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O BHeceHuU nameHeHun B MNpaBuna rocyaapCcTBEHHOWN perncrpauum
MeAULMHCKUX nsgenmun

MPABUTEJIbCTBO POCCUNCKOW ®EQEPALINMA
MOCTAHOBITIEHNE
ot 18 mapta 2020 roga N 299

O BHeceHUM n3aMeHeHui B [MpaBuna rocyaapcTBEeHHOW pernctpaunm
MEeONLMHCKUX N3aenunii

MpaBuTenbcTBO Poccuiickon ®enepalmm nocTaHOBMSET:

1. yTBepﬂ,MTb npunaraemMmblie NSMEeHEHUA, KOTOPblE€ BHOCATCA B [MpaBuia rocynapcTBeHHOM

perucrtpaumm MeauunHCKMX U3genun, yTBepXaeHHble noctaHoBneHmeM lNpaButenscTea Poccuimckomn

depnepaunm ot 27 gekabpsa 2012 . N 1416 "O6 ytBepxaeHun MNpaBun rocyqapCTBEHHOM perncTpaLumnm

MeanumnHckux nagenuin” (CobpaHue 3akoHogaTenbcTBa Poccuiickon ®epepaumm, 2013, N 1, c1.14; N
43, c1.5556; 2014, N 30, ¢1.4310; 2017, N 8, ¢1.1233; 2018, N 24, c1.3523).

2. HacTosilee noctaHoOBNEHUe BCTynaeT B CUMY CO AHS ero oduumnanbHOro onyonmkoBaHus.

Mpeacepatens MNpaBuTtenbcTBa
Poccuinckon ®epepaumm
M.MuycTuH

N3meHeHunsa, KoTopble BHOCATCA B [paBuna rocygapCcTBeHHON
perucTpaumm MeguunHCKNX n3gennmn

YTBEPXOEHbI
noctaHoBneHuneM lNpaBuTenscTea
Poccurickon ®egepaunn

ot 18 mapta 2020 roga N 299

1. MNyHkT 5 nocne a63aua nepBoro A4ONOMHUTL ab3alem crieayoLwwero cCoaepXKaHus:

"OcoB6eHHOCTM rocyaapCTBEHHOW PErncTpaumm MeQULNHCKUX N3LOENUIA C HU3KOW CTENEHBIO
NOTEHLMaNbHOro pUcka UX NPUMEHEHNS], B OTHOLLEHMM KOTOPbIX YCTaHOBNEHblI 0COBEHHOCTHU
rocyfapCTBEHHOWN permcrpauum, no NepeyHio CornacHo NPUIOXKEHUIO (aanee - nepeyveHsb)
npeaycMoTpeHbl nyHkTamu 57-57 20 HacTosuwmx Mpasun.".
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2. [MyHKT 8 n ab3au nepsbii nyHkTa 10 nocne cnos "[nga rocyaapCTBEHHON perncTpawmm
MeaMLMHCKOro nagenua" 4ononHnTbL crnosamMmu "(3a UCKNYeHeM MeguLMHCKUX U3Aenni,
BKITHOYEHHbIX B MepeyeHb)”.

3. AbB3al nepsbirt nyHkTa 19 nocne cnoB "[ocyaapCTBEHHAsA perncTpaumnsa MeguumMHCKUX n3genumin”
AOMNOSHNUTL crioBamMu "(3a UCKINKYEHUEM MEOULMHCKUX U3LAENNIA, BKITOYEHHLIX B NEPEYEHb)".

4. [MyHkT 20 nocne cnoB "0 Hayane rocygapCTBEHHOW pernctpaunm MeanumHCKnx nagennn”
AOMNOSTHMTL cnoBamu "(3a UCKNIYEHNEM MeOULMHCKUX N30ENnNA, BKIIOYEHHbIX B MepeYveHb)".

5. NoanyHkKT "a" nyHkTa 21 nocne cnoB "Ans AMarHoOCTUKM in vitro" gononHuUTh cnoBamu ", a Takxke
MEOMULNHCKNX N3LENUN, BKIOYEHHbIX B NepeYveHb".

6. ABG3aL BTOpOW NyHKTa 26 nocre cros "ans guarHoCTUKKM in vitro," 4ononHUTbL crnoeamm "a Takke
MEOULMNHCKNX N3LENUN, BKNHOYEHHbBIX B NEPEYEHD,".

7. NognyHkThl "6" 1 "B" NnyHKTa 34 4ONONHUTL CnoBamu "(3a UCKIMYEHNEM MeOULUMHCKUX N3OeNui,
BKIMOYEHHbIX B MepeyeHb)".

8. AG3aL, nepBbIi NyHkTa 35 nocne crnoB "MeaguuMHCKOro nagenunsa” gononHUTbL cnosamm "(3a
WCKMOYEHNEM MEeONLUNHCKUX N3OENUIA, BKIOYEHHbIX B MepeyeHb)".

