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IIPABUJA

rOCyIapCTBEHHOM PErucTPAlMU MEAUUUHCKUX U31eTUA

[. O0mme monoxeHus

1. Hacrosimue IlpaBuna ycCTaHABAMBAKOT MNOPSAOK TOCYJapCTBEHHOU
perucTpanuu MEULIUHCKUX U3JIeNU, NO/JISKAIIUX oOpanieHuo
Ha TeppuTopun Poccuiickoit @eaepaiuu (nanee - MEAUIIMHCKUE U3ACITHS ).

2. l'ocymapCTBEHHOM peTHCTpalii  TMOJUIEKAT JIIOObIE HWHCTPYMEHTHI,
anmapatbl, NOpuOOpPHl, OO0OpYJOBaHHME, MaTEpPHATIBl H MPOYHUE HU3IEIHS,
MPUMEHSIEMbIE B MEIUIMHCKUX UEISAX OTACIbHO WM B COUYETAHUHU MEXIY
co0ol, a TakkKe BMECTE C JPYTHMH MPHHAMICKHOCTSIMH, HEOOXOTUMBIMHU
JUIS TPUMEHEHUSI YKA3aHHbBIX W3/ENIUi MO Ha3HAYCHMIO, BKJIIOUAs CHEUUabHOE
mporpaMmMHOe  oOecrieueHre, W  MPEJHA3HAUYCHHBIE  MPOU3BOJUTEIIEM
(n3roroBuTeNnEM) NS NPOPUIAKTAKH, JUATHOCTHKH, JCUYCHUS U MEAUIIMHCKON
peabunuranuu 3a00J€BaHU, MOHUTOPHUHTA COCTOSHHUS OpPraHU3Ma YeJIOBEKa,
MPOBEJICHUSI MEAUIUHCKUX MCCIEA0OBAaHUN, BOCCTAHOBIICHUS, 3aMElICHUS,
M3MEHEHUS aHATOMUYECKOW CTPYKTYPhl HINW (PU3UOIOTHYECKUX (PYHKITUH
OpraHu3Ma, MPeIOTBPAIICHUS WITH MPEPhIBaHUs O€PEMEHHOCTH, (DYHKIIMOHATIHPHOE
Ha3HAYCHHE KOTOPBIX HE peanu3yercss myTeM  (hapMaKoJIOTHYECKOTO,
HMMYHOJIOTHYECKOTO, TE€HETHYECKOTO WM METa0OIMYeCKOTO BO3JACHCTBHUS
Ha OpPraHu3M 4YesI0OBEKa.

Ha rtepputropum Poccuiickoin @eaecpanium  HE  PETHCTPUPYIOTCS
MEJIUIIMHCKUE U3/EIUs, YKa3aHHbIe B yacTh 5 cTaTthu 38 DenepaibHOro 3aKOHa
"O0 ocHOBax OXpaHbI 3I0POBbA rpaxkaan B Poccuiickont denepannn”.

3. 'ocynapctBeHHast perucrpanus MEAULIMHCKUX 1563 (121707
ocymectBiusiercs  dexepanbHOW — Cinyk00M 1o Ham3opy B cdepe
31paBOOXpaHEHUsI (Jlajiee - PErUCTPUPYIOLIUM OpraH).

4.B mnactosuux IlpaBuiax uCHoONb3yrOTCs CHEAYIONIUE OCHOBHBIE
MOHATHSL:



"0€30MacHOCTh MEIUIIMHCKUX H3Jeaui" - OTCYTCTBHE HEIOIYyCTHMOTIO
pUCKa, CBSI3aHHOTO C NPHUUYUHEHHEM BpeAa S>KU3HHU, 3JI0POBBIO UEJIOBEKa
U OKpYyXarolen cpeje;

"mokazaTesibHbIE MaTepHuabl IPOM3BOUTENA (M3roTOBUTETIA)
MEIUIMHCKOTO  U3Menus” - JloKazaTellbHble Marepuaibl  (JOKYMEHTHI)
OpOU3BOAUTENA  (M3TOTOBUTENS) MEAMIIMHCKOTO  W3JENUs WIW  HUHOHU
OpraHu3allui, COJEpPKaIlllUe PE3YJIbTaThl HCIBITAHUN B LEIAX ONUpEIeIeHU]
KayecTBa M 0O€30IaCHOCTH MEJUIMHCKOTO M3JENHA, COOTBETCTBUA €T0
XapaKTEepUCTUK (CBOMCTB) TpeOOBaHMUSIM HOPMATUBHOM  JTOKYMEHTAllUH,
TEXHUYECKOM W DKCIUIyaTallUOHHOM  JOKyMEHTallud  MPOU3BOJUTENSA
(u3rotoBuTENA) U (WIM) HCCIEAOBAaHHUNU C I1IE€JBIO OLICHKH OHOJOTHYECKOM
6€30IacHOCTH MEAMIIMHCKOTO H3/eNusd, a Takke O0OCHOBAaHHME BBIOPaHHBIX
METOJ/IOB, WX BAJIMIHOCTH, IO3BOJIAIONINE OIEHUTh IPUMEHSEMBIE METOJbI
(METOIMKH) U MepedeHb UCIIOIb3YEMOT0 UCIIBITATEILHOIO0 000PY10BaHMS;

"3aMBUTEND" - MPOU3BOAUTEND (M3TOTOBUTENH) MEIMIIMHCKOTO WU3JETUSI
WIM YIIOJIHOMOYEHHBIN MPEACTaBUTEND MPOU3BOIUTENS (M3TOTOBUTENS);

"eTUHBIN TUYHBIH KaOWHET 3aiBUTENA" - MOJACUCTEMA €JUHOTO JIMYHOTO
KaOuHeTa 3agBUTENs B (QeaepallbHOW TOCyIapCTBEHHONH HMH(POPMAIIMOHHON
cucteMe "EuHBI mOpTan TOCYJapCTBEHHBIX M MYHHUIUINAIBHBIX YCIYyT
(pyHKuwmin)";

"eIUHBIH JIMYHBIM KaOMHET MEJMIIMHCKOM opraHu3aluu" - MojCHCTEMa
€IUHOTO0 JIMYHOTO KaOWHeTa MEIUIIMHCKOW opraHu3aluu B ¢eaeparbHOn

roCyJapCTBEHHOU HH(pOpMaIIOHHOM CHUCTEME "EnunHeIi TOpTal
roCyJapCTBEHHBIX U MYHUIIMNAIBHBIX YCAYT (QYHKITHH)";
"KauecTBO  MEAMIIMHCKOrO  HM3JAeaHusA" - COBOKYIHOCTh  CBOMWCTB

U XapaKTEepPUCTUK MEIUIMHCKOTO WU3JIENUs, BIUAIOIIUX Ha €ro CIOCOOHOCTh
JeHCTBOBATh MO HA3HAYEHUIO TIPU YCIOBUU COOTBETCTBUS TPEOOBAHUSIM
HOPMAaTUBHOM  JOKyMEHTAIlMH,  TEXHUYECKOH U  DIKCIUIyaTallMOHHOMN
JOKyMEHTallMu  mOpousBojaurens  (u3roroButens). Ilog  Ha3zHaueHHEM
MEIUITMHCKOTO U3/EeNIUs MMOHUMAETCS PEIICHHE MPOU3BOIUTENS (M3rOTOBUTEIS)
B OTHOIIEHHUH 1I€JIEBOTO HCIIOJIb30BAHUSA MEIUITMHCKOTO H3JIENHs, OCHOBAHHOE
Ha €ro crnenupuyecKux CBOMCTBAX, 0OECIEUUBAIONINX JOCTIXKEHHE Lenei
MEIUITTHCKOTO NpUMEHEHUS, 17§ OTpaXE€HHOE B TEXHUYECKOU
M DKCIUTyaTallHOHHOMN JOKYMEHTAIUK MPOU3BOIUTENS (M3TOTOBUTES );

"KIMHUYECKHE MCIBITaHUA" - paspaboTaHHOE M 3aIllJIAHUPOBAHHOE
CUCTEMATUYECKOE HCCJIEJOBAHUE, NPEANPUHATOE B TOM YHCIE C YYACTHEM
yelloBeka B KauecTBe CyOBbeKTa, JJid OLIEHKH 0e30MacHOCTH U 3((PEKTUBHOCTH
MEIUITUHCKOTO U3/EINS,



"Mozenp (Mapka) MEOUIIMHCKOTO H3Aeaus" - BapUaHT HCIIOTHEHUS
MEIUIIHHCKOTO U3JICIINA, XapaKTePU3YIOLINICA onpeeIeHHBIMU
KOHCTPYKTUBHO-T€XHOJIOTUYECKUMH PEIICHUAMH M KOHKPETHBIMH 3HAYEHUSIMU
nokazaTesiel ero 1eneBoro (QyHKIIMOHAIBLHOI0) Ha3HAUEHHUS,

"HOpMaTHBHAs JOKyMEHTallus" - JIOKYMEHT, perjJaMEHTHPYIOMIUN
TpeOboBaHUs  0€30MacHOCTH, KadecTBa, a  TakkKe  IpernosiaracMylo
3(PEKTUBHOCTL MPEIYCMOTPEHHOIO MPUMEHEHUS M METOABl  KOHTPOJIA
COOTBETCTBHUS MEAMIIMHCKOTO H3JEIusA 3TUM TpeboBaHusAM. CocTaB CBEICHHH,
YKa3bIBAEMBIX B HOPMATHBHOW JOKYMEHTAIIMH, YTBEPKAACTCS PETHUCTPUPYIOIIUM
OpraHoM;

"MpUHAITICKHOCTR' - U3/IENINE, HE ABJIAIONIEECS MEAUIIMHCKUM HU3IEITHEM,
OMPEAEIEHHOE €ro IMPOU3BOJAUTEIIEM 11 COBMECTHOTO IPUMEHEHHS C OJHUM
WIA  HECKOJbKUMH  MEAMIMHCKHUMU  U3JCTUSIMU TPH  HCIOJIb30BaHUU
B COOTBETCTBHH C X Ha3HAUCHUEM;

"MpOU3BOAUTEND (M3rOTOBUTED) MeTUIIUHCKOTO n3aenus” -
IOPUANYECKOE JIMIIO WIH 3apETHCTPUPOBAHHOE B KAUECTBE HHIUBUIYAJIBHOTO
npeAnpuHUMarens (U3HYeckoe JIMI0, OTBETCTBEHHBIE 3a  pa3paboTKy
U HM3rOTOBJICHHE MEAUIIMHCKOTO M3JENUs, JeNalollie €ro JOCTYIHBIM
JUIS HCTIOJB30BAaHMUS OT CBOEr0 HMEHHM HE3aBUCHMO OT TOro, pas3paboTaHo
U (WJIM) U3TOTOBJICHO MEIUIIMHCKOE H3JENIHE 3TUM JIMIIOM HIM OT €ro HMEHU
JPYTUM JUIIOM (JIMIIaMH), W HECYIIUME OTBETCTBEHHOCTh 3a O€30IacHOCTb,
KauyecTBO U 3P PEKTUBHOCTH METUIIMHCKOTO U3EIU;

"NMpOU3BOACTBEHHAs IUIOMIajKa" - TEPPUTOPHAIBHO 000COOJICHHBIM
KOMIUIEKC, IIPEIHAa3HAYeHHBIN I BBIIIOJIHEHUS BCETO Ipoliecca MPOU3BOJICTBA
MEIUITUHCKOTO M3JICNINS WIH €ro OIpe/elIeHHBIX cTaauid. [loa onmpeneneHHpIMU
CTaJIUSIMU MPOU3BOJACTBEHHOTO MPOIIECCa MOHUMAIOTCS:

HM3TrOTOBJIEHHE BCEro0 MEIUIIMHCKOrO M3IE/IMA HJIHM €ro0 OCHOBHBIX OJIOKOB,
KpOME OCHOBHBIX OJIOKOB, SIBJIIONIUXCA MEIUIMHCKUMH  W3JIEJIHUIMH,
3apErUCTPUPOBAHHBIMH B YCTAHOBIICHHOM IMOPSIIKE HA TeppuTopuu Poccuiickoi
denepanui, B TEPPHUTOPHAILHO 000COOJIEHHBIX KOMILUIEKCAX, BXOISAIINX
B OPTaHU3AIMOHHYIO CTPYKTYPY NMPOU3BOAUTENS (M3TOTOBUTENS) MEAUITUHCKOTO
U3JICIN,

W3TOTOBJIEHHE 10 JIOTOBOPAaM CO CTOPOHHUM  MPOU3BOJAUTEIIEM
(IOAPSATUYNKOM) BCEro MEIUIIMHCKOTO H3ACIHS WIH €ro OCHOBHBIX OJIOKOB,
KpOME OCHOBHBIX OJIOKOB, SIBJIIONIUXCA MEIUIMHCKUMH  H3JIEIUIMH,
3apErUCTPUPOBAHHBIMY B YCTAHOBIICHHOM IMOPSIIKE HA Tepputopuu Poccuiickoi
denepanum;



CTEPWIM3AINSA MEIUIMHCKOTO U3AeTus (I MEIULMHCKUX H3JCIuH,
BBIITYCKAEMBIX B CTEPHIBHOM BUJIE);

MapKHPOBKAa MEIMUIIMHCKOTO U334 (IPU OCYUIESCTBIECHUN MapKUPOBKU
POU3BOINTENIEM (U3TOTOBUTENIEM ) MEAUITUHCKOTO H3/1CIIHA).

[log ocHOBHBIMH OJIOKAaM{ [MOHUMAIOTCS H3JENUs, KpOME 3allacHBIX
yacTe MEIUIIMHCKOTO U3JIeNHs, BBIIyCKaeMble B OOpallleHHe OT HMEHU
NPOU3BOJNTENS (M3TOTOBUTENSA) PETUCTPUPYEMOTO MEAUITMHCKOTO H3JEHS,
MEXaHMYECKH HE CBsA3aHHBIE C APYTMMH OCHOBHBIMH OJIOKAMH MEIUIIMHCKOTO
W3JIeNiusg  TpU  TOCTaBKEe MEIUIMHCKOTO M3Jeius U obecredyuBaroniue
(G YHKIIMOHHPOBAHHUE MEAUITMHCKOTO U3/IETIUS B COOTBETCTBUH ¢ HA3HAYCHHUEM.

[Ipon3BOJICTBEHHOW IUIOMIAAKON MEMUIMHCKUX W3ACIUU HE MOTYT
SBJIATHCS 3JaHHUE, COOPYKEHHE, IOMEIIICHUE ¢ Ha3HAYeHHEM '>Kuioe";

"perucTpalioHHOE JOChE" - KOMIUIEKT TOKYMEHTOB, IpEACTaBISIEMBIN
3asBUTENIEM JUII TOCYJAPCTBEHHOM PETUCTpAllUM MEIUIMHCKOTO HU3Jeius,
BHECEHHMS HW3MCHECHHMII B TakKue€ JOKYMEHTBI, OTMEHBI TOCYJapCTBEHHOM
pETUCTpAIIU MEIULIMHCKOTO H3JIeNIUs, a TaKK€ KOIHUHM PEIICHUM, MPHUHITHIX
PETUCTPUPYIOITUM OpPraHoM U ¢eaepalbHBIM TOCYAapCTBEHHBIM OFOIKETHBIM
YUpPEKJICHUEM, HaXOAANIUMCS B BEJACHUHU PETHCTPHPYIOIIETO opraHa (Jajee -
AKCIEPTHOE YUPEKIACHHE), B OTHOIICHUH KOHKPETHOTO METUIIMHCKOTO U3IEITHS;

"pEeTUCTPAllMOHHBII HOMEpP MEIUIIMHCKOTO M3AeausA" - KOJ0BOE
o00o3HaUeHHE, MPUCBAUBAEMOE  MEIMIIMHCKOMY  M3JIEIHI0  IPH  €ro
rocyJapCTBEHHOM perucTpaluu, oJ KOTOPBIM OHO BHOCHUTCH

B TOCYJapCTBEHHBI peecTp MEAUIMHCKHUX H3JeIUid U opraHuzaiuit
(MHAMBUAYAIBHBIX IIpEeANpPUHUMATENEH), OCYIIECTBISIONINX IIPOU3BOACTBO
W M3TOTOBJICHUE MEAMIIMHCKUX H3JC/IMH (Jajiee - rocyJapCTBEHHBIH peectp),
1 COXpaHsIeMOe HEU3MEHHBIM MPU 00pallleHUH METHUITUHCKOTO U3AESIIHU;

"TeXHHU4IeCcKas JOKYMEHTAITUs IIPOU3BOIUTENA (M3rOTOBUTEIIA)
MEIUIUHCKOTO H3Aenus" - JOKYMEHT (JIOKYMEHTHI), PperjJaMeHTHPYIOIIIi
KOHCTPYKIMIO MEIUIIMHCKOTO M3/, YCTAaHABIMBAIOMIMN TEXHUYECKUE
TpeOOBaHUA M coJepKallluii JaHHBIE JI1 €ro pa3paboTKH, IPOH3BOJACTBA,
OPUMEHEHMS, OKCIUTyaTallid, TEXHHYECKOTO0  OOCIy)XHUBaHUSA, PEMOHTA,
YTHUIN3AIMUN WIH YHUYTOKCHHUS;

"TeXHHYEeCKHE MCIBITAHUSI MEIHIMHCKOrO HU3Aeiaua" - HCHOBITaHHA
C IEIBI0 OMpeNeNieHUs KauecTBa M O€30MaCHOCTH MEAUITMHCKOTO H3JEHS,
COOTBETCTBHUS €ro XapaKTEpHUCTUK (CBOMCTB) TpeOOBaHUSAM HOPMATUBHOMN
JOKYMEHTAIlMH,  TEXHUYECKOM W JKCIUIyaTallMOHHOM  JOKYMEHTallUU
NPOU3BOJUTENS (M3TOTOBUTENSA) U MPHUHATHA IIOCHEAYIOMIETO  PEIICHHUS
O BO3MOXHOCTH IIPOBEJCHUA KIMHUYECKHX HCIIBITAHUM, IIPOBEIACHHBIC



B aKKPEJAUTOBAHHOW B HAIlMOHAIBHOHN CHCTEME aKKpEAMTAIIUH HCIBITaTeIbHOMN
nabopatopuu (IIEHTPE) ¢ YUETOM 00JIaCTH €€ aKKpeIUTallHH;

"TOKCUKOJIOTHUECKHE  HCCIIEIOBAHUI  MEOUIIMHCKOro  wu3xeiaud' -
HCCJIECIOBAHUS B IIEJISIX OLICHKH OHMOJIOTMYECKOH Oe30MacCHOCTH MEIHIIMHCKOI'O
U3JIeNIUSg U IPHUHATHA TOCIEAYIONIEr0 PElIeHUs O BO3MOXXHOCTH TIPOBEICHUS
KJIMHUYECKUX HCIIBITAHUM, MPOBEICHHBIE B aKKPEIUTOBAHHON B HAITMOHAILHOM
CHUCTEME aKKpeIuTallUM HCHBITaTeNbHOM nabopaTtopuu (IIEHTPE) € YYETOM
00J1aCTH €€ aKKpeIUTaIlHu;

"YIIOJTHOMOYEHHBIM  MPEJCTABUTENh TPOUZBOAUTENS  (M3TOTOBUTEIS)
MEIUIUHCKOTO H3AeNus" - IOpUIUYECKOe JHI0 HWIH 3aperHCTPHUPOBAHHOE
B KauecTBE HHIUBUAYAJIbHOTO MpeanpuHUMaTens (GU3HUYECKOe  JIUIIO,
ABJISAIOMIMECT pe3usieHTaMu  Poccuiickoit  ®enepanuu, yHOJIHOMOYEHHBIC
NPOU3BOJUTENIEM (M3TOTOBUTEIEM) MEIUIIMHCKOTO M3JEIUA IPECTaBIATh
€ro HHTEpEeChl IO BompocaM  oOOpallleHHs  MEAUIIMHCKOTO  HU3ACIHSA
Ha Tepputopun Poccuiickoit denepaniny, B TOM YHCIIe IO BOIIPOcaM IIpoLeayp
OIIEHKH COOTBETCTBUS M TOCYJAApPCTBEHHOU pEerucTpalluu;

"SKCIUTyaTallMOHHAs JOKYMEHTAIlus IIPOU3BOJIUTEN (HM3TOTOBUTEIS)
MEIUIUHCKOTO Hu3Aeaus" - JOKYMEHT (JIOKYMEHTHI), IIpeAHa3HaueHHBIN
JUISL O3HAKOMJIEHHS IIOTPEOUTENA ¢ KOHCTPYKIHMEH METUIMHCKOTO W3JeIus,
pETIaMEHTHPYIOIIMM  YCIIOBUS U IIpaBUJIa dKCIUTyaTanuu (MCIIOJIb30BaHHE
0 Ha3HAUEHMIO, TEXHUYECKOE OOCTy)KHMBaHHE, TEKYIIMH PEMOHT, XpaHCHUE
W TPaHCIOPTHUPOBKA), TapaHTHPOBAHHBIE IIPOU3BOJUTENIEM (HM3TOTOBUTEIIEM)
3HAUYCHUS OCHOBHBIX IIapaMETPOB, XapaKTEPUCTHK (CBOMCTB) MEIUIIMHCKOTO
U3JIeNus, TapaHTHiiHBIe 00A3aTeNbCcTBa, a TAKXKE CBEJEHUS O €ro YTHIN3AIUU
WIN YHUYTOKECHHMY;

"3JIEKTPOHHBIA KaOWHET 3asBUTENA" - CEPBHC B aBTOMAaTH3UPOBAHHOM
MH(GOPMAITMOHHOW CHUCTEME PETUCTPUPYIONIEr0 OpraHa B HHGOPMAIMOHHO-
TEJICKOMMYHHUKaIIMoHHON ceTu "HuTepHer" (mamee - cerb "HHTepHeT"),

MO3BOJISIIONIUN 3agBUTENIO IMOCJE MPOXOXKIACHUS MPOIEAYPHl UIAEHTU(UKAIUU
U ayTeHTU(UKAIUKY OCYIIECTBIATh B3aUMOJECHCTBHE C PETUCTPUPYIONIUM
OpraHoM, a TakXKe [OJIYYUTh [JOCTYNl K CBEICHUAM U JOKyMEHTaM,
coliepKalllUMCSl B PETHCTPALIMOHHOM JIOChE, B ClydasX, MPeayCMOTPEHHBIX
HacTosiumu [IpaBunamu;

"3JIEKTPOHHBIA 00pa3 MTOKyMEHTa" - JTOKYMEHT Ha OyMa)KHOM HOCHTEIIE,
npeoOpa3oBaHHBIE B JJEKTPOHHYIO  (opMy  MyTeM  CKaHHPOBAHUS
C COXpaHEHHEM €TI0 PEKBU3UTOB;

"3(bpeKTUBHOCTL MEAUIIMHCKOTO U3/AENUA" - CIOCOOHOCTH MEIUIIMHCKOTO
U3JIe]Nsl COOTBETCTBOBATh HA3HAUEHUIO, YCTAHOBIEHHOMY IPOU3BOJIUTEIEM



(m3roroButreneM). DPPEKTUBHOCT MEIUIMHCKOTO H3JENUS I0JITBEPKIAETCS
NPAKTUKOW KIMHUYECKOTO TMPHUMEHEHMs, B TOM 4YHCJIE KIMHUYECKUMH
UCIIBITAHUSMHU.

5. l'ocynapcTBeHHasi perUCcTpaliys MEULIMHCKUX W3/IENUH, TOATBEPKICHHE
3¢ (HEKTUBHOCTH KOTOPHIX TpeOyeT NpOBENECHUS KIMHUYECKUX HCIBITAaHUN
C y4YacTHEM 4YeJIOBEeKa U TOJYYECHUs pa3pellieHus PErHMCTPUPYIONIETO opraHa
Ha TPOBEIECHHE KIMHUYECKHUX HCIBITAHUM, OCYIIECTBIAETCS B COOTBETCTBUHU
¢ myHKTamu 63 - 86 HacTosmux [Ipapun.

[NocymapcTBeHHast peructpaius MEIUIIUHCKUX U3EIUM, MOITBEPKICHUE
3¢ (HEKTUBHOCTH KOTOPBIX HE TPeOyeT MPOBEJEHUS KIMHUYECKUX HCIBITAaHUN
C y4acTHEM 4elIOBeKa WIH TOJyYeHHs pa3pelieHrs] PETUCTPUPYIOIIET0 opraHa
HAa  T[pPOBEJEHHUE TaKUX  KIMHUYECKUX  UCMBITAHUH,  OCYIIECTBISETCS
B COOTBETCTBHUU ¢ MyHKTaMUu 87 - 100 HacTosmux [Ipasui.

Brecenue u3MeHeHU# B TOKYMEHTHI, COJIEPKAIIIUECS B PETUCTPAITMOHHOM
JIOChE, OCYIIECTBIISIETCSI B COOTBETCTBMU ¢ HyHKTaMu 112 - 118 HacTosmux
[IpaBui B OTHOIIIEHHHM W3MEHEHHM, HE TPEOYIOIIMX MPOBEIECHUS DKCIEPTU3HI
KauecTBa, dJ(PGEKTUBHOCTH U  OE30MaCHOCTH  MEAMIIMHCKOTO  U3JIeNus,
U B COOTBETCTBHM ¢ IyHKTamMu 120 - 133 nHactosmux IIpaBui B OTHOIIEHUU
MU3MEHEHUM, TpeOyIoNMX MPOBEACHUS DKCIEPTU3bl KauecTBa, 3(P(QEKTUBHOCTH
1 6€30MaCHOCTH METUIIMHCKOTO U3JIEIIHSL.

Brecenue u3MeHeHU# B TOKYMEHTHI, COJEPKAIIUECS B PETUCTPAITMOHHOM
J0che, Ha TporpaMMHOE oObOecleueHue ¢ NPUMEHEHHUEM TEXHOJIOTHH
HUCKYCCTBEHHOTO  HMHTEJUIEKTa, SBJAOIIEeCS  MEAUIIMHCKUM  U3JIETHEM,
OCYIIECTBIISIETCSI B COOTBETCTBUM ¢ mNyHKTamu 112 -118, mwm 120 - 133,
win 135 u 136 HacTosmux [Ipasui.

['ocymapcTBeHHasi perucTpanus METUIMHCKUX W3JENNi [POBOAUTCS
HAa OCHOBAaHUU PE3YJbTATOB TEXHUYECKHX MCIBITAHUNM, TOKCUKOJIOTHYECKUX
UCCIEIOBAHUM, KIMHUYECKUX MCHBITAHUN, IMPEACTABISIONINX CO00i (opMbI
OIICHKH COOTBETCTBUS MEAMIIMHCKUX U3JEIHA € y4yeToM Kiaccu(pUKaIuu
B 3aBUCUMOCTHU OT MOTEHIIMATBHOTO PUCKA UX MPUMEHEHHUS, UHCIIEKTHPOBAHUS
NPOU3BOJICTBA, aHaln3a  JOKAa3aTeNbHBIX  MAaTEepUaJoB  MPOU3BOJUTENSA
(M3roToBUTENSA) MEIUITUHCKOTO U3JIenus, IKCTIEPTHU3DI KauecTBa,
a¢dekTHBHOCTH U  0€30MaCHOCTH MEIUIMHCKUX M3JACIUH C  yU4eTOM
KJIaccu(UKaAIUd B 3aBUCUMOCTH OT IMOTEHIIMANBHOTO PHCKa HX IIPUMEHEHUS,
a TaKkKe MCHBITAHUM B 1ENAX YTBEPKACHUS THUIA CPEACTB H3MEpPEHUN
(B OTHOIIEHUU METUIIMHCKUX U3EIIUM, OTHOCSIIUXCSA K CPEJCTBAM HU3MEPEHUN
B c(epe rocyJapcTBEHHOTO PETyJIUPOBaHUs 0becTieueHUs eIMHCTBA H3MEPEHUH,



nepeueHb KOTOPBIX  YTBEpXKAaeTcss MUHHUCTEPCTBOM  3APaBOOXPAHECHHS
Poccutickoit denepanun).

6. Knuauueckue HUCIBITAHUS MEIUIMHCKUX M3Jeaui (3a HCKIIOUCHHEM
MEIUIMHCKUX U3JICIUH U1 TUarHOCTHKH In Vitro) IPOBOAATCS B MEIUITMHCKUX
OpraHU3aIIUIX, OTBEUAIOIIUX CJICIYIOMIHNM TPeOOBaHUAM:

a) HAUIMYME JIMICH3UM Ha OCYIIECTBICHHE MEIUIIMHCKOM NesaTeNbHOCTH
C yKazaHHeM IepedyHs paboT (yCIOyT), COCTaBJISIONIUX MEIUIIMHCKYIO
IEeATENbHOCTb, UCXO/AS U3 Ha3HAUYC€HHUS M O0JAcTH MPHUMEHEHHUS MEANIMHCKHUX
W31, B OTHOIIIEHUH KOTOPHIX IIPOBOIATCS UCIIBITAHUS;

0) HaIMYKMe B YyCTaBE€ MEIUIIMHCKONM OpraHu3alllM CJIEAYIOIIUX BHIOB
eI TeJILHOCTH:

Hay4Has (Hay4HO-UCCIIeI0BaTEIbCKAs) NeATENbHOCTD;

NpOBeACHNE KIMHHYECKUX UCTIBITAHUH METUIIMHCKUX H3ICIIH;

B) HaJIMUWe OTJEeJeHHUs (MajlaThl) HHTCHCHUBHON Tepallui M peaHuMaluu
(B ciydae MpOBEIEHUS KIMHUYECKUX HCIBITAHUM MEIUIIMHCKUX H3eIui
C ydyacTHEM 4YeJoBeKa B KaueCTBE CyOBEKTa, OTHOCAIIUXCA K Kiaccam 20 u 3
B 3aBUCHUMOCTH OT IIOTEHIIMAILHOTO pUCKa IIPUMEHEHHUS);

r) o0ecIedeHue 3aluThl KOHPUAEHIIHATbHOM HH(POPMAITHH;

1) HATMYHE CTaHJAPTHBIX OIEPAlMOHHBIX MPOIECAYP, PErIaMEHTUPYIOIINX
POBEJCHNE KIUMHUYECKUX UCIBITAHUN METUIIMHCKUX U3EIHH, OXBaThIBAIONINX
B TOM 4YHCJIE:

KBaIu(pUKaIMOHHBIE TpeboBaHUs U 0OyUYeHHE IIepCcoHaa;

B3aHMOJICHiCTBHE C KOMHTETOM IO 3THKE;

moJiyueHre HHOOPMUPOBAHHOTO COTJIACHS,

MOPSAAOK MPOBECHUS KIUMHUUECKUX UCTIBITAaHUI;

BEJICHUE U yUeT TIOKYMEHTAIIUH KIMHUYECKOTO UCIIBITAHUS;

NpOIIeAYPhI, CBA3AHHBIE C cO3JAaHHEM U Bepupukamueit Habopa JaHHBIX
JUIL TIPOBEAEHUS KIMHUYECKHUX HCIBITAHUM TIporpaMMHOro obecrnedeHus
C TPUMEHEHHEM TEXHOJOTHM MCKYCCTBEHHOTO WHTEIIEKTa, SBIISIOMIECTOCS
METUIMHCKUM U3JIeTIHeM (B cllydae IIPOBEJECHNs TaKUX UCIIBITAHUN ),

¢) o0ecrieueHUe BHECEHHS CBEJICHHM O IIPOBEICHHBIX MCIBITAHUSAX,
BKJIIOYUAs CBEJACHHS O BBIJIAHHOM aKT€ OIIEHKU pe3yJIbTaTOB KIMHHUYECKUX

UCIIBITAHUM, B~ aBTOMATU3UPOBAHHYIO  WH(MOPMAIIMOHHYIO  CHUCTEMY
PETUCTPUPYIONIETO OpraHa B TOPAJKE, YCTAHOBIEHHOM PETUCTPHUPYIONIUM
OpraHom;

) HalTH4uue y CIEITUANIICTOB MEIUITUHCKON OpraHu3alllH,

HCIIOCPCACTBCHHO IIPOBO/AIINNX IIPOOCOYPBI, CBA3AHHBIC C KIMHHYCCKUMU
HUCIIBITAHUAMHA, HIH IIPUHHUMAIOIINX PCHICHHA, CBA3aHHBIC C KIMHHYCCKHUMHU



UCIBITAHUSIMHU, BBICHIETO MEJIUIIMHCKOTO 00pa3oBaHUs IO CIIEIHATIbHOCTH
B COOTBETCTBUM C 00JacThbl0 MEAUIIMHCKOTO MPUMEHEHHUS MEAUIIMHCKOTO
U3JIEIHs.

7.K  MeAUIUMHCKUM  OpraHu3alldiM, [POBOJSIIUM  KIMHUYECKUE
UCTIIBITAHUS MEIUITMHCKUX W3JIETUHN U1 TUArHOCTUKY in Vitro, IpeIbsBIAIOTCS
cienyoue TpeboBaHUs:

a) HATMYWE JIUIIEH3UU Ha OCYIIECTBICHHE MEIUIMHCKON JesTeNbHOCTU
10 1a00paTOPHON TUarHOCTUKE M KIMHHYECKOH JIabOpaTOPHOU JTUArHOCTHKE;

0) Hanu4YMe B yCTaBe MEIUIIMHCKON OpraHu3aliyl CIEAYIOUIUX BHJIOB
NeATENbHOCTHU

Hay4Has (Hay4HO-HUCCIEA0BaTENbCKas) NEITeIbHOCTD;

NpOBEJICHUE KIMHUYECKUX UCTIBITAHUN MEAUITMHCKUX U3IETUH;

B) obecrieueHue 3auThl KOHGUIeHIIaIbHON HH(pOopMaIlnu;

T) HATUYKHE CTaHJApPTHHIX OMEPAIMOHHBIX MPOILEAYP, PeriaMeHTUPYIOIINX
NpOBe/IeHUE KIUHUYECKUX UCIIBITAHUI METUITMHCKUX U3JEIUM, OXBaThIBAIOIINX
B TOM YHCJIE:

KBaJIM(pUKAIIMOHHBIE TpeOOBaHUA U 00yUeHHE IepCcoHaa;

MOPSAJIOK MOBEPKH U KAIUOPOBKU 000PY/I0BaHUS;

MOPSAJIOK MPOBEJACHUS KIIMHUYECKUX UCTIBITAHUI;

BeJIEHUE U yUeT JJOKyMEHTAIIUU KIMHUYECKUX UCTIBITAHUM;

1) obecrieyeHue BHECEHUsI CBEJCHUN O TPOBEIEHHBIX KIMHUYECKUX
UCIBITAHUSX, BKJIIOYAs CBEJCHUSA O BBIJIAHHOM AaKT€ OIIEHKH pe3yJIbTaTOB
KIMHUYECKUX HCIBITAaHUN MEIUIIMHCKOTO W3JIeNus JJid TUAarHOCTHKHU In Vitro,
B aBTOMAaTHU3UPOBAHHYIO MH(POPMAIIMOHHYIO CHCTEMY PETUCTPUPYIOIIETO OopraHa
B ITOPSJIKE, YCTAHOBJIEHHOM PETUCTPUPYIOITUM OPTaHOM;

€) HAJIMYHME y CHEIUAIUCTOB METUITMHCKON OpraHU3allii, HEMTOCPEACTBEHHO
OPOBOJAIINX MPOLEAYPHl, CBSA3aHHBIE C KIMHUYECKUMHU HCHBITAHUSIMH,
WIM TPUHUMAIOIMIUX PEMICHUs], CBSI3aHHBIE C KIMHUYECKUMHU MCIBITAHUSIMH,
BBICIIETO MEUIIMHCKOTO 00pa3oBaHus MO0 cpeaHero mnpodeccCuOHaIBEHOTO
MEIUITMHCKOTO0 00pa30oBaHUs IO CHEIUATbHOCTU B COOTBETCTBUU C OOJIACTHIO
MEIUITUHCKOTO IPUMEHEHHUSI METUIIMHCKOTO U3/IENHS.

8. YcTaHoBieHHUe COOTBETCTBUS MEJUITUTHCKON OpraHu3aluu
TpeboBaHUsIM TyHKTOB 6 u (unu) 7 Hactosmux IlpaBun ocymiecTBiaseTcs
PETUCTPUPYIONTUM  OpraHOM B [ENAX  MpPU3HAHUSA  KOMIIETEHTHOCTHU
MEIUIMHCKONM OpraHu3allil B  IPOBEJIECHUM KIMHUYECKUX HCIBITAaHUN
MEIUIMHCKUX HU3JeMUid 10 COOTBETCTBYIOLIEMY MpOoQUiI0 MEAUIIMHCKON
MIOMOIIY, OKA3bIBAEMOU METUITUHCKON OpraHu3aIuei.



Peructpupytoiuii opraH oCyIIeCTBISET BEJECHUE TIEPEUHS MEIUIMHCKUX
OpraHu3alliii, MPOBOIAMIMX KIMHUYECKUE MCHBITAHUS, M pa3sMeNiaeT ero
Ha cBoeM oduIHaIbHOM caiite B ceTu "HMHTepHeT".

9. MenuiinHckas opraHu3aliys, IUIaHUPYIONas IPOBOJUTE KIMHUYECKUE
UCTIBITAHUS METUIIUHCKUX U3JIEINH, IPEACTABIISIET B PETUCTPUPYIOMIUN OPTraH C
UCIIOJIb30BaHHEM (e/lepaIbHON TOCYAapCTBEHHOW HH(OPMAIMOHHOM CHCTEMBI
"EnuHBIH TOpTaid TOCYJApPCTBEHHBIX U MYHMIIUIAIBHBIX YyCIyr (dyHKIuit)"
3a5BJICHUE O HAMEPEHHWH IIPOBOJUTH KIMHUYECKUE HCIIBITAHUA MEAUIIMHCKHAX
U3JIeNil 1 TIOKYMEHTHI, yKa3aHHble B ITyHKTe 11 Hacrosmux [IpaBui, B popme
ANEKTPOHHBIX  JIOKYMEHTOB HWJIM  DIIEKTPOHHBIX 00pa3oB  JIOKYMEHTOB,
NOJMUCAHHBIX YCWIECHHOW KBaTU(UIIUPOBAHHOM AIEKTPOHHONH MOJAMUCHIO
WIH YCUJIECHHON HEKBaNIU(PHUITUPOBAHHON 3JIEKTPOHHON MOAMUCHIO, cepTU(UKAT
KIII0Ya MPOBEPKU KOTOPOHM CO3/MaH M HCHONB3YETCS B HH(PPACTPYKTYpE,
obecrieunBaroIei MH(OPMAITMOHHO-TEXHOJIOTHUECKOE B3aUMOJIEICTBUE
UH(GOPMAITHOHHBIX CHUCTEM, HCIIOJIb3yEMBIX ISt IIPEIOCTABIECHHUS
rOCyJIapCTBEHHBIX W MYHUIIMIAIBHBIX YCIYr B JJIEKTPOHHOU (opme,
B ycTraHoBieHHOM IIpaButenbctBoM Poccuiickoin Denepanuu nopsake (manee -
3asBJICHUE O MIPOBEACHUM KIMHUYECKUX UCTIBITAHUHN).

10. B 3asBieHUd O MPOBEACHUHN KIMHUYECKUX HCIBITAHUN YKa3bIBalOTCA
CJIEIYIOLINE CBE/ICHUS:

a) MOJHOE M COKpallleHHoe (Ipu  HaTWYUM)  HaUMEHOBAHUA,
B TOM uucie (UpMEHHOE HaMMEHOBaHHE, OpPraHU3aIMOHHO-TIpaBoBas (opma
MEIUITMHCKON OpraHu3allii, ajJpec MecTa HaxOXJeHHUsA, a Takxke HoMepa
TeneOHOB U ajipeca OJJIEKTPOHHOM IMOYTHI MEAMUIIMHCKON OpraHu3aluu
(Ipy HATMYMH);

0) PEKBU3UTHI JIULIEH3UU Ha MEAUIIMHCKYIO JEATENHHOCTD;

B) UACHTU(UKAITMOHHBIA HOMEDP HAJIOTOILIATENbIINKA,

r) mepedyeHbr  pabor (yciyr) B  COOTBETCTBUM €  JIMIIEH3HEH
Ha OCYIIECTBIECHUE MEAUITUHCKOMN JEsTENbHOCTH;

1) uHpOpMaIKsl O HATUIUH (OTCYTCTBUH) aKKPEIUTAIIMU B HAIlMOHATIHHOU
CUCTEME aKKpeIUTallud B KauecTBE HCIIBITAaTENIbHOM J1abopaTtopuu (IIEHTpaA)
U (WIM) MeTUIIMHCKOM J1abopaTopuu (11 MEIUIMHCKUX OpraHU3allui,

MPOBOIAIITHX KINHHUYECKHUE WUCIBITaHUSA METUITUHCKAX 15661 () 0505
JUISL AMArHOCTHUKH in Vitro);
€) CBEICHUS 0 CaHHUTAPHO-AIHACMHOIOTHYESCKOM 3aKII0UYEHNU

(c ykazaHueM HOMEpa M JaThl) O COOTBETCTBHM CaHUTApHBIM IIpaBUJIaM
MIOMEIIICHHUI, HEOOXOIUMBIX TUIS BBITIOJTHEHUSA pabort (ycayr)
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OpU  OCYIIECTBICHUM MEIUIIMHCKOM JIEATEIBPHOCTH 110 aHECTE3UOJIOTHHU
U peaHuMaToloTMH (3a  HUCKIIOYEHHEM  MEIUIMHCKHX  OpraHu3allui,
POBOIAINX KIIMHUYECKHE UCTIBITAHUS MEUITUTHCKHUX U3JIETUN
JUISL AMArHOCTHUKH in Vitro);

) CBEICHUS 0 CaHUTAPHO-IIUAEMHUOIOTUYECKOM 3aKIIOYEHUH
(c ykazaHueM HOMEpa M JaThl) O COOTBETCTBHM CaHUTApHBIM IIpaBUJIaM
MIOMEIIIEHHUI, HEOOXOIUMBIX TS BBITIOJTHEHUSA pabort (ycayr)
Opd  OCYIIECTBICHHMH MEAWLUMHCKOH JEATEIBHOCTH 1O  JabOpaTopHOH
JIUATHOCTUKE, KIMHUYECKOH J1abopaTopHOM IUarHocTHKe (I MEAUIIMHCKUX
OpraHu3alluii, TPOBOAANINX KIMHUYECKHUE HCIBITAHUS MEIULIHUHCKUX H3JIeTTUN
JUISL AMArHOCTHUKH in Vitro);

3) CBEJICHUS 0 CaHUTAPHO-3UAEMHUOIOTUUECKOM 3aKIIOYEHUH
O COOTBETCTBUHU YCJIOBUM BBHITIOJIHEHUS paboOT ¢ OMOJOTHYECKUMH BEIIECTBAMH,
OMONOTUYECKUMH U MHUKPOOHOJOTMYECKHUMU OpraHW3MaMH U HUX TOKCHHAMH
CaHUTapHBIM TpaBUIaM (AN MEIUIMHCKUX OpTraHU3alui, IPOBOMASIINUX
KIMHUYECKUE UCTIBITAHUS METUITMHCKUX U3JIETUH JJI1 TUAarHOCTUKY 1n Vitro);

1) PEKBU3UTHI JIOKyMEHTOB, MIOITBEPIKAAIONTUX COOTBETCTBUE
CHEIUATUCTOB MEIUIIMHCKON OpraHu3aliy, HEMOCPEJACTBEHHO IPOBOISIINUX
NpOLIEypPhl, CBSI3aHHBIE C KIMHUYECKUMH HCHBITAHUSIMH, WIM MPUHUMAIOIIUX
pEIIeHus, CBSI3aHHbIE C KIMHUYECKUMM HUCHBITAaHUAMH, TpeOOBaHUSAM
nojAMmyHKTa """ nyHKTa 6 1 (WIK) MOANyHKTa "e" myHkTa 7 HacTosmux [IpaBui,
C yKazaHueM ¢paMuwinii, UMEH U OTUeCTB (IIpU HAJIUYUU) CIEIUATUCTOB, JAT
POXJIIEHUs, YpOBHS 00pa3oBaHUs, HAUMEHOBAHHUSA CIELIUAIBLHOCTH, CEpUU
U HOMepa JOKyMeHTa 00 o0pa3oBaHUU, €ro JaThl, a TaKXXEe CTPAXOBOTO HOMEpa
UHAUBUIYAJIHOTO JTUIEBOTO CUETA.

11. Jlna ycTaHOBJIEHUS COOTBETCTBUS MEIUIMHCKUX OpraHu3alui
TpeOOBaHUSIM, MPEABIBIIEMBIM K MEIUIMHCKUM OPTaHU3AIUAM, TPOBOSAIIUM
KIMHUYECKUE UCTBITAHUS MEUIIMHCKUX U3JEIUM, MEAUIIMHCKON Opranu3aiuei
OPE/ICTABIAIOTCA  CIEAYIONIME  JTOKYMEHTBHI, 3aBEpEHHbIE  MEAHIIMHCKON
OpraHu3alliey B yCTaHOBJIEHHOM MOPSIKE:

a) KOIMMYU JOKYMEHTOB, MOJATBEPKAAIONINX HAaTUYUE OT/EICHHUS (I1aJaThl)
WHTEHCUBHON Tepanuu U peaHuMaluu (B cilIydyae MPOBENCHUS KIMHUYECKUX
UCIIBITAHUA MEIUIIMHCKUX U3/IeNIUN ¢ YYACTUEM YEJIOBEKAa B KAUECTBE CYODBEKTa,
OTHOCAIIUXCS K KjlaccaM 20 U 3 B 3aBUCHUMOCTH OT IMOTEHI[HAIBLHOTO pPHUCKA
IPUMEHEHHUS );

0) KoK YTBEPXKIEHHOTO PYKOBOAUTEIEM MEIUIIMHCKON OpraHu3aliu
JOKYMEHTa, YCTaHAaBIMBAIOIIETO KOEYHBIM (HOHJ, CTPYKTYpy H IITaTHOE
pacnucaHue METUITMHCKONU OpTraHu3aIlig;
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B) KOIIMK  JIOKYMEHTOB,  MOATBEPKIAIOIIMX  HalNH4YUe  KIMHUKO-
JIUArHOCTUYECKON (JIMarHOCTHUYECKON) JTabopaTopuH ¢ yKa3zaHHEM ee Mpoduist
(ans METUIMHCKUX OpraHu3aliuii, MTPOBOJANINX KIMHUYECKUE HCIIBITAaHUSI
MEIUIMHCKUX U3ACIUH 1 TUarHOCTHUKH 1n Vitro);

T) KOS YTBEPXKJIECHHOTO PYKOBOJUTEIEM MEAMIIMHCKON OpraHu3aluu
JOKYMEHTa, YCTAaHABIMBAIOUIETO TOPSAJOK paboThl ¢ KOH(UIACHIIMATBHON
nHdopMalue;

1) KOTIMA CTaHAApPTHBIX OINEPAIMOHHBIX MPOLEAYP, PETIaMEHTHPYIOUINX
NpOBe/IeHUE KIMHUYECKUX UCTIBITAHUN MEIUITMHCKUX U3JIETi;

€) KOIMUS YTBEPKJACHHOTO PYKOBOAUTENEM MEAHMIIMHCKON OpraHu3aluu
JOKYMEHTAa, YCTaHABIIUBAIOIIETO MOPAIOK MEepeaadynd CBEJCHUM O MPOBEACHHBIX
KIMHUYECKUX HCIBITAHUAX, BKIIIOYas CBEJCHUS O BBIJAHHOM aKT€ OIIEHKHU
PE3YIBLTATOB KIIMHUYECKUX UCIIBITaHUH, B aBTOMAaTHU3UPOBAHHYIO
uHpopmalmonnyo cuctemy denepanbHoit ciaykO0bl Mo Ham3opy B cdepe
3/IpaBOOXPaHEHUS;

) KOTIUM JIOKYMEHTOB, MOATBEPKIAIOIIUX COOTBETCTBHE CIEI[UAIHCTOB
MEIUITMHCKON OpraHu3allii, HEMOCPEJCTBEHHO MPOBOJAIIUX MPOIETYPHI,
CBS3aHHBIE C KJIMHUYECKUMH HCIBITAHUAMH, WU MNPUHUMAIONIUX pelieHus,
CBS3aHHBIE C KIMHUYECKUMH MCTBITAHUAMM, TpeOOBaHUAM IOAIMYHKTa "X
nyHkra 6 u (UauM)  MoAnyHKTa "e"  myHKTa 7  Hacroammux  IlpaBmi
(npenacTaBisAOTCS B clydae, €CIM JOKYMEHTHl TMOJYYEHBl CIEIUaIuCTaMu
10 1992 roga, niu BeIJAHBI CIIEIMAIUCTaM 00pa30BaTeIbHBIMU OpPTraHU3aIUsAMU,
BXOJIAIIIAMU B COCTaB CUJIOBBIX CTPYKTYp WJIM BOCHHBIX BeAOMCTB Poccuiickoit
denepaniuy, WU TOJYyUYEHBI CIEIUATNCTAMU 33 PYOEKOM).

12. MeaunHckass OpraHM3alldsi BIpaBe MPEACTaBUTh JOKYMEHTHI,
CBEJIEHUSI O KOTOPBIX YKa3bIBAIOTCS B 3asIBJIEHUU O IPOBEJECHUU KIMHUYECKUX
UCIIBITAHUM B COOTBETCTBMM ¢  nyHKToM 10  Hacrosmmx  [IpaBumn,
10 COOCTBEHHOMN WHUITUATHUBE.

Peructpupytomuii opraH He BIpaBe TpeboBaTh NPEACTABICHUS
JOKYMEHTOB M WH(}OpMaIuU, KOTOpbIE HAXOJATCA B PACIOPSKEHUU OPraHoB,
NPEeIOCTaBISAIOIINX TOCYAAPCTBEHHBIE YCIYTH, OPraHoB, IPEIOCTaBISIOMIUX
MYHUITUTNIANBHBIE YCIIYTH, UHBIX FOCYJapCTBEHHBIX OPraHOB, OPraHOB MECTHOTO
caMoyIpaBlieHHs JIMOO TIO/IBEIOMCTBEHHBIX TOCYJapCTBEHHBIM OpraHam
WIM oOpraHaM MECTHOTO CaMOYNpaBlIeHUS OpraHU3allui, Y4dacTBYIOIIHUX
B IIPEIOCTABIECHUU FOCYJAPCTBEHHBIX U MYHUITUTIAIBHBIX YCITYT.

Peructpupytomuii opran He BIpaBe TpeboBaTb OT MEIUIMHCKOU
OpraHu3allui MPeACTaBICHUs] JOKYMEHTOB, HE MPEJYCMOTPEHHBIX IMYHKTOM 11
HacTosux [IpaBui.



