MPABUTEJLCTBO POCCHUMCKOIN ®FIEPAIA
ITIOCTAHOBJJIEHUE

ot 1 anpens 2022 r. Ne 552

MOCKBA

006 yTBep:kI1eHHH 0cOOeHHOCTEH 00pallieHHsl, BKJIIO4YAas 0COOEHHOCTH
rocy1apcTBeHHOH PerHCTPallHH, MeIHUHHCKHX H3Je/IHil B cilydae HX
Ae¢eKTypbl HJIH PUCKA BOSBHHKHOBeHHS AedeKTypbl B CBSI3H C BBeA€HHEM
B oTHOLIeHHH Poccuiickoil Penepaliii OrpaHHYHTENbHBIX Mep
IKOHOMHYECKOro Xapakrepa

B COOTBeTCTBUM ¢ 4YacThio 5' craThu 38 ®enepanbHOro 3aKoHa
"O6 ocHOBax oxpaHbl 310poBbsi rIpaxaaH B Poccuiickoii ®enepanun”,
nyHkroM 3 uvactu 1 crateu 18 ®enepansHoro 3akoHa ot 8 mapra 2022 r.
No 46-®3 "O BHeceHHWM HU3MEHEHUH B OTHAeJIbHbIE 3aKOHOAATEJbHBIE AKTBI
Poccuiickoit  @egepaumn”  IlpaButensctBo  Poccuiickoil  Penepauuu
NOCTAHOBJAAET:

1. YTBepauth mpuiaraeMble 0ocoO€HHOCTH oOpallleHHs, BKJIIOYas
0cOOEHHOCTH rOCYJapCTBEHHOMN perucrpalui, MEJULIHHCKUX HU3AENUN B Clly4yae
UX OeheKTyphl UM pUCKA BOBHHKHOBEHHUS Ae(EeKTYphl B CBA3H C BBEIEHHEM B
oTHomeHn Poccuiickoii ®enepauuyd OrpaHUYUTENLHBIX Mep SKOHOMHYECKOTO
Xapakrepa.

2.DkcnepTh3a  3afiBI€EHHMS O  TOCYAapCTBEHHOM  perucrpauuu
MEIULIMHCKOTO HW3JeNUs M JOKYMEHTOB, MpEJICTaBI€HHBIX B COOTBETCTBHH C
[IpaBunamMy rocygapCTBEHHOH  perucTpaldd  MEOULHHCKHX  U3JEIuH,
yTBepXXJIeHHbIMH nocTaHoBneHnueM IIpasurensctBa Poccuiickoi Oenepaunu ot
27 nexabps 2012 r. Ne 1416 "OO6 yrtBepxxaenuun [IpaBmn rocynapcTBeHHOM
perucTpaliy MeIUIMHCKUX M3euit", co OHS BCTYIUIEHHS B CHILY HACTOSILIETO
MOCTAHOBJIEHUSI OCYILECTBISETCA OJAHOBPEMEHHO C INPOBEIACHUEM 3KCIIEPTU3BI
MOJIHOTBI M PE3yJbTAaTOB  MPOBEACHHBIX  TEXHUYECKHUX  HCIBITAHMM
TOKCHKOJIOTUYECKUX MCCIEAOBAHUH, KIMHUYECKHMX HWCObITAHUH, a Takxe
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UCTIBITAHUHA B LEJSX YTBEPXKIEHHS THUIMA CPEACTB HU3MepeHHH (B OTHOIIEHHH
MEAUIMHCKHX H3JENMA, OTHOCALUMXCS K CpeNcTBaM HM3MepeHHid B cdepe
rOCYJapCTBEHHOI'O  pETyJIMpoBaHMs oOecred4eHHs eIUHCTBA H3MEpPEHHHA,
[epeuYeHb KOTOpBIX  YTBEpXKAAeTCs MUHUCTEPCTBOM  3[IpaBOOXpAHEHHS
Poccuiickoii ®enepauuu), 3a HCKIIOYEHWEM HCCIIEIOBAHHMA, TpeOyrommx
IIPOBEAECHHUS KIMHUYECKHUX UCIBITAHUM C yHaCTHEM YeJIOBeKa.

3. HacTosilee mocTaHOBleHHE BCTyMaeT B CHIY CO JHA  €ro
orLHaTBHOrO OMyOIMKOBaHUS U AeHCTBYeT A0 1 cenTsdps 2023 r.

IIpencenarens [IpaButeny

Poccuiickoit ®enepaly] M. Muuryctus
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YTBEPX/IEHbBI

noctaHoBneHueM I IpaButenscTea
Poccuiickoit @eaepaunn
ot 1 anpens 2022 . Ne 552

OCOBEHHOCTH

ofpaleHus, BKI1I04Yasi 0COGeHHOCTH rocyJapcTBEHHOH perucTpanuH,
MeJHUHHCKHX H3Je/IHi B ciy4uae HX JAe(peKTypbl HJIH PUCKA
BO3HMKHOBeHHH AedeKTyphl B CBSI3H ¢ BBe[JeHHEeM B OTHOUIEHUH
Poccuiickoii @eaepaunu orpaHHYHTEILHbIX MepP IKOHOMHYECKOI0
xapakTepa

[. O0wue nosIoXKeHus

1. Hacrosiuuii 1OKYMEHT B CBS3H C BBEICHUEM B OTHOLIEHUH Poccuiickon
®enepauyii OTPAHUYUTENBHBIX MEpP JIKOHOMHMYECKOrO XapakTepa ollpelensier
0COOEHHOCTH OOpalleHUs MEAULMHCKUX H3JeNui, B TOM uucie 0cOOEHHOCTH
rocyaapcTBEHHOMN perucTpallii METUIIUHCKHX H3/IeNTHi, BHECEHUS U3MEHEHHH B
JIOKYMEHTBI, COAEp’)Kallhecss B PpPEerucTpalMOHHOM JOCh€ Ha MEAMLMHCKOE
M3JelIMe  OTEYEeCTBEHHOro  MPOM3BOJACTBAa  (MEOUIMHCKOE  H3AenHe B
PErHCTPAallHOHHOM YJOCTOBEPEHUH, BBIJAHHOM B COOTBETCTBHHM C HACTOSILMM
qokyMeHToM unu [IpaBunamu rocyJapcTBEHHOM pervcTpaluy MEIMLIMHCKHX
U3JIeNIMid, YTBEpPXICHHBIMU mnocTtaHoBleHHeM IIpaButensctBa Poccuiickoin
®denepaunn ot 27 pekabps 2012r. Ne 1416 "O6 ytBepxaenuu [lpaBun
roCyJapCTBEHHOW pPETruCTpallMd MEAMUMHCKUX u3fenuid" (manee - IlpaBuna
pPETUCTPALIMK), JTUO0 MEAULIMHCKOTO U3/ENUs, B 3asBJICHUH O MOCy1apCTBEHHON
PETUCTPAIIMM KOTOPOrO B KauyecTBE MPOMU3BOAUTENS (M3rOTOBHTENSA) YKa3aHO
IOPHAMYECKOE JIMIO0 HJIM (PU3UYECKOE JIMLIO, 3apErHCTPUPOBAHHOE B Ka4yeCTBE
WHIWBHIYQJIBHOTO NpeANpUHUMATENS, SBIAOLIEECH pe3ujeHToOM Poccuiickoi
@enepanuu, a TakkKe HMEIOIEE MECTO MNPOMU3BOACTBA (IPOH3BOACTBEHHYIO
wIowanxKy) Ha tepputopuu Poccuiickoit denepanuu (manee - MeOUUMHCKOE
u3/eNie OTeYeCTBEHHOIO POU3BOICTBA).

2.TocymapcTBeHHass ~ perucrpauuss  MEQUUMHCKUX  H3IEIHH B
COOTBETCTBHHM C HACTOSAUIMM JOKYMEHTOM ocyulectBiasiercs PenepanbHon
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ciryx00#l Mo Han3opy B cdepe 3apaBOOXpaHEHHs (Hajiee - pPeruCTPUPYIOLIMM
OpraH).

3. PaKkT rocyqapcTBEHHOH pErucTpalid MEOULMHCKOrO H3NeIHs B
COOTBETCTBHH C HACTOAIIMM JOKYMEHTOM IOATBEPKAAETCS PETUCTPALlMOHHBIM
YAOCTOBEPEHHEM Ha MEIMIMHCKOE H3[eIHe, KOTOpPO€ BBLIAeTCSA CO CPOKOM
neiictBus 10 1 centabps 2023 r., 1 peecTpOBO# 3aMUCBI0 B rOCYAaPCTBEHHOM
peecTpe  MEIMUMHCKMX HM3eIuMH W oOpraHuMsauuii  (MHIHBHIYaJIbHEBIX
OpealpyHUMaTteneif), OCYIIEeCTBISIONMX ITPOU3BOJACTBO H  M3TOTOBJIIEHHE
MEIMIUHCKUX U3JeNIUH (Janee - rocyJapCTBEeHHEIH peectTp).

Brinaya gybnukara perucTpaldoHHOrO YIOCTOBEPEHH Ha MEIHIIMHCKOE
H3J€IM€ OCYLUECTBIAETCA B IOpsAKe, IpeIycMoTpeHHOM IIpaBunamu
perucTpanuu.

4. IlepeueHp BUJOB MEAMLIMHCKHX U3AENUH, OAJIEXKAIIUX OOpAIeHUIO B
COOTBETCTBUM C HACTOSIIMM IOKYMEHTOM (Jajiee - INepedeHb MeTUITHHCKUX
U3JENUi), yTBEPXKAaeTCs MeXXBEeOMCTBEHHOH KOMHCCHElH, B COCTaB KOTOPOM
BXONAT TIpeiacTaBUTeNIM MUHHCTEpCTBa 3JpaBooxpaHeHuss Poccuiickoit
Oenepanuy, MUHHCTEPCTBA MNPOMBIIUIEHHOCTH H TOProBIHM Poccuifckoit
®enepauun, MunucrepcTBa ¢buHaHCOB Poccuiickoit Denepauny,
MunucrepcTBa  3KOHOMHYECKOro  pa3BUTHUs  Poccuiickoii  ®@epepauuy,
DenepasibHOM  aHTUMOHONONBHOM  CiayxObl, @emepanbHOM TaMOXEHHOM
ciyx06bl, delepanbHOH HAJOroBOH CHoyXOBl, PErHCTPHUPYIOLIEro OpraHa,
a TaxXKe NPEICTAaBUTENIM HMHBIX OpPraHOB M OpraHM3aldid NMpH HeOOXOAHMOCTH
(nanee - MexXBEJIOMCTBEHHAsA KOMHCCHS ).

IlonoxeHne O MeXBEIOMCTBEHHON KOMHCCHH, B TOM YHCJIE IOPSIOK
opraHusanuu ee paboThl, NOPANOK omnpeleieHus JeheKTypbl METUIMHCKHX
H3JIeIMA MM PHCKAa €e BO3HHKHOBEHMS, KPUTEPHH BKIIOYEHHS METUIHUHCKHX
H3JIeIUM B IepedYeHb MENMLIMHCKMX M3JEIHH U COCTaB MeXBeIOMCTBEHHOMH
KOMHUCCHHM YTBEPXIAIOTCS PETUCTPUPYIOIIMM OpPraHoM II0 COTJIAaCOBAHHMIO C
MunncrepcTBoM 3paBooxpaneHus Poccuiickoit ®enepanuu, MUHHCTEPCTBOM
OPOMEIIIEHHOCTH M TOproBid Poccuiicko @epepauuu, MHHHCTEPCTBOM
¢uHaHcoB Poccuiickoii ®@enepanun, MHHHCTEPCTBOM 3KOHOMHYECKOIO
passutus Poccuiickoii ®enepanuu u DenepanbHOH aHTHMOHOIOJBHOM
cITyx60i1.

