenypbl BHECEHUA W3MEHEHUA B OOKYMEHTHI,
copgepXawmeca B PEerucTtpauMoOHHOM [0Cbe, PEerucTpupyrowmin opraH



OCyLLeCTB/IAET creaytome MeponpuaTUs:

a) NpPUHATUE peleHUA O BHECEHUN WU3MEHEHUN B OOKYMEHTHI,
cogepykawmeca B pPeruMcTpaunmoHHOM [ocbe, KoTopoe odopmAeTcA
NpUKa3oM PErucTpupyloLlero opraHa, U MHPOPMUPOBaHWE 3aABUTENA O
MNPUHATOM peLLeHnn NyTeM pa3MeLleHUA COOTBETCTBYIOLErO yBEAOMEHMA
B dopmMe 3/1eKTPOHHOro AOKYyMeHTa, NoAmnMCaHHOro YCWUNIEHHON
KBannpMUMPOBaAHHON 3/TEKTPOHHON MNOAMNMUCbI YMNONHOMOYEHHOrO
OOJIXHOCTHOTO /Sinua, B €AMHOM JINYHOM KabwuHeTe 3afABUTeNnAa WU
9NEeKTPOHHOM KabuHeTe 3aABUTENA;

6) BHECEHME N3MEHEHUI B PEECTPOBYIO 3anuchb.

VI. BHeceHue U3aMeHEeHU B JOKYMEHTbI,
cofep)xawueca B peructpauMoHHOM gochbe,
Tpebylowmx nposeaeHNA 3KCNepTU3bl KayecTsa,
at¢phpeKTMBHOCTU U 6e30NacHOCTU MeaULMHCKOro
u3genua

119. BHeceHne n3mMeHeHNWN B [OKYMEHTbl, copgepXxawuecAa B
perncTpauroHHOM AO0Cbe, 3a UCK/IYEHNEM cny4vaeB, yKasdaHHbIX B MyHKTEe
111 HacToAwmx [lpaBun, ocylwecTBNAETCA NO pe3ynbTaTaMm 3KCNepTU3bl
KadecTBa, ahpheKTUBHOCTN 1 6€30NacHOCTM MeOULMHCKOro Usnenua.

120. [OnA BHeCeHWA B OOKYMEHTbl, coAepXkawmecA B pernctpauyioOHHOM
Oocbe, U3MEeHeHWN, ykasaHHbiX B NyHKTe 119 HacToAwmx [lpasun,
3aABuTeNb He nosgHee 4em 4epes 90 paboymx OHEeW CO OHA U3MEHeHuA
COOTBETCTBYIOLWMNX AaHHbIX MOCPEeACTBOM €OMHOro JIN4HOro kabuHeTta
3aABNTeNA NpeacTaBnfAeT B PErncTpupyoLwmnii opraH:

a) 3aABNEHME O BHECEHUN W3MEHEHWN B OOKYMEHTbl, coaep>kawmecA B
perncTpaunuoHHOM A0Cbe, TpebyloWwmx NpoBeAeHUNA IKCNepTU3bl KayecTsa,
a(ppekTMBHOCTM M 6e30MacCHOCTU MEeAUUMHCKOro W3fenua, cogepxailee
CBeAEeHWNA, yKasdaHHble B NyHKTEe 64 HacToAwmx lMpasun, n AONONHUTENBHO
cogepykawee CBeAeHUWA O BHOCUMMbIX WM3MEHeHUAX, a Takxe (no
NPUMMEHNMOCTN) CBEOEHUA O pe3ynbTaTax KAMHUYECKUX WCNbITAHUN
MEeOVLUMHCKOrO W3A4eNnMA C ykKa3aHMeM HOMepa, [AaTbl akTa OUEHKMU
pe3ynbTaToB KAMHUYECKUX WUCNBbITAHUA MEAUUMHCKOro unuapenwua,
HaMMeHOBaHMA MEONLIMHCKON OpraHmn3auunm;

6) konuto (Konuwu) [OKyMeHTa (OAOKYMEHTOB), NOATBepXarLlero
(noaTBEpXpawwmx) MNOMHOMOYMA YMNOSITHOMOYEHHOrO nNpeacTaBUTenA
npoun3soauTenAa (M3roToBUTENIA) MO NpeAcTaBflEeHUIO UMHTEpPecoB
nponsBoanTenAa (M3roToBUTENA), HECEHWI0 OTBETCTBEHHOCTUM B 4acTu
obpalweHnA MegnUMHCKOro unspgenuvA Ha Tepputopum Poccuinckon
®depepaunn, B TOM 4YMcne No BOMpocam npoueayp OueHKU COOTBETCTBUA U
rocyfapCTBEHHOMN perncTpaumu, a TakXe MO0 3aBepeHuio [OKyMeHTa
(AOKYMEHTOB) Npon3BoauTenAa (M3roToBuUTENA), BCTYNUBLUErO (BCTYNUBLUNX)
B Cuny 00 O(OPM/IEHMA COOTBETCTBYIOWNX AOKYMEHTOB (OOKYMEHT
(OOKYMeHTbI) ABMAETCA (ABNATCA) ob6A3aTesibHbIM (06A3aTesibHbIMKU) ANA
WHOCTPaHHbIX npou3BoguTenen (N3rotoBuTenen), oTe4eCTBEHHbIMU



nponssBoaMTeENAMU (M3roTOBUTENAMUM) NPeAcTaBnAeTCcA (NpeacTaBnAloTCA)
B C/lydae HanuyuAa YnNosIHOMOYEHHOro npeacTaBuUTeNnA npou3BoauTeNA
(nsrotoBuTeENA);

B) OOKYMEHTbl, NOATBepXAakwlwme BO3MOXHOCTb OCYLWECTB/EHUA
npou3soacTBa no apgpecy (agpecam), yka3aHHOMY (yKa3aHHbiM) B
3aABNEHUN O perncTpaumm B KadecTBe NPOU3BOACTBEHHOMW
(NpOM3BOACTBEHHbIX) naowanku (naowapok) (N0 ANPUMEHUMOCTMU):
OOKYMEHTbI, NOATBEPXKOAIOWME HaNU4Me yCnoBur NpouM3BOACTBa, U (MNn)
KOMn cepTUdUKaTOB COOTBETCTBUA CUCTEMbI MEHEeOXXMeHTa KadecTBa
TpeboBaHnaMm [OCT I1SO 13485-2017 nnun ISO 13485:2016, a Tak)ke Konuu
OTYETOB O paHee NPOBEeAEHHbIX UHCMEKUUAX HA COOTBETCTBUE YKas3aHHbIM
cTaHpapTaMm (B cnyyae npeacTaBfeHUA yKa3aHHbIX cepTuduKaToB
COOTBETCTBMUA), U (MIMN) KONUN [OKYMEHTOB, MNOATBEPXAalLWmnX
COOTBETCTBME CUCTEMbl YyrnpaBfieHUA KayeCcTBOM TpeboBaHMAM K
BHEOPEHWNIO, NOOAEPXKAHUIO U OUEHKEe CUCTEeMbl YNpaBfieHUA KadeCTBOM
MeONUNHCKNX U3Jennin (NpeacTaBnAloTCA B Criyyae npoBeaeHNA NHCNEKLMM
WHCNEKTUPYIOLWEN opraHusaumnen, HaxogAawenca B BegeHnn (NogymHeHnn)
opraHa rocygapcTBeHHOM BnacTu rocygapcrea - 4neHa EBpasumnckoro
9KOHOMWYECKOro COl03a, YMNOMHOMOYEHHOIO Ha OCYLEeCTBAEHME U (Unn)
KoopaOMHauuio AeATenbHOCTU B chepe obpalleHna MeguLMHCKNX U3nennin
Ha TeppuTopuM ITOr0 rocypapcTeBa, 3a WCKIYeHMeM Poccumnckom
®epepaunn);

) OOKYMEHTbI, YKa3aHHble B NyHKTe 65 HacToAwwmx MNMpasun, npeTepnesLune
COOTBETCTBYIOLME N3MEHEHUA N CBUOETENLCTBYOWME O TOM, YTO BHECEHME
9TUX N3MEHEHUI He BreYeT 3a CO60M N3MEHEHUA CBOMCTB U XapakTepUCTUK
MEeOUUMHCKOro n3genuA, BAWAKOWMX Ha ero 6e30nacHOCTb, KadyecTBO WU
3(pPEeKTUBHOCTb, UM COBEPLUEHCTBYET €ro CBOMCTBA U XapaKTepUCTUKU
NPpU HEU3MEHHOCTU (PYHKUMOHANBLHOrO HasHadeHnA U (MnnM) npuHUMNa
AEeNCTBNA MeOULIMHCKOro n3genva.

3aABnTENb BNpasBe NpPeacTaBuUTb WHblE AOKYMEHTbl, 060CHOBbIBaKOLME
BHECEHNEe W3MEHEeHWW, He BrieKywux 3a cobonM W3MEHeHWA CBOWCTB W
XapakTepUCTUK MeOULMHCKOro U3nenud, BANALWMX Ha ero 6e3onacHoCTb,
KayecTBO M 3(PPEKTUBHOCTb WM COBEPLLUEHCTBYIOWNX €ero CBOWCTBA W
XapakKTepUCTUKU NPU HEU3MEHHOCTU (DYHKLUMOHANBHOrO Ha3HavyeHua v (Mnn)
npyHUMna encTBmMA MeaMUMHCKOro u3aenna, no cobCTBeHHOW MHMumMaTmBe.

121. PerucTtpupyrowumn opraH He BnpaBe TpeboBaTb OT 3aABUTeNA
yKasblBaTb B 3aAB/IEHUM O BHECEHUU MU3MEHEHUN B [OKYMEHTHI,
cogep)kawmeca B perucTpaunmoHHOM [ocbe, Tpebywux npoBeneHusa
aKCnepTmabl KayvyectBa, 3PPeKTUBHOCTN U 6Ee30MacHOCTM MeaNUMNHCKOro
n3penuAa, ceefeHnA N NpeacTaBnATb OOKYMEHTbl, He MNpefyCMOTPEHHble
nyHkTOM 120 HacToAwmx Npasun.

122. B TeyeHve 5 paboumx OHEM CO [OHA MOCTYN/eHWA 3afABfieHUA O
BHECEHUN N3MEHEHWN B OOKYMEHTbl, coaepXkawueca B perucTpauyioHHOM
Aocbe, Tpebyowmx NpoBeaeHUaA 3KCNepTUsbl KayecTsa, APPeKTUBHOCTU 1
6e30MacHOCTU MeAUNLUMHCKOro U3fenud, U OOKYMEHTOB, NpeayCMOTPEHHbIX
nyHkToM 120 HacToAwmx [lpaBun, perncTpupyrowmin opraH npoBoauT
NPOBEpPKY MONHOTHI U AOCTOBEPHOCTU COAEP KALLMXCA B HUX CBEOEHWUN, B
TOM 4ucne nyTeMm CpaBHEHMA TakKUX CBeOEeHUN CO CBeAEeHUAMMN,
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npencTaBNeHHbIMKM OpraHamMy FoCyfnapCTBEHHOW BfacTM B MNoOpAAKe
MEXXBEAOMCTBEHHOrO MHMOPMALUMOHHOIO B3aMMOLEWCTBUA MOCPEeACTBOM
CUCTEMbl MEXBEAOMCTBEHHOIO 3/IEKTPOHHOr0 B3aUMOAENCTBUA.