12

13. JokyMeHTBI, yKa3aHHble B MyHKTe 11 Hactosmux [IpaBui, JOJDKHBI
OBITH BBIMTOJIHEHBI B MHOTOIBETHOM (opmaTe C pa3pellieHueM HEe MEHee
300 Ttouek Ha mroiiM B popmare *.pdf ¢ TEKCTOBBIM CJI0EM C BO3MOYKHOCTBHIO
BBIJICNICHUS U KOTIMPOBAHHUA OJIOKOB, a TAK)KE OCYIIIECTBIECHUS [TOUCKA.

Pasmep mobGoro u3 ¢aitloB JOKYMEHTOB, yKa3aHHBIX B HACTOSIIEM
NyHKTE, HE JIoJbKeH mpeBbimaTts 100 MO.

3asgBIIECHUE O IMPOBEJICHUHM KIMHUYECKUX HCIBITAHUA WU JOKYMEHTBI,
NPEICTaBIIEHHBIE MEIUIMHCKOW OpraHWu3alieil B COOTBETCTBUU C ITyHKTOM 11
HacTosiux [IpaBui, NPUHUMAIOTCS W PETUCTPUPYIOTCS PETUCTPUPYIONIUM
OpraHoOM B JIEHb UX MOCTYILIEHUS.

14. Peructpupytomuii opraH B CpoK, He mnpeBslmaronuit 20 padounx
JTHEN co JHS MOCTYIUICHUS 3asBIICHUS O IIPOBEACHUM KIMHUYECKUX HUCIIBITAaHUN
U JIOKYMEHTOB, IIPEJICTAaBICHHBIX MEIUIIMHCKON opraHu3alueil B COOTBETCTBUU
¢ nyHkroM 11 nactosmux [IpaBui, paccMaTpuBaeT MX, HNPOBOJUT MPOBEPKY
NOJHOTBL U JIOCTOBEPHOCTH COJIEpPXKAIIMXCA B HHX CBEJICHUM, MPOBEPKY
COOTBETCTBHUSI MEIUIIMHCKOW OpraHu3ail TpeOOBaHUAM K MEIUIIUHCKUM
OpraHu3allusIM, ITPOBOJSAIINM KIMHUYECKUE UCTIBITAHUA MEIUIIMHCKUX U3JIETUH,
YCTaHOBJIEHHBIM ITyHKTaMu 6 u (uiu) 7 Hacrosmux [IpaBui.

[IpoBepka yupeAUTENbHBIX JOKYMEHTOB U HAJIMYUA y MEIUIMHCKOU
OpraHu3allud JMIEH3UU Ha OCYIIECTBICHUE MEAUIIMHCKON JeITeIbHOCTH
B COOTBETCTBUM C OOJACTbI0O MEIMUIIMHCKOTO TIPUMEHEHUS MEAUIIMHCKUX
U3JIENI  OCYIIECTBISIETCS PETHUCTPUPYIONTUM OpPraHOM C UCTIOJb30BAaHUEM
€IUHOW CHCTEMBl MEXBEJOMCTBEHHOTO JJIEKTPOHHOTO  B3aUMOJECUCTBUS
U TOJKIIOYAEMBIX K HEW pEerdoHANbHBIX CHCTEM MEXBEJOMCTBEHHOTO
ANEKTPOHHOTO B3aUMOJIEUCTBUS WM 1O MEXKBEIOMCTBEHHOMY 3allpocy
PETUCTPUPYIOIIETO OpTraHa.

15. Peructpupyronii opran B CpOK, IPEIyCMOTPEHHBIN ITyHKTOM 14
HacTosiux  [lpaBui, TNpuHMMaeT  pemieHHWe O  COOTBETCTBUM — WIIH
HECOOTBETCTBUU MEJMIIMHCKON OpraHu3aliuud TpeOOBaHUSAM K METUIIUHCKUM
OpraHu3allusIM, ITPOBOJSAIINM KIMHUYECKUE UCTIBITAHUA MEIUIIMHCKUX U3/IETNH,
YCTAaHOBJIICHHBIM TyHKTamMu 6 u (unm) 7 wHactosmux [IpaBun, koTopoe
O0(QOPMIISIETCSL COOTBETCTBYIOIIUM PEIICHUEM.

16. B cimydae mNpUHATHS peEUIEHUS O COOTBETCTBUM METUIIMHCKOU
OpraHu3allui TpeOOBaHUSAM, YCTAHOBICHHBIM ITYHKTaMu 6 U (UK) 7 HACTOSIIIHUX
[IpaBus, perucTpupyrolluii opraH B JIeHb NPUHATHS YKa3aHHOTO pEIICHUS
BHOCUT CBEJCHHUS O MEIUIIMHCKON OpraHu3allid B TepedeHb MEAUIIMHCKUX
OpraHu3alliii, MPOBOJAIIMX KIMHUYECKUE MCTIBITAHUA MEJUIIMHCKUX W3JIETUH,
U cooOmaer MEAUIMHCKON OpraHu3alldd O BKJIIOYEHHUH B II€peyYeHb
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MEJWIIUHCKUX  OpraHu3aluii, TMpPOBOIANIMX  KIMHHYECKUE  HCIBITAHUS
MEJWIIUHCKUX H3ACTUH, I[OCPEACTBOM pPa3MEIIEHHS COOTBETCTBYIOIIETO
YBETOMJICHHS B €THHOM JTUIHOM KaOMHETE MEAUITMHCKON OpraHu3alliH.

17. IlepedeHp MEAMIIMHCKUX OPTaHU3AlUN, MPOBOJAMIMX KIMHUYECKHE
UCTIBITAHUS MEAUITMHCKIX U3JENUNA, COEPKUT CIIEAYIOIINE CBEACHMS:

a)JaTa  BKJIIOYCHHWS B  [EPEYCHb MEIUIIMHCKUX  OpraHu3allui,
MPOBOIANINX KIMHUYECKHE UCTIBITAHUSA MEIUIIMHCKUAX H3ACIHH;

0) monHoE HaMEHOBAHUE, OpraHU3aIMOHHO-IIPaBOBAs dopma
MEJIUIUHCKON OpraHu3alliy;

B) aJIpec MecTa HaX0XJICHUS MEJUIIMHCKONW OpraHHu3aIliy;

I') KOHTAaKTHBIN TenedoH, ¢pakc (Mpu HATUYHN);

1) aapec JIEKTPOHHOM MOUTHI (TIpH HAIUYKN),

€) mepeyeHb  paboT  (ycayr) B COOTBETCTBHM €  JIMIIEH3HEH
Ha OCYIIECTBICHHE METUITUHCKON JIEATEIHHOCTH.

18. B ciydae mnpuHATHA peEIICHHA O HECOOTBETCTBHH MEIUIIMHCKOMN
OpraHM3aIlK TPEOOBAHUAM, YCTAHOBJICHHBIM ITyHKTaMH 6 U (WJIH) 7 HACTOSIINX
[IpaBmi1, perucTpupyrOIHi OpraH B JEHb MPHHATHS YKa3aHHOTO PEIICHUS
YBEIOMJSIET ~ MEAUIMHCKYIO  OpraHU3alldi0  IOCPEJICTBOM  Pa3MEIICHUS
COOTBETCTBYIOIIETO  YBEJAOMJIEHHS C MOTHBHPOBAaHHBEIM  OOOCHOBaHHEM
MNPUHATOTO PEUIeHHU B €IMHOM JTHYHOM KaOHHETe METUITMHCKOW OpTraHu3allku.

19. VckmoueHrne U3 mepedHs METUITMHCKHX OpraHH3aIluii, IPOBOIAIINX
KIMHUYECKHE  WCIBITAaHUS  MEAWIMHCKUX  WM3JETHi,  OCYIIECTBIAETCS
PETUCTPUPYIOITIM OPTaHOM B CIEAYIOUTUX CIydasX:

a) mojava 3asBIEHUSA 00 WCKIIOUCHHH W3 TEPeYHs MEIUIIMHCKHAX
OpraHM3aIii, TPOBOIAIINX KIMHUYCCKUE HCIIBITAHUS MEAWIMHCKUX H3ICIHH,
B (opMe  JIEKTPOHHOTO  JOKYMEHTa,  IOAMUCAHHOTO  YCHJICHHOH
KBaJTU(UITHPOBAHHOM 3JIEKTPOHHOH TIOJIITUCHIO WIH yCHJICHHOU
HEKBaJTU(PUITIPOBAHHON 3JEKTPOHHOM TMOAMKUCHIO, TOCPEICTBOM EJIHHOTO
JIMYHOTO KaOMHETa METUITHHCKON OpraHu3alliy;

0) BBISIBJIICHHE PETHCTPUPYIONIUM OpPTaHOM HapyUIeHHH 0O0s3aTembHBIX
TpeOOBaHHMI MPH TMPOBEJACHUU MEAMIIMHCKON OpraHM3alMed KIHMHHYECKUX
UCTIBITAHUN ~ MEIMIIMHCKHX H3JEIWH 10 pe3yJbTaTaM  OCYIICCTBICHUS
roCy/IapcTBEHHOI'0 KOHTPOJIS 32 0OpallieHHeM MeTUITHHCKUX U3IeTTUi;

B) MIpEJCTaBICHHEe  MEIUIMHCKOW  OpraHu3aliueil  HEeJIOCTOBEPHBIX
CBEACHUI IIpH IOJave 3asgBICHHUS O IPOBEICHUH KIMHHYECKUX HCIBITAHUH
M JOKYMEHTOB, MPEJICTABICHHBIX B COOTBETCTBUH C MyHKTOM |1 HacTosmmx
[IpaBmi, a Takke mnpu OQOPMICHHH aKTOB KIMHUYECKUX HCIIBITAHUN
MEIUIMHCKUX HU3]IEITHH;
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T') TUKBUAAINS MEJUIIMHCKONW OpraHU3allui WIH NpeKpalleHue IeHCTBUS
JUIEH3UH Ha OCYIIECTBICHUE METUIIMHCKOU NeATEIbHOCTH,

J1) HECBOEBPEMEHHOE MPEJICTABIICHUE WM HEMNpPE/ICTAaBICHUE CBEICHHM
U JIOKYMEHTOB, MIPEAYCMOTPEHHBIX TYHKTOM 20 HacTosmux [TpaBui;

e) HeyBemomieHue 10 1 ceHTAOps 2025 T. perucTpUPYIONIETO OopraHa
O COOTBETCTBHM TpeOOBAHUSAM, YCTAaHOBJICHHBIM IIOANYHKTOM 'e" MyHKTa 6
U (WIM) MOANyHKTOM """ myHkTa 7 HacTosAmux IIpaBui.

20. B cnyyae W3MEHEHHsA CBEJCHUH, COIECP/KAIUXCA B I[EPEUHE
MEAUIMHCKUX ~ OpraHu3alluii, TMPOBOMAIIMX  KIMHUYECKHE  HCIIBITAaHUSA
MEIUITUHCKUX W3JIeIUH, MEeUIIMHCKAs OpraHu3allis, BKIIOUYEHHAs B IEpeUYeHb
MEAUIMHCKUX  OpraHu3allui, TMPOBOJAAIIMX  KIMHUYECKHE  HCIIBITAaHUSA
MEIUITMHCKUX W3Jenui, B TeueHue 30 KaleHIapHBIX AHEH cO JHA U3MEHEHUS
TaKUX CBEJCHUN NPENCTaBIAECT B PETUCTPUPYIOUIUNA OpraH ¢ HCIOJb30BAHHUEM
€MHOTO JINYHOTO KaOMHETa MEIUITMHCKON OpraHU3alluy 3asBJICHUE O BHECEHUH
U3MEHEHUHN B yKa3aHHBbIE CBEJCHUS, a TAKXKE JOKYMEHTHI, MOJTBEPKIAAIONINE
JaHHBIE M3MEHEHUA, B (PopMe DIIEKTPOHHBIX TOKYMEHTOB WIH 3JE€KTPOHHBIX
o0pa3oB  JOKYMEHTOB, TMOANHCAHHBIX YCHJIEHHON KBaIu(UIMPOBAHHON
ANEKTPOHHOHN MOJMUCHIO UIN YCHIEHHOW HEKBATU(UITUPOBAHHON IIEKTPOHHON
MOJIIUCHIO.

Peructpupytomuii opran B TeueHue 20 pabouux JHEH co JHA
Ope/CTaBlIeHUs] MEIUIIMHCKOW  OpraHu3alied 3asBICHUs O BHECEHUH
M3MEHEHUH B CBEJICHUSI, COJEPIKAIIIUECS B MIEPEUHE METUIIMHCKUX OpTaHU3aIlni,
NPOBOJAIINX KIHHUYECKUE UCTIBITAHUSI METUIIMHCKUX U3JEJIHA:

paccMaTpuBaeT MPEACTABICHHbBIE 3asIBICHHE U TOKYMEHTHI,

cOoOOIIaeT METUIIMHCKOW  OpraHu3allid O TNPUHATOM  pEIIeHUU
B MUCBMEHHOM BHJE IIyTeM €ro pasMenieHuss B (QopMe 3JIEKTPOHHOTO
JOKYMEHTa, TIOANHCAHHOTO YCHUICHHOM KBAIM(QHUIIMPOBAHHONW JJIEKTPOHHON
NOJMUCHI0  YIOJHOMOUYEHHOTO JIOJDKHOCTHOTO JIMIIAa, B €AUHOM JIMYHOM
KaOWHETe MEJUITMHCKOU OpraHu3aIiy.

21. B cnyyae UCKIIOUEHHS M3 MEPEUHS METUITMHCKUX OpTraHU3allui,
POBOJIAIITUX KIIMHUYECKHE UCTIBITAHUS MEJUIIUTHCKHUX U3JIETUH
(3a HCKIIOUECHHEM cllydas, MpeayCMOTPEHHOTO MOANyHKTOoM "a" myHKTa 19
HacTosux [IpaBuit), MeIMIIMHCKAs OpraHU3aIUs BIIpaBe 0OPaTUTHCS TOBTOPHO
B PETUCTPUPYIOIIUNA OpraH ¢ 3asABI€HHEM O TIPOBEICHUU KIUHUYECKUX
UCIIBITAHUM  TIOCHE€ YCTpaHEHHWs 3aMeyaHul, TMOCHY>KUBIIUX MPUYUHON
UCKITIOUEHHUS, HO HE paHee ueM depe3 3 rojia co JIHA UCKIIOYEHUS U3 YKa3aHHOTO
HEPEUHSL.
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B cimyyae TOBTOPHOTO BBIABIEHUS PETHCTPHUPYIOMIUM  OpPraHOM
HapylUIEHU! TIpH NPOBEACHUM MEAMIIMHCKOW OpraHu3alued KINMHHUYECKUX
UCIIBITAHUA MEIUIMHCKUX H3JEIUN MEAMIIMHCKAs OpPraHU3alus HCKII0YACTCS
U3 [EpEeYHd MEAUIMHCKUX OpraHu3aliid, MPOBOASIINX  KIMHUYECKUE
UCIIBITAHUS MEJMIIMHCKUX H37eNnii, 6€3 npaBa MOBTOPHON IMOJauU 3asBICHUS
O MPOBEJICHUY KIIMHUYECKUX HUCIIBITAHUM.

22. MeIMIIMHCKUE OpraHU3allui, NPOBOJIAIINE KINHUYECKAE HUCTIBITAHUS
MEIUIUHCKUX U3JIECNIAN, BHOCAT CBEIECHHUA O NPOBEACHHBIX WCIBITAHUAX
B aBTOMAaTH3UPOBAHHYIO HWHGOPMAIIMOHHYIO CHUCTEMY PETHUCTPUPYIOIIETO
opraHa B CpOK, He IIpeBbIIIAtONINi 3 pabouux JHEH CO THA UX 3aBEPIICHUA.

23. PeecTp BBIIAHHBIX pa3pellcHH Ha TMPOBEICHUE KIMHUYECKUX
UCIIBITAHUA MEIUIMHCKUX W3JIEIIUA pa3MENIaeTcs PErUCTPUPYIOIIUM OpPraHOM
B YCTaHOBJIIEHHOM WM TOpsifKe Ha CcBoeM OQUIMAIBHOM  caiTe
B ceTu "MHTepHET".

24. OcobeHHOCTH TOCYIApCTBEHHON PErUCTpaliuy METUITMHCKUX U3ENHM
OTEUYECTBEHHOIO MPOU3BOACTBA (MEIWIIMHCKHX U3JACIHA, B 3asABJICHUU
O TOCY/JapCTBEHHOM pEeTUCTpaIuy (Jajiee - 3asBICHUE O PETUCTPAIIUU) KOTOPBIX
B KauecTBE IMPOU3BOJAUTENS (M3TOTOBUTENS) YKAa3aHO IOPUIUYECKOE JIUIIO
WIN 3apETUCTPUPOBAHHOE B KA4E€CTBE WHAUBUIAYAIbHOTO IPEAIPUHAMATENS
dbusnyeckoe JNHIO, SABIAIONIHECS pe3uaeHTamMu Poccuiickoit ®denepanuu,
a TaKXKe UMEIONINE IPOU3BOJACTBEHHYIO IUIOMIAAKY Ha TEppUTOpUH Poccuiickoi
®enepanuu) HOpU  YCIOBUM  IMPOBEACHUS  TEXHUYECKUX  HUCIBITAHUHI
U TOKCHUKOJIOTUYECKHX HCCIICIOBAHUN MEIUIMHCKOTO U3JENIUS, a TaKKe
UCIIBITAHUA MEIUIIMHCKOTO H3JEIus B LENAX YTBEPKICHHS THIIA CPEICTB
U3MEpeHU (B OTHOIICHUH MEAUIIMHCKUX H3JIEIHM, OTHOCSIINXCS K CPEeACTBaM
U3MEpEHU B cpepe TOCyAapCTBEHHOTO PETYIUPOBAHUSA 00ECIIeUeHUs €IMHCTBA
U3MEPEHUH, [epeYeHb KOTOPBIX YTBEPKIAACTCS MuHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit denepanun) B penepanbHOM rocy1apCTBEHHOM
OI0/DKETHOM  yupekIeHuu "BcepoccHiickuif — HaydHO-HCCIIEAOBaTEIbCKUM
U UCTIIBITATENBHBI MHCTUTYT METUIIMHCKONW TexHUKU"' denepanbHOil CiyKObl
o Haa30py B cepe 3ApaBooOXpaHEHHUs (Jjanee - YUPEKICHUE), KIUNHUYECKUX
UCIIBITAHUM - B MEIUIIMHCKUX OpraHU3alUsIX, OTBEYAIONINX TPEOOBAHUAM,
YCTAHOBJICHHBIM IyHKTaMu 6 W 7 Hactosmux [IpaBui, BKIIOYEHHBIX B CETh
HAllMOHAJIbHBIX MEJUIIMHCKUX HCCIIEIOBATENICKUX IEHTPOB, COCTaB KOTOPOH
yTBEPXKIEeH MuHMCTEpCTBOM 3apaBooxpaHeHus Poccuiickont dPenepanuu,
a TakXke IIporpaMMHOTO oOecleueHus ¢ [PUMEHEHHEM TEXHOJIOTUH
HUCKYCCTBEHHOT'O UHTEILIEKTA, IPEAHA3HAYEHHOTO A1 00paboTKU MEAUITMHCKUX
U300paKE€HUM,  MOJYYEHHBIX TpU  MPOBEACHUU  PEHTTEHOJIOTHYECKUX
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UCCIIEIOBAaHUM, BKJIIOYas KOMIIBIOTEPHYIO ToMorpaduio, peHTreHorpaduro,
¢datooporpadguio U MaMMorpaduio, Mpu yCIOBUM TPOBENEHUA KIUHUYECKUX
UCIBITAHUM B TOCYJApPCTBEHHOM OIOJIKETHOM YUPEKJIECHUHU 3PaBOOXPAHEHUS
ropoaa MockBsl "HaydHO-IIpaKTUYECKHM KIMHUYECKUN LIEHTP JHArHOCTUKU
U TEIEMEAUIUHCKAX TEXHOJOrui JlemaprameHTa 3/paBOOXpPAaHEHUS Topoja
MockBbl" (majiee COOTBETCTBEHHO - KIMHUYECKUH IIEHTP, OTEYECTBEHHBIE
MEIUIMHCKUE H3Jeius), npeaycMorpeHbl nyHktamu 101 - 109 Hacrosmux
IIpaBui.

['ocynapcTBeHHass perucTpanus OTEYECTBEHHBIX MEIUIUHCKUX H3IEITHI
OCYIIECTBJISIETCS B COOTBETCTBUM C ITyHKTamu 63 - 86 unu 87 - 100 HacTosmux
[IpaBun b0 B COOTBETCTBUU C OCOOEHHOCTSAMM TOCYJapCTBEHHOMN
pPETUCTpallUd  OTE€YECTBEHHBIX MEIMIIMHCKUX H3JENUM, YCTaHOBJIEHHBIMU
nyHkTamu 101 - 109 vacrosmux I1paBui, mo BeIOOPY 3assBUTEIIA.

25. @akT TOCYJapCTBEHHOM pPETUCTpPAllMd MEAUIIUHCKOTO  HU3JCIHS
B COOTBETCTBMU C HAcTOAIIMMHU [lpaBHilaMM TIOATBEPKIAECTCA PEECTPOBOMN
3allUChI0, BHOCUMOMN PETrUCTPUPYIOIIUM OpPraHOM B TOCY/IAPCTBEHHBIN pPEECTp
(manee - peecTpoBas 3alllcCh).

['ocynapcTBeHHast perucTpanys MEJUIMHCKOTO H3JIENUS B COOTBETCTBUU
¢ HacTosmuMH [IpaBuiiamu sBisieTcss 6€CCpPOUHOM.

26. BkiroueHue B OJIHY pPEECTPOBYIO 3allUCh HECKOJNBKHUX MOJENIEN
(Mapok) METUIIMHCKOTO U3JIENUs, B TOM YHCIie OTHOCSIIUXCS K pPa3HBIM BUIaM
MEIUIMHCKUX H3JIeUi B COOTBETCTBUU C HOMEHKJIATYpHOU KiaccupuKanuen
MEIUIMHCKUX H3ACNHI 1O BHUAAM, YTBEpXKAaeMoil MUHHCTEPCTBOM
3napaBooxpaHeHuss Poccuiickoit ®Denepanuu (Jajee - HOMEHKIATypHas
KJIaccudukaua MeIUIMHCKUX H3JENUN 1O BHAAaM), BO3MOXKHO IPU YCIOBUHU
COOTBETCTBUSI ITUX MoOJIesIel (MapOK) BCEM CIIETYIONTUM KPUTEPHSIM:

a) MPOM3BOJICTBO  Mojleie  (MapoK)  MEIUIMHCKOTO  H3JENui
OCYIIECTBJISIETCS OJHUM TPOU3BOJUTEIEM (M3TOTOBUTENIEM) IO OJIHOM
TEXHUYECKOU JIOKYMEHTAIIUU [TPOU3BOAUTEINS (M3TOTOBUTENS);

0) Mogenu (MapKu) MEAUIIMHCKOTO U3/IEAUS OTHOCSTCS K OJJTHOMY KJaccy
NOTEHIIUAIIBHOTO PUCKA PUMEHEHUS,

B) Mojieid  (MapKd) MEJUIMHCKOTO U3AENUSA HUMEIOT OJMHAKOBOE
(GbyHKIMOHATBLHOE Ha3HAYEHUE U IPUHIINIT IEHCTBUS;

ryMmodenu  (MapKd)  MEIMUIIMHCKOTO  M3JENus  IpeJHa3HaYeHBI
JUIsL  ONpefeneHus Hanuuusg | (WIH)  KOJIMYECTBEHHOrO0  COJIep KaHUs
B OMOJOTUYECKOW MpoOe OJHOTO0 U TOTO K€ KIMHUYECKH (JIMarHOCTHYECKH)
3HAUYUMOTO aHaJuTa (aHAJTUTOB) (JUIsI MEIULIMHCKUX WU3ACIUN 1 TUAarHOCTUKH
in vitro);
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o) Mojenu  (MapKH) MEIUIMHCKOTO HM3JeIus HMEIT paszIMyHbIe
KOMILUIEKTAIllUM, HE BIUAIONIME Ha MPUHOHUI paboThl WU (QYHKIHOHAILHOE
Ha3Ha4YCHUE, YTO ITO3BOJIAET OOECIECUUTh pacCHIUpEeHHE WIH CIELHAIN3aIUIo
UX MPUMEHEHUS B MEIUIIMHCKUX LENAX (IT0 IPUMEHUMOCTH ),

e)Mojenu (MapKd) MEIMIIMHCKOTO U3JeIUs HMEIT  pa3iIuyHbIe
TEXHUYECKUE  IapaMeTphl, HE  BIUAIONIAE Ha  IPHHOUO  padoOThI
1 (YHKITHOHAJIbHOE Ha3HaueHHe (110 IPUMEHUMOCTH);

k) MOJeIN (MapKH) MEIUIIMHCKOTO H3JAeNIHsA 00pazyloT THIIOpa3MEpPHBIH
(MOZIENIBHBIN) P  WIM  SBJISIIOTCS TPYIIOH MCIOJHEHUS MEAUIIMHCKOTO
uzaenusa. Ilpy STOM moA TpyNHodl HCHOJHEHUS MEIUIIMHCKOTO H3ACIUs
MMOHUMAIOTCS U3JCNIHS, B OTHOIICHUH KOTOPBIX BBINOJHEHBI OJWUH TPYIIOBOMH
yepTexX JieTalie U (MIH) OJlHa TeXHHWYecKas JOKyMEHTallMs MPOU3BOIUTENS
(M3rOTOBUTENIA) HA METUIIMHCKOE U3CIIHE;

3) MoJenn (MapkKu) MEAMIIMHCKOTO H3JIEeNHS HMMEIOT  OJHHAaKOBBLIC
MPU3HAKHU B YaCTH:

obJacTu MpUMEHEHHS,

WHBAa3UBHOCTH,

CTEPHIHLHOCTH (B TOM YHCJIE C YUETOM METOJIOB CTEPUITH3AIIHN);

YacTOThl HCIOJIb30BaHUA (OJHOKpAaTHOE IIPHUMEHEHHE, MHOTOKpaTHOE
MPUMEHEHHE OJHUM I[AIUEHTOM, MHOTOKPATHOE IPUMEHEHUE HECKOJIbKHUMU
MalUCHTaMH );

OKCIUTYaTaIITHOHHBIX U KOHCTPYKTUBHBIX OCOOCHHOCTEH.

27.T'ocymapcTBeHHass MONUIMHA 33 COBEPIIEHHE PETUCTPUPYIOIIHUM
OpraHoM JEWCTBUIl IIPM OCYIIECTBIECHUH TOCYJIApCTBEHHON pErucTpaiuu
MEIUITUHCKUX H3ACIUN YIUIaYMBAETCA B COOTBETCTBUHM C 3aKOHOJATEIbLCTBOM
Poccuiickoit denepannn o Hajlorax u cbopax.

HNudopmaliiio 00 yIiaTe rocyJapcTBEHHON MOIUIMHBI PETUCTPUPYIOIIH
opraH Iojy4yaeT MocpeICTBOM JiocTyma k ['ocymapcTBeHHON HHPOpMAIIMOHHOMN
CHUCTEME O TOCYAAPCTBEHHBIX U MYHHITUITAIBHBIX IUIATEXKAX, IIPETYCMOTPEHHON
cratbeii 213 ®degepanbHoro 3akoHa "OO opraHMzalldd IIPEIOCTABICHHS
rOCyJIapCTBEHHBIX M MYHHUIIUTIAJIBHBIX YCIYT".

28. Peructpupyromuii opran pasMmeniaeT HHQPOpMAIHIO, CBI3aHHYIO
C OCYIIECTBJICHUEM TOCYJApPCTBEHHON PETUCTPAMM MEIUIIMHCKOTO H3AEIHA,
BHECCHHEM HM3MEHEHUNW B JIOKYMEHTBI, COJEpKAIIHECs B PETHUCTPALIHOHHOM
J0Che, U OTMEHOH T'OCYJapCTBEHHON pETHCTpalli, Ha CBOEM O(HIIHaILHOM
caiite B ceru '"HuTepHer", B e€AMHOM JHYHOM KaOWHETE 3asBUTEIA
U DJICKTPOHHOM KaOHHETE 3asIBUTEIIA.
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29. B menax mpoxXoxIeHHUS IpOLEAyphbl TOCYJIapCTBEHHON pPETHCTpalliu
MEIUIMHCKOTO  H3Je/IUs  HWHOCTPAHHBIH  MPOU3BOIUTENH  (M3TOTOBHUTEIH)
MEIUITUHCKOTO M3JENIH JOHKEH Ha3HAYUTh YIIOJHOMOYEHHOTO MPEACTABUTENS
Npou3BOaNTENS (M3TOTOBUTENS), JEHCTBYIONIETO B IEPHOJ  OOpallleHHsS
MEIUIIMHCKOTO  u3Aenuss Ha  tTepputopuu  Poccuiickonn — depepanuu,
U TIOJIIEPKHUBATh B aKTyaJIbHOM COCTOSTHHH MH(OpPMAIIHIO O TAKOM MpECTaBUTEIEe
MPOU3BONTENIS (U3TOTOBUTEIN), COAEPKAIIYIOCS B pETHCTPAIIMOHHOM JIOCHE.

B caydae eciu cBeacHuA 00 YIOJTHOMOYEHHOM IIPEACTaBUTENE
NpoUu3BOJNTENS (M3TOTOBUTENA) HE YKa3aHbl B JIOKYMEHTaxX, COJEpKaIluxcs
B PETUCTPAIlMOHHOM JIOChE, WM SBIIOTCS HEAKTyaJIbHBIMH, WHOCTPAaHHBIN
MPOU3BOJNTENb (M3TOTOBUTENB) 10 1 ceHTs10ps 2025 T. IOoKEH Ha3HA4YHUTh
YIIOJTHOMOYEHHOTO MIPEICTaBUTEIIS IIPOU3BOJUTEIIA (M3roTOBHUTENA),
JEHCTBYIOIIETO B MEPHO] OoOpalleHus MEIUIMHCKOTO U3/ Ha TEPPUTOPHU
Poccuiickoit denepanin, WM akTyaIM3upOBATh CBEJICHUSA O HEM.

30. o mopayum B PETHCTPUPYIOUIN OpTraH 3asBJIICHUS O PETUCTpalH
MEIUITMHCKOTO M3JEIUs WJIA O BHECEHMU U3MEHEHHM B JIOKYMEHTHI,
coaepKaliuecs B PETUCTPAITMOHHOM JI0Che, B COOTBETCTBHU
¢ nyHktamu 63, 87, 112, 120 u 135 Hactosmux [IpaBun wim mojayu
B YUPEXKICHHE 3asABJICHUSI O IIPOBEICHHUM  OKCIIEPTH3Bl  KayecCTBa,
3peKTUBHOCTY M OE30MIaCHOCTH OTEUYECTBEHHOI'O MEIUIIMHCKOTO U3ICIUs
B COOTBETCTBUM ¢ MYHKTOM 101 Hactoammx IlpaBui 3asBUTENb OCYIIECTBIISIET
cOOp J0Ka3aTenbCTB 0€30MacHOCTH U 3(PPEKTUBHOCTH MEIHUIIMHCKOTO M3
U [IOJTOTOBKY COOTBETCTBYIOIIUX JOKYMEHTOB PETUCTPAIIMOHHOTO JOCKE.

31.B LIEeIIX IIOATOTOBKH JIOKYMEHTOB, COAEPKAITUXCS
B PETUCTPALlMOHHOM JIOCh€, JUII HX [OCIEAYIOIIET0 IPEACTaBICHUS
B PETHUCTPUPYIOUINNA OpraH WIH Yy4UpeKIeHHE 3asBUTENb (10 IMPHMEHUMOCTH
B 3aBHCHUMOCTH OT IIPOLIETYPHI):

a) obecrieurBaeT IMPOBEJACHUE TEXHUYECKHX  MCHOBITAaHUH U (WIN)
BKJIIOUAET B KOMIUIEKT JIOKYMEHTOB HUMEIOIIHECS IaHHBIe (JOKa3aTeIbHBIC
MaTepHajIbl MPOU3BOINUTENS (H3TOTOBUTEIS) MEIUIIMHCKOTO H3ICITHS );

0) oOecrieunBaeT MPOBEICHHE  TOKCHUKOJIOTHUYECKHX  HCCIIEIOBaHHUI
METUIMHCKOT0 U3/Iens U (MIJIM) MPUHAIICKHOCTEH K MEAUITHHCKOMY H3/IEIIHIO,
IPsSIMO WJIM OTOCPEAOBAHHO KOHTAaKTHUPYIOIIUX C ITIOBEPXHOCTHIO TEJIA YEIOBEKA,
€ro  CJIM3UCTBIMH  000JIOUKAaMH, BHYTPEHHUMH CpeJaMH  OpraHu3ma,
JUIS KOTOPBIX YKa3aHHOE B3auMOJCHCTBHUE (KOHTAKT) SBJISETCS HEOOXOIUMBIM
JUISL  BBINOJIHEHUS WX [peJHa3HAaueHHBIX (GYHKUMH, U (MIH) BKIIOYAET
B KOMIUIEKT JOKYMEHTOB MMEIOIHMECS JaHHBIC (JI0OKa3aTeIbHbIE MaTepHUalIbl
MPOU3BOUTENS (U3TOTOBUTEINS) MEAUITUHCKOTO HU3/ICIIHS);
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B) obecreurBaeT MPOBEJACHUE KIMHUYECKUX HCHBITAHUM METUIIMHCKOTO
u3zenus (3a MUCKIIYEHHEM TOCYJIapCTBEHHON PpETUCTPAallMM MEIUIIUHCKUX
u3zienuii, moATBepkaeHue 3G(PEKTUBHOCTU KOTOPBIX TpeOyeT MpoBeAeHUS
KIVMHUYECKUX  WCHBITAHUH €  y4yacTHEM  4YEJIOBEKAa MW IOJIYYCHHS
pa3pellieHUs] PETHUCTPUPYIONIETO OpraHa, OCYIIECTBISIEMOM B COOTBETCTBUU
¢ myHKkTamu 63 - 86 HacTostmux [IpaBum).

KinuHnyeckre HCOBITAaHUS B I1ENAX TOCYJIApPCTBEHHON PETHCTPALIMU
MEJUIMHCKOTO HW3JENNA, TOATBEPKIACHUE 3(D(OEKTUBHOCTH KOTOPOro Tpedyer
NpOBEICHUs KIIMHUYECKUX UCIBITAHUM C y4acTHEM YeJoBeKa (3a UCKIIOUEHUEM
OTEYECTBEHHBIX METUIIMHCKHUX U3JIENUN, MEJUIIUHCKUX 17663) (S 1507
JUIsE  JUAaTHOCTUKM  In  Vitro, MEIUIMHCKUX  M3JENHUHA,  IPOIIEAIINX
rOCyJapCTBEHHYI) ~ PETUCTPAIIMI0O B  COOTBETCTBUHM C  OCOOEHHOCTSIMH,
ycTaHOBJICHHBIMU [IpaBuTenscTBoM Poccuiickont denepanuu, U MporpaMMHOTO
oOecrieueHus,  SABIAIOMIETOCS  MEAMIMHCKUM  HU3JETUEM),  TPOBOISITCS
HAa OCHOBAaHHWM pa3pelIeHHs Ha IIPOBEJICHHE KINHUYECKUX WCIBITAHUMH,
BBIJIAHHOTO PETUCTPUPYIOIIUM OPraHOM, a TaKXKe 3aKIIoueHHUs 00 STHYECKOH
000CHOBAaHHOCTH MPOBEIEHUS KIMHUYECKUX HCIIBITaHUH, BBIJIAHHOTO COBETOM
no dThke B cdepe oOpalleHUs MEAUIMHCKUX U3aeauii MuHucrepcTBa
3npaBooxpaHeHuss Poccuiickoit ®enepanuu (gajgee - COBET IO 3THKE),
B CIIy4asiX, YCTAaHOBJICHHBIX HacTOAIUMHU [IpaBunamu.

KinuHnyeckre  UCNOBITAaHHS € Y4acTHEM  4YEJIOBeKa B IEIAX
TOCYJAPCTBEHHOM PETHUCTPAllMM OTEUYECTBEHHOIO MEIUIUHCKOTO H3JEIHS
OPOBOJATCS HAa OCHOBAaHMM 3aKIIOUEHHUs OO0 JTHYeCKO 00O0CHOBAaHHOCTH
NPOBEJECHUA KIMHUYECKUX HCIBITAHUM, BBIJJAHHOTO COBETOM IO OTHKE,
B CiIy4dasX, YyCTaHOBJIEHHbIX HacTtosumMu IlpaBunmamu. Paspeunienue
Ha TIPOBEJCHHUE KIMHUYECKUX HCIIBITAHUM C YYaCTUEM YEIOBEKA, BBITABAEMOE
PETUCTPUPYIOIIUM OPTraHOM, JJId OTE€YECTBEHHBIX MEIUIUHCKUX W3ICIINMH,
npolieypa rocyJapCTBEHHON pPETUCTpaIlui KOTOPBIX OYAET OCYIIECTBISTHCS
B cooTBeTCcTBUU ¢ ITyHKkTaMHu 101 - 109 nactosmux IlpaBui, He TpeOyeTcs.

Jns MeAUIMHCKUX W3JEAUil A JUArHOCTUKHM In Vitro, MEIUIMHCKUX
U3JIENIUNA, TPOLICAIINX TOCYJAAapPCTBEHHYIO PETUCTPAIUI0 B COOTBETCTBHU
C  OCOOEHHOCTSAMH, ycTaHOBIeHHBIMU [IpaButenbctBom  Poccuiickoit
®denepaniud, U OPOrpaMMHOTO OOECIIEUEHUs], SBISIOUIETOCS METUIIUHCKUM
U3JIENINEM, TIOJIYUYEHHE Pa3pelIeHUs PETUCTPUPYIONIETO OpraHa Ha MPOBEICHUE
KIMHUYECKUX UCIIBITAaHUI, B TOM YHCIIE C y9aCTHEM Y€JIOBEKa, HE TpeOyeTcs;

r) oOecrieurBaeT NPOBEICHUE MCTBITAHUN B IENAX YTBEPXKICHUS THIIA
CPEACTB U3MEPEHUN (B OTHOLICHUM MEAUIMHCKUX W3JEIUN, OTHOCSIIUXCS
K CpeacTBaM M3MepeHudl B cdepe TocyJapCTBEHHOTO PETYIUPOBAHUS
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oOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccuiickoit denepanyn);

1) obecrieyuBaeT  IPOBEJCHME  UHCIEKTUPOBAHMS  TPOU3BOJICTBA
MEIUIMHCKUX HU3JEeTUid Ha COOTBETCTBHE TpeOOBaHUSAM K BHEJPEHHIO,
NOAJNEPKAHUIO W OIEHKE CHCTEMBI YIIPABIEHUS KadeCTBOM MEIUIIUHCKUX
U3JIeNIMA B 3aBUCHMOCTH OT TOTCHIMAJIBHOTO PHCKA HX IIPUMEHEHHS,
yTBepxkAeHHBIM  IlpaBurenbctBoM  Poccuiickoit  ®enepanuu  (gaigee -
TpeOOBaHHA K BHEIPEHHIO, IMOJAJIECPKAHHUIO U OIEHKE CHCTEMBI YIIPAaBJICHUA
KaueCcTBOM  MEIUIIMHCKUX  u3fenuit).  I[lepBUuHOE  MHCHEKTHPOBAHUE
NPOU3BOJCTBA MEIUIIMHCKUX U3JIETUH Ha COOTBETCTBUE TPEOOBAHUAIM
K BHEJIPEHUIO, MOJJIEPKAHUIO M OILIEHKE CHUCTEMBI YIIPABICHUSA KAaueCTBOM
MEIUIMHCKUX HW3JENHI, BBIIOJIHEHHOE B LENAX IPEJICTABICHUS €0
PE3YIBTATOB B PETUCTPUPYIOUINN OpraH WIH YUPEXKICHUE B paMKax IPOLEIyp,
npeaycMoTpeHHbIX pazjaenamu Il - VI nactosmux IlpaBun, A0KHO OBITH
IIPOBEJIEHO YUPEKIECHUEM WIH 3KCIIEPTHBIM YUPEKICHUEM.

32. CoBeT 1O D3THKE SBISETCS IIOCTOSHHO JICUCTBYIOIIMM OpraHOM,
CO3JaHHBIM MWUHHCTEPCTBOM 31paBooxpaHeHus Poccuiickoli ®Penepanuu
JUISE  TIPOBEJIEHUS] OKCIEPTU3bl OITUYECKOM OOOCHOBAHHOCTU TPOBEACHUS
KIIMHUYECKUX HCHBITAHUN MEAUIMHCKUX HW3ACIHI € Y4YacTHEM 4YeJIOBEKa
B KauecTBe CyObeKTa (J1aiee - 3THYecKast SKCIEPTH3a).

33. OCHOBHBIMU 3a/1a4aMH COBETA IT0 ITUKE SIBISIOTCH:

a) IPOBEJIEHUE OTUYECKONH HKCIEPTU3Bl  JOKYMEHTOB, CBS3aHHBIX
C IIPOBEAEHUEM KIMHUYECKUX UCTIBITAHUN MEIUIIMHCKHUX HU3JENHII;

0) BbIJ]aya 3aKIIOYEHUS 00 ITUYECKOM OOOCHOBAHHOCTH BO3MOKHOCTHU
WM HEBO3MOXXHOCTH IIPOBEJEHUS KIWHUYECKUX HCIBITAHUA MEIUIIUHCKUX
U3JIEN ¢ ydacTHEM YelloBeKa B KaUeCTBE CyOBeKTa.

34. CoBeT MO 3TUKE B COOTBETCTBUU C BO3JIOKEHHBIMU Ha HETO 3aJla4aMH
UMEET IPaBoO:

a) MoAy4aTh JOKYMEHTBI, HEOOXOAMMBIE [JIsl IIPOBEJIECHUS 3TUUYECKOU
DKCIEPTHU3HI;

0) 3ampaiuBarh y 3asBHUTENs HEJOCTAIONIME MaTepHalbl, HEOOXOIUMBIE
JUISL IPOBEAEHUS 3THUECKOMN SKCIIEPTU3HI.

35.CoctaB coBera IO O3THKE YyTBEpXKAAETCA MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit ®enepanun u GopMuUpyeTcs U3 npeacraBuTenei
MEIUIMHCKUX, Hay4YHBIX OpraHu3alui, oO0pa3oBaTEIbHBIX  YUPEKICHUHN
BBICIIETO 0Opa30BaHMs, a TAKXKeE MPEACTaBUTENEH OOIIECTBEHHBIX OpTraHU3alIlni,
PENUTUO3HBIX OpraHu3aluii U CpeACTB MaccoBOoM HHpopmaluu (Jajee -
AKCIIEPTHI COBETA).
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Yucno mnpeAcTaBUTENIEd MEIUUHUHCKUX OpPraHU3alluii  HE  MOXKET
NPEBBIIATH MTOJIOBUHY OOIIIETO YHCIa IKCIEPTOB COBETA.

36. CocraB coBeTa 110 3THKE NIEpecMaTpUBAETCs M0 Mepe HEOOXOAUMOCTH,
HO HE Yallle OJIHOTO pa3a B IO/l

W3MeHeHnsT ¥ JIONOJIHEHUS B COCTAaB COBETA IO ATHUKE YTBEPKIAIOTCS
mpruKa3zoM MuHucTepcTBa 3paBooxpaHeHusa Poccurickon ®enepaiium.

37. B cocTtaB coBeTa IO 3THKE BXOJAT MPEICENATENb, €r0 3aMECTUTEIN
U YJIEHBI COBETA 110 3THKE.

38. Ilpencenarens coBeTa 10 J3THKE Ha3HadaeTcss  MUHUCTpOM
3npaBooxpaHeHuss Poccuiickoit ®enepallid U3 YHCIA 3KCIIEPTOB COBETA,
UMEIOIIUX BBICIIEE MEIUITMHCKOE 00pa3oBaHUE, HAYYHYIO CTEIEHb KaHIUIaTa
MEIUIMHCKUX HayK WIH JOKTOpa MEIUIMHCKUX HayK U OIBIT padOThI
0 TMPOBEICHUIO  KIMHUYECKUX  HUCIBITAHUM  MEAWIIUHCKUX  H3JEIUI
U Pa3pelICHHUI0 BOIIPOCOB, CBA3aHHBIX C 3THUYECKUMH ACIIEKTaMU KIIMHUYECKUX
UCIIBITAHUNA MEIUIIUHCKUX U3IETUN.

39. Ilpencenarens coBeTa MO ITUKE OCYIIECTBIAET OOIIEe PYKOBOJCTBO,
OIIpeJIeNsIeT HaIpaBiIeHUsl paboOThl COBETa MO 3THUKE, OPraHU3yeT €ro padory,
pacnpenenseT O0S3aHHOCTH MEXJy OJKCIepTaMHU COBETa, OCYIIECTBISET
KOHTPOJIb 32 [IPOBEJICHHEM STHYECKON SKCIIEPTUBHL.

B orcyTrcTBHME mpeiacemarens coBeTa IO OSTHKE €ro oO0A3aHHOCTH
UCITOIHAET OJWH W3 3aMECTHUTENEH, HUMEIONIUNA BBICHIEE MEIUIIUHCKOE
obOpa3oBaHue.

40. DxcniepThl COBETa HE JIOJDKHBI HAXOJUThCA B KaKOU-THOO
3aBUCUMOCTH OT MPOU3BOJUTENEH (M3roTOBUTENEH) METUIIUMHCKUX HU3/IETUN
U APYTUX JIUII, 3aMHTEPECOBAHHBIX B PE3YyJIbTaTaX 3TUUECKOI IKCIIEPTU3HI.

41. B coBeTe 10 3TUKE MOTYT CO3/IaBaThCS SKCIEPTHBIE IPYTIIIHL.

42. K skcniepTaMm coBeTa MPEeAbIBISAIOTCA CASAYIONINE TPEOOBaHU:

a) JIJIs JIUI, UMEIOIINX BBICIIEE MEIUIIMHCKOE 00pa3oBaHue:

HAJIMYHUE TTOCTIEBY30BCKOTO U (MIIH) JOMOIHUTENEHOTO MPOPECCHOHAIBHOTO
oOpa3oBaHusl, cepTU(dUKaTa CelUaNINCTa;

HaJIM4ME OIbITa PabOThl MO MPOBEJACHUIO KIMHUYECKUX HCIBITAHUH
MEIUIMHCKUX HW3JIEJIUA U Pa3pelIcHUI0 BOIIPOCOB, CBSA3aHHBIX C 3TUYECKHUMU
acIeKTaMH KIIMHUYECKUX UCIBITAHUN METUIIMHCKUX WU3JEIHM;

0) IJI UHBIX JIHIL;

HaJIM4YKE BBICIIETO 0Opa30BaHMUS;

HaJIM4Me ONBbITa PabOTHl W 3HAHUM B OOJACTH STUYECKUX M TIPABOBBIX
aCIEKTOB 3allUTHI IIPaB U CBOOOIBI YENOBEKA U TpaXkJIaHHUHA.
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43. 3acenanus COBETA MO 3TUKE MPOBOJATCS MPEACEAATENEM WUIIH IO €T0
NOPYYEHHUIO 3aMECTHTENIeM TMpejcenaTesis U o(pOopMISIOTCS MPOTOKOJIOM,
KOTOpBIN MOAMUCHIBAETCS IMpeAcelaTeNieM COBETa MO JTHUKE WIH €ro
3aMECTHTEIIEM.

Matepuansl K ouepeJHOMY 3aCEJaHUI0 COBETA MO ATUKE HAIPaBJIAIOTCS
AKCIIEpTaM COBETA IO 3TUKE JIeIapTaMeHTOM MUuHHUCTEpCTBa 3paBOOXPAHEHUS
Poccuiickoit denepaliuy, OTBETCTBEHHBIM 3a OPTraHU3AIMOHHO-TEXHUYECKOE
o0ecrieueHHE COBETa IO 3THUKE (Jalee - JIeMapTaMeHT), HE TIO3/IHEE YeM
3a 3 pabouux [HA A0 HA3HAYEHHOTO JemapTaMeHTOM CpoKa MPOBEACHUS
3ace/laHusl.

44. 3acenanne coBeTa IO J3THUKE CUHATAETCS IIPAaBOMOYHBIM, €CJIHU
Ha HEM MPUCYTCTBYET HE MEHEE JABYX TPETEH ero uIeHoB.

OKCepThl COBETa YYACTBYIOT B €ro paboTe JIHMYHO, JEIErMpOBaHUE
MOJTHOMOYUN HE JTOIYCKaeTC.

45. DkcnepTel COBETA, YYACTBYIOIIME B IUIAHUPYEMOM KIMHUYECKOM
UCIIBITAHUM ~ MEJMIIMHCKOTO H3JIedusi, HE MPUBIEKAIOTCA K OSTUYECKOH
IKCIIEPTHU3E.

46. PenteHre coBeTa IO 3TUKE MPUHUMAETCS OTKPBHITHIM T'OJOCOBAHHEM
OPOCTHIM OGOJBITUHCTBOM T'OJIOCOB MPHUCYTCTBYIOIIMX HAa 3aceAaHUU HKCIIEPTOB
COBETA.

B ciiyyae paBeHCTBa rojioCOB IPUHATBIM CUHUTAETCS PENICHHUE, 32 KOTOPOE
[POroJI0COBAII MPEJCENATENbCTBYIONINI HA 3aCEIaHUH COBETA IO ITHUKE.

47.1lo pe3ynpTaTaM 3acelaHusi COBETa IO OJTUKE odopMIIIeTCS
3aKII0YEHUE 00 HJTUYECKOW OOOCHOBAHHOCTH MPOBEACHUS KIMHUYECKUX
UCTIBITAHUN MEIUIIMHCKOTO M3/IeNUs MO (OpMe COTJIacHO IMPUIIOKEHUIO, KOTOPOE
NOJIMUCHIBAETCS TIpeJICelaTelieM COBETa IO AITHKE WIM €ro 3aMeCTUTEIIEM.
OnuH SK3eMIULIp 3aKIIOUEHHS BPYYAeTCs 3asBUTENIO WIM HaIpaBiseTCS
€My 3aKa3HbIM IIOYTOBBIM OTIPABJICHUEM C YBEIOMJIEHHEM O BpPYUYCHUH,
a BTOPOH 2K3eMIULIP XPAHUTCS B JIETApTaMEHTE.

48. DxcnepT coBeTa, HECOTVIACHBIN C IIPUHATHIM PEIICHUEM, UMEET IIPaBo
B NMUCBMEHHON (hOopMe M3JI0KUTH CBOE 0CO00€ MHEHHE, KOTOpOE IPUJIaraeTcs
K COOTBETCTBYIOIIEMY 3aKIIOUECHUIO COBETa IO JTUKE, MPETyCMOTPEHHOMY
nyHkToM 47 HacTosmux [IpaBui, u ABJISIETCS €r0 HEOTHEMIIEMOM YacThIO.