B nepeyeHb MEIULUHCKUX U3AENTHHA BKIFOYAIOTCS

MEIULMHCKUE H3JENHS B CIy4ae HAJMYUA UX NePEeKTYypHl WM PHCKOB €€
BO3HHUKHOBEHHS;
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MEIMLUMHCKHE H3JE/HsI, B OTHOLIEHHH KOTOPBIX B MeXBEJIOMCTBEHHYIO
KOMHMCCHIO NMOCTYNHIH NPEAJIONKEHHS O IOCTaBKE MEOUIIMHCKUX H3IENIMHA 10
LIEHE HIKE CpEeIHEPBIHOYHOM;

HMHbIE MEIMLUMHCKME H3JenusA, OINpeAesieHHble MEXBEJOMCTBEHHON
KOMHCCHEN.

[lepeueHp MEAMLMHCKUX HU3JAEIHI pa3MellaeTcss Ha OQUUMAaIbHOM caiiTe
PETHCTPUPYIOIIETO OpraHa B HHGOPMAallMOHHO-TEJIEKOMMYHHKAI[HOHHOH CeTH
"NuatepHetr” (nanee - cetb "MHTEpHET") B CPOK, HE NpeBbILIAONMI 2 pabodux
JH1Y CO [JHS €ro yTBepxkAeHUS (BHECEHHS B HEro HM3MEHEHHH)
MEXBEIOMCTBEHHOM KOMHCCHEH.

5.B HacrosimeMm JOKyMeHTE WCNONB3YIOTCA CIEOYIOIIHe OCHOBHEIE
NOHSATHUS:

"3a8BUTENB" - NMPOU3BOAUTENH (U3TOTOBUTENL) MEAUIIMHCKOTO U3JEIHUSA,
YIOTHOMOYEHHBIM MpeACTaBUTENh MPOU3BOAUTENS (M3rOTOBUTENS) WU JHLO,
OCYILECTBJISIIONIEE BBO3 MEIWLIMHCKOro M3nenusi B Pocculickyro ®enepamuio
B LIeNIAX €ro rocyapCTBEHHOM perucTpanuy;

"IHU10, OCYIIECTBISAIONIEE BBO3 MEIULMHCKOTO u3fenus B Poccuiickyio
denepallyio B LIENIX €r0 rOCyJapCTBEHHON PErucTpauuu’ - FOPHANYECKOE JTUIIO
UMY GU3NYECKOe JIMI0, 3apEerHCTPUPOBaHHOE B KadecTBE HHAWBUIYaJIBHOTO
OpeanpuHUMaTens, ABJIsoIeecs pe3uneHToM Pocculickodt ®enepaiuy,
Hecylllee OTBETCTBEHHOCThL II0 BCeM BOIpocaM oOpalleHHs pPerucCTpHUpyeEMOro
MEIHIIMHCKOIO H3JENUs U OCYLIECTBILIIONIee 3aKyIIKy, XpaHEHUe, pasjesieHue
OPOAYKIHM MO o0beMaM MapTHH, He BIHUAIONINE Ha XapaKTEPUCTUKHU
OPOMYKLIMKM, MM MpOJaxy Takod NpoayKiuu Oe3 OKa3aHUs BIUSHHUSA Ha ee
Ka4ecTBO, 3¢ ()EeKTUBHOCTD ¥ O6€30M1aCHOCTb;

"MpOU3BOJACTBEHHAs]  IUIOIIAJKa" - TEPPUTOPUANIBHO  000COOIEHHBIN
KOMILJIEKC, NTpeIHa3HAaYeHHEBIN JJIs BHIMIOITHEHHUS BCEro mpoliecca MPOU3BOACTBA
MEIUIMHCKOrC U3JIeNIUs WIM €ro ONpeAeNeHHBIX CTaIuil.

WHEBle NOHATHSA, UCIONIB3YEMBIE B HACTOSUIEM JOKYMEHTE, IPUMEHSIOTCS
B 3HA4YEHMAX, OnpeAeNeHHbIX [IpaBriaMy perucTpanym.

6. ['ocymapcTBeHHass perucTpauds MEAULUHCKUX H3IENUA C HHU3KOH
CTENMEHBPIO MOTEHIHAJIBHOr0 pHCKa HUX NPHUMEHEHUA (32 HCKIIOYECHHEM
MEIHIIMHCKHX U3JENUHA, BBITYCKAaeMBIX B CTEPWIBHOM BHIE), BKIIOYEHHBIX
B IlepedeHb MEJUUMHCKUX U3IENuil, OCyIIeCTBIAETCA IO BBIOODY 3asBHTENS
B COOTBETCTBHM C myHKTamu 13 - 22 Hacrosllero JIOKyMeHTa JHOO
B COOTBETCTBUHM C MyHKTaMHU 23 - 29 HAcCTOALLETO JOKYMEHTA.

7. OTMeHa TOCYIHApCTBEHHOH pEerucTpaldd MEIMLMHCKOrOo H3IeNus
HHOCTPAaHHOTO TMPOM3BOJICTBA, 3apETHCTPUPOBAHHOIO B COOTBETCTBHH C
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IlpaBunaMM perucTpalMd HWIH HacTOALIMM JOKYMEHTOM, Ha OCHOBaHHH
NPEACTABICHHS B PErHCTPUPYIOIIWHA OpraH 3asBjleHUS I[IPOHU3BOAMTENS
(m3roroBUTENS) METULIMHCKOTO M3/EHA WK YIIOJHOMOYEHHOTO IIPEACTaBUTENA
npousBoAMTeENs  (M3TOTOBHUTENS) MEOUIHHCKOro H3jenus o6 oTMeHe
rocyaapCTBEHHOH perucTpaiiy MEJUIIMHCKOTO U3IeTUsA He OCYIECTBIAETCA.

8. OegepanbHble rocyaapcTBeHHEIE OO0 KETHEIE y4pexIeHHUs,
Haxo4fIIuecs B BeNeHWH PEerucCTPUpYIOLIero opraHa (najnee - 3KCIEPTHOE
ydpexzacHHe), @0 JKeNaHHI0 3aiBUTeNled 10 Hayaja [pOLEAYpPH
rocygapCTBEHHOH perucTpalMd OCYLIECTBIAIOT Ha BO3ME3IHOH OCHOBE
KOHCYJIETUPOBaHHE IO BONpOCaM MpOUEAYP, CBA3AHHBIX C rOCYJapCTBEHHOM
pericTpanyeil MEQULIMHCKHX M3Je/IHi, B TOM YHCJie NpeaBapUTEIbHBIA aHAN3
Y OLIEHKY PETHCTPALlMOHHOI'O JOCHE.

KoHcynbTHpOBaHHe, yKa3zaHHOe B a03alle MepBOM HACTOALIEro ITyHKTa,
He sBIAeTcS OOfA3aTeNbHBIM IJIS TONyYeHUS TOCYIApCTBEHHOH YCIyrd Mo
roCcy/apCTBEHHOH perucTpauyy MeIULMHCKHX U3ACIHA.

9.B i (318594 coomoieHus IPHHIUIIOB HEe3aBUCUMOCTH 54
GecnpUCTPacTHOCTH NPU NPOBEJEHUH IKCIIEPTU3BI KAYeCTBa, 3PHEKTUBHOCTH U
6€30IacHOCTH MEIMIIMHCKOTO H3JEeNIHA, a TaKKe HCKIIOYEHHS BO3MOXXHOCTH
KOH(QJIMKTa HHTEpPECOB MJODKHOCTHBIE JIMIA SKCIEPTHBIX YYpeXXICHHH,
OCYLIECTB/ISIBIIME  KOHCYJIHTHPOBAaHHE, IMPEeXyCMOTPEHHOE IIyHKTOM 8
HaCTOSLIETO JOKyMEHTa, He€ MOIyT MpPOBOJUTh JKCHEpPTH3y KadecTBa,
3¢dekTUBHOCTH M 0€30IacHOCTH MEIUIMHCKOrO H3IENHs, [0 KOTOpOMY
MPOBOAWIOCH YKa3aHHOE KOHCYJILTHPOBaHHE.

10. Ilpu obpameHrny METULMHCKHX H3AENHi, KaK BKIIOYEHHBIX, TaK H HE
BKJIIOYEHHBIX B II€peueHb MEIULMHCKUX M3IeNnui, He JOIyCKaercs
OrpaHMYEHHE  B3aUMO3aMEHSEMOCTH  MEIUIMHCKMX  M3JCIHH  IyTeM
HCIIONB30BAHMUA CINEIUAIBHBIX TEXHHYECKHUX WM NPOrPaMMHBIX CPEICTB HWIH
JIPYTUMH criocobamu.

11. Bo3MOXXHO IpHMEHEHHEe MEIHIHHCKOTO H3IEeIus, MPOU3BOAHTENIEM
(M3roToBUTENEM) KOTOPOTO B JKCILIyaTallHOHHOH NOKyMEHTalHUH YCTaHOBJICH
OrpaHHYeHHbIH NepeyeHb PacXOXHBIX MaTepHANOB, C PaCXOAHBIM MaTEepHAJIOM
HHOTO IPOM3BONUTENS (M3TOTOBMTENA), 3apPETHCTPUPOBAHHBIM B KayecTBe
MEIUIHHCKOrO HW3IENHUA, €CIH MpPOW3BOANTENb (M3rOTOBUTENB) NOATBEPANI
B IIpollecce ero rocyJapCTBEHHOM pPErucTpaid BO3MOXXHOCTH COBMECTHOTO
OpUMEHEeHUs ¢ OaHHBIM MeIMIIMHCKHM wu3zenueMm. Ilpy sTtomM coBMecTHOE
NpUMEeHeHHe  MEIMIIMHCKOIO  HM3JeNus C  pacXOJHbIM  MaTepHaloM
OCYIIIECTBIIAETCS c y4eTOM 0ocoDeHHOCTEH, YCTaHOBIIEHHBIX B

22033038.docx



IKCILTyaTalUOHHOM  [OKYMEHTallUd IPOU3BOAMTENsA (M3rOTOBUTENA) Ha
pacxoAHbli MaTepUal.

12.TocynapcTBeHHass mNONUIMHAa 32 COBEpPIIEHHE PErHCTPHPYIOLIMM
OpraHoM  [JeHCTBHMM, CBA3aHHBIX C TOCYJapCTBEHHOH  perucrpauue
MEIUIMHCKHX HM3NENIMM, YIUIAYHBAaeTCAd B COOTBETCTBHM C 3aKOHOJATEJIbCTBOM
Poccuiickoit ®enepanuu o Hanorax u cbopax.