123. B cny4yae ecnu 3afABfeHWe O BHECEHUN WU3MEHEHUW B OO0KYMEHTHI,
cogepykawmeca B peructpaunmoHHOM [pfocbe, Tpebywwux npoBeneHus
9KCNepTn3bl KadectBa, 3IPPEKTUBHOCTU M 6Ge3onacHOCTU MeAULIMHCKOro
n3pennA, oPopMIEHO C HapyLEHNEM MONOXKEHUA NMYHKTa 64 1 noanyHKTa
"a" nyHkta 120 HacTtoAwwmx lNpaBun, n (Mnu) NpeacTaBneHHble OOKYMEHTbI
0)OpPM/IEHbl C HapyLeHMEM MONOXEHUN MNyHKTOB 53 - 55 HacToAwmx
MpaBun, n (Mnn) B 3aABNEHUN O BHECEHUN WU3MEHEHUA B OOKYMEHThI,
cogepxawmecA B pPerucTpaunmoHHOM [oCbe, Tpebylowmx npoBeaeHus
9KCNepTU3bl KayectBa, 3(PPEeKTUBHOCTU U 6e30MacHOCTU MeAMLMHCKOro
n3penvA 1 npencTaBfieHHbIX AOKYMEHTaxX ykKa3aHbl HeOOCTOBEPHbIe
cBefeHnA, U (M) OOKYMEHTbI, peayCMOTPEeHHbIEe MYHKTOM 120 HacToAWMX
lMpaBun, npeacTtaBfeHbl He B MOSIHOM O6beMe, PEerucTpupyrowunn oprax
yBeooMAeT 3afABUTENA O HeoO6XOAMMOCTU YCTPaAHEHWUA BbIABIEHHbIX
HapyweHnn un (Mnu) npeacTaBfieHMA OTCYTCTBYHOWMX OOKYMEHTOB B
TeyeHne 30 paboymx OHeW Co OHA pas3MelleHuMA Takoro yBedOMJSIEHWA B
dopmMe 3INEeKTPOHHOro AOKYyMeHTa, NOoAMNMUCAHHOro YyCUNEeHHOW
KBaNMPUUUPOBAHHON 3/IEKTPOHHON NOAMNUCBLID YNOMHOMOYEHHOrO
OO/DKHOCTHOro nuua, B €AWHOM nuU4YHOM KabuHeTe 3aABUTENA W
9NIEKTPOHHOM KabuHeTe 3aAaBuTena. YCTpaHeHWe BblABMEHHbIX HapyLleHUN
n (unn) npepcraeBneHne OOKYMEHTOB, KOTOPble OTCYTCTBYIOT, 3aABUTESb
OCYLLEeCTBNAET NOCPeaCTBOM €QUHOro NIMYHOro kabnHeTa 3aABUTENA.

Bpema co oHA yBeOOMIEHMA PErNCTPUPYIOWMM OpraHoM 3aABUTENA OO0 OHA
nony4yeHnA oTBeTa Ha yBeLOMNIeHNE UNN yBeAOMIEHNA O HenpeacTaBieHnm
oTBeTa Ha 3anpoc He Y4YUTbiBaeTCA MPW UCHUCIIEHUW cpoKa npoLeaypbl
BHECEHNA M3MEHEHWUIA B LOKYMEHTbl, coAepyalmecA B perncTpalymoHHOM
[ocCbe.

124. B TeyeHne 3 pabouumx OHEeW CO [OHA 3aBeplweHuAa NpoBEpKMU,
NpeaycMOTPEHHON NyHKTOM 90 HacToAwwumx [MpasBun (B cny4vae
npeactaBneHnA Hagnexawmm o6bpa3oMm OdOPMIEHHOro 3aABfIEHNA O
BHECEHUN N3MEHEHUN B OOKYMEHTbI, coAepawmecA B PeructpauroHHOM
nocbe, Tpebyrowmx NpoBeaeHNa 3KCnepTusbl KavyecTsa, aPPEKTUBHOCTU U
6e30nacHOCTM MegULUMHCKOro usgenunA, U B MoHOM o6beme OOKYMEHTOB,
npenycMoOTpeHHbIX NyHKTOM 120 HacToAwwmx [Mpasun), a Takxke B cry4ae
YyCTpaHeHUA B CPOK, He npesbiwarowmn 30 paboynx OHEeW, BblIABMEHHbIX
HapyweHun n (unv) npeactaBneHNA OOKYMEHTOB, MNpenyCMOTPEHHbIX
nyHkTOM 120 HactoAwwmx [lpaBun, perncTpupyrowmin opraH npuHUMaeT
peweHne O Havane npouenypbl BHECEHWUA W3MEHEHUA B OOKYMEHTHI,
cofep>xalumeca B permcTpaumoHHOM OOCheE.

125. B cnyyae ecnn B CpoOK, He npesblwawowmin 30 pabounmx OHeW, He
yCTpaHeHbI BbIABIEHHbIE HApYLLEHUA U (UN) He NpeacTaBfieHbl AOKYMEHTbI,
KOTOpble OTCYTCTBYIOT, B TOM 4YMC/I€ C YYETOM [OJSIOXKEHUA MyHKTa 53
HacToAwmx [lpaBun, perucTpupyrowun opraH nNpuHUMaeT peLlleHne o
npekpaweHnn panbHeuwero pacCMOTPEeHMA 3aAB/IeHUA O BHECEeHUn
N3MEHEHUN B [OOKYMEHTbl, coAepXxawmecA B perucTtpaunmoHHOM [ocbe,
Tpebywmx npoBefeHNA I3KCNepTU3bl KadecTBa, IPPEKTUBHOCTU U



6e30MacHOCTU MeAULUMHCKOro U3genud, U OOKYMEHTOB, NpeayCMOTPEHHbIX
nyHKTOM 120 HacToAwmx [lpaBwun, n uHoOpMUpyeT 06 3TOM 3aABUTENA
nyTeM pasmMelleHnA COOTBETCTBYIOWEro yBeaoMeHnA ¢ MOTUBUPOBaAHHbLIM
o60oCHOBaHMEM TMpPUYMH MPUHATUA YyKa3aHHOro peweHuA B opme
9N1EKTPOHHOro0 AOKYMEHTAa, NOAMMCAHHOIO YCUNEHHOM KBannuumpoBaHHOW
9NEKTPOHHOM NOAMNUCHIO YNOTHOMOYEHHOrO AO/MKHOCTHOrO nNuua, B €4MHOM
NNYHOM KabuHeTe 3aABUTEeNA N dNIEKTPOHHOM KabuHeTe 3aAaBuUTenNA.

126. BHeceHne M3MEeHEHUN B LOKYMEHThbl, coaepXxawumecAa B
perncTpaunoHHOM Oocbe, Tpebylowmx NpoBeaeHnA 3KCNepTU3bl KavyecTBa,
9 PEeKTUBHOCTM N 6e30MNaCHOCTU MEAMLWUHCKOro uapnenua,
OCYLLECTBNAETCA PErMCTPUPYIOLLMM OpPraHoOM B CPOK, He npesbiwatowmn 36
pabounx OHen Co OHA NOCTYNMAEeHWA 3aABAEHUA O BHECEHUN U3MEHEHWUN B
OOKYMEHTbI, cofepXxawmecAa B PerucTpaumoHHOM [0ocCbe, Tpebyrowmx
NpoBeOeHNA 3KCnepTuabl KayectBa, 3PPEKTUBHOCTM U 6e30nacHOCTU
MeaNUMHCKOro uU3fenuA, U OOKYMEHTOB, NpenyCMOTPEHHbIX NyHKTom 120
HacToAwmx Npasun.

127. B TeyeHne 3 paboymx OHEN CO OHA MPUHATUA PELIEeHUA O Hayane
npouenypbl BHECEHUA MW3MEHEHUW B OOKYMEHTbl, cogepykawmecA B
perncTpaunoHHOM AO0Cbe, PErUCTpUpyoWwmMini opraH odoopmiAeT M BbloaeT
3a[iaHne Ha NpoBeaeHNE IKCNEPTUS3bI IKCNEPTHOMY YHPEXOEHMIO.

128. OkcnepTmsa 3aABNEHMA O BHECEHUN W3MEHEHUN B [OOKYMEHThI,
copgep)kawimeca B pernmcTpaunmoHHOM f[ocbe, Tpebywux npoBeneHusa
9KCMNepTn3bl KayectBa, 3(PPEeKTUBHOCTU M 6e30MacHOCTU MeAMLMHCKOro
N3penuAa, U OOKYMEHTOB, YKasaHHbiX B NyHKTe 120 HactoAwwmx [lpasun,
OCYyLLEeCTBNAETCA OOHOBPEMEHHO C MPOBEAEHUEM 3KCNepTU3bl MOMHOTbI U
pes3ynbTaToB UCMbITAHUA U UCCNEeOOoBaHUA B CPOK, He npeBbiwakowumn 15
paboynx OHen COo AHA MNOJNIyYEeHUA IKCMEPTHbIM yypexxaeHunem
COOTBETCTBYIOLWEro 3a0aHnNA PErMcTPUpYoLWEero opraHa.

129. lpn npoBegeHMM 3KCNepTU3bl KavyecTBa, IPPEKTUBHOCTU U
6e30nacHOCTU MeAMUMHCKOro mn3genuA He ponyckaetcA uctpeboBaHve
9KCMEPTHbIM Yy4YpexXaeHueM y 3afaBuTenA NMbo MHbIX NUL, MaTepuanos,
HeobxoauMbIX A1A NPOBEAEHNA IKCMepPTU3bI.

B cnyyae HemocTaToyHOCTW ANA BbIHECEHUA 3KCMEPTOM 3aK/YEHUA
mMaTepuasnioB N CBEAEHWNN, coaoepXalmxcA B NPeacTaB/iEHHbIX 3aABUTENEM
3aABNEHUN O BHECEHUM W3MEHEHUA B [OKYMEHTbl, coaepykawmeca B
perncTpaunoHHOM Jocbe, Tpebylowmx NpPoBEeAEeHNA 3KCNEePTU3bl KayecTBa,
3 heKTUBHOCTN 1 6€30MaCHOCTN MEOMULMHCKOro U3nenva, 1 OOKyMeHTax,
NpeayCcMOTPEeHHbIX MyHKTOM 120 HacToAwmx [lpaBwun, akcnepT CTaBuT
BONPOC O MpeACTaBfieHMM eMy HeobXoAoMMbIX MaTepuasnioB U CBeAeHUN
nepen pyKoBOAUTENEM IKCMEPTHOrO yUpeXaeHuda, KOTopblin obpalaetca ¢
COOTBETCTBYIOWMM 3aNpoCOM B pPEerucTpupylowmin opraH, BblaasBLUNKA
3aflaHMe Ha npoBefeHue IJKCMepTU3bl. YKa3aHHbIA 3anpoc A0JSIKEH
copepXXaTb ucYepnbiBalOWMIA NepedeHb BCEX BOMPOCOB, MaTepuanos Wu
CBeAEeHNN, HeObXOANMbIX IKCNEPTY O1A NPOBEAEHNA 3KCNEPTU3bI.

Pernctpupytowmin opraH B TeyeHne 2 paboyunx gHen CO OHA NOCTYNAeHunA
3arnpoca pyKoBOAUTENA 3KCMNEPTHOro yypexxaeHnA HanpasnfaeT 3aABUTESIO
3anpoc o npeacTaBfieHU HeobXoAMMbIX CBEAEHUN C yKa3aHnem xapakrepa



3amMeyaHur n cnocoba ux ycTpaHeHUA. YKa3aHHbI 3anpoc HanpasnAeTcA
OOHOKpPAaTHO B hOpMe 3NIEKTPOHHOIO AOKYMEHTa, NOAMUCAHHOIO YCUMEHHOM
KBannuunpoBaHHON 3NEKTPOHHOMW MNOAMNUCLIO YMNOSIHOMOYEHHOro
AOMKHOCTHOrO nvua, NocpeacTBoM pasmeLleHna B 3/IEKTPOHHOM KabuHeTe
3aABUTENA N €ONHOM TMYHOM KabuHeTe 3aABUTENA.