49. Undopmaiiug o cocTaBe coBeTa IO ITUKE M IUIaHAX €ro paboThI
pa3MeliaeTci B COOTBETCTBYIOIIEM pasjielie Ha caiite MuHucrepcTBa
3apaBooxpaneHuss  Poccuiickoit  ®depepaniumn B cetu  "HMHTepHeT"
U HOJIIEP’)KUBAETCS B aKTYaJIbHOM COCTOSTHUU.
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NHdopmaliys o Tekyllel IesITeIHHOCTH COBETa IO ATHKE pa3MellacTcs
B COOTBETCTBYIOIIIEM pa3jaeiie Ha caliTe MHUHHUCTEpPCTBa 3APaBOOXPAHECHUS
Poccuiickoit ®eaepanuu B cetn "MuTepHeT" B TeueHue 3 pabouux aHEH co JHA
MIPOBEICHUSA 3acCEeAaHus COBETA 110 ITHKE.

50. DkcniepTHOE YUpPEXKICHHE MO JKEJIAHWI0 3asBUTENS JIO Hayaja
MPOIEAYPHl TOCYJAPCTBEHHON PETUCTPALIMU OCYIIECTBIIET KOHCYJIBTUPOBAHUE,
B TOM 4YHCJIE II0 BOMpOcaM IIPOLEAYp, CBSA3AaHHBIX C TOCYJapCTBEHHOM
pETUCTpAIIMEd MEIULMHCKUX HW3EINNM, BKIIOYas IIPEABAPUTEIbHBIN aHAIU3
U OLEHKY PErUCTPAallMOHHOTO JOChE, B IOPAJKE, YCTAaHOBJICHHOM
PETUCTPUPYIOIIUM OPTaHOM.

KoHcynbTHpoBaHUE He SBISETCAS O00s3aTEIBHBIM IS MOJIYYCHHS
rOCYJIapCTBEHHON YCIYTH 10 TOCYJapCTBEHHOW PETrHCTpallud MEIUITMHCKUX
U3 JICIINL.

B nenax cobntogeHus MPUHIUIIOB HE3aBUCUMOCTH U O€CIPUCTPaCTHOCTH
IpU IPOBEACHUN 3KCIIEPTH3bl KauecTBa, J(P(EKTUBHOCTH U 0€30MacHOCTHU
MEIUIIMHCKOTO H3JCNNs, a TaKXe MCKIIOUCHHS BO3MOXKHOCTH KOH(IHKTA
UHTEPECOB JOKHOCTHBIEC JIMIA DKCIEPTHOIO YUPEKJICHHUS, OCYIIECCTBIISABIINE
KOHCYJIPTUPDOBAHUE WJIM HHCIEKTHPOBAHUE MPOMU3BOJCTBA MEIMIIMHCKUX
U3JIeJIUi Ha COOTBETCTBHE TPEOOBAHUAM K BHEIPEHUIO, TOIJICPKAHHUIO U OLEHKE
CHUCTEMBI YIPaBJICHUS Ka4YECTBOM MEIULIMHCKUX M3JCIIHNI, HE MOTYT IMPOBOJAUTH
DKCHEPTU3Y KauecTBa, 3POEKTUBHOCTH U O€30IACHOCTH MEIUIIMHCKOTO
U3JENH, [T0 KOTOPOMY IMPOBOAWIOCH KOHCYJIBTHPOBAHHE.

51. B oOTHOmIEHHH MEIUIIMHCKOI'O H3JCIHS 3asgBHTCICM MOXKET OBITH
MPEJCTABIEHO TOJBKO OJHO M3 3asBIICHUH, MPENyCMOTPEHHBIX ITYHKTOM 63,
Wwid nyHktom 87, wnu noanyHkroMm "a" mynkra 101, unu moamyHkToM "a"
nyHkTa 112, win noanynkroM "a" nynkta 120, uau nyHkTom 135 HacTosmInx
[IpaBwi. B ciaydae mpejacraBieHUs WIW HalpaBICHUS B PETUCTPHUPYIONIHN
OpraH WIM YUIPEXKIACHUE B IIEPUOJI PACCMOTPEHUS UM PETUCTPALTMOHHOTO JOCHE
B COOTBETCTBHHM C NPOLEAYPOH, MPEeAyCMOTpEHHOM HacTosmuMu IIpaBuiamu
(10 BBIHECEHHUS UTOTOBOTO PEIIEHHUS, MPETYCMOTPEHHOTO TaHHOM IIpOoIeypoit),
MIOBTOPHOTO U (MJIM) HOBOT'O 3asBJICHUS W3 YKa3aHHBIX B IPEIJIOKEHUH TIEPBOM
HACTOSIIETO0 MyHKTa B OTHOIIEHUHM JAaHHOTO MEIUIMHCKOTO HU3JEIUd TaKoe
3asBJICHHE PETUCTPUPYIOMIUM OPTaHOM WIH YUPEKICHUEM HE MPUHUMAETCS.

52. Peructpupytomuit  opran  GOpMHUPYET PETUCTPAIIMOHHOE JI0CHE
U3 CIETYIOMNX TOKYMEHTOB (110 IPUMEHUMOCTH):

a) 3adBJICHHE O PETUCTpallid W  JOKYMEHTBI, IPETyCMOTPEHHBIE
nyHktoM 65, wm 87, wumu 101  Hacrosmux IlpaBun, 3asBicHUE
0 BO300HOBJICHHUHM TOCYJAapCTBEHHOW PETHUCTpaIllid MEJIHITUHCKOTO U3
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U JIOKyMEHTHI, TIpeaycMoTpeHHble myHKkToM 80 HacTtostmux [IpaBuii, 3ampochbl
U JOKYMEHTBI, MpeAyCMOTpeHHbIe MyHKTOM 74 mwin 96 nHactosmux [IpaBui,
3asBJICHUE O BHECEHUH U3MEHEHUH, COAECPIKAIIUXCS B PETUCTPAIIMOHHOM JI0ChHE,
U JOKYMEHTBI, NperycMOTpeHHble MyHkTamMu 112 wu (miu) 120 HacTosmux
[IpaBun, a Takke 3asBlIeHHE OO0 OTMEHE TOCYAapCTBEHHOW pETHUCTpaluu
MEIUITUHCKOTO M3JIeNUsl U JTOKYMEHTHI, IPEeIyCMOTPEHHbIE MOAIYHKTOM "O"
nyHkTa 139 nHacroamux Ilpasu;

0) KoM 3a/laHuA Ha MTPOBEJICHUE AKCIIEPTU3BI KauecTBa, 3P HEKTUBHOCTH
1 6€30MacHOCTH MEAMIIMHCKOTO H3JeNus, O(OPMIEHHOTO PETHUCTPUPYIONIUM
OpraHoMm;

B) 3aKJIIOYEHUS, opopMIIEHHBIE SKCTIEPTHHIM YUPEKIECHUEM
Opy TNPOBEJEHUU OKCIEPTHU3Bl KauecTBa, 3(PQPeKTHUBHOCTU U O€30MacCHOCTH
MEIUITUHCKOTO U3/EIINS;

') BO3D@OKEHUS 3asABUTEIS Ha 3aKIIOUEHHE OHKCIEPTHOTO YUPEKICHUS
Opy TNPOBEJEHUU OKCIEPTU3bl KauecTBa, 3(PPeKTHUBHOCTU U O€30MaCHOCTH
MEIUIUHCKOTO U3JIETUs, pEHICHUS PETUCTPUPYIOUIEr0o OpraHa IO HTOoraM
PACCMOTPEHHUS BO3PAXKECHUH 3asSBUTENS HA 3aKIIOUEHHE;

1) KON TIPUKA30B PETUCTPUPYIOIIETO OpraHa;

€) KOI1Y YBEJIOMJIEHHUH, HAIPaBIEHHBIX PETUCTPUPYIOITUM OpraHoM;

) KOTIUM OTYETOB 00 MHCIEKTUPOBAHUHU MPOU3BOJICTBA METUIIMHCKOTO
U3JIEIHS.

53. JIokyMeHTBI,  cojAepXallhuecss B  PETUCTPAIMOHHOM  JIOCHE,
NPEJICTABIIAIOTCA B PETUCTPUPYIONIUN OpraH ¢ MUCIOIB30BAHUEM €IUHOTO
JUYHOrOo KabuHeTa 3asgBUTENs B  (opMe DIIEKTPOHHBIX JIOKYMEHTOB
WIM  DJEKTPOHHBIX  00pa30B  JOKYMEHTOB, IOAIMCAHHBIX  YCUJIEHHOHN

KBJTU(QUITUPOBAHHOM ANEKTPOHHON IOIMTUCHIO WIN YCUJIEHHOU
HEKBATU(PUITUPOBAHHON 3I€KTPOHHON MOANUCHIO 3aIBUTEINS.
JIOKyMEHTBI Ha OyMa>KHOM HOCHTeEJIE, cojiepKanuecs

B PETHCTPAIIIOHHOM JI0Che€, 3JIEKTPOHHBIE 00pa3bl KOTOPHIX IIPEICTABIIAIOTCS
3asgBUTEIIEM, JIOJDKHBI OBITH 3aBEPEHBI B YCTAHOBICHHOM IMOPSIIKE.

54. JOKyMEHTBI, COJep)KaIlliecs B PETUCTPAIIMOHHOM J0ChE, JOJIKHEI
OBITH BBIMOJIHEHHI B MHOTOIIBETHOM (opMaTe C paspelicHHeM He MeHee
300 Touek Ha AwoliM B popmare *.pdf ¢ TEKCTOBBIM CJI0EM C BO3MOKHOCTBHIO
BBIJICJICHUSI U KOITHPOBAaHUA OJIOKOB, a TaK)K€ OCYIIECTBICHHUS TIOUCKA.

Pasmep mo6oro w3 (QailfioB pErucTpalioHHOTO JOChe HE JIOJDKEH
npesbiaTs 100 M6.

B KkaxaoM JOKyMEHTE, COJepiKallleMci B PETHCTPallMOHHOM JOChE,
00s13aTeIbHO JOKHa OBITh YKa3aHa JjaTa ero BhIIavuu.
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55.B ciydae ecnm JOKYMEHTBI, COJIepXkKalluecs B PETUCTPAIlMOHHOM
JOChE, COCTABJIEHBl HAa HWHOCTPAaHHOM  SI3BIKE, OHH IIPEACTABIIAIOTCS
C 3aBEPEHHBIM B YCTaHOBIIEHHOM NOPAJIKE TIEPEBOJIOM HA PYCCKUM SI3BIK.

56. TexHuueckass  JOKyMEHTAaIlUsl  MPOU3BOJAUTENS  (M3rOTOBUTEIA)
Ha MEJUIMHCKOE U3JENHE, IKCIUTyaTallMOHHAA JIOKYMEHTAIUs MPOU3BOAUTENS
(M3roTOBUTENSA) HA MEIUIMHCKOE WU3JeINe, B TOM YHCIIE€ WHCTPYKIIUA
[0 IPUMEHEHUIO WM PYKOBOJCTBO MO JKCILTyaTallud MEAUIIMHCKOTO HU3JENHS,
MOTYT OBIThb JOIMOJHUTEIBHO BHECEHBI TOCPEICTBOM €JIMHOTO JMYHOTO
KaOWHETa 3asBUTENI B BHUJE CBEJCHUM, MOJNHUCAHHBIX  YCUJIEHHOMN
KBaJTU(QUITUPOBAHHOM ANEKTPOHHOMN OJITUCHIO WU YCUJIIEHHOHN
HEKBATU(QUITUPOBAHHON 3JI€KTPOHHON MOANUCHIO 3aIBUTEINS.

57. ObecnieueHue opraHuzaiu padoThl MO (GOPMUPOBAHUIO U BEICHUIO
HOMEHKJIATYpHOH  KJIacCUPUKAIMM MEIUIMHCKUX U3JIEIUdl 1[0  BUJAM
OCYILIECTBIISIETCA PETUCTPUPYIOLIUM OPTaHOM.

58. Ilpu u3MeHeHMH BHAA MEIUIIMHCKOIO H3JENUS B paMKax padOThI
no (GopMUpPOBaHUI0O W  BEIACHUI0O HOMEHKJIATypHOM  KiaccUUKaIUU
MEIUIMHCKUX U3JEJIUA 10 BHUAAM PETUCTPUPYIOMIUKA OpraH yBEJOMIISIET
MIOCPEJICTBOM AJIEKTPOHHOTO KaOMHETa 3asBUTENS O IUIAHUPYEMOM H3MEHEHUHU
BH/IA, COAEPKANIETOCS B PEECTPOBOI 3aIKCH.

B Teuenue 15 pabouux gHEH cO JHSA pa3MEILlEHUS B 3JIEKTPOHHOM
KaOWHETEe 3asBUTENS YBEIOMJICHUS, yKa3aHHOTO B a03alle MEPBOM HACTOSIIETO
IIyHKTA, 3asIBUTEIIb BIIPABE O3HAKOMHUTHCS C HUM U IPHU HAIWYUUA BO3PAKECHHUUI
HAl[PaBUTh HMX B PETUCTPUPYIOUIUH OpraH NOCPEICTBOM 3JIEKTPOHHOTO
KaOWHETa 3agBUTENs. YKa3aHHBIE BO3PaKEHUA HAIPABISIOTCA 3asABUTEIEM
OJIHOKPATHO.

B cioydae eciu B YCTaHOBJICHHBIM CpPOK BO3PAKECHHS 3asBUTENS
HE TOCTYNIJIM, PETUCTPUPYIOIIUI OpraH OCYLIECTBIAET MEPONPUATHS
110 BHECEHHUIO U3MEHEHUH B PEECTPOBYIO 3aIIKCH.

B cnyyae nmocTymieHust HOCPeICTBOM 3JIEKTPOHHOTO KaOUHETa 3agBUTEINS
B CpOK, He IpeBblmammuil 15 pabouux pgHelH, BO3paKCHUN 3asBUTEIA
0 W3MEHEHHUIO BHUJA MEAUIMHCKOTO HW3ACIHUS PETUCTPUPYIOIIUNA OpraH
B TeueHue 30 pabouux JHEH co JHA MOCTYIUIEHHS BO3PaXEHUN paccMaTpPUBAET
UX, B TOM YHCJIE C IPUBJICYCHUEM IKCIIEPTHOTO YUPEKIECHUS.

B ciaydae NpUHATHSA peElICHHS O TPHU3HAHUHM BO3PAKEHHUIN MOJIHOCTHIO
WIM YaCTUYHO OOOCHOBAaHHBIMU MEPOIPUATHS [0 BHECEHUIO HU3MEHEHUH
B PEECTPOBYIO 3aIIUCh HE OCYIIECTBIISIIOTCA.

B caydae mpuHATHS pELICHUs O MPU3HAHUU BO3PAKEHUM MTOJTHOCTHIO WU
YaCTUYHO HE OOOCHOBAHHBIMU PETUCTPUPYIONIMM OpraH  yBEJAOMIISET
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O TMPUHATOM pEUIEHUU TIOCPEICTBOM DJIEKTPOHHOIO KaOWMHETa 3asBUTENSA
(c MOTUBUPOBaHHBIM OOOCHOBAaHHWEM MPUHATOTO PEUICHUS) U OCYIIECTBISAET
MEPOMPUATUS IO BHECEHHUIO COOTBETCTBYIOIIUX H3MEHEHUN B PEECTPOBYIO
3aIuUCh.

59.Cpokn H MOCIEAOBATEIBHOCTh AJMUHHUCTPATHBHBIX IPOLETYP
U aIMUHHUCTPATUBHBIX JECHCTBUI PETUCTPUPYIOLIETO OpraHa yCTAaHABIIMBAKOTCS
aIMUHHUCTPATUBHBIM DPETJIAMEHTOM II0 TIPEJOCTABICHUIO TOCYIapCTBEHHON
YCIYTH MO TOCYJAapCTBEHHONM  PETUCTPAllMM  MEIHULIUHCKUX  U3JIEIUH,
pa3pabaThIBAEMBIM B COOTBETCTBUU C TpeOOBAHUSAMU, YCTaHOBJICHHBIMU
[IpaButenscTBOM Poccuiickon denepanyu.

60. Ha Teppuropuu Poccuiickoii deaepaiiuu He JONMYCKaIOTCH:

a) peTUCTpalUsl  Pa3WYHBIX MEAUIMHCKUX M3JEIUM MOoJ  OJHUM
HAaHUMCHOBAHUEM;

0) perucTtpaniid B KauyecTBe MEJMUIIMHCKUX U3JEAUN  MPOTYKIIUHU,
HAHUMCHOBAaHUE KOTOPOM  colepkuTcsi B  l'ocyaapCTBEHHOM  peecTpe
JIEKApCTBEHHBIX CPEJCTB I MEIULMHCKOIO NpHMEHEHMs, EAMHOM peectpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazuiiCKOro 3KOHOMHYECKOTO
COI03a WJIM COBIAJAeT C HAaUMEHOBAaHHUEM OHOJOTUYECKH aKTUBHOM J00aBKHU
K IHUIIE, CBEICHUS O KOTOpPOHM cojiepkaTcsi B EIWHOM peecTpe CBUIIETENIBCTB
0 TOCYJAapCTBEHHON PETUCTPALMHU NPOIYKIHH. ECiH JEKapCTBEHHOE CPEACTBO
win OWUONOTMYECKU aKTUBHAsA J00aBKa K TIHUIIE SBJISETCS KOMIIOHEHTOM
MEIUIIMHCKOTO  M3JIETUsA, WX HAaWMEHOBAaHHS MOTYT  HCIIOJIB30BaTHCS
B HAHUMEHOBAHUU MEJUIIMHCKOTO U3JENHS;

B) IOBTOPHAs  pETUCTpallusd  OJHUM  TPOU3BOAUTEIEM  OJHOTO
U TOTO K€ MEJUIIMHCKOTO U3/IEIUS [10]] UYHBIM HAUMEHOBAHUEM.

61. B memix mpoxoxkIeHHUS TPOLEAypbl TOCYAAPCTBEHHOW PETHCTPALINU
MEIUIUHCKOTO H3JENHUs TPOU3BOJUTENH (M3TOTOBUTENb) MEIUIIMHCKOTO
U3JIensl  JIOJDKEH  OOECHeUUTbh COOTBETCTBHE  MEJAMIIMHCKOTO  U3JETHUS
CIEAYIONIUM TpeOOBaHUSIM (IO MPUMEHUMOCTH):

a) He JIOMYCKAaeTcs OrpaHMYECHHE B3aMMO3aMEHAEMOCTH METUIIMHCKHUX
U3JIENIUNA IIyTEM HCIOJb30BAHUS CIIEIMAIBHBIX TEXHHUYECKUX WM IIPOTrPAMMHBIX
CpPEICTB WIM JpYTMMH crocobaMu, €clM d3TO He MpeJHa3HaueHO
11t obecnieueHus: 6€30nacHOCTH U 3QPEKTUBHOCTH METUITUHCKOTO U3/EIIHNS;

0) momyckaeTcsi TOATBEPKICHUE BO3MOKHOCTH COBMECTHOTO IPUMEHEHHS
PETUCTPUPYEMOTO MEAUIIUHCKOTO H3JEIUS C JIPYTHUM MEIUIMHCKUM HU3JEIUEM
MHOTO MPOU3BOJIUTENS (M3TOTOBUTEINS), 3aPETUCTPUPOBAHHBIM B COOTBETCTBUU
c TpeboBaHUAMH 3aKoHojaTenbcTBa Poccuiickolt ®enmepauun B chepe
rOCYJJapCTBEHHOM pErMCTpalliid MEIUIIMHCKHUX u3nenui. [Ipu 3ToM coBmMecTHOE
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OPUMEHEHUE PETUCTPUPYEMOTO MEAMUIIMHCKOTO W3JIETUA € MEIUIIMHCKUM
U3JIEJIMEM HHOTO MPOU3BOAUTENSA (M3TOTOBUTENS) OCYIIECTBISETCA C yU4E€TOM
O0COOEHHOCTEH, YCTaHOBIEHHBIX B  OJKCIUIyaTallMOHHOM  JOKyMEHTAaI[uu
NPOU3BOAUTENA (U3TOTOBUTENIS) HA PETUCTPUPYEMOE METUITMTHCKOE U3JIETHE.

62. Pemtenuss u gedictBus (0e3/€iCTBUE) PETUCTPUPYIONIETO OpraHa,
MOBJIEKIINE 32 cO00M HapylIeHUE MPaB IOPUTAYECKOTO JIHUIA UK (PU3UIECKOTO
JIUIA, 3apETUCTPUPOBAHHOTO B Ka4€CTBE WHIUBUIYAIBHOTO IIPEATIPUHUMATEIS,
a TaKXe 3aKIIOUYEHUS IKCIIEPTHOTO YUPEKICHUA 110 PE3YIbTaTaM MPOBEIECHHBIX
UM B COOTBETCTBHM C Hacrosmmumu [lpaBumaMu 3KCHEpPTH3 MOTYT OBITh
o0)kanoBaHbl 3asBUTENIEM B IOPAJIKE, YCTAaHOBIEHHOM 3aKOHOJIATEIbCTBOM
Poccuiickoit denepanuu.

II. l'ocyaapcTBeHHast perucTpalius MeIUITUHCKUX U3IeTTUH, TIOITBEPIKISCHUE
3¢ (HEKTUBHOCTH KOTOPHIX TPEOYET MPOBEACHUS KIMHUIECKUX UCTTBITAHUM
C YYaCTHEM YEJIOBEKA M MOMYUYCHHS Pa3pelIeHUs PETUCTPUPYIOIIETO OpraHa
Ha TIPOBEICHUE KIIMHUYCCKUX WCTIBITAHUHN

63. JIna TOCYnapCTBEHHOM perucTtpauuv  MEAUIMHCKOTO  W3JENHs,
noaTrBep)kaeHue 3PPEKTUBHOCTH KOTOPOro TpeOyeT MPOBEACHUS KIMHUYECKHUX
UCIIBITAaHUM C YyYaCTUEM YEJIOBEKA U TIOJYUYEHHSI pa3pelieHUs] PETUCTPUPYIOLIETO
opraHa Ha NpPOBEICHHE KIMHUYECKUX HCIBITAHUN, 3asBUTENb NOCPEICTBOM
€IMHOr0 JMYHOrO KaOMHETa 3asBUTENS MPEACTaBISET B PErHCTPUPYIOLIUH
OpraH 3asBJICHHE O PErucTpaluud, a TaKXKe JIOKYMEHTBI, YKa3aHHbIE
B IyHKTe 65 Hactosawmux [IpaBuir.

64. B 3asBneHUN O PETUCTPALIMU YKA3bIBAKOTCSA CICAYIOIINE CBCICHUA:

a) HANMEHOBAaHUE MEJIMLUHCKOro u3ienus (C YyKa3aHUEM MoJelel
(Mapok) MEIHWLMHCKOrO W3JEelMus, HX COCTaBa U IPUHAIECKHOCTEH,
HEOOXOMUMBIX ISl NMPUMEHEHHUS MEIULMHCKOTO M3AETUS WM €ro Mojenen
(Mapox) mo Ha3HAa4YeHUIO (IPU HAIWYWU), TP HTOM 3aSBUTENIb YKAa3bIBAET
TOBAPHBIN 3HAK W MHBIC CPEJICTBA MHJMUBUAYAIU3ALUN MEIULMHCKOTO U3EIus
B CJIy4ae UX HAHECEHUS Ha YIIAKOBKY MEAULMHCKOIO U3/1EIUs;

0) B OTHOIICHUH TPOU3BOAUTENA (M3FOTOBUTENSA) MEAUIIMHCKOTO
U3IETUA:

IOpUIUYECKOrO JIMIa - TIOJIHOE W COKpalleHHOe (MpU HATUYWH)
HAauMEHOBaHUS (C TpaHCIHWTEpanuel), OpraHMW3aIlMOHHO-TIpaBOBas ¢opMma,
UJICHTU(PUKAITMOHHBI HOMEp HaJOroIiaTenabluka (AJis MOpOU3BOIUTEINEH,
aBisitoluXcs  pesusieHTamu  Poccuiickoit  Denmepaumu), aapec  Mmecra
HaxXOXXJEHUs, a TAKXKe HOMEP Tene(hoHa U aIpeC JIEKTPOHHOM MOYTHI;
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bu3UUecKOoTo Ula, 3aPETUCTPUPOBAHHOTO B KaueCTBE MHAUBUIYAIBHOTO
npeanpuHuMarens, - GaMuinsg, UM U OTYECTBO (MpU HAIMYUU), PEKBU3UTHI
JOKYMEHTa, YJIOCTOBEPSIONIET0 JHUYHOCTh, HWJAECHTU(MUKAIIMOHHBIA HOMEpP
HaJOroOIIaTEeNbIINKa (Il  TPOU3BOAMTENEH, SABIAIONIMXCA pPE3UIEHTAMU
Poccutickoit denepanuu), agpec MecTa JKUTEIbCTBA, a TakKe HOMEp TenedoHa
U aJpeC 3JIEKTPOHHOM TIOYTHI;

B) B OTHOIIEHWH YIIOJTHOMOYEHHOIO TIPEACTABUTENA MPOU3BOAUTENS
(M3roTOBUTENA):

IOPUIMYECKOTO JIMI[A - IIOJIHOE W COKpalleHHOEe (NpH HaJIWYUH)
HauMeHOBaHUs (C TpaHciIuTepaluei), opraHu3allMOHHO-TIpaBoBas (opma,
UACHTU(UKAIIMOHHBI HOMEp HaJOTOIUIaTENbIIMKa, aJpec MeCTa HaXOXIeHHs,
a TakXke HoMmep TeedoHa U aJIpec JIEKTPOHHOM MOUTHI;

bu3UUeCcKOTo U, 3aPETUCTPUPOBAHHOTO B KaueCTBE MHAUBHIYAILHOTO
npeanpuHuMarens, - GaMuwinsgd, UMsS U OTYECTBO (MpU HAIUYUU), PEKBUZUTHI
JOKYMEHTa, YJIOCTOBEPSIONIETO JHUYHOCTh, HJAECHTU(MUKAIIMOHHBIA HOMEpP
HaJIOrOILIATENbIINKA, aJpec MecTa >KUTENbCTBAa, a Takke HoMmep TenedoHa
U aJpeC 3JIEKTPOHHOM TIOYTHI;

') HAUMEHOBaHHE (HaMeHOBaHU) (c TpPaHCIINUTEpALIUEi)
POU3BOICTBEHHOM IIOMIaAKH (IIPOM3BOJICTBEHHBIX TUIONIA/I0K), ajipec (aapeca)
MecTa €€ (UX) HaXOXKICHUS;

1) Ha3HaYeHUEe MEJUIIUTHCKOTO U3/IeINs, YCTAaHOBJICHHOE MTPOU3BOUTENEM
(M3roTOBUTENEM) B COOTBETCTBMM C TEXHHMYECKOW U DJKCIUIyaTallMOHHOMN
JOKYMEHTAIMEN Ha MEIUIIMHCKOE U3JIETHE;

€)BUA WIM BUABL MEIUIMHCKOTO M3JEIUs B  COOTBETCTBUU
C HOMEHKJIATypHOM KiIaccupuKalued MEJUIMHCKUX WU3JeIUi 10 BUIaM
B CIIy4dae, MPeIyCMOTPEHHOM ITYHKTOM 26 Hactosamux IIpasui;

) KJIacC MOTEHIMATLHOTO PUCKAa MPUMEHEHUS MEIUIIMHCKOTO H3JEIHS
B COOTBETCTBHMM C HOMEHKJIATYpHOH KiacCHUpUKAIMENd MEAUIMHCKUX H3/IeTUN
0 KjJaccaM B 3aBUCUMOCTH OT IOTEHIHAIBbHOTO pUCKA HUX IIPUMEHEHHS,
yTBEpKIacMoll MUHUCTEPCTBOM 31IpaBooxpaHeHus Poccutickoil Penepanny;

3) kog OOmepoccuiickoro kiaccupukaropa NPOAYKIMU IO BHAAM
HPKOHOMHYECKOH JESITENbHOCTH (J1aliee - KiacCupuKaTop);

1) CBEJICHUS 0 BO3MOKHOCTH (HEBO3MOKHOCTH) OTHECEHUS
METUIMHCKOTO U3/IEIIUA:

K IporpaMMHOMY  OOECIEUEeHHI0,  SBIAIOIIEMYCS  MEIUITUHCKUM
U3JIEIINEM;

K TpOrpaMMHOMY OOECHEYeHHI0 ¢ TPUMEHEHUEM  TEXHOJIOTHH
HUCKYCCTBEHHOT'O MHTEJUIEKTA, SBJISIOMIEMYCS MEAUIMHCKUM U3IETUEM;
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K) CBEJICHUsI O Hajduduu (OTCYTCTBUH) Y MEIUIIMHCKOTO U3JEIUS
U (WIK) IPUHAAIEKHOCTEH K HEMY TPSMOTO WIH OMOCPETOBAHHOTO KOHTAKTa
C IOBEPXHOCTBIO TeJla YeJIOBEKa, €r0 CIM3UCTHIMU 000J0YKaMH, BHYTPEHHUMHU
cpelaMMu OpraHu3Ma, JJIsi KOTOpPBIX YyKa3aHHOE B3auMOJECHCTBUE (KOHTAKT)
ABJISIETCSI HEOOXOIUMBIM JIJIA BBHITIOJIHEHUS UX MPEeAHA3HAYEHHOW QPYHKITUN;

J) cBeieHUsT 00 OTHECEHWH MEIUIIMHCKOTO M3JENUA K CpelicTBaM
U3MEpEHU B chepe ToCyAapCTBEHHOTO PETYIUPOBAHUA 00eCIIeUeHNs €IMHCTBA
U3MEPEHUH, [IEpEYEHb KOTOPBIX YTBEPKIAAETCS MunHuCTEPCTBOM
3apaBooxpaHeHus Poccurickon denepanuu;

M) HOMEp, JaTa MPOTOKOJAa TEXHUYECKUX HCIBITAHUNH METUIIUHCKOrO
U3JIeNns, a TaKKe HAaMMEHOBAHUE HCHBITATENBHON 1abopaTopuu, BbIJABIIEH
IPOTOKOJI HCUBITAHWN, W CBEJACHUS O HOMEpEe 3alluCu O HEW B peecTpe
AKKpPEAUTOBAHHBIX JIHII;

H) HOMEp, JaTra IPOTOKOJA  TOKCHUKOJNOTMYECKHX  MCCJIETOBAHHUU
MEIUITUHCKOTO U3JENUs U (WIIK) TPUHALJIEKHOCTEN K METUIIMHCKOMY U3JIENHIO,
OPsIMO WIIH OITIOCPEAOBAHHO KOHTAKTHUPYIOIIHNX C IMIOBEPXHOCTHIO TEJIA YEJIOBEKA,
€ro  CIU3UCTHIMM  OOOJIOYKAMH, BHYTPEHHUMH CpeJlaMd  OpraHu3Ma,
JUISL KOTOPBIX yKa3aHHOE B3aUMOJIEHCTBUE (KOHTAKT) SBIAECTCS HEOOXOIUMBIM
JUISL BBIMIOJIHEHUS HMX MpeJIHAa3HAYEHHBIX (QYHKIUNA, a Takke HauMEHOBAHUE
UCIIBITATENIbHOM ~ J1abopaTopuH,  BBUIABIIEH  MPOTOKOJ  HCCIEJOBaHUM,
U CBEJICHHS O HOMEPE 3aIlHCH O HEW B PEECTPE AKKPEIUTOBAHHBIX JIHII,

0) HOMEP, JaTa MPOTOKOJIA UCIBITAHUM MEAUITMHCKOTO U3JENUS B IENIX
YTBEPKIAECHUA TUIIA CPEACTB U3MEPEHUN (B OTHOIIEHUU MEIUIIMHCKHUX W3JIETUN,
OTHOCAINUXCS K CpeJACTBaM H3MepeHuidl B cdepe TocyJapCTBEHHOTO
PETYIUPOBAHUS OOECIEUYCHUs] €IUHCTBA U3MEpPEHUN, TMepeyeHb KOTOPBIX
yTBepxKaaeTcs MHUHHCTEPCTBOM 37paBooxpaHeHHs Poccuiickoit denepanun),
a TaKkKe HaUMEHOBaHUE MCIBITATEIBLHON JabopaTOpuU, BBIIABIIEH MPOTOKOI
UCIIBITAHUN, U CBEJICHUS O HOMEPE 3allUCH O HEW B PEECTPE aKKPEAUTOBAHHBIX
NHL;

1) 1aTa ¥ HOMEpP OT4YeTa O pe3yibTaTaX HHCIEKTUPOBAHUA, CPOK
€ro JEHUCTBHUA, a TakKkKE HAUMCHOBAHUE OpraHU3allid, [POBOJUBIIEH
MHCIEKTUpOBaHUE  (yKa3bIBAlOTCSI B  Cllydae IPOBEJCHUS  HMHCIEKIUH
UHCIIEKTUPYIOIIEW OpraHu3aluel, HaxOJsAUIeHcs B BEJIEHUH (IIOJYMHECHUH)
PETUCTPUPYIONIETO OpraHa);

p) cBelleHUsT O  HEOOXOAUMOCTH  (OTCYTCTBHHM  HEOOXOIUMOCTH)
IPOBEJEHUSA KINHUYECKUX UCIIBITAHUI C yYaCTHEM YENOBEKA;
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C) CBEJICHUS O HaIW4YUU (OTCYTCTBHM) B COCTaBEe MEAMIIMHCKOTO M3JIETHUA
JIEKapCTBEHHOIO TIpernapara, ¢papMaleBTUIECKON cyOcTaHITuH, GHOIOTHYIECKOTO
MaTepHraia U HHOTO JIEHCTBYIOIIETO BEIECTRA,;

T) CBEJICHUA O BBIITYCKE U3JCIUSA B CTEPUIFHOM (HECTEPHUIBHOM) BHIIC,

y) PEKBH3UTHl JOKyMEHTa (JOKYMEHTOB), IIOATBEPKAAOIIETO IIPaBo
HCTIOJB30BaHUS MPOU3BOAUTENEM (HM3TOTOBUTEIEM) TOBAPHOTO 3HAKa M WHBIX
CPEICTB MHIMBHIyaTU3allid MEIUIMHCKOTO U3JIENNA B CIIy4ae MX HaHECEHUS
Ha YIaKOBKY MEIUIIMHCKOTO U3/IEIHS;

&) ceeneHus 00 oIulaTe TOCYAapCTBEHHON MOUUIMHBI (1aTa U HOMEp
TUIATEXHOTO MOPYYEeHHS (TUTaTeKHBIX MTOPYUCHHH );

X) CBEJICHUSI O PETHCTPAllMOHHOM HOMEpE M JlaTe TOCYIapCTBEHHOMH
pPETUCTpAIIMH MEJIUIMHCKOTO W3AeNus (BHECEHUS W3MECHEHHMH B JTOKYMEHTHI,
coJieprKaIliecs] B pErUCTPAIIHOHHOM JTOChe) (TI0 IPUMEHUMOCTH);

) CBEICHHI O  BO3MOXHOCTH  (HEBO3MOIKHOCTH) OTHECEHUS
MEJIUIMHCKOTO U3IETH K MEIUIIMHCKUM U3IEHAM JUUIS TUarHOCTHKH in Vitro;

q) cBEJICHUS 00 YBEIOMJICHHSIX O BBO3€ MEIUIIMHCKOTO M3/CIHUS C HETbI0
€r0 TOCYJapCTBEHHON perucTpaliiy, MOJaHHbIX B PETUCTPUPYIOIINNA OpraH;

1) cCBeJIcHUsT 00 OTBETCTBEHHOCTH 3asBHUTENS 3a JOCTOBEPHOCTH
U WICHTHUYHOCTh HH(pOpManuu, coaepikKameics B PETHCTPAlHOHHOM JOChE
U 3a5BJICHHH O PETUCTPAIUH.

65. Inst  rocymapCTBEHHOW pPETUCTPAllMd  MEIUIIMHCKOTO  H3JeIus,
HOATBEPKAeHUE 3PPEKTHUBHOCTH KOTOPOTO TpedyeT MpOBEACHHUSI KIHHHYECKUX
UCTIBITAHUH C ydacTHeM YelIOBEKa U TIOMyUEHHUS pa3penieHus] peruCTPHUPYIOIIETO
OpraHa Ha IpOBeJICHHE KIMHUYECKHUX UCIBITAHUN, TIPECTABIAIOTCS CIEAYIONINE
JTOKYMEHTBHI:

a) Koy  (KOMMHM) JOKYMEHTa (JOKYMEHTOB), ITOATBEPKIAIOIIETO
(moATBepXKTAFOIMMX)  TOJHOMOYHS  YIIOJIHOMOYEHHOTO  MPEACTaBHTENSA
MPOU3BOAMTENS (M3TOTOBHUTENS) MO MPEICTABICHUIO HHTEPECOB MPOU3BOAUTENS
(M3roTOBUTENA), HECEHHWI0O  OTBETCTBEHHOCTH B  YacTH  oOpaleHus
MEJIUIMHCKOTO U3JleNnus Ha Tepputopun Poccuiickoit deneparyn, B TOM JHCIIe
0 BOIpocaM IIPOLEAYpP OIEHKM COOTBETCTBUS M  TOCYJIapCTBEHHOMH
PETUCTPAIIMH MEIUIMHCKOTO H3JIEIHI, a TakkKe IO 3aBEPEHUI0 JOKYMEHTOB
NPOU3BOANTENS  (M3TOTOBHUTENSA), BCTYMHUBINETO (BCTYNHMBIIUX) B CHIY
10 0o(hOPMIICHUS COOTBETCTBYIONIMX JOKYMEHTOB (IJOKYMEHT (JOKYMEHTHI)
SBISETCSA (SABIAIOTCS) OO0sA3aTeNbHBIM (00SM3aTENbHBIMHU) JJIA WHOCTPaHHBIX
NpOU3BOANTENICH  (M3TOTOBHUTEJEH), OTEYECTBEHHBIMH  TMPOU3BOIAUTEIIMHU
(M3rOTOBUTEIAMU) JOKYMEHT (TOKYMEHTHI) MpeCTaBIACTCS (MPEICTaBIAIOTCS)
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B ClIydya€ Halu4yus YIHOJIHOMOYEHHOTO IIPEJCTABUTENS IPOU3BOAUTENS
(M3rOTOBUTENA);

0) cBeJleHUsI O HOPMATUBHOM TOKYMEHTAIIUU Ha MEIUITTHCKOE U3JIETIHE;

B) TEXHMYECKass  JOKYMEHTallUsi  TMPOU3BOJAUTENS  (M3TOTOBUTEIS)
Ha MEJIUIIMHCKOE U3JENHE;

T') 9KCIUTyaTallMOHHasl JOKYMEHTAIlMs NPOU3BOJIUTENS (M3TOTOBUTEIS)
HAa MEIUIMHCKOE W3JEIUe, B TOM UYHCIE HHCTPYKIUA [0 NPUMEHECHUIO
WIH PYKOBOJICTBO IO 3KCIUTyaTallid MEIUIUHCKOTO U3/IETINs;

1) IIBETHBIC dboTorpaduueckue H300paKeHUsI ob1ero BUJIA
MEIUITUHCKOTO  W3JeNus, Mojelel (MapoK) MEAMIIMHCKOTO  U3JEIus
U IPUHAATIEKHOCTEN, HEOOXOIUMBIX ISl MPUMEHEHHUS METUIIMHCKOTO U3JIETUS
0 Ha3zHadueHUIO (pasMepoM He MeHee |8 x 24 caHTuMeTpa), a TaKxke
M300paK€HUd MapKHUPOBKM W YHAKOBKH (IIBETHBIE MAaKEThl YIIAKOBOK
U STHKETOK, COJEP)KAIllUE TEKCT OPUTHHAIBHON MAPKUPOBKH W JIOMIOJIHATEIBHOM
MapKHpOBKA Ha pPYCCKOM S3bIKE, HAHOCHMOW Ha MEIUIMHCKHE U3JENHS,
IPOU3BEICHHBIE 3a IIpeaeaaMu Poccuiickoit denepaiivin);

€) MPOEKT OINUCAaHUA THUMA CpPEICTBA HM3MEpPEHHUM, SBISAIONIETOCA
MEIUIMHCKUM H3JIeTINEM (B OTHOIIEHWH MEIUIIUHCKUX W3IEIUN, OTHOCIIIUXCS
K CpeacTBaM M3MepeHudl B cdepe TocyJapCTBEHHOTO PETYIHPOBAHUS
oOecrieueHusT €JUHCTBA HW3MEPEHU, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccutickoit denepanun);

) METOJIMKa TIOBEPKM THIIA CPEJICTBA W3MEPEHUMH, SBISIOLIETOC
MEIUIUHCKUM H3JIETINEM (B OTHOIIEHWH MEIUIIUHCKUX HW3IETUN, OTHOCIIIUXCS
K CpeacTBaM M3MepeHudl B cdepe TocyJapCTBEHHOTO PETYIMPOBAHUS
oOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccutickoit denepanun);

3) IPOEKT IUIAaHA KJIMHUYECKUX HCIBITAHUN MEIUIUHCKOTO U3JEIUS
C YYacTHEM YEJIOBEKa ¢ 00OCHOBBIBAIOIIUMH €TI0 MaTepHaiaMU (ITPH HATUYUHN );

W) JOKYMEHTBI, IOATBEPKAAIOIINE  BO3MOXKHOCTH  OCYIUECTBIICHHS
NPOU3BOJICTBA MO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asBICHUH
O PETUCTpPALIMHU B KAUECTBE ITPOU3BOICTBEHHON (MPOU3BO/ICTBEHHBIX ) TUIOIIAAKH
(iomanok) (MO NPUMEHUMOCTH): JOKYMEHTBI, MOJATBEpPKIAIONINE HAIUYUE
yCIIOBUI MPOM3BOJICTBA, U (MJIU) KOIUU CEPTU(PUKATOB COOTBETCTBUS CUCTEMBI
MEHE/DKMEHTa KauecTBa TpeOOBAaHUSAM MEXKTOCYIapCTBEHHOTO CTaHJAapTa
I'OCT ISO 13485-2017 "HU3gemus MmemunuHckue. CUCTEeMBl MEHEIHKMEHTA
KauecTBa. TpeGoBaHus Ui 1elied  PEryJIUpoBaHUA", YTBEPKIECHHOTO
U BBeAeHHOTo B jeiictBue ¢ 1 utonsa 2018 r. (manee - 'OCT ISO 13485-2017),
WIM COOTBETCTBYIONIErO MeEXAyHapogHoro craHgapra ISO 13485:2016
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"Usnenmusa wmeaunuHckue. CHUCTEMBI MEHEIKMEHTa KadecTBa. 1peGoBaHUs
st nenent perynupoBanus” (naiee - [ISO 13485:2016), a Takxke KONMUKA OTUYETOB
O paHee IMPOBEJICHHBIX MHCIEKINAX HA COOTBETCTBHUE YKa3aHHBIM CTaHAApTam
(B cmydae TpencTaBlI€HHUS YKa3aHHBIX CEPTU(PUKATOB  COOTBETCTBUA),
U (UWIHM) KOMUU JOKYMEHTOB, IOATBEPXKIAIONIUX COOTBETCTBUE CHUCTEMBI
yOpaBlieHUsT KauecTBOM TpeOOBaHUAM K BHEJPEHUIO, MOJACPKAHUIO U OLICHKE
CUCTEMBI YIPABJIEHUS KauyeCTBOM MEIUIIMHCKUX H3JeNUi (MpencTaBiIsaoTCsa
B CIy4ac [POBEACHUA HHCHEKIUH HHCIEKTUPYIOLIEH  OpraHu3aluei,
Haxojsdmelcss B BeleHUH  (IOJUMHEHWH) OpraHa  TrocCyJIapCTBEHHOMN
BJIACTH TOCYJapcTBa - 4ieHa EBpa3suiickoro 3KOHOMUYECKOTO COI03a,
YIOJIHOMOYEHHOTO Ha OCYIIECTBIECHUE W (WJIM) KOOPJAWHALMIO JEATEIBHOCTU
B c(hepe obpanieHnss METUIIMHCKUX U3AENIUN Ha TEPPUTOPUH ITOTO rOCYIapCTBa,
3a uckiIoueHueM Poccuiickoit denepanun);

K) JJOKyMEHTBI, MOATBEPKAAIOIINE IpaBo VCTIOJIB30BaHUS
NPOU3BOAUTENIEM (U3TOTOBUTENEM) TOBAPHOTO 3HAaKa M MHBIX CPEACTB
UHJIUBUAYaIU3allMd MEIHUIIMHCKOTO M3JIeUd B Cllydae HUX HAHECECHHS
Ha YIAKOBKY MEIUIIMHCKOTO u3Jenus (IpeacTaBIsAlOTCS B Clydae, €clu
CBEJICHUS HE BHECEHBI B COOTBETCTBYIOIIME peecTpbl DenepaibHOM CiyKObI
110 UHTEJUIEKTYaIbHOU COOCTBEHHOCTH);

J) KOIIUU JIOKyMEHTOB, MOATBEPKIAAIONIUX KAauecTBO JIEKApPCTBEHHOTO
npemapara, (apMaileBTUUeCKOM cyOcTaHIIUM, OHOJOTHYECKOTO MaTepuaia
U MHOTO BENIECTBA, C HCIIOJIB30BAHMEM KOTOPBIX NPOU3BEICHO MEIUIIMHCKOE
U3JIeNINE WIH KOTOPBIE BXOSAT B €r0 COCTaB U IIPEAHA3HAUEHBI I IPUMEHECHUS
TONBKO € YYETOM HA3HAYEHUS MEAUIIMHCKOTO W3JIENUs, OIPEIEIEHHOTO
IIPOU3BOJIUTEIIEM, BBIIAHHBIX B COOTBETCTBUHM C 3aKOHOJIATEILCTBOM CTPAHBI
NPOUCXOXK/IEHUS JIEKAPCTBEHHOTO IIpenapara, (papMaiieBTHUeckoil cyOCcTaHIuH,
OMOJIOTUYECKOT0 MaTeprajia U MHOTO BEIIECTBA;

M) KOIIHS JOKYMEHTa, MOATBEPXKIAIONIETO PETUCTPAIIUIO MTPOU3BOUTEINS
(M3roTOBUTENA) B KAyECTBE IOPUIUUYECKOTO JHUIA JUOO HMHIUBUIYAIBEHOTO
OpEANPUHUMATEIS (3a UCKJIFOYEHUEM MEUIMHCKHUX 1531 (S15178
NPOU3BOIUTENIIMU KOTOPBIX SABJSIOTCS pe3uieHThl Poccuiickoit deaepanun);

H) IUIaH KIHHUYECKOTO MOHUTOPHUHTA (JIJ11 METUITMHCKUX U3JEJIUH Kiacca
NOTEHIIMAJIBFHOTO PHCKAa IPUMEHEHHS 3, a TaKkKe MEIUIMHCKUX W3IEIuH,
UMIUIAHTHPYEMBIX B OpPraHU3M uYeJIOBEKa, Kiacca NOTEHIHAJIBHOrO pHCKa
npuMeHeHus 20);

0) JOKa3aTelbHbIE  MaTEpUAJIbI IIPOU3BOIUTENS (M3roTOBUTETIA)
MEIUITUHCKOTO U3AeNUA (110 IPUMEHUMOCTH):
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JIOKa3aTeIbHbIC MaTepHralbl IIPOU3BOIUTENS (M3roTOBUTETIS)
MEIUITMHCKOTO HU3/IeNIMAd B YacTU OIpeAelieHUs KadecTBa M 0€30MacHOCTH
MEIUITMHCKOTO  HW3/IeNUs, COOTBETCTBHS €r0  XapaKTEepPUCTHK (CBOICTB)
TpeOOBaHMSAM HOPMATUBHOHN TOKYMEHTAIUW, TEXHUYECKOW M JKCIUIyaTallMOHHOU
JOKYMEHTAIIUH IPOU3BOAUTENS (U3TOTOBUTENIA);

JIOKa3aTeIbHbIC MaTepHralbl IIPOU3BOIUTENS (M3roTOBUTETIA)
MEIUIMHCKOTO H3JENUS B YacTH HCCIENOBAHUN B IENAX  OIEHKHU
OHONOrHYeCKON O€30MaCHOCTH METUITTHCKOTO H3/1ETH.

66. Peructpupytonuii opraH He BIpaBe TpeOoBaThb OT 3asABHUTENA
YKa3bIBaThb B 3asBIEHUM O PETUCTPAlIMM CBEJEHUS, HE IPEIYyCMOTPEHHBIE
nyHKToM 64  Hacrosamux  [lpaBun, W TOpeACTaBIATH  JOKYMEHTHI,
HE TIPENYCMOTPEHHBIE MYHKTOM 65 HacTosmux [IpaBun.

3asBUTENL BIPABE MPEACTABUTH JOKYMEHTBI, CBEICHUS O KOTOPBIX
YKa3bIBAlOTCA B 3adBIEHUM O  PETHCTpPAllMM B  COOTBETCTBUU
¢ moamyukramu 'M" - "m", "y" wm "d4" nymkra 64 Hactosmmx IIpaBui,
10 COOCTBEHHOI WHUITUATHUBE.

3asgBUTENh BIpaBEe MPEACTABUTH HHBIE HEOOXOJUMbIE JTIOKYMEHTBI
10 COOCTBEHHOIN WHUITUATHUBE.

67.B Teuenme S5 paboumx AHEH co JAHA TIOCTYIUICHHS 3asBIICHHS
O PETHCTPALIMM U JOKYMEHTOB, NPEIYCMOTPEHHBIX IYHKTOM 65 HACTOSIMIUX
IIpaBwi,  pETHCTPUPYIOIIMII  OpraH  HPOBOAUT  MPOBEPKY  IOJHOTHI
U JOCTOBEPHOCTH COJIEPKAIUXCA B HHUX CBEACHUN, B TOM YHUCIE IIyTEM
CpPaBHEHHSI TaKHUX CBEJEHUN CO CBEICHHUSMH, IIPEACTABICHHBIMU OpraHaMu
roCy/1IapCTBEHHOM BJIACTH B MOPSAKE MEKBEAOMCTBEHHOTO HH()OPMAIIUOHHOTO
B3aUMOJIEHCTBUS IOCPEJICTBOM CHUCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aUMOJICHCTBUAL.

68. B ciyuae ecim 3asBiI€HUE O peTUCTpaIlui 0GpOpMIIEHO ¢ HapYyILIEHHEM
MOJNOKEHNM MyHKTa 64 Hactosuux IlpaBui, u (WiM) MOpeACTaBICHHBIE
JOKYMEHTBHl O(OpPMJIEHBI C HapylIIeHUEM IOJOKEHMH IyHKTOB 53 - 55
HacTosiux [IpaBun, u (Wid) B 3aABJIEHUU O PETUCTPAIMU U MPEACTABICHHBIX
JOKYMEHTAaX  yKa3aHbl HEJOCTOBEPHBIE  CBEICHUS, WU  JOKYMEHTHI,
OPEAYCMOTPEHHBIE  MYHKTOM 65  Hactosmux  [IpaBun,  mpeacTaBieHBI
HE B I[OJHOM OOBEME, PETUCTPUPYIONIMA OpraH YBEJIOMISET 3asBUTENSA
O  HEOOXOAUMOCTH  YCTPAaHEHHWsS  BBIABICHHBIX  HApyIIEHUH U (UIIN)
Npe/ICTaBlIeHUs] OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 pabouux JgHEH
CO JIHA pa3MENICHUS TaKOro YBEIOMIIECHHS B (pOpME AIIEKTPOHHOTO JTOKYMEHTA,
NOJMHUCAHHOTO YCHJIEHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHON MOJAMUCHIO
YIOJTHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETe

" " n
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3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENS. YCTpPAaHEHHE BBISABICHHBIX
HapyuieHud U (WIM) TPEACTaBICHUE JOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT,
3asIBUTENH OCYUIECTBISET OCPEJCTBOM €IMHOTO TUYHOTO KaOMHETA 3agBUTEINS.