II. Ocob6eHHOCTH rocyJapCTBEHHON pErHCTPalliy MEAUIIUHCKUX U3EITHiA,
BKJIFOYEHHBIX B NIepeYeHb MEAULIMHCKUX U3IeIui

13. ln1 rocynapCcTBEHHON pErucTpald MEIHLHUHCKOrO  H3JIeNIHA
3aiBUTENb NpeJcTaBsieT Ha OYMa)KHOM HOCHTENe B JKCIIEPTHOE y4YpexAeHHe
ClIelyIOIHe JOKyMEHTHI U CBEICHUA:

3asBJIEHHE O TOCYAApCTBEHHOM perucTpaliii MEOMLIMHCKOTO H3JETHA,
O(OpMIIEHHOE B COOTBETCTBHH C TpeOOBaHUAMH K COJEpPXAaHHUIO TaKOro
3asBJICHUs, yCTaHOBJIeHHBIMH [IpaBuiiaMu peructpanmy;

KONMsS JOKyMEHTa, NOATBEPXKAAIOMIEro IOJTHOMOYHUSA YHNOJIHOMOYEHHOrO
IpeJCTaBUTENS IPOH3BOAUTENS (M3TOTOBUTENS);

OpUIrHHAJ  JOKYMEHTa, IIOATBEPKAAIOMEro  IONHOMOYMS  JIMIA,
OCYIIECTBILIIOIIEro BBO3 MeAMIMHCKOro u3aenus B Poccuiickyro ®@enepamyio B
LeJISIX ero rocy1apCcTBEHHOM perucTpauuy (o NpUMeHHMOCTH );

JOKYMEHTBl, TMOIATBEP)KJAIOLIHe NPHUHAJIEXHOCTh  MEIULIMHCKOIo
M3JeNusd JIMLY, OCYLIECTBJISAIOIIEMY BBO3 MEJUUMHCKOrO HU3JeNui B
Poccuiickyro Penepanio B LENSX €ro rocylapCTBEHHOH perucTpaluy Ha
3aKOHHBIX OCHOBaHMSX (110 IPUMEHHUMOCTH);

TEXHHYeCKas JOKyMEeHTalus [pou3BoAMTens (M3rOTOBUTENA) Ha
MEAUIMHCKOE H3/eNiie, COOTBETCTBYIOIIAs TpeOOBaHUAM, YTBEpKIEHHBIM
MunncrepcTBoM 3/ipaBooxpanenus Poccuiickoit ®enepanny;

IKCILTyaTallMOHHAas JOKYMEHTAalls NpPOM3BOAUTENSA (M3rOTOBHTENS) Ha
MEJUIMHCKOE H3AeNHe, COOTBETCTBYIOIIAs TpeOOBaHHAM, YTBEP)KICHHBIM
MunncrepcTBOM 3paBooxpaHeHus Poccuiickoit @enepauuu; _

¢pororpaduyeckue H3obpaxeHus obmEro BHAa MEIULHHCKOIO H3IEHs
BMECTE C  IpUHAMJIEKHOCTAMH, HEOOXOOUMBIMM Ui  NpHUMEHEHHA
MEIMLMHCKOTO  M3AeNusA N0  HasHayeHHMI0 (pa3MepoM He  MeHee
18 Ha 24 caHTHMETpA);

¢dororpaduyeckue U3obpakeHUs ITEKTPOHHOrO HOCHUTEN M HHTepdeiica
nporpaMMHoro obecriedeHus (ecmd  uUMeerca) (pa3MepoM He  MeHee
18 Ha 24 caHTHMeTpa) - UIA IpPOrpaMMHOro ofecredyeHus, SABIAIOIIErocs
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MEIMIHHCKHM H3JeJIMeM, B TOM 4YHCJIe MpOrpaMMHOro obecredyeHus
C IPMMEHEHHEM TEXHOJIOTHH HCKYCCTBEHHOTI'0 HHTEJIEKTA;

JMOKYMEHTBI, TNOATBEPKIAIOLIHE pE3YIbTATHl TEXHUYECKUX HCIBITaHUMH
MEIHLIMHCKOIO H3J€NHUsA, TOKCHKOJOTHYECKHX HCCIIeIOBaHHH MeIHIIMHCKOIO
u3fenus U (MIM) DPHHAUIEKHOCTEH K MEIHUMHCKOMY H3IEMIO, IPAMO KX
OIIOCPENOBAHHO KOHTaKTHPYIOIUX C TIOBEPXHOCTBIO TeNa 4YeJoBeKa, €ro
CIIM3HCTBIMM 000JI0YKaMH, BHYTPEHHHMH CpelaMH OpraHu3Ma (i KOTOPBIX
YyKa3aHHOe B3aWMOIENCTBHE (KOHTaKT) SBJISETCS  HEOOXOMMMBIM s
BBINIOJHEHHA UX GYHKIMH) (fanee - HCIBITAaHUA), KIMHHYECKHX HCIBITAHHI
MEIULMHCKOr0 M3A€EJIUs, IPOBEACHHBIX B COOTBETCTBHH C THIIOBOH IIPOrpaMMOii
HCOBITAaHUM B 3aBUCHMOCTH OT BHJAa MEIMLIMHCKOrO H3Jeius, pa3paboTaHHOI
SKCNEPTHBIM y4YpexXAcHHEM (ajiee - THIIOBAsS IIpOrpaMma) U OIyOIMKOBAaHHOM
Ha OQUUHUAIBHOM cafTe D3KCIEPTHOTO YdpexnaeHuds B cetH "HHrepHer"
(no npuMenumoctH), MO0 B ¢oOpMe OIEHKH COOTBETCTBHS MEIAMLIMHCKUX
m3genmuiti. B (opMe  TEXHHYECKHX  MCIBITAHHH, TOKCHKOJOTHYECKUX
UCCIENOBaHMM, KIMHMYECKMX MCHBITAHWHA B LeMIX TIOCYJapCTBEHHOM
perucrpalldd  MEIWLMHCKMX  H3JeNuil B  IOpSAKe, YCTaHOBIEHHOM
MunuctepcTBOM 31paBooxpaHeHus Poccuiickoit @enepaliun.

KinvHyyeckne HCHBITaHUA 110 THUIIOBOH IIporpaMMme JOJDKHBI OBITH
IIPOBEJECHbl B AaKKpPEIWTOBAaHHONH B HAIIMOHAIBHON CHCTEME aKKpeIHTAIuH
UCIBITAaTENBHOR JabopaTopud (LIEHTpPE), OCYIUECTBISIOMIEH MpPOBEIEHUE
TEXHUYECKUX MCIBITAHUM M (MIH) TOKCHKOJOTMYECKHX MCCIIeIOBaHUH,
¢ yueroM ofbnacTd ee aKKpeAUTaUWH, a TaKkKe B MeIULHMHCKON
OpraHM3alliy, OTBevalolledl TpeGOBaHHAM, YTBEPXKACHHBHIM MHHHCTEPCTBOM
3apaBooxpaHeHuss Poccuiickoil denepanuu, ¥ NPOBOISIIEH KIMHUYECKHE
UCIIBITAHHS MEJUIIMHCKUX U3JIENHiA.

Juie MeOuIMHCKUX ~ M3JeNWi  OTEYEeCTBEHHOI0  NPOHM3BOJCTBA
(32 HCKITIOYEHHEM HUMILUIAaHTHPYEMBIX MEIMUMHCKHX H3JEIHA U MEOMIIMHCKHX
U3JENIMM, BBITYCKAEMBIX B CTEPUJIBHOM BHJE) IPH TIOCYAapCTBEHHOH
perucTpalMi 1o  BHIOOpDY  3asABUTENs  MNPEJCTABIAIOTCH  JOKYMEHTEI
IpPOU3BOAUTENS W (MNIHM) OpraHU3alMii, OCYIIECTBISIOMIMX IPOBeJCHHE
TEXHUUYECKUX HCINBITAHUI, TOKCHKOJIOTMYECKHUX HCCIENOBaHHUM (pe3ysbTaThl
COOTBETCTBYIOIIMX HCIIBITAHUH), IO3BOJIOIIME OLEHUTh INpUMEHIEMBIE
MeTonpl  (METOOMKH) UM  IepedyeHb  HCIONb3YeMOT'0  HUCIBITATEIBHOIO
obopynoBaHUs.

Hns MEIUIIMHCKHUX 153 (S 0347 HHOCTPaHHOI'O IIPOU3BOJICTBA
(3a MCKJTIOYEHHEM POrpaMMHOI0 OOECredeHHs], SBIAIOIIErOCsS MEIULIMHCKUM
H3JeTHeM, B TOM 4YHCJIe IPOrpaMMHOro obecredeHuss ¢ IpUMeHeHUEM
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TEXHOJIOTHA HCKYCCTBEHHOIO HHTEJUIEKTa, W MEIHUHHCKHX H3AeNHH s
JHMAardHOCTHKH in Vitro) NpH TocyAapCTBEHHOH perucTpalu 1O BbIGOpY
3aBHTEJIA MOI'YT OBITH NpPEACTaBIEHbI KOMHUH JOKYMEHTOB, MOATBEPXKIAIOMINX
GaKT perucTpalliy MEJHLHMHCKOIO H3JEeNHs B YCTAHOBJICHHOM IOpSAKE B
CTpaHe-NPOU3BOAMTENE, C IPHIOKEHHEM JOKYMEHTOB, IOATBEPKIAIOLINX
KIMHHYECKYI0  3(QQEeKTHBHOCT M  0e30MacHOCTh  pEerHCTPHPYEMOro
MEIUIMHCKOr0 H3lJenusi. B TakoM ciaydae pe3ynsTaThl KIMHHYECKHX
HCIIBITaHHH MEIUIIMHCKOTO U3/eNns, MPOBEAEHHBIX Ha TeppUTOpHH Poccuiickoit
Qenepaliid B COOTBETCTBHM C TMOPSAKOM, YCTAHOBIEHHBIM IIPHKA30M
MunucrepcTBa 3paBOOXpaHeHHUs Poccuiickoit Denepauun, He
[IpeCTaBIAIOTCS;

OOKYMEHTBI, MOATBEPXKAAIOIIHE Pe3yJIbTaThl HCIBITAHHH MeIHLHHCKOTOo
M3JeNud B LeNIX  YTBEepP)KIOEHMA  THNA  CPEJCTB  H3MEepeHHH
(B OTHOIIEHHHM MEIULIMHCKUX H3JENHMH, OTHOCHIIMUXCS K CPeICTBAaM H3MEpEHH
B chepe rocy1apcTBEHHOTO PEryJIHPOBAaHUA obecrede s eAMHCTBA H3MEPEHHIA,
nepedeHb KOTOPBIX  yTBepxkJAaercs MHMHHCTEPCTBOM  3ApaBOOXpPaHEHHS
Poccuiickoit denepauun);

CBEICHHMS O BBLIAHHBIX PETHCTPUPYIOLIMM OPraHOM pa3pelleHUsIX Ha BBO3
MEIMUMHCKAX M3JEMUH C LeNbl0 KX TIOCYJapCTBEHHOM perucTpaiuy
(am1  MeAMLIMHCKHMX  M3IEeNHHA, MPOMU3BOAMTENIEM  KOTOPHIX  SBIAETCH
IOPHAWYECKOE JIMIO HIH (U3WYECKOE JHIIO, 3aPETHCTPHPOBAHHOE B KadyecTBe
MHAMBUIYAIHHOTO NpENNpUHHUMATENS, 3aperUCTPUPOBAHHOE HA TEPPHUTOPHU
Poccuiickoit ®enepanuu, a anapec (agpeca) Mecta (MecT) IIPOH3BOJACTBA
(npousBoACTBEHHAas IUIOWIAaAKa (NMPOU3BOACTBEHHBIE IUIOIIANKH) TaKHX
MEIMLIMHCKUX H3IEeNUHA HaXOOUTCH (HaXOIATCS) Ha TEPPUTOPUH HHOCTPAHHOTO
rocyiapcTsa, M MEIHLMHCKUX H3JeNHid HHOCTPAHHOIO ITPOMU3BOACTBa, 3a
HCKIIIOYEHHEM IpOrpaMMHOro ofecrmeueHHus, ABIAIOLIETOCAd MEeIULUUHCKHM
U3ZeIMeM, B TOM 4HCle MporpaMMmHoro obecmedeHuss C IpUMEHEHHEM
TEXHOJOTU# HCKYCCTBEHHOIO HHTEILIEKTA);