3aABuTenb 06A3aH nNpeacTaBUTb OTBET Ha 3anpoc pPerucTpupyrowero
opraHa nocpeacTtBOM e€OuHOro NIMYHOro KabuHeTa 3aABUTENA B CPOK, He
npesblwatowmn 50 pabounx gHen Co OHA HanpasBfieHuA 3Toro 3anpoca. B
TeyeHne 2 paboyux OHen Co OHA MOCTYN/AeHWA OT 3aABUTEeNA OTBeTa Ha
3anpoc PerncTpypyowmin opraH HarnpasfiAeT TakoW OTBET B 9KCMEpPTHOe
yupexxgeHue. B cnyvyae HenpeacTaBneHnA no nctedyeHum 50 paboymx gHen
3afABUTENIeM OTBeTa Ha 3anpoc PEerucTpupyrlowmin opraH B TeyeHune 2
paboymx OHen HanpaBfAeT B 3KCNEepTHOE y4dpexaeHue yBedoMSIeHWEe O
HenpencTasfieHUN 3aABUTENIeM OTBeTa Ha 3anpoc perncTpupyroLlero
opraHa AnA MoAroTOBKWU 3aK/4YeHMA O BO3MOXHOCTU (HEBO3MOXHOCTW)
BHECEHNA U3MEHEHWA B OOKYMEHTbl, coaepykawuecAa B peructpauyioHHOM
aocbe, hopma KoToporo yreepxxgaetcA MMHUCTEPCTBOM 340paBoOOXpaHeHnA
Poccuiickon ®depepaumn (panee - 3akaOYeHWe 0 BHECEHUUN U3MEHEHUIA B
OOKYMEHTbI, cogepxalwmecA B pPerncrtpaumMoHHOM [0Cbe), Ha OCHOBaHUU
OOKYMEHTOB, UMEIOLLMXCA B €ro pacrnops>XeHUN.

BpemA co OHA HanpaBneHuA 3anpoca PerucTpypylollero opraHa Ao AHA
nosly4YeHMA OTBeTa Ha 3anpoc WNM YyBedOMSIeHWA O HenpeacTaBieHuu
oTBeTa Ha 3anpoc He Y4YUTbIBAETCA MPU UCYUCNIEHUM CpoKa MpoBeAeHWnA
3KCMepTn3bl KadyecTsBa, 3PPEKTUBHOCTN U 6GE30MacHOCTU MEeAULIMHCKOro
nsnenua.

Mpn BbLIABNEHUU PErUCTPUPYIOWMM OPraHom B MNpPeacTaBEeHHbIX
3aABUTENEeM B OTBET Ha 3anpoc AOKYMEHTax HeOOCTOBEpPHbIX U (Ufn)
HeoOCTaTO4YHbIX CBEOEHUA UNU OOKYMEHTOB W (UNKM) HEeCOoOTBETCTBUA
odoopMneHnA nNpencTaBfieHHbIX OOKYMEHTOB MOIOXEHMAM MYyHKTOB 53 - 55
HacToAwmx [MpaBun perncTpupyowmin opraH B TedeHue 2 pabodmx OHeWn
HanpasnAeT 3aABuTent (B ¢opmMe 9NeKTPOHHOro0 AOKYMEHTa,
NnoAnMMCaHHOrO YCUNEHHOW KBaMPUUMPOBAHHON 3NEKTPOHHOM MNOAMUCHIO
YNOMHOMOYEHHOr0 AO0/HKHOCTHOrO Jimua, nocpeacTBOM pasMeweHnA B
eAVHOM JIM4HOM KabuHeTe 3aABUTENA U 3NEeKTPOHHOM KabuHeTe
3aABMTENA) MOTUBUPOBAHHOE pELEHNE O BO3MOXHOCTU MOBTOPHOrO
npencrtaBneHna 3aABuTeneMm Ao uctedeHma 50 paboumx AHerW cOo OHA
HanpasfieHnA 3anpoca AopaboTaHHbIX AOKYMEHTOB. [pu HenpeacTaBneHnn
3afABUTENIEM B YKa3aHHbIA CPOK 3anpawmBaemMblX OOKYMEHTOB U CBeOEHWUM
aKcnepTmn3a kKaydecTtBa, IPPeKTUBHOCTU U 6e30MacHOCTU MEAULIMHCKOro
n3genvA NpoaonkKaeTcA no HaxoAAWMMCA B PacropsXXeHUU 9KCNepTHOro
yypexxneHuA paHee npencTtaB/ieHHbIM 3aABUTENEM [OOKYMEeHTaM U
cBefeHuAM, cogepXkawmmMcaA B permctTpaumoHHoM goche.

130. IKCNepTHOE yypexaeHme B CPOK, He npeBbiwatrowmii 15 paboynx gHewn
CO [OHA nony4YeHnA [OOKYMEHTOB, YyKasdaHHbIX B MyHKTe 120 HacTOALUMX
MpaBun, NpoBOAUT 3KCNEpPTU3y, NPEeAYyCMOTPEHHYK NYyHKTOM 127
HacToAwmx lNpaBun, n HanpasnfaeT B PerncTpupyoLnNA opraH 3aKtoyeHve
0 BHECEHUW U3MEHEHUN B OOKYMEHTbI, coaepxkalmeca B pernctpaumoHHOM
Aocbe.



131. OcHOBaHUAMW [ONA BbIHECEHUA 3JKCNEPTHbLIM Yy4ypeXXOeHUem
3aK/Il04EHMA O BHECEHUN WU3MEHEeHWW B [OOKYMEeHTbl, cogepXawmecA B
permcTpaumMoHHOM [oCbe, CBUAETEeNbCTBYKOWEro 0 HeBO3MOXHOCTU
BHECEHNA MU3MEHEHWA B OOKYMEHTbl, coaepykawuecAa B perucTpauyioHHOM
Aocbe, ABNAIOTCA:

a) HeOoCTOBEPHOCTb NpeAcTaBfieHHbIX CBeAeHun, OO60CHOBbIBAKOLWMX
BHECEHWE W3MEHEHUN, B TOM 4uUCNEe BbIABMEHHbIX PEerucTpupyowmm
OpraHoM Mo pe3ynbTaTaMm rocynapCTBEHHOrO KOHTponA (Hag3opa) 3a
obpalleHneM MegnuUVHCKNX N3nenun;

6) OTcyTCcTBME B MNpPEACTaBfIEHHbIX 3aABUTENIEM OOKYMEHTax CBeAeHUW,
noaoTBepXaarwWwnx, 4To U3MEHEeHUA, BHOCUMble B [OOKYMEHTHI,
cogepykawimeca B permcTpaunoHHOM OCbe, He BNEeKYT N3MEHEHNE CBOMCTB
N XapakTepuCcTUuK, BUNAKOWUX Ha KayecTBO, 3IPPEKTUBHOCTbL W
6e30nacHOCTb MeOMLUMHCKOro U3gennA, Uin COBEpLUEHCTBYIOT CBOWUCTBA U
XapakKTepUCTUKN NP HEM3MEHHOCTN (DYHKLNOHAIbHOIO Ha3HavYeHnA 1 (Unn)
npuHUMna 0encTeBmnA MeauLUMHCKOro n3genvs;

B) OTCYyTCTBUE CBeAEeHMWI, NoaTBepXAalWmnMx HEeM3MeHHOCTb
(pYHKUMOHANBbHOro Ha3Ha4YeHns 1 (MNK) NpUHLMNA OeACTBUA MEAULMHCKOrO
N30envA B CBA3W C BHOCUMbIMU U3MEHEHUAMM B [OKYMEHTaLMIO;

) HeobxoOoMMOCTb NPOBEOEHMA rOCyAapPCTBEHHOW perncTpaumm HOBOrO
MEOMUMHCKOro m3genuA B COOTBETCTBMM C MNyHKTOM 110 HacToAwwmx
Mpasun;

[) HanMyne HedOCTOBEPHbIX CBEAEHWA B OOKYMeHTax, cogepykalmxcA B
permcTpaurMoHHOM AOChe.

132. B cpok, He npesblwaowmin 10 paboynx OHen CO OHA MNONyYeHUA
3aK/IO4EHMA O BHECEHUN WU3MEHEeHUN B [OOKYMEHTbl, cogepXawmecA B
perncTpaumoHHOM [0Cbe, PEerucTpupylowmin opraH OcCylecTBMAET
cnepyole MeponpuATUA:

a) oueHKa 3akK/KYeHUA O BHECEHUN U3MEHEHUN B AOKYMEHTHI,
cogep)xawmecA B peructpaumMoHHOM p[ocbe, ANA onpepeneHua
COOTBETCTBMA 3afaHU0 Ha nNpoBefeHue 3kcnepTusbl. B cnyvae
YCT@HOB/IEHNA HECOOTBETCTBMA 3aK/IIOYEHUA O BHECEHUN WU3MEHEHUA B
OOKYMEHTbI, copep)XawmecA B pPerncTpaumMoHHOM [0Cbe, yKa3aHHOMY
3a4aHunio Takoe 3ak/toyYeHne BO3BpaLLAETCA B 9KCNEPTHOE yYpeXXaeHne Ha
0opaboTKy, CPOK KOTOPOM cocTaBnAeT He 6onee 2 paboymx gHeEM cO OHA
NONy4YEeHMA 3KCNEPTHbLIM YYPEXAEHNEM BO3BPALLEHHOrO 3aK/IHOYEHNS;

6) B cnyyae noayYyeHmA 3akiYeHnA O BHECEHUN U3MEHEHUIN B LOKYMEHTHI,
cogep>xawmeca B PErmcTpaumoHHOM A0Cbe, NPeayCMOTPEHHOrO MyHKTOM
131 HacToAwwmx [lNpaBwun, He nNo3gHee crepytowero paboyero OHA nocne
NPOBEAEHNA OLEHKN TaKoro 3ako4eHna A onpeaenieHna cCooTBETCTBUA
3a4aHuI0 Ha NPOBEeOEHNE SKCMNEPTU3bl PEFMCTPUPYIOLWMIA OpraH pasmellaeT
9NEKTPOHHbLIN 06pa3 9TOro 3ak/IloYEHUA B INEKTPOHHOM KabuHeTe
3aABUTENA U HanpaBfAE€T COOTBETCTBYIOWME CBEOEHNA B €OUHbIN NINYHbIN
KabuHeT 3aABUTENA.

B TeyeHune 10 pabounx gHen Co AHA pa3MmeLLeHUA B 3N1IEKTPOHHOM KabuHeTe
3aABUTENA 3aK/lOYEeHUA O BHECEHUN WN3MEHEeHUN B [OKYMEHTh,



cogepXxawmecA B perncTtpaumoHHOM [oCbe, yKasaHHOro B nyHKTe 131
HacToAwmMx [MpaBun, 3aABUTENb BNpaBe O3HAKOMUTLCA C 3aK/IIOYEHWEM O
BHECEHUN N3MEHEHUN B OOKYMEHTbI, CoAepXawmeca B PermcTpaumoHHOM
0ocbe, 1, MPU HaIM4YnMn BO3pPakeHUW, HanpaBuUTb BO3paXkeHNA NOCPEeaCTBOM
9N1EeKTPOHHOro kabuHeTa 3aABuTEeNA.