BpeMs co [HA yBEJOMIIEHHS PETUCTPUPYIOIIMM OPraHoM 3asBUTEINS
J0 JHSA [OJy4YeHMs OTBETa Ha  YBEJOMIICHME WJIM  YBEIOMJICHUS
O HEIpEeACTaBICHUN OTBETA Ha 3allPOC HE YUUTHIBAETCS MPU UCUUCICHUM CpPOKa
roCyapCTBEHHOM PETUCTPAIIUY METUITUHCKOTO U3EIUS.

69. B Teuenne 2 pabouux [HEH €O JHA 3aBEPIICHHUS IIPOBEPKH,
NpeaycMOTpEeHHOU MyHKTOM 67 HacTosmux [IpaBun (B ciyyae npeicTaBiIeHUS
HaJJIeKaUM 00pa3oM OQOPMIIEHHOTO 3asIBICHHUS O PETUCTPAIUU U B TIOJIHOM
o0BeMe JIOKYMEHTOB, NPETyCMOTPEHHBIX MYHKTOM 65 Hactosmux IIpaBui),
a Takke B clydae yCTpaHEHUs B CpOK, He mpesblmaomuilt 30 pabouux gHeH,
BBISIBJIEHHBIX HapylieHuk U (1n) Ipe/ICTaBIECHUA JIOKYMEHTOB,
NpeIyCMOTPEHHBIX ITyHKTOM 65 HacTosmux [lpaBum, peructpupyromuii opran
NPUHUMAET PEIIeHUE O Hayaje roCylapCTBEHHON PErucTpaluyd MEIUIMHCKOTO
U3JIEIHS.

70. B cinyuae eciau B cpok, He mpeBbimaromuii 30 pabounx aHEH,
HE YCTPaHEHbI BBIABICHHBIC HAPYIIEHUS U (WIH) HE MPeACTaBICHbI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM UYHCI€ C YYE€TOM [OJOKEHUS IyHKTa 53
HacTosiux  [lpaBuwil, perucTpupyromyii  opraH INPUHUMAET  pEUICHUE
O TpeKpalieHuH JajbHEHIIero paccCMOTPEHMs 3asBIEHHS O PETUCTpalluu
U JIOKYMEHTOB, TMPEIyCMOTPEHHBIX MyHKTOM 65 Hacrosmux [IpaBumn,
1 uHGOpMHUPYET 00 ITOM 3aBUTEIIS TyTEM pa3MeENICHUS B (POPME IIIEKTPOHHOTO
JOKYMEHTa, TOANNUCAHHOTO YCHUJICHHOW KBAIM(PHUIIMPOBAHHONW JJIEKTPOHHOMN
NOJMUCHI0  YIOJHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIAa, B €AMHOM JIMYHOM
KaOWHETE 3asABUTENS U DJIEKTPOHHOM KaOWHETE 3asBHUTEISL COOTBETCTBYIOIIETO
YBEJAOMJIEHUS C MOTHUBUPOBAHHBIM OOOCHOBaHHEM MPUYUH  IPUHATHUSL
YKa3aHHOTO PEIICHUS.

71. 'ocynapcTBeHHas perucrpanus MEJUITUHCKUX U3JIETUH,
noaTBepxkaeHue 3(PPEeKTUBHOCTU KOTOPBIX TPeOyeT MpOBEAEHUS KIMHUYECKUX
UCIIBITAHUM C YUaCTHEM YeJIOBEKa U IOJYyUEeHUS pa3pelieHus] pETUCTPUPYIOIIETO
opraHa Ha TpPOBEJACHUE KIMHUYECKUX  HUCIBITAaHUH, OCYIIECTBISETCS
PETUCTPUPYIONTUM OpPraHOM B CpOK, HEe mpeBblmaromuii 50 pabouux aHen
CO JIHA TIOCTYIUIGHMS 3afBJICHHS O PETHCTpAllUd U  JIOKYMEHTOB,
NpeIyCMOTPEHHBIX MYHKTOM 65 HacTosmnmx [IpaBuir.

Cpok mpoBefieHHsS KIMHUYECKUX HCTIBITAHUI MEIUIIMHCKOTO H3JEIHS
C YYacTHEM YEJIOBEKa B YKa3aHHBIA 50-THEBHBIN CPOK HE BKIIOYAETCA.
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72. B Teuenne 2 paboumx AHEH CO JIHS MPHUHITHSA PEIICHUS O Hayaje
TOCYJIApCTBEHHON PETUCTPAllMd MEIUIMHCKOTO W3JICNIHS PETUCTPUPYIONTUI
opran opopMIIET W BBIJAET 3aJlaHUE Ha IMPOBEJCHHE SKCIEPTHU3Bl KauecTBa,
3 peKTUBHOCTU U 0€30MaCHOCTH  MEAUIIMHCKOTO H3JCNHUS  DKCIIEPTHOMY
yupeKJIeHHIO (fanee - 3aJaHre Ha MPOBEICHUE KCIIEPTU3HI).

73. DkcrnepTusa KadecTBa, 3¢ PeKTUBHOCTH 51 0e30MacHOCTH
MEIUIUHCKOTO0 M3Jeus, ISl TOATBEpKJICHUS 3(PPEKTUBHOCTH KOTOPOTO
TpeOyeTcs MpOBEACHHE KIMHUYECKHX HCIBITAHUM ¢ Yy4YacTHEM 4YeJIOBEKa
U TOJYYECHHE Pa3pelicHUud PETUCTPUPYIOUIEr0 OpraHa Ha IIPOBEICHUE
KIMHUYECKHUX HMCIBITAHUH, MPOBOAUTCA SKCIEPTHBIM YUPEKIACHUEM IMOITAITHO
B COOTBETCTBHHU c TIOPSZIKOM, YTBEPKTAEMBIM MuHHCTEPCTBOM
3apaBooxpaneHus Poccurickoil denepanuu:

a)Ha | oTame ocymiecTBIISIETCS SKCIEpPTH3a 3asABICHUS O PETHCTPAIUU
U JJOKYMEHTOB, YKa3aHHBIX B ITyHKTE 65 HacTtosmux IlpaBwi, 1is onpeaeneHus
BO3MOXXHOCTH  (HEBO3MOXXHOCTH) IIPOBEJCHUS KIMHUYECKUX HCIBITAHUMN
MEIUITUHCKOT O U3JICNIHS C YYACTHEM UETIOBEKA;

0) Ha Il »Tame OCYIECTBIAIOTCS JKCIEPTH3a IIOJHOTHI U Pe3yJIbTaTOB
MPOBEICHHBIX TEXHUYECKHX MCIIBITAHUH, TOKCHUKOJIOTHUYECKUX HCCIEIOBAHUN,
KIMHUYECKUX MCIBITAHUM, UCIBITAHUNA B LEISIX YTBEPKICHHUS THIIA CPEICTB
U3MepeHuH (B OTHOIICHUH MEIUIIMHCKUX W3JEJIUH, OTHOCAIIUXCA K Cpe/IcTBaM
HU3MepeHuH B cdepe rocyAapcTBEHHOTO PETYINPOBAHUS 0OeCIIeUeHUs €TNHCTBA
U3MEPEHUH, [IEpEYCHb KOTOPBIX YTBEP)KAAETCS MuHHCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit denepannn), UHCIEKTUPOBAHUS MIPOHU3BOACTBA,
a TaKXkKe aHallu3 JI0Ka3aTeIbHBIX MaTepHaloB MPOU3BOIUTENS (U3TOTOBUTENA)
MEIUIMHCKOTO M3Jeiaus (Jajee - OKCIepTH3a IMOJHOTHI M Pe3yJIbTaToB
UCIIBITAHUN U KCCIIeTOBAHUH).

74.Ilpy  TpoOBEeIeHHMM  DKCIEPTU3Bl  KauecTBa, 3(PPEKTUBHOCTH
1 0€30MacHOCTH MEAMIIMHCKOTO M37eiusA (Ha JIIoOOM 3Tale) He JOMyCKaeTcs
UCTpeOOBaHNE OKCIEPTHBIM YUPSKJACHUEM Y 3asABUTENS JUOO MHBIX JIHIL
MaTepHajgoB, HEOOXOIUMBIX JJIsl IPOBEACHUS SKCIICPTH3HI.

B ciydae HEZOCTaTOYHOCTH IS BBIHECEHHUSA SKCIEPTOM JKCIEPTHOIO
yuUpeKJIeHHs (Jajiee - DOKCIOEPT) 3aKIIOYeHHS MaTepualioB U CBEJACHHH,
COIEPKAIUXCsl B TMPEACTABICHHBIX 3asBUTEIEM 3asBICHUU O PETUCTpaIlUuU
U JIOKYMEHTaX, MPEeIyCMOTPEHHBIX MYyHKTOM 65 HacTtosuux IIpaBwmi, skcmept
CTAaBUT BOIIPOC O MPEJCTABICHUN €My HEOOXOJUMBIX MaTEPHATIOB U CBEICHHI
nepea pyKOBOAHUTENEM OKCIEPTHOTO YUPEKIEHUS, KOTOpHIH oOpaiaercs
C COOTBETCTBYIOIINM 3alPOCOM B PETUCTPUPYIOIIUI OpraH, BbIJABIINN 3a/1aHNE
Ha [POBEJAEHHE OHKCIEPTU3Bl. YKa3aHHBIM 3alpoc JIOJDKEH COJepKaTh
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HCUCPIIBIBAIOIIUI IepeueHb BCEX BOIPOCOB, MAaTEPHAIOB M  CBEJICHUH,
HEOOXOIUMBIX IKCIIEPTY JIUIS IPOBEJICHHUS SKCIICPTHU3HI.

Peructpupyromuii oprad B TeueHre 2 paboyux JHEH o JHS MOCTYIUICHUS
3alpoca PYKOBOTUTENISA OKCIEPTHOTO VUPESKICHHS HAIMPABIIACT 3asBUTEINIO
3aIlpoc O TPEACTABICHUN HEOOXOIUMBIX MaTEPHAIOB M CBEJACHUIN C yKa3aHHEM
XapakTepa 3aMe4YaHHid U cmocoba HMX ycTpaHeHHs. YKa3aHHBIA 3aIpoc
HampapJgeTcss OJHOKPATHO Ha KaXJIOM JTale OSKCIEPTH3bl KadecTBa,
3 QEKTUBHOCTH U  0O€30MACHOCTH MEIUIIMHCKOrOo M3Aeius B (opme
SJIEKTPOHHOI'O JIOKYMEHTa, MOAIMUCAHHOTO YCHJIEHHOH KBaTU(pHUITUPOBAHHOM
SJIEKTPOHHOMN MOJIIMTUCHIO YITOJIHOMOYEHHOI'0 JODKHOCTHOTO JIUIA, TIOCPEACTBOM
pa3MelleHHs B 3JIEKTPOHHOM KaOWHETE 3asBUTENS U €IHHOM JTHYHOM KaOHHETe
3asIBUTEIA.

3asBUTENb 00s13aH IIPEJICTaBUTh OTBET Ha 3alpoOC PETHCTPHUPYIOIIETO
opraHa IOCPEJCTBOM €JUHOTO JIMYHOTO KaOWHEeTa 3asBUTENSA B CpPOK,
He npeBbimaronmidi 50 pabounx gHEH cO JHSA HampaBlIeHHs 3TOTO 3alpoca.
B Tedenue 2 paboumx gHEH CO JHA IMOCTYIUICHHS OT 3asABHTENA OTBETa
Ha 3aIpoCc PETHCTPHPYIOIIHH OpraH HalpaBisfeT OTBET B O3KCIEPTHOE
yupexjaeHue. B ciydae HempejactaBieHus Mo ucTeueHuM S50 pabouux IHEH
3asBUTEJIEM OTBETAa Ha 3alpOC PETHCTPHUPYIONIUI OpraH B TeUeHHE 2 pabodnx
JHEH HaIpaBJIsAeT B SKCIIEPTHOE YUPEKICHUE YBEIOMICHUE O HEIIPEICTaBICHUH
3asBUTEJIEM OTBETa Ha 3alpoC PETUCTPUPYIOIIETO OpraHa JUIS IOJTOTOBKH
3aKIIOYCHUS  OKCIEPTHOTO  YUPEXJCHHS Ha OCHOBAaHMHM  JOKYMEHTOB,
HUMEIOIIUXCS B €r0 PACHOPSKEHUH.

Bpemst co qHS HampaBJIeHHsS 3alpoca PErHCTPHPYIOIIEro opraHa 0 JTHS
MOJTYYCHHs OTBETa Ha 3allpoC WM YBEJIOMIICHHS O HEIPEICTABJIICHUM OTBETa
Ha 3alpoc He YUYUTHIBACTCS IPU HUCUMCICHHUH CPOKa TMPOBEIACHHS SKCIICPTH3BI
KadyecTBa, 3G PeKTUBHOCTH U 0€30IaCHOCTH MEJTUITTHCKOTO U3JICITH.

[Ipy BBIABICHHH PETHCTPUPYIOIIAM OPTaHOM B  IPEACTaBICHHBIX
3asBUTEIEeM B OTBET Ha 3allpOC PETHCTPUPYIOLIET0 OpraHa JOKyMEHTax
HEJIOCTOBEPHBIX M (WJIH) HEJIOCTATOYHBIX CBEJACHHH M (MJIH) HECOOTBETCTBHS
oDOpMJICHHUS MPEACTABJIICHHBIX JOKYMEHTOB IIOJIOKEHUSAM ITYHKTOB 53 - 55
HacTosIIMX [IpaBU pPErUCTPUPYIOMIMN oOpraH B TedeHHE 2 pabouyux IHEH
HarpapisgeT (B (opMe 3JCKTPOHHOTO JOKYMEHTA, TOJNHCAHHOTO YCHICHHOM
KBaTU(QHUIIUPOBAHHOM IIEKTPOHHOM TIO/TIHCHIO YIIOJIHOMOYEHHOTO
JOJDKHOCTHOT'O JIMIIA, IOCPEJCTBOM pa3MEIICHHS B JJICKTPOHHOM KaOWHETe
3asBUTENII W CIHHOM  JIMYHOM  KaOWHETe  3asBUTEIS)  3asSBHUTEINIO
MOTHBHPOBAHHOE pEIICHHE O BO3MOKHOCTH IIOBTOPHOTO IIPEACTABICHHS
3asBUTENIEM 0 HcTedeHus S50 paGouux IHEHW cO JHS HampaBlICHHs 3ampoca
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n0opabOTaHHBIX JOKYMEHTOB. [Ipu HempeacTaBIECHUU 3asBUTEIEM B YKa3aHHBIN
CPOK 3alpalllMBacMbIX MaTEpUAIOB H CBEIACHUHW OKCIEpPTHU3a KadecTBa,
3 HEKTUBHOCTH U OE€30IaCHOCTH METUIIMHCKOTO U3JIETUs MPOJOIIKAETCS
0 HAXOMAIIMMCA B PACHOPSKEHHUU HKCHEPTHOTO YUYPEKICHHS paHEe
NPEACTABICHHBIM 3asBUTEJNEM JIOKYMEHTAM M CBEJICHHSIM, COJEPKAIIUMCS
B PETUCTPAIUOHHOM JOCHE.

75. Ha 1 srame skcnepTusbl kadecTBa, d3QQPEKTUBHOCTH U 0€30MacHOCTH
METUIUHCKOTO M3/IETUs JKCIIEPTHOE YUPEKIECHUE B CPOK, HE IMPEBBIIAIOIINA
17 pabounx nHeH co JHA IMOJIY4YEHHUsA 3aJaHUsl Ha MPOBEACHHE DKCIEPTHU3HI,
OCYILIECTBIISIET CIAEAYIOIUE MEPOTIPUSATHUA:

a) IPOBEJIEHUE DKCIIEPTU3Bl 3asABICHUS O PETUCTPAIlMM U JOKYMEHTOB,
OPEAYCMOTPEHHBIX IIYHKTOM 65 Hacrosmux IlpaBwi, s omIpeneiieHus
BO3MOYKHOCTH (HEBO3MOXHOCTH) IIPOBEJCHUS KIWHUYECKUX HCIBITAHUN
MEJTUIMHCKOTO U3IEIUS C YIaCTUEM UYEIIOBEKA;

0) oopmileHHE U HaIpaBJIEHUE B PETUCTPUPYIOIIUHM OpraH 3aKIIOUEHUs
O BOBMOKHOCTHU (HEBO3MOXKHOCTH) TIPOBEIECHUS KIMHUYECKUX HCIBITAaHUN
MEIUIMHCKOTO M3JIETUs C Yy4YacTHUEM UeloBeKa (C yKa3aHUEM [PUUYUH
U OOOCHOBaHHEM HEBO3MOXKHOCTH HX MpOBEJEHUsA), (GopMa KOTOPOTO
yTBEpKIacTCs MUHHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickont @Pemepanuu
(manee - 3aKiIOYEHHE O MPOBEACHUN KIMHUYECKUX UCTIHITAHUN MEIUIIMHCKOTO
U3JIEIIUS).

76. OCHOBaHUAMHM  JUII  BBIHECEHUS  OKCIEPTHBIM  YUPEKICHUEM
3aKJIFOUYEHUS O MPOBEIACHUN KIMHUYECKUX UCIBITAHUN MEIUIIMHCKOTO U3JETUs,
CBUJIETEIILCTBYIOIIETO O  HEBO3MOXKHOCTH  MPOBEJIEHHUS  KIMHUYECKUX
UCIIBITAHUNA MEIUIIUHCKOTO U3JICIHS C YYACTUEM YEIIOBEKA, SIBIIIOTCS:

a) HECOOTBETCTBUE MEIUIIMHCKOTO HU3Jenusl TpeOOBaHUAM HOPMATHUBHOU
JOKYMEHTAIlMH, TEXHUYECKOW U (WIM) 3KCIUTyaTalluOHHOW JOKyMEHTAaI[UU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE JI0KA3aTENLCTB O€30TIaCHOCTH METULIMHCKOTO U3/IEIIHS;

B) HAJIMUNE HEIOCTOBEPHBIX CBEJECHUN B JOKYMEHTaX, COJEpKalIUXCs
B PETUCTPAIUOHHOM JIOCBHE.

77. Peructpupytomuii opraH B TedeHHe S5 pabouyux [HEH co JHSA
MOJIyYEHHS] OT DSKCIIEPTHOTO VUPEKICHHS 3aKIIOYEHUA O IIPOBEIACHUU
KJIIMHUYECKUX HUCIBITAHUA MEIUIIMHCKOTO HM3IEIUSA OCYIIECTBISIET CIEMYIONINE
MEPOIPUSITHUSA:

a) OlleHKa 3aKJIOYEHHUS O TPOBEJACHUM KIMHUYECKUX HCIBITAHUN
MEIUIUHCKOTO  HM3JENus JUIsl  OINPENEICHHUS  COOTBETCTBUS  3aJJaHUIO
Ha TPOBEJCHUE OSKCIEPTU3bl. B ciydae yCTaHOBJIEHHSI HECOOTBETCTBUS
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3aKJTIOYEHUS O MPOBEJACHUMN KIMHUYECKUX HCIBITAaHUN METUIMHCKOTO U3JIETUs
3aJlaHUI0 TaKoe 3aKIIOYEHUE BO3BPAIAE€TCA B 3KCHEPTHOE YUPEKICHUE
Ha J0paboTKy, CPOK KOTOpOM cocTaBiiieT He Gojee 2 pabouux THEH co JHSA
NOJMy4eHHUs]  JKCHEPTHBIM  YUPEXKICHHEM  BO3BPAIIEHHOTO  3aKIIOYEHUS
O MPOBEAECHUHN KIMHUYECKUX UCTIBITAHUI METUIIMHCKOTO U3/IEIHS;

0) B cilyyae MOJYYEHHUS 3aKIIOUEHUS O TMPOBEACHUM KIMHUYECKHX
UCIIBITAHUM ~ MEIMIMHCKOTO  HM3JIeNHs, TMPEJyCMOTPEHHOTO  ITYHKTOM 76
HactoAnux [IpaBuin, He mo3/1HEE CIEYIONIETO PAOOUETO IHA [IOCIIE TPOBEICHUS
OIICHKU 3aKJIIOYEHUS O MPOBEJCHUH KIWHUYECKUX HCIBITAHUM MEIUIIMHCKOTO
U3JIeINs 1711 ONPEJIENICHU] COOTBETCTBUSA 3a/JaHUIO0 Ha MPOBEJIEHUE DKCIIEPTU3HI
PETUCTPUPYIONTUIT OpraH pa3MeliaeT dIEKTPOHHBIA 00pa3  3aKIoueHus
O TMPOBEJACHUU  KIMHUYECKUX  HCHBITAHMM  MEIUIMHCKOTO  U3JIeNus,
COOTBETCTBYIONIIETO 3a/laHUI0 Ha TPOBEAECHUE OKCIEPTU3BI, B IJIEKTPOHHOM
KaOWHETE 3asBUTENII U HAMpaBIsA€T COOTBETCTBYIOIIHUE CBEJEHUS B €IUHBIN
JUYHBIA KAOUHET 3asiBUTETIS.

B teuenue 10 paboumx mHEH co JIHA pa3MENIEHUS B 3JIEKTPOHHOM
KaOWHETE 3asBUTENS 3aKIIOYEHHUS O IMPOBEJEHUU KIWHUYECKUX HCIBITAaHUN
MEIUITMHCKOTO W3JENUd, yKa3aHHOro B TNyHKTe 76 Hactosmmx [IpaBuin,
3asBUTENb BIIPABE O3HAKOMHUTHCS C 3aKJIIOUEHHUEM O MPOBEJACHUH KIMHUYECKUX
UCIIBITAHUM METUITMHCKOTO U3JIEIUs U, IPU HAIUYHUU BO3PAKECHUM, HAIIPaBUTh
CBOM BO3pa)XEHHs Ha 3aKJIIOUYEHHE O MPOBEACHUM KIUHUYECKUX HCIBITAaHUN
MEIUITUHCKOT0 U3AENUS MOCPEACTBOM PIEKTPOHHOIO0 KAOMHETA 3aABUTEIS.

B ciyyae mocTymieHust HOCpe/ICTBOM 3JIEKTPOHHOTO KaOUHETa 3agBUTEINS
B CpokK, He mpeBblmamomuii 10 pabouux gHeH, BO3paXEHUN 3asBUTENA
Ha 3aKJIIOUYEHHE O MPOBEICHUU KIMHUYECKUX HCHBITAHUN MEIUIIMHCKOTO
U3JIenus, peyCMOTPEHHOE ITyHKTOM 76 HACTOSIIIHUX [IpaBun,
peructpupyomnuii opran B Teuenue 30 pabouux AHEN €O MHA MOCTYIUICHUSA
BO3paKEHUI paccMaTpUBAEeT WX C TPHUBJICYEHHEM SKCIEPTHOTO YUpEKICHUS,
BBIHECIIETO COOTBETCTBYIOIEE 3aKIIOUEHHE O TPOBEICHUU KIUHUYECKUX
UCIBITAHUM MEIUIMHCKOTO u37enus. B ciydae eciu B yCTaHOBIIEHHBIH CPOK
BO3paKEHUS 3aABUTENS HE MOCTYIWIN, PETUCTPUPYIONIUM OpTraH OCYIIECTBISET
MEPOIIPUSITHSA, NPETYCMOTPEHHBIE TOATTYHKTaMH "B" U "T'"" HacTOAIIEro MyHKTA.
[Ipu paccMoTpeHUH BO3paXKEHUM PETUCTPUPYIOIIUNA OpPTaH IpU HEOOXOIUMOCTH
JlauM TOSICHEHHH MPUBIIEKAET 3asBUTEIIA.

[lo wuTOoramM paccMOTpeHUS BO3PAKEHUM NPUHUMAETCS pEUICHUE
O TMpPU3HAHUU BO3paKEHHUU OOOCHOBAaHHBIMHU IIOJHOCTBIO MM YacTHYHO,
oQopMIIsieMOEe MHUCBMOM PETHCTPUPYIOIETO OpraHa W HaIlpaBIsEMOE B aJipec
AKCIIEPTHOTO YUPEXKICHUS C MPWIOKEHHEM 3aKIOUYEHUsI O IPOBEJCHUU
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KIMHUYECKUX  HCIBITAHUH  MEAUIIMHCKOTO M3JAENIUA, MPEeAyCMOTPEHHOTO
nyHkToMm 76 Hactosmux [IpaBui, Ha mopaboTKy, CPOK KOTOPOHM HE MPEBBIIIAET
5 pabounx HEH co JHS MOIYYEHUS IKCIEPTHBIM YUPEKIEHUEM BO3BPAIIEHHOTO
3aKJTIOYEHUS O MPOBEACHUN KIMHUYECKUX UCIIBITAHUN MEIUITMHCKOTO U3/eNus,
160 0 NPU3HAHUU BO3PAXKEHUHN TOJIHOCTHIO HE 000CHOBAHHBIMU.

BpeMs co aHsS pa3MelnieHus] pErucTpUPYIONIMM OPraHOM B 3JIEKTPOHHOM
KaOWHETE 3asBUTENS 3aKIIOYEHHUS O MPOBEJEHUU KIMHUYECKUX HCIBITAaHUN
MEIUIUHCKOTO H3JCINA, YyKa3aHHOrO B IIyHKTE 76 Hactosammx [Ipasui,
710 IPUHATHUS PEUIeHUs TI0 UTOTaM PacCMOTPEHUS BO3PAKEHUM HE YUUTHIBACTCS
OpY HMCUUCIECHUU CPOKA IPOBENEHUSI KCIEPTU3bl KaduecTBa, 3(P(PEKTUBHOCTHU
1 6€30MaCHOCTH METUIIMHCKOTO U3/IEIINS;

B) IPUHATHE pEUIEHUS O BblJaue pa3pelleHuss Ha IPOBEJICHUE
KIMHUYECKUX  UCMBITAHUH  METUIIMHCKOrO  HM3Jenus wuikn o0  oTKaze
B TOCYJAapCTBEHHOW  pErucTpallud MEAUIIMHCKOTO  M3JeNUs, KOTOpOe
oopMIIsieTCsT TPUKAa30M PETUCTPUPYIONIETO oOpraHa, W HUHYOPMUpOBAHUE
3asBUTENSl O MPUHATOM PEIICHUM IIyTEM pPa3MENIEHUSI COOTBETCTBYIOIIETO
yBeJAOMIIEHUS B (pOpME DIEKTPOHHOTO JOKYMEHTa, MOANHCAHHOTO YCUJIEHHOMN
KBJTU(PUITUPOBAHHOM AIEKTPOHHOMN MOITHUCHIO YIIOJTHOMOYEHHOTO
JOJIKHOCTHOT'O JIMIA, B €JUHOM JIMYHOM KaOWHETe 3adBUTENS U DJIEKTPOHHOM
KaOUHETE 3asIBUTENS;

') BHECEHHE 3allUCH B PEECTp BBIJIAHHBIX paspelieHudl Ha TpOBEJIEHUE
KIMHUYECKUX UCTIBITAHUNM MEAUIIMHCKOTO U3JENHNs, TOPAJIOK BEJAEHUS KOTOPOTO
YTBEPKIAETCSA PETUCTPUPYIOIIUM OPTaHOM.

78. llpy TpUHATUM pEUICHUS O BBIJAYE pa3pelicHHUs Ha TPOBEJECHUE
KIMHUYECKUX HCHBITAHUM MEIUIIMHCKOTO H3JENHs PETUCTPUPYIOUIUNA OpraH
OPUHUMAET pelIeHre O NPUOCTAHOBJICHUH IMPOLEAYypbl TOCYIapCTBEHHOMN
pETUCTpAllUd MEJUIMHCKOTO W3JENHs 10 AHS MPUHATHS PETUCTPUPYIONIUM
OpraHoOM pelIeHHs O BO300OHOBIEHMM TOCYJIAPCTBEHHON perucTpanuu
MEIUITMHCKOTO U3/IENIUA B COOTBETCTBUU € ITyHKTOM 81 HacTosmux [IpaBui.

79. O KIMHUYECKHX HCMBITAHUAX MEIUIIMHCKOTO M3JAENUS C y4acTHEM
yelloBeka 3asBUTENb IIOCPEACTBOM €IWHOTO JIMYHOTO KaOWHEeTa 3asBUTENSA
YBEJAOMIIIET PETUCTPUPYIOMINM OpraH B TeueHue S5 pabouux JHEH ¢ Hadaia
UX MPOBEJECHUA.

80. Ilo oxkoHYaHWM KIMHUYECKUX HCIBITAHUNH MEIAMIIMHCKOTO W3JEIUsI
C y4acTHEM YeJIOBEKa 3asABUTEIh IMOCPEACTBOM EJAMHOrO JIMYHOTO KaOWHETa
3asBUTENS  MPEACTaBISCT B  PETUCTPUPYIOWIMNA  OpraH  3asBICHUE
O BO300HOBIIEHHHM TOCYJAAPCTBEHHOW PETHUCTPAMM MEJUIIUHCKOTO W3JIeus,
3asBJICHUE O perucTpanuu, o¢GOpMIEHHOE B COOTBETCTBHU C ITyHKTOM 64
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Hacrosmux  [lpaBwii,  cojepkamiee — akTyaJu3UPOBAHHBIE  CBEJICHUS
(npu HEOOXOAMMOCTH) M CBEACHUS O pe3yJbTaTaX KIMHHUYECKUX HCIBITaHUN
MEIUITUHCKOTO M3AENUS C YYacTHUEM 4elloBeKa (B OTHOIICHHUH KIMHUYECKUX
UCIIBITAHUM, 3aBEepIICHHBIX 70 1 ceHTsOps 2025 r., cBeleHUs MPEeICTaBIAIOTCS
B BUJIe JOKYMEHTOB), a Tak)Ke JOKYMEHTHI, YKa3aHHbIC B MOAMyHKTax "0" - "x"
u "H" myHkTa 65 HacTosamux IIpaBui, B cydae eciii B HUX BHECEHBI H3MEHECHUS
10 pe3yJIbTaTaM KIWHUYECKUX HUCIBITAHUN METUIIMHCKOTO U3JIETUS C YIaCTHEM
YEJIOBEKA, a TakKXKe aKTYaIM3UPOBAHHBIE [TOKYMEHTBI, IIPEIYCMOTPEHHBIE
noamyHkramu "a", "u U M nmyHkTa 65  nHacroammx  IIpaBun
(ipu HEOOXOIUMOCTH).

3asgBUTENL BIIPABE MPEACTABUTH JOKYMEHTBI, CBEICHUS O KOTOPBIX
YKa3bIBAlOTCA B 3adBIEHUM O  DPETHCTPAllMM B  COOTBETCTBUU
¢ moanyHkramu "m" - "m", "y" u "4" nmynkta 64 Hactosmux IlpaBui (B ciyuae
BHECEHHUS B HHUX H3MEHEHUH), a TakkKe JOKYMEHTHI, MOJTBEPKIAAIONINE
pe3yabTaThl KIMHUYECKUX HCIBITAHWMN, 3aBepIIeHHBIX Tocie 1 centsops 2025 r.,
10 COOCTBEHHOI WHUITUATHUBE.

81. Peructpupytomuii opran B TeueHuHe 2 pabouux gHEH co JHA
NOJIy4YEHHUs. JOKYMEHTOB, YKa3aHHbIX B IyHKTe 80 Hacroamux IIpasuin,
OPUHUMAET peElIeHUe O BO300OHOBIECHUU TOCYAAPCTBEHHOW pPETUCTpaIuu
MEJTUIUHCKOTO U3EITHL.

Pemenre 0 BO30OHOBIEHMH  TOCYJApCTBEHHOM  pErHCTpalUH
MEIUIUHCKOTO  W3ACNHS  TNPUHUMAETCA  PETUCTPHPYIOUIMM  OpPraHOM
0 pe3yJpTaraM I[POBEPKU IOJHOTHI W JIOCTOBEPHOCTH  CBEJICHUH,
COZEpIKaIUXCS B MPEACTABICHHBIX B PETUCTPUPYIOUIUN OpraH 3asBICHUU
O BO300HOBJIEHUU TOCYJApPCTBEHHOM PErUCTpallUd MEIUIUHCKOTO W3JEIUsI
U UHBIX JIOKYMEHTaX, YKa3aHHBIX B yHKTe 80 HacTosmumx [IpaBu.

B cnydae ecnmu 3TUM JOKYMEHTHI IIPEACTaBICHbI HE B IOJIHOM O0BEMe
WIM B HHUX BBIABJICHBI HEJIOCTOBEPHBIE JIAHHBIE, a TAKXKE B CIIy4ac BBHIABIICHUS
HECOOTBETCTBUS O(OPMIICHHS] TIPE/ICTABICHHBIX JOKYMEHTOB TIOJOKEHUSIM
MYyHKTOB 53 - 55 Hacrosmux IlpaBui, perucTpupyromiuii opraH HaIpaBISIET
(8 ¢opMe  BIEKTPOHHOTO  JOKYMEHTa,  IOJIHUCAHHOTO  YCHJIEHHOH
KBJTU(PUITUPOBAHHOM 3JIEKTPOHHOMN MOAIHUCHIO YIIOJITHOMOYEHHOTO
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM pa3MEHIEHUS B €IMHOM JIMYHOM KaOWHETE
3asBUTENS] M DJIGKTPOHHOM KaOWHETe 3asBUTENs) 3asiBUTENIO pEUICHUE
O TMpEKpalleHUU JATbHEUIIEr0 PacCMOTPEHUS 3asBICHUS O BO300OHOBJIECHUH
rOCYJJApCTBEHHON PETUCTPAlMU METUIIMHCKOTO HU3AENHUS C MOTHBHPOBaHHBIM
000CHOBaHMEM TNPUYMUH NPUHATHS YKazaHHOTO pemieHus. OJIHOBPEMEHHO
PETUCTPUPYIONTUI OpraH cOoOOIaeT 3asBUTENI0 O BO3MOXKHOCTH ITOBTOPHOTO

" LA}
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Npe/ICTaB/ICHUs 3asBJIEHUS O BO300HOBIECHUU TOCYAAPCTBEHHOW pPETHUCTpaIlUU
MEIUITUHCKOTO U3JAENUA C MPWIOKEHHEM K HEMY J0pabOTaHHBIX JTOKYMEHTOB
MIOCPEJICTBOM €MHOTO IMYHOTO KaOHUHETA 3asiBUTEINS.

82. Ha II atane skcnepTusbl kadecTBa, 3p(HEeKTUBHOCTH U 0€30MacCHOCTH
MEIUITMHCKOTO H3/ENUs PETUCTPUPYIONIMM OpraH B TeueHue 2 pabouux JHEH
CO JHSI IIPUHSATHS pelIeHus] 0 BO30OHOBIECHUU T'OCYJAAPCTBEHHOU PETHUCTpaIluu
MEIUIIMHCKOTO HW3JIeJIud Ha OCHOBAaHHWM 3aJlaHUS Ha NPOBEJICHUE SKCIEPTHU3HI,
BBIJIAHHOTO B COOTBETCTBHUU C IIYHKTOM 72 HactosAmux I[IpaBwil, HampasiseT
B OKCIEPTHOE YUYPEXKIECHUE IMPEJCTABICHHBIE 3asBUTEIEM  PE3YJIBTATHI
KIIMHUYECKUX HWCIBITAHUNA MEIUIMHCKOTO H3JENHS C YYacTHEM YEJIOBEKa,
a TakXe HHBIE JOKYMEHTHI, IPE/ICTABICHHBIE 3asBUTEIIEM B COOTBETCTBUU
¢ myHkToM 80 HacTtosux IIpaBui.

83. DKcIepTHOE YUPEKICHUE B CPOK, HE MPEBBIMIAIONIMNYT § pabounx JHEH
CO JHS IOIYYEHHUS JOKYMEHTOB, YKa3aHHBIX B ITyHKTe 80 Hactosmmx lIpasuin,
IOPOBOJUT SKCIEPTU3Y TMOJHOTHI W Pe3YyJIbTATOB IPOBEACHHBIX HCIBITAHUI
U UCCIe0BaHUH, a Takke o(popMIISIET U HANPABIIAET B PETUCTPUPYIOIINI opraH
3aKIIOYEHUE [0 pe3ysibTaTaM JKCHEpPTU3bl KadecTBa, 3(PPEKTUBHOCTHU
1 0€30MacHOCTH MEIUIIMHCKOTO H3AeNUd, (opMa KOTOPOrO YTBEPKIAETCS
MuHucTepcTBOM 3apaBooxpaneHusa Poccuiickon depepanuu.

84. OcHOBaHUSAMH JIJIS1 BBIHECEHUS 3KCIIEPTHBIM YUPEKICHUEM 3aKITIOUEHUS
o pe3yibTaTaM OdKCHEPTU3Bl KauecTBa, »G(PEKTUBHOCTH U O€30MaCHOCTH
MEIUIUHCKOTO  M3JENUsA,  CBUACTENBCTBYIOIIETO O  HEBO3MOXKHOCTH
rOCYJJapCTBEHHOM PETUCTPALINK MEAUITUHCKOTO W3/IEIHUS, SIBJISIOTCS:

a) HECOOTBETCTBUE MEIUIIMHCKOTO HU3JIeiusl TpeOOBaHUIM HOPMATHUBHOU
JOKYMEHTAIlMH, TEXHUYECKOW U (WIM) 3KCIUTyaTalluOHHOW JOKyMEHTAI[uU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE JIOKa3aTEIbCTB KauecTBa, U (WiIu) d3PPEKTUBHOCTH,
U (1K) 6€301aCHOCTH METUIIMHCKOTO U3IEIH;

B) YCTAHOBJICHHE, YTO PUCK IPUYMHEHHS Bpela 3J0pPOBBIO Tpa)xIaH
U MEJAUITMHCKUX PabOOTHUKOB BCJIEJICTBUE MPUMEHEHUS MEIUIIMHCKOTO U3IETUs
npeBsbiiaeT 3QPEeKTUBHOCTH €ro MPUMEHEHUS;

T) IpEACTaBICHUE  HEJOCTOBEPHBIX  CBEJEHHMH B  JIOKYMEHTaX,
COJIEpIKaIIUXCS B PETUCTPAIIHOHHOM JIOCHE.

85. B cpok, He mpeBblmaronmid 7 pabouux JHEH co AHSA IOJIyUYEHHUS
3aKIIOYEHUS [0 pe3yJibTaraM dJKCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 0e30macHOCTH  MEAMUIIMHCKOTO  W3/eNidd, PETHCTPUPYIONUN  opraH
OCYILIECTBIISIET CIEAYIOIIUE MEPOTIPUATHUA:
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a) OlleHKa 3aKJIIOUEHHs 10 pe3yJibTaTaM dJKCIEPTU3bl KauecTBa,
3¢ PEeKTUBHOCTH U OE€30MACHOCTH MEAMIIMHCKOTO H3JeNus, YKa3aHHOTO
B myHKTe 83 Hacrosmux I[lpaBui, mjig ompejaefneHdss COOTBETCTBUA 3aJaHUIO
Ha TIPOBEACHUE OKCHEPTU3Bl. B ciydae ycTaHOBIEHHS HECOOTBETCTBUS
3aKIIOYEHUS [0 pe3ysibTaraM d3KCHEPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 0e30laCHOCTH MEIMIIMHCKOTO U3JIeJUsl YKa3aHHOMY 3aJ[aHUI0  TaKoe
3aKJTIOYEHUE BO3BPAIAETCA B JKCIEPTHOE YUpEXIEHHE Ha JOpabOTKy, CPOK
KOTOPOH cOCTaBJIAET He Oosee 2 pabounX JTHEH CO JHA MOJIYUYEHHUS SKCIIEPTHBIM
YUpEXKJICHUEM BO3BpAIIEHHOTO 3aKJIIOUEHUs [0 pe3yibTaTaM >KCIIEPTU3bI
KauecTBa, 3pPEKTUBHOCTH U 6€30IIaCHOCTU METULIMHCKOTO U3/IEIUS;

0) B ciyyae TIONyYE€HMs 3aKJIIOUEHHsS TIO pe3yjbTaTaM »JKCIEPTU3BI
KauecTBa, dJ(PGEKTUBHOCTH U  OE30MACHOCTU  MEAMIIMHCKOTO  U3JIENus,
NpeaycCMOTPEHHOro MyHKTOM 84 Hactosumx [IpaBui, He no3gHee CIeayIONIero
pabouero JHs TOCIE MPOBEICHUS OIEHKU TaKOTO 3aKIFOUEHUS JJIS ONpeAcTIeHHs
COOTBETCTBUS 3a/IaHUI0 Ha TIPOBEJIEHHUE SKCIEPTU3Bl PETHUCTPUPYIOUIUN OpraH
pa3MelaeT SJEKTPOHHBIM 00pa3 3aKkIIOUEeHHs IO pe3yjbTaTaM JKCIEPTU3BI
KauecTBa, dJ(PGEKTUBHOCTH U  OE30MaCHOCTH  MEAMIIMHCKOTO  U3JIeNus,
COOTBETCTBYIOIIETO 3a/laHUI0 Ha TPOBEACHUE OKCIEPTU3BI, B IJIEKTPOHHOM
KaOWHETE 3asBUTENII W HAMPAaBIAET COOTBETCTBYIOIIHUE CBEJEHUS B €IUHBIN
JUYHBIA KAOUHET 3asiBUTETIS.

B teuenue 10 paboumx mHeH co JIHA pa3MENIEHUS B 3JIEKTPOHHOM
KaOWHETE 3asBUTENs 3aKIIOUEHHsS IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ eKTUBHOCTH U OE€30MAaCHOCTH MEAMIIMHCKOTO H3JeNusl, YKa3aHHOTO
B myHKTe 84 Hacrosmux IlpaBwi, 3asgBUTENL BIpaBEe O3HAKOMHTHCS
C 3aKJIIOUEHHEM TII0 pe3yibTaTaM >3KCIEpPTH3bl KadyecTBa, 3(P(PEKTUBHOCTH
u 0e30MacHOCTH MEIUIMHCKOTO W3AeNUs U, MpH HAJIUYHU BO3pPAXKEHUH,
HAIIpaBUTh CBOM BO3pAXEHUS HA TaKoe 3aKIIOYEHHE IIOCPECTBOM
ANEKTPOHHOTO KaOUHETa 3asBUTEIIA.

B cnyyae nmocTymieHust HOCPeICTBOM 3JIEKTPOHHOTO KaOUHETa 3agBUTEINS
B CpoK, He mpeBblmammuil 10 pabounx gHeH, BO3paXECHUN 3asBUTENA
Ha 3aKIIOYEHUE IO pe3yJbTaTaM »dKCHEePTU3bl KauecTBa, 3(PPEKTUBHOCTH
U 0€30IIaCHOCTH MEIUIIMHCKOTO H3JIENHsl, MPEeAyCMOTPEHHOE ITyHKTOM 84
HacTosiux [lpaBun, peructpupyromuid opran B teueHue 30 pabGoumx JgHEH
CO JHS TOCTYIUIEHHA BO3paXEHUM paccMaTpuBaeT HUX C MPUBICYCHUEM
AKCIIEPTHOTO YUPEKIECHUS, BBIHECIIETO JTO 3akiloueHue. B ciyuae ecinu
B YCTaHOBJIEHHBIM CPOK BO3Pa)KEHUS 3agBUTENSI HE TIOCTYNHIM, PETUCTPUPYIOIINH

".n

OpraH OCYIIECTBIAET MEPOIIPUATHUS, IPEAYyCMOTPEHHBIE TOAITYHKTamMu "B" U "'T
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HacTosIero myHkra. [Ipu paccMoTpeHuH BO3pakeHHH PErucTpupyomfil opral
pu HEOOXOUMOCTH JIau MOSICHEHUN MPUBJIEKAET 3asIBUTEIS.

[lo wuTOoramM paccMOTpeHUS BO3PAKEHUM INPUHUMAETCS pEUICHUE
O TMpPU3HAHUM BO3paKEHUH OOOCHOBAaHHBIMHM IMOJHOCTBIO WM YacTHYHO,
KoTOpoe O(opMIIsieTCs MUCBMOM PETHUCTPHUPYIOLIETO0 OpraHa U HaIlpaBiIseTCs
B aJpec JIKCHEPTHOTO  VUPEKICHUS C NPWIOKEHUEM  3aKIIOYCHUS
o pe3yibTaTaM OdKCHEPTU3Bl KauecTBa, AG(PEKTUBHOCTH U OE€30MaCHOCTH
MEIUIUHCKOTO U3AENHNA, PEAYCMOTPEHHOrO MyHKTOM 84 HacTtosmux [IpaBui,
Tpebyrolero J0paboTKH, CPOK KOTOPOH HE MpEeBBIMIAET S5 pabouux AHEH co AHS
NOJYYeHHs] HKCIEPTHBIM VUPEKJICHUEM BO3BPAIIEHHOTO 3aKIIOYEHHS, JHOO0
O MPU3HAHUM BO3PAKEHUM MOJTHOCThIO HE 00OCHOBAaHHBIMH.

BpeMs co aHsS pazMenieHus] pErucTpUPYIONIMM OPraHOM B 3JIEKTPOHHOM
KaOWHETe 3asBUTENs 3aKIIOUEHHA IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ PeKTUBHOCTH U OE€30MAaCHOCTH MEAMIIMHCKOTO U3JeNHs, YKa3aHHOTO
B nyHkre 84 wHacrosmmx [IpaBui, 10 NOpPUHATUS pELIEHUS TI0 HTOraM
PAacCCMOTPEHUS] BO3PAKEHUN HE YUUTHIBAETCS MPU HUCUYUCICHUH CpOKa
NPOBEIEHUS DKCIEPTU3bl KadecTBa, HJ(PQPEKTUBHOCTH U  0€30MacCHOCTH
MEIUITUHCKOTO U3/EIINS;

B) IPUHATHE PEUIEHUS O TOCYJAapCTBEHHOM pErucTpanuu MeTUIIUHCKOTO
u3zienuss Wik o0 oOTKaze B TOCYAAPCTBEHHOM PETUCTpAIMU MEAUIIMHCKOTO
U3JIenusi, KOTopoe oOQopMIIsSeTCs MPUKA30M PETUCTPUPYIOLIET0 OpraHa,
U UHGOPMUPOBAHUE 3ASBUTENS O NPUHATOM pEHIEHUH IIyTeM pa3MEIIeHUI
COOTBETCTBYIOIIETO YBEAOMJIEHUS B (GOpME 3JIEKTPOHHOTO JIOKYMEHTA,
NOJMUCAHHOTO YCHUJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHOW MOJAMUCHIO
YIOJTHOMOUYEHHOTO JIOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOuHEeTe
3asIBUTENS U DJIEKTPOHHOM KaOUHETE 3adBUTENS;

I') BHECEHHE PEECTPOBOIA 3alICU B TOCYAAPCTBEHHBIN PEECTP.

86. OCHOBaHUSAMHU JI1 TPUHATHUS PETUCTPUPYIOUIMM OPTaHOM pEIICHUS
00 0TKa3e B rOCyAapCTBEHHON PETUCTpaAIluU MEAUITUHCKOTO U3/IeTUS ABJISIFOTCS:

a) MOJIy4YEeHUE PETUCTPUPYIOIIUM OPTaHOM OT KCIEPTHOTO YUPEKIEHUS
3aKJIIOYEHUS O MPOBEACHUN KIMHUYECKUX UCIIBITAHUN MEIUITMHCKOTO U3/eNus,
CBUIETENBCTBYIOMIETO O  HEBO3MOXKHOCTH  MPOBEJEHUS  KIUHUYECKUX
UCIIBITAHUA MEIUIIMHCKOTO U3/IETUS C YUaCTUEM YEIIOBEKa;

0) moJiyueHue OT SKCIIEPTHOTO YUPEKICHUS 3aKII0UEHUs IO pe3yIbTaTaM
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTH U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIeNNsi, CBHUJAETENBCTBYIOIIETO O  HEBO3MOXXHOCTH  TOCYJIapCTBEHHOMN
pPETUCTpAllUd METUITUHCKOTO HU3JETusA, U (WIU) TPUHATHE PETUCTPUPYIONIUM
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OpPraHOM pEIIECHUs O IPU3HAHWK BO3PAKCHHUU 3asgBUTENI HE OOOCHOBaHHBIMH
MOJTHOCTHIO UITH YaCTUYHO;

B) BBIABJICHHE  PETHUCTPHUPYIONUM  OpPraHoM [0  pe3yJbTaraM
denepatbHOIO TOCYAapCTBEHHOrO KOHTpOisd (Haj3opa) 3a oOpalieHHeM
MEJUIIUHCKUX U3JIEJNH HECOOTBETCTBHHM JaHHBIX 00 3(h(QEeKTHBHOCTH
1 0 0€30IaCHOCTH MEIUIIMHCKOTO HM3/eUs JaHHBIM O MEIUITUHCKOM H3JCIIHH,
COJIEpKaIlIMCS B 3asBJICHHH O PETUCTpaIllii M JOKYMEHTaX, YyKa3aHHBIX
B ImyHKTax 65 u 80 Hactosmux [IpaBui.