OOKYMEHTHI,  ITOATBEPKIAIOIIME  BO3MOXHOCTD  OCYILECTBJIEHHA
IIPOM3BOACTBA IO ajpecy (agpecaM), YKasaHHOMY (yKa3aHHBIM) B 3asBJI€HHHU O
roCyJapCTBEHHON perucTpauyd MEIULMHCKOro u3zenus (Npou3BOACTBEHHAS
momanka (MpOM3BOACTBEHHbIE IUIOMAAKH) (JOKYMEHTHI, MOATBEPXKAAIOLINE
HaJIMYMe YCJIOBHUH MPOM3BOACTBA, U (WIH) KOIHH CEpTHOUKATOB COOTBETCTBHA
CHCTEMBI MEHEIKMEHTa KadecTBa TpebopaHusaM ctanaapra 'OCT ISO 13485
"U3penusa MegunuHckue. CHCTEMBI MEHEI)KMEHTa KadecTBa. 1peOoBaHUsA s
Heneil peryIHpoOBaHHA" HWIH COOTBETCTBYIOLIEr0 MEXIYHapOIHOro CTaHIapTa
ISO 13485) (nmpu HaNTMYHK);
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HHBIE JOKYMEHTBI, XapaKTepHU3ylollHe Ka4yecTBO, 3(P(GEKTHBHOCTh H
6€30nacHOCTh MeIULUHCKOTO U3/eNus (IIpH HAJIUYHK);

ONHMCH JOKYMEHTOB C YKa3aHHMeM pa3Jiela HACTOSIIero JOKyMEHTa, B
COOTBETCTBUHM C  KOTOPBIM  IUTAHUPYETCS  INPOXOXKIAEHHE  MPOLETyphI
roCyJapCTBEHHOH pPerucTpalyd METHIIMHCKOIO H3eHs.

B ciydae ecnuM ykasaHHblE JNOKYMEHTBI COCTaBJE€Hbl Ha HHOCTPaHHOM
A3bIKE, OHM IIPEJCTABISIOTCS C 3aBEPEHHBIM B YCTAaHOBIEHHOM IOpsZKe
IIepeBOJIOM Ha PYCCKHH SA3BIK.

JlokyMeHTEl mpoM3BOAUTENS (M3rOTOBHUTENS), YKa3aHHbIE B HACTOSIIEM
IYHKTE (3a HCKIIOUYEHHEM MOKYMEHTa, MpeJyCMOTPEHHOro ab3aleM TpeTbHM
HaCTOSILErO IIyHKTa), 3aBepsAlOTCA IPOM3BOAMUTENIEM (H3rOTOBHUTENEM) HIIH
YIOJIHOMOYEHHBIM IPEICTABUTENEM IIPOU3BOAMTENS (M3TOTOBHTENS) IMPH
YCIIOBUM HallM4YUsl M IPENCTAaBJICHHS B PETHCTPUPYIOIMUH OpraH JOKYMEHTa,
MOATBEPXAAIONIETro MTOJTHOMOYHS YIOJIHOMOYE€HHOTO IpeACTaBUTEIIS
IIPOU3BOAUTENS (M3rOTOBUTENS) IO UX 3aBEPEHUIO U BCTYIHMBIIETO B CHIY 0
0QOpMIIEHHS JOKYMEHTOB, IPEIYCMOTPEHHBIX HACTOSIINAM ITYHKTOM.

14. OxcriepTHOE y4pexJaeHHe B TedeHHe 15 paboyumx aHeHW co AHA
NOCTYIJIEHUs JTOKYMEHTOB, yKa3aHHBIX B IyHKTe 13 HacTosllero NOKyMeHTa,
IPOBOJMT OLIEHKY HX ITOJIHOTHI, @ TaK)Ke JOCTOBEPHOCTH COJEPKAIIMXCA B HUX
CBEJEHHMH, OCTATOYHOCTH M KOMIUIEKTHOCTH, B TOM YHCJE IOCTATOYHOCTH
o0beMa IPOBEEHHBIX UCIIBITAHUI (MCClIeIOBaHKH ) METULIMHCKOTO H3ETHA IS
esnel rocyaapCTBeHHOM perucTpalii MEIUIMHCKOTIO U3JIeNIUs B COOTBETCTBHH
C HacTOSALIMM JOKyMEHTOM, OGOpMIISeT 3aKiIlOYeHHEe O BO3MOXXHOCTH
(HEBO3MOXKHOCTH) TrOCYJapCTBEHHON perucTpalyi MEeIHIIMHCKOTO H3IENHS 10
(opMe, yCTaHOBJIEHHOM MUHHUCTEPCTBOM 3IpaBOOXpaHeHHs PoccHiicKoi
Denepanuu 1U1s Leneil 3KCIepTU3bl KauecTBa, 3PGEKTUBHOCTH U 06€30I1aCHOCTH
MEIUIMHCKOr0 U3AeNus, H HallpaB/sdeT ero B PeruCTPUPYIOMIMA OpraH.

K 3akmoueHuIo 3KCIepTHOrO YUpexXAeHUs, YKa3aHHOMY B ab3alie epBoM
HAacCTOfMIero MyHKTa, IpUaraloTcs JOKYMEHTHI, IIPeACTaBICHHbIE 3aIBUTENIEM B
COOTBETCTBHH C ITYHKTOM 13 HacTosIero 10KyMeHTa.

15.B cmydae HeOOCTaTOYHOCTH IS  BBIHECEHHUS  OSKCHEPTHBIM
Y4peXJI€HHEM 3aKIIOYeHHS, IPEeIyCMOTPEHHOIO IIYHKTOM 14 HacTosIero
OOKYMEHT2, MaTe€pHalOB M CBEJEHUH, coJep)Kalluxcsi B NpeaCTaBIeHHBIX
3asgBUTENEM JOKyYMEHTaX, IpeIyCMOTPEHHBIX IIyHKTOM 13 HacTosmero
NOKYMEHTa, JKCIIEpTHOE YUpexJIeHHe B TedeHHe S5 paboumx IHeH co IHA
MOCTYIUIEHUS YKa3aHHBIX JOKYMEHTOB HalpaBiIsieT 3asSBUTENI0 3aKa3HBIM
MIOYTOBEIM OTHpPABIEHHEM C YBEIOMIEHHEM O BpY4YeHHH WM B (Qopme
3JEKTPOHHOIO JOKYMEHTa, INOJANHCAaHHOTO »JJEKTPOHHOW MOIOMUCBIO, JIHOO
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B JJIEKTPOHHOH (opMe 1O TENeKOMMYHHKAI[UOHHBEIM KaHallaM CBS3M 3aIpoC
O MPEACTaBICHUHM HeOOXOMUMBIX CBEACHUH C yKasaHHEM XapakTepa 3aMedaHHi
U cnocoba ux ycTpaHeHHs (Jajee - 3ampoc).

3asBUTENE O0S3aH MNpPEJACTaBUTH OTBET Ha 3aMpoC JKCIEPTHOIO
yUpexIeHUs B CPOK, He npespluaromui 30 pabouux aHel co NHA HanpaBieHHS
3ampoca. JKCIIEPTHOE YyUPEXIECHHE IOTOBUT 3aK/IIOYeHHe B TeYeHHE 5 paboumx
JHEH CO JHA MOCTYIUIEHHA OT 3asBHTENS OTBETA Ha 3aI1poc.

B cnyyae HenpencraBineHus no ucredenuu 30 pabouux nHei 3asBUTEIEM
OTBETa Ha 3alpOC JKCIEPTHOE y4YpeXICHHE IIOATOTaBIHBaeT 3aKIIOYeHHE Ha
OCHOBA4HHH JAOKYMEHTOB, UMEIOIKXCS B €r0 PaCHOPSIKEHUH.

16. 3akmoyeHne O HEBO3MOXHOCTH TOCYJapCTBEHHOH perucrpauuu
MEIUIIMHCKOrOo H3Aenus OQOpMIAETCs IKCHEPTHBIM YYpeXAEHHEM IIpH
HaJIUYUH CIEOYIOIIUX OCHOBAHUM (OQHOTO MIIH HECKOJIBKHX):

a) OTCYTCTBYIOT JI0Ka3aTe€IhCTBA COOTBETCTBHSA MEIUIIMHCKOrO H3JEHA
TpeOOBaHUSIM JOKYMEHTAIlUH IPOU3BOIUTENS (M3TOTOBUTENS ),

0) OTCYTCTBYIOT JOKa3aTelbCcTBa KauecTBa, W (W) 3()¢eKTUBHOCTH,
U (m1u) 6€30MacCHOCTH MEIUIIMHCKOTO U3/IeITHUS;

B) PUCK IpPUYMHEHMS BpeAa 3J0pPOBBI0 TIpaXJaH H MEIULMHCKHX
pabOTHUKOB BCHENCTBHE IPHUMEHEHHS MEIULMHCKOr0 H3JEeNHUs IpEBHIIIAET
3¢ PEKTUBHOCTD €r0 NPUMEHEHUS;

') MEJULIMHCKOE HU3/IeNIie OTCYTCTBYET B IlepeyHe MeIUIIHHCKHX H3JeITHH;

I) NOKYMEHTbl, yKa3aHHble B NyHKTe |3 HacTosllero JOKYMEHTa, He
IpeACTaBIeHbl B INOJIHOM oO0BEME, B TOM 4YHCI€ B paMkKaX IIyHKTa 15
HaCTOSIIEro JOKYMEHTa, U (WIHM) B HUX BHISIBIIEHBI HEIOCTOBEPHBIE CBEJIEHUS.

17. Peructpupyrommii oprad B TedeHue 7 pabodyux JHEH co OHs
IIOCTYIIJIEHHs 3aKIOYEHHs, YKa3aHHOTO B IIYHKTe 14 HAcTOSILIErO JNOKYMEHTa,
OCYILIECTBIISET:

a) IPUHSATHE pELIeHUsI O rOoCyIapCTBEHHOH pEerucTpalid MeIHIHCKOTO
H3lenus WM 00 OTKaze B TOCYJapCTBEHHOH perucTpaldd MEIMIIMHCKOIO
U3JENHs, KOTOpoe oOgopMiseTcs INIPUKa3OM pPETUCTPUPYIOLEro opraHa, M
YBEJIOMJIEHHE 3asBUTENS O NPHUHATOM pelIeHUH, BHECEHUE B TOCYIapCTBEHHBIH
peecTp CBEACHHUH O 3apETUCTPUPOBAHHOM MEIULIMHCKOM U3IEIINH;

6) odbopmileHHe U BbIady 3asABUTEINIO PETUCTPAIMOHHOIO YIOCTOBEPEHUSA
160 yBegoMIieHHe 00 OTKa3e B roCyapCTBEHHON perucTpaui MeJUIHHCKOro
H3JIeNUs ¢ yKa3aHHeM NpHYHH OTKa3a.

18. B OTHOLICHMH MEIMIMHCKHX M3JENHH, YKa3aHHBIX B IepedHe
MEIUIIMHCKHX H3AENIUi, OOIMycKaeTcs BHECEHHE H3MEHEHHMII B JOKYMEHTHI,
coliepXalyiecss B PEerHCTPallMOHHOM J0Ch€ Ha MEAMIMHCKOE H3JeNue, I10
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OCHOBaHUAM, IpeqycMOTpeHHEIM [IpaBunamMu perucrpauuu U He TpeOyromHM
IPOBEJEHUSA OKCIEepTHU3bl KadecTBa, J(P¢eKTHBHOCTM K  6e30IacHOCTH
MEIUIMHCKOrO H3IeNHs, a TaKke B ciyyae U3MEHEHHMS CBeIeHHH O JIHIE,
OCYIIECTBIIAIOIIEM BBO3 MeJUIMHCKOro u3nenus B Poccuiickyio ®enepauuio B
UeJSAX ero rocyJapcTBEHHOH perucTpaluu.