B cnyyae noctynneHnA nocpeacTBOM 3N1EeKTPOHHOro KabnHeTa 3aABUTESNA B
CpPOK, He npesbiwawwmr 10 paboynx OHen, BO3paXeHWN 3aABUTeNA Ha
3aK/IlO4EHME O BHECEHUN WU3MEHEHWN B [OOKYMEHTbI, cogepXkawmecA B
permcTpaunmoHHOM [ocbe, npeaycMOTpeHHOoe nyHKToM 131 HacToAwmx
MpaBun, perucTpupylowmn opradH B TedeHne 30 paboymx OHEen co OHA
NOCTYN/IEHNA BO3paxXXeHWn paccmaTpmBaeT UX C MNPUBEYEHUEM
9KCNEepTHOro y4ypexxaeHnA, BbiHECLLero Takoe 3akntoyeHue. B cnyyae ecnu
B YCTAHOBJIEHHbIA CPOK BO3paXeHuA 3aABUTENA He NOoCTynunu,
perucTpupyowui opraH OCyLLeCTBNAET MepOonpuATUA, NpeayCMOTPEHHbIe
nognyHktamm "B" un "r" HacTtoAwero nyHkTa. [lpn paccmoTpeHunmn
BO3PaXkKEHU PErNCTPUPYIOLLMIA OpraH npyv HEOBXO0AMMOCTU [ayu NOACHEHWIA
npuBneKaeT 3aABnUTENA.

Mo nToram paccMOTpeHUA BO3PaAXEHUN MpPUHUMAETCA peleHue o
NPU3HAHUN BO3PaXXEHUN MOSIHOCTbIO WM 4YacTUYHO OOBOCHOBAHHbLIMU,
KoTopoe ocopmnAeTcA NUCbMOM PErnucTpupyrowWwero opraHa wu
HanpaBnAeTCA B afpec 9KCNepTHOro yyYpexneHWA C MPUNoXeHUeM
3aK/IO4EHMA O BHECEHUN WU3MEHEHWN B [OOKYMEHTbI, cogepXkawmecA B
perucTpaunoHHoOM [0Cbe, MNPeayCMOTPEHHOro nyHKToM 131 HacToAwmx
MpaBun, Ha OopaboTKy, CPOK KOTOPOW He npeBbiwaeT 5 paboymx OHEN co
OHA NONYyYeHNA 3KCNEPTHbIM yYpexaeHneM BO3BPALLEHHOrO 3akKIl0YeHUA O
BHECEHUN N3MEHEHWN B OOKYMEHTbl, coaepXkawueca B pernctpauyioHHOM
nocbe, b0 0 NPU3HAHNKN BO3PAXKEHUIN NOSTHOCTLIO HE 060CHOBAHHbBIMM.

BpemAa co OHA pasmeleHnA perucTpupylowmm OpraHoM B 3/IEKTPOHHOM
KabuHeTe 3aABUTENA 3aKNOYEeHUA O BHECEHUU U3MEHEHWA B OO0KYMEHTHI,
cogepXawmecAa B perucTpaumMoHHOM [0Cbe, yKas3aHHoOro B nyHkTe 131
HacToAwmMx [lpaBun, 0O MPUHATUA pPELIEHMA NO WUTOoram pPacCMOTPEHUA
BO3PaXXEHUN He Yy4YuTbiBAaeTCA MNPU WUCYUCIEHUN CpoKa NPOBEAEHUA
9KCnepTmn3bl KayectBa, 9aPPeKTUBHOCTN MU 6Ee30MacHOCTM MeaUUMNHCKOro
n3poenus;

B) NMPUHATME peweHnA O BO3MOXXHOCTU (HEBO3MOXHOCTW) BHeCeHuA
N3MEHEHU B [OKYMEHTbl, coaepykawuecA B pPerncrpaumMoHHOM [0cCbe,
KOTOopoe odopmNnAeTCcA MpuKasoM perncTpupylowero opraHa, wu
MHPOPMMPOBAHME 3aABUTENA O MPUHATOM pPELIEHUM MYTEM HarnpaBieHuA
COOTBETCTBYIOLEro YyBeAOMSIeHNA B (OOPMEe 3M1eKTPOHHOro [OOKYMEHTa,
NoAMMCaHHOIO YCUNEHHOW KBaMPUUMPOBAHHON 3NEKTPOHHOM MNOAMUCHIO
YNOTHOMOYEHHOro [OO/HKHOCTHOrO Nuua, WM pasMelleHuA B eANHOM
NNYHOM KabuHeTe 3aABUTENA N 9IEKTPOHHOM KabuHeTe 3aABuUTenNA;

r) BHECEeHMe W3MEHEHUI B PEecTPOBYKD 3anucb (B Crly4ae MPUHATUA
peweHna O BO3MOXHOCTWU BHECEHWUA W3MEHEeHWU B [OKYMEHThI,
cofep kalymeca B permcTpaumoHHOM 4OChe).

133. OcHoBaHuAMM OnA NPUHATNA peLlleHnA 06 oOTKaze BO BHECEHUU
U3MEHEHNN B OOKYMEeHTbIl, copep>xawmeca B pernctpaumMoHHOM nocbe,



ABNAIOTCA.

a) noslyyeHne pPerucTpupylowmrM OpraHoM OT 3KCMEePTHOro yypekaeHuA
3aK/IlOYEHNA O BHECEHMM W3MEHEHUIA B [OKYMEHTbl, cofepxkawmecA B
perncTpaunMoHHOM [0Cbe, CBUOETEs/IbCTBYHOLWEro O HEeBO3MOXHOCTMU
BHECEHMA M3MEHEHWIA B OOKYMEHTbI, COOep>Kalumeca B PernctpaumoHHOM
aocbke, U (MNKn) NPUHATME PErUCTPUPYIOLLMM OPraHOM peLleHnsa O NPU3HaHUK
BO3paykeHur 3aABnTena He 060CHOBaHHbLIMU NMOMTHOCTBIO UM YACTUYHO;

6) BblABNEHNE PErNCTPUPYIOWLMM OpraHoOM Mo pesynbTaTtam henepanbHoro
rocyoapCTBEHHOrO KOHTponA (Hag3opa) 3a obpalleHneM MeauUMHCKUX
N3[ennun HecooTBETCTBUM AaHHbIX 06 a(pPeKTUBHOCTU U O 6e30nacHOCTH
MeONUNHCKOro n3aenva AaHHbIM O MeAULIMHCKOM U3aennn, cogepxXalimmMmca
B 3aABMEHNN O BHECEHUUN W3MEHEHUN B [OOKYMEHTbIl, cogepXxawmecA B
perncTpaunuoHHOM A0Cbe, TPebyloWwmx NPoBeAEeHUNA IKCNepTU3bl KayecTsa,
3pheKTUBHOCTN U 6€30MacHOCTV MEeAULMHCKOro U3fenuA, U OJOKyMeHTax,
yKasaHHbIX B nyHkTe 120 HacToAwwmx [Npasusn.

VIl. Oco6eHHOCTH BHECeHMA U3MEeHeHUU B
OOKYMEHTbI, coaep Kalimeca B peructTpaumoHHOM
AO0Cbe Ha nporpammvHoe o6ecneyeHue ¢ NpUMeHeHUeMm
TEXHOJZIOrMU UCKYCCTBEHHOr 0 UHTEJIJIeKTa,
ABNAIOLWEeecA MeAULMHCKUM usgenuem

134. BHeceHVMe M3MeHEeHUN B OOKYMEHTbl, copgepXxawuecA B
perncTpaunoHHOM [OCbe Ha MporpaMMHoe obecrneyeHue C MpUMEHEHUEM
TEXHOMOrMU WUCKYCCTBEHHOrO WHTeNNeKTa, ABNAloweecA MeanuMHCKUM
napenvem:

a) NpyM OTCYTCTBMW Yy NpoOrpammHOro obecneyeHnAa C MPUMEHEHUEM
TEXHONMOMMN WUCKYCCTBEHHOr0 WHTENNeKTa, ABAAIWEerocA MeouuuHCKUM
n3genmem, BCTPOEHHOM (OYHKUMM aBTOMATUYECKOW nepenayv B nopagke,
YTBEPXXOEHHOM PErncTpupylowmMMm OpraHom, B aBTOMATU3UPOBAHHYIO
MH(POPMALIMOHHYIO CUCTEMY PEerncTpypytowero opraHa uHdgopmauum o6
obpabaTbiBaeMblX [[aHHbIX, pe3dynbTatax AOencTBMA MNPOrpamMmmMHOro
obecnevyeHnA C NPUMEHEHWEM TEXHOSIOMMM WUCKYCCTBEHHOrO WHTENNEeKTa,
ABNAKOLWErocA MeAWMUWMHCKUM uU3aenneM, a TakXe CBeLeHUn,
npenoyCcMOTPEHHbIX MNOpAAKOM coobuweHnAa cybbekTamm obpalieHunA
MeaNUVHCKNUX U34enni o6o Beex cnyyaax BblABAEHNA NOO6OYHbIX OENCTBUN,
ocyliecTBnAeTcA B cooTBeTCcTBMU € nyHkTamu 110 - 133 HacToAwwmx MNpasun
(No NpMeHumocTN);

6) B 4aCTN BHECEHNA U3MEHEHMI B HYMEPALMIO BEPCUN, KOTOPbIE HE BAINAKOT
Ha PyHKUMOHANbHOE Ha3HayeHne 1 (Mnu) NPUHUUN AencTBmA NnporpaMmMHOro
obecnevyeHnA C NPUMEHEHWEM TEXHOSIOMMN WUCKYCCTBEHHOrO WHTENNEKTa,
ABNAKOWErocA MeaUUMHCKUM u3genuem, Npu Hannymm y TakKoro
nporpaMmHOro obecnevyeHmA BCTPOEHHON YHKUMM aBTOMaTUYECKOWN
nepenavyn B nopAAdKe, YTBEPXAEHHOM PErucTpupylowmm OpraHom, B
aBTOMaTU3NPOBAHHYD MHMOPMALMOHHYKD CUCTEMY PErncTpupyowero
opraHa nHgopmaummn o6 obpabaTbiBaeMblX OaHHbIX, pe3ynbTartax AencTena
yKa3aHHOro nporpaMMHOro ob6ecne4yeHumA, a TakXe CBEAEHUMN,



npenoyCcMOTPEHHbIX MNOpAAKOM coobuweHnAa cybbekTamm obpalieHuA
MeaNLMHCKUX U34enn o6o Bcex cnyyaax BblABAEHNA NOB6OYHbIX OENCTBUN,
ocyliecTBnAeTcA B cooTBeTCcTBUM C nyHkTamn 119 - 133 mnmn 135 n 136
HacToAwmx Npaswun.