III. I'ocynapcTBeHHAs perucTpainus MEAUIIMHCKUX U3JICIUN, TOATBEPKICHUE
3¢ PEKTUBHOCTU KOTOPBIX HE TpeOyeT MPOBSACHUS KIMHUYSCKIX UCIIBITaHUH
C Y4aCTHEM YEJIOBEKA WJIH MOJYYEHHS Pa3pEUICHUs PErUCTPUPYIOIIETO OpraHa
Ha NPOBEJACHUE TAKUX KIMHUYECCKUX UCITBITAHUI

87.ln1 TOCYyAApCTBEHHOW pErucTpauuyd MEAULMHCKOIO  W3JAeus,
NOATBEp)KAEHUE A(PPEKTUBHOCTH  KOTOPOro He TpedyeT MNpOBEACHUS
KJIIMHAYECKUX MCIBITAaHUI C y4acTHEM YeJOBEKa WM MOIYYEHUs pa3pelieHUs
PETHCTPUPYIOLIETO OpraHa Ha MPOBEJCHHE TAaKMX KIMHUYECKUX HCIBITAHHM,
3asgBUTENb MMOCPEICTBOM €AMHOTO JMYHOTO KaOWHETa 3asBUTENS NPEICTaBISIET
B PETrUMCTPUPYIOIIMI OpraH 3asfBIE€HUE O PETrUCTpalud, O(QOPMIIEHHOE
B COOTBETCTBHM C NyHKTOM 64 Hacrosmux I[IpaBun W JONOJHHATENBHO
coJieprKalliee CBEJCHUS O HAMUYHH (OTCYTCTBHM) Y MPOTPAMMHOI0 00eCeYeHMs
C NPUMEHEHHUEM TEXHOJOTUH HCKYCCTBEHHOIO MHTEIUIEKTa, SBIIAIOLIErOCs
MEIULUHCKUM H3/EIHEM, BCTPOCHHOW (PYHKIMM aBTOMAaTUYECKOW Mepenayvd
B MOPSAJKE, YTBEPKICHHOM PErMCTPUPYIOIIMM OPraHOM, B aBTOMAaTU3UPOBAHHYIO
UHPOPMALMOHHY0  CUCTEMY  PECUCTPUPYIOLIEr0  opraHa  MH(OpManuu
00 oOpalaThiBaeMbIX JaHHBIX, pe3ydbTaTax JEUCTBUA MNPOrPAMMHOTO
o0ecrieyeHUs C TPUMEHEHHEM TEXHOIOTUH MCKYCCTBEHHOTO MHTEJUIEKTA,
ABJISIFOLETOCA MEULMHCKUM H3/I€JIMEM, A TAK)KE CBEJEHUM, MPEyCMOTPEHHBIX
MOPSJIKOM  COOOIIEHUS CyOBeKTaMH OOpaIeHusT MEAUIMHCKUX U3IeTUiH
000 Bcex cnyyasx BbISBICHHMS TMOOOYHBIX JAEWCTBUU, HE YKa3aHHBIX
B MUHCTPYKLUMH [0 [PUMEHEHHUIO WIM PYKOBOJCTBE IO DKCIUIyaTalUH
MEJUILIMHCKOrO0 U3JIENUs, O HEXeJaTelbHbIX PeakUHsX NP ero NPUMEHEHHH,
00 O0COOCHHOCTSIX B3aMMOACHCTBHS MEIUIMHCKUX W3JEIHH MEXAy COO0Oi,
0 ¢aktax u 00 0OCTOSATENBCTBAX, CO3AAOIUX YIPO3y >KU3HH W 3A0POBBIO
rpaxAaH M MEAMIUHCKUX paOOTHUKOB MpH NPUMEHEHUHW W BKCIUTyaTaluu
MEIULMHCKUX W3JENHM, YTBEpX)AaeMblM MUHHUCTEPCTBOM 3ApABOOXPAHEHUS
Poccuiickoit denepannu (anee - nopsaaoK cooOlIeHUs cyObeKTaMu o0palieHus
MEIULMHCKIX U3JeIui 000 BCEX ClydasX BBIABICHUS MOOOYHBIX IEWUCTBHIA),
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a TaKXKe CBEJCHUSA O pe3ylibTaTax KIMHUYECKUX UCTIHITAHUN MEIUIIMHCKOTO
uzzienust (6e3 ydacTus 4deloBeKa) ¢ yKazaHHEM HOMeEpa, JaThl aKTa OILIEHKHU
PE3YNLTATOB KIMHUYECKUX HUCIIBITAHUN MEIUITUHCKOTO U3JIENINs], HAUMEHOBAHUS
MEIUITMHCKON OpraHU3alliy, a TAK)Ke CIEAYIOIINE TOKYMEHTHI:

a) komus  (KOMMHM) JOKYMEHTa (JOKYMEHTOB), ITOATBEPKIAIOIIETO
(mOATBEpKAAIONTUX)  TOJHOMOYHSA  YIOJHOMOYEHHOTO  MPEJCTaBUTENSA
NPOU3BOAUTENA (M3TOTOBUTENA) IO MPEJCTABICHUIO HHTEPECOB MPOU3ZBOIUTENSL
(M3rOTOBHUTENA), HECEHHWIO  OTBETCTBEHHOCTM B  4YacTH  oOpalleHus
MEIUITMHCKOTO U3/enusa Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
0 BOMNpPOCaM IMPOIEAYp OIEHKM COOTBETCTBUS H TOCYJIapCTBEHHOMN
pETUCTpAllUd MEAUIIMHCKOTO H3JENUsA, a TakXKe MO 3aBEPEHUI0 JTOKYMEHTa
(IOKYMEHTOB) MPOU3BOAUTENA (M3TOTOBUTENS), BCTYNMUBIIETO (BCTYNHBIIHX)
B cwiy 10 O(OpMIEHHS COOTBETCTBYIONIUX JOKYMEHTOB (IOKYMEHT
(TOKYMEHTHI)  ABIsAETCS  (SABIAIOTCA)  oOs3aTelbHBIM  (00S3aTEIHHBIMU)
JUIsE  MHOCTPAHHBIX IPOU3BOAMUTENEH (M3TOTOBUTENEH), OTEUECTBEHHBIMU
NPOU3BOJUTENAMU  (U3TOTOBUTENSIMU)  TpeACcTaBiseTcs  (IPeacTaBIISIOTCS)
B Cllydae HaJIWuMhs YIOJTHOMOYEHHOTO TMPEJACTABUTENS IMPOU3BOJUTENSL
(M3rOTOBUTENA);

0) cBelleHUs] O HOPMATUBHOM TOKYMEHTAIIUU Ha MEIUITUTHCKOE U3JIETIHE;

B) TEXHMYECKass  JOKYMEHTallMsl  TMPOU3BOJAUTENS  (M3TOTOBUTEIS)
Ha MEJAUIIMHCKOE U3JIEIHE;

T') OKCIUTyaTallMOHHAasT JOKYMEHTAIlMs NPOU3BOJIUTENS (HM3TOTOBUTEIS)
Ha MEAMIIMHCKOE WU3JIeJIMe, B TOM YHCIIE€ HHCTPYKIUSA IO TNPUMEHEHUIO
WIM PYKOBOJICTBO IO AKCIUTyaTalliy MEAUIIMHCKOTO U3/IETHS;

1) IIBETHBIC dboTorpaduueckue H300paKeHUs ob1ero BUJIA
MEIUIMHCKOTO  W3JeNus, Mojelel  (MapoK) MEAMIIMHCKOTO  U3JEIus
U IPUHAATIEKHOCTEN, HEOOXOIUMBIX ISl MPUMEHEHHUS METUIIMHCKOTO U3/IETUS
10 Ha3zHadyeHUIO (pasMepoM He MeHee |8 X 24 caHTuMeTpa), a TaKxke
U300paK€HUd MAapKUPOBKH U  YMAaKOBKU (IIBETHbIE MAKETHl  YIAKOBOK
" ITUKETOK, coJiepKallue TEKCT OpUTHHAIBHOU MapKHUPOBKHU
U JIONOJHUTENbHOH  MapKUPOBKM Ha  PYCCKOM  SI3bIKE, HaHOCHMOM
HA MEIUIMHCKUE W3JeNus, IPOU3BEICHHbIE 3a mpejenamu Poccuiickoi
®enepanun) (32 UCKIIOUYEHHEM MPOTPAaMMHOTO OO€CIeUeHus, SIBIIAIOIIETOCS
MEIUITUTHCKUM U3ECIUEM);

€) BeTHBIe (poTorpaduyeckue H300paKEHUS DIIEKTPOHHOTO HOCHUTENA
u unrepdeiica nporpammHoro obecrnedyeHus (pasmMepoM He MeHee 18 x 24
CaHTUMETpa) (I MPOrpaMMHOTO OOECIIEUeHUsl, SBIIAIOUIETOCS METUIIUHCKUM
U3JIEIINEM), a TaKKe U300paKeHUsI MAPKUPOBKU U YIIAKOBKH (MPH HATUYHH);
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) MPOEKT ONHCAHUs THUMA CPEACTBA U3MEPEHUH, SBIAIOLIETOC
MEIUIUHCKUM H3JIETINEM (B OTHOIIEHWH MEIUIIMHCKUX HM3IEIUN, OTHOCIIIUXCS
K CpeacTBaM M3MepeHudl B cdepe ToCcyJapCTBEHHOTO PETYIHUPOBAHUS
oOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccutickoit denepanyn);

3) METOJMKAa I[IOBEPKH THIIA CPEJCTBA HU3MEPEHHM, SBIAIOLIETOC
MEIUIMHCKUM H3JIETINEM (B OTHOIIEHWH MEIUIIMHCKUX W3IEIUN, OTHOCIIIUXCS
K CpeicTBaM H3MEpPEHUH B cdepe TOCYIapCTBEHHOTO PETYIMPOBAHUA
oOecrieueHusT €JUHCTBA HW3MEpPEHUI, TIepeueHb KOTOPBIX YTBEPKIAETCS
MuHucTepcTBOM 3/ipaBooxpaneHust Poccutickoit denepanyn);

1) TOKYMEHTBI, IOJTBEPKAAIOIINE PE3YIbTATHl KIMHUUECKUX UCIBITAHHUN
METUIMHCKUX U3AENHUH (110 MPUMEHUMOCTH, B 3aBUCUMOCTH OT JIaThl):

JIOKYMEHTBI, ITOATBEPKIAIOIINE PE3yNbTaThl KIMHUYECKUX HCIBITAaHUN
(B OTHOIIEHMHU KIMHUYECKUX UCTIBITAHUM, 3aBEPIICHHBIX 10 1 centsaopsa 2025 r.);

JIOKYMEHTBI, ITOATBEPKIAIOIINE PE3yNbTaThl KIMHUYECKUX HCIBITAHUN
(B OTHOIIEHUH KIWHUYECKUX HCIBITaHUM, 3aBEpIIECHHBIX IMocie 1 ceHTA0ps
2025 r.) (1m0 *HULIMATHBE 3aSBUTEIIS ),

K) JOKyMEHTBI,  MOATBEPXKIAIOINIME  BO3MOXKHOCTH  OCYIIECTBIICHUS
NPOU3BOJICTBA MO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asBICHUH
O PETUCTpPALIHU B KAUECTBE MIPOU3BOICTBEHHON (MPOU3BOICTBEHHBIX ) TUIOIIAAKH
(iomanok) (MO NPUMEHUMOCTH): JOKYMEHTHI, IOJATBEpPIKIAIONIUe HaIUYNE
yCIIOBUI MPOU3BOJICTBA, U (MJIU) KOIUU CEPTU(PUKATOB COOTBETCTBUS CUCTEMBI
MEHeDKMeHTa kadecTBa TpeboBanusm ['OCT ISO 13485-2017 wmm
ISO 13485:2016, a Takke KOIMNHH OTYETOB O PAaHEE MPOBEIACHHBIX MHCHEKIUAX
Ha COOTBETCTBUE YKa3aHHBIM CTaHAapTaM (B cllydae MpeJICTaBICHUs yKa3aHHBIX
cepTU(PUKAaTOB COOTBETCTBUS), U (UIM) KOMUU TOKYMEHTOB, MOATBEPKIAIOMIUX
COOTBETCTBHE CHCTEMBI YNpaBJI€HUS KauecTBOM TPeOOBaHUSIM K BHEJPEHHIO,
NOAJNEPKAHUIO W OIIEHKE CHCTEMBI YIIPABIEHHUS KadeCTBOM MEIUIIUHCKUX
U3JIenil (IpeCTaBIAIOTCS B ClIydae MPOBEIEHUS HHCIIEKIIUH HHCIIEKTUPYIOMIEH
OpraHd3allueyl,  HaxoAsuiedcs B  BEACHUM  (IOJUMHEHUHM)  OpraHa
rOCYJJapCTBEHHOU BIJIACTH I'OCYIapCTBa - WicHa EBpa3zuiickoro 3kOHOMUYECKOTO
COI03a, YIOJHOMOYEHHOTO Ha OCYIIECTBIEHHWE U (WIM) KOOPAUHAIIUIO
nesTenbHOCT B cdepe oOpallleHuss MEIUIMHCKUX H3JCNUA Ha TEepPUTOPUH
3TOT0 rOCyJapcTBa, 3a uckioueHueM Poccuiickoin denepaiun);

J) TOKYMEHTHI, MOATBEPKIAIOIIHE IIpaBo VCTIOJIb30BaHUS
NPOU3BOAUTENIEM (U3TOTOBUTENEM) TOBAPHOTO 3HAKa M MHBIX CPEICTB
UHJIUBUAYaIU3allMd MEAHUIIMHCKOTO M3JIeUd B ClIydae WX HAHECECHHS
Ha YIAKOBKY MEAMIIMHCKOrO W3ACIHS (IPENOCTaBISAIOTCS B CIIy4ae, €CIu
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CBEJICHUSI HE BHECEHBI B COOTBETCTBYIOIIME peecTpbl DenepanibHOM CIyKObI
[0 UHTEJUIEKTYalbHOU COOCTBEHHOCTH);

M) KOITUKM JOKYMEHTOB, IOJTBEP/KAAIONINX KadyeCTBO JIEKapCTBEHHOTO
npemapara, (apMaileBTUUeCKOM cyOCcTaHIIUM, OHOJOTHYECKOTO MaTepuaia
U HMHOTO BENIECTBA, C HCIOIb30BAHUEM KOTOPBIX IPOU3BEIACHO MEIUITMHCKOE
U3JIeJINe WU KOTOpBIE BXOJMAT B €ro COCTaB M KOTOpbIE TpeTHA3HAUYEHbI
JUIsE TPUMEHEHHUS TOJBKO C YYETOM Ha3Ha4YeHUs MEAUIMHCKOTO HU3JeNus,
OIIPEIENCHHOTO IIPOU3BOJIUTEIIEM, BBIJJAHHBIX B COOTBETCTBUH
C 3aKOHOJATEJIbCTBOM CTPaHbl IPOUCXOXKJEHHUS JIEKAPCTBEHHOTO Mperapara,
tdapmalieBTUUECKOW CyOCTaHIMM, OHUOJOTHYECKOTO MaTepuaja U HHOTO
BelllecTBa (KpoMe MEeTUIIMHCKUX U3 I TUarHOCTUKH 1n Vitro),

H) KOIUSL JOKYMEHTA, MOJATBEPKAAIOIIET0 PETUCTPAINIO MTPOU3BOUTENS
(M3roTOBUTENA) B KA4YECTBE IOPUIMUYECKOTO JHUIA JUOO HMHIUBUIYAIBEHOTO
npeAnpuHUMaTeNs (3a UCKIIOYEHHEM MEAMIIMHCKUX H3CTHi, MPOU3BOIUTENAMHI
KOTOPBIX SIBJISIIOTCS pe3ueHTH Poccuiickoit denepanun);

0) I1aH KJIMHUYECKOTO0 MOHUTOPUHTA (JJ1s1 MEAUIIMHCKUX U3JIETTUH Kilacca
NOTEHIIMAIILHOTO pHCKAa IMPUMEHEHHs 3, a Takke MEIUIMHCKUX H3JIETuH,
UMIUIAaHTUPYEMBIX B OpraHU3M 4elioBeKa, Kiacca MOTEHUIHUAIbHOTO pHCKa
npuMeHeHus 20);

) IOKa3aTeJIbHBIE  MaTepuaibl  MPOU3BOAUTENS  (M3TOTOBUTEIS)
MEIUITUHCKOTO U3AeNUA (110 IPUMEHUMOCTH):

JI0Ka3aTelbHbIE MaTepuabl IPOU3BOIUTENA (M3roTOBUTETIA)
MEIUITMHCKOTO HU3JIeNIMd B YacTU OIpeAelieHUs KadecTBa M 0€30MacHOCTH
MEIUIMHCKOTO  HW3/IeNHs, COOTBETCTBHS €r0 XapaKTEepUCTHK (CBOICTB)
TpeOOBaHMSAM HOPMAaTUBHOHN JTOKYMEHTAIUM, TEXHUYECKOW M JKCIUIyaTallMOHHOU
JOKYMEHTAIINU IPOU3BOAUTENS (M3TOTOBUTENIA);

JI0Ka3aTelbHbIE MaTepuabl IPOU3BOUTENA (M3roTOBUTETIA)
MEIUIIMHCKOTO  M3JIeUs B YacTH HCCIEJAOBAHUM B  IENIIX  OILIEHKH
O6uonornyecKon 6€30MacHOCTY MEAUIIMHCKOTO U3JIETHS.

88. Peructpupytomuii opraH He BIpaBe TpeOOBaTh OT 3asABUTENA
yKa3blBaThb B 3afBJIEHUM O PETUCTpPAllUd CBEJIEHHSA, HE IIPEeTyCMOTPEHHBIE
nyHktoMm 64  Hactosmux — [lpaBun, u  OpeACTaBIsATh  JOKYMEHTHI,
HE TIPelyCMOTPEeHHbIE TyHKTOM 87 HacTosimux [IpaBun.

3asgBUTENh BIIpaBe IIPEACTaBUTH JIOKYMEHTBHI, CBEJCHHS O KOTOPBIX
YKa3bIBAIOTCA B 3a4BJICHMM O  pErUCTpallid B COOTBETCTBUU
¢ mnoamyHkramu "M"-"n", "y" wum "4" nynkra 64 wHacrosmux IIpaBui,
10 COOCTBEHHOI MHUITUATHUBE.

" "o n
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3asgBUTENh BIpaBe MPEACTABUTH HHBIE HEOOXOAUMbBIE JTIOKYMEHTBI
10 COOCTBEHHOIN WHUITUATHBE.

89.B Teuenne 5 paboumx JHEH co JHSA TOCTYIUICHUS 3asBICHUS
O PETHCTPALIMM U JOKYMEHTOB, NPEIYCMOTPEHHBIX IMYHKTOM 87 HACTOSIMIUX
IIpaBwiI,  pETHCTPUPYIOIIMII  OpraH  NPOBOAUT  MPOBEPKY  IOJHOTHI
U JOCTOBEPHOCTH COJIEPKAIUXCA B HHUX CBEACHUN, B TOM YHCIE IIyTEM
CpPaBHEHHSI TaKHX CBEJEHHUN CO CBEICHHUSMH, IPEACTABICHHBIMU OpraHaMu
rOCyJIJapCTBEHHOM BJIACTH B MOPAJKE MEKBEIOMCTBEHHOTO HHPOPMAIMOHHOTO
B3aUMOJEHCTBUS IMOCPEJICTBOM CHUCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aUMOJICHCTBUAL.

90. B ciyuae ecim 3asBI€HUE O peErUCTpaIiui oGpopMIIEHO ¢ HapYyILIEHHEM
MOJNOKEHNM MyHKTa 64 Hactosuux IlpaBwin, u (WiM) MOpeACTaBICHHBIE
JOKYMEHTBHl O(OpPMJIEHBI C HapylIeHUEM IIOJOXKEHMH IyHKTOB 53 - 55
HacTosiux [IpaBun, u (Wid) B 3aABIEHUU O PETUCTPAIMU U MPEACTABICHHBIX
JOKYMEHTAaX  yKa3aHbl  HEJOCTOBEPHBIE  CBEICHUS, WIU  JOKYMEHTHI,
OpPEAYCMOTPEHHBIE  MYHKTOM 87  Hactosmux  [IpaBun,  mpeacTaBieHBI
HE B I[OJHOM OOBEME, PETUCTPUPYIONIMM OpraH YBEIOMISET 3asBUTENA
O  HEOOXOAUMOCTH  YCTPAHEHHWsS  BBIABICHHBIX  HApyIIeHUH U (W)
Npe/ICTaBlIeHUs] OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHue 30 pabouux gHEH
CO JIHA pa3MEIIeHHs] TAKOTO YBEAOMIIEHHS B OPME IIEKTPOHHOTO JIOKYMEHTA,
NOJMUCAHHOTO YCHUJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHON MOJAMUCHIO
YIOJTHOMOUYEHHOTO JIOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOuHEeTe
3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENS. YCTPAaHEHHE BBISBICHHBIX
HapyuieHud U (WId) TPEACTaBICHUE JTOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT,
3asIBUTENH OCYUIECTBISET OCPEJCTBOM €IMHOTO TUYHOTO KAOMHETA 3agBUTEIS.

Bpemsi co IHS yBEIOMIIEHHS PETUCTPUPYIOIIUM OPraHOM 3asBHUTENS
IO JIHS TOJYYEHUS OTBETA HAa  YBEAOMIICHHUE WIM  YBEJOMIICHUS
O HEMPEJICTAaBIEHUH OTBETa Ha COOTBETCTBYIOIIMM 3allpOC HE YYUTHIBACTCS
OpU HUCYUCIEHHH CPOKa TOCYIapCTBEHHON PETUCTPAIIMU MEAUIIMHCKOTO
U3JIEIIUSL.

91.B Teuenue 3 pabouux JHEH €O [JHSA 3aBEpIICHUS IPOBEPKU,
npeaycMOTpeHHOU NyHKToM 89 HacTosimux [IpaBun (B ciyuae npeicTaBiIeHUS
HaJJIeKaIUM 00pa3oM OQOPMIIEHHOTO 3asIBICHHUS O PETUCTPAIMU U B TIOJIHOM
o0BeMe JIOKYMEHTOB, NPETyCMOTPEHHBIX NHyHKToM 87 Hactosmux IlpaBui),
a TakKe B clydae yCTpaHEHUs B CpOK, He mpeBblmatomuit 30 pabouux gHEH,
BBISIBIICHHBIX HapylIeHUI U (1m) IpEACTaBICHUS JIOKYMEHTOB,
OPEAYCMOTPEHHBIX MyHKTOM 87 Hacrosamux IlpaBWwi, perucTpupyrommi
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OopraH NpPUHUMAeT pEIIeHHEe O Hayale TOCYJapCTBEHHON perucTpanuu
MEIUITUHCKOTO U3EIHS.

92.B ciyuae eciau B cpok, He mpeBbimaromuii 30 pabounx gHEH,
HE YCTpaHEHbI BBIABICHHBIC HAPYIIEHUS U (WIH) HE MPpEeACTaBICHbI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM YHCI€ C YYE€TOM [IOJOKEHUS IyHKTa 53
HacTosiux  [lpaBuwil, perucTpupyromyii  opraH INpPUHUMAET  pEUICHUE
O TMpeKpalleHUH JaIbHEHMIIIero pacCMOTPEHMsI 3asBICHHS O pPETUCTpalluu
U JIOKYMEHTOB, MPEIyCMOTPEHHBIX IIyHKTOM 87 Hacroamux [Ipasuin,
U UHGOPMHUPYET 00 3TOM 3asBUTENS MyTEM pa3MENIEHUs COOTBETCTBYIOIIETO
YBEJAOMJIEHUS C MOTHUBUPOBAHHBIM OOOCHOBaHHEM MPUYMH  IPUHATHUSL
YKa3aHHOTO pelleHus B (OpMe DBIEKTPOHHOTO JOKYMEHTa, TOJIHUCAHHOTO
YCHJICHHON KBaNu(GUIMPOBAHHON 3JEKTPOHHON TMOJNHUCHIO YIOTHOMOUYEHHOTO
JOJIKHOCTHOT'O JIMIA, B €JUHOM JIUYHOM KaOWHETe 3agBUTENS U DJIEKTPOHHOM
KaOWHETE 3asIBUTEIIS.

93. 'ocynapcTBeHHas perucrpanus MEJUITUHCKUX U3JIETUH,
noATBepxkAeHUEe A(PGEKTUBHOCTH  KOTOPBIX HE  TpeOdyeT  MpoBEACHUS
KIMHUYECKUX HUCIBITAHUM C yd9acTHEM YeJIOBEKa WM TONY4YeHUs pa3pelieHus
PETUCTPUPYIONIETO OpraHa Ha IPOBEIECHHE TAaKUX KIMHUYECKUX HCIBITAHUM,
OCYIIECTBJISIETCS PETUCTPUPYIOIIUM OpPraHOM B CpPOK, HE MPEBBIIAIONIUN
31 paboyero pgHS cO JHA TOCTYIUIEHHS 3a4BICHHMS O PETUCTpalluu
U IOKYMEHTOB, MIPEIYCMOTPEHHBIX TYHKTOM 87 HacTosmux [IpaBumi.

94. B Teuenne 3 pabouux AHEH cO JHA IPUHATHS pENICHHUA O Hayale
rOCy/IapCTBEHHOM PETUCTPAIMU MEJUIIMHCKOTO H3JENH PETHUCTPUPYIONTUH
oprad oopMJIIET U BBIJAET 3a/laHU€ Ha IIPOBEJICHUE IKCIIEPTU3HI IKCIIEPTHOMY
YUPEKICHUIO.

95.B OTHOIIEHWHM MEIUUMHCKUX U3JEANi, IS TOATBEPKICHUA
3¢ (HEKTUBHOCTH KOTOPHIX HE TpeOyeTcs MpoBeleHNe KIMHUYECKUX HCIIBITaHUN
C y4acTHEM YelIOBeKa WIH TOJIyYeHHs pa3pelieHrs] PErTUCTPUPYIONIET0 opraHa
Ha TIPOBEJICHHE TAKWX KIMHHYECKUX HCHBITAHUM, SKCIEpTHU3a 3asBICHUS
O pEerucTpalui U JOKYMEHTOB, YKa3aHHBIX B IyHKTe 87 Hactosuux [IpaBui,
OCYIIECTBJISIETCS OJHOBPEMEHHO C IIPOBEJACHUEM DKCIEPTU3BI IMOJTHOTHI
U pe3yJlbTaTOB HCMBITAHUN U UCCIENOBAaHMM B CpPOK, HE MPEBBITIAIONIUN
10 pabounx JgHEH co JAHA TOJYyYEHHUS  OKCHEPTHBIM  YUPEKICHHEM
COOTBETCTBYIONIETO 3aJ]aHUsl PETUCTPUPYIOIIETO OpTraHa.

96.1lpu  mpoBeAeHUM  IKCHEPTH3Bl  KadecTBa, A(PPEKTUBHOCTU
u 0e30MacHOCTH MEAUIIMHCKOTO U3JeNus He JOIMyCcKaeTca HcTpeboBaHuE
DKCIIEPTHBIM YUPEXKJEHHEM Y 3asBUTENs JUOO0 WHBIX JIMIl MaTepHaloB,
HEOOXOIUMBIX JIJIs TPOBEACHUS IKCIIEPTU3HL.
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B cmydyae HemOCTaTOUHOCTU JJIS BBIHECEHHS JKCIEPTOM 3aKIIOUEHMHS
MaTEpPUAIIOB M CBEJEHUM, COJAEpXAIIUXCd B MPEACTABICHHBIX 3asABUTEIEM
3asBJICHUU O PETUCTpallud U JOKYMEHTaX, IPEeIyCMOTPEHHBIX ITyYHKTOM 87
HacTosiux [IpaBui, OSKCHepT CTaBUT BONPOC O IMPEACTABICHUH €MY
HEOOXOUMBIX MAaTEPHUAJIOB U CBEJEHUHN IIEpe]l PYKOBOJIUTEIEM JKCIEPTHOTrO
yUpEXJICHUs, KOTOpPBIA o0Opamaercss ¢  COOTBETCTBYIOIIUM  3aIIPOCOM
B PETUCTPUPYIONIUI opraH, BBIABIIMI 3aJjaHUE HA MPOBEACHHUE DKCIEPTHU3HI.
VYKazaHHBI 3ampoc JOJDKEH COACPAKATh HCUYEPIBIBAKONINN IEPEYEHb BCEX
BOIIPOCOB, MaTe€pHajIOB U CBEJICHUIA, HEOOXOIUMBIX 3KCHEPTY ISl MPOBEACHUS
DKCIIEPTHU3HI.

Peructpupytomuii opran B TeueHue 2 pabouux JHEH co THS MOCTYIUICHUS
3amnpoca PYKOBOAMTENA JKCIEPTHOTO VUPEKIACHHUS HAMpAaBIAET 3asiBUTENIO
3anpoc O MPEJCTaBICHUH HEOOXOAMMBIX CBEJICHHI C yKa3zaHHEM XapaKTepa
3aMeuaHuil M crmocoba HX YCTpaHeHHWsl. YKa3aHHBIM 3alpoc HaIlpaBiseTcs
OJIHOKpAaTHO M IMepeAaeTcsl 3asBUTENI0 B (OpMe DJIEKTPOHHOTO JTOKYMEHTA,
NOJMHUCAHHOTO YCHUJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHON MOJAMUCHIO
YIOITHOMOYEHHOTO  JODKHOCTHOTO — JIMIIA,  IIOCPEJCTBOM  pa3MEIIeHUS
B DJICKTPOHHOM KaOWHETE 3asBUTENSA M €IMHOM JJUYHOM KaOUHETe 3asBUTEIIS.

3asgBUTENh 0053aH MPEJCTABUTh OTBET Ha 3allpoC PETUCTPUPYIOIIETO
opraHa IOCPEJACTBOM €JIMHOTO JIMYHOTO KaOWHeTa 3asBUTENs] B CpOK,
He mnpesblarouii 50 pabouux [OHEW cO JHSA HampaBleHHs 3TOTO 3amlpoca.
B Teuenne 2 pabouux JqHEH CO JHSA NOCTYIUIEHUS OT 3asBUTENS OTBETA Ha 3aIIpoc
PETUCTPUPYIONTUI OpraH HaIlpaBiseT TaKOW OTBET B DKCIIEPTHOE YUpeKJECHHUE.
B cayuae HempencraBiieHus 1o ucTteueHUH S50 paGoumx AHEH 3asBUTEIEM
OTBETa Ha 3allpoCc PETUCTPUPYIONIMI Opran B TeueHHe 2 pabouux JHEH
HApaBJIsIET B OKCIIEPTHOE VUPEKICHUE YBEIOMIICHHE O HENPECTaBICHUN
3asBUTENEM OTBETa Ha 3alpOC PETUCTPUPYIOIIETO OpraHa Jisl TOATOTOBKHU
3aKIIOYEHUS [0 pe3yJibTaraM d3KCHEPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 0€30MaCHOCTH MEJUIMHCKOIO M3JeNHus Ha OCHOBAaHUU JIOKYMEHTOB,
UMEIOIIUXCS B €0 PaCOPSHKEHUH.

BpeMs co AHS HalpaBJeHUS 3allpoca PETUCTPUPYIOLIETO OpraHa Jo JH
MOJIy4eHHs] OTBETAa Ha 3allpoC WM YBEIOMJIEHHUS O HEIPEACTaBICHUH OTBETA
Ha 3alpoc HE YYUTHIBAETCS MPH HCUYUCICHUU CPOKA IMPOBEJCHUS DKCIIEPTU3BI
KauecTBa, 3P HEKTUBHOCTH U 6€30MaCHOCTU METUITMHCKOTO U3/EIIHUS.

[Ipn BBIABIEHHM PETUCTPUPYIOIIMM OpPraHOM B IIPEICTABIIEHHBIX
3asBUTEJIEM B OTBET Ha 3alpoc JOKYMEHTaX HEJOCTOBEPHBIX U (WJIM)
HEJOCTATOUYHBIX CBEJIECHUA WIH JIOKYMEHTOB U (WIM) HECOOTBETCTBUS
Oo(QOpMIIEHUST TPEJCTABIEHHBIX JIOKYMEHTOB TMOJOXXEHUAM MYHKTOB 53 - 55
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HacTosux [IpaBUil perucTpupylolMii opraH B TeueHHE 2 pabouux JHEH
HampaBiseT (B (opMe 3IEKTPOHHOTO JOKYMEHTa, MOJNHUCAHHOTO YCUJIEHHOMN
KBJTU(PUITUPOBAHHOM AIEKTPOHHOMN MOITHUCHIO YIIOJITHOMOYEHHOTO
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM pa3MENIEHUS B €IMHOM JIMYHOM KaOWHETE
3asBUTENS U AJIEKTPOHHOM KaOWHETEe 3asBHUTENIS) 3asABUTEII0 MOTUBHPOBAHHOE
peleHrHe O  BO3MOXKHOCTU  IOBTOPHOTO  MPEJCTaBIEHUSA  3asBHUTENIEM
no uctedenust 50 pabounx gHEN cO THS HApaBlIEHUs 3ampoca JopaboTaHHBIX
JNOKyMEHTOB. llpW HeENpencTaBiIeHUH 3asABUTEIEM B yKa3aHHBIA CpPOK
3ampaliuBaeMblX ~ MaTe€pualoB M CBEJGHMM  JKCIEpTH3a  KayecTBa,
3 PEKTUBHOCTH U OE30IaCHOCTH METUIIMHCKOTO U3JIEIUs MPOJOIIKAETCS
0 HaxOMAIIUMCS B PACIOPSHKEHUH DKCIEPTHOTO YUPEXKICHUA paHee
NpE/ICTaBIEHHBIM 3asfBUTENIEM JOKYMEHTaM M CBEJECHHUSAM, COJEpPKAIIUMCS
B PETUCTPAIMOHHOM JIOCKE.

97. DkcnepTHOE y4YpexJeHUE B CpPOK, He mpembimaromuii 10 padoumx
JTHEN co JHSA TMOJIYYEHHS JOKYMEHTOB, YKa3aHHBIX B IYHKTe 87 HACTOSIIHUX
[IpaBui, OpOBOAMT IKCHEPTU3Y KauecTBa, PHEKTUBHOCTU U O€30MaCHOCTH
MEIUITMHCKOTO U3/IENIUA U HaIpaBisieT B PETUCTPUPYIOUIUI OpraH 3aKIloUeHUE
10 pe3yJbTaTaM TaKOH IKCIEPTU3HI.

98. OcHOBaHUAMM 11  BBIHECEHHUS  OJKCHEPTHBIM  YUPEKIECHHUEM
3aKIIOYEHUS [0 pe3yJibTaraM dJKCHEpPTU3bl KadecTBa, 3(PPEKTUBHOCTHU
" 6€301acHOCTH MEIUIUHCKOTO U3JIeus, CBUJIETEIHCTBYIOIIETO
O HEBO3MOXXHOCTU TOCYJAapCTBEHHOM PpErucTpalliid MEIUIMHCKOTO H3JIeus,
SABJISIEOTCS:

a) HECOOTBETCTBUE MEIUIIMHCKOTO HU3Jeiusl TpeOOBaHUIM HOPMATHUBHOU
JOKYMEHTAIlMH, TEXHUYECKOW U (WIM) 3KCIUTyaTalluOHHOW JOKyMEHTAI[uU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE J0Ka3aTEIbCTB KauecTBa, U (i) 3¢ HEeKTUBHOCTH, U (W)
6€301acCHOCTH MEIUIIMHCKOTO U3/IEIHS;

B) YCTAaHOBJIEHHE, YTO PUCK NPUUYUHEHUS Bpeda 3J0pPOBBIO TpaxaaH
U MEJAUITMHCKUX PabOOTHUKOB BCJIEJICTBUE MPUMEHEHUS MEIUIIMHCKOTO U3IETUs
npeBsbiiaeT 3QPEeKTUBHOCTH €ro MPUMEHEHUS;

') HATUYUE HEJAOCTOBEPHBIX CBEJCHUN B JOKYMEHTaX, COJEpKaIIuXCs
B PETUCTPAIMOHHOM JIOCKE.

99. B cpok, He mpesblmatomuii 10 pabounx gHed co AHSA IOIyUYECHHS
3aKIIOYEHUS [0 pe3yJibTaraM dJKCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 0e30macHOCTH  MEAMUIIMHCKOTO  W3/eNidd, PETHCTPUPYIONUN  opraH
OCYIIECTBJISIET CIEAYIONINE MEPOTIPUATHUS:
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a) OlleHKa 3aKJIIOUEHHs 10 pe3yJibTaTaM dJKCIEPTU3bl KauecTBa,
3¢ eKTUBHOCTH U 6€30MaCHOCTU  MEIUIMHCKOTO  M3JENHs, YKa3aHHOTO
B nyHkTe 97 Hacrosuux [lpaBun, s ompeneiaeHUss COOTBETCTBUS 3aJaHUIO
Ha TIPOBEACHUE OKCHEPTU3Bl. B ciydae ycTaHOBIEHHS HECOOTBETCTBUS
3aKIIOYEHUS [0 pe3ysibTaraM d3KCHEPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 0e30laCHOCTH MEIMIIMHCKOTO U3JIeJUsl YKa3aHHOMY 3aJ[aHUI0  TaKoe
3aKJTIOYEHUE BO3BPAIAETCA B JKCIEPTHOE YUpEXIEHHE Ha JOpabOTKy, CPOK
KOTOPOH cOCTaBJIAET He Oosee 2 pabounX JTHEH CO JHA MOJIYUYEHHUS SKCIIEPTHBIM
YUpEXKJICHUEM BO3BPAILIEHHOTO 3aKIIOUECHHS;

0) B clyyae TIONyYE€HMs 3aKJIIOUEHHs TIO pe3yjbTaTaM »JKCIEPTU3BI
KauecTBa, dJ(PGEKTUBHOCTH U  OE30MACHOCTU  MEAMIIMHCKOTO  U3JIENus,
npeaycMOTpeHHOro myHKToM 98 Hacrosumx [IpaBui, He no3gHee CleayonIero
pabouero  AHA  TOCI€  TPOBEICHHUS  OIEHKM  TaKOro  3aKJIIOUeHUs
JUISL  ONpENIeJIEHUsT COOTBETCTBUS 3a/laHUI0 Ha TIPOBEJIEHHE DKCIEPTU3BI
PETUCTPUPYIONTUI OpraH pa3MeliaeT dJIEKTPOHHBIM 00pa3  3aKIoueHUs
o pe3yabTaTaM OdKCHEPTU3Bl KauecTBa, H(G(PEKTUBHOCTU U O€30MaCHOCTH
MEIUIMHCKOTO U3/ENIUd, COOTBETCTBYIOIIETO 3aJaHUI0 Ha MPOBEICHUE
DKCIEPTU3BI, B  DJJIEKTPOHHOM  KaOWHETe 3asBUTENS W  HaIlpaBIseT
COOTBETCTBYIOIIHNE CBEACHHS B €IUHBIN JTUYHBIA KaOUHET 3asIBUTEN.

B Tteuenne 10 pabouux gHEH cO JHS pa3MEILlEHUS B 3JIEKTPOHHOM
KaOWHETe 3asBUTENs 3aKIIOUEHHA IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ eKTUBHOCTH U OE€30MAaCHOCTH MEAMIIMHCKOTO H3JeNusl, YKa3aHHOTO
B nyHkTe 98 Hactosamux [IpaBui, 3asBUTENs BIpaBe O3HAKOMHUTHCA C TaKUM
3aKIIOYEHUEM U, MPU HAIMYMHM BO3PAKEHUN, HAIIPaBUTH CBOM BO3PAKEHUS
MIOCPEJICTBOM JIEKTPOHHOTO KaOUHETa 3asiBUTENS.

B cnyyae nocTymieHHst HOCpe/ICTBOM 3JIEKTPOHHOTO KaOUHETa 3agBUTENS
B CpoK, He mpeBblmammuii 10 pabouux gHeH, BO3paXEHUN 3asBUTENA
Ha 3aKJIIOYEHHE IO pe3yJbTaTaM »dKCHEePTU3bl KauecTBa, 3(P(PEKTUBHOCTH
U 0€e30MacCHOCTU MEIUIIUHCKOTO U3JETUs, MNPEAyCMOTPEHHOE ITyHKTOM 98
HacTosux [lpaBun, peructpupyromuii opran B TeueHue 30 pabouux gHEH
CO JHS TOCTYIUIEHHUA BO3pPaXEHUM paccMaTpuBaeT HUX C MPUBICYCHUEM
HKCIIEPTHOTO  YUPEKIECHUS, BBIHECHIETO 3aKIIOYEHUE [0 pe3yjIbTaTaM
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO
uzsienusi. B cimydae ecnu B yCTaHOBIEHHBIM CPOK BO3PaXKEHUS 3asBUTENSA
HE TOCTYNWJIM, PETUCTPUPYIONIUH OpraH OCYIIECTBISET MEPONPUITHS,
NpEeayCMOTPEHHBIE  MOJANYHKTaMU B u '"r'" HacTOAIlIETO  IyHKTA.
[Ipu paccMoTpeHUH BO3paXKEHUM PETUCTPUPYIOIUN OpTaH IpU HEOOXOIUMOCTH
JlauM TOSICHEHUH MPUBIIEKAET 3asBUTEIIA.

"
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[lo wuroram paccMOTPEHHsI BO3PAXKEHUU PETUCTPUPYIOUIUM OpPraHOM
NPUHUMAETCS PEIIEHHE O IPU3HAHUU BO3pAXKEHUH 0O0CHOBAHHBIMU MMOJTHOCTHIO
WIM YaCTUYHO, KOTOpoe Oo(opMIIIETCS NHCHMOM PErHUCTPUPYIOLIETO opraHa
U HalpaBJsieTC B aJpec OSKCHEPTHOTO YUPEXKACHHS C MPUIOKEHUEM
3aKIIOYEHUS [0 pe3ysibTaraM d3KCHEPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 0€30IacCHOCTH METUITMHCKOTO W3JIENUs, MPEeIyCMOTPEHHOTO ITyHKTOM 98
HacTosux IlpaBui, Ha mopaboOTKy, CPOK KOTOPOM HE MPEBBHIMIAET 5 pabounx
THEH €O [IHA TOJYYEHHUS OSKCHEPTHBIM YUYPEKICHUEM BO3BPALIEHHOTO
3aKIIOYEHUS [0 pe3ysibTaraM d3KCHEPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
U 06e30lacHOCTH MEAMIIMHCKOTO H3JeNus, 00 O TNpU3HAHUH BO3pAKEHUHN
MOJIHOCTBIO HE 000CHOBaHHBIMU.

BpeMs co aHsS pazMenieHus] pErucTpUPYIONIMM OPraHOM B 3JIEKTPOHHOM
KaOWHETe 3asBUTENs 3aKIIOUEHHA IO pe3yjbTaTaM »JKCIEPTU3Bl KadyecTBa,
3¢ PeKTUBHOCTH U OE€30MAaCHOCTH MEAMIIMHCKOTO U3JeNHs, YKa3aHHOTO
B nyHkre 98 wHacrosmmx [IpaBui, 70 NOpUHATUS pEIIEHUS TI0 HTOraM
PAacCCMOTPEHUS] BO3PAKEHUN HE YUUTHIBAETCS MPU HUCUYUCICHUH CpOKa
NPOBEIEHUS DKCIEPTU3bl KadecTBa, HJ(PQPEKTUBHOCTH U  0€30MacCHOCTH
MEIUITUHCKOTO U3/EIINS;

B) IPUHATHE PEUIEHUS O TOCYJAapCTBEHHOM pErucTpanuu MeTUIIUHCKOTO
u3zienuss Wik o0 oOTKaze B TOCYAAPCTBEHHOM PETUCTpAIMU MEAUIIMHCKOTO
U3JIenusi, KOTopoe oOQopMIIsSeTCs MPUKA30M PETUCTPUPYIOLIET0 OpraHa,
U UHGOPMUPOBAHUE 3ASBUTENS O NPUHATOM pEHIEHUH IIyTeM pa3MEIIeHUI
COOTBETCTBYIOIIETO YBEAOMJIEHUS B (GOpME 3JIEKTPOHHOTO JIOKYMEHTA,
NOJMUCAHHOTO YCHUJICHHOW KBaMU(UIIMPOBAHHON 3JIEKTPOHHOW MOJAMUCHIO
YIOJTHOMOUYEHHOTO JIOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOuHEeTe
3asIBUTENS U DJIEKTPOHHOM KaOUHETE 3adBUTENS;

') BHECEHUE PEECTPOBOM 3aIIMCH B FOCYJapCTBEHHBIH PEECTP.

100. OcHOBaHUsAMH ISl IPUHATHUS PETUCTPUPYIONIUM OPraHOM PEUICHUS
00 0TKa3e B rOCyAapCTBEHHON PETUCTpaAIluU MEAUITUHCKOTO U3/IeTUS ABJISIFOTCS:

a) MOJIY4YEHUE OT DKCIEPTHOTO YUPEKACHUS 3aKIIOUEHUS 1O pe3ybTaTaM
AKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIeNsl, CBHUJAETENBCTBYIOIIETO O  HEBO3MOXXHOCTH  TOCYJIapCTBEHHOMN
pETUCTpAllUd METUITUHCKOTO HU3JIETUsA, U (WIU) MPUHATHE PETUCTPUPYIONIUM
OpraHOM peEIlIeHUd O NMPU3HAHUM BO3PAKEHHH 3adBUTENST HE 0OOCHOBAHHBIMH
MOJIHOCTBIO UM YaCTUYHO;

0) BLISIBIIGHHE  PETHCTPUPYIONIMM  OpPraHOM [0 pe3yJibTaraM
benepalbHOTO TOCYJIapPCTBEHHOTO KOHTpOJiA (Haja3opa) 3a oOpalleHHuEM
MEIUIMHCKUX  M3JENUM  HECOOTBETCTBUM JaHHBIX 00 3(pPEeKTUBHOCTH
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1 0 6€30IMaCHOCTU MEAMIIMHCKOTO U3JIeTUsl JaHHBIM O MEIUIIMHCKOM H3JIEIINH,
COIEpKaIlUMCSA B 3asBJICHUM O PETUCTPAllMM W JIOKYMEHTaX, YKa3aHHBIX
B ITYHKTE 87 HacTosAmux [IpaBui.