BHeceHHe B IOKYMEHTHI, COAEpXKallllecs B pPErHCTPAllMOHHOM JOChE Ha
MEIUIMHCKOE H3IeNIUe, 3apETHCTPHPOBAHHOE B COOTBETCTBHHM C HACTOSLIUM
JOKYMEHTOM, H3MEHEHUH, TpeOYyIIHUX NpOBEACHUS JKCIEPTU3bl KayecTBa,
3¢ HEeKTHBHOCTH U 0€30MacHOCTH MEIHULIMHCKOIO H3JENHs, OCYIIECTBISIETCS B
opsnKe, TIpegycMOoTpeHHOM [IpaBuiaMH  perucTpalldd, B CpOK, He
IpeBBIIIAIOINMHA 25 pabouux AHe# cO AHS NOCTYIUIEHHS 3asABJICHUS O BHECEHHH
H3MEHEHHH M KOMIUIEKTa JOKyMEHTOB, IpedycMOTpeHHBIX IIpaBuiamu
perucTpaims.

19. Jlna BHeceHHsA B NOKYMEHTHI, cOAepXalluecs B perHCTpallHOHHOM
JI0Che, HM3MEHEHMi, yKa3aHHBIX B ab3ame nepBoM myHkTa |8 Hacrosiero
NOKYMEHTa,  3asiBHTENIb  IpeAcTaBiseT Ha  OyMaXHOM  HOCHTEIE
HENOCPEACTBEHHO B  PETHCTPHUPYIOUIMII OpraH HIM  HalpaBisieT B
PETHCTPUPYIOIIUH OpraH 3aKa3HbIM [TOYTOBBIM OTNPABIEHUEM C YBEOMIIEHHEM
O BpPYYEHHH M ONHUCEHIO BJIOXKEHHA CIeAYIOLINE JOKYMEHTEL:

3agBJIEHHE O BHECEHHH M3MEHEHHH B IOKYMEHTBI, COZepXKalllhecs B
PErMCTPalIMOHHOM Joche (Janee - 3asBICHHE O BHECEHMM H3MEHCHHH),
o¢pOopMIIEHHOE B COOTBETCTBHH C TpeOOBaHHMAMM K COJEPKAHHIO 3asBIECHHS O
BHECEHHUH H3MEHEHUH, ycTaHOBIeHHbIMY [IpaBuiamMu peructpanuy;

KOIHA JOKYMEHTa, MOATBEPHKAAIOIIEro MNOTHOMOYUS YIIOJIHOMOYEHHOTO
IpeICTaBUTEISl IPOU3BOAUTENS (M3TOTOBHUTENA);

OpHUI'MHal  JOKYMEHTa, [OATBEPXKOAIOIIETO  IOJHOMOYMA  JIHMLA,
OCYIHECTBIISIOIIEr0 BBO3 MeAMUMHCKOro M3zenus B Poccuiickyro Penepanuio
B 1IEJISIX €r0 TOCYJapCTBEHHOM PEeTUCTPaLlMH;

JOKYMEHTbI, MOATBEPXAAIOINIME NPHUHAINEKHOCTh  MEOMLIMHCKOIO
W3l JIMLY, OCYIUECTBISIIOUIEMY  BBO3  MEIHIHHCKOIO  H3JENHA
B Poccuiickyio ®epepanuio B LeNSX €ro rocyJapCTBEHHOH perucTpanuy
Ha 3aKOHHBIX OCHOBaHHUSX;

JOKYMEHTBI,  MONTBEPXKOAIOIME  BO3MOXKHOCTB  OCYIIECTBICHHS
IpOM3BOJCTBA MO aapecy (aapecaM), yKa3aHHOMY (YKa3aHHBIM) B 3asiBIICHHH
O BHECEHHMH H3MEHEHHH (MPOM3BOJACTBEHHAs IUIOMAAKa (IPOM3BOACTBEHHEIE
IIOWAAKK) (IOKYMEHTHI, MOATBEPKAAIOIINE HAIWYME YCJIOBUH NPOM3BOJCTEA,
U (MJIM) KOIHH CepTHPHKATOB COOTBETCTBUS CHCTEMBbl MEHEDKMEHTA KauyecTBa
tpeGoBanusam craggapta [OCT ISO 13485 "Uznenus meauuuHckue. CHCTEME
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MEHEDKMEHTa Ka4decTBa. TpeboBaHuMsa Juis wHenelt peryiupoBaHUsA" HIH
COOTBETCTBYIOLIEro MexXayHaponHoro ctannaprta ISO 13485) (npu Hamuuun);

NOKYMEHTEI U CBEACHHS O COOTBETCTBYIOIIMX U3MEHEHHUSX, B TOM YHUCIIE
JOKYMEHTEI, IOATBEPXKJAIOIIMEe H3MEHEHHS M CBHJETENBCTBYIONIME O TOM,
YTO BHECEHHE ITUX HM3MEHEHHH He BiiedyeT 3a co0oil M3MEHEHHS CBOKMCTB H
XapaKTEPHCTUK MEIUIMHCKOTO H3ICNIUA, BIUAIOMHUX Ha ero 6e30macHoCTh,
KauecTBO M 3((EeKTHBHOCTh, WIH COBEPLIEHCTBYET €ro CBOWCTBA H
XapaKTEPUCTHKU I[P HEU3MEHHOCTH (YHKIIMOHAIBHOTO Ha3Ha4YeHHA U (HIIH)
NPUHLMIA ACHCTBUA METULIMHCKOTO U3/EITUS;

OPUI'MHAJI PErUCTPaLIHOHHOIO YI0CTOBepeHus (Xybnukar);

CBEJI€HHS O BBLIAHHBIX PErHCTPHPYIOIIMM OPraHOM pa3pelleHHsIX Ha BBO3
MEIULMHCKHX H3JENUH C LEeNbI0 MX TIOCYNapCTBEHHOH perucrpauuu (s
MEIMLUHHCKHX H3JEIUH, NPOU3BOAMTENEM KOTOPHIX SBIAETCS IOPUAMYECKOE
JUIO WIH HHIWBHUAYyalIbHBIM IpeANpHHUMATENb, 3aperHCTPUPOBAaHHEIA Ha
tepputopun Poccuiickoit ®epepanuu, a azapec (agpeca) Mecra (MecT)
NpOM3BOACTBa (IIPOH3BOACTBEHHAs IUIOMAaaKa (MPOH3BOJCTBEHHEIE ILTOLIAIKH)
TAKKX MEIHLMHCKHX HM3Jenull HaxoauTcs (HaXOoIATCs) Ha TEPPUTOPHUH
HHOCTPAaHHOIO TroOCyJapcTBa, M MEIULUUHCKUX M3JeMii HMHOCTPaHHOTO
NPOU3BOJACTBA, 3a HCKIIOYEHHEM IPOrpaMMHOI0 odecriedeHus, SBILIOIIErocs
MEAVMUMHCKMM HM3JeJIMEM, B TOM 4YHCJIE€ NporpaMMHoro obecnedeHus c
NpYMeHEeHHEM TEXHOJIOTHI HCKYyCCTBEHHOIO HHTEILIEKTA);

ONMCh JOKYMEHTOB C YyKa3aHHMEM pasfiefla HAacTOAILUEro IOKYMEHTa, B
COOTBETCTBHM C KOTOpPBIM  MIaHUpPYETCS  IPOXOXAEHHE  IPOLEXYDPHI
roCyJapCTBEHHOH perucTpanyiy MeJUIIMHCKOTO U3IENHS.

B ciydae ecnu yka3aHHBIe JOKyMEHTBl COCTaBI€Hbl Ha HHOCTPAaHHOM
A3bIKe, OHH IMPEACTABIAIOTCS C 3aBEPEHHbIM B YCTaHOBIEHHOM MOPSJIKE
NIEPEBOJIOM Ha PYCCKHH A3BIK.

JloKyMeHTB!l NpOU3BOIUTENA (U3rOTOBUTEINS), YKa3aHHBIE B HACTOALIEM
MyHKTe (33 HCKIIOYEHHEeM JOKYMEHTa, IIpeJyCMOTPEeHHOro ab3aneM TpeTbUM
HAaCTOSAIIEro ITyHKTa), 3aBepAIOTCS INPOHU3BOJUTENIEM (M3rOTOBUTENIEM) HIIH
YIIOJIHOMOYEHHBIM TpeACTaBUTENEM IPOU3BOAMTENA (M3TOTOBUTENA) MpH
YCIIOBUHM HAIMYHS U MPEACTABIEHUS B PErUCTPHPYIOLIUH OpraH IOKYMEHTa,
MIOATBEPXK/IAIOIIIETO IIOJITHOMOYMSI  YIIOJHOMOYEHHOrO IIpeICTaBUTENA
NPOH3BOAUTENA (M3TOTOBHUTENS) MO MX 3aBEPEHHIO H BCTYIIUBIIETO B CHIy AO
odopMIIeHHS TOKYMEHTOB, IIPeAyCMOTPEHHbBIX HACTOAIINM ITyHKTOM.

20.B Teuenune 15 pabouyumx AHeH cO IOHA TMOCTYIUIEHHA 3asBIIEHHS O
BHECEHHMH H3MEHEHHMH HW [JOKYMEHTOB, IIpEAyCMOTPEHHBIX IIyHKTOM 19
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HAaCcTOAIIEr0 JOKYMEHTa, PpErHCTPUPYIOLIHH OpraH MNPOBOAMUT IIPOBEPKY
IIOJIHOTBI ¥ JOCTOBEPHOCTH COJEPXKAIKUXCA B HUX CBEIEHHH M OCYIIECTBIIAET:

a) OPUHATHE pEIIeHHs O BHECEHHH HW3MEHEHMH B JOKYMEHTEHI,
COJIepXKalllUecss B PETHCTPAllMOHHOM HOChE, KOTOpoe o(opMiseTcs MpHKa3oM
PETHCTPHDYIOIIEr0  OpraHa, BHECEHHMEe B  TIOCYIOapCTBEHHBIH  peecTp
COOTBETCTBYIOIIMX CBEIEHHMH WIH NPUHATHE PEIICHUS O BO3BpATe 3ajABJIEHUA O
BHECEHHHM MW3MEHEHMH M JOKyMEHTOB, INPEIyCMOTPEHHBIX IIYHKTOM 19
HACTOSILETO JOKyMEHTA, C MOTUBHPOBaHHBIM 0O0OCHOBaHHEM IPHYHH BO3BPATa;

6) yBenoMieHHe B MHCbMEHHOH (GopMe 3asBUTENSE O MPUHATOM pellleHHH
3aKa3HbIM I[IOYTOBBIM OTIIPaBI€HHEM C YBEAOMIIEHHEM O BpPYYCHHH C
TIPHIIOKEHHEM  T1epeOpOPMIEHHOTO  PETMCTPAlOHHOTO  YIOCTOBEPEHHS
(B ciydae BHECEHUs U3MEHEHH B Hero) U paHee BHIAAHHOTO PETHCTPAIMOHHOTO
yJIOCTOBEPEHUsA C OTMETKOH O €ro HeIeHCTBUTEIBHOCTH (C yKa3aHHEM JAATHI).