135. [InA BHeCeHMA WU3MEHEeHWWN B [OO0KYMEHTbl, cogep>XawumecA B
perncTpaunoHHOM [OCbe Ha nporpamMmHoe obecneyeHme ¢ NPUMEHEHUEM
TEXHOMOMMMMU WCKYCCTBEHHOro WHTENNEeKTa, ABfAlweecA MeaUUUHCKUM
n3genmeMm, B 4acTU BHECEHMA W3MEHEeHMA B HymMepauuio €ero Bepcun,
KOTOpble HE BNMAIOT Ha ero oyHKUMOHaNnbHOe Ha3HayYeHne n (Mnmn) NpUHLMN
OencTBuA, 3aABUTENb NOCPEACTBOM €4MHOro NMYHOro KabuHeTa 3aABnTenAa
npenctaBnAeT B PErucTpupylowmMin oOpraH 3aABfieHMEe O BHeCeHuwu
N3MEHEHU B LOKYMEHTbl, cogepykawmeca B PermcTpaumMoHHOM [OCbe Ha
nporpaMmmHoe obecrneyeHne C NPUMEHEHMEM TEXHOMOMMN UCKYCCTBEHHOIO
WHTenneKTa, ABMAKWEEeCA MeAUUUHCKUM wn3gennem, B KOTOPOM
yKasblBalOTCA cregyrowme cBeoeHNA:

a) HanMeHoBaHe MeanLUMHCKOro n3gesinAg,

6) cBegoeHMA O perucTpaunMoHHOM HOMepe W paaTe rocyaapCTBEHHOM
perncTpauun MeguunHCKOro nsgenna (BHECEHUN N3MEHEHUI B AOKYMEHTbI,
copep)kalumecs B permcTpaunoHHOM A0Che);

B) B OTHOWEHUN 3aABUTENA - MOJIHOE W COKpaLLleHHOe (Mpu HanmMyum)
HaUMeHOBaHWA, OpraHu3auUMoHHO-NpaBoBas opma, UOEHTUMKALMOHHBIN
HOMep HasoronnaTenbwmka (MpY HanmMyMm), agpec MecTa HaXOoXXAeHWs -
ANA opuanyeckoro nuua unn aMmuina, UMA U OTYECTBO (MPU HanMuum),
PEKBU3UTH JOKYMeHTa, YyAOCTOBEepPAWEro JMYHOCTD,
NOEHTUMKALMOHHBIA HOMEpP HanoronnaTenblumMka (Npyv Hanuuum), agpec
MecTa >XuUTenbcTBa - ANA (U3NYECKOro nvua, 3aperMcTpupoBaHHOro B
KayecTBe WMHAMBWAOYaANbHOrO npeanpuHMMaTena, a Takke Homep TenedoHa
N agpec 3NEKTPOHHON NOYTbI FOPUAMYECKOro LA UNn (U3NYECKoro nnua,
3aperncTpMpoBaHHOrO B Ka4ecTBe UHAMBUAYANIbHOMO NPeanpuHUMaTenNs;

r wuHcopmMaumAa O BEPCUMU MPOrpaMMHOro obecneyeHmA ¢ MNPUMEHEHUEM
TEXHONOMMMN UCKYCCTBEHHOIO WHTENNeKTa, ABAAIWEerocA MeauuuHCKUM
n3pnennemMm, CBefeHUA O KOTOPOW L[ONXHbI OblTb BHECEHblI B
roCy[apCTBEHHbIN PEECTP;

[) CBeAeHWA, NO3BONAIOWME NOSHTUDNLUMPOBATL PesybTaTbl KMMHUYECKNX
MCMNbITAHU MNPOrpamMMHOro obecneyeHnA C MPUMEHEHMEM TEXHOOrMi
NCKYCCTBEHHOIO WHTENNEKTa, ABMAIOWErocA MeguuMHCKUM un3genvem (C
yKasaHnem Homepa, faTbl akTa KIMHUYECKUX WUCMbITaHUA MEeOULMHCKOro
N3penua, a TakXke HaunMeHOBaHNA MeOMLIMHCKON OpraHn3aunn);

e) cBefeHnA 06 onnaTte rocyaapCTBEHHOM MOWAMHbBI (gaTta U Homep
nnaTexXHoro nopy4veHuvs);

XX) cBefgeHmA 00 OTBETCTBEHHOCTU 3aABUTEeNnA 3a [OO0CTOBEPHOCTb U
WOEHTUYHOCTb MH(popMauumn, cogep>xawenca B permcTpaumoHHOM 0OCbe Y
3aABNEHNN O BHECEHUN MU3MEHEHUN B [OOKYMEHTbl, copepXawuecA B
perncTpaunoHHOM [OoCbe Ha nporpammHoe obecnedyeHue € NpUMeHeHUEM
TEXHONOMMN WUCKYCCTBEHHOrO WHTeNNeKTa, fAsnAlweecA MeaUUNHCKUM
napenvem.



136. B TeueHve 5 paboumx OHeM CO [OHA MNOCTYNNEeHWA 3afABfieHUA O
BHECEHUN M3MEHEHUN B OOKYMEHTbl, coAepykalimecA B pernctpauyoHHOM
0OCbe Ha nporpammHoe obecrneyeHne C MNPUMEHEHMEM TEexXHOornm
NCKYCCTBEHHOro MWHTeNnneKTa, ABAAKWeecA MeOUUUHCKUM U3aenuvem,
perucTpupyowmni opraH NpoBOAUT MPOBEPKY MOMHOTbI U AOCTOBEPHOCTU
coaep>xalmxcA B HEM CBeOeHUW, B TOM 4ucCfne MNyTeM CpPaBHEHUA TaKuXx
CBefleHNN CO CBeOeHVAMMU, NpeacTaB/ieHHbIMU OpraHaMn rocynapcTBeHHOM
BNnacTu B NOPAAKE MEXBEOOMCTBEHHOro MHMPOPMAaLWOHHOIO
B3aMMOOEeNCTBMA NOCPEACTBOM CUCTEMbl MEXBEeOOMCTBEHHOro
9NIEKTPOHHOro B3ammopencTeuA. B TeyeHne 5 paboumx OHen co OHA
3aBepLUeHnA yKa3aHHOM NPOBEpPKU:

a) B cnydae npencTtaBneHMA Hagnexawmm obpas3om OOPMIIEHHOrO
3afABNeHNA O BHECEHWUM W3MEHEHWA B [OOKYMEHTbl, cogepXawmecA B
perncTpaunoHHOM [OCbe Ha MporpaMMHoe obecrneyeHne C MpPUMEHEHUEM
TEXHOMOMMN WUCKYCCTBEHHOrO WHTEeNNeKTa, ABNAKoweecA MeanuUHCKUM
n3penueM, pPerncTpypyrowmnm opraH MNpUHUMaeT pelleHne O BHeCEeHUU
N3MEHEHUA B [OKYMEHTbl, COAepyalumecA B PErncTtpaunuoHHOM [OCbe,
KOTOpoe ohopMAeTCA NPUKa3oM PermcTpupyrowero opraHa, MHopmmpyeT
3aABUTENA O MPUMHATOM peleHUn NyTeMm pasMeLleHuUA COOTBETCTBYIOWEro
yBegomneHna B (opme 3/eKTPOHHOro AOKYMEeHTa, NoAMMCaHHOro
YCUNEHHON KBannMUUMPOBAHHON 3MEKTPOHHOW MNOANUCHIO
YNOSITHOMOYEHHOIr0 [AO/MKHOCTHOrO Nnuua, B €AMHOM JIMYHOM KabuHeTe
3aABUTEeNIA N 3JIEKTPOHHOM KabuHeTe 3aABUTeNIA, a TaK>Xe BHOCUT
N3MEHEHWNA B PEECTPOBYHO 3anuch;

6) B cny4ae ecnv B NpeAcTaB/ieHHOM 3aABNEHUMN O BHECEHUU U3MEHEHU B
OOKYMEHTbI, cogepxalmeca B perncTpaumMoHHOM [OCbe Ha nporpammHoe
obecrneyeHne C MpPUMEHEHMEM TEXHONIOMMU WUCKYCCTBEHHONO WHTENNeKTa,
ABNAOLEeeCcA MeANLUNHCKUM n3gennem, ykasaHbl He4OCTOBEPHblIE CBEAEHUA
nmbo cBefeHudA, npegycMOTpeHHble nyHKToM 135 HactoAwmx [pasun,
npencTaBfieHbl He B MOSIHOM O6beme, PerncTpypylowWwmnin opraH npuHUMaeT
peweHne O npeKpaweHun p[JanbHEeuWero pacCcMOTPEeHUA 3afABMEeHUA O
BHECEHUN N3MEHEHWN B [OOKYMEHTbl, coaepykalumeca B perncTpauyioHHOM
0OCbe Ha nporpammHoe obecrneyeHne C MNPUMEHEHMEM TEeXHOJIOrnm
MCKYCCTBEHHOIO WHTENNeKTa, ABNAWeecA MeOUUUHCKUM Uu3genviem, u
NHpopMMpyeT 06 3TOM 3aABUTENA NyTEM pPa3MELLEHNA COOTBETCTBYHOLWEro
yBEAOM/IEHMA C MOTUBUPOBAHHbLIM OOOCHOBaHMEM MPUYUH MPUHATMA
yKa3aHHOro peleHma B (POpMe 3NIEKTPOHHOIrO AOKYMEHTA, MOAMMCAHHOro
YCUNEHHON KBannUUMUPOBAHHON 3EKTPOHHOW MNOANUCHIO
YNOSIHOMOYEHHOIO [AO/MKHOCTHOrO Nnuua, B €AMHOM JIMYHOM KabuHeTte
3aABUTENA N 9NNIEKTPOHHOM KabuHeTe 3aABuTeNA.

VIIl. OTMeHa rocygapcTBEHHOMW perucrpaumm
MeAULMHCKOro nsaenuA

137. PerncTtpupylowmn opraH npuHMmaeT pelweHne o6 OTMeHe
rOCydapCTBEHHOW perncTpauum MeOuUMHCKOro Mu3genua B Cneayrowmx
cnyyanx:

a) nogadya 3aABuUTenemMm nocpencteBoM eaunHoOro JiIM4HOro kKabuHeTa



3afABuUTeNA 3afABfeHnA 06 OTMeHe rocyfoapCTBEHHOW perncrtpaunm
MeOUUMHCKOro u3genuA, cogepkawero ceefeHuMA B COOTBETCTBUMU C
nyHKTOM 138 HacToAwmx Npasun;

6) BblHECEHME CYOOM peLleHMA O HapyleHuu npaB npaBoobnapartena Ha
pe3ynbTatbl WMHTENNEKTyanbHON OeATEeNbHOCTM M MPUPaBHEHHbIE K HUM
cpeacTBa MHovBMayanusaunm npm obpaeHn MeguumMHCKNX n3oennin (Mnu
ero mogenen (Mapok);

B) npencTtaBfieHne YnosIHOMOYeHHbIM [lpaBuTenscTtBoM Poccuimnckomn
®epepaunn genepanbHbiIM OpraHoM WCAOSIHATENbHOM BflacTU no
pesynbTatam oOCylWwecTBAAeMoro uMm enepanbHOro rocynapCcTBEHHOro
KOHTponA (Hago3opa) 3a obpalleHMeM MeOUUMHCKUX WU3OEeNun CBeOeHun,
noaTeepXaatoWwmx akTbl 1 06CTOATENLCTBA, CO3[al0WMe Yyrpo3y XXU3HN U
300POBbI0 FpaXkgaH W MeauUMHCKUMX PaboTHUKOB NPU MPUMEHEHUN U
aKcnnyaTaumm meouunMHCKUX N3Nenun;

) BblABNEHWE PerucTpupylowyM opraHoMm no peaynbtatam enepanbHoro
rocynapcTBEHHOro KOHTponA (Hags3opa) 3a obpaweHnem MeanUUHCKUX
N3nenuii HeQoOCTOBEPHOCTU CBEOEHWA B OOKYMEHTax, COoAaepyKalumxcA B
perncTpaunoHHOM A0Cbe, NPeACTaBeHHbIX 3aABUTENEM U NOBNABLUMX Ha
pe3ynbTaTbl 3KCNEepTU3bl KayecTBa, 3PdpeKTUBHOCTM U 6e30nacHOCTH
MeONLNHCKOro n3nenua;

O) NONy4YeHue perncTpupyrowMm OpraHoOM 3akJ/lloYeHUA 3KCNEepPTHOro
yuypexaeHnA O TOM, 4YTO coepXxawmecA B rocygapCTBEHHOM peecTpe
WHCTPYMEHT, annapat, npubop, obopynosBaHwe, maTepuan u npo4duve
n3pennA no cBoemMy (YHKUMOHANbHOMY HasHayeHuto 1 (Mnuv) npuvHUmMny
OENCTBMA HE MOryT MNPUMEHATbCA B MEOUUMHCKUX uenAax v (Uav) He
ABNAIOTCA MEOUUUHCKUMU u3fgenuAmu. 3aklo4eHue 3IKCNepTHOro
yypexxgeHnA O TOM, 4TO cofepXxawumecA B rocyfapCTBEHHOM peecTpe
WHCTPYMEHT, annapat, npubop, obopynosBaHwe, maTepuan u npo4duve
n3pennA no cBoemMy (YHKUMOHANbHOMY HasHayeHuto 1 (Mnuv) npuHUMny
OEeNCTBMA He MOryT NPUMEHATbCA B MEeOUUMHCKUX uUenAx v (Uam) He
ABNAIOTCA MEOUUNHCKUMW W3OenvaAMU, npencraBnAeTcA (HanpasnAeTcA)
9KCMNEepPTHbIM YYpexXaeHnem B pPerucTpupyrowmin opraH B TeyeHue 10
pabouynx AOHENn CO [HA NOCTYMJIeHMA B 3KCMEPTHOEe y4ypexaeHue
COOTBETCTBYIOWEro 3adaHnA PerucTpypytowero opraHa C MpUAOXKEHUEM
AOKYMEHTOB, COOep>XalnXCA B PErMcTpauoHHOM A0Che.