[V. OcobeHHocTH rocy1apcTBCHHOMN pErUCTpaIHU
OTEYECTBEHHBIX MEIUIIMHCKUX U3IEITUN

101. qna rocyaapCTBEHHOM PEruCTpalMy OTE€YECTBEHHBIX MEIUIIMHCKHUX
W3JICUA  3asABUTENb TPEACTaBIsAeT JUOO HAmpaBisAe€T B  YUPEKIACHUE
Ha OYMa)KHOM HOCHUTEIE CIEAYIOIUE TOKYMEHTHI U CBEJICHUS

a) 3asBJICHAE O TIPOBEICHUH OHKCIIEPTHU3BI KavecTBa, S(DPEKTUBHOCTU
u  0e30macHOCTH  MEIUIMHCKOTO  HM3JCNUs,  COJAEpXKAIIee  CBEACHHS
B COOTBETCTBMM ¢ TNyHKTOM 64 Hactosmmx IIpaBun (3a HCKIIOUEHHUEM
noanyHkroB "mM" - "n", "y" u "4"), u cBeleHUS O HATUMYMU Y MPOrPAMMHOIO
obOecricueHuss C TPUMEHEHHEM TEXHOJOTHH HWCKYCCTBEHHOTO WHTEJUICKTA,
SBJISIFOLLIETOCS MEULIMHCKUM 1763 (SN 12 (ST BCTPOEHHOM byHKIMN
ABTOMATUYECKOU TepeJauyd B MOPSAKE, YTBEPKIACHHOM PETHCTPUPYIOIIUM
OpPraHoM, B aBTOMaTHU3UPOBAHHYIO HHPOPMAIIMOHHYIO CUCTEMY PETUCTPUPYIOIIETO
opraHa wHbopmaruu o0 o0padaTbIBaeMbIX JAHHBIX, PE3YIbTATaX ACUCTBUS
MPOTPAMMHOTO O00€CTIEUeHHsI C TPUMEHEHHEM TEXHOJOTUH MCKYCCTBEHHOTO
UHTEIUJIEKTA, SIBISIOIIEroCcd MEIUIIMHCKUM M3JIeJIMeM, a TakKKe CBEICHUMH,
MPEAYCMOTPEHHBIX  MOPSAJAKOM  CcoOOmeHHs  cyObeKTaMu  oOpalieHus
MEUITMHCKUX U3/AENTUNA 000 BCEX CIIydasX BBISIBICHHS MOOOYHBIX IEUCTBUI;

0) korust  (KOMMHM) JAOKYMEHTa (JIOKYMEHTOB), TIOJTBEPXKIAIOIIETO
(DOATBEPXKAAOIIMX)  MOJHOMOYMSL  YINOJHOMOYEHHOIO  MPEACTaBUTENS
MPOU3BOIUTENS (M3TOTOBUTENS) MO MPEICTABICHUIO UHTEPECOB MPOU3BOUTENS
(M3roTOBUTENA), HECEHHWIO  OTBETCTBEHHOCTH B  YacTH  oOpamieHus
MEIUIMUHCKOro u3aenus Ha teppuropun Poccuiickorn denepaunn, B TOM 4ucie
[0 BOMpOCaM MpOLEAYpP OLEHKM COOTBETCTBHUS UM TOCYAapCTBEHHOU
perucTpanuyu MeAUIMHCKOTO U3/Ieus;

B) CBE/ICHUSA O HOPMATUBHOW TOKYMEHTAllUW Ha MEAUIIUHCKOE U3JIENUE;

r) TEXHUYECKasi  JOKYMEHTalusi  NPOU3BOAMUTENS  (M3rOTOBUTES)
Ha MEIUIIMHCKOE U3/IEIUE;

1) SKCILTyaTallMOHHAsl JOKYMEHTALUsl MPOU3BOAMUTENS (U3TOTOBUTES)
Ha MEAUIMHCKOE u3JeIde, B TOM YMCJIE€ HMHCTPYKUHS MO NPUMEHEHUIO
WJIM PYKOBOJACTBO IO DKCIUTyaTallud MEAUIMHCKOTO U3/IEINs;

€) IIBETHbIC dbororpadudeckue N300paKeHUs obmiero BH/A
MEIUIMHCKOTO  U3Jenus, Mojened (MapoK) MEIUUIUHCKOTO  U3JeIus
U TIPUHAICKHOCTEN, HEOOXOUMBIX JIJISI TPUMEHEHUST METUIIMHCKOTO W3ICIHS
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0 Ha3zHaueHUIO (pasMepoM He MeHee |8 x 24 caHTuMeTpa), a TaKxke
U300paK€HUd MApKUPOBKH U  YMaKOBKU (IIBETHbIE MAKETHl  YIIAKOBOK
U STHKETOK, COJEP)KAIllUE TEKCT OPUTHHAIBHON MAPKUPOBKH U JIOMIOJIHATEIBHOM
MapKHpOBKA Ha pPYCCKOM S3bIKE, HAHOCHMOW Ha MEIUIMHCKHE HU3JENHS,
npousBeJieHHbIe 3a Tpeaenamu Poccuiickolt ®denepaiuu) (3a UCKIIOYEHUEM
OPOrpaMMHOTO 00ECIIEUEHUs, IBISAIONIETOC MEIUITMHCKUM U3/ICITHEM);

k) 1BeTHBIE (poTorpaduueckue U300pak]eHUs: IEKTPOHHOTO HOCUTEINS
n  uHTepdelca mporpaMMHOTO oOecniedeHua (pa3MepoM HE  MEHee
18 x 24 canTtuMmeTpa) (I MPOrpPaMMHOTO 0OECHEUCHUS, SBIISIOUIECTOCS
MEIUITUHCKUM H3JIeTTHEM), a TaKkke H300paKeHHs MapKUPOBKU U YIAKOBKH
(Ipy HATWYMH);

3) CBEJICHUS O TOKYMEHTaX, MOATBEPKIAIONINX PE3YIbTAThl TEXHUUECKUX
UCITBITAaHUI MEJUIIUHCKOTO U3JIEIs, BBIJIAHHBIX YUPEXKICHUEM,
U JIOKa3aTelbHbIE MaTepUaibl MPOU3BOAUTENS (M3TOTOBUTENSA) MEAUIIMHCKOTO
uzaenus (pyu HaTu4Iun);

M) CBEICHUSI O  JOKYMEHTax,  IOJATBEPKIAIOMINX  PE3YIBTATHI
TOKCUKOJIOTUYECKUX  HMCCIEMOBAHUNM  MEAMIMHCKOTO  u3Aenus U (Win)
NPUHAUIEKHOCTER K MEIUIIMHCKOMY H3JENIHI0, MPSIMO WA OIIOCPEAOBAHHO
KOHTAKTHPYIOIIUX C T[OBEPXHOCTHIO TE€Ja YEJOBEKA, €r0 CIU3UCTBIMU
000JI0YKaMH, BHYTPEHHHMH Cpe€JaMH OpraHu3Ma, i KOTOPBIX YKa3aHHOE
B3aUMOJICCTBUE (KOHTAKT) SBIAETCA HEOOXOAUMBIM Il  BBINOIHEHUS
UX MpeTHa3HAYeHHBIX (YHKIMUH, BBIJAHHBIX YUPEKIECHHUEM, U JOKA3aTelIbHbIE
MaTepUallbl  MPOU3BOAUTENST  (M3TOTOBUTENS)  MEIUIMHCKOTO  U3JEIUS
(Ipy HATMYMH);

K) CBEJICHUSI O JOKyMEHTaX, MOATBEPKIAIONINX PE3yJbTaThl UCIBITAHUH
MEIUIMHCKOTO M3JEIUS B MLEMAX YTBEPKIACHUA THUIIA CPEJICTB H3MEPECHHUU
(B OTHOIIEHUU METUIIMHCKUX U3AENIUM, OTHOCAIIUXCSA K CPEJCTBAM HU3MEPEHUN
B chepe rocyJapcTBEHHOTO PETyJIUPOBaHUs 0OecTieueHUs eIMHCTBA H3MEPEHUH,
NEPEYEHbh KOTOPBIX  YTBEPXKAAETC  MUHUCTEPCTBOM  3APABOOXPAHECHUS
Poccutickoit denepaiinn), BEIIAHHBIX YUPEKICHUEM;

J) TOKYMEHTBI, TIOATBEPKIAIOIINE PE3YNBTATHl KIMHUYECKUX UCIBITAHUH
MEIUIUHCKUX  U3JENHI, BBJAHHBIE B  MEIUIHHCKUX  OpraHU3alusiX,
OTBEYAIOIIUX TPeOOBAHUAM, YTBEPKIACHHBIM MUHUCTEPCTBOM 3/IpaBOOXPAHEHUS
Poccuiickoit denepannn, U BKIOUYEHHBIX B CETh HAIMOHAIBHBIX MEJIUIIMHCKHX
UCCJIEIOBATEIBCKUX IEHTPOB, COCTAaB KOTOPOHU YTBEPXKIEH MWHHCTEPCTBOM
3npaBooxpaHeHus: Poccuiickoit ®dexpepaiivy, U NPOTPAMMHOTO OOecCHeYeHUs
C NMPUMEHEHUEM TEXHOJIOTHI UCKYCCTBEHHOTO WHTEIUIEKTA, IIPEIHA3HAYEHHOTO
st 00pabOTKU MEIUIIMHCKUX H300paKeHUM, MOJNYYEHHBIX MPU IMPOBEJACHUU
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PEHTIeHOJOTMYECKUX HCCIEIOBaHUHN, BKIIIOYas KOMIIBIOTEPHYIO ToMorpaduio,
pentreHorpaduto, ¢uaooporpaduro u  MamMMmorpadur, TMpH  YCIOBHU
NPOBEICHUs KIMHUYECKUX HCHBITAHUNA B KIMHUYECKOM IEHTpE (B OTHOIIEHUHU
KIMHUYECKUX UCIIBITaHU, 3aBepIIeHHBIX A0 1 ceHTs10ps 2025 r.), unu cBeAeHus
0 pe3ynbTaTaX KIMHUYECKUX HUCIBITAHUN MEIUIIMHCKOTO U3JENIUs ¢ yKa3aHUEM
HOMEpa, aThl aKTa KIMHUYECKUX UCIBITAHUM MEIUIIMHCKOTO U3, a TaKKe
HAUMEHOBAaHUS MEJUIIMHCKOM OpraHu3aldd (B OTHOIIEHUU KIUHUYECKUX
UCIIBITAaHHM, 3aBEepIICHHBIX ocie 1 ceHtsaops 2025 r.);

M) TOKYMEHTBI, MOATBEPKJAIOIIME  BO3MOXKHOCTH  OCYIIECTBIICHHS
NPOU3BOJICTBA MO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asBJICHUH
O PETUCTpALIHU B KAUECTBE IIPOU3BOACTBEHHON (MPOU3BOICTBEHHBIX ) TUIOIIAAKH
(iomanok) (MO NPUMEHUMOCTH): JTOKYMEHTBI, IOJATBEpPXKIAIONINE HAIUYUE
yCIIOBUI MPOM3BOJICTBA, U (MJIH) KOIUU CEPTU(PUKATOB COOTBETCTBUS CUCTEMBI
MeEHEe>KMEHTa KauecTBa TpeOOBAHUIM I'OCT ISO 13485-2017
wm [SO 13485:2016, a Taxke KOIMHH OTYETOB O paHEE IPOBEIEHHBIX
MHCHEKIMIX  Ha COOTBETCTBUE  yKa3aHHBIM  cTaHaapTam (B ciyuae
Npe/ICTaBICHUs] YKa3aHHBIX CEpTU(PHUKATOB COOTBETCTBHS), U (UIIM) KOIUHU
JOKYMEHTOB,  IOATBEPXKIAIONIUX  COOTBETCTBHE  CHUCTEMBI  YIIpaBJICHUS
KauecTBOM TpeOOBaHUAM K BHEAPEHHUIO, MOAJEPKAHUI0 M OIEHKE CHCTEMBI
yIpaBJIeHUs] KAYECTBOM MEIUIIMHCKUX U3JIEIHH;

H) JTOKYMEHTHI, MOJITBEPKAAIOITNE IpaBo HCIIOJIb30BAHUS
NPOU3BOAUTENIEM (U3TOTOBUTENEM) TOBAPHOTO 3HAKa M MHBIX CPEICTB
UHAUBUYATU3AIUd  MEJMIIMHCKOTO M3JeNus B CIydae WX HaHECEHUS
Ha YMaKOBKY METUITUHCKOTO U3JEIINS;

0) KOIIUU JIOKYMEHTOB, IOJATBEP/KIAIONINX KAYECTBO JEKAPCTBEHHOTO
npemapara, (apMaileBTUUeCKOM cyOcTaHIIUM, OHOJOTUYECKOTO MaTepuana
M UHOTO BEIIECTBa, C UCIIOJIb30BAHUEM KOTOPBIX IMPOU3BEIEHO MEIUITMHCKOE
U3JIeJINe WU KOTOpBIE BXOJMAT B €ro COCTaB M KOTOpPbIE TpeTHA3HAUYEHbI
JUIsE TPUMEHEHHUS TOJBKO C YYETOM Ha3Ha4YeHUs MEAUIMHCKOTO HU3JeNus,
OIIPEJIENEHHOTO IPOU3BOIUTENIEM, BBIJJAHHBIX B COOTBETCTBUH
C 3aKOHOJ/IATEJIbCTBOM CTPaHbl IPOUCXOXKJEHUS JIEKAPCTBEHHOTO IMperapara,
dapmalrieBTUUECKOW CyOCTaHIIMM, OHUOJOTMYECKOTO MaTepuaja U HHOTO
BEUIECTBA (KpOME MEAUIIMHCKUX U3JEIUH [T JUATHOCTUKH in Vitro);

1) OIKCH JJOKYMEHTOB, MIPE/ICTABICHIE KOTOPBIX MPETYCMOTPEHO HACTOSIITIM
IIYHKTOM, C yKa3aHUEM paznena v HACTOSIIIHUX
[IpaBui, B COOTBETCTBUM C KOTOPHIM IUTAHUPYETCS IPOXOKJIEHUE MPOLETyPbI
roCy/1apCTBEHHOM PETUCTPAlIUU OTEUECTBEHHOTO MEIUIIMHCKOTO U3/IETH;
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p) IIIaH KIMHUYECKOTO MOHUTOPHUHTA (/1711 METUIIMHCKUX U3JEIHH Kilacca
NOTEHIIMAIILHOTO pHCKAa IPUMEHEHUs 3, a Takke MEIUIMHCKUX H3JIETuH,
UMIDUIAaHTUPYEMBIX B OpraHU3M 4elioBeKa, Kiacca MOTEHUHUAIbHOTO pHCKa
npUMEHEeHHs 20).

102. TpeboBanus, ykazaHHble B TyHKTax 53, 54 u 56 Hactosmux [Ipasu,
K JOKyMEHTaM, IIPEACTABICHHE KOTOPBIX IIPEeIycMOTpeHo myHKToM 101
HacTosux IlpaBui, He MPUMEHSAIOTCS.

103. Yupexaenne B TedeHHE 25 pabounx AHEH cO JHS MOCTYIUICHHA
JOKYMEHTOB, Yka3aHHBIX B myHkTe 101 HacTosmux [IpaBum:

a) MPOBOJUT 3KCIEPTU3Y 3aSBIICHUS O MPOBEACHUH SKCIIEPTU3BI KaUecTBa,
¢ dexkTHBHOCTH U O€30MaCHOCTH MEAUIIMHCKOTO HU3JIeNTUs U JIOKYMEHTOB,
ykazaHHbix B myHKTe 101 Hactodmux [lpaBui, B TOM uucie OIEHKY MOJTHOTHI
JOKYMEHTOB Y  JIOCTOBEPHOCTHU  COJIEPXKALIUXCS B  HUX  CBEJICHUH,
C OJIHOBPEMEHHBIM IIPOBEJACHHEM OJKCIEPTU3bl TOJHOTHL U PE3yJIbTATOB
UCIIBITAHUN U UCCIIEJOBAHUM;

0) obpopmiigeT 3aK/IIOUEHHE IO pe3yJbTaTaM »dKCIEPTU3bl KauecTBa,
7 exTUBHOCTU U 6€30IaCHOCTH MEIUIIMHCKOTO U3/IENHS;

B) B Cllyyae €CIIM 3aKJIIOUEHUE MO Pe3ysibTaTaM SKCIEePTU3Bl KauecTBa,
¢ HEKTUBHOCTH M 0€30MaCHOCTH MEIUIMHCKOTO H3JENHs, IPeyCMOTPEHHOE
NOJAMYHKTOM "0" HACTOSNIETO MYyHKTA, SIBISETCS MOJIOKUTEIbHBIM, YUPEKICHUE
HaNpaBisIeT TAKOE 3aKITI0YCHNE B PETUCTPUPYIONINIA OpraH.

K 3akiroueHuto mo pesyjapTaTaM 3KCIEPTHU3Bl KauecTBa, 3(PHEeKTUBHOCTH
1 0€30MaCHOCTH MEAUIIMHCKOTO M3/I€THs, CBUJIETENIHCTBYIOMIEMY O BO3MOXHOCTH
rOCy/IapCTBEHHONW PpETUCTPallMM OTE€YECTBEHHOTO MEIUIIMHCKOTO U3JIeus,
OpuIaraloTca JOKYMEHTBI, IPEJCTABIEHHBIE 3asBUTENEM B COOTBETCTBUU
¢ mynktamu 101 u 104 nactosmux Ilpapui;

T) B Clydae €ciH 3aKIIOUeHHUE IO pe3yJbTaTaM JKCIEpTU3bl KauecTBa,
3¢ dekTUBHOCTH ¥  0O€30MAaCHOCTH  MEJMIIMHCKOTO  M3JENUs  SIBISETCS
OTPULIATEIBHBIM, YUPEXKJICHHE YBEIOMIISIET 3asBUTENS O  pe3yJibTarax
NPOBEIEHHON OJKCIEepTU3bl KauecTBa, d(PPEKTUBHOCTH U  O€30MaCHOCTH
MEIUITUHCKOTO U3JIENUs (3aKa3HBIM MIOYTOBBIM OTIPABJICHUEM C YBEIOMJICHUEM
O BpY4YE€HUH WIH B (hOpME 3IEKTPOHHOTO JTOKYMEHTA, ITOAITNCAHHOTO YCUJIEHHOHN
KBJTU(QUITUPOBAHHOM AJIEKTPOHHOMN MONHUCHIO YTIIOJITHOMOYEHHOTO
JOJIKHOCTHOT'O JIMI[A, TIOCPEACTBOM €r0 HalpaBJeHHS HA AJIEKTPOHHYIO IMOYTY
3asBUTENS, aJApec KOTOPOHM yKa3aH B 3asBIECHUU O MPOBEIACHUM AKCIEPTU3I
KauecTBa, dS(P¢PeKTUBHOCTM U  0€30MaCHOCTH MEJUIMHCKOIO  U3JIEIIHs)
C TMPWIOKEHUEM 3aKIIOUEHHs I[I0 pe3ynbTaTaM OJKCIEPTU3Bl KadyecTBa,
3¢ (PEeKTUBHOCTU U O€30MMaCHOCTH MEAUIIMHCKOTO U3JEUs, CBUIETENbCTBYIONIETO
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O  HEBO3MOXHOCTH  TOCYJapCTBEHHOM  pPETHUCTpallMd  OTEYECTBEHHOTO
MEIUITUHCKOTO U3EIHS.

104. B cmydyae HEIOCTAaTOUYHOCTH JUIsl BBIHECEHUS  YUPEKICHHUEM
3aKIIOYEHUS [0 pe3yJibTaraM d3KCHEpPTU3bl KadecTBa, 3(PPEKTUBHOCTH
1 6€301aCHOCTH MEAMIIMHCKOTO U3/Eus, MPeAYyCMOTPEHHOr0 MOAMYHKTOM "6"
nynkta 103 Hacrosmux I[lpaBun, MarepuanoB W CBEJCHUH, COIEPKAIUXCS
B NPECTaBICHHBIX 3aiBUTENIEM JIOKYMEHTaX, IIPEeIyCMOTPEHHBIX MyHKTOM 101
HactoAamux IlpaBwi, yupexzacHue B TeueHue 15 pabouux pgHEW co JHA
NOCTYIUIEHUS YKA3aHHBIX JOKYMEHTOB HANpaBIAE€T 3asBUTENI0 3aKa3HBIM
MIOYTOBBIM OTIIPABICHUEM C YBEJOMIIEHHMEM O BpyUY€HUU UK B (opme
ANEKTPOHHOTO JOKYMEHTa, MOJANHCAHHOTO YCUJIEHHON KBaTU(UIMPOBAHHON
ANEKTPOHHOH MOANKUCHIO YIIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIUIIA, TTOCPEICTBOM
€ro HaIlpaBJEHHUs Ha JJEKTPOHHYIO MOUTY 3asBUTENS, aJpeCc KOTOPOH yKa3aH
B 3ajBJICHUM O TIPOBEIEHHUM OKCIEPTU3bl KauecTBa, 3(PPEKTUBHOCTHU
u 0e30MacHOCTH MEIUIIMHCKOTO M3JENHs, 3alpoc O MPeJCTaBICHUH
HEOOXOJUMBIX CBEJIEHMM C YyKa3aHMEM XapakTepa 3aMedyaHuil u crnocoba
UX YCTpaHEHUS.

VYKkazaHHBIN 3ampoc HaMpaBIseTCs OJHOKPATHO U JOKEH COJepKaTh
MCUEPIBIBAIONINM [EepeYeHb BCEX BOIPOCOB U MAaTEPHANIOB, HEOOXOJAUMBIX
AKCIEPTY IS IPOBEACHUS IKCIIEPTU3HI.

3asgBUTENh 0053aH MPEACTABUTh OTBET Ha 3alpoCc YUPEXKIAEHUS B CPOK,
HE IpeBblnatomuii 35 pabounx JAHEN €O JHA HaOpaBlIeHUS 3amlpoca.
VYypexxJeHue TOTOBUT 3aKIIOUEHHE [0 pPe3ysbTaTaM 3KCHEPTU3bl KauecTBa,
3¢ dekTUBHOCTH U 0€30IMaCHOCTH MEAUIIMHCKOTO H3JIeNUsl B TEUCHUE
10 pabouux qHElN co HS MOCTYIUIEHUS OT 3agBUTEJSI OTBETA Ha 3aMpoc.

B cnyuae HenpecTaBieHus 0 UCTeUeHUH 35 pabouux JTHEH 3aaBUTENIEM
OTBETA Ha 3aIlpoC YUPEKJEHUE IMOATOTABIMBAET 3aKJIIOUEHHE MO0 pe3yjIbTaTaM
DKCIEPTU3bl KauecTBa, 3(P(HEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO
U3JIeINsl HA OCHOBAHUM JIOKYMEHTOB, UMEIOIIUXCS B €TI0 PACIOPSKEHUU.

BpeMs co 1Hs HampaBieHHs yUpeXJCHHEM 3ampoca J0 JHS IOTyYeHUS
OTBETAa Ha 3alpoc HE YUYUTHIBAETCS MpPU HCUYHUCICHUU CPOKa MPOBEACHUS
AKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIEIH.

105. 3axiouenue o pe3yibTaTam HKCIIEPTUBBI KauecTBa,
3¢ HEKTUBHOCTH U 6€30IIACHOCTH METUITUHCKOTO U3/EIHS, CBUETEILCTBYIONIEE
O  HEBO3MOXHOCTH  TOCYJapCTBEHHOM  pPETHUCTpallMd  OTEYECTBEHHOTO
MEIUIUHCKOTO  M3JeNus, OQOpMISETCS  YUPEKIEHHEM TpU  HaJIUYUU
CJIEIYIOUUX OCHOBAHUM:
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a) HECOOTBETCTBUE MEIUIIMHCKOTO H3JIenusl TpeOOBaHUAM HOPMAaTHBHOU
JOKYMEHTAIlMH, TEXHUYECKOW U (WIM) 3KCIUTyaTalluOHHOW JOKyMEHTAaI[UU
NPOU3BOAUTENS (U3TOTOBUTENIA);

0) OTCYTCTBHE J0Ka3aTEIbCTB KauecTBa, H (WiK) 3¢ HEeKTUBHOCTH, U (W)
6€301acCHOCTH MEIUIIMHCKOTO U3JIEIHS;

B) YCTAHOBJICHHE, YTO PUCK IPUYMHEHHS Bpela 3J0pPOBBIO Tpa)kaaH
U MEJAUITMHCKUX PabOOTHUKOB BCJIEJICTBUE NMIPUMEHEHUS MEIUIMHCKOTO U3/IETUs
npeBbimaet 3 GEKTUBHOCTD €70 IPUMEHEHUS;

T') JOKyMEHTBI, YyKa3zaHHble B nyHKkre 101  Hacrosmmux Ilpasun,
HE TIPEJACTaBJICHBl B IIOJHOM O0BEME, B TOM 4YHCIE B paMmkax ITyHKTa 104
HacTosiux [lpaBuwi, u (MIM) B HUX BBISIBICHBI HEIOCTOBEPHBIE CBEJECHUS,
U (WUJIM) OHU HE COOTBETCTBYIOT TpeOOBaHUSIM MyHKTa 55 HacTosmux [IpaBui.

106. B cpok, He mpeBblmaromud 5 pabounx AHeH co JHSA IOIYyUYCHHS
3aKIIOYEHUS [0 pe3yJibTaraM dJKCHEpPTU3bl KadecTBa, 3(P(PEKTUBHOCTHU
u 0e30MacHOCTH MEIULMHCKOTO U3JENHs, YKa3aHHOTO B IOAMYHKTE "B"
nyHkTa 103 Hactrosamux IIpaBun, perucTpupyoomuil OpraH OCYIIECTBISET
OLIEHKY TaKOro 3aKJIOYEHUS W NPUHUMAET PEIICHHE O BO3BPATE 3aKIIOUYCHHS
B YUpEXKJeHUE Ha JOopabOTKy, CPOK KOTOPOM cOCTaBIsAeT He Oojee 2 pabouux
JHEW CO JHA T[ONYyYEHHUS YUPEXKJACHHEM BO3BPAIICHHOTO 3aKJIIOUYEHUS,
WIM TPUHATHH 3aKIIOYEHUS 110 pe3ysibTaTaM »JKCHEPTH3bl KadecTBa,
3¢ eKTUBHOCTH U 6€30MaCHOCTH METUIIUHCKOTO U3EIIHS.

107. YupexxaeHue B CpoK, HE TMpeBbIAOIMI 2 pabounux OHEH co JHA
NOJIyYEHHsS] YBEIOMJIEHHS O TIPUHATHU 3aKJIIOYEHHUA [0  pe3yJibTaTam
AKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIENINs, YBEAOMIISAET 3aABUTENA (3aKa3HBIM MOYTOBBIM  OTIIPABICHHEM
C YBEJOMIICHHEM O BpYYEHHUUM HIU B (QopMe 3JIEKTPOHHOIO JTOKYMEHTA,
NOJMHUCAHHOTO YCHUJIEHHOW KBaNU(UIIMPOBAHHON 3JIEKTPOHHON MOJAMUCHIO
YIOJIHOMOYEHHOTO JIOJKHOCTHOTO JIMIA, IIOCPEACTBOM €r0 HAaNpaBJICHUS
Ha AJNIEKTPOHHYIO IIOYTY 3asBUTENS, aJpec KOTOpPON yKa3aH B 3asBIICHUH,
npeaycMoTpeHHoM mnoanyHkroMm "a" mydkta 101  Hactosmux I[IpaBui)
0 HEOOXOJMMOCTU TPE/ICTABIIEHUS MOCPEJICTBOM E€IUHOTO JIMYHOTO KaOWHETa
3asBUTENS] B PETUCTPUPYIOLUIMHA OpraH B COOTBETCTBUM C TpPEeOOBAHUIMHU
nyHKTa 53 Hacrosmux IIpaBun 3asgBIEHHS O pPETHCTPAMH OTEYECTBEHHOTO
MEIUIUHCKOTO HU3JeNus, O(GOPMIEHHOTO B COOTBETCTBHU C IIYHKTOM 64
HacTosAuMX [IpaBUl ¥ TOMONHUTENBHO COJEPKAIIETO PEKBU3HUTHI 3aKIIOUCHUS
o pe3yibTaTaM OdKCHEPTU3Bl KauecTBa, HP(PEKTUBHOCTU H OE€30MaCHOCTH
OTEUECTBEHHOTO0 MEJMUIIMHCKOTO HU3JeNus, O(pOPMIEHHOTO YUPEKIECHUEM.
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Cpok HampaBJIeHHUs 3asABJIEHUS O PETUCTPAIlMU OT€UYECTBEHHOTO MEIUIIMHCKOTO
u3Jlennsi He JAOoJbKeH mpeBbimaTh 30 pabouux gHEH co JHS HaIpaBieHUS
YUpEXKICHUEM YBEJIOMIIEHHUS, IPEAYCMOTPEHHOI'O HACTOSAIIUM ITYHKTOM.

108. B Teuenue 5 pabouux JHEH cO JAHS TOCTYIUIEHUS 3asBICHUSA
O PEruCTpallud OTEUECTBEHHOTO MEIUIIMHCKOTO H3JIETUS PETHUCTPUPYIONTUI
OopraH MPOBOAUT MPOBEPKY MOIHOTHI M JJOCTOBEPHOCTH COJIEPKAIIUXCSA B HEM
CBEJICHUHM, B TOM YHCJE IMyTEM CpPaBHEHMsI TaKUX CBEACHHUI CO CBEJACHUIMH,
NPEICTABIIEHHBIMA ~ OpPraHaMH  TOCYJapCTBEHHOW  BIACTH B IOPSJKE
MEXBEJJOMCTBEHHOTO  HMH()OPMAIIMOHHOTO  B3aUMOJIEHCTBUS ~ IIOCPEICTBOM
CUCTEMBI MEXKBEJAOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOIEHCTBHUS.

109. B Teuenne S5 pabouux AHEH €O [HA 3aBEPIICHUS IPOBEPKHU,
npeaycMoTpeHHol nmyHkToM 108 Hactosmux IlpaBu:

a)B cllyyae IMpeACTaBICHUs HAJIeKalUM o00pa3oM 0¢hOPMIIEHHOTO
3asBJICHUSI O PETUCTpPAlldd  OTEYECTBEHHOTO  MEJUIIMHCKOTO  U3JIEIUS
PETUCTPUPYIONTUIT  OpraH  IPUHUMAET peUIeHHEe O TOoCyAapCTBEHHOU
pETHCTpallud  MEJMIIMHCKOTO HU3JeNus, KOTopoe oQOpMIIIETCS TPUKA30M
PETUCTPUPYIOIIETO OpraHa, MHPOPMUPYET 3agABUTENSI O NPUHITOM PEIICHUU
NyTeM pa3MEMIEHUs COOTBETCTBYIOMIETO YBEIOMIECHUSI B (OpME JIEKTPOHHOTO
JOKYMEHTa, TOANNCAHHOTO YCUICHHOW KBAIM(PHUIIMPOBAHHONW JJIEKTPOHHOMN
NOJMUCHI0  YIOJHOMOUYEHHOTO JIOJDKHOCTHOTO JIMIIAa, B €AMHOM JIMYHOM
KaOWHETE 3asfBUTENS M DICKTPOHHOM KaOWHETe 3asBUTENS U BHOCHUT
PEECTPOBYIO 3aITUCH B TOCYJaPCTBEHHBIN peecTp;

0)B cilygae eclid B TIPEJACTABICHHOM 3asBICHUM O PETHCTpAlUU
OTEUECTBEHHOTO0 MEIUIIMHCKOTO M3/IEeIUs YKa3aHbl HEJIOCTOBEPHBIE CBEACHUS
aub0  CBElEeHMs, MPEeJyCMOTpEeHHBle TyHKTOM 64 Hacrosmux [lpasui,
Npe/ICTaBlieHbl HE B IOJHOM OOBEME, PETUCTPUPYIOIIUA OpraH IPUHUMAET
peleHre O  TpeKpalleHWH  JIaJbHEHIIero  pacCMOTPEHHsS  3asBICHUSA
O pEerucTpal OTEYECTBEHHOTO METUIIMHCKOTO H3Aeius U HHPOPMUPYET
00 3TOM 3asBUTENSA IMYTEM pa3MENIEHUs COOTBETCTBYIONIETO YBEIOMICHUS
C MOTUBHUPOBAHHBIM OOOCHOBAHHEM NPUUUH NPUHATHA YKa3aHHOTO pEIICHUS
B ¢opMe  DJIEKTPOHHOTO  JIOKYMEHTa,  MOJIHMCAHHOTO  YCHJIEHHOH
KBAJTU(PUIIMPOBAHHON AJIEKTPOHHON MOAMUCHIO YIIOJTHOMOYEHHOTO JIOIHKHOCTHOTO
JUIa, B €IUHOM JIMYHOM KaOWHEeTe 3asgBUTENs] U DJIEKTPOHHOM KaOuUHETe
3asIBUTENS.
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V. BHeceHue H3MeHEHUH B TOKYMCHTBI, COICpKAIIHCCs
B PETUCTPAIIOHHOM JOChE, HE TPEOYIONIUX MPOBEACHUS SKCIISPTU3HI KaueCcTBa,
3 GEeKTUBHOCTH U 0€30MMaCHOCTH METUIIMHCKOTO H3ACITUS

110. K u3MeHeHHUsIM B JIOKYMEHTBI, COAEPIKAILHNECS B PETHCTPAITMOHHOM
70Che, TPeOYIONUM TOCYJAPCTBEHHOM PETUCTpAIlMi HOBOTO MEIUIIMHCKOTO
U3/1eNHSI, OTHOCSITCS:

a) I3MEHCHHUS, BJIEKyIHE 3a CcO00H W3MeHeHUs (YHKIMOHAIBHOTO
Ha3HAYCHUS U (WJIU) PUHIIUTIA JICHCTBUAS METUIIUHCKOTO H3JICIIHS;

0) BKIIIOYEHUE CBEJACHUH O MOACIAX (MapKax) 3aperucCTPUPOBAHHOTO
MEIUIMHCKOTO U3/JIeNs, HE COOTBETCTBYIOUIMX KPUTEPUSIM, YKa3aHHBIM
B IMMyHKTE 26 HacTosiux [IpaBui;

B) U3BMEHEHUS, BIEKYIINE 32 COOOM OJHOBPEMEHHOE U3MEHEHUE CBEICHUM
O TMPOU3BOAUTENE MW NPOU3BOJCTBEHHON MIOMAAKe (MPOU3BOACTBEHHBIX
IJIOIIA/IKAX) MO OTHOILIEHUIO K CBEJCHHUSM, YKa3aHHBIM B PEECTPOBOI 3aluCH,
32 HCKJIIOYEHHEM CBEACHUHM 00 OpraHHM3allMOHHO-IIPaBOBOM ¢opme, aapece
MeCTa HaxO0XJCHUS, PpEOpPraHu3allii, UWHBIX CBEJACHUN, COJIepXKAIUXCA
B YCTaBHBIX JJOKYMEHTAX.

111. K wu3MeHeHHsIM, BHOCHUMBIM B JIOKYMEHTBI, COJAEPKAIIHECS
B PETHCTPAIMOHHOM JIOChE, HE TPEOYIOMIMM MPOBEACHHS IKCIIEPTHU3BI KAYECTBA,
shekTHBHOCTH B 6€30MaCHOCTH MEIUIIHHCKOTO U3ACIHS, OTHOCITCS:

a) UI3MCHCHHE  CPOKOB  JCHCTBUS  JOKYMEHTOB,  COJEPIKAIIHUXCS
B PETUCTPALMOHHOM JI0Ch€ (aKTyaiau3allusi JOKYMEHTOB, COJIepXKaIUXCs
B PETUCTPALMOHHOM JIOChE, 3asIBUTEIIEM ),

0) U3BMEHEHHUs, KOTOPBIE BHOCATCS TPOU3BOIUTEIEM (M3TOTOBUTEIIEM)
MEIUITMHCKUX H3JIEINI Kilacca TMOTCHIMAIBHOTO pPHCKAa NMPUMEHEHHS | Wiu
HECTEPUIIbHBIX MEIUIIMHCKUX H3JEIMH KJlacca MNOTEHIUMAIbHOIO pUCKa
OpUMEHEHNs1 2a, MPOUISANIAM OIEHKY CHCTEMBl YIPABICHUS KadyeCTBOM
MEIUIMHCKOTO  W3JIeJUs,  BKIIOYAKIIYH  [POLECcChl  MPOSKTUPOBAHUSA
U pa3padOTKW MEIUIIMHCKUX W3JIeJIHH, B COOTBETCTBHUH C TPEOOBAHUSIMHU
K BHEAPECHUIO, MOAACPKAHUI0 U OLIEHKE CUCTEMbl YNPaBJIEHUS KadeCTBOM
MEJUIMHCKUX W3JeNUil (3a UCKIIIOUCHHEM HW3MEHEHM, MpeaycMaTpUBarOIIUX
MPOBE/ICHUE TOCYAAPCTBEHHONW PErucTpaldd HOBOTO MEJUUMUHCKOTO H3JETus
B COOTBETCTBHU ¢ MyHKTOM 110 HacTosuux ITpaBun).

B cnyuae ecinu cpok IEUCTBUA OTHETa O pe3ysibTaTaX MHCIIEKTUPOBAHMS
MPOU3BOJICTBA MEJUIIMHCKOTO M3JEIUs Kjacca MOTEHUMAIbHOTO pUCKa
NPUMEHEHUsT 1 WIM HECTEPWIBHOIO0 MEAMIIMHCKOrO M3JeNusl  Kjacca
MOTEHUUAIBHOIO PHUCKA MNPUMEHEHHS] 2a HCTEK, 3asBIE€HUE O BHECEHUU
W3MEHEHUN B JOKYMEHTBI, COJIepXKaluecs B PETCUCTPALUOHHOM JIOChE,
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paccMaTpuBacTCad B COOTBCTCTBHHM € OCHOBAHUAMH, IIPCAYCMOTPCHHBIMU
B

"nLnon

NOAMyHKTaMu "a",
[IpaBuu;

B) U3MEHEHUE CBEIECHUN O NPOU3BOJUTENE (M3TOTOBUTEIE) MEAUIIMHCKOTO
U3JIEJINS, BKIIFOYasl CBEICHUS:

" " n

e" HaAcCTOAIIETO MYyHKTAa W MyHKTOM 119 HacTosmiux

0 peOpraHU3alNH IOPUINIESCKOTO JIUIIA;

00 HW3MEHEHWH HAaNMEHOBAaHWUH IOPHIMYECKOTO0 JHlla  (TIOJHOTO
M COKpAIllEHHOTO (TpH HAJIWUYMH), B TOM 4uclie QUPMEHHOIO HAMMEHOBAHMUS ),
ajipeca MecTa ero HaXO0XJICHUS,

00 W3MEHEeHMH (QaMIINH, UMEHH M OT4YecTBa (MpH HAIMYMUU), ajapeca
MeCTa JKUTEIbCTBA (PUINUECKOTO JIUIA, 3apEeTHCTPUPOBAHHOTO B KauecTBE
HHAUBHIYAJIbHOTO  TPEANPUHUMATENSI, W  PEKBU3UTOB  JIOKyMCHTA,
yIOCTOBEPSIOIIETO €T0 JINYHOCTE;

00 M3MeHeHuH ajpeca (aApecoB) MPOU3BOACTBEHHON (IIPOU3BOICTBEHHBIX)
TUTOIIAIKK (TLIOIIAZ0K) B CIy4ae, €CJIM H3MEHEHHE BhI3BaHO NIEPEHUMEHOBAHHEM
reorpa)u4eckoro 0OBEKTa, TEPEUMEHOBAHHEM YIIHWIBI, TUIOMIATHA WIH HHON
TEPPUTOPUH, H3MEHEHHEM HyMepallii OOBEKTOB aJpecallii, B TOM YHCIE
MIOYTOBOT'O UHJIEKCA;

T) ©3MEHEHUE  CBeJCHUH 00  YIOJTHOMOYEHHOM  IPEJCTaBHTEIE
NpPOU3BOAUTENS (M3TOTOBUTENA), BKIIOYAs CBEICHUA:

0 peOpraHU3alNH IOPUINIESCKOTO JIUIIA;

00 U3MEHEHWH HAUMEHOBAHHMA OPUIUYECKOrOo JHia (MOJHOTO
M COKpaIlleHHOTO (TIpH HAIUYHMH), B TOM 4YHClIe (QUPMEHHOTO HAWMEHOBAHMS),
ajipeca MecTa ero HaXO0XJICHUS,

00 W3MEHEHMH (QaMIINH, UMEHH M OT4YecTBa (MpH HAIMYMU), ajpeca
MeCTa JKUTEIBbCTBA (PUIUUECKOTO JUIA, 3apEeTHCTPUPOBAHHOTO B KauecTBE
UHAUBHIYAIbHOTO  TPEANPUHUMATENS, W  PEKBU3UTOB  JIOKyMCHTA,
yIOCTOBEPSIOIIETO €TO JINYHOCTE;

1) I3MEHEHHE HAUMEHOBAHUS MEAUIIMHCKOTO U3/IETHS B YaCTH TOBAPHOI'O
3HaKa U UHBIX CPEJICTB MHAUBH Y ATH3aIIUU;

€) UCKIIIOUEHHE CBEJICHHH O Moenu (Mapke) METUIIMHCKOTO H3IETHus
U3 PEECTPOBOI 3aIHCH;

K) I3BMEHEHHE JW3aliHa MapKHpPOBKH ©0€3 U3MEHEHHsS CHMBOJIOB,
NPUMEHSEMBIX ITPH MAPKUPOBAHUH METUITHTHCKOTO M3/IEITH;

3) I3MEHEHHe KoJa KJacCH(pHUKaTopa B cllydae BBHIXOJa HOBOM peJaKIln{
KJIaccHUKaTOpa MOCNe IPUHATHSA PEHICHHs O TOCYyAapCTBEHHOW PETHUCTpaIlid
MEJUIIMHCKOTO  M3JEIHs WIM BHECEHHS M3MEHEHHH B  JOKYMEHTHI,
coJieprKaIliecs B perucTPalldOHHOM JIOCHE.
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112. 11 BHEceHUS B JAOKYMEHTBI, COJEpKaIIUecs B PErUCTPallMOHHOM
Joche, U3MEHEHUH, yKka3aHHbIX B nmyHKTe 111 Hactosmux IlpaBun, 3asBuTenn
He no3jHee 4em yepe3 90 pabouux qHEN cO JTHS U3MEHEHHUS! COOTBETCTBYIOIMIUX
JAHHBIX TPEJICTABIAECT B PETHUCTPUPYIOMIMM OpraH MOCPEACTBOM €IUHOTO
JUYHOTO KaOWHETa 3asBUTEIIA:

a) 3asBJICHHE O BHECEHUH W3MEHEHHH B JOKYMEHTBI, COJEpKalluecs
B PETUCTPAIMOHHOM JIOChE, HE TPEOYIOIIUX MPOBEJCHUS IKCIEPTU3HI KAaUECTBa,
3¢GEKTUBHOCTH M O€30MaCHOCTH MEAMIMHCKOTO M3ACIUA, COACpXKaIiee
CBEJIEHUS, YKa3aHHble B NMyHKTe 64 Hacrosmux [IpaBui, U JOMONIHUTEIHEHO
coJiepiKalllee CBEJIEHUS O BHOCUMBIX H3MEHEHUAX, a Takke (110 IPUMEHUMOCTH)
CBEJIEHUSI O pe3yJibTaTax KIMHUYECKUX HCIBITAHUM MEAUITMHCKOTO W3JEIUs
C YKa3aHMEM HOMeEpa, JaThl aKTa OlIEHKH pe3yJbTaTOB KIMHUYECKUX UCIIBITAHUN
MEIUITUHCKOTO U3/, a TAaK)K€ HAUMEHOBAaHUS MEIUIIMHCKOM OpraHu3alluu;

0) xonus (KOMKMHU) JOKYMEHTa (JTOKYMEHTOB), ITOATBEPKIAIOIIETO
(moATBEpXKAAIONTUX)  TOJHOMOYHSA  YIOJHOMOYEHHOTO  MPEACTaBUTENSA
NPOU3BOAUTENA (M3TOTOBUTENS) MO MPE/ICTABIEHNUI0 HHTEPECOB MPOU3BOIUTENSL
(M3roToBUTENA), HECEHHWI0O  OTBETCTBEHHOCTM B  4YacTH  oOpalleHus
MEIUITMHCKOTO U3/enus Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
0 BOMNpPOCaM IMPOIEAYp OIEHKM COOTBETCTBUS H TOCYJIapCTBEHHOMN
pETHCTpAllUd MEAUIIMHCKOTO H3JIENUsA, a TakKe MO 3aBEPEHUI0 JOKyMEHTa
(IOKYMEHTOB) MPOU3BOAUTENA (M3TOTOBUTENS), BCTYNUBIIETO (BCTYNHBIIHX)
B cwiy 10 O(OpMIEHHS COOTBETCTBYIONIUX JOKYMEHTOB (IOKYMEHT
(MOKyMEHTBI)  sABIsAETCS  (SABIAIOTCA)  oOs3aTelbHBIM  (00S3aTEIHLHBIMU)
JUIsE  MHOCTPAHHBIX IPOU3BOAMUTENEH (M3TOTOBUTENEH), OTEUECTBEHHBIMU
NPOU3BOAUTENAMU  (M3TOTOBUTENSIMU)  TpEACTaBIsAeTca  (IPEaCTaBIISIOTCS)
B Cllydyae HaJIuuuhs YIOTHOMOYEHHOTO TMPEJACTABUTENS IMPOU3ZBOJUTENSL
(M3rOTOBUTENA);

B) JOKYMEHTBI, YyKa3aHHble B IyHKTe 65 Hactosmmx I[lpasun,
NPETEPIEBIINE COOTBETCTBYIONIUE M3MEHEHUS M CBUJETEILCTBYIOIIUE O TOM,
YTO BHECEHUE OSTUX H3MEHEHMM He BJIEYeT 3a COoO0M M3MEHEHUs CBOMCTB
U XapaKTEpPUCTUK MEIUIIMHCKOTO H3JIeNus, BIUAIONIMX Ha €ro 0e30IacHOCTE,
KauecTBO M I(P(EeKTUBHOCTh, MJIM COBEPIICHCTBYET €ro  CBOMCTBa
U XapaKTePUCTUKU TPH HEU3MEHHOCTH (YHKIMOHAIBHOTO Ha3HAYEHUS
U (WUJIM) IPUHITUTA TEUCTBUS MEAUITUTHCKOTO U3/IETHUS;

T') KOIUM OTYETOB O pe3yJbTaTaX MHCIEKTUPOBAHUS TNPOU3BOJICTBA
(B cnyuae, IpeAyCMOTpEHHOM MoJanmyHkToM "O" myHkTa 111 Hacrosmux
[IpaBuin):
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KOMMMHU  JOKYMEHTOB, TIOJATBEPXKJAIONIUX  COOTBETCTBHE  CHUCTEMBI
yIpaBjeHHus KauyecTBOM TpeOOBaHHUAM K BHEAPCHUIO, TOJICPKAHUIO U OLICHKE
CHUCTEMBI VIIpaBICHHS KaueCTBOM MEIHUIIMHCKUX H3JICIIHH (B Cilyuae MPOBEICHUS
WHCIIEKIIMA HWHCIICKTHUPYIOUIEH OpraHu3aiuel, HaXOJAIIeHCcs B BEICHUU
(IOMYMHEHUHU) PETUCTPUPYIONIETO opraHa) (MpeACTaBiseTCs 3asBUTEIEM
1o cOOCTBEHHON UHUITHATHBE);

KOMMMHU  JOKYMEHTOB, TIOJATBEPXJAIONIUX  COOTBETCTBHE  CHUCTEMBI
yhpaBJIeHUs KaueCTBOM TpeOOBaHUAM K BHEAPEHUIO, MOJACPKAHUIO U OLICHKE
CHUCTEMBl YIIPABJICHUS KauyeCTBOM MEIUIMHCKUX H3JAeauil (MpeacTaBiIstoTCs
B Cllydae IIpOBEICHUA MHCICKIMHU HUHCIEKTHPYIOIIEH  OpraHU3aluen,
HaxoJsIiecss B BejeHUM (MMOJYMHEHHUM) OpraHa TOCYJAapCTBEHHOM BIAacTU
rocy/1apcTBa - YyJjIeHa EBpasniickoro SKOHOMHYECKOTO co103a,
YIIOJITHOMOUEHHOTO Ha OCYIIECTBJICHHE U (M) KOOPAHWHALMIO JEATEIBHOCTU
B chepe oOpaltieHuss MEAUITMHCKUX H3/IeNINM Ha TEPPUTOPUH 3TOTO rOCYAapCTBa,
3a UcKItoueHHueM Poccuiickoit ®eneparun).

113. Peructpupytoniuii opraH He BIpaBe TpeOoOBaTh OT 3asBUTEIA
yKa3blBaTh B 3asBJIICHUH O BHECCHUH M3MEHEHUM B JOKYMEHTHI, COJCPKAIIUECS
B PETHCTPAIIMOHHOM JIO0Che, HE TPeOYIOMMX MPOBEAEHUS IKCIEPTH3HI KauecCTBa,
spdekTuBHOCTY U 0€30MacCHOCTH  MEIUIIMHCKOTO  M3JEIHs, CBEICHUS
U IIPEICTABIATh JOKYMEHTHI, HE MPEAYCMOTPEHHBIE NYHKTOM 112 HacTosmux
[IpaBui.

3asBHUTENIbL BIpaBe IPEACTaBUTH HHBIE JOKYMEHTHI, 00OOCHOBBIBAIOIIUE
BHECCHUE W3MEHECHHH, HE BIJIEKYIIMX 3a Cco00l HW3MEHEHHS CBOWUCTB
U XapaKTepUCTUK METUIIMHCKOTO H3JIeIUs, BIUAIOMIMX Ha €ro 0e30MacHOCTH,
KauecTBO ¥ 3(p(PEeKTUBHOCT, HIM COBEPIICHCTBYIOIMIMX €ro CBOWCTBa
U XapaKTEpUCTUKU NMPU HEU3MEHHOCTH (DYHKITHOHAJIHLHOI'O Ha3HAUYCHUS U (W)
MPUHITKIIA TeHCTBUS MEAUIIMHCKOTO U3JIEIUs, 10 COOCTBEHHOM MHUITHATURE.

[Iportenypa BHECEHHMAd M3MEHEHMH B JIOKYMEHTBI, COJEpKalluecs
B PETUCTPAIMOHHOM J0Che, He TPeOYIOUIUX MPOBEACHUS SKCIEPTU3Hl KauecTBa,
3(PEeKTUBHOCTU M 0O€30MMaCHOCTH MEIUIIMHCKOTO U3JIeNHs, OCYIIECTBISETCS
PETUCTPUPYIOIIIUM OPTaHOM B CPOK, HE IIpeBblmaromuii 18 pabouux aHei
CO JIHS TIOCTYIUIEHUsS 3asABJICHUS O BHECEHHM H3MEHEHHUM B JIOKYMEHTHI,
cojiepKallliecss B PETUCTPAIIMOHHOM JOChe, HE TpeOyIolUX TPOBEICHUS
DKCHEPTU3bl KauecTBa, H(PPEKTUBHOCTH W OE30MAaCHOCTH MEIUIIMHCKOTO
U3JENNs, U IOKYMEHTOB, IIPEYCMOTPEHHBIX MYHKTOM 112 HacTosuux [IpaBui.

114. B Teuenue 5 pabouux aHEH cO JHA TOCTYIUICHHUS 3asBIICHHS
O BHECEHHM HM3MEHCHHH B JOKYMEHTHI, COJIEp)KAIIMECS B PETUCTPALIMOHHOM
J0Che, HE TPEOYIONIMX TNPOBEACHHUS SKCIEPTU3Bl KadecTBa, A(PPEKTUBHOCTU
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1 0€30MacHOCTH MEIAUIIMHCKOTO HU3JIEeus, U JOKYMEHTOB, IMPEAyCMOTPEHHBIX
nyHKTOM 112  Hactosmmx IlpaBui, pETHUCTPUPYIOMIMII OpraH IMPOBOJUT
IPOBEPKY IMOJIHOTHI U JOCTOBEPHOCTH COJIEPKAIIMXCS B HUX CBEJICHHI, B TOM
YUCJIE IYTEM CPaBHEHHS TaKUX CBEICHUN CO CBEACHUSAMH, NPE/ICTABIEHHBIMU
OpraHaMM TOCYyJApCTBEHHOH BJIACTH B MOPSAIOKE MEKBEAOMCTBEHHOTO
UH(POPMAIIMOHHOTO B3aUMOJIEUCTBHS MOCPEICTBOM CUCTEMBI MEXBEAOMCTBEHHOTO
ANEKTPOHHOTO B3aNUMOJICHCTBUS.

115. B cimy4dae eciid 3asBJIEHHEC O BHECEHUM HW3MEHEHWUH B JOKYMEHTHI,
colepKalliecss B PETUCTPAllMOHHOM JIOChE, HE TpeOYIOIUX MPOBEACHUS
DKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTH U OE30MACHOCTH MEAUIIMHCKOTO
uzzenus, opopMICHO ¢ HapyIIeHHEeM IOJIOKEHUH MyHKTa 64 U moamyHkTa "a"
nyukrta 112  Hacrosumx IlpaBun, wu (uiau) mpeACTaBICHHBIE JTOKYMEHTHI
oOpMIICHBI ¢ HapYIICHUEM IIOJIOKEHUM MyHKTOB 53 - 55 HacTosmux [Ipasuin,
U (UWIK) B 3asBJICHUU O BHECEHMHM W3MEHEHUN B JTOKYMEHTBI, COJAEpIKAITUECS
B PETUCTPAIIMIOHHOM JI0ChE, HE TPEOYIOMIUX MPOBEIEHUS IKCIIEPTHU3HI KaUeCTBa,
3¢ HEKTUBHOCTH U 0€30MACHOCTH MEIUIIMHCKOTO H3JIETUS U MPEACTaBICHHBIX
JOKyMEHTaX yKa3aHbl HEJOCTOBEpHbIE CBEACHUS, ©U (WIM) JOKYMEHTHI,
OpeAyCMOTpeHHBIE  IyHKTOM 112 Hacrosmux  IlpaBun, mpeacTaBieHBI
HE B I[OJHOM OOBEME, PETUCTPUPYIONIMM OpraH YBEJOMISET 3asBUTENSA
0 HEOOXOAMMOCTH YCTpAaHEHUS BBISBICHHBIX HApyIIEHUH U (UTH) IIpe/ICTaBIECHUS
OTCYTCTBYIOIIIUX JIOKYMEHTOB B TeueHue 30 pabodux JHEH co AHSA pa3MEIIeHUS
TAKOTO YBEIOMJIEHHS B (OpME OHJIEKTPOHHOTO JIOKYMEHTA, TOJIHUCAHHOTO
YCHJIEHHON KBaNu(UIMPOBAHHON 3JEKTPOHHON TMOJNUCHIO YIOTHOMOUYEHHOTO
JOJIKHOCTHOT'O JIMIA, B €JUHOM JIMYHOM KaOWHETe 3agBUTENS U DJIEKTPOHHOM
KaOWHETe 3asBUTENS. YCTpaHEHUE BBIABICHHBIX HapylIeHUH U (UIIN)
NPEACTABIEHUE JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT, 3asIBUTENb OCYIIECTBIISIET
MIOCPEJICTBOM €MHOTO JIMYHOTO KaOHUHETA 3asiBUTEIS.

Bpems co IHS yBENOMIIEHHS PETUCTPUPYIOUIUM OPraHOM 3asBUTENS
N0 JHS TOJYYEHHUS OTBETA Ha YBEAOMIICHHUE WM  YBEJOMIICHUS
O HEIIPEJICTaBIEHUN OTBETA HA 3aIllPOC HE YUYHUTHIBAETCS IIPU MCUUCIEHUU CPOKa
OpOLIEAYphl  BHECEHHMS  HW3MEHEHHWH B JIOKYMEHTBL,  COJEpPKAIIHECS
B PETUCTPAIUOHHOM JIOCBHE.

116. B cnyuae eciu B cpok, He mpeBbimaromuii 30 paGoumx gHEH,
HE YCTPaHEHBI BBIBIICHHBIE HAPYIICHUS U (WJIH) HE MIPECTABICHBI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM UYHCIE C YYE€TOM I[OJIOKEHUS ITyHKTa 53
Hactosamux IlpaBun, perucTpupyromuii opraH TNpPUHUMAET  PEIICHUE
O TMPEKpAIIEHUU JNAIBHEHIIETO PAacCMOTPEHUS 3asBICHUS O BHECCHHU
U3MEHEHUW B JIOKYMEHTBI, COJEpXKAIIUECS B PETUCTPALMOHHOM JOChE,
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HEe TpeOylolMX TPOBEICHUS OIKCHEPTU3Bl KadecTBa, 3(PPEKTUBHOCTHU
1 0€30MacHOCTH MEIUIIMHCKOTO H3JENNsl, ¢ MOTUBUPOBAHHBIM OOOCHOBaHUEM
NPUYUH MPUHATHA YKa3aHHOTO PEUICHUS.