21. Peructpupyromuii opraH ¢oOpMHpPYeT pPEerucTpalMOHHOE IOChe Ha
MeJUIMHCKOE U3JIeNIHe U3 CIIeIYIOITHX JOKYMEHTOB:

a) 3asIBJICHHE O rOCy[apCTBEHHOHW PEerHCTpallid M IpHJIaraeMble K HEMY
JOKYMEHTBI, a TaKXe 3asBJIEHHE O BHECEHHM H3MEHEHHHA M INpHiiaraeMele
K 3aSBJICHHIO O BHECEHHH U3MEHEHHH TOKYMEHTHI;

0) 3aKmoYeHHe O BO3MOXXHOCTH (HEBO3MOXHOCTH) TIOCYAapCTBEHHOH
pETHCTpalMi MEAULIMHCKOTO U3AETHs;

B) pELIEHHE O IOCyAapCTBEHHOH pEerucTpalid MeIULUHCKOTO H3IEIHs,
oQOpMIEHHOE NPHUKA30M PErHCTPHPYIOLIETO OpraHa;

I) KONHMS PpEerucCTPaOHHOTO YIOCTOBEPEHHS M KOMHMH YBEIOMIIEHHUH,
O(QOPMIICHHBIX PETUCTPUPYIOIIHM OPTraHOM;

I) Konus AyOJHMKara perucTpaliOHHOrO YAOCTOBepeHus, oQpOpMIEHHOTO
PErMCTPHUPYIOLINM OPraHOM.

22. B nepuon AeHCTBUSA roCyAapCTBEHHONW PErucTpald MEOUIUHCKOTO
U3JEeNHs, OCYIECTBIEHHOM B COOTBETCTBHH C HACTOSILHM IOKYMEHTOM,
IIPOU3BOIUTEND (M3rOTOBUTENH) MEIUIIMHCKOTO U3JENUsl WU YIIOTHOMOYEHHBIH
IpeACTaBUTENb IIPOU3BOAMTENSA (M3rOTOBUTEIS) MEAUIIMHCKOTO U3/IEJIHS BIIpaBe
NpeICTaBUTh B pPETUCTPUPYIOIIMHA OpraH 3asBlI€HHE O TOCyAapCTBEHHOM
perucTpallii M KOMIUIEKT JOKYMEHTOB, MpeAycMOTpeHHBIH IIpaBunamu
pPErucCTpalyy, i MPOXOXKAEHHMS MpOLEXYyphl IOCyIapCTBEHHOH perucTpauyu
MEIMLMHCKOTO U3AENHUs C LENbI0 IOTy4YeHHUss OeCCPOYHOro perucTpalMOHHOIO
YIAOCTOBEPEHUS.

B mensx rocyiapcTBeHHOH pErucTpallid TaKUX MEIULUHCKUX H3JENHii
OKCIIEpPTH3a 3asBIEHHS] O TOCYJapCTBEHHOM perHcTpallMH MeIUIHHCKOIo
HU3eIsd H JOKYMEHTOB, IIpeXyCMOTPEeHHBIX IlpaBHliaMH perucTpauus,
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OCYLUECTBJIAETCS OTHOBPEMEHHO C IPOBEAEHHEM OKCIIEPTHU3BI IOJHOTH M
Pe3yIbTaTOB NIPOBEACHHBIX UCIIBITAHUE M UCCIIEI0BAaHHM.

III. OcobenrOCTH rocyapcTBEHHOM PEruCTpaly MeAUIMHCKHX H3AEIHH C
HU3KOM CTENEHEBI0 NOTEHINAIBHOIO PUCKa UX IIPHMEHEHHS (38 UCKIIIOYEHHEM
MEIMIMHCKMX U3JIEIMH, BEIITYCKAaeMBIX B CTEPHJILHOM BHIIE),
BKJIFOYEHHEIX B [IEpEYEHb MEIHIIMHCKUX U3IETHI

23. Jlng rocynapCTBEHHOM pErucTpaliiM MEIUIHHCKOIO HM3JeNus C
HH3KOM CTEINEHBIO NOTEHLUHMAIBHOIO PHCKA €ro NMpHUMEHEHUs (3a HCKIIOYEHUEM
MEIULUUHCKHX M3IENIHUH, BBITYCKaeMBIX B CTEPHJIIBHOM BHJE), BKIIOYEHHOrO B
nepeYeHb MEIUIMHCKUX H3JENHH, 3asBUTENh IpeICTaBIsAeT Ha OyMakHOM
HOCHUTEJIE HEMOCPENCTBEHHO B DPETHCTPHPYIOIIMH OpraH WM HalpaBlieT B
PETMCTPUPYIOIIM OpraH 3aKa3HbIM [TIOYTOBBIM OTIIPABJIEHHEM C YBeIOMIIEHHEM
O BpYYEHHH U OIMCBIO BIIOKEHHUS CIEXYIOIINE JOKYMEHTHI:

~ 3asBJICHHE O TOCYIapCTBEHHOM DErMCTpal(i¥ MEIUIMHCKOTO H3JelHs
B COOTBETCTBMH C TpeOOBaHUSAMH K COJEP)KaHHIO TaKOro 3asBJICHHS,
yCTaHOBJIeHHbIMU [IpaBUnaMu perucrpanuy;

KOIUA NOKYMEHTa, MOATBEPAKAAIOLIErO MMOJTHOMOYHSA YIOJIHOMOYEHHOI'O
IIpeICTaBUTENS IPOU3BOIUTENS (M3TOTOBUTEIA );

OpMIHMHal  JOKyMEHTa, MOATBEPXKIAIOLIEr0  IOJHOMOYMSA  JIMIA,
OCYIIECTBIISIOIErO BBO3 MEAMIMHCKOrO u3aenus B Poccuiickyro ®eneparuio B
LEJISIX €r0 roCy1apCTBEHHON PeruCTpallty;

JOKYMEHTBI, IOATBEPXAAIOIIHE NPUHAJIEKHOCTH  MEIUIMHCKOIO
M3enus  JMUy, OCYIIECTBJIAIONIEMY BBO3 MEIHMIHHCKOrO H3JENHd B
Poccuiickyro Penepanuio B LEIIX €ro rOCYJapCTBEHHOH perucTpanuy Ha
3aKOHHBIX OCHOBAHUSX;

TEXHHYEeCKass JOKYMEHTAalus I[IpOM3BOAUTENA (M3TOTOBUTENA) Ha
MEIHIMHCKOE M3OENHe, COOTBETCTBYIOIIAas TpeOOBaHUSAM, YTBEPXKACHHBIM
MuHucTtepcTBOM 3/ipaBooxpaHenus Poccuiickoii Oenepanyy;

3KCILTyaTallMOHHasl JOKYMEHTallUs NPOU3BOJIUTENS (M3rOTOBHTENA) Ha
MEIUIMHCKOEe H3JeNHe, COOTBETCTBYIOIIAs TpeOOBaHUSAM, YTBEpXIAEHHBIM
MunucrepcTBoM 3apaBooxpaneHns Poccuiickoit @enepanmu;

¢portorpaduueckue H3006paxkeHHss oOLIEro BHIA MEAMLUHHCKOIO H3AENIUS
BMECTE C  IPHHAMIEKHOCTAMH, HEOOXONMMBIMH Uil  [OpPHMEHEHHS
MEIMIUMHCKOrO H3JeNus I10 HasHadeHuto (pasMepoM He MeHee 18 Ba 24
CaHTHMETpa);

doTtorpaduyeckue U306paXKeHUs INEKTPOHHOTO HOCHTENS U MHTep(etica
nporpaMMHoOro obecniedeHuss (eciu uMmeercs) (pasMepoM He MeHee
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18 Ha 24 canTHMeTpa) - AN [pOrpaMMHOro ofecledeHHus, SBILIOIIErocs
MEIULIMHCKUM U3JEeNHEM,

OIIMCh NOKYMEHTOB C YKa3aHHEM pasjella HacTOSIIero JOKYMEHTa, B
COOTBETCTBHUM C KOTOPHIM IUIAHHpYeTCsS  MPOXOXIEHHE MPOLEeXypHI
rocyJapcTBEHHOM perucTpaluy MeIULIUHCKOTO H3IeHs.

B ciydyae ecnu ykazaHHBIE JOKYMEHTHI COCTaBJIEHBl Ha HHOCTPAaHHOM
A3bIKE, OHHU I[IPEACTABISIIOTCS C 3aBepEHHBIM B YCTAaHOBJIEHHOM IIOpsJKe
NIepeBOAOM Ha PYCCKHUH A3BIK.

JloxyMeHTBl MpOoU3BOAUTENS (M3rOTOBHUTENA), YKa3aHHbIE B HACTOALIEM
NYHKTe (32 HUCKIIOYEHHEM NOKYMEHTa, MpeNyCMOTPEHHOro ab3aleM TpeThHM
HaCTOAIIEro IyHKTa), 3aBEpPAIOTCA INPOU3BOAUTENEM (H3rOTOBUTENEM) WIH
YIOJJHOMOYEHHBIM IPENCTABUTENIEM MPOU3BOAUTENS (M3TOTOBHUTENS) IIpH
YCJIIOBHM H&JIM4YHSA WU NpEACTaBIEHHS B PETUCTPHPYIOLIUN OpraH IOKyMEHTa,
NIOATBEPKIAIOIIETO IIOJIHOMOYHSA  YNOJTHOMOYEHHOTO IIpeICTaBUTENS
IPOU3BOAUTENA (M3TOTOBUTENS) MO MX 3aBEPEHUI0 U BCTYIHBIIETO B CUIY IO
0hOpMIIEHHS TOKYMEHTOB, [peyCMOTPEHHBIX HACTOSIINM ITYHKTOM.

24. B cpok, He mnpeBblaromMii 5 paboumx OHEH CO OHA NONY4YEHHUA
3asBJIEHUA M JIOKyMEHTOB, IpPEAyCMOTPEHHBIX ITyHKTOM 23 HAacTOSIIEro
JOKYMEHTa, pErUCTPUPYIOLIUH OopraH NpUHUMAET pellieHHe O rocyaapCTBEHHON
perucTpaluu MEJUUHUHCKOTO U3JIeNHs, odopmisieMoe INPHUKa30M
PETHCTPUpPYIOILIIEr0  OpraHa, HampaBisieT 3asiBHTENI0 PETHCTPallHOHHOE
yAOCTOBEpEHHE Ha MEJULMHCKOE U3Jeliie 3aKa3HBIM IOYTOBBIM OTIIPABICHHEM
C YBEJOMJIEHHEM O BpyYEHHMH HJIH B ¢oOpMe D3JIEKTPOHHOrO IOKYMEHTa,
MOJIIUCAHHOTO 3JIEKTPOHHOH moAnuceio, OO B 3JIEKTPOHHOH ¢opme IO
TEJEKOMMYHHUKALMOHHBIM KaHajlaM CBS3H, BHOCHT B I'OCyJapCTBEHHBIH peecTp
CBEJICHUSI O 3apEerUCTPUPOBAHHOM MEIHUIIMHCKOM U3EIIHHU.

B cmydae ecnum 3asgBieHHEe O TOCYAApCTBEHHOM perucTpainuu
MEMLMHCKOrO H3lelMsi C HHM3KOM CTeNeHbH0 MOTEHIHAIBHOTO PHCKa €ro
IIpUMEeHeHUs (3a HUCKIIOYEHHEM MEIHWLHUHCKHX U3JEeIuH, BBITyCKaeMBbIX
B CTepUJIbHOM BHJ€), BKIIOYEHHOTO B IlepedeHb MEIULIMHCKUX H3IENui,
H (WIH) DOKYMEHTHI, IIpeAyCMOTpEHHbIe IMyHKTOM 23 HACTOSIIEro JOKyMeHTa,
IpeAcTaBleHbl HE B MONHOM oObeMe, yKa3aHHbBIE 3asiBlIieHHE U INOKYMEHTEI
PETUCTPHUPYIOLIHUM OPraHOM He IPUHHUMAIOTCS ¥ BO3BPAILAIOTCS 3aBUTEIIO.