9. [MyHKT 57 gononHnTb NognyHkTamm "e" - "k" cnegyowero cogepxaHus:

"e) HanM4Yne OCHOBaHWI, yKa3aHHbIX B NyHKTe 57 17 HacTosAwmx Mpasun (B OTHOLIEHUM
MEeLMLIMHCKOro N3aenusl, BKIOYEHHOTO B NepeYyeHsb);

X) HenpeacTaBneHve 3asiBuTeniemM JOKYMEHTOB, Yka3aHHbIX B nyHkTe 57 10 HacTosiwmx Mpaeun
(B OTHOLLEHUN MEANLMHCKOrO U3eNUsl, BKIKOYEHHOTO B NEepeYeHb);

3) NpUHATME OBaXAbl PEMMCTPUPYIOLLMM OPraHOM peLLEeHUs O BO3BpaTe AOKYMEHTOB B
COOTBETCTBUM C NyHKTOM 57 _13 HacToswmx Mpasun (B OTHOWEHMN MEANLMHCKOrO U3aenus,
BKIHOYEHHOTO B NepeYveHb);

1) HenpeacTaBneHne 3asaBuTeneM JOKYMEHTOB, MpedyCMOTPEHHbIX NyHKTOM 57 10 HacToswmx
MpaBun, B TeveHune 50 paboyumx gHeN CO OHA NPUHATUSA PETUCTPUPYIOLLMM OPraHOM peLLeHUs O
BO3BpaTe JOKYMEHTOB B COOTBETCTBUU C NyHKTOM 57_13 HacToswmx Mpasun (B oTHOLIEHUU
MeLMWLMHCKOro n3aenusl, BKItOYEHHOro B NepeyeHb);

K) MCKMOYEeHNe MeANLMHCKOro U3fenusi 3 nepeyHs.”.

10. JononHntb nyHkTamu 57_1-57_20 cnepytoLlero cogepXxanuns:

"57_1. [ocygapcTBeHHas permcrpauns MeguLMHCKOro n3genns, BKIIOYEHHOro B MepeYeHb,
NPOBOAMUTCHA O4HOKPATHO B OTHOLLEHWM OAHOIr0 HAaMMEHOBaHNA MEANLMHCKOrO U34enmsi OgHOro



npounssoauTens (M3rotoBUTenNs).

57 _2. [Ana rocygapCTBEHHOW perncTpauumn MeguLmMHCKOro n3genns, BKIIOYEHHOro B MepeYeHb,
3asiBUTENb NpeacTaBnseT Nnnmbo HanpaensieT B PErMCTPUPYIOLLINIA OpraH 3asiBfeHne o
pernctpaumm, a Takke cregyowme 4OKYMEHThI:

a) Konust 4OKyMeHTa, NoATBep KaatoLLero NofHOMOYUS YNONTHOMOYEHHOro NpeacTaBuTens
npounsBoanTenst (M3roToBUTENS);

6) TeXHNYEeCKaa AOKyMeHTauund npon3sognTena (I/I3FOTOBI/IT€J'IF|) Ha MeaununHCKoe nsgernue;

B) SKcnnyaTauMoHHas OKyMeHTaums npovusBoanTens (M3roToBUTENs) Ha MeauLUHCKOe usaenve,
B TOM YMCIE MHCTPYKLMS MO NPUMEHEHUIO U PYKOBOACTBO MO 3KCMyaTaumMm MeauLMHCKOro
nsgenvs;

r) dooTorpadmyeckme n3obpaxeHuns obLiero Bnga MeguUMHCKOro 3nenms BMecTe ¢
NPUHAANEXHOCTAMU, HEOOXOANMbBIMU AJ1S1 NPUMEHEHUS MEOULIMHCKOTO U3Oennsa No Ha3HauYeHMo
(pa3amepom He MeHee 18 Ha 24 caHTuUMeTpa);

,El,) Onncb AOKYMEHTOB.

57 _3. B cny4yae ecnun JOKYMEHTbI, YkasaHHble B NnyHkTax 57_2 un 57_10 HacToswwmx NMpaswun,
cocTaBreHbl HA UHOCTPAHHOM SA3bIKe, OHW NPEACTaBMASATCH C 3aBEPEHHBIM B YCTAHOBIEHHOM
nopsigke NepeBo4OM Ha PYCCKUA A3bIK.

57_4. 3asiBneHune o perncrpauum n JOKYMeHTbl, MPeayCMOTPEHHbIe NyHkTamu 57_2 n 57_10
HacToswwmx MpaBun, NpeacTaBnsaTCA 3agBMTENEM B PETUCTPUPYIOLLNIA OpraH Ha ByMaXkHOM
HocuUTerne HenocpeaCcTBEHHO UMW HaNpaBnsTCA 3aKa3HbiM MOYTOBbLIM OTMPaBleHneM ¢
yBEe4OMIMEHNEM O BPYYEHUUN N OMUCHIO BIIOXEHUS MO0 B 9NEKTPOHHOW hopme, MOANNCaHHbIE
3J1IEKTPOHHOM MOANUCHIO.