117.B Teuenne 3 pabouux [OHEH €O [HA 3aBEPIICHUS IPOBEPKU,
npeaycMoTpeHHoU myHKkToM 114 Hactostmux [IpaBui (B cityuae npeicTaBiIeHUS]
HaJJIeKaluM o0pa3oM OQOPMIIEHHOTO 3asBJICHUS O BHECEHHM W3MEHEHUH
B JIOKYMEHTBI, COJAEpIKAIIMECS B PETUCTPAIIMOHHOM JIOChE, HE TPeOYIOIMUX
NPOBEACHUS JKCIEPTU3bl KauecTBa, JI(PPEKTUBHOCTM U  0€30IaCHOCTH
MEIUITUHCKOTO U3JIENHsI, U B MIOJHOM 00BbEME JIOKYMEHTOB, IIPEAYCMOTPEHHBIX
nyHktoM 112 nHacrosmux IlpaBmi), a Takke B cilydae yCTpaHEHUsS B CPOK,
He mnpeBbimaronmil 30 paGoumx [HEW, BBIABICHHBIX HaApYIICHUA U (UIIN)
Npe/ICTaBlIeHUs] JJOKYMEHTOB, MPEAYCMOTPEHHBIX IYHKTOM 112 HacTosmux
[IpaBui, perucTpupyronyii opran IpuHUMAET pelieHue O Havalie MpoLEeTypbl
BHECEHUS HM3MEHEHHI B JIOKYMEHTBI, COJIep)Kallluecs B PETUCTPallMOHHOM
J10Che.

118. B cpok, He npeBbimatoninit 10 pabouux aHel co JHSA NPUHATHSL
pelIeHHs] O Hayaje MpoleAypbl BHECEHUS HW3MEHEHUH B JOKYMEHTHI,
colepKalliecss B  PETUCTPAIIMOHHOM JIOChE, PETUCTPUPYIOUIMI  opraH
OCYIIECTBJISIET CIEAYIONINE MEPOTIPUATHUS:

a) IPUHATHE PENIEHUs] O BHECEHWH U3MEHEHUH B  JOKYMEHTHI,
coJiepKallliecsi B PETUCTPALIMOHHOM JI0Che, KOTOopoe o(opMIIIeTCs] MPUKa30M
PETUCTPUPYIONIETO OpraHa, M HUHQOPMUPOBAHHUE 3asABUTENS O IMIPUHITOM
pEIIEHHH TYTEM pa3MEUIeHUs] COOTBETCTBYIOIIETO YBEAOMJIEHUA B QopMe
ANEKTPOHHOTO JOKYMEHTa, MOJANHCAHHOTO YCUJIEHHOM KBaTU(UIMPOBAHHON
ANEKTPOHHON MOANKUCHIO YIOTHOMOUYEHHOTO JOJKHOCTHOTO JIUIIA, B €IUHOM
JUYHOM KaOUHETe 3aBUTENS U DIEKTPOHHOM KaOHWHETE 3asiBUTEIS;

0) BHECEHHE U3MEHEHUI B PEECTPOBYIO 3aIUCh.

VI. BHeceHne u3MeHeHU B JOKYMEHTBI, COAEPKAIINECS
B PETUCTPAIIMOHHOM JOChE, TPEOYIOMIUX MPOBEICHHUS YKCIIEPTH3Hl KA9eCTBa,
3¢ GEeKTUBHOCTH U 0€30IMaCHOCTH METUITMHCKOTO H3ACITUS

119. Buecenue N3MEHEHNH B JIOKYMEHTHI, COIEepxKaInecs
B PErUCTPallMOHHOM JOChE, 32 HCKJIIOYEHHWEM CIIy4aeB, YKa3aHHBIX
B nyHkre 111 Hactosmmx IlpaBun, ocymecTBaseTrcs 0O pe3ysbTaTaMm
9KCIEepPTU3bl KayecTBa, IPPEKTHUBHOCTH U O€30MaCHOCTH MEAMIIMHCKOTO
U3JIEeTus.

120. /Ins BHeceHMsI B JAOKYMEHTBI, COAEPXKAIIMECS B PErUCTPALlMOHHOM
70Che, U3BMEHEHUH, yKa3aHHbIX B MyHKTe 119 Hactosimux IlpaBun, 3asBuTenn
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He no3jHee 4em yepe3 90 pabouux qHEN CO JTHS U3MEHEHHUS! COOTBETCTBYIOMIUX
JAHHBIX MOCPEACTBOM €IMHOIO JIMYHOTO KaOMHETa 3asBUTENs NPECTaBIAET
B PETUCTPUPYIOIIHI OpraH:

a) 3asBJICHHE O BHECEHUHM HW3MEHEHHH B JOKYMEHTBHI, COJEpKalluecs
B PETUCTPAIMOHHOM JOChE, TPEOYIOUIUX MPOBEIEHUS DKCIEPTU3bl KAadyeCTBa,
3¢ eKTUBHOCTH M O€30MaCHOCTH MEAMIMHCKOTO U3JENUs, COJIEpKalee
CBEJICHUs, YKa3aHHble B MyHKTe 64 Hacrosmux [IpaBui, U JOMONIHUTEIHEHO
coJieprKalliee CBEJACHHS O BHOCHMBIX U3MEHEHUAX, a TakkKe (110 IPUMEHUMOCTH)
CBEJIEHUSI O pe3yJibTaTax KIMHUYECKUX HCIBITAHUM MEIUITMHCKOTO W3JEIUs
C YKa3aHMEM HOMeEpa, JaThl aKTa OLIEHKH pe3yJbTaTOB KIMHUYECKUX UCIIBITAHUN
MEIUITUHCKOTO U3/EINs, HAUMEHOBaHUS MEUIIMHCKOM OpraHu3allly;

0) xonuto (KOMHHM) JOKYMEHTa (JOKYMEHTOB), ITOATBEPKIAIOIIETO
(moATBEPKAAIONTUX)  TOJHOMOYHSA  YIOJHOMOYEHHOTO  MPEJCTaBUTENSA
NPOU3BOAUTENA (M3TOTOBUTENS) IO MPEICTABICHNUIO HHTEPECOB MPOU3BOIUTENSL
(M3roTOBUTENA), HECEHHWI0O  OTBETCTBEHHOCTM B  4YacTH  oOpalieHus
MEIUITMHCKOTO U3/enus Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
o0 BOMNpOCaM IMpOIEAYyp OIEHKM COOTBETCTBUS H TOCYJIapCTBEHHOMN
pETUCTpallii, a TAK)KE 10 3aBEPEHUIO JJOKYMEHTA (IOKYMEHTOB) POU3BOAUTENA
(M3roTOBUTENA), BCTYNHBIIEro (BCTYNHBIIUX) B CUIY A0 OQOPMIICHHUS
COOTBETCTBYIOIIMX JOKYMEHTOB (JJOKYMEHT (TOKYMEHTHI) SBIAETCS (ABIISIOTCS)
00s3aTeNbHBIM ~ (00S3aTE€IBHBIMU) N1 WHOCTPAHHBIX  NPOU3BOJUTETEH
(u3roroBuTENEH), OTCYECTBEHHBIMH IPOU3BOJUTENSIMH  (U3TOTOBUTEISIMU)
npejacrabiagercs (MPeACTaBISAIOTCA) B Clydae HaJWU4Ms YIOJTHOMOYEHHOTO
NpeICTaBUTEIS MPOUZBOJUTENS (U3TOTOBUTENS ),

B) JOKYMEHTBI,  TOATBEPXKJAIONINE  BO3MOXKHOCTH  OCYIIECTBIICHUS
NPOU3BOJICTBA MO ajipecy (aapecaM), ykazaHHOMY (YKa3aHHBIM) B 3asBJICHUH
O PETUCTpPAILIMH B KAUECTBE MTPOU3BOICTBEHHON (MPOU3BO/ICTBEHHBIX) IUIOIIAAKH
(miomanok) (MO NPUMEHUMOCTH): JTOKYMEHTHI, MOJATBEpPIKIAIONIUe HAIUYNE
yCIIOBUI MPOU3BOJICTBA, U (MJIU) KOIUU CEPTU(PUKATOB COOTBETCTBUS CUCTEMBI
MeEHEDKMEHTa KaduecTBa TpeOOBAHUIM I'oCT ISO 13485-2017
wm [SO 13485:2016, a Taxke KONHH OTYETOB O paHEE IPOBEJIEHHBIX
MHCHEKIMIX  Ha COOTBETCTBUE  yKa3aHHBIM  cTaHaapTam (B ciyuae
Npe/ICTaBlIeHUs] YKa3aHHBIX CEpTU(PHUKATOB COOTBETCTBHS), U (UIIM) KONUHU
JOKYMEHTOB,  IOATBEPXKIAIONIUX  COOTBETCTBHE  CHUCTEMBI  YIIpaBJICHUS
KauecTBOM TpeOOBaHUAM K BHEAPEHHUIO, MOAJEPKAHUI0 M OIEHKE CHCTEMBI
yOpaBlIeHUsT Ka4eCTBOM MEIUIIMHCKUX HU3JETui (MPEACTAaBISIOTCS B CiIydae
NPOBEICHUS UHCIEKIIUW HWHCIEKTUPYIOUIeH opraHnuzainuei, Haxojsmieics
B BeJeHUU (IIOJUMHEHHMM) OpraHa TOCYJapCTBEHHOM BJIACTU TroOCyIapcTBa -
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ywieHa  EBpa3Wiickoro  3KOHOMHYECKOTO  CO033a,  YIOJIHOMOYEHHOTO
Ha OCYIIIECTBJICHUE U (WJIM) KOOPAUHAIUIO JEATEIbHOCTH B cepe oOpalieHus
MEIUIMHCKUX M3JEIUN Ha TEPPUTOPHHU 3TOTO TOCYJIAapPCTBA, 332 HCKIIOUYECHUEM
Poccutickoit dexnepanun);

r) JOKYMEHTBI, yKazaHHble B TNyHKTe 65 Hactoamux [lpasui,
NPETEPIEBIINE COOTBETCTBYIOIINE W3MEHEHUS U CBUJIETEIBCTBYIOIIUE O TOM,
YTO BHECEHUE OSTUX H3MEHEHMM He BJIEYEeT 3a COOO0M M3MEHEHUs CBOMCTB
M XapaKTEPUCTHK MEAUIMHCKOTO M3JENUA, BIUAIONINX Ha ero 0€30MacHOCTb,
KauecTBO ¥ I(P(EeKTUBHOCTh, WJIM COBEPIICHCTBYET €ro  CBOMCTBa
U XapaKTePUCTUKH TPH HEU3MEHHOCTH (YHKIMOHANBHOTO Ha3HAYEHUS
U (WJIK) IPUHITUTA TEUCTBUS MEAUITUHCKOTO U3/IETHA.

3asgBUTENb BIpaBE MPEJCTaBUTh HHBIE JOKYMEHTHI, O0OOCHOBBIBAIOIIUE
BHECEHUE W3MEHEHUH, He BJIEKYIIMX 3a co00ll M3MEHEHUS CBOMCTB
U XapaKTEPUCTUK MEIUIIMHCKOTO HW3JIeTus, BIUAIONIMX Ha €ro 0e30IacHOCTE,
KauecTBO U 3(P¢PEeKTUBHOCTh WJIM COBEPIIEHCTBYIOIIUX €ro CBOMCTBa
U XapaKTePUCTUKU TPH HEU3MEHHOCTH (YHKIMOHAIBHOTO Ha3HAYEHUS
U (UWIKM) TpHHIMIA JCHCTBUS MEIUIIMHCKOTO W3Jenus, MO COOCTBEHHOMN
WHUIIUATHBE.

121. Peructpupytomuii opran He BHpaBe TpeOOBaTh OT 3asABUTENA
YKa3bIBaTh B 3a8BJICHUU O BHECEHUW U3MECHEHUN B IOKYMEHTBI, COJEPKAITUECS
B PETUCTPAIIOHHOM JIOChE, TPEOYIOIINX IPOBE/IEHUS SKCHEPTU3bl KAadyeCTBa,
a¢dexkTuBHOCTH U 0€30MaCHOCTH  MEAUIIMHCKOTO  HW3JENusl, CBEACHUS
U IIPEACTABIATHh JIOKYMEHTBI, HE IMPEAYCMOTPEHHBIE MYHKTOM 120 HacTosAmux
[IpaBui.

122. B Teuenue 5 pabouux JHEH cO JAHS TOCTYIUIEHUS 3asBICHUSA
O BHECCHUM HM3MEHEHUM B JOKYMEHTHI, COAEPKAIIMECS B PETHUCTPAIIMOHHOM
J0che, TpeOYIOMUX TIPOBENCHUS OKCIEPTU3bl KadecTBa, 3(PPEKTUBHOCTHU
1 0€30MacHOCTU MEIUIIMHCKOTO HU3JIEeNus, U JOKYMEHTOB, IMPEAyCMOTPEHHBIX
nyHKToM 120 HacTosmmux IlpaBui, peETHUCTpUPYIOMIMII OpraH IMPOBOJUT
IPOBEPKY IMOJHOTBI M JOCTOBEPHOCTH COJIEPKAIIUXCA B HHUX CBEJICHUH,
B TOM UYHCJIE IIyTEM CpPaBHEHUS TAKHX CBEJACHUUM CO CBEJCHUSAMH,
NPEACTABICHHBIMA  OpPraHAaMHU  TOCYJAapCTBEHHOW  BJIIACTH B IMOPSAJKE
MEXBEJJOMCTBEHHOTO  MH(OPMAITMOHHOTO  B3aUMOJIEMCTBUA  TOCPEICTBOM
CHUCTEMBI MEKXBEJOMCTBEHHOT'O JIEKTPOHHOTO B3aUMO/ICHCTBUSL.

123. B ciydae ecnm 3asBJIICHHE O BHECEHHHM WU3MEHEHUHW B JOKYMEHTHI,
colepKaliiecss B PETHCTPAlIUOHHOM  JOChE, TPEOYIOIUX MPOBEACHUS
AKCIEPTU3bl KauecTBa, 3(PGEKTUBHOCTM U OE30MACHOCTH MEAUIIMHCKOTO

"n,n

uzzienusi, opopMIIEHO C HapyUIEHUEM IIOJIOKEHUN MyHKTa 64 ¥ moAmyHKTa "a
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nynkta 120 wnactosmmx IlpaBun, u (Wau) mnpeacTaBIEHHBIE JTOKYMEHTHI
oOpMIICHBI ¢ HapYIICHUEM IIOJIOKEHUH MyHKTOB 53 - 55 HacTosmux [Ipasuin,
U (UWIK) B 3asBJICHUU O BHECEHMHM W3MEHEHUN B JOKYMEHTBI, COJEpIKAITUECs
B PETUCTPAIMOHHOM JIOChE, TPEOYIOIIUX TMPOBEIEHUS DKCIEPTU3bl KadyeCcTBa,
3¢ HEKTUBHOCTH U 0€30IACHOCTH MEIUIIMHCKOTO H3JIETUS U MPEeICTaBICHHBIX
JOKyMEHTaX yKa3aHbl HEJOCTOBEpHbIE CBEJACHUS, U (WIM) JOKYMEHTHI,
npeaycMoTpeHHsle  myHKToM 120  Hactosmmx IIpaBun, mIpeacTaBiIEHBI
HE B TOJHOM OO0BEME, PETUCTPUPYIOIIUNA OpraH YBEJIOMILAET 3asABHTENA
O  HEOOXOAUMOCTH  YCTPAaHEHHWsS  BBIABICHHBIX  HaApyIIeHUH U (W)
Npe/ICTaBlIeHUs] OTCYTCTBYIOIIUX JOKYMEHTOB B TeueHue 30 pabouux JgHEH
CO JIHA pa3MEIIEHHs TAKOTO YBEAOMIIEHHS B (JOPME IIEKTPOHHOTO JTIOKYMEHTA,
NOJMHUCAHHOTO YCHUJICHHOW KBaNU(UIIMPOBAHHON 3JIEKTPOHHON IOJMUCHIO
YHOTHOMOUYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHEeTe
3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asBUTENS. YCTPAaHEHHE BBIABICHHBIX
HapyuieHud U (WIM) TPeACTaBICHUE JOKYMEHTOB, KOTOpBIE OTCYTCTBYIOT,
3asIBUTENH OCYUIECTBISET OCPEJCTBOM €IMHOTO TUYHOTO KaOMHETA 3aBUTEIS.

Bpemsi co [HS yBENOMIIEHHS PETUCTPUPYIOUIUM OPraHOM 3asBUTENS
N0 JHS TOJYYEHHUS OTBETA Ha YBEAOMIICHHE WM  YBEJOMIICHUS
O HEIpEJCTAaBICHUU OTBETA Ha 3alPOC HE YYUTHIBAECTCA IIPU HCUHCICHUHU
CpOKa IMIPOLENYPHl BHECEHHUS HM3MEHEHUW B JOKYMEHTHI, COJACPKAIIUECS
B PETUCTPAIUOHHOM JOCBHE.

124. B Tteuenne 3 paboumx JHeH cO JHSA 3aBEpIICHHS IIPOBEPKH,
npeaycMoTpeHHor nmyHkToM 90 Hactosimux [IpaBun (B ciyuae npeicTaBiIeHUS
HaJJIeKauM o0pa3oM OQOPMIIEHHOTO 3asBJICHUS O BHECEHHM W3MEHEHUH
B JOKYMEHTBI, COJEpKallUecs B PETUCTPALIMOHHOM JIOChE, TPEeOYIOMUX
OPOBEIEHUS DKCIEPTU3bl KadecTBa, HJ(PQPEKTUBHOCTH U  0O€30MacCHOCTH
MEIUITUHCKOTO U3JIENHsI, U B TIOJHOM 00BEME JIOKYMEHTOB, IIPEAYCMOTPEHHBIX
nyHktoM 120 nHactrosmux IlpaBmi), a Takke B cilyyae yCTpaHEHUs B CPOK,
He npeBblmatonuii 30 paboumx  AHEW, BBIABICHHBIX  HapylIeHUH
U (UWIKM) TpeJcTaBleHUs JOKYMEHTOB, TIPEIyCMOTPEHHBIX MyHKTOM 120
HacTtosmux IlpaBun, perucTpupyromuii opraH TNpPUHUMAET  PEIICHUE
O Hayalile MPOLENYpPhl BHECEHHS W3MEHEHUU B JOKYMEHTHI, COJACPKAIIHECS
B PETUCTPAIUOHHOM JOCBHE.

125.B cnydae eciu B cpok, He mnpeBbimaromuii 30 paGoumx gHEH,
HE YCTPaHEHBI BBIBIICHHBIE HAPYIICHUS U (WJIH) HE MIPEJCTABICHBI JOKYMEHTHI,
KOTOpBIE OTCYTCTBYIOT, B TOM UYHCIE C YYE€TOM I[OJIOKEHUS ITyHKTa 53
HacTtosmux IlpaBun, perucTpupyromuidi opraH TNPUHHUMAET  PEIICHUE
O TMPEKpAIIEHUU JNAIBHEHIIETO PAacCMOTPEHUS 3asBICHUS O BHECCHHU
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U3MEHEHUH B JIOKYMEHTBI, COJEpKaIlUecs B PETUCTPAIHOHHOM JOChE,
TPeOYIOIUX IIPOBEECHNUS IKCIEPTU3HI kKauecTBa, 3OPEeKTHBHOCTH U 0€30IIaCHOCTH
MEIUIMHCKOTO0 M3JeIusA, W JOKYMEHTOB, IPEAyCMOTPEHHBIX IMyHKTOM 120
Hacrosamux [IpaBui, u uHGopMHUpYyeT 006 3TOM 3agBUTEIA IYyTEM pa3MEIICHUS
COOTBETCTBYIOIIETO YBEAOMIICHHS ¢ MOTUBUPOBAHHBIM OOOCHOBaHHUEM ITPUYHH
OPUHATHS ~YKa3aHHOTO pelieHus B ¢GopMe 3JIEKTPOHHOTO JIOKYMEHTA,
MOAMUCAHHOTO YCHJICHHOW KBaTH(UIMPOBAHHON 3JICKTPOHHON IMOAIHCHIO
YIOJHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETE
3asBUTEIIS U JICKTPOHHOM KaOHHETE 3asBUTE.

126. Buecenune M3MEHEHUH B JOKYMEHTHI, cojiepiKaIuecs
B PErUCTPAllHOHHOM JI0Che, TPEOYIOMIUX IPOBEACHUS JKCIEPTU3bl KauecTBa,
3PEKTUBHOCTU M O€30MMaCHOCTH MEIUIIMHCKOTO U3JIeTHs, OCYIIECTBIISETCS
PETUCTPUPYIONITUM OPTraHOM B CPOK, HE IIpeBbImaromuii 36 pabouux aHei
CO JHS TIOCTYIUICHHS 3asBJICHHS O BHECEHHM HW3MEHEHMM B JOKYMEHTHI,
cojepKallliecss B  PETHCTPAIIMOHHOM  JIOChe, TPeOYIOMIUX  TPOBEICHUS
DKCHEPTU3bl KadecTBa, H(PPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO
U3JIeNus, U TOKYMEHTOB, IIPEAYCMOTPEHHBIX TyHKTOM 120 HacTosmux [Ipasui.

127. B tedenue 3 paGouux AHER co JHSA MPUHATHUS PEIICHUS O Hayaje
Opoueaypbl  BHECEHMS  HM3MEHEHHMH B JIOKYMEHTBI,  COJACpKallHecs
B PETHUCTPAIIMOHHOM JOCh€, PETUCTPUPYIOUIUHM OpraH O(QOpMIISIET U BBITAET
3a/laHuE Ha IIPOBEICHUE IKCIIEPTU3BI IKCIIEPTHOMY YUPEKICHUIO.

128. DkcnepTr3a 3asBICHHS O BHECCHUHM HW3MEHEHHUH B JIOKYMEHTHI,
cojiepKallliecss B  PETHCTPAIIMOHHOM  JIOChe, TpeOYIOMIUX TPOBEICHUS
DKCHEPTU3bl KadecTBa, H(PPEKTUBHOCTH U OE30MAaCHOCTH MEIUIIMHCKOTO
u3JieNusd, W JOKYMEHTOB, yKa3aHHBIX B MyHkTe 120 nHactosmux IlpaBuin,
OCYILIECTBIISETCS OJHOBPEMEHHO C IIPOBEJECHHUEM JKCIEPTU3Bl IOJHOTHI
W PE3YyJIbTAaTOB MCIBITAHUNW M MCCIENOBAaHUH B CpOK, HE IMPEBBIMIAIOIINI
15 pabounx gHEH co JHA IOJAYYEHHSA OKCHEPTHBIM  YUpEKICHUEM
COOTBETCTBYIOIIETO 3aJaHUS PETUCTPUPYIOIIETO OpraHa.

129.Ilpu  mnpoBedaeHUH  BKCIEPTU3Bl  KadecTBa, 3(PPEKTUBHOCTU
U OE30MacHOCTH MEIUIIMHCKOTO0 W3JEeIus He JIoNycKaeTcs ucTpeboBaHUe
DKCIEPTHBIM YUPEXKACHHEM V 3asBUTENA JIMOO UHBIX JIHMIl MaTepHalioB,
HEOOXOIUMBIX ISl IPOBEACHUS SKCIIEPTHU3HI.

B ciydae HeETOCTaTOYHOCTH I BBIHECEHHS SKCIEPTOM 3aKIIOUCHHS
MaTeprajoB M CBeJCHHUH, cojep)Kallluxcs B IIPEACTaBICHHBIX 3asBUTEIEM
3a4BJICHMM O BHECEHHH M3MEHEHHUH B  JOKYMEHTHI, COJepKallluecs
B PErUCTPAIlHOHHOM JI0Che, TPEOYIOMIUX IMPOBEACHUS JKCIEPTU3bl KauecTBa,
adekTUBHOCTY U 0€30MacCHOCTH METUIMHCKOTO H3JENHusA, U JOKYMEHTaX,
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npeAyCMOTPEeHHBIX MyHKTOM 120 HacTtostmux IIpaBui, skcnepT CTaBUT BOIPOC
O TPEJCTaBIEHUM €My HEOOXOIMMBIX MaTepHaJIOB M CBEJCHUU Mepen
PYKOBOJUTENEM  ODKCIEPTHOTO  YUPEXKJEHHUs,  KOTOpbIH  oOpaiaercs
C COOTBETCTBYIOIIHUM 3alIPOCOM B PECUCTPUPYIONIUI OpraH, BEIJABIINM 3aIaHUE
Ha IIPOBEJEHHUE SKCIEPTU3bl. YKa3aHHBIM 3alpoc JOKEH COAEPKaTh
UCUYEPNIBIBAIOIINIT IEPEYEHh BCEX BOIPOCOB, MAaTEPHANIOB U CBEJICHUM,
HEOOXOIUMBIX DKCIEPTY JUIsl POBEECHUS DKCTIEPTHURHI.

Peructpupytoiiiuii oprat B Te€4eHHE 2 pabouux THEN CO AHS MOCTYIUICHUA
3ampoca PYKOBOJUTENA HKCHEPTHOTO YUPEKACHUS HAIPABIAECT 3asIBUTENIO
3ampoc O MpPEJCTaBICHUH HEOOXOAMMBIX CBEJICHHHI C yKa3zaHHEM XapaKTepa
3aMeuaHuil M crmocoba HX YyCTpaHeHHWsl. YKa3aHHBIH 3alpoc HaIlpaBiseTCs
OJIHOKpaTHO B (popMe 3JIEKTPOHHOTO JIOKYMEHTA, MOAMUCAHHOTO YCUJIEHHOMN
KBaJTU(PUITUPOBAHHOM 3JIEKTPOHHOMN MOAIHUCHIO YIIOJTHOMOYEHHOTO
JOJKHOCTHOT'O JIMIIA, MOCPEICTBOM pa3MEIIEHUs B DJJIEKTPOHHOM KaOWHETe
3asIBUTENS U €IMHOM JIMYHOM KaOUHETe 3asBUTEIS.

3asgBUTENh 0053aH MPEJCTABUTh OTBET Ha 3allpoC PETUCTPUPYIOIIETO
opraHa IOCpPEJACTBOM €JIMHOTO JIMYHOTO KaOWHEeTa 3asBUTENs] B CPOK,
He mpeBblarouii 50 pabouux OHEW cO JHSA HampaBleHHs 3TOTO 3amlpoca.
B Teuenme 2 paboumx AHEH cO JHA TOCTYIUIEHUS OT 3asABUTENS OTBETa
Ha 3alpoC PETUCTPUPYIOIIMN OpPraH HaNpaBsET TaKOM OTBET B JKCIIEPTHOE
yupexjaenue. B cmydae HempejacraBieHus o ucrtedueHuud S0 paboumx gHEH
3asBUTEJEM OTBETA Ha 3alpoC PETHUCTPUPYIONINI OpraH B TeueHHe 2 pabouux
JTHEW HAIPaBISET B SKCIEPTHOE YUPEKICHUE YBEJOMIICHUE O HEMPEACTABIECHUU
3asBUTEJIEM OTBETAa Ha 3allpoC PETUCTPUPYIOLIETO OpraHa ISl IOJATOTOBKHU
3aKIIOYEHUS O BO3MOXKHOCTU (HEBO3MOXKHOCTH) BHECEHHS] HU3MEHEHUH
B JIOKyMEHTBI, COJAEpIKaIUECS B PETHCTPALIMOHHOM J10Che, (opMa KOTOPOTO
yTBEpKIacTCI MUHHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickont @Penepanuu
(manee - 3aKiIIOYEHHE O BHECEHUM W3MEHEHUH B JOKYMEHTHI, COJEpXKAITUECs
B PETUCTPAllUOHHOM JOChE€), HA OCHOBAaHUHU JIOKYMEHTOB, HWMEIOIIUXCS
B €r0 pPaclopsKEHUU.

Bpewms co IHS HampaBieHUsS 3alpoca PErUCTPUPYIOLIETO OpraHa A0 JHS
MOJIyYEHHs] OTBETAa Ha 3aIllpoC WM YBEIOMIICHHS O HETPENICTABICHUU OTBETA
Ha 3alpoC HE YYMTHIBAETCS INPHU HCUHCICHUH CPOKA IMPOBEICHUS SKCIEPTH3BI
KauecTBa, 3P HEKTUBHOCTH U 6€30MaCHOCTU METUITMHCKOTO U3/EIIHUS.

[Ipn BBIABICHHUU PETUCTPUPYIONIUM OpPraHOM B IIPEICTABICHHBIX
3asBUTEJIEM B OTBET Ha 3alpoc JOKYMEHTaX HEJOCTOBEPHBIX U (WJIM)
HEJOCTATOUYHBIX CBEJIECHUA WIH JIOKYMEHTOB U (WIM) HECOOTBETCTBUS
Oo(QOpMIIEHUST TPEJCTABIEHHBIX JIOKYMEHTOB TMOJOXXEHUAM MYHKTOB 53 - 55
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HacTosux [lpaBuin peructpupyronimii opran B TedeHHe 2 pabouux JgHEH
HaIpaBJsIeT 3adBUTENO (B (OpMe 3JIEKTPOHHOTO JAOKYMEHTa, IMOJIHCAHHOTO
YCHJICHHON KBaNu(UIMPOBAHHON 3JEKTPOHHON TMOJNHUCHIO YIOTHOMOUYEHHOTO
JOJIKHOCTHOT'O JIMIIA, TIOCPEACTBOM pa3MENIEHUS B €IMHOM JIMYHOM KaOWHETE
3asBUTENS M DJIEKTPOHHOM KaOWHETe 3asiBUTENS1) MOTHBHUPOBAHHOE pEUICHUE
O BO3MOXHOCTH IIOBTOPHOTO TIPE/ICTABJICHUA 3aigBUTENEM JO HCTECUCHUS
50 paGounx OHEW co JHSA HampaBlieHUs 3ampoca JT0pabOTaHHBIX JTOKYMEHTOB.
[Ipn HEmpeAcTaBICHUM 3aABUTENIEM B YKa3aHHBIA CPOK 3alpalllBacMBbIX
JOKYMEHTOB M  CBEJIEHHH  JKclepTuza  KauecTBa,  3(P(PEKTUBHOCTHU
U 0e30MacCHOCTH MEIUIIMHCKOTO HU3JeNud MPOJOIKAETCS 10 HaXOIAIIMMCS
B  PAacHoOpsDKEHHUM  JKCIEPTHOTO  YUPEXKJACHUS paHee IPeJICTaBIECHHBIM
3asBUTENEM JIOKYMEHTaM M CBEICHUSIM, COJACPKAIIUMCS B PETUCTPAlIMOHHOM
J10Che.

130. DkcnepTHOE y4UpexJACHUE B CPOK, HE MpeBblaronmi 15 padounx
JTHEN co JAHS TOJYYEHUS JOKYMEHTOB, YKa3aHHBIX B NMyHKTe 120 HacTosmux
[IpaBui, NPOBOAUT SKCIEPTU3Y, MPEAYCMOTPEHHYIO MYHKTOM 127 HacCTOSIIUX
[IpaBui, 1 HampaBisieT B PETUCTPUPYIOMIMI OpraH 3ak/IlOUEHHE O BHECEHUU
U3MEHEHUH B JOKYMEHTBHI, COJIEpKallluecs B pETUCTPAIIMOHHOM JOChE.

131. OcHOBaHUsIMH I  BBIHECEHUS  OAKCIEPTHBIM  YUPEKICHUEM
3aKIIOYEHUS O BHECEHMM U3MEHEHHUH B JIOKYMEHTBI, COJEpXKaITUecs
B PETUCTPAIIMOHHOM J0ChE, CBUJETEILCTBYIOIIETO O HEBO3ZMOXHOCTY BHECEHUS
MU3MEHEHUH B JOKYMEHTBI, COJIEPKAIIIUECS B PETUCTPAIIMOHHOM JIOCKE, SIBJISIFOTCS:

a) HETOCTOBEPHOCTh IPEJCTaBICHHBIX CBEICHUM, OOOCHOBBIBAIOIINX
BHECEHHUE WM3MEHEHUH, B TOM YHCJE BBIABICHHBIX PETUCTPUPYIOIIUM OPraHoOM
o pe3yibTaTaM TOCYJApCTBEHHOTO KOHTposis (Haj3opa) 3a oOpalleHHuEM
MEIUITUHCKUX U3IETUH;

0) OTCYTCTBHE B TNPEJCTABICHHBIX 3asiBUTENEM JIOKYMEHTaX CBEJICHUH,
MOJITBEPKAAIONINX, YTO U3MEHEHUS, BHOCUMBIE B JIOKYMEHTHI, COJEPIKAITUECS
B PETHUCTPAIIMOHHOM J0ChbE, HE BJIIEKYT M3MEHEHHUE CBOMCTB U XapaKTEPUCTUK,
BIUSIONINX Ha KauecTBO, 3(P(GEKTUBHOCTH M 0€30MacHOCTh MEIUIIMHCKOTO
U3JETUs], UJIH COBEPIIEHCTBYIOT CBOMCTBA M XapaKTEPUCTUKU MIPU HEU3MEHHOCTH
(GYHKIMOHAIBHOTO Ha3HAUEHUS W (WJIM) TPUHIUINA JIEUCTBHS MEIUIIMHCKOTO
U3JIENNS;

B) OTCYTCTBUE CBEJICHUH, MOITBEPKAAIOITUX HEU3MEHHOCTD
(GYHKIMOHAIBLHOTO Ha3HAUEHUS W (MJIM) TPUHIUIA JIEUCTBHS MEAUIIMHCKOTO
U3JIeINs B CBA3U C BHOCUMBIMHU H3MEHEHUSIMH B IOKYMEHTAIIUIO;

') HEOOXOJUMOCTh TNPOBEJCHUS TOCYAAPCTBEHHONW PETUCTpAIlUd HOBOTO
MEIUITMHCKOTO U3/IENIUA B COOTBETCTBUU ¢ TyHKTOM 110 nHactoamux I[Tpasun;
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1) HATUYUEe HEJAOCTOBEPHBIX CBEACHHH B JOKYMEHTAaX, COJAEpIKaIIuXcs
B PETUCTPAIMOHHOM JIOCKE.

132. B cpok, He npeBbimatoniuii 10 pabounx AHEH co JHS IMOIYyYCHHS
3aKIIOYEHUS O BHECEHMM U3MEHEHHUH B  JIOKYMEHTBI, COJEpXKaIIuecs
B  PETHCTPAlIUOHHOM  JIOChE, PETHCTPUPYIOMIMK OpraH  OCYIIECTBISET
CJIEIYIOLUE MEPOTIPUATHUS

a) OlleHKa 3aKJIIOUYEHHs] O BHECEHUM U3MEHEHHH B JOKYMEHTHI,
COJIEpKalllhecss B PETHCTPAIMOHHOM JOCHE, JUIs OINPENENICHHUS COOTBETCTBUSA
3aJlaHUIO0 Ha MIPOBEJICHHUE DKCIEPTU3BI. B cilyyae ycTaHOBJIEHHS] HECOOTBETCTBUSA
3aKIIOYEHUS O BHECEHMM U3MEHEHHUH B JIOKYMEHTBI, COJEpXKaIIuecs
B PETUCTPAlIMOHHOM JIOChE, YKa3aHHOMY 3aJlaHHUI0 TaKOE€ 3aKIIOUYEHUE
BO3BpAI[a€TCsI B DJKCIEPTHOE YUpEXKICHHE Ha JI0paboTKy, CpOK KOTOpOH
cocTaBiisieT He Oojee 2 pabouux JHEM co JHA MOJYYEHHUS SKCIEPTHBIM
yUpEXKICHUEM BO3BPAILIEHHOTO 3aKIIOUECHHS;

0) B cily4ae T[OJy4Y€HHA 3aKIIOYEHHS O BHECEHUM U3MEHEHUHU
B JIOKYMEHTBHI, COJIepXKaIIHecs] B PETUCTPAIIMOHHOM JIO0ChE, MPEAYCMOTPEHHOTO
nyHkTtoMm 131 Hacrosmux I[lpaBui, He mo3AHEe CIEAYIOUIETO pabouyero IHS
nociie MPOBEACHHS OLEHKH TaKOTO 3aKIIOUEHMs [UIS  OUpeJeeHUs
COOTBETCTBUS 3aJIaHUI0 Ha TIPOBEJIEHHUE SKCIEPTU3Bl PETHUCTPUPYIOUIUN OpraH
pa3MelaeT JIEKTPOHHBIN 00pa3 3TOro 3aK/IIOUEHHs B 3JIEKTPOHHOM KaOUHETe
3asBUTENS] W HaNpaBlIS€T COOTBETCTBYIOIIME CBEJEHUS B €JUHBIM JIMYHBIN
KaOUHET 3asiBUTES.

B Tteuenne 10 pabouux gHEH cO JHS pa3MEILlEHUS B 3JIEKTPOHHOM
KaOWHETE 3asiBUTENS 3aKIIOYEHUS O BHECEHHMM H3MEHEHUH B JIOKYMEHTHI,
colepKallliecss B PETUCTPAIIMOHHOM JIOChe, YyKa3aHHOro B IyHKTe 131
HacTosiiux [IpaBuii, 3asBUTENs BIPAaBE O3HAKOMUTHCA C 3aKIIOYEHUEM
O BHECEHUM W3MEHEHUU B JOKYMEHTHI, COJIepKalllhecs B PEruCTPallMOHHOM
J0che, U, MPU HAIWYUU BO3PAXKEHUHN, HAMPABUTH BO3PAKEHUS IOCPEICTBOM
ANEKTPOHHOTO KaOMHETa 3asBUTEIIA.

B ciyyae nocTymieHust HOCpe/ICTBOM 3JIEKTPOHHOTO KaOUHETa 3agBUTEINS
B CpoK, He mpeBblmammmii 10 pabounx gHeH, BO3paXEHUN 3asBUTENA
Ha 3aKIIOYEHHE O BHECEHHWM U3MEHEHHHl B JOKYMEHTBHI, COJEpXKaIluecs
B PETUCTPAIMOHHOM [IOChE, MpPEeJyCMOTpeHHOoe MyHKToM 131 HacTosmux
[IpaBun, peructpupyromuii opran B TeueHue 30 pabouux gHEH co JHA
NOCTYIUIEHUST BO3pa)KEHUM paccMaTpuUBaeT MX C NPUBJICUEHHUEM HKCIEPTHOTO
yUpexkJICHUs, BRIHECIIETO TaKoe 3akitoueHue. B ciayyae ecnu B yCTaHOBIIEHHBIN
CPOK BO3paXXEHUS 3asgBUTENs HE TMOCTYNWIH, PETUCTPUPYIOUIUN oOpraH
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HacTOSAIIEro MyHKTa. IIpH paccMOTpeHHH BO3paKEHUI PErUCTPUPYIONIUN opraH
pu HEOOXOAUMOCTH JTaYH MTOSCHEHUH IIPUBJIEKAET 3asIBUTEIIA.

[lo wToramMm paccMOTPEHHUS BO3PAKECHUN IIPUHUMAETCS  PCEIICHUE
O TMpU3HAHUM BO3PAXKEHHUH I[MOJHOCTHIO WIM YacTHUYHO OOOCHOBAHHBIMH,
KOTOpoe OoQOpMIIIETCS IMHCBMOM PETHCTPHPYIOUIETO OpraHa M HaIlpaBiISeTCs
B aJpec AKCIEPTHOTO YUPEKJCHHUS C IMPUIOKECHHEM 3aKIIOUCHHS O BHECEHHHU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KaIlUecs B PETUCTPAIHOHHOM JOChE,
npeaycMoTpeHHoro myHkToM 131 Hacrosammux IlpaBun, Ha 10pabOTKY, CpPOK
KOTOpPOM He IpeBbIIIaeT 5 pabouux JHEH co AHSA TOJYUYEHHUS SKCIEPTHBIM
YUPEKJICHHEM  BO3BpAIlEHHOT'O  3aKJIIOUEHHS O BHECEHHM HM3MEHEHHUHU
B JJOKYMEHTBI, COJEpPKAIlINeCd B PETUCTPAIIMIOHHOM JIO0ChE, JTHUOO0 O MPHU3HAHUU
BO3PaKEHHH MOJTHOCTHIO HE 000CHOBAHHBIMH.

Bpems co Hs pa3MelieHUs perucTPUPYIONIUM OpPraHOM B 3JIEKTPOHHOM
KaOMHETe 3asiBUTEN] 3aKIIOUEHHUS O BHECEHUHM W3MEHEHHUH B JOKYMEHTHI,
cojiepKallliecss B PETHCTPAIHOHHOM JIOChe, YKa3aHHOro B IyHKTe 131
Hacrosamux IlpaBui, 1T0 MNPUHATHS pPEHICHUS 10 HTOTaM PacCMOTPECHHS
BO3PaKECHHI HE YUYUTHIBACTCH MPU MUCUUCICHHH CPOKa MPOBEACHUS SKCIIECPTH3bI
KadecTBa, 3 PEKTUBHOCTH U OE30MIaCHOCTH MEAUIIMHCKOTO U3/1EIIUS;

B) IPUHSATUE PEIICHUS O BO3MOXXHOCTH (HEBO3MOXXHOCTH) BHECECHHS
U3MEHEHUH B TOKYMEHTBI, COJEPKAIINECS B PETHUCTPAITHOHHOM JIOChE, KOTOPOE
odopMIISIETCA TIPUKA30M PETUCTPUPYIOIIETO oOpraHa, W HHOOPMHpPOBAHUE
3aABUTENISI O TIPUHATOM PEIICHHU IyTeM HaIMpaBJIeHUs COOTBETCTBYIOIIETO
yBEeIIOMJICHHUS B (popMe DJIEKTPOHHOTO JOKYMEHTa, MOJNHCAHHOTO YCHJICHHOU
KBaTU(QUITMPOBAHHON 3JIEKTPOHHOMN IO JIIHCEHIO YIIOJTHOMOYEHHOTO
JOJKHOCTHOTO JIMIIA, WX Pa3MEIICHHU B €IMHOM JINYHOM KaOMHETE 3asBUTENS
1 DJICKTPOHHOM KaOHHETE 3asIBUTEIIS,

I') BHECEHHE H3MEHEHUH B PEECTPOBYIO 3alKCh (B cCilaydae IPHUHATHSL
pelieHnss 0 BO3MOKHOCTH BHECEHHS U3MEHEHHH B JOKYMEHTHI, COJepKaIluecs
B PETUCTPAITHOHHOM JIOCKE).

133. OcHOBaHUSAMM AJI9 NPUHATHA pelieHus o0 OTka3e BO BHECEHHHU
U3MEHEHUH B JIOKYMEHTBI, COJEp)KAIIUeCs B PETUCTPAIMOHHOM JOChE,
SIBJISTFOTCSI:

a) TIOJIyYEHHUE PETUCTPHUPYIOIINM OPraHOM OT SKCIIEPTHOTO YUPEKICHHS
3aKIIOUYCHUS O BHECCHMHM M3MEHEHHW B JIOKYMEHTBI, COJepKallluecs
B PETUCTPALIMOHHOM JIOChE, CBH/ICTEILCTBYIONIETO O HEBO3MOXXKHOCTH BHECEHHS
U3MEHEHUH B JIOKYMEHTBI, COJEpKaIlHecs B PETUCTPAIMOHHOM JOChE,
U (WIM) TMPUHATHE PETHUCTPUPYIOIMIMM OpraHOM pElICHHUS O IIPHU3HAHUU
BO3paXCHH 3asiBUTENI HE 000CHOBAHHBIMHU ITOJTHOCTBIO WJIM YaCTUYHO,
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0) BLISIBIICHME  PETHUCTPUPYIONIMM  OpPraHOM [0 pe3yJibTaraM
beneparbHOTO TOCYJIapCTBEHHOTO KOHTpoJiA (Hajg3opa) 3a oOpalleHueEM
MEAUIMHCKUX  M3JENIUM  HECOOTBETCTBUM JaHHBIX 00 3¢pPEeKTUBHOCTH
1 0 06€30IMaCHOCTH MEIMUIIMHCKOTO U3JIeTUs JaHHBIM O MEIUIIMHCKOM H3JIEIINH,
colepKalllUMCsl B 3asBJICHUM O BHECEHUM M3MEHEHMH B JIOKYMEHTHI,
colepKaliiecss B PETHUCTPAIUOHHOM  JOChE, TPEOYIOIMUX MPOBEACHUS
AKCIEPTU3Bl KauecTBa, 3(PGEKTUBHOCTH U OE30IMACHOCTH MEAUIIMHCKOTO
U3JIENNs, U TIOKYMEHTaxX, YKa3aHHbIX B yHKTe 120 HacTosumx [IpaBuiL.

VII. OcobeHHOCTH BHECEHUS U3MEHEHUH B TOKYMEHTHI, COepKaIlnecs
B PETHUCTPAIMOHHOM JOChE Ha MPOTrpaMMHOE o0ecredeHne ¢ IPUMECHEHUEM
TEXHOJOTHMHA NCKYCCTBEHHOT'O MHTEIUIEKTA, SABJISIOLICECS
MEIUIMHCKUM HU3AEIUEM

134. BHecenue U3MEHEHHAU B JOKYMEHTBI, COAEPKALINECST
B PErMCTPALIMOHHOM JOChE€ Ha MPOrpaMMHOE OOecreYeHHue ¢ NPUMEHEHUEM
TEXHOJIOTMH HCKYCCTBEHHOIO MHTEIUIEKTa, SBJSIFOIIEECS  MEAMIIMHCKUM
U3/IETTUEM:

a) IpyU OTCYTCTBHUHM Y TMPOIPAMMHOIO OO€CIEYeHHUsI C MPUMEHEHHUEM
TEXHOJIOTMH HCKYCCTBEHHOI'O HWHTEIJIEKTAa, SBJISIOMIErocs MEAUIIMHCKUM
U3JIeNUeM, BCTPOEHHOW (DYHKIMM aBTOMAaTHYECKOH TIepefadyd B MOPAJKE,
YTBEPKACHHOM  PETUCTPUPYIOIIMM  OpPraHoM, B  aBTOMAaTHU3UPOBAHHYIO
WHQOPMALMOHHYI0  CHUCTEMY  PETUCTPUPYIOLIET0  OpraHa  MH(OpManuu
00 oOpabaThiBaeMbIX JaHHBIX, pe3ydbTaTax JEUCTBUS MPOrPAMMHOTO
o0ecrieueHUss C TPUMEHEHHEM TEXHOIOTUH MCKYCCTBEHHOTO WHTEIUIEKTA,
ABIISAIOIIETOCA MEAULIIMHCKUM H3JENHUEM, a TaKXKe CBEICHHUH, PeyCMOTPEHHBIX
MOPSIKOM  COOOIICHUS CyOBbEKTaMH OOpaIleHusT MEAUIUHCKUX —U3JIeTUiH
000 BCeX cnydyasx BBIABICHUSA MOOOYHBIX JIEHCTBUH, OCYIIECTBIAETCS
B COOTBETCTBUH c nyHktamu 110 - 133 HACTOSAIINX IIpaBun
(0 MPUMEHUMOCTH);

0) B 4acTh BHECEHHMS W3MEHEHMH B HyMEpallMi0 BEPCHUU, KOTOpPbHIE
HE BAMAIOT Ha (YHKUMOHAIBHOE HA3HA4YCHUE W (WIM) OPUHIUI ACUCTBUSA
OPOrpaMMHOT0 OOECHe4YeHHns ¢ MPUMEHEHHEM TEXHOJOTHH HCKYCCTBEHHOTO
UHTEIJIEKTa,  SABJAIOIIEIOCS  MEAWLUUHCKUM  HM3JeNHeM, TMpU  HaJIU4YUU
y TaKoro MpOTPaMMHOr0 OOE€CTeueHNsl BCTPOCHHOHN (YyHKIIMH aBTOMATHYECKOH
nepefayd B TOPSJAKE, YTBEPXKIEHHOM  PETHCTPUPYIOLIUM  OPTaHOM,
B aBTOMAaTU3MPOBAHHYI0 HWH(POPMALMOHHYIO CHUCTEMY PETHCTPUPYIOLIETO
opraHa wHpopmaru o0 00padaThIBACMBIX JAHHBIX, PE3YIbTAaTaX ACUCTBHUS
YKa3aHHOTO  MpOTpaMMHOr0  oOecredeHus, a  TakkKe  CBEACHMIA,



76

OPEeIyCMOTPEHHBIX  TOPSAKOM  COOOIIeHHs ~ CyObekTaMH  oOpalieHus
MEIUITMHCKUX HU3JIeTuil 000 BCEX CIOydasX BBIABIEHUS MOOOYHBIX JEUCTBUH,
OCYIIECTBJISIETCSI B COOTBETCTBHMM ¢ nyHKTamMu 119-133 wm 135w 136
HacTosux [IpaBui.