25. 3agBUTEN B CpPOK, He MpeBBINAIOUNA 5 paboumx mHeld co JHA
NONy4eHU pPEerucTpPalldOHHOrO YAOCTOBEpEHHS Ha MEIHUUHMHCKOE H3IeNHe C
HU3KOH CTENMEHBI0 NMOTEHHUAJIBHOIO PUCKa €ro IpHMEHEeHHs (33 HCKIIOYEHHEM
MEOULUHUHCKUX H3JeNuid, BBIMYCKAaEMBIX B CTEPUIBLHOM BHJe), 00s3aH B
COOTBETCTBHH C 3aK/IOYEHHBIM [OTOBOPOM IpEACTaBHTh B (QeaepalbHOe
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rocynapcTBeHHoe  OromkeTHoe yupexzaenwe "Beepoccuiickuit  HaydHO-
HCCIIEJOBATCIbCKMA M HCNBITATENbHBIA MHCTUTYT MEAMLMHCKOM TeXHHKH"
QenepaneHOH Ciyx0Obl Mo Ham3opy B cdepe 3apaBoOXpaHeHHs (nanee -
yupexaeHue) obpasen (06pasubl) MeTHUIUHCKOrO M3OENMA M MPOBENCHHUA
HCIIBITAHHHM, a TAK)Ke OIUIATHTH YCITYTH YUPEXACHHS.

26. YupexxaeHue B CpOK, He npeBbiarommit 50 paboumx gHei co AHA
nomy4eHus obpasua (00pa3sloB) MEIHLMHCKOTO H3AENHA C HH3KOH CTEMEHBIO
NOTEHIMAIBLHOIO PHCKA €ro MpHUMEHEeHHsA (3a HCKIIOYEHHEM MEeIUIHHCKHX
H3/IE]IMH, BBITYCKaeMbIX B CTEPHIBHOM BHIE), INPOBOIAMT HCIBITAHHA
B COOTBETCTBHH C THIOBOH NPOrpaMMOif B 3aBHCHMOCTH OT BHAa MEIULHHCKOIO
H3AENHs, pa3paboTaHHOH OKCHEPTHBIM YUYpeXKIEHHEM H OIMYOJHKOBAHHOIA
Ha OQHUUHAIBHOM caiiTe 3KCIEepTHOro YyupexxaeHus B ceTH "HurepHer"
(1o NpUMEHHUMOCTH), ¥ OCYIUECTBIIAET:

a) opopMieHre M BbIAAYy 3adBHTENIO aKTa OLEHKH pPe3yJIbTaTOB
UCIBITAHHUH M 3aKIIOYEHUS 110 pe3ybTaTaM TOKCHUKOJOTHYECKHUX HCCIIeIOBaHHM
MEIMLHUHCKOro U3AeNnus (110 MPUMEHUMOCTH);

0) HanpaBJleHHe B PETUCTPHPYIOIINE OpraH aKTa OLEHKH pPe3yJIbTATOB
HCIBITAaHUM H 3aKIIIOYEHHUS 10 pe3yJbTaTaM TOKCHKOJOTHYeCKHX HCCIieJ0OBaHM
MEIHMLUHCKOro U3jenus (1o NPUMEHHMOCTH) M CONPOBOIUTENBHOIO MHCHMA C
yKazaHHEM CBelJeHHH 00 ycTaHOBIeHHH (HEYCTaHOBIEHHH) GAKTOB H
0OCTOATENBCTB, CO3JAIOIIMX Yrpo3y JKH3HH M 3HOPOBBIO TIpaXaaH M
MEIULUUHCKUX pabOTHHKOB IIpH NMPHUMEHEHHH W 3KCILTyaTallHd MeIHLHHCKOTO
761 (1758

27.B cpok, He mpeBslmaromui 150 paboumx gHeH co OHA
rOCYJJapCTBEHHOM DPETHCTpaliM¥ MEAMLMHCKOrO M3JENIHSA C HU3KOH CTENEeHbIO
IIOTEHI[HAJIBHOTO PHCKAa €ro NpHMEHeHUA (3a MCKIIOYEHHEM MEIUIIMHCKHUX
U3JIENUH, BBITYCKAaEMBIX B CTEPUIBHOM BHAE), BKIIOYEHHOIO B IlepedeHb
MEIMLMHCKUX H3JeNHHA, MNpoU3BOAUTENb (M3rOTOBUTENH) MEIHIIMHCKOIO
M3JENUS WIM YIOJTHOMOYEHHBIN NpeCTaBUTENh POU3BOAUTENSA (M3TOTOBHTEN)
MEIMLIMHCKOTO H31eaus o0sf3aH MpeNCTaBUTh B PETHCTPHPYIOIIHHA oOpraH
3agBlleHHE O TOCYJApCTBEHHOM perucTpallid M KOMIUIEKT JOKYMEHTOB
(32 HCKIIOYEHHEM HCIBITAHWHA, YKa3aHHBIX B IIyHKTe 26 HaCTOSAIIETO
JIOKyMEHTa, B ClIy4ae OTCYTCTBHUS BHECEHUS B HUX M3MEHEHUH WIM NpPOBeIeHUA
JOIIOJTHUTENBHBIX HCIBITAHUH), NpeXycMOTpeHHBIX [IpaBunaMu perucrpanuy,
I TIPOXOKIEHUS IpOLeNyphl rOCYJapCTBEHHON perucTpaldid MeIHUIMHCKOTO
U3JeNus B cOOTBEeTCTBUH ¢ [IpaBUnamMu peructpaluu.

B uensx rocynapCTBEHHOM perucTpallid MEOHLMHCKMX H3OEIHi,
yKa3aHHBIX B a03alle mepBOM HAacCTOANIEro ITyHKTa, IKCIIEPTH3a 3asBIECHHA O
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rOCyJapCTBEHHOM perucTpald MEIMUMHCKOrO H3IeIHs H JOKyMEHTOB,
npeaycMOTpeHHBIX IIpaBunaMu perucTpauus, OCyLIECTBIAETCA OTHOBPEMEHHO
C TMpOBEACHHEM SKCIEPTM3Bl IOJHOTHI M  Pe3yJbTaTOB NPOBEIEHHBIX
UCIIBITAHUH.

Beinaya mgyOnukara pervcTpallHOHHOIO YAOCTOBEPEHHMS METHUMHCKOIO
M3LENNs C HHU3KOH CTENEHBIO IOTEHUHAIBHOTO pPHCKAa €ro IpHMEHEHHA
(32 UCKITIOYEHHEM MEIULMHCKUX WU3JEeJIHii, BBITYCKaeMbIX B CTEPHIEHOM BHIE),
BKIIOYEHHOTO B Ilepe4eHb MEIMIHHCKHX H3IeNHi, OCYyIIECTBIAETCA B
OTHOLIEHHH PErHCTPallHOHHOTO yIOCTOBEpEHHS, 0(OpMIIEHHOTO
PETUCTPUPYIOIIMM OPraHOM B COOTBETCTBUH c [IpaBmiamu perucTpanuy.

28. BHeceHne HU3MeHeHMH B  JOKYMEHTBI, coJep)kalluecs B
PErHCTPAllHOHHOM [OCh€ MEIHLMHCKOrO H3JeIHA C HH3KOH CTelneHbIo
NOTEHIMAIFHOIO pPHUCKa €ro MPHUMEHEeHHsA (338 HCKIIOYEHHEM MEIUIHHCKHX
U3JEJIHiA, BBITYCKA€MBIX B CTEPUIBHOM BHJE), BKIIOYEHHOrO B IepedyeHb
MEINLUMHCKUX U3HEHH, OCYLIECTBISETCS II0CJ€ MPUHATHA PpEIIeHHA O
roCyZ1apCTBEHHON perucTpalid MEIHIMHCKOrO0 H3JEJHMA B COOTBETCTBHU C
IIpaBunamu perucrpanuu.

29. OcHOBaHUSAMH [UIS TPHHSATHSA PErHCTPHPYIOIIMM OPIaHOM pelleHHsS
06 OTMEHe roCyJapCTBEHHOH perHcTpaldd MeIMIMHCKOIO H3AeNHA C HH3KOH
CTENEHBI0 TOTEHUHAJBHOIO pHCKa €ro IpHMEHeHWs (3a HCKIIIOYeHHEM
MEIMLUUHCKHX H3OENUi, BBITYCKa€MBIX B CTEPHJIBHOM BHIE), BKIIIOYEHHOTO B
nepevyeHb MEJULIMHCKUX H3AETHH, ABISIOTCS:

a) 3aKJIIOYEHHE 3KCIEPTHOrO YUPEXIEHHS 10 pe3yJbTaTaM SKCIEepTU3bI
KadecTBa, O3((eKTHBHOCTH H 0e30macHOCTH MEIMIMHCKOTO  H3/elud,
CBHAETEIBCTBYIOIEE O TOM, YTO Ka4ecTBO, U (Wwin) 3Q¢GeKTHBHOCT, U (HUJIH)
0e30MacHOCT, MEIMIIMHCKOTO H3JeUs He TMOATBEPXKICHbI IONTy4eHHBIMH
OaHHBIMH, U (MJIM) O TOM, YTO PHCK IPHYHHEHMS BpeJa 3JO0POBBIO IpaxJaH H
MEIUIIMHCKUX PabOTHHKOB BCJIEICTBHE MPHMEHEHHS MEIMLIMHCKOTO H3ACNHs
IIpeBbIAeT 3P GEKTUBHOCTD €ro NIpUMEHEeHHS, U (MJIH) O TOM, YTO MEAHLIMHCKOE
U3[eliie HEe COOTBETCTBYET TpeOOBaHUAM HOPMATHBHOH JOKyMEHTallWH,
TEXHHYeCKOH H (MJIH) OSKCIUTyaTalMOHHON MOKYMEHTAalLlMH NPOU3BOAUTENS
(M3roTOBHTENA);