PernctpvpytoLwumii opraH NpUHUMaeT 3asiBlieHNe O PerucTpaunm 1 ykasaHHble JOKYMEHTbI Mo
OMKMCK, KOMMSt KOTOPOI C OTMETKOW O AaTe npuema 3TuX 3asiBNIEHUsI U JOKYMEHTOB B A€Hb Nprema
BpyYaeTcsl 3asBUTENIO UMW HanpaeBnsieTcs emMy 3akasHbIM NOYTOBLIM OTNPaBNEHNEM C
yBEeOMJIEHVEM O BPYYEHUUN NGO B 3N1EKTPOHHOW hOpME MO TENEKOMMYHUKALMOHHBIM KaHanam
CBSI3U.

57_5. Peructpupytowuii opraH He Bnpase TpeboBaTb OT 3asBUTENS yKa3bliBaTb B 3aBNIEHUM O
permcTpauun cBeeHusi, He NPeayCMOTPEHHbIE NYHKTOM 9 HacTosawmx MNpaBun, 1 NpeacTaBnsATb

[LOKYMEHTbI, He MpedyCMOTPeHHble NyHkTamu 57_2 1 57 _10 HacTosAwwmx MNpasun.

57 6. B OTHOLUEHUN MEANLMHCKOrO N3OenNns, BKMIOYEHHOIO B NEpeYeHb, B Te4YeHne 3 paboumx
OHEeNn Co OHSA NOCTYNSeHMS 3asBIEHNS] O peErncTpaumm n JOKYMEHTOB, NPeAyCMOTPEHHbIX MYHKTOM
57_2 HacTosawwmx MNpaBun, perncTpmupyroLwmnim oprad NnpoBOANT NPOBEPKY NOMHOThI U
AOCTOBEPHOCTU COAEPXKALLMXCS B HAX CBEAEHWI, B TOM YMCMEe NYTEM CPaBHEHMWS TaKUX CBEOEHWN
CO CBeAeHNAMU, NpeAcTaBlEHHbIMU B MOPSAKE MEXBEAOMCTBEHHOIO NHAPOPMALIMOHHOTO



B3aMMOEenCTBUS.

57 _7. B cny4ae ecnu B OTHOLIEHUN MEANLMHCKOrO N3Aenus, BKIOYEHHOIO B NepeyeHb,
3asiBfeHne o permcrtpauumn ooopMIIEHO C HapyLLEHMEM MOJTOXEHNN NYHKTa 9 HAaCTOALLMX
MpaBun v (Unun) B 3a8BNEHNN yKasaHbl HEAOCTOBEPHLIE CBEAEHUSA NTMOO JOKYMEHTbI,
npeaycMoTpeHHbIE MYHKTOM 57 _2 HacTosawmx MNpaBun, npeactaBneHbl HE B MOJIHOM 00beMe,
PErMCTPUPYIOLLIMIA OpraH BpyyaeT 3asaBUTENO yBeLOMIIEHME O HEOOXOANMOCTIN YCTPaHEeHUS
BbISIBIIEHHbIX HAPYLLUEHWI B CPOK, HE MpeBbIaoLWmii 5 padbounx aHen, nnbo HanpaBnsaeT Takoe
yBEOOMIEHNE 3aKa3HbIM MOYTOBbLIM OTNPAaBEHNEM C YBELOMIIEHUEM O BPYYEHUM Unn B hopme
3I1EKTPOHHOr0 AOKYMEHTA, NoANUCAHHOMO 3NEKTPOHHON NOANUCHI0, MO0 B 3NEKTPOHHON dhopme
Nno TENEKOMMYHMKALNOHHbLIM KaHanam CBSI3W.

57 _8. B OTHOLWEHNN MEANLNHCKOrO N3OeNnns, BKIOYEHHOIO B NEpeYeHb, B CPOK, He
npeBbIlWaKLWmi 5 pabounx gHen co AHA NpeacTaBneHnsa Haanexawmm obpasom oPopMIIEHHOTro
3asiBMEeHNst O pernctpaumnm n JOKYMEeHTOB, NPeAyCMOTPEHHbIX MYHKTOM 57 2 HacTosAwwmx MNpasun,
B MNOJIHOM 0ObeME, a Takke B Crlyvae YyCTpaHEHUsI B CPOK, YCTAaHOBIEHHbIV MyHKTOM 57 7
HacTosAwmx MpaBun, BbISIBMIEHHbIX HAPYLIEHW 1 (UNKn) NpeacTaBneHns HegoCTaroLWwmnx
AOKYMEHTOB PErMCTPUPYHOLLMIA OpraH OCYLLECTBNSET cnenyoLlmne MeponpuaTns:

a) NPUHATME PeLLEHUs O TOCYAapCTBEHHONM perncTpauuy MeauLMHCKOro Usaenus, Kotopoe
ohopMnIsieTcs MPMKa3oM PErMCTPUPYIOLLENO OpraHa;

6) ocbopmneHune 1 Bblgaya (HanpaBreHne 3aka3HbiM MOYTOBbLIM OTMNPaBEeHNEeM C YBEAOMIIEHUEM
0 BPYYEHUN UNn B hOpPME 3MEKTPOHHOIO AOKYMEHTa, MOANUCAHHOIO 3MEKTPOHHOW NMOAMKUCHIO,
nnbo nepefaya B 3NEKTPOHHON hopMe Mo TENeKOMMYHMKaLMOHHbIM KaHanam CBsi3n) 3asiBUTENHO
pPerncTpaLmoHHOro yaoCTOBEPEHUSI.