B cnyyae nocTtynneHma B perucTpupyrowmin opraH 3akayeHuA
9KCMEPTHOro YyypexkaeHnA O TOM, YTO WHCTPYMEHT, annapat, npubop,
obopygoBaHue, maTepuan W npoyne mn3genua MoryT MpUMEHATbCA B
MeOUUMHCKUX UenAax un (Uinm) ABNATbLCA MEeOUUMHCKUM n3genuem nocrne
BHECEHNA U3MEHEHWA B OOKYMEHTbl, coaepykawuecAa B peructpauyioHHOM
aocbe, N (UAN) O TOM, YTO peLleHMEe O HEeBO3MOXHOCTU MNPUMEHEHUA B
MeOUUMHCKUX UenAxX WHCTpyMeHTa, annaparta, npubopa, obopyanoBaHuA,
maTepuana u npoYnx usgennin n (Mnn) HEBO3MOXKHOCTU UX OTHECEHUA K
MEANLUWHCKNUM WN3JeNuAM MNPUMEHUMO B OTHOLWEHUWN HE BCEX
3aperncTpmpoBaHHbiX Mopenenm (Mapok) MeguuUWMHCKOro wuapenua,
perncTpupyrwmmm opraH Ao NPUHATUA peweHunA o6 OTMeHe
rocyaapCTBEHHOW perncTpaunm meguumuHCKoro N3aenusa:



yBeOOMMAET 3aABUTeNA MNOoCPeaCTBOM pa3MeLleHnA COOTBETCTBYIOLLEro
yBeoOM/IeHNA B (POpPME INEeKTPOHHOro AOKYMEHTa, NOANUCAHHOro
YCUNEHHON KBanMPUUMUPOBAHHON 3NEKTPOHHOW MNOAMNWUCHIO
YNONTHOMOYEHHOr0 AO/IXHOCTHOrO finua, B 9NIEKTPOHHOM KabuHeTe
3afABUTeNA, C MPUIOXKEHNEM 3aK/TIIOYEHNA IKCMEPTHOro yYpeXxxaeHnA O TOM,
YTO cofep>xawmecA B rocyaapCTBEHHOM peecTpe WHCTPYMEeHT, annapar,
npnéop, obopynoBaHuMe, mMaTepuan W npoyme wus3genma no CBOeEMy
PYHKLUNOHANbHOMY Ha3HaYeHUto U (UNY) NPpUHUMNY OEeNCTBUA He MoryT
NPUMEHATLCA B MEANLMHCKUX LenAax n (Unu) He ABMAKTCA MeOULMHCKNMK
n3pennAaMn, O HeobXOAMMOCTU BHECEHWA W3MEHEHWN B [OKYMEHTHI,
copepXkawmeca B permctpaunmoHHOM O0Cbe, B CPOK, He npesbiwatowmin 180
paboymx oHer Co OHA HanpaBfieHMA YKa3aHHOro yBeOOMIEHUS;

NPUHMMAET peLlleHne O MPUOCTaHOBNEHUN [ENCTBMA FOCYAapCTBEHHOM
perucTpaumMm MeauuMHCKoro usgenuA Ha 180 pabounx [Hel Cco gHA
HarnpaBfeHUA YBEAOMSIEHUA O HEeOoOXOAMMOCTW BHECEHUA W3MEHEHWA B
[OKYMEHThI, coaepykalumeca B permcTpaumoHHOM 00Che;

lMoanyHkT "e" nyHkTa 137 geunctByet ¢ 01.09.2026 (ab3aL nepBbi
nyHKTa 7).

€) OTCYTCTBME BHECEHMA WU3MEHEeHUM B [OKYMEHTbl, copepxawmecAa B
perncTpaumMoHHOM f[OCbe, NOATBepXpakwwWwmMe MNOMHOMOYUA
YNOMHOMOYEHHOr0 npencTaBuTenAa npoussoguTenAa (U3roToBuTeNA) Mo
NnpencTaBeHNio MHTEPecoB MNpou3BoauTena (U3roTOBUTENA) U HECEHUIO
OTBETCTBEHHOCTM B 4acTu obpaweHuA MeguUMHCKOro usgenua Ha
Tepputopun Poccuinckon depepauym, B TOM Ymucne no Bornpocam npouenyp
OLIEHKM COOTBETCTBUA U rocygapCTBEHHOM pernctpaunmn, npenycMoTPEeHHbIX
nognyHkTom "a" wmnu "r'" nydkta 111 HactoAwmx [lpaBwun, B CPOK, He
npesbiwarowmn 90 paboumx OHEN CO OHA OKOHYaHWA CpokKa OencTBuA
COOTBETCTBYIOLEro JOKYMEHTa, Un OTCYTCTBUE B PErmcTpaunoHHOM A0Cbe
cBeOeHMN O Ha3HayYeHUM YyNnOoSHOMOYEHHOro npenctaBuTend
nponsBoguTena (M3rotoBUTENA) B CPOK, He npeBbiwawwmin 90 paboymx
OHen co OHA BCTYNNeHuA B cuny TpeboBaHUM, npeaycMOTpPeHHbIX ab3auem
BTOPbIM MyHKTa 29 HacToAwmx NMpaswun.

0o npuHATMA peweHMA 06 OTMEeHe rocyaapCTBEHHOW peructpaunm
MeOUUMHCKOro n3genuA B cnyyae, npenycMoTpeHHOM absauem nepBbiM
HacTOALLero MNoAnyHKTa, PerucTpupyowmin opraH NpUHUMaEeT pelueHue O
NPUOCTAHOBIEHNN OENCTBUA roCcy0apCTBEHHOM perucTpaumm MeguLmMHCKOro
nagenva Ha 90 paboymx [HEeN CO [OHA OKOHYaHuA cpoka [AencTBuA
OOKYyMeHTa, noaTrsepXpjakwwero MNOSIHOMOYMA YMNOSTHOMOYEHHOro
npeanctaBnTenA npomssBoguTenA (M3roToBUTENA) No NpencTaBieHUIo
NHTEepecoB NpousBoauTena (M3roToBUTESNA) U HECEHNIO OTBETCTBEHHOCTU B
yacTn obpalleHnA MeOUUMHCKOro usgenuA Ha Tepputopun Poccninckon
depepaumn, B TOM YMCne NO BONpocaM npoueayp OUEHKN COOTBETCTBUA U
rocyoapCTBeHHOW peructpauuu, uam co AOHA UCTEeYeHUA Ccpoka,
npeoycMoTpeHHoro absauem BTOpbIM MyHKTa 29 HactoAwwmx [lpasun, ¢
OOHOBPEMEHHbIM yBeAoMNeHMeM 06 3TOM BCeX Y4YacTHUKOB cdhepbl
obpaweHna MeouUMHCKUX u3genuin nocpencTtsoM UMHGPOPMaUUMOHHOro
nMcbMa, pasMeLwaemMoro Ha oguumManbHOM CanTe PerucTpupyowero opraHa
B ceTn "WMHTepHeT", a TakXe MnOCPenCTBOM 3fIEKTPOHHOro kKabuHeTa
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3aABUTENA WNU NyTEM HanpasBfeHUA MPOM3BOAUTENIO (M3rOTOBUTENIO)
MeOUUMHCKOro n3gennAa yBeJOMIEHUA O HEOOXOAMMOCTUN akTyanusnpoBaTh
nHopmaunto 06 ynosTHOMOYEHHOM MpeacTaBuTeNe npou3BoOAUTENA
(nsrotoBuTeENA);

>XX) OTCYTCTBME B PEECTPe 3ak/IIOYEHUN O COOTBETCTBUM TPebOBaHWAM K
BHEOPEHWIO, MOAAEPXXaHUID W OLEeHKe CUCTeMbl YrpaBfieHUA KayecTBOM
MEeOWUUUMHCKNX U3aenuin cBefeHUn O MNpOoBeAEeHHOM Mepnoanvyeckom
(NNaHOBOM) WMHCNEKTUPOBAHUM WAW OTCYTCTBME BHECEHUA WU3MEHEHUN B
OOKYMEHTbI, cogepykalimeca B perucTpaumoHHOM O0Cbe, B COOTBETCTBUN C
nognyHKToM "a" nyHkTa 111 HacToAwmx NMpaBun B CPOK, HE MpeBbILaoLNA
90 pabo4mx oHen Co OHA OKOHYaHMA CpoKa OeNCTBMUA OTYeTa O pesynbTaTax
MHCNEKTUPOBaHUA (O01A MeAVUMHCKUX W3AenviA, npowepmx nepBu4Hoe
MHCNEKTMPOBaHWe Npomn3BOACTBA, 32 UCKIIOYEHNEM MEeANLMHCKUX N3aennin
Knacca noTeHUManbHOro pucka npuMeHeHnAa 1 U HecTepusibHbIX
MeOUUMHCKNX U30eNiA Knacca NoTeHUManbHOro pucka npuMeHeHuA 2a).

0o npuHATUMA peweHMA 06 OTMeHe rocyaapCTBEHHOW peructpaunm
MeOUUVHCKOro M3genua B chyyae, npegycMoTpeHHoMm ab3auem nepsbiM
HacToALWero noanyHKTa, PerucTpupylowum opraH MpUHUMaeT pelueHne o
NPUOCTAHOB/IEHUN OENCTBUA rocygapCTBEHHOM perucTpaumm MeguumHCKOro
ns3genuAa Ha 180 paboumx OHen CO OHA OKOHYaHWA CpoKa OEencTBuA oT4veTa
0O pe3ynbTaTax UHCNeKTupoBaHuA nnMb6o co AHA odopmMnaeHun
oTpMLaTENbHOIrO 3aKKYEeHUA MO UToram NepUoAmnYecKoro (N1aHoBOro) unu
BHEMNMaHOBOr0 MHCNEKTUPOBAHUA C OAHOBPEMEHHbIM YyBeaomsiieHnem o6
9TOM BCEX Y4YacCTHUKOB cdepbl obpaweHnA MeauUMHCKUX Wn3aenni
nocpeacTBoM MHPOPMAaLIMOHHOIO NUcbMa, pasMeLLaeMoro Ha ogomumanibHOM
canTe perncTpupytowiero opraHa B cetn "MIHTepHeT", a Tak)ke nocpencTBoM
NNYHOrO KabuHeTa 3aABUTENA UM NMyTem HanpaBfeHUA MPOU3BOAUTENIO
(n3roToBUTENIO) M YNOJTHOMOYEHHOMY MpencTaBUTENO MNpPon3BOaUTENA
(n3roToBUTENA) MEOMUMHCKOrO U3Oenva yBeAOMSIEHMA O HeobxoauMOoCTw
npoBefeHNA MNepuoanmyeckoro (nMa1aHoBOro) MAM BHEMIAHOBOro
MHCNEKTUPOBaHUA;

3) BbIABMIEHNE PErUCTPUPYIOWLMM OpraHoM hakTa BHECEHUA U3MEHEHWUN B
OOKYMEHTbI, cogepxalwmecqa B peructpauMoHHOM [OCbe Ha nporpammHoe
obecrneyeHne C MPUMEHEHMEM TEXHOMOMMW WUCKYCCTBEHHONO WHTENNEKTa,
ABnAlWweecA MeguUuMHCKUM usgennem, no npuynHam, OT/IUYHbIM OT
npenycMoOTpeHHbIX NyHKTOM 135 HacToAwmx Npasun;

N) HenpeacTaBfieHNe B PErncTpUpYoLWn opraH oTyeTa no KIAMHUYECKOMY
MOHUTOPWUHIY MEOUUMHCKOro u3genMA B COOTBETCTBUM C MOPALKOM
coobweHmnAa cybbekTamu obpalleHmAa MeauUMHCKUX u3genuin 0bo Bcex
CNyyanAx BblABAEHNA NOOOYHLIX AENCTBUN.