135. lns  BHeceHMs HM3MEHEHUH B  JIOKYMEHTBI, COJEpKaluecs
B PErUCTPallMOHHOM JIOCh€ Ha IPOrpaMMHOE oOOecledeHUue ¢ MPUMEHEHUEM
TEXHOJOTUHA  HUCKYCCTBEHHOTO HWHTEJUIEKTa, SBIAIONIEECS  METUIUHCKUM
U3JIEJIUEM, B YaCTH BHECECHHA W3MEHEHHU B HYMEpALUI) €r0 BEPCHHU, KOTOPHIE
HE BIUAIOT Ha ero (yHKIHOHANbHOE Ha3HAaueHWEe W (UJIH) MPUHIUI JEUCTBHS,
3asBUTENb MOCPEACTBOM E€AMHOTO JIMYHOTO KaOWHETa 3asiBUTENS NPECTaBISAET
B PETUCTPUPYIOUIUI OpraH 3asiBI€HHE O BHECEHHWH U3MEHEHHUU B JOKYMEHTHI,
coliepKallliecss B PETUCTPAIIMOHHOM JIOCh€ Ha MPOTpPaMMHOE oOOecleueHue
C NPUMEHEHUEM TEXHOJOTUM HCKYCCTBEHHOTO HHTEIUIEKTa, SBIISIONIEECS
MEIUITUHCKUM H3JIEIUEM, B KOTOPOM YKa3bIBAIOTCA CIAEAYIOIINE CBEACHHUS:

a) HAMMEHOBaHUE MEIUITUHCKOTO U3/IEITUS;

0) cCBelleHUsI O PETUCTPAIIMOHHOM HOMEpe M JaTe TOoCyAapCTBEHHOU
pETHCTpallud MEAUIIMHCKOTO M37eus (BHECEHUU U3MEHEHUH B JOKYMEHTHI,
coJiepKalliecs: B PETUCTPAIlMOHHOM JIOChE);

B) B OTHOIIIEHUU 3asIBUTENS - IMOJHOE W COKpallleHHOEe (IpU HaJUIUH)
HAaUMEHOBAHUs, OpraHU3AIMOHHO-TIpaBoBasi QopMa, HACHTUPUKAITMOHHBIN
HOMEp HaJIOTOIUIaTEeNbIIUKa (MPU HAJIMYUH), aIpeCc MECTa HaXOXKJICHUS - IS
IOpUANYECKOro Jiulia Wik (aMuiIus, HMs M OTYECTBO (IpU HAJIUYHUH),
PEKBU3UTHI JIOKYMEHTA, YAOCTOBEPSIONIETO JUYHOCTh, HIACHTU(MUKAIMOHHBIN
HOMEp HaJOToILIaTeNbIINKa (IpU HAIUYUHU), aJpec MecTa >KUTENIbCTBA - JUIS
¢bu3nYecKkoro Jula, 3aperUCTPUPOBAHHOTO B KayeCTBE MHJIUBUIYAIBLHOTO
OpeanpuHuMarens, a Takke HoMmep TeledoHa M aJpec ANEKTPOHHOM IMOYTHI
IOPUINYECKOTO JIHIa WIH (PU3UUECKOTO JIUIA, 3apETUCTPUPOBAHHOTO B KAUECTBE
UHAUBUYAJTBHOTO MIPEANPUHUMATEISA;

) uHQOpPMaIHs O BEPCHU IPOTPAMMHOr0 OOecHedeHUs] ¢ IIPUMEHEHHUEM
TEXHOJOTUHA HMCKYCCTBEHHOTO HHTEIUIEKTa, SBIAIONIETOCS MEIUIUHCKUM
U3JIE]INEM, CBEJEHUS O KOTOPOU JOKHBI OBITh BHECEHBI B T'OCYIapCTBEHHBIN
peecTp;

1) CBEICHUS, MIO3BOJISIONTNE UACHTUPUITTPOBATD pe3yibTaThl
KIMHUYECKUX HCIBITAHUNA TMPOTPAMMHOTO OOECHeYeHUus ¢ NPUMEHEHUEM
TEXHOJOTUHA HMCKYCCTBEHHOTO HHTEIUIEKTa, SBIAIONIETOCS MEIUIUHCKUM
uzzienueM (C yKazaHMEM HOMEpa, JaThl aKTa KIMHUYECKUX HWCIBITaHUN
MEIUITMHCKOTO U3/, a TAaK:K€ HAUMEHOBaHUA MEIUIIMHCKOW OpraHU3allun );
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€) cBeleHUsl 00 oOIulaTe TroCyJapCTBEHHOW TONUIMHBI (JjaTa U HOMEp
IUIATEKHOTO TTOPYUCHHUS );

k) cBeIeHUsI 00 OTBETCTBEHHOCTU 3asBUTENA 33 JIOCTOBEPHOCTD
U WICHTUYHOCTH MHGOpMAINH, CojJepiKalleiicsi B PErUCTPallMOHHOM JIOChE
U 3asiBJICHUM O BHECEHHH W3MEHEHHU B JIOKYMEHTHI, COJAEPKAIIUECS
B PErUCTPallMOHHOM JIOCh€ Ha IPOrpaMMHOE oOOecledeHUue ¢ MPUMEHEHUEM
TEXHOJIOTUH HCKYCCTBEHHOTO HMHTEJUIEKTa, SBIAIOMIEECS  MEIUIIUHCKUM
U3JIEIIUEM.

136. B Teuenue 5 pabGouux JHEH CcO JAHS TOCTYIUIEHUS 3asBICHUSA
O BHECCHUM HM3MEHEHUN B JOKYMEHTHI, COAEpPKAIIMECS B PETHUCTPAIIMOHHOM
Joche Ha IporpaMMHOe oOeclieyeHWe ¢ IPUMEHEHHEM TEXHOJIOTHH
UCKYCCTBEHHOTO  HHTEJUIEKTa,  SBISIONICECS  MEAUIUHCKAM  H3JEIHEM,
PETUCTPUPYIOIIUN OpraH NPOBOJMUT IMPOBEPKY IOJHOTHI U JTOCTOBEPHOCTH
COIEpIKaIlUXCSI B HEM CBEJICHWH, B TOM YHCIE IYTEM CPAaBHEHUS TaKUX
CBEJICHHI CO CBEJCHUSIMH, IPEACTABICHHBIMH OPraHaMU TIOCYIapCTBEHHOMN
BJIACTH B MOPSIIKE MEKBEIOMCTBEHHOI'O0 MHGMOPMAIIMOHHOTO B3aUMOJECUCTBUS
MIOCPEACTBOM CHUCTEMBI MEKBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aUMOJEHCTBHUS.
B tedenue 5 pabouux IHEH co JIHS 3aBEpIICHUs YKa3aHHOH IIPOBEPKHU:

a)B Ccly4yae TMpeACTaBICHUs HaJuIekKaluM o0pa3oM 0¢hOpMIEHHOTO
3asBJICHHS] O BHECEHHH W3MEHEHHI B  JOKYMEHTBI, COJEp Kalluecs
B PErUCTPallMOHHOM JIOCh€ Ha IPOrpaMMHOE OOecledeHUuEe ¢ NPUMEHEHUEM
TEXHOJIOTUH HCKYCCTBEHHOTO HMHTEJUIEKTa, SBIAIOMIEECS  MEIUIIUHCKUM
U3JIEJINEM, PETUCTPUPYIOIIUA OpraH MPUHUMAET PEIIEHUE O BHECCHUU
U3MEHEHUN B TOKYMEHTHI, COAEPKAIINECS B PETHCTPAIMOHHOM JIOChE, KOTOPOE
oopMIIsieTCss TIPUKA30M PETUCTPUPYIOIIETO OpraHa, WHGOPMUPYET 3asBUTENSA
O IPUHATOM PEMIEHUU IIYTEM Pa3MEIICHUS COOTBETCTBYIOUIETO YBEIOMIICHUS
B ¢opMe  DJIEKTPOHHOTO  JIOKYMEHTa,  MOJIHUCAHHOTO  YCHJIEHHOHN
KBJTU(QUITUPOBAHHOM 3JIEKTPOHHOMN MOAIHUCHIO YIIOJTHOMOYEHHOTO
JOJIKHOCTHOT'O JIMIA, B €JUHOM JIMYHOM KaOWHETe 3adBUTENS U DJIEKTPOHHOM
KaOUHETE 3asiBUTENS, a TAK)KE BHOCUT U3MEHEHUS B PEECTPOBYIO 3aITUChH;

0) B cimydae eciid B MPEJCTaBICHHOM 3asBJIEHUHA O BHECEHUM U3MEHEHUU
B IOKYMEHTBI, COJEpKAIIUECS B PETUCTPAllUOHHOM JOChE Ha IPOrPAMMHOE
obOecrieueHHe C IPUMEHEHHEM TEXHOJOTUM HCKYCCTBEHHOTO HHTEIUICKTA,
ABJISIFOIIIEECS] MEIUIIMHCKAM H3JIEITUEM, YKa3aHbl HEIOCTOBEPHBIE CBEICHUS
aubo CBeJleHUs, MpPEeAyCMOTpeHHble MyHKTOM 135 Hacrosamux Ilpasui,
Npe/ICTaBlieHbl HE B IOJHOM OOBEME, PETUCTPUPYIOIIUA OpraH IPUHUMAET
pelIeHrEe O MPEKPAIICHUN JAIBHENIIETO PACCMOTPEHHUS 3a4BJIEHUA O BHECEHUU
U3MEHEHUW B JIOKYMEHTHI, COJEpKallliecs] B PETUCTPAIMOHHOM JOChE



78

Ha MpOorpaMMHOC obecIeueHne ¢ IMPUMCHCHNCM TEXHOJIOIUH HCKYCCTBCHHOT'O
HHTCJIICKTA, ABJIAIOHICCCA MCOUIHMHCKHM H3OCITHUCM, U I/IH(I)OpMI/IpyeT 00 3TOM
3asIBUTCIIA IIyTEM PasMCIICHUA COOTBCTCTBYIOLICTO YBCAOMIICHHUA
¢ MOTHBHUPOBAHHLBIM 000CHOBaHUEM IIPUYHUH IIPUHATHA YKA3aHHOT'O PCIICHUSA
B (1)OpM€ QJICKTPOHHOTO AJOKYMCHTA, IMOAITMCAHHOI' O YCHHGHHOﬁ
KB&HI/I(I)I/IHI/IPOBaHHOI\/'I BHCKTPOHHOﬁ IIOAIINCEIO YIIOJIHOMOYCHHOTO
JOJDKHOCTHOI'O JIiMlla, B CAHHOM JINYHOM KaOMHETE 3agBHTCII H SJICKTPOHHOM
KaOHMHETE 3asABUTEI.

VIII. OT™MeHa rocy1apCTBEHHOM peTUCTpaIlui METUIIMHCKOTO H3/IeTH

137. Peructpupyromuii  opraH NOpUHUMAET penieHue 00 OTMEeHe
roCyJJapCTBEHHON pEerucTpallid MEIULIMHCKOrO W3JENHsT B  CIEAYIOLIUX
Clyvasx:

a) mojjaya 3asgBUTENEM TIOCPEICTBOM E€IWHOTO JHUYHOro KabOuHeTra
3asIBUTEIISI 3asBJICHHUS 00 oTMeHe rocyJ1IapCTBEHHOI perucrpauuu
MEIUIIMHCKOTO  U3JENusl, COJAEp)KAIIero CBEACHUS B  COOTBETCTBUU
¢ nyHktoM 138 nactosimux IIpaBun;

0) BBIHECEHHE CyJOM PEIICHHS O HAPYIICHWH TpaB NPaBOOOIaaaTels
Ha pe3yJbTaThl WHTEJUIEKTYaJbHOW JEATEIbHOCTU WU NPUPABHEHHbIE K HUM
CpeICTBa MHAMBUAYATU3ANH IPU OOpAIIEHNH METUIIMHCKUX U3IeTUH (UK €To
MoJenei (Mapok);

B) MIPEJCTaBICHUE YNOJHOMOYEeHHbIM IIpaButensctBoM Poccuiickoit
®enepanuu deaeparbHBIM OPTaHOM HCIOTHUTEIHHOM BJIACTH IO pe3ysIbTaTaMm
OCYIIECTBISIEMOTO MM (heiepanbHOr0 TOCYAAPCTBEHHOTO KOHTPOJA (HAA30pa)
32 o0paieHneM MEAUIMHCKUX H3JEIUi CBEJEHUHN, MOATBEPKAAIOMUX (HaKThl
U OOCTOSTENbCTBA, CO3JAIONINE YrPO3y OKU3HH H 3I0POBBIO TPAKIAH
1 MEIUIMHCKUX paOOTHUKOB MPH MPUMEHEHUHU U IKCIUTyaTalliy MEAUITTHCKUX
WU3ACIINH;

) BBISIBICGHHE  PETUCTPUPYIOIIUM OpraHoM Mo pe3yibTaram
(dbeneparbHOTO TOCYIApCTBEHHOTO KOHTpoNia (Haa3opa) 3a oOpalieHuem
MEIUIIMHCKUX  U3AENUN  HEJAOCTOBEPHOCTH CBEACHUM B  JOKYMEHTaX,
COZIEPKAILMXCS B PETHCTPALIMOHHOM JIOChE, MPECTABICHHBIX 3asBUTEIEM
W TOBNUSABIIMX HA Pe3yJbTaThl OKCIEPTU3bl KadecTBa, 3POEKTUBHOCTH
1 0€301aCHOCTH MEIUITMHCKOTO W3/IEIIHS;

1) IOJIyYEHUE PETUCTPUPYIOIIMM OpPraHOM 3aKJIKUYEHUS OKCHEPTHOIO
YUpPEKJIEHHSI O TOM, 4YTO COJEpIKallMecsi B TOCYJapCTBEHHOM peecTpe
WHCTPYMEHT, amnmapar, nmpuoop, o0opyJoBaHUE, MaTEpHAT U MPOUYHE W3S
Mo CBOEMY (DYHKIIMOHAIRHOMY HA3HAYEHUIO W (WJIM) TPUHIMIY JAeHCTBUS
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HE MOTYT MPUMEHATHCS B MEAUIMHCKUX IEMIX U (WIM) He ABIAIOTCS
MEAUITMHCKUMH H3JICTUAMH. 3aKIIOUEHHE SKCIEPTHOTO YUPEKICHHUS O TOM,
YTO COJIEp)Kallliecss B TOCYJIapCTBEHHOM pEecTpe HWHCTPYMEHT, ammapar,
npubop, o6opyaoBaHME, MaTepuanl U I[pPOYMe U3AEIUid IO CBOEMY
(GYHKIMOHATIBLHOMY Ha3HAYEHUI0 U (MJIM) MOPUHIUIY JEUCTBUS HE MOTYT
OPUMEHATHCA B MEAMIIMHCKUX IENAX U (WIU) HE SBIAIOTCS METUIUHCKUMH
U3JIEUSIMU, TIPEACTABISIETCs (HAMPAaBIAETCS) OKCHEPTHBIM  YUPEKICHUEM
B PETHCTpHUPYIOUIMH opraH B TeueHue 10 paboumx AHEW cO IHA MOCTYIUICHUS
B OKCIIEPTHOE YUpEXKJCHHE COOTBETCTBYIOIIETO 3aJaHUS PETUCTPUPYIOIIETO
opraHa ¢ MPWIOKEHUEM JIOKYMEHTOB, COJAEpXAIIUXCS B PETUCTPAlMOHHOM
J10Che.

B ciaydae mocCTyIieHHMSS B PETUCTPUPYIONIUNA oOpraH 3aKIIOUYEHHS
HKCIIEPTHOTO YUPEXKJACHHS O TOM, UYTO HWHCTPYMEHT, ammapar, Ipudop,
o0opynoBaHue, MaTepual U IpPoOYMe U3ACIUA MOTYT IIPUMEHSITHCS
B MEIUIIMHCKUX ULENAX U (WIU) SBIATBCA MEIUIMHCKUM H3JEIHEM IOCIe
BHECEHUS HM3MEHEHHI B JIOKYMEHTBI, COJIep)Kallluecs B PETUCTPAllMOHHOM
nocbe, U (MWIM) O TOM, UTO pEIIeHHEe O HEBO3MOXHOCTH NPUMEHEHUS
B MEIUIMHCKUX LENsIX HHCTPYMEHTa, ammapaTa, Hnpudopa, oOopyJoBaHuS,
MaTepualla W TPoYUX U3AETUN U (MIM) HEBO3MOXKHOCTH HMX OTHECEHUS
K MEIUUMHCKUM  H3JeNUsIM NPUMEHUMO B  OTHOIIEHMU HE  BCEX
3apEeTUCTPUPOBAHHBIX  Mojelei (Mapok)  MEIUIIMHCKOIO U3JIenus,
PETUCTPUPYIONTUI OpraH JI0 MPUHATUA pellleHus o0 OTMEHE ToCyAapCTBEHHOU
perucTpalud METUIUHCKOTO U3JIENHS:

YBEJOMIISIET 3asBUTENS TOCPEACTBOM pPAa3MEIIEHUSI COOTBETCTBYIOIIETO
yBeJAOMIIEHUS B (pOpME DIEKTPOHHOTO JOKYMEHTa, MOANHCAHHOTO YCUJIEHHOMN
KBJTU(QUITUPOBAHHOM AIEKTPOHHOMN MOINHUCHIO YIIOJTHOMOYEHHOTO
JOJKHOCTHOT'O JIMIA, B DJIEKTPOHHOM KaOWHETE 3asBUTEINA, C IPUIOKEHUEM
3aKIIOYEHUS JKCIEPTHOTO  YUPEXKJEHHA O TOM, UTO COJAEpIKaIIUecs
B TOCYJapCTBEHHOM pPEECTpEe HUHCTPYMEHT, almapaT, npubop, oOOpyJoBaHUE,
MaTepUall U IpOoYMe H3AENHUS MO CBOEMY (DYHKIIMOHAIBHOMY Ha3HAUCHUIO
U (WIK) NPUHLUIY JeUCTBUS HE MOTYT MPUMEHATHCA B MEAMIIMHCKHUX ILIEIAX
U (WIK) HE SBISIOTCS MEIULIMHCKUMU U3JIEIUAMHU, O HEOOXOAUMOCTH BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJIepKallluecsl B PETUCTPAIIMOHHOM JOChE, B CPOK,
He mnpeBbimatomuii 180 pabouux gHEH co AHS HAMpaBleHUS YKa3aHHOTO
yBEJAOMIICHUS,

NPUHUMAET PEIICHUE O MPUOCTAHOBJICHUM JEUCTBUS TOCYAapCTBEHHOU
perucTpaliud MeAMIMHCKOTO u3aenus Ha 180 pabGoumx 1HeW co JHA
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HAIIpaBJICHUS YBEJOMJICHHS O HEOOXOAMMOCTH BHECEHHUsS U3MEHEHUH
B JJOKYMEHTBI, COJIEPKAIIUECS B PETUCTPAITMOHHOM JIOCHE;

€) OTCYTCTBUE BHECEHUS H3MEHEHUH B JOKYMEHTBHI, COJEpKalluecs
B PETUCTPAIMOHHOM JIOChE, TOATBEPKIAIONNE TTOJTHOMOYHUS YIIOJTHOMOUYEHHOTO
NpPeICTaBUTEINS MPOU3BOIUTENS (M3TOTOBUTENS) TI0 MPEACTABICHUIO HHTEPECOB
OpOU3BOAUTENA (M3rOTOBUTENS) W HECEHHIO OTBETCTBEHHOCTH B YacTH
oOpalieHuss MeJIUIIMHCKOTO M37enus Ha TeppuTopuu Poccuiickoit denepaiuuy,
B TOM YHCJIE [0 BOIPOCAM IIPOLIEIyp OLIEHKH COOTBETCTBHUSA U I'OCYIapCTBEHHON
perucTpamuu, NOpeAyCMOTPEHHBIX MNoAnyHKToM 'a" wim '"r" mynkra 111
HacTosiux [lpaBui, B cpok, He mpeBblmamomuii 90 pabounx aHeld co AHA
OKOHYAHUS CpoKa JEHCTBUSA COOTBETCTBYIOIIETO JOKYMEHTA, WU OTCYTCTBUE
B PETHUCTPAIlMOHHOM [IOChE CBEJACHHM O Ha3HAYEHUU YIOJTHOMOUYEHHOTO
NpPEICTaBUTENS MPOU3BOJAUTENS (M3TOTOBUTENS) B CPOK, HE MPEBBIMIAIONTUN
90 paGouux aHEN co JHSI BCTYIUIEHHS B CUJIy TpeOOBaHHM, MPEeayCMOTPEHHBIX
ab3a1ieM BTOpBIM IyHKTa 29 Hactosumx [IpaBui.

Jo mnpunsTus pemieHus o0 OTMEHE TOCY/JIapCTBEHHOM pPErHuCcTpaliu
MEIUIMHCKOTO U3JIeTUs B cllydae, MpPEeAyCMOTPEHHOM ab3alleM TMepBLIM
HACTOSIIIETO TMOJINYHKTa, PETHUCTPUPYIONINI OpraH NpPHHUMAET pelIeHue
O TIPUOCTAHOBIIEHUU JCUCTBUS TOCYAAPCTBEHHON PETUCTPAIIMM MEAUIIMHCKOTO
uzzienus Ha 90 paGounx qHEH cO JHS OKOHYAHUS CpPOKa JEUCTBHUS JIOKYMEHTA,
MIOJITBEPIKAIOIIETO IOJITHOMOYHS YTIIOJTHOMOUYEHHOTO IpeACTaBUTENS
NPOU3BOAUTENA (M3TOTOBUTENS) IO MPEICTABICHNUI0 HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENSA) W  HECEHUID OTBETCTBEHHOCTM B 4YacTU  oOpalieHus
MEJUITMHCKOTO U3/enus Ha Tepputopun Poccuiickoit denepaiiuu, B TOM YUCIIE
o0 BOMNpOCaM IMPOIEAYp OIEHKM COOTBETCTBUS H TOCYJIapCTBEHHOMN
pEerucTpaliud, WIA CO JIHA HCTEYEHHs] Cpoka, IPeaycCMOTpPEHHOro ab3alieM
BTOPbIM IyHKTa 29 HacTtoamux IlpaBun, ¢ OJHOBpEMEHHBIM YBEIOMJIEHHUEM
00 O3TOM BCeX YYacTHUKOB cdepbl oOpalleHHs MEAUIMHCKUX U3JIeTUN
NOCPEJCTBOM HH(MOPMAIIMOHHOTO THUChMa, pa3MENIaeMoro Ha OQUIHUAIBEHOM
caliTe perucrpupyromiero oprana B cetd "HHrepHeT", a Takke IOCPEICTBOM
ANEKTPOHHOTO KaOWHETa 3asBUTENS WIM ITyTeM HamNpaBlIEHUS MPOU3BOIUTENIO
(M3rOTOBUTENIO0) MEAUIIMHCKOTO U3JENHUs YBEIOMICHUS O HEOOXOJIUMOCTH
aKTyalnu3upoBaTh HHPOpMAIMIO 00  YNOJHOMOYEHHOM  IPECTABUTEIE
NPOU3BOAUTENS (U3TOTOBUTENIA);

) OTCYTCTBHE B pPEECTpEe 3aKIIOUECHUH O COOTBETCTBHU TpPeOOBaHUIM
K BHEJIPEHUIO, TOJJEP)KAHUIO U OIEHKE CHUCTEMBI YIPABIEHUS KauyecTBOM
MEIUITUHCKUX U3JIENNI CBEIEHUI O MPOBEACHHOM MEPUOIUUYECKOM (TIIAHOBOM)
WHCIEKTUPOBAHUU WU OTCYTCTBHE BHECEHHS W3MEHEHHUH B JIOKYMEHTHI,
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coJiepKalliecs: B pETUCTPAIIMOHHOM J0Ch€, B COOTBETCTBUU C MOJITyHKTOM "a"
nyHkTa 111 Hacrosmux IIpaBui B cpok, He mpeBbimaromuii 90 padouux aHei
CO JTHA OKOHYAHHUA CpOKa JEHCTBUA OTYETa O pe3yabTaTaX HHCIEKTHPOBAHUS
(mns  MEOUIMHCKUX U3JIeJUH, MPOLICANINX IEPBUYHOE HHCIEKTUPOBAHUE
NPOU3BOJCTBA, 32  MCKIIOYEHHEM  MEIUIIMHCKMX  M3JeIud  Kjacca
NOTEHIIMAIILHOTO PHUCKA IPUMEHEHUs | ¥ HECTEPHIIbHBIX MEAUIIMHCKUX U3/IETTUH
KJIacca TOTEHITMAJIBHOTO PUCKA MPUMEHEHHUS 2a).

Jo mpuHATHA pemieHHA 00 OTMEHE TIOCYJApCTBEHHON pPETUCTPALUU
MEIUITUHCKOTO HU3JEeNUs B cllydyae, MpPEeAyCMOTPEHHOM ab3alleM IepBbIM
HACTOSIIIETO TMOJINYHKTa, PETHUCTPUPYIONINM OpraH NpPHHUMAET peUIeHue
O TIPUOCTAHOBIIEHUU JCUCTBUS TOCYAAPCTBEHHON PETUCTPAIIMM MEAUIIMHCKOTO
uzsienuss Ha 180 pabouux AHEH cO JHS OKOHYaHUS CpoKa JEUCTBUS OTYETa
0 pe3ynbTaTax MHCIIEKTUPOBAHUS JUOO co AHS O(QOopMIEHHUS OTPULIATEIBLHOTO
3aKJIIOYEHUS TI0 UTOTaM MEPUOJNYECKOTO (IJIAaHOBOTO) WIIM BHEIIAHOBOTO
MHCIIEKTUPOBAHUS C OJHOBPEMEHHBIM YBEJOMIIEHUEM 00 3TOM BCEX YUACTHUKOB
cdepnl oOpallleHuss MEIUUHUHCKUX H3AENHUNA MOCPENCTBOM HH(DOPMAIIMOHHOTO
NUChbMa, pa3MeNIaeMoro Ha o(QUIMAIBbHOM CcailTe pPEerUCTPUPYIOIIEro opraHa
B cetu "HMHTepHeT", a TakKe MOCPEJCTBOM JIMYHOTO KaOMHETa 3asgBUTENS WU
NyTeM HaIpaBJEHUS NPOU3BOJUTENIO (M3TOTOBUTEIIO) U YHOJTHOMOUYEHHOMY
OPECTABUTENIO MPOU3BOAUTENS (M3TOTOBHUTENA) MEIUIIMHCKOTO —U3JEIUI
YBEJAOMIIEHUS O HEOOXOIMMOCTH NPOBEIEHUS NEPUOJUYECKOTO (TUIAHOBOTO)
WIM BHETUIAHOBOT'O UHCIIEKTHPOBAHHUS;

3) BBISIBJICHHE PETUCTPUPYIOMIUM OpraHoM (pakTa BHECEHUS H3MEHEHHU
B JJOKYMEHTBI, COJEpXKallhecsl B PETUCTPAIIMOHHOM JOCh€ Ha MPOTrpaMMHOE
obOecrieyeHHe C IPUMEHEHHEM TEXHOJOTUM HCKYCCTBEHHOTO HHTEIUICKTa,
ABJISIONIEECS ~ MEAMIIMHCKAM  U3JIEJIUMEM, [0  MNpPUYHUHAM,  OTIUYHBIM
OT MPEAYCMOTPEHHBIX TyHKTOM 135 Hactosamux [Ipasu;

1) HEeNpe/ICTaB/ICHHE B PETUCTPUPYIOIIHI opras oTueTa
N0 KIMHUYECKOMY MOHHUTOPUHTY MEIUIIMHCKOIO U3/ B COOTBETCTBUH
C MOPSJIKOM COOONIEHUS CyObeKTaMu OOpallleHus MEIUIIMHCKUX U3JIeTui
000 Bcex cllydasix BBIABICHHS TOOOYHBIX JIEHCTBHMA.

Jo mnpunsTus peimeHus o0 OTMEHE TOCY/IapCTBEHHOM pPErucTpaliu
MEIUIMHCKOTO HU3JIeNUs B cllydae, MpPEeAyCMOTPEHHOM ab3alleM TepBbIM
HACTOSIIIET0 TMOJINYHKTa, PETHUCTPUPYIONINM OpraH NpPHHUMAET peUIeHue
O TIPUOCTAHOBIIEHUU JCUCTBUSA TOCYAAPCTBEHHON PETUCTPAIIMM MEAUIIMHCKOTO
uzsienus Ha 30 paGounx gHEH cO AHS, YCTAHOBIEHHOTO MOPSAKOM COOOIICHUS
cyObekTamMu oOpalieHusi MEIUIIMHCKUX U3JeNINil 000 BCEX CIIydasix BBISBICHUS
noOOYHBIX JEUCTBUM € OJHOBPEMEHHBIM yBEJOMIIEHHEM 00 JTOM BCEX
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YYaCTHUKOB cdepbl oOpallleHHs MEIULUHUHCKUX HU3JEeTUH  TOCPEICTBOM
MH(GOPMAITMOHHOTO  MHCbMa, pa3MelaeMoro Ha oduiuagibHOM  caiTe
perucTpupymollero oprasa B cetH "HHTepHET', a Takke MOCpPEICTBOM
ANEKTPOHHOTO KaOMHETa 3asfBUTENS WIM IyTeM HaIpaBiIeHUS 3asiBUTENIO
yBEJAOMIIEHUS O HEOOXOJMMOCTH IPEACTABICHUS OTYETa MO KIMHUYECKOMY
MOHHUTOPUHTY MEJIUIIMHCKOTO U3JIENHS;

K) BBISIBIICHUE PETUCTPUPYIONIUM OpPraHOM HEJOCTOBEPHBIX CBEICHHM
B JOKYMCHTaxX, IIPEACTABICHHBIX 3asiBHUTEIEM B paMKax IIPOLEIYpPbI
roCcyapCTBEHHON PETUCTPAlUN METUITUHCKOTO U3/EIINS,

J) OTHECEHHUE paHee 3aperucTPUPOBAHHOIO MEAUIIMHCKOTO U3JEIHS
K 4YMCIIy MEAMIMHCKUX W3AENIN, MPEeIyCMOTPEHHBIX IYyHKTOM S5 dYacTH 5
ctathu 38 denepanbHoro 3akoHa "OO OCHOBax OXpaHbl 370POBbS T'paKJIaH
B Poccuiickoit deneparun’.

138. B 3asBmeHun 00 OTMEHE TOCYJAapCTBEHHON  perucTpanuu
MEIUITMHCKOTO HM3AENUA, MPEeAYCMOTPEHHOM moAmyHkToM "a" myHkra 137
HacTosux [IpaBui, yka3pIBaloTCs CIEAYIONINE CBEACHHUS:

a) HAUMEHOBaHUE MEJUIMHCKOTO W3JAeNus (C YyKa3aHUEM Mojelen
(Mapok) MEIUIIMHCKOTO M3JIedHsi, HUX CcOCTaBa U IPUHAJJIEKHOCTEH,
HEOOXOJUMBIX Il TMPUMEHEHHUS] METUITMHCKOTO H3JETUs WIH €ro Mojemei
(Mapok) 1o Ha3HA4YCHUIO (IIpU HATUYHH);

0) B OTHOIIEHUY TIPOU3BOJAUTENS (M3TOTOBUTENS) MEIUITUHCKOTO HU3EIHUS -
MOJTHOE U COKpallleHHOE (IIpY HalluYMu) HAaUMEHOBaHHUA (C TpaHCIUTepaluei),
OpraHu3allMOHHO-TIPaBOBas dopma, UACHTU(UKAIIMOHHBIN HOMED
HaJoromiaTenbpuka (Ipyd HAIMYKK), aJpec MecTa HaXOXKICHUS - [
IOpUANYECKOro Jiulia Wik (aMuiIus, HMs M OTYECTBO (IpU HAJIUYHUH),
PEKBU3UTHl JIOKYMEHTA, YJOCTOBEPSIONIET0 JHUYHOCTh, HACHTU(GUKAIIMOHHBIN
HOMEp HaJororviatenbliiuka (IpU HaTW4YUH), aJpec MeCTa >KUTEJIbCTBA - JUIS
¢dbu3nYecKoro Jula, 3apEerUCTPUPOBAHHOTO B KayeCTBE MHJIUBUIYaIBLHOTO
npeanpuHuMarens, a Takke HoMmep TenedoHa M aJpec ANEKTPOHHOM IMOYTHI
IOPUINYECKOTO JIHIa WIH (PU3UUECKOTO JIUIA, 3apETUCTPUPOBAHHOTO B KAUECTBE
UHAUBUIYAJTBHOTO TIPEANPUHUMATEIISA;

B) B OTHOIIEHUHM YIOTHOMOUYEHHOTO TNPEACTABUTENS MPOU3BOIUTENS
(M3roTOBUTENSA) - MOJHOE M COKpAaIllEHHOE (MpU HAIU4YMK) HAUMEHOBAHMS,
OpraHu3allMOHHO-IIPABOBAs dbopma, UACHTU(UKAITMOHHBIN HOMEP
HAJIOrOILIATENBIITNKA, aJIpeC MECTa HAXOXKICHUS - I IOPUANUECKOTO JTUIA UITH
bamunaus, UM M OT4YeCTBO (IIPU HATUUYMH), PEKBU3UTHI JTOKYMEHTA,
YAOCTOBEPSIOILETO JIUYHOCTS, UJICHTU(UKAIMOHHBII HOMEP
HAJIOTOINIATEIIBINKA, aJAPeC MECTa JKHUTEIbCTBA - A (DU3HUYECKOTO JIUIA,
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3apETUCTPUPOBAHHOTO B KAueCTBE WHAMBUIYATHHOTO MpPEANpPUHUMATENS,
a TaKXke HOMep TenedoHa U aPeC JIEKTPOHHOM MOYTHI KOPUIMYECKOrO JULA
Wi (PU3AYECKOTO JUIA, 3aPETUCTPUPOBAHHOTO B KA4YE€CTBE MHIUBUIAYATHLHOTO
npeANpUHUMATEIS,

r) JaTa TOCYJApCTBEHHOM  perucTpaudd  MEAMLMHCKOTO  M3IENHs
(BHECEHUS] M3MEHEHHM B JIOKYMEHTHI, COJAEpXKAIlMEeCs B PErHCTPAllMOHHOM
JI0OChE) U €r0 PErUCTPalMOHHBIA HOMED;

n) unpopmanuss O TPUUYMHAX [OJAa4h  3adBJICHUS 00 OTMEHe
rocyJapCTBEHHOM PErUCTpallMi MEIULIMHCKOTO U3EHS;

€) cBellcHus 00 OTBETCTBEHHOCTH 3asBUTENA 3a JOCTOBEPHOCTh
U UJICHTUIHOCTHh HHMOpMAaIiu, COepKaIIecsa B MPEICTABIEHHBIX JOKYMEHTAX
U 3asIBJICHUU 00 OTMEHE TOCYJJapCTBEHHON PErUCTPalliy METUITMHCKOTO U3/IEIHS.

139. 3agaBnenne 00  OTMEHE  TOCYAApPCTBEHHOW  perucTpauuu
MEIUIMHCKOTO U3JeNUs, MNPEeAyCMOTPEHHOe MOJANyHKTOM "a" myHkTa 137
Hactostmux [IpaBun, MoXkeT OBITh MOJIAHO YMOJHOMOYCHHBIM MPEICTAaBUTEIIEM
NPOU3BOAUTENA (U3TOTOBUTENIS) TPU OJTHOBPEMEHHOM BBINIOJTHEHUH CIEAYIOMINUX
YCJIOBUN:

a) HAIMYUME B PErUCTPALMOHHOM JOCh€ aKTYaJbHOTO JOKYMEHTA,
MOATBEPKJAOILETO MOJIHOMOYHUSI YINOJIHOMOYEHHOIO npeACTaBUTEIIS
NPOU3BOAUTENA (M3TOTOBUTENS) IO MPEICTABIECHUIO HHTEPECOB MPOU3BOIUTENSL
(M3roTOBUTENSA), HECEHHWI)  OTBETCTBEHHOCTH B  4YacTH  OOpallleHus
MEIMIMHCKOr0 U3Jenus Ha Tepputopuu Poccuiickoin denepannu, B TOM 4nCIIE
0 BOOpOCaM MpPOLEAYpP OLEHKA COOTBETCTBUS U T[OCYJAapCTBEHHOMN
perucTpanui, a TakKXke IO 3aBEPEHHI0 JOKYMEHTOB MPOU3BOJUTENS
(M3roTOBUTENSA), BCTYIHMBIIETO B CHJIY A0 O(OPMIEHHS COOTBETCTBYIOLIUX
JOKYMEHTOB, WJIX NMIPEACTABICHUE TAKOTO JOKYMEHTA B PErUCTPHPYIOLINN OpraH
B COOTBETCTBHM C TpeOoBaHWsSMU myHKTa 53 Hactosmux [IpaBum BmecTe
C 3asBiIeHHEM OO0 OTMEHE TOCYJapCTBEHHOW pETUCTpallud MEAUIIMHCKOTO
U3JIETUS;

0) Mpe/ICTaBICHUE B PETUCTPUPYIOIIUNA OpraH BMECTE C 3asiBICHHUEM
00 OTMEHE TOCYJapCTBEHHON  pEeTHCTpalMd  MEAMIIMHCKOTO  W3JIEIIHs
CIEAYIOIIUX IOKYMEHTOB:

MUCBMO  MPOU3BOJAUTENSN  (M3TOTOBHUTENS), MOATBEPKAAIOLIEE  €T0
HaMEpPEHUE OTMEHHTh TOCYAAPCTBEHHYIO PETHCTPALIMI0 MEAULMHCKOTO U3JIETUs
(B cimywae momaud 3asABIEHUS 00 OTMEHE TOCYJApPCTBEHHON pPETUCTpaIiuu
MEJIUIUHCKOTO H3JENUSA YINOJIHOMOYEHHBIM IIPEACTABUTENIEM IPOU3BOAUTENS
(u3roToBUTENA);

KON (komun) JTOKYMEHTA (TOKyMEHTOB), MOATBEPKAAKOIIETO
(MOATBEPKAALOLLIUX ) MOJTHOMOYHUSI  YINOJIHOMOYEHHOTO OpeACTaBUTEIIS
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NPOU3BOANUTENS (M3rOTOBUTENS) MO MPEICTABICHUIO HHTEPECOB NMPOU3BOIUTENS
(M3roTOBUTENISA), HECEHUIO OTBETCTBEHHOCTU B YacCTH OOpaIlleHUS] MEIUIIUHCKOIO
n3aenus Ha teppuropuu Poccuiickori denepanun, B TOM 4YHCIE MO BOIPOCaM
OpOLIEAYp OLEHKH COOTBETCTBHS U  TOCYAApPCTBEHHOW  PETHCTPALIMU
MEIUIUHCKOTO H3JeNMsA, a TaKXKe MO 3aBEPEHHUI0 JOKYMEHTa (JOKYMEHTOB)
MPOU3BOAUTENST (M3rOTOBUTENSA), BCTYMHUBIIETO (BCTYNMBIIMX) B CHIY JO
oopmiieHHUsT ~ COOTBETCTBYIOIIMX  JOKYMEHTOB (B Clydae  OTCYTCTBHUS
aKTyaJbHOTO JJOKyMEHTa B PETHUCTPAIIMOHHOM J10ChE) (JOKYMEHT (JOKYMEHTHI)
SABNSETCA (SABJSIOTCS) 00s3aTeNbHBIM (00A3aTEIBbHBIMU) JUISI WHOCTPaHHBIX
MPOHU3BOAUTENICH  (M3rOTOBUTENEH), OTEUECTBEHHBIMU  MPOU3BOJUTEISIMHU
(M3roTOBUTENSAMU) TPEACTABIAETCS (MPEACTABIAIOTCA) B Cllydae HaIU4Ms
YHOIHOMOUYEHHOTO MPEACTABUTENS IPOU3BOIUTENS (M3TOTOBUTEIS).

140.B cnyuae ecnu 3asgBiaeHue 00 OTMEHE TIOCYyAapCTBEHHOMU
pEerHcTpallid  MEIMUUHCKOrO  H3AENUs MPEACTaBIEHO C  HapyLIEHUEM
TpeboBanmii mnyHkTa 139 Hacrosmmx IlpaBmin, u (Wau) mOpencTaBICHHBIE
JOKYMEHTBHl O(OpPMJIEHBI C HapylUIeHUEM IIOJOKEHMH IyHKTOB 53 - 55
HacTosimx IlpaBun, w (M) B 3adBIeHMM 00 OTMEHE TOCYIapCTBEHHON
pErucTpalvyi MEAMLIMHCKOTO U3/1EUs U MPEICTAaBIEHHBIX TOKYMEHTAX yKa3aHbl
HEJOCTOBEpHbIE  CBEACHMUS, M (WIM) JOKYMEHTBI, NPEeLyCMOTPEHHBIE
nyHkToM 139 nHactostmmux [IpaBui, mpeacTaBieHbl HE B IOJIHOM OOBEME,
PETUCTPUPYIOLIUN OpPraH B TeUeHue 7 pabouux JHEH co JIHS NOCTYIUICHUS] TAKUX
3asBJICHUS U JTOKYMEHTOB MPUHUMAET PEIICHHE O NMPEKPAIEeHUN JajJbHEHIIero
pPacCMOTPEHHs] YKAa3aHHOTO 3asBJICHUS C MOTHBHPOBAaHHBIM OOOCHOBaHHEM
NPUYHH IPUHATHS TaKOTO PEIICHUS.

141. Peructpupyromuii opran B TedeHue 7 pabounx IHEH co IHA
HACTYIUIEHHUS! OJTHOTO U3 CITy4aeB, YKa3aHHbIX B MyHKTe 137 HacTosmux [IpaBun:

a) IPUHUMAeT pelieHne 00 OTMEHe TrOCYJapCTBEHHOM pPEerucTpanuu
MEJUIUHCKOTO U3EIUS;

0) BHOCUT 3amMch 00 OTMEHE TOCYAapCTBEHHOW  perucTpauuu
B F'OCYAPCTBEHHBIN PEECTP;

B) HHPOPMUPYET 3asBUTENs 00 OTMEHE rOoCyAapCTBEHHOM pPETrHUCTpaluu
METUIUHCKOTO U3IENUS IYTEM Pa3MEIIEHUs] COOTBETCTBYIOUIETO YBEAOMICHUS
B (¢opMe  3JNEKTPOHHOIO  JOKYMEHTa,  MOIMHUCAHHOTO  YCWIEHHOH
KBATH(PULIUPOBAHHOM DIIEKTPOHHOMU MOJIUCHIO YIIOTHOMOYEHHOTO
JOJHKHOCTHOTO JIMIIA, B €IUHOM JIMYHOM KaOWHETE 3asABUTENS U 3JIEKTPOHHOM
KaOWHETE 3asIBUTETIS.




[TPMJIOKEHHUE
K [IpaBunam rocyrapcTBeHHON
perucTpaluy MEIUUUHCKUX U3AeTTNN

(bopma)
MunucrtepcTBo 3apaBooxpaneHus Poccuiickoit Penepanuu
COBET 110 O3THUKE
[ara npoBeneHus 3acelaHus CoBeTa 1o ITUKe ' " 20 T
JAKJIOYEHUE
00 3TH4YeCKOoii 000CHOBAHHOCTH NMPOBEICHUA
KJIHMHUYECKUX HCIIBITAHAN METHIIUHCKOT 0 U3/1eJ U
Ne or" " 20 T

1. HaumeHnoBaHue MEIULIMHCKOIO W3EIIHSA (c YKa3aHUuEM

MPUHAICKHOCTEH, HEOOXOMMMBIX I MPUMEHEHHS MEAUIIMHCKOTO H3SIHUs
110 Ha3HAYCHHIO)
2. Ilpon3BoauTeIh METHIIMHCKOTO M3STUS

(momHOE ¥ coKpauieHHOe (TIPH HATHIHH)

HaHMEHOBaHUS, OPraHH3aHOHHO-IPaBoOBast $opMa IPHIUIESCKOTO JIULA, aAPec ero MeCTa HaX Oy ICHHUS HITH
(hamMuTus, IMA ¥ OTYECTBO (TIPH HANWYHH), aIpec MECTa KUTEIBCTBA (PH3NUIECKOTO JIHIA, 3apCTHCTPHPOBAHHOTO
B Ka4eCTBE HHAUBHAYAIHHOTO HPESANPHHUMATEIS)

3. 3agBHUTEND
4. Pemienue:

(yka3pIBaroTCA CBEACHUS 00 ITHUECKOH 00OCHOBAHHOCTH IIPOBCICHHS

KIMHAYECKUX HCIBITAHUN MECOUIHUHCKOI'O U3ACIINA, IPUYIHHBL

IIpY IPUHATHU PECIICHU O HCBO3MOKXHOCTU ITPOBEACHUA KIIMHUYICCKUX

HCIIBITAHUE MEANIIHHCKOTO U3IEIIH)

IIpencenarens coBeta

(p.m.0.) (moammuch)

DKCHepThl

(p.m.0.) (ToamuCh)




IMTPMJIOXKEHUE

K nocraHoByieHuto [IpaBurenscTBa
Poccuiickon ®enepannu
oT 30 Hos0ps 2024 r. Ne 1684

IIHEPEYEHD

yrpaTuBux cuiy akros IlpaBurennscrBa Poccuiickon @exepauuu

1. IlocTanoBneHue [IpaBuTenscTBa Poccuiickoi ®denepanuun
ot 27 nexabps 2012 r. Ne 1416 "O6 yrBepxknennu [IpaBun rocymapcTBeHHON
peructpanun  MenunuHckux — m3Aenui"  (CoOpaHue — 3aKOHONATETHCTBA
Poccuiickoit @enepanuu, 2013, Ne 1, ct. 14).

2. IlocTaHoBieHue [IpaBuTenscTBa Poccuiickoi denepanun
or 17 oktsa6ps 2013 1. Ne 930 "O BHeCeHMHM H3MCHCHHMH B IOCTAHOBJICHHUC
[IpaButenscTtBa Poccmiickoit @enepanuu ot 27 nexabps 20121, Ne 1416"
(Cobpanue 3axkononatensctBa Poccuiickoit @enepanmu, 2013, Ne 43, cr. 5556).

3. Ilocranosnenue IlpaButenscrBa Poccuiickoit @enepanuu ot 17 urons
2014r. Ne 670 "O BHeceHun wusMeHenuil B IIpaBuna rocyaapcTBEHHOU
peructpanun  MenunuHckux — m3aenui"  (CoOpaHue — 3aKOHONATETHCTBA
Poccuiickoit @enepainuu, 2014, Ne 30, ct. 4310).

4. IlocTtaHoBiieHUE [IpaBuTenscTBa Poccuiickoi denepanun
or 10 derpans 2017 r. Noe 160 "O BHeceHMH HW3MEHEHHH B IOCTAHOBJICHHUC
[IpaButensctBa Poccuiickoit ®enepammmu ot 27 nexabps 2012 1. Ne 1416"
(CobOpanue 3axkononarensctBa Poccuiickoit @enepanmu, 2017, Ne 8, cT. 1233).

5. IlocranoBnenue IlpaButennctBa Poccuiickoinr @eaepanuu ot 31 mas
2018 . Ne 633 "O BHeceHun wu3MeHenuit B IlpaBuna rocyaapcTBEHHOU
peructpanun  MenunuHckux — m3Aenui"  (CoOpaHue — 3aKOHONATETHCTBA
Poccuiickoit @enepanum, 2018, Ne 24, ct. 3523).

6. Ilocranosnenue IlpaBurensctBa Poccuiickoit @eaepanuu ot 18 mapra
2020r. Ne299 "O BHeceHun wu3sMmMeHenuit B IIpaBuna rocyaapcTBEHHOU

peructpanun  MenunuHckux — m3Aenui"  (CoOpaHue — 3aKOHONATETHCTBA
Poccuiickoit @enepanuu, 2020, Ne 12, ct. 1792).



7. IlocTanoBieHue [IpaBuTenbcTBa Poccuiickoi denepanuu
or | ceutabps 2020 r. Ne 1335 "O BHeceHHMM H3MEHEHUS B IYHKT 2
IIpaBui roCyJIapCTBEHHOM perucTpanuu METUIIMHCKHUX u3ennin”
(Cobpanue 3akonoaatenscTBa Poccutickoit denepanun, 2020, Ne 36, ct. 5637).

8. IlocTanoBienue [IpaBuTenbcTBa Poccuiickoi denepanuu
or 24 nos6ps 2020r. Ne 1906 "O BHecenuu wusmeHeHuit B IlpaBuia
rOCyJapCTBEHHOM  peructpauun  MeaunuHckux — m3genuit”"  (CobOpaHue

3akoHogaTenbcTBa Poccuiickoit ®enepanun, 2020, Ne 49, ct. 7897).




YTBEPKIEHBI

nocraHoByeHueM lIpaBurenbcTBa
Poccuiickon ®enepannu
oT 30 HOs10pst 2024 1. Ne 1684

U3IMEHEHMNA,

KOTOpbIe BHOCATCA B aKkThl IIpaButenbcrea Poccuiickon Menepanuu

1.B  nocranosnenun IIpaBurensctBa  Poccuiickon — Denepanuun
ot 31 nekabpsa 2020 r. Ne 2467 "OO yTBEpKAEHUM NEPEUYHS HOPMATUBHBIX
MPaBOBbIX AKTOB W TPYNI HOPMAaTUBHBIX IPABOBBIX akTOB IIpaBuTENbCTBa
Poccniickout @epepanmy, HOPMATHBHBIX IIPABOBBIX AKTOB, OTHAEJBHBIX
MOJIOXKEHUI HOPMAaTHUBHBIX MPABOBBIX aKTOB WM I'PYII HOPMATUBHBIX NPABOBBIX
aKTOB (erepa’bHbIX OPraHOB HCIOJIHUTENBHOW BJIACTH, MPABOBBIX AaKTOB,
OTIEIABHBIX [OJOXEHUH TMPAaBOBBIX AaKTOB, TIPyNIl MPaBOBBIX  AaKTOB
WCIIOJIHUTENBHBIX W PACIOPSAUTENBHBIX OPraHOB TIOCYAapCTBEHHOM BIACTH
PCOCP wu Cowza CCP, pewenuidi locynapcTBeHHOM — KOMHUCCUU
M0 paguoyacToTaM, COJEp)KalMX o0s3aTeNbHbIE TpeOOBaHMs, B OTHOIICHUU
KOTOPBIX HE NPUMEHSAIOTCA IOJNOXKeHus 4acre 1, 2 wm 3  crareu 15
®enepanpHoro 3akoHa "OO6 oOs3arenbHBIX TpeboBaHusAx B Poccuiickoit
®enepanuu”"  (CobOpanme  3akoHOmaTenbcTBa  Poccuiickont  denmeparumy,
2021, Ne2, cr.471; 2022, Ne 23, ct.3785; 2024, Ne25, cr.3505; Ne 33,
cT. 5163; Ne 38, c1. 5651; Ne 40, c1. 5981; Ne 42, c1. 6257; Ne 44, cT. 6619):

a) B myHkTe 10 mudpst "637," UCKITIOUNTS;

0) B nepedyHe HOPMATHBHBIX MPABOBBIX aKTOB M TPyHI HOPMAaTHUBHBIX
npaBoBbIX akToB IIpaButensctBa Poccuiickorn dPenaepauny, HOPMATUBHBIX
MPaBOBBIX AKTOB, OTAEJIBHBIX IIOJOKEHHM HOPMATUBHBIX IPAaBOBBIX AaKTOB
W Tpynnm  HOPMAaTHUBHBIX  IPABOBBIX  akTOB  (peAepalbHBIX  OpPraHOB
VICIIOJIHUTEJbHON BJIACTH, NMPABOBBIX aKTOB, OTAEJIBHBIX MOJO0KEHHU NPaBOBBIX
aKTOB, IPYIII MPABOBBIX AKTOB UCIIOJIHUTEIBHBIX U PACIIOPSAUTENBHBIX OPraHOB
rocyaapcteeHHoil Biractu PCOCP u Coroza CCP, pewennii I'ocynapcTBeHHOR
KOMUCCHHM 1O paJno4acTOTaM, COJAEpXKaluX oOs3aTeNnbHble TpeOOBaHHUA,
B OTHOILLEHHH KOTOPBIX HE IPUMEHAIOTCA NOJIOKeHNs yacte 1, 2 u 3 cratbu 15
®enepanpHoro 3akoHa "OO6 oOs3arenbHBIX TpeboBaHusAX B Poccuiickoit
®enepanuu”, IyHKT 637 UCKIIOYNT.



2.B abzame BTOpoM IIyHKTa 6 H3MEHEHHH, KOTOpPhIE BHOCATCSH
B mnocrtaHoBiieHue IlpaButenncTtBa Poccuiickoit ®epepamuu ot 31 nekadbps
2020 1. Ne 2467, yTBEp)KIEHHBIX MOocTaHOBIEHUEM [IpaBuTenscTBa Poccuiickoi
®enepanuu oT 12 utona 2024 r. Ne 792 "O BHeceHUU M3MEHEHUUM B HEKOTOPHIE
akThl IlpaButennctBa Poccuiickoit deaeparuu" (CobpaHue 3aKOHOIATEIbCTBA
Poccuiickoit @enepanun, 2024, Ne 25, ct. 3505), uudpst "637," HCKIIOUUTS.