57_9. B cnyyae ecnuv B OTHOLLIEHUM MEANLIMHCKOTO M3enusi, BKIIIOYEHHOIO B NepeYeHb, B CPOK,
YCTaHOBMEHHbIN NYHKTOM 57_7 HacTosilwmx MpaBun, He ycTpaHeHb! BbiSIBIIEHHbIE HAPYLLEHUS U
(vnn) He NpeAcTaBneHbl He06XoANMbIE OKYMEHThI, PETUCTPUPYIOLLMIA OpraH NPUHUMaET peLleHne
0 BO3BpaTe 3asiBMIeHNs O pernucTpaumm u 4OKyMEHTOB, NPeayCMOTPEHHbIX MyHKTOM 572
HacToAwwmx MNpaBun, ¢ MOTMBMPOBaHHLIM 060CHOBaHWEM MPUYKH BO3BpaTa.

B cnyyae oTcyTCTBUS MEOULMHCKOTO N3AENUSA B NepeyvHe 1 (Unun) HapyLIEeHUs NONOXEHUA MyHKTa
57_1 HacTodAwmx NMpaBun perncTpupyowmun opraH NnpMHMMaeT pelleHre O Bo3BpaTe 3asBreHns o
perucTpaumm u JOKYMEHTOB, NPeayCMOTPEHHbIX NYHKTOM 57 _2 HacToswmx NMpasun, ¢
MOTUBMPOBaHHbLIM 060CHOBaHMEM MPUYNH BO3BpaTa.

57 _10. B cpok, He npeBblwatowmnin 150 paboumnx gHern co AHSA rocyAapCTBEHHON perncrpaumm
MeLMLMHCKOro U3genusi, BKINYEeHHOro B nepeyveHb, 3asBuTernb 0683aH npeacTaBuTb B
PErucCTpupyoLLMin opraH cregyowme JOKYMEHTbI:

a) Konus OKYMeHTa, NoATBEePXAatoLLEero NosIHOMOYMS YNOTHOMOYEHHOro NpeacTaBnTens
npovsBoanTens (M3roToBUTENS);
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6) cBeoeHUss 0 HOPMaTMBHOWM JOKYMEHTaLMN Ha MeANLIMHCKOE U3aenue;

B) AOKYMEHTbI, YKa3aHHble B nognyHkTax "6", "B" u "r" nyHkta 57_2 HacTtodawmx NMpasun (B cnyyae
BHECEHUSA B HUX UBMEHEHMS N0 pe3ynbTaTtaM NpoBeAeHHbIX UCNbITaHMI (MCcneaoBaHuni)
MeOULMHCKOro U3genus);

r) OOKYMEHTbI, NoATBEpXAaloLWwmne pesynbTaThl TEXHUYECKMX UCTIbITAHUI MEeOULIMHCKOro M3aenus,
BblAaHHblE dhedepanbHbIM rocygapCTBEHHBIM BOIKETHBIM yupexaeHnem "Bcepoccnimckuii
Hay4HO-MCCreaoBaTENbCKUIA U UCMbITATENbHbBIA MHCTUTYT MEAULMHCKON TEXHUKN" PeaepanbHoOn
cnyx6bl N0 Hag3opy B cdhepe 3apaBoOXpaHEHUs (ganee - yupexgeHue);

1) OOKYMEHThI, MOATBEPXAaloLIME pe3ynbTaTbl TOKCUKONOrMYEeCKUX UccrnegoBaHmin MeauLmuHCKoro
N3aenus, UCronb3oBaHNe KOTOPOro npeanonaraeT Hanu4yne KoHTakTa ¢ OpraHM3MOoM YerioBeka,
BblA@HHbIE YYpEXOAEHNEM;

€) OOKYMEHTbI, NoATBEPXKAAIoLWME pe3ynbTaThl UCNbITAHUA MEANLIMHCKOrO U3OeNnus B Lensx
yTBEPXAEHMS TUMNA CPEACTB U3MEPEHNI (B OTHOLLEHUN MELULIMHCKUX N3AENNA, OTHOCALLMXCS K
cpeacTeBam u3amepeHuin, B ccpepe rocynapcTBEHHOrO perynnpoBaHus obecneveHms equHcTea
N3MEPEHNN, NepeyeHb KOTOpbIX yTBepxaaeTca MuHnctepctBom 3gpaBooxpaHeHms Poccnnckon
depepaunn), BolAaHHbIE YYpEXOEHNEM;

X) OOKYMEHTbI, MOATBEPXKAAIOLWME pe3ynbTaThl KIIMHUYECKUX UCMbITAHUA MEOULMHCKOTO U34enus,
nNpoBeAEeHHbIX B MEAULIMHCKOW OpraHn3aumnm rocyaapCTBEHHON CUCTEMbI 34PaBOOXPaHEHNS,
oTBevatowen TpeboBaHMaAM, YTBEPKAEHHbIM MUHNCTEPCTBOM 34paBoOXpaHEHNs POCCUMIACKON
depepaunu;