[Jo npuHATUA peweHnAa 06 OTMEeHe rocydapCTBEHHOW peructpauumn
MeOUUMHCKOro n3genuA B cnyyae, npegycMoTpeHHOM abs3auem nepBbiM
HacTOALWEero NOAMyHKTa, PErncTpupylowmnin opraH NpUHUMaeT pelleHne o
NPMOCTAaHOBNEHNN OENCTBUA rOCy0apCTBEHHOW permcTpaumm MeanumHCKoro
n3gennAa Ha 30 paboymx OHeW CO [HA, YCTaHOBMEHHOro MOPALAKOM
coobuweHmna cybbekTamu obpalleHmAa MeauuMHCKUX u3penuin o0bo Bcex
cny4yaAx BblABMEHUA MNOOOYHbLIX AEUCTBUN C OOHOBPEMEHHbLIM
yBefoMieHnem 06 3TOM BCEX YH4ACTHUKOB chepbl 0bpaleHna MeanumHCKNX



n3nennn nocpencTtsoM MHMOPMALUMOHHOIO MMCbMa, pasMeLlaemMoro Ha
oomumanbHOM canTe perucTpupyrowero opraHa B cetn "WHTepHeT", a
TakXXe MnoCpeacTBOM 9NIEKTPOHHOrO KabuHeTa 3aABuTenAa unnm nytem
HanpaBneHnA 3aABUTEND YBEOOMAEHNA O HEOO6XOAUMOCTM NpeacTaBneHnA
oT4yeTa No KIIMHNYECKOMY MOHUTOPUHIY MEOULIMHCKOro N3aenvs;

K) BblAB1EHNE pPerncTpmnpyrowimm opraHoMm HegoCTOBEepHbIX cBefleHMn B
OOKYMeHTaXx, npenctaB/ieHHbIX 3aABUTEeJIeM B pPaMKaX npouenypbl
Focy,D,apCTBeHHOIZ pernctpaunn megmnunHCKOro nsaoenna,

N) OTHecCeHWe paHee 3aperncTpUpoBaHHOMO MEAMLIMHCKOro U3AennA K Yncny
MEeAVLIMHCKUX N30ennin, NpedyCcMOTPEHHbIX NYHKTOM 5 4actm 5 ctatbn 38
®depepanbHoro 3akoHa "O6 oOCHOBax OXpaHbl 300pPOBbA rpaxpaH B
Poccuickon ®epepaunn”.

138. B 3aABneHunM 06 OTMeHe rocynapCTBEHHOW peruvcTpauunmu
MeONUVHCKOro mnagenuvd, npenycMoTpeHHoOM nognyHkToMm "a" nyHkrta 137
HacToAwmx [Npasun, ykasbiBalOTCA crieaytowme CBeaeHNA:

a) HaMMeHoBaHWe MeguUUMHCKOro usgenuAa (C ykasaHmem mogenen (Mapok)
MEeOUUMHCKOro M3Oenua, Ux coctaBa U NPUHAONEXHOCTEN, HEOOXOAUMbIX
ONA NPUMEHEHNA MEeOULMHCKOro mn3gennAa unu ero mopenen (Mapok) no
Ha3Ha4YeHMIO (MPU HaNMM4YnNn);

6) B OTHOWEHUM NponsBoauTena (M3roToBmnTena) MeOULMHCKOro u3penua -
NONHOEe U CcoKpaweHHoe (NpW HanMynmm) HamMmeHoBaHMA (C
TpaHcnunTepaunen), opraHm3aumMoHHoO-nNnpaBoBaA (opma,
NOEHTUMUNKAUVMOHHBIA HOMEp Hanoronnartenswmka (Npy Hanv4uun), agpec
MecTa HaxoXAeHuda - ONA Iopuauyeckoro nuua wim gamunua, MMAa u
OTYECTBO (NpPU HanNUumMun), PEKBU3NTbI OOKYMEHTA, YOOCTOBEPAIOLErO
NIMYHOCTb, UAOEHTUPUKALMOHHBLIN HOMEp Hanoronnatenbwuka (npwm
Hannuun), appec MecTa XWUTeNnbCTBa - ANA (PU3MYECKOro nuua,
3aperncTpMpoOBaHHOIO B KayecTBE MHOVBUAYANbHOro nNpeanpuHuMarens, a
Tak>Xe Homep TenedoHa U aapec 3NEKTPOHHOW MOYTbl KOPUANYECKOro nuua
Mnn pusnyeckoro nuua, 3aperncTpMpoBaHHOro B Ka4yecTBe
MHAMBMOYaNbHOro NpeanpuHUMaTens;

B) B OTHOWEHUM YMOSIHOMOYEHHOrO MpeacTaBuTenA npom3BoauTensa
(n3roToBUTENA) - NOMHOE U COKpaLEeHHoe (Npu Hannuyum) HaMMeHOBaHUA,
opraHmsaymoHHoO-npaBoBaA (opmMma, UAEHTUPUKAUUOHHBLIA HOMEP
HanoronnaTenblumka, agpec Mecta HaxoXXAeHusa - oA puandeckoro nuua
Unn pamunmA, UMA KU OTYECTBO (MPU HanNUyun), PEKBU3UTbLI OOKYMEHTA,
yoOCTOBEpAKOWEro AMYHOCTb, UOEHTUMUKAUNOHHBIN HOMEp
HanoronnaTenbwyka, agpec Mecta XUTenbCcTea - AnA PU3n4eckoro nuua,
3aperncTpMpoBaHHOIO B KayecTBE MHOVBUAYANbHOro nNpeanpuHuMarens, a
Tak>Xe Homep TenedoHa U agpec 3NEKTPOHHOW MOYTbl KOPUANYECKOro nuua
Mnn pusnyeckoro nuua, 3aperucTpMpoBaHHOro B KayecTBe
MHAMBMOYaNbHOrO NpeanpuHMMaTens;

r) oaTta rocyoapCTBEHHOW pernctpaumm MeanuuHCKOro nanenva (BHeceHuA
N3MEHEHUM B JOKYMEHTbI, coAep>XalumecA B perMcTpaumoHHOM AOCbE) N ero
perncTpaunoHHbIN HOMEP;

O) VHpopmMaumA O NpuyYMHax nopayvym 3aABAeHUA 06 OTMeHe
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rocynapCTBEHHONM pernctpaumm MeauumnuHCKoro naoenus;

e) cBefdeHuMA 06 OTBETCTBEHHOCTU 3afABUTENA 3a [O0CTOBEPHOCTb U
NOEHTUYHOCTb WHdOpMaUMK, copepXxawenca B MNpPeacTaB/I€HHbIX
OOKYMEHTax W 3afABfieHMM 06 OTMeHe roCyfAapCTBEHHOW perucTpaumumn
MeONLMHCKOro n3oenus.

139. 3aABneHne 06 OTMeHe rocyaapCTBEHHON perncTpaumum MeguumMHCKOro
n3genva, npenycMoTpeHHoe nognyHkTom "a" nyHkTa 137 HacToAwmMx
MpaBun, mMoxeT ObiTb NOAAHO YMNOSIHOMOYEHHbIM NpeacTaBUTeNemM
npoun3soanTenA (M3rotoBuTenA) nNpu OOHOBPEMEHHOM BbINOMHEHUMU
cnenylowmnx yCnoBum:

a) Hanuuyme B perncTpaunMoHHOM [0Cbe aKTyaslbHOro [OKYMEHTa,
noaTeBep>Xaarlwero MnosiHOMOYMA YNOSIHOMOYEHHOrO0 npeacTaBuTenA
npoun3soauTenAa (M3roToBUTENA) NO NpeacTaB/lIeHUID UHTEpPeCcoB
nponsBoanTena (M3roToBUTENA), HECEHWID OTBETCTBEHHOCTUM B 4acTu
obpalweHnA MeguuMHCKOro msgenna Ha Tepputopumn Poccuimnckon
®depepaumn, B TOM 4YMCne NoO BOMpocam npoueayp OUeHKU COOTBETCTBUA U
rocyfapCTBEHHON perncrtpaumu, a TakXe MO0 3aBepeHu0 [OKYMEHTOB
npousBoaMTena (U3roToBUTENA), BCTYNUBLIErO B Cuy A0 OGOpMAeHuA
COOTBETCTBYIOWNX OOKYMEHTOB, WNN NPEeACTaBNeHne Takoro OOKYMEHTa B
perucTpupylowum opraH B COOTBETCTBUM C TpeboBaHMAMU nyHKTa 53
HacToAwmx [NpaBun BMmecTe C 3aABNeHMEM 00 OTMEHe rocyaapCTBEHHOW
pernctpaunn MeguLMHCKOro N3aenus;

6) NpeAcTaBneHMe B PeErucTpupylowmii opraH BMecTe C 3adABfieHnem 06
OTMeHe rocyaapcTBEHHOW perucrtpaumm MeouUUHCKOro usaenua
cneayroWwmnx JOKYMEHTOB:

NUCbMO NMpomn3BoanTeNA (U3roToBUTENA), NOATBEPXKOAIOWEE €ro HAMepPEeHne
OTMEHUTb TOCYOapCTBEHHYIO perncTpaumio MeauumHCKoro wusgenuva (B
cnyyae nogadn 3aAeBneHnA 06 OTMeHe rocyfnapCTBEHHOW perucrpaunuv
MEeOWUMHCKOro m3genuA YNOJHOMOYEHHbIM npenctaBuTenem
nponssoauTena (M3roToBUTENA);

KonnA (Konun) AoKyMeHTa (AOKYMEHTOB), NOoATBepXaakwuwero
(noaTBeEpXpawwmx) MNOMHOMOYMA YMNOJITHOMOYEHHOrO npeacTaBUTenA
npoun3soanTenAa (M3roToBUTEsNIA) MO NpeacTaB/lIeHUIO UHTEpPecoB
nponssoanTenA (M3roToBUTENA), HECEHWI0 OTBETCTBEHHOCTUM B 4acTu
obpalweHnA MeOguUMHCKOro unsgenuvA Ha Tepputopum Poccuinckon
®depepaumn, B TOM 4YUCe NoO BOMpocam npoueayp OueHKU COOTBETCTBUA U
rocyfapCTBEHHOM perucTpaumm MeguuMHCKOro wuspenuAa, a TakXxe no
3aBepeHnto JOoKyMeHTa (OOKYMEHTOB) npousBoanTenA (M3rotoBuTens),
BCTynuBLIEro (BCTYNMBLWNX) B CUy A0 OQOPMIIEHUA COOTBETCTBYIOLLUMX
OOKYMEHTOB (B criy4ae OTCYTCTBMA akTyasibHOro [OKYyMeHTa B
perncTpaunoHHOM A0Cbe) (OAOKYMEHT (OOKYMEHTbl) ABNAeTCA (ABMAKOTCA)
obAsaTenbHbIM (06A3aTeNbHbIMWU) A7 UMHOCTPaHHbLIX NpPoM3BOAUTENEN
(n3roToBUTENEN), OTEYECTBEHHbIMU MNPOU3BOAUTENAMU (U3rOTOBUTENAMMN)
npencraesnfAeTcA (NpencTaBnAlTCA) B Cliyyae HanuyuA YnosHOMOYEHHOro
npencraBmTeNnA NPON3BOANTENA (M3rOTOBUTENA).