©) BBIABIEHHME  PErHCTPUPYIOIIMM  OpraHoM 10  pe3yJjbTaram
rOCylapCTBEHHOI0 KOHTpOJii 3a ofpalieHHeM MEOMLMHCKHX M3JeNnui
HECOOTBETCTBUS JaHHBIX 00 3¢ddexTHBHOCTH M 6€30MacHOCTH MEIULHHCKOro
H3JeNHd JAHHBIM O MEAWILMHCKOM H3IEIHH, COAEpXAIIMMCS B JOKYMEHTax U
CBeIeHHAX, MpPEICTaBJICHHBIX 3asBHTEJIEM B COOTBETCTBHHM C ITyHKTOM 23
HaACTOALIETO JOKYMEHTA,
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B) HENpeACTaBJICHUE IIPOU3BOAUTENIEM (HU3rOTOBHTENEM) MEAMIMHCKOIO
U3JeNds MM YHOJNIHOMOYEHHBIM  IPEeACTaBUTENeM  IPOH3BOAMTEN
(usroToBUTENA) MEOULUUHCKOTO H3JECNUA B CpPOK, HE IIpEBLIAIOMIHH
150 pabGoumx OHeH CO OHA TroOCyJapCTBEHHOM pPETHUCTpaLMM MEAMIIMHCKOIO
U3IENHA C HHU3KOH CTENEHBIO NOTEHIMAITBHOIO pHCKa €ro INpUMeHeHHs (3a
HCKIIIOYEeHHEM MEIUIIMHCKUX H3/ENHii, BBEIMYCKAEMBIX B CTEPHJILHOM BHIE),
BKJIIOYEHHOTO B Nepe4eHb MEJULIMHCKUX H3NENHN, B PerHCTPUPYIOLIMH oprad
3adBJIEHUA O TIOCYy/JapCTBEHHOH pericTpalid H KOMILIEKTa JOKyMEHTOB,
npexycMoTpeHHbIX [lpaBunamMu perucTpaiy, A8 MPOXOXKIECHHA MPOLEyphl
rOCYJapCTBEHHOM perucrpaly MeJUUUHCKOrO H3AeNUsd B COOTBETCTBHH C
IIpaBunamu perucTpanuy;

r) IONydYeHHe OT yUYpeXxIeHHs cBelNeHHH 00 ycTaHOBIEHWH (aKTOB U
0OCTOATENBCTB, CO3JAIOUIMX YIpo3y JKM3HM H 3[0pPOBBIO TIpaxJaH H
MEIHLUHUHCKAX paOOTHUKOB NpH NPHMEHEHWH M 3KCIUTyaTalHH METHIMHCKOro
H3JeNHd MO pe3yNbTaTaM IMPOBENEHHBIX B COOTBETCTBHM C ITYHKTOM 26
HaCTOSIIEro JOKyMEHTa HCIILITAHUH;

Il) HEBLITIOJIHEHHEe  TpeOOoBaHMi, INPEXYCMOTPEHHBIX  ITYHKTOM 25
HACTOAIINEro JOKyMEHTa, a Takoke He3aKIoUeHHe JOroBopa, peayCMOTPEHHOro
IYHKTOM 25 HacTOAIIEro JOKYMEHTa;

€) IPUHATHE PpETUCTPUPYIONIMM OpraHoOM peEIeHMs O BO3BpaTe
IJOKYMEHTOB B COOTBETCTBUH C [IpaBuiiamMu perucTpaumy.

IV. OcobeHHOCTH BHECEHHA U3MEHEHUH B JOKYMEHTBI, COAEPXKAIIHECHA
B PETUCTPALIMOHHOM J0OCHE HA MEJHIIHHCKOC N34C/ITHC
OTCYECTBCHHOTO IIPOU3BOACTBA

30. K wu3MeHeHHsAM, BHOCHMBIM B [JOKYMEHTBI, COJAEpXalluecs B
PErHCTPAallHOHHOM JOChE€ Ha MEIMIMHCKOE H3J€JIHe OTEYECTBEHHOTO
IPOM3BOCTBA, MpollelIee roCyJapCTBEHHYIO PETHCTPAllHIO B COOTBETCTBHH C
HACTOAIIMM [JOKyMEHTOM MiM IIpaBHIaMH pericTpauuy, TpeOyromuM
NpOBEJEHHs. OKCIEPTU3bl KadyecTBa, JGQPEKTHBHOCTH H  0€30IacHOCTH
MEIHUIMHCKOrO U3AEHA, OTHOCATCS H3MEHEHHUS CIEAYIOIMX CBEACHHH:

a) CBEIEHUA O TMOKYNHbIX HM3JENUsAX, CHIpbE, MarepyHajlax H
KOMIUIEKTYIOIIHX;

©) cBeleHHS O COCTABHEIX 9acTAX, 3aNaCHBIX YaCTAX ¥ MPHHAUIEXHOCTAX.

31.JIn1 BHeceHHMA H3MEHEHHWH B JOKYMEHTHI, COJiepXaluecs B
PETHCTPALMOHHOM JIOCBE€, 110 OCHOBAHMAM, NpPEXYCMOTPEHHBIM ITyHKTOM 30
HACTOSIIErO JOKYMEHTa, 3asBUTeNb He no3nHee 4eM depe3 30 pabouux nHe# co
JIHS H3MEHEHHS COOTBETCTBYIOINMX MAaHHEIX IPEACTaBIseT Ha OyMaXXHOM
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HOCHTEJIE HEMOCPENCTBEHHO B PErMCTPUPYIONIMI OpraH WM HaIpaBisieT B
PErHCTPHPYIOLINH OpraH 3aKa3HbIM IMOYTOBEIM OTIPABJIECHHEM C YBEeIOMIICHHEM
O BPYYEHHH H OMKUCHIO BIOXKEHHS CIEIYIOLIHE TOKYMEHTHI:

3asBJICHHE O BHECEHMM W3MEHEHHH B [OKYMEHTBbI, O(hOpPMJIEHHOE B
COOTBETCTBUM C TpeOOBaHMAMH K COAEPKAHMIO TaKOro  3asBJIECHHS,
ycTaHOBJIeHHBIMHU [IpaBUiiaMi perncTpanuu;

KOIMs JOKYMEHTA, MOJATBEPXOAIOIIEr0 MMOTHOMOYHS YIOJIHOMOYEHHOIO
IIpeaCTaBUTENs IPOU3BOIUTENS (H3TOTOBUTENA ),

JOKYMEHTHI M CBEACHUS O COOTBETCTBYIOIIMX H3MEHEHHUSX, B TOM HHCJIE
JOKYMEHTBI, IOATBEPKAAIOIINE U3MEHEHHSI U CBUIETEILCTBYIOIINE O TOM, UTO
BHECEHHE JTHX H3MEHEHHH He Bie4yeT 3a CoO0OH H3MEHEHHS CBOWCTB M
XapakTEepUCTHUK MEJMIIMHCKOIO H3JeNus, BIUSIOHIMX Ha ero 0e30MmacHOCTS,
Ka4ecTBO U 3(0¢EeKTHBHOCTh, MM COBEPIICHCTBYET €ro CBOMcTBa H
XapaKTEpUCTHKH IIPM HEU3MEHHOCTH (QYHKLMOHAJIBHOTO Ha3HaueHUsA U (WJIH)
IPHUHLIMIA JeACTBUS MEAULIMHCKOTO U3JEIHS;

OpWTMHAJl pETUCTPAIMOHHOIO YAOCTOBEpeHHs (IyOnuKar);

JOKYMEHTBI IpOM3BOAUTENS U (WIHM) OpraHU3allkii, OCYIIECTBISIOLINX
[IpOBEACHHE TEXHWYECKHUX MCNBITAHUH, TOKCHKOJIOTHYECKHX HUCCIe0BaHUH,
KJIIMHUYECKMX MCHBITAHUNA (pe3ylbTaThl COOTBETCTBYIOILIMX HCIBITAHHMH),
MOATBEPXKJAAIOIIME, YTO BHECEHHUE 3asABICHHBIX H3MEHEHUH He Bieder
U3MEHEHHs CBOICTB M  XapaKTEpUCTHUK, BIHSIONIMX Ha  KadecTBo,
3¢ PeKTUBHOCTD U 6€30I1aCHOCTh MEUIIMHCKOTO U3JIENHs, WIH COBEPIIIEHCTBYET
CBOMCTBA M  XapaKTEPUCTHKH TIpH HEW3MEHHOCTH (PYHKIHOHAILHOIO
Ha3HauyeHus U (WIM) NpUHLMNA OeHCTBUS MEIULIMHCKOIO M3IENIHS, a TaKkKe
NO3BOJISIOIIME OLEHUTh IpHUMEHseMble MeToabl (METOAUKH) H IepedyeHb
MCIIOJIb3YEMOT'0 UCIBITaTENIbHOr0 000py10BaHuUS;

ONHUCh NOKYMEHTOB C yKa3aHHEM pa3jiella HacTOSIIero JOKyMeHTa, B
COOTBETCTBUH C KOTOPBHIM IJIAHHUpYETCS NPOXOXIEHHE NpONexAyphl BHECEHUS
U3MEHEHUH B JOKYMEHTBI, COAEpKAIHECS B PETUCTPALIMOHHOM J0ChE.

B cinydae ecnm ykasaHHblE AOKYMEHTHI COCTaBI€Hbl Ha HWHOCTPaHHOM
S3bIKe, OHM IIPEJCTABISIIOTCS C 3aBEPEHHBIM B YCTAaHOBIEHHOM MOPSIKE
nepeBOJOM Ha PYCCKHH A3BIK.

32. Dkcneptu3a  KadecTBa, d3¢pdexTuBHOocTH U Oe30macHOCTH
MEIULMHCKOTO U3JEeNUs II0 OCHOBAaHUAM, TPETYCMOTPEHHBIM ITyHKTOM 30
HACTOSAIIETO JOKYMEHTa, NMPOBOIUTCS B CPOK, HE INpeBBHIIAIOMMUNA 5 paboumx
OHEH CO AHS MONYYeHHUS DKCIEPTHBIM YUYpEXAEHHUEM OT PErMCTPUPYIOLIETO
opraHa COOTBETCTBYIOILEro 3afaHHs, a TaKKe JOKYMEHTOB, IPEeIyCMOTPEHHBIX
ITYHKTOM 31 HacTosILero JOKyMeHTa.
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33. Peructpupyomuid oprai B TedeHWe 7 paboumx OHEH CO IHA
IIOCTYTINIEHUS

a) 3aKIIOYEHHs 3KCIIEPTHOrO YHYPEXKIEHHS O BO3MOXHOCTH BHECEHHS
H3MEHEHHUH B JOKYMEHTBl, COAEpXallHecs B DPETHCTPAI[MOHHOM JOChe Ha
MEIULHHCKOE H3JeNne, IPHHUMAcT peEUIeHHE O BHECeHHH W3MEHEHUH B
JOKYMEHTBI, COJepXalllyecss B PETHCTPALlMOHHOM JOChe, BHOCHT B
roCyJapCTBEHHBIN PEECTP COOTBETCTBYIOIIME CBEEHHUS, HAlIPaBsAeT 3asiBUTEIIO
PErMCTPallMOHHOE YIOCTOBEPEHHE Ha MEIULMHCKOE H3JeJHe 3aKa3HBIM
IIOYTOBBIM OTIIPABIEHHEM C YBEIOMICHHEM O BpY4YeHMHM HIH B (Qopme
3JIEKTPOHHOTO MOKYMEHTa, MOJIMHMCAHHOIO 3JEKTPOHHOM NOJNKCHIO, JTHGO B
3JIEKTPOHHOH (hopMe 110 TeJeKOMMYHHKAIIMOHHBIM KaHaJlaM CBSI3H;

6) 3aKII0YeHHUs SKCIEPTHOTO YUYPEXICHHS O HEBO3MOXKHOCTH BHECEHHS
U3MEHEHUH B [OKYMEHTBI, COAEpXKaIlliecs B PErHCTPAlMOHHOM [0Che Ha
MEIMLMHCKOE H3Je/IMe, IpUHHMAaeT pelieHHe 00 o0Tkaze BO BHECEHHH
H3MEHEHUH B JOKYMEHTBHI, COIEpP)KaIlllHeCsi B pPETHCTPAllHOHHOM JOChE, H
HalpaBlseT 3adBHTEII0 MOTHBHPOBAaHHBIM OTKa3 3aKa3HbIM IOYTOBHEIM
OTHPABJIEHHEM C YBEIOMIIEHHEM O BpPYYCHHHM WM B (GOpME 3JIEKTPOHHOIO
JIOKyMEHTa, IOAIMCAaHHOIO DJJEKTPOHHON IOAMHKCHI0, JTHOO B 3NIEKTPOHHOM
¢dopMe 1O TeNeKOMMYHHUKAIIHOHHBIM KaHaJIaM CBS3H.

22033038 .docx