3) KOMUW IOKYMEHTOB, NOATBEPKAAaoLLMX Ka4eCTBO NeKapCTBEHHOrO Npenapara,
hapmaueBTUYecKoit cybcTaHumm, Gronornyeckoro matepuana u MHOro BeLLecTsa, ¢
MCMOMNb30BaHNEM KOTOPbIX MPOU3BEAEHO MEANLMHCKOE U3enue U KOTopble BXOAAT B ero
COCTaB U NpeaHasHavyeHbl AN NPUMEHEHMUS TOMNBbKO C YY4ETOM HasHayYeHUss MeauLMHCKOro
n3aenuns, onpeaeneHHoro NpPoM3BoaUTENEM, U BblAAHHbLIX B COOTBETCTBUN C 3aKOHOAATElNbCTBOM
CTpaHbl NPOMCXOXOEHMS NeKapCcTBEHHOro npenapara, dapMaLleBTUYecKon cybcTaHumu,
Guonornyeckoro maTepuana u UHOro BeLLecTBa;

1) OpUrMHan perncTpaunuoHHOro yA0CTOBEPEHNS;

K) ONnCb JOKYMEHTOB.

57_11. B TeueHne 5 paboumnx gHewn co AHA NOCTYNMNEHUS AOKYMEHTOB, NPeayCMOTPEHHbIX MYHKTOM
57_10 HacTosawwmx Mpaswn, perncTpupyoLwmnin opraH NpoBOAUT NPOBEPKY MOSHOTHI
AOCTOBEPHOCTY CoAepXaLUMXCA B HAX CBEEHUIN, B TOM YMCIe MyTEM CPaBHEHUS Taknx cBefeHUn
CO CBeEeHNsIMN, cofepXKaluMmMuncs B Bbl4aHHOM B COOTBETCTBUM C HacTosAWwmmMuy [Npasunamu
perncTpaLmoHHOM YAOCTOBEPEHUN Ha MeAMLIMHCKOE U3fernne, BKIIOYEHHOE B NepeYeHb, a Takke
npeacTaBneHHbIMN B NopsAaKke MeXBeAOMCTBEHHOIO MHAOPMaLIMOHHOIO B3aMMOOEeNCTBUS.



B cnyyae ecnu ykazaHHble IOKYMEHTbI NPeAcTaBneHbl He B NONHOM 06beme, perncTpupyoLwuin
opraH Bpy4YaeT 3asBUTENO0 YBeAOMIeHEe 0 Heo6xoaMMocTu B 30-AHEBHbIV CPOK YCTPaHUTL
BbISIBNIEHHbIE HapyLLeHUs 1 (MNK) NPeacTaBUTb HeAOCTaoWMe 4OKYMEHTbl NMBo HanpaenseT
Takoe yBeaoMIIeHNe 3aKa3HbIM MOYTOBLIM OTNPaBEHNEM C YBEOOMITEHUEM O BPYYEHUN UMK B
dopme 3NEKTPOHHOIO AOKYMEHTA, NOAMMCAHHOIO 3M1EKTPOHHON NOAMMUCHI0, NGO B 3NEKTPOHHOW
dopme Mo TeNeKOMMYHUKALMOHHbLIM KaHarnam CBSI3U.

YBegomneHune B Cny4ae ero HanpaBJieHUA 3aka3HblM MOYTOBbLIM OTNpPaBiiEeHNEM CHUTAETCA
NnoJly4eHHbIM No Ncte4eHnmn 10 pa6oq|/|x OHen co gHs HanpasneHna yBeaoMI1eHUA.

57 _12. B TeueHune 3 paboumx gHeWN CO OHA NPeacTaBeHUs B MOTHOM 06beMe AOKYMEHTOB,
npegycMoTpeHHbIX NyHkToM 5710 HacTodAwmx MpaBun, a Takke B cnyyae yctpaHeHusa B 30-
OHEBHbIN CPOK BbIABMEHHbIX HapyLeHni n (Mnu) npegctasnennsa B 30-4HEBHbIN CPOK JOKYMEHTOB,
npeaycMOTPeHHbIX NyHKTOM 57 _10 HacToawwmx MNpasun, perncTpupytowmin opraH npuHMMaeT
peLleHne 0 Havarne NpoBeAeHUs 3KCNepTU3bl Ka4ecTBa, 3(PHEKTUBHOCTM 1 BE30NacHOCTU
MeOULMHCKOrO U3AENWs, BKITIOYEHHOrO B MEPEYEeHb.

57_13. B cny4ae ecnu B 30-AHEBHbLIV CPOK HE YCTPAHEHbI BbISIBIIEHHbIE HApYLUEHUSA 1 (UNn) He
npegcrtaBneHbl HegocTaKLwme AOKYMEHTbI, PErMcTpUpYyoLWUn opraH NpUMHUMaeT peLleHre o
BO3BpaTe OOKYMEHTOB, NpedyCMOTPEHHbIX NYHKTOM 57 _1 HacTodAwwmx [Npasun, ¢
MOTMBUPOBAaHHbIM 0GOCHOBaHWEM MPUYMH BO3BpaTa.