140. B cnyyae ecnu 3aABneHne o6 oTMeHe rocyfapCTBEHHOM perncrpaumm
MEeONUNHCKOro n3nenuA NpeacTaBfeHo C HapyweHneM TpeboBaHUM NyHKTa



139 HacToAwwmx MNMpasun, n (M) NnpeacTaBneHHble JOKYMEHTbI OPOPMEHbI
C HapylweHnem nonoxxeHun nyHkToB 53 - 55 HacToAwmx MNpasun, n (unun) B
3aABneHnn o6 OTMeHe rocydapCTBEHHOW perncTpaumm MeauuMHCKOro
n3penvA 1 npencTaBfieHHbIX AOKYMEHTax ykKa3aHbl HeOOCTOBEPHble
cBefeHnA, U (M) DOKYMEHTbI, MpeayCMOTPeHHbIe MYHKTOM 139 HacToAwmX
MpaBun, npencrtaBneHbl He B MOMHOM O6beme, PerncTpupyrowmin opraH B
TeyeHne 7 paboymx [HeuW CcOo [OHA MOCTYMNNeHWA TakKux 3aABMeHWA U
OOKYMEHTOB MNPUHUMaeT pelweHue O npekpaweHun panbHeuwero
paccMOTPEHNA yKa3aHHOro 3aABfIEHNA C MOTMBMPOBAHHbIM OBOCHOBaHMEM
NPUYNH NPUHATUA TaKOro peLUueHms.

141. Pernctpupyrowmin opraH B Te4deHune 7 paboymx [OHEeW co [HA
HacCTynneHnA OOHOro U3 cny4yaeB, yKa3aHHbIX B NyHKTe 137 HacToAWMX
MpaBun:

a) NpuvHMMaeT peweHue 06 OTMeHe rocynapCTBEHHOW peruvctpaumu
MeaNUVHCKOro U3aoenus;

6) BHOCWUT 3anmcb 06 OTMeHe rocynapCTBEHHOW perucTpauum B
rocy0apCTBEHHbIN peecTp;

B) MH(popmupyeT 3aABuTenA o6 OTMeHe rocygapCTBEHHOM perucrpaumm
MeOUUMHCKOro mnsgenuA nyTtem pasMmeweHuA COOTBETCTBYHOLWEro
yBegomMsieHMA B pOpMe 3NEeKTPOHHOro AOKYMeHTa, noAnMCcaHHOoro
YCUNEHHOW KBannMuuuUpoBaHHOMN 3NEKTPOHHOM MNOAMNUCHIO
YNO/THOMOYEHHOr0 [OO/MKHOCTHOrMO JfiMuya, B €4UMHOM JIMYHOM KabuHeTe
3aABUTEeNA N 3N1eKTPOHHOM KabnHeTe 3aABUTENA.

lMpnnoxeHne
K lNpaBunam rocynapcTBEeHHON

perncrpaunn mMmegnUnHCKux nsgenuun

(bopma)

MWHWCTEPCTBO 3APABOOXPAHEHWNA POCCUACKOIN ®EOEPALINA

COBET INO 3TUKE

[aTta npoBeneHuA 3acepaHuA coseTa no atuke " " 20 T.



3AKJTIOYEHUE OB 3TUYECKOMN
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K rnoctaHoBsieHuto lNpaButenibcTBa
Poccuickon ®epepaumm
ot 30 HosA6pAa 2024 r. N 1684



NEPEYEHDb YTPATUBLUUX CUJTY AKTOB
NMPABUTEJIbCTBA POCCUNCKON
OEONEPALIUA

1. MNMocTaHoBneHue lNMpasutenscTea Poccuinckon depepauunun o1 27 gekabpa
2012 r. N 1416 "O6 ytBepxaeHuun NMpaBmn rocynapCTBEHHOM pernctpaumnmn
meguumHckux usgenun" (CobpaHme 3akoHopgaTensctBa Poccuirckon
®epepaumn, 2013, N 1, cT. 14).

2. NocTtaHosneHue lMNMpaButensctBa Poccuinckon depepaunm ot 17 okTAGPA
2013 r. N 930 "O BHeceHUN N3MeHeHU B nocTaHoBneHne [NpaBuTenncTea
Poccuinckon ®epepauumn ot 27 pekabpa 2012 r. N 1416" (CobpaHue
3akoHopaTtenscTBa Poccuinckon @epepaumm, 2013, N 43, cT. 5556).

3. MNocTtaHoBneHue lpasutensctea Poccurickon depepauum ot 17 mona
2014 r. N 670 "O BHeceHMn un3MeHeHui B [lpaBuna rocynapcTBEHHOM
pernctpaumm megunumHcknx wunsgenmin' (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®epepaunun, 2014, N 30, cT. 4310).

4. TlMoctaHoBneHue [lpaButenoctesa Poccunckon depepaumnm ot 10
deBpana 2017 r. N 160 "O BHeCeHUN W3MEHEHUMA B MOCTAHOBMEHWE
MpaButensctBa Poccuinckon depepaumm oT 27 pekabpa 2012 r. N
1416" (CobpaHune 3akoHopaTenbcTBa Poccurckon depepaunm, 2017, N 8,
cT. 1233).

5. MNoctaHoBneHne [MpaButensctBa Poccunickon ®epepaumn ot 31 masa
2018 r. N 633 "O BHeceHMn n3MeHeHuh B [lpaBuna rocynapcTBEHHOM
peructpaumm mMeguumHckux wusgenuin' (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®epepaunn, 2018, N 24, cT. 3523).

6. MNMocTtaHoBneHune lpaButensctea Poccurickon depepauum ot 18 Mapta
2020 r. N 299 "O BHeceHUM un3MeHeHun B [lpaBuna rocynapCcTBeHHOMU
pernctpaumm meguumHcknx wunsgenmin' (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®epepaunn, 2020, N 12, cT. 1792).

7. NocTtaHoBneHue lMNMpasutensctea Poccuinckon Mepepaumm ot 1 ceHTAGRA
2020 r. N 1335 "O BHeceHUM un3MeHeHMA B NYHKT 2 [lpaBun
rocygapCTBEHHOW peructpaunm mMeauuuHckux wnsgenun" (CobpaHune
3akoHopaTtenscTBa Poccumnckon @epepaumm, 2020, N 36, cT. 5637).

8. MNocTtaHoBneHune lNpasutensctBa Poccuinckon depepaunm o1 24 HOAGRA
2020 r. N 1906 "O BHeceHuM mamMeHeHur B [MpaBmna rocynapcTBEHHOM
peructpaumm mMeguumHckux wusgenmin' (CobpaHue 3akoHogaTenbcTBa
Poccuinckon ®epepaunn, 2020, N 49, cT. 7897).

YTBEPXOEHbI
rnocraHoBrieHnemM lpaButesibCcTBa

Poccuiickon ®enepaumm
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oT 30 Hos6psa 2024 r. N 1684

U3MEHEHUA, KOTOPbLIE BHOCATCA B AKThbI
NMPABUTENIbCTBA POCCUNACKON
®EAEPALUMN

(B pen. NoctaHosnenua MNpasutensctea PO ot 27.10.2025 N 1670)

1. B noctaHoBnenun [lpaButensctBa Poccuinckon ®epepaumm o1 31
aekabpa 2020 r. N 2467 "O6 yTBepXAEHUU MepeyvyHA HOpPMaTMBHbIX
NPaBOBbIX aKTOB W rpynn HOPMaTMBHbLIX NPaBOBbIX akTOB [lpaBuTenbLCTBa
Poccuinckon ®epepaunun, HOPMATUBHLIX MNPaBOBbIX aKTOB, OTAESIbHbIX
MNOMIOXXEHNN HOPMAaTUBHbLIX MPaBOBbIX AKTOB W rpynn HOPMaTUBHbIX
NpaBOBbIX akKTOB peaepanbHbIX OpPraHoB MWCMONHUTENbHOMW BacTw,
NPaBOBbIX aKTOB, OTAEMbHbIX MOMIOXXEHNI NPaBOBbLIX aKTOB, Py NPaBOBbIX
aKTOB WCMOJSIHUTENbHbLIX U PacrnopAAUTENbHbIX OPraHoB rocynapCTBEHHOM
Bnactn PCOCP n Corwsa CCP, peweHnunin MocyaapCTBEHHON KOMUCCUU MO
paguoyacTtoTam, cogepXkawmx obasaTenbHble TpeboBaHWA, B OTHOLLIEHUMU
KOTOPbIX HEe MPUMEHAKTCA MnonoXxeHmAa 4vacten 1, 2 u 3 ctatbn 15
®epepanbHoro 3akoHa "O6 ob6A3aTenbHbiXx TpeboBaHmAx B Poccuinckorn
®epepaunn" (CobpaHme 3akoHogmaTenbctBa Poccuiickon ®epepaunu,
2021, N 2, cT. 471; 2022, N 23, cT. 3785; 2024, N 25, cT. 3505; N 33, cT.
5163; N 38, cT. 5651; N 40, cT. 5981; N 42, cT. 6257; N 44, cT. 6619):

a) NoanyHKT yTpaTtun cuny; (B pea. NoctaHosneHua lMNpasutensctea PO ot
27.10.2025 N 1670)

6) B nepevyHe HOPMATUBHbLIX MPAaBOBbIX aKTOB W rPynn HOPMAaTUBHbIX
npaBoBbIX akToB [MpaButensctBa Poccuinickon depepaunm, HOPMATUBHbBIX
NpPaBOBbIX aKTOB, OTAESbHbIX MOMOXXEHNA HOPMATUBHbLIX NPABOBbLIX aKTOB U
rpynn HOpMaTWUBHbLIX MNPaBOBbiX aKTOB depepasnibHbiIX OpPraHoB
MCNOMHUTENBHOW BNacTU, NPaBOBbIX aKTOB, OTAESIbHbIX MNOMOXXEHUN
NpaBOBbIX aKTOB, FPynn MNpaBOBblIX aKTOB MCMNOMHUTENbHbIX W
pacnopAaguTenbHbIX opraHoB rocypapcteeHHon Bnactm PCOCP um Corosa
CCP, peweHun locymapCTBEHHOMW KOMUCCUWM NO pajuoyacTtoTam,
cogepxxawmx obAsaTenbHble TpeboBaHMA, B OTHOLEHUN KOTOPbIX He
NPUMEHAIOTCA NONOXXeHNA YacTten 1, 2 n 3 ctatbn 15 OegepanbHOro 3akKoHa
"O6 obAasaTenbHbIX TpeboBaHnAX B Poccuinckon depepaunun’, NyHKT 637
NCKNIOYNTD.

2. B absaue BTOpOM nNyHKTa 6 W3MEHEHWW, KOTOpble BHOCATCA B
noctaHoBnenune lNpasutensctea Poccuinckon depepaunm ot 31 gekabpA
2020 r. N 2467, yTBEep>XAeHHbIX nocTtaHoBneHunem [lpaBuTenbcTBa
Poccuinckon ®epepaumm ot 12 uoHA 2024 r. N 792 "O BHeceHun
M3MEHEeHNN B HeKoTopble akTbl [paButenbctBa Poccunckon
®epepaunn" (CobpaHne 3akoHopaTenbcTBa Poccuiickon ®epepaumu,
2024, N 25, cT1. 3505), undopb! "637," UCKNOYNTD.
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