57_14. B TedeHune 3 pabounx gHEN CO AHSA NPUHATUSA peLleHns O Havare npoBeaeHUs 3KCNepTu3bl
kayecTBa, 3PPEKTUBHOCTA 1 6€30MaCHOCTMN MEOULNHCKUX U3LENUNA, BKITFOYEHHbIX B MEPEYEHb,
perucTpupyroLmin opraH odhopmMndeT U BblAaeT 3a4aHne Ha NpoBeeHME IKCNepTU3bl Ka4ecTsa,
ahpeKkTMBHOCTM 1 6€30NaCHOCTU MEONLMHCKOrO U3AENNSA IKCNIEPTHOMY YUPEXKOEHUIO.

57 _15. OkcnepTusa kavecTtBa, 9hdekTMBHOCTM 1N 6G€30NacHOCTM MeaULMHCKOro U3aenus,
BKJTHOYEHHOrO B NepeYveHb, MPOBOANTCS B COOTBETCTBUM C NoAnyHKTOM "6" nyHKTa 21 HacToAwmx
Mpasun.

57 16. B cpok, He npeBbiwatowwmin 10 paboumnx aHen co AHSA NOMyvYeHUs 3aKoYeHusl, ykaszaHHOro
B nyHkTe 33 HacTosAwwmx [Npasun, perncTpupyroLmnin opraH ocyLLecTBNAET cneayoLlne
MeponpusaTUS:

a) OLIeHKa 3aKriYeHMs 3KCNEPTHOTO yupexaeHus onsa onpegeneHms ero COOTBETCTBUS 3agaHunio
Ha nNpoBedeHne AKCNepTU3bl kKayecTBa, APPEKTUBHOCTN 1N 6e30MacHOCTU MEOULNHCKOIO U3genus,
BKIMHOYEHHOrO B nepeyveHb. B cnyvyae ycTaHOBNEeHWs HECOOTBETCTBUS 3aKINOYEHWS SKCMEPTHOMO
yupexgeHus ykasaHHOMY 3a[aHuio Takoe 3ak/ioyeHre BO3BpaLlaeTCcs B 3KCNepTHOe yupexaeHue
Ha gopaboTKy, CPOK KOTOpOW cocTaBnseT He Bonee 2 pabounx gHer co gHS NonyyYeHns
9KCMEPTHbLIM YYpEXAeHNEM BO3BPALLEHHOMO 3aKMYEHUS;

6) NMPUHATNE pelleHnd O NnoATBepXXAeHUn FOCyD,apCTBeHHOVI pernctpaunm MmegununHCKoro nsgenud,
BKITHO4YEHHOI 0 B NepeveHb, a Takxke Oq)OpMJ'IeHI/Ie yBeAOMJITEHUA O NPUHATOM peELLEeHUN N Bblaa4da
(HanpaBneHme 3aKa3HbIM NOYTOBbLIM OTMNpaBJieHnemM C yBeoMIieHnemM O Bpy4eHunn nrn B d)opme
AJIEeKTPOHHOIro AOKyMeHTa, noanmcaHHoro aﬂeKTpOHHOVI nognuceto, NMéo nepenadva B



3MNEKTPOHHON hopMe Mo TeNEKOMMYHUKaLMOHHBIM KaHanam CBsi3n) ero 3asBUTENO C
NPUNoXeHNneMm nepeodopPMIIEHHOIO PErMCTPaLMOHHOMO Y1OCTOBEPEHMS;

B) NPUHATUE pelleHns 06 OTMEHe rocyAapCTBEHHON perncTpaLum MeauLmMHCKOro n3aenus,
BKITIIOYEHHOT0 B NepeyeHb, KOTopoe 0hOpMIAETCSA NPMKa3oM PErMcTpUpYHLLEro opraHa, ¢
N3BbATUEM paHee BblAaHHOIO PErMcTPaLMOHHOrO YAOCTOBEPEHUS U YBEAOMIIEHEM 3asABUTENS O
MPUHATOM PeLUEHUN.

57 _17. OcHoBaHVAMU ONst NPUHSATUS PETUCTPUPYIOLLMM OPraHoOM peLleHnst 06 oTMeHe
rocy4apCTBEHHON perncTpauuy MeauumMHCKOro U3genns, BKIIOYEHHOro B NepeYveHb, SBNSOTCS:

a) 3aKrnyeHne SKCNepTHOro yupexaeHus no pesynbTatam aKCnepTu3bl KavecTsa,
ahdekTMBHOCTN 1 6E30NacHOCTM MEAMLMHCKOTO U3Oenus, CBMaeTenbCTBYyOLEe O TOM, YTO
Ka4yecTBoO, U (Mnn) acpPeKTUBHOCTL, U (M) 6€30NacHOCTb MEAMLIMHCKOrO U3Oenus He
noaTBepXAeHbl NONYYEHHbIMU AAaHHBIMW, U (UAIX) O TOM, YTO PUCK NPUYMHEHUS BpeAa 3400POBbI0
rpaxgaH u MeguUMHCKMX paboTHMKOB BCNeaCTBME NPUMEHEHMST MEQULMHCKOTO U3Aenus
npesbiWaeT aPPEKTUBHOCTb €ro NPUMEHEHUs, U (MNK) O TOM, YTO MEAULIMHCKOE U3agenne He
cooTBeTCTBYET TpeboBaHMAM HOPMATMBHOW JOKYMEHTauuKn, TEXHUYECKON 1 (1nn)
3KcnnyaTauMoOHHOM OOKYMEHTaUMM NpomM3BoanTens (M3rotoButens), n (Mnu) o Tom, 4To
AokasaTenbcTBa 6€30MacHOCTN MeULIMHCKOrO U3aenunsa oTCyTCTBYIOT;

0) BbIsIBNEHVE PETNCTPUPYIOLLMM OpraHoM Mo pesynbTaTaM rocy4apCTBEHHOro KOHTPONs 3a
obpalleHnemMm MeanUMHCKUX N3LeNuin HECOOTBETCTBMSA AaHHbIX 006 9EKTUBHOCTL 1
6e3onacHOCTU MeAULMHCKOro U3genust AaHHbIM O MeAULMHCKOM U3Aenun, coaepxalumcs B
3asBreHnn 0 permcTpaumm n JoKyMeHTax, NpeaycMoTpeHHbIX NyHkTamu 57_2 n 57_10 HacTosawmx
Mpasun.

57_18. BHeceHne nameHeHuin B JOKYMEHTbI, codepXalinecs B perucTpaLlmMoHHOM JOCbe
MEANLMNHCKOro N3aenusi, BKIMHOYEHHOIO B NEpPeYeHb, OCYLLECTBSETCSA Nocre NPUHATUSA peLleHns o
NOATBEPXOEHUM rOCYyAapCTBEHHOW pernctpaumm MeamunHCKoro n3genvsi B COOTBETCTBUN C
nyHktamn 37-49_2, 51 n 55_1 HacTtosawmx NMpaswun.

57_19. Beligada gybnvkaTa permctpaumoHHOro yaocToBepeHms MeanLMHCKOro u3genus,
BKITIOYEHHOrO B NepeyveHb, rocyJapcTBEHHas perncTpaumst KOToporo noaTBep»KaeHa,
OCYLLEeCTBNAETCS B Nopsgke, NpeaycMoTPEHHOM NyHKTaMu 52 n 53 Hactoqawmx MNpasun.

57 _20. PernctpupytoLimin opraH oopMmnpyeT permcTpaLMoHHoe 40Cbe MeAULIMHCKOTOo U3aenus,
BKJTIOYEHHOIO B NepeyeHb, U3 creayroLwmnx 4OKYMEHTOB:

a) 3asBfeHne 0 perncTpaumm n JOKYMEHTbI, NpegyCMOTPEHHbIe nyHKkTammn 57_2 n 57_10
HacToswwwmx Mpasur, 3anpockl 1 JOKYMEHTbI, MPeAyCMOTPEHHbIE MYHKTOM 21_1 HacToALWmX
[MpaBun, 3asBneHne 0 BHECEHUN U3MEHEHWNA N JOKYMEHTbI, NpefyCMOTPEHHbIE NMYHKTOM 38
HacToawwmx lNMpaBun, a Takke 3asBneHe o NpefocTaBneHnn gybnukara;



6) KOMua 3aaHnAa permctpupyroLwlero opraHa Ha rnposegeHne 3KkCnepTn3bl Ka4ecTBa,
SCDQ)GKTVIBHOCTVI 1 6e30MacHOCTM MeaMLMHCKOro N3genus;

B) 3aKnYeHMsl, 0DOPMITEHHbIE KCMEPTHLIM yUYpexaeHuemM npu NpoBeaeHnnN 3KCnepTU3bl
kavyecTBa, aPPEeKTUBHOCTA 1 6830MacCHOCTM MEeOULMHCKOro U3AeNns;

r) Konuu NprkasoB, 0POPMIIEHHbLIX PEFUCTPUPYHOLLMM OpPraHoM;

A1) KONus permcTpaumoHHOro yaA0CTOBEPEHMUS UMW YBEAOMIIEHUA, OCPOPMITIEHHbBIX PEFUCTPUPYHOLLUM

opraHom;

e) konusa gybnukata perncTpaLmMoHHOro yaocToBepeHns, 0oopMieHHOro perncTpupyowmm
opraHom.".

11. JononHnTb NpUnoxXeHMeM crnegyoLwero cogepXxaHus:

"TpunoxeHne
Kk lNMpaBnnam rocygapcTBeHHOM
perncTpauun MeauuUMHCKUX U3genui

NepeyeHb MeONLUHCKUX U3ENNNA C HU3KOU CTEeNeHbIo
NOTEHUMANbHOro pPUMCcKa NX NPUMEeHeHUs, B OTHOLUEHUM
KOTOPbIX YCTaHOBJIEHbl 0COGEHHOCTU rocyaapCTBEHHOWM

perucTpauumn
Bun HanmenoBanne
1. 104010 KocTtiom uzonupyromuii
2. 122540 [TepuaTky cMOTPOBBIE/TIPOLIEYPHBIE U3 JIATEKCA TeBEH, HEOITy IPEHHBIE,
HECTEPUITbHBIE
3. 122560 ITepuyaTku cMOTPOBBIE/TIPOLIETYPHBIE U3 TATEKCA TEBEH, OITyIPEHHbIC
4, 129350 Xanat oreparoHHbBIH OHOPa30BOTO UCIOIL30BAHHUS
5. 129380 Xanat onepanoHHbIII MHOTOpa30BOro UCIOIb30BAHUS
6. 129870 Xanart u30JUpYIOIIUKA MHOTOPAa30BOTO HCITOIB30BAHHMS
7. 129880 Xamnat u30JMPYIOLUIMNA 0OJJHOPA30BOI0 UCIIOIb30BAHUS
8. 132380 Macka nureBast JUIst 3alIUThI IbIXaTeIbHBIX TyTeld MHOTOPa30BOTO
UCIIOJIb30BAHUS
9. 139350 [lepuyaTku cMOTPOBBIE/TIPOLICTYPHEIC U3 TTOIUXIOPOIPEHA, HEOITY JPCHHEIC
10. 139360 [TepuaTku CMOTPOBBIE/TIPOTICTYPHBIE M3 TIOJIMXJIOPOTIPEHA, OITYIPCHHBIC
11. 141650 baxnisel TOKOHEPOBOIAIINE, HECTEPUIIBHBIE
12. 157010 Xanar jiist marueHTa OJHOPa30BOT0 UCTIOIL30BAHUS
13. 157240 Xamnat 15 manreHTa MHOTOPa30BOro UCIIOJIb30BaAHUS
14. 164050 Xasat npoueaypHslid 0THOPAa30BOr0 UCITOJIb30BAHMS



15.
16.
17.
18.
19.
20.
21.

22.
23.
24.
25.
26.
27.
28.
29.

30.

31.

32.

33.

34.

35.

36.

164070
180770
181360
181520
181830
182450
185830

185850
188380
205280
205290
248320
269290
293810
298450

311720

320790

321530

332470

349230

351490

367580

Xanat npoueypHblid MHOTOPa30BOTO UCIIOIb30BaHUS

PecrimpaTop oOmiero npuMeHeHus

Koctiom xupypruueckuii M30IUpPyIOLITHI

Macka xupyprudeckas MHOrOpa3oBOTr0 HCIIOIb30BaAHUS

PecrimpaTtop xupypruaeckuii

Macka xupyprudeckasi OJHOPa30BOTO UCTIOIE30BAHUS

[lepyaTku cMOTPOBBIC/TIPOIIETYPHBIC HUTPIJIOBBIC, HEOIY IPEHHEIC,
HECTEPUITbHBIC

[lepyaTku CMOTPOBBIE/TIPOLICTYPHBIC HUTPUIIOBEIC, OIYIPCHHBIC
KocTiom xupypruueckuii Ha MaHXeTax

[lepyaTku cMOTpOBBIE/TIPOLIE Ty pHBIC BUHIIOBEIE, HEOITY IPCHHBIC
[lepyaTku cMOTPOBBIE/TIPOLICTYPHBIC BUHIIIOBEIC, OITYAPCHHBIC
KocTioM XupyprudecKkuii 0MHOPa30BOT0O HCIOIB30BaHMs, HECTCPHIBHBIN
Baxwiisl BogoHETIpOHHIIaeMBIE

Baxuibl ToKOIIpoBoAsIIE, HECTEPUIIBHBIE

[lepyaTku cMOTPOBBIE/TIPOLIETypHEIE U3 TBAIOJIOBOTO JIaTEKCa,
HEOIy/IPEHHbIE

[TepuaTky cMOTPOBBIE/TIPOLIEYPHBIE U3 STUICHBUHUIIAIETATA,
HEOMyIpCHHBIE, HECTCPHUIIbHBIC

[TepuaTku CMOTPOBBIE/TIPOLIETypHBIE HUTPHIJIOBBIE, HEOITY IPEHHBIE,
aHTHOAKTEepHUaIbHBIC

[lepyaTku cMOTPOBBIE/TIPOIIE Ty PHEIC TTOTUHU3OIIPEHOBEIE, HEOITYIPCHHBIE
Habop onex bl XupyprudecKuil/cMOTpOBOM

[lepyaTkun CMOTPOBBIE/TIPOLIETYPHEIE ITOTHH30IIPEHOBBIE, OITy IPECHHBIC
[TepuaTky cMOTPOBBIE/TIPOLIEYPHBIE U3 JIATEKCA TeBEH, HEOITY IPEHHBIE,
HCCTCPUJIbHBIC, aHTI/IGaKTepI/IaHLHLIC

Macka nureBast ISl 3alIUTHI IIXaTeIbHBIX MTyTEH 0THOPAa30BOTO

HUCIOJIb30BaHUs".



