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NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NOCTAHOBIJIEHUE
o1 30 Hos6psa 2024 r. N 1684

OB YTBEPXXOAEHWUN NPABMUII 5
rocyaAPCTBEHHOU PETMCTPALUN MEOULIMHCKUX U3OENUN

CHHCOK M3MEHSIOIINX TOKYMEHTOB
(B pen. ITocranosnenuii [IpaBurensctea PO ot 30.11.2024 N 1684,
or 13.08.2025 N 1206, ot 27.10.2025 N 1670, ot 30.12.2025 N 2214)

IIpaBurenscTBO Poccuiickoin denepanyu NOCTaHOBIISAET:

Koncynprantllnroc: npumeyanue.
I1. 1 pgeiictByet o 31.12.2028.

1. YTBepauTh npunaraemsie [IpaBuia rocyaapcTBEHHOM pErucTpalud MEAUIIMHCKUX U3/IEIUN.

Koncynsrantllntoc: npumeuyanue.
I1. 2 mevictByer no 31.12.2028.

2. TocynapcTBeHHass perucTpauuss MEAMLIMHCKUX W3A€IHid, B TOM 4HCIE€ TOCYAapCTBEHHAas
perucrpanusi MEIUUUHCKAX HM3IENUN C HU3KOW CTENEeHbI0 MOTEHUUAIBHOIO PHCKAa MX MPUMEHEHHUs, B
OTHOILIEHUU KOTOPBIX YCTAHOBJIEHBI OCOOCHHOCTH rOCY/IapCTBEHHON pErucTpaly, BHECEHUE U3MEHEHU I
B JIOKYMEHTBI, COJEp’Kalllecss B PETUCTPALMOHHBIX JOChE€ HAa MEIUIMHCKUE HW3JIENHsl, 3asBIICHUS O
KOTOpBIX TpejacTaBieHbl B DenepaibHylo ciayxkOy Ho Hag3opy B cdepe 3ApaBOOXpaHEHHUS 10 JHS
BCTYIUICHUSI B CHJIy HACTOSILEro MOCTAHOBJIEHUS, OCYIIECTBIISIIOTCS B COOTBETCTBUU C TPeOOBaHUSIMU
MIPAaBUJ TOCYIaPCTBEHHON pEerucTpalvyi MEAULIUMHCKUX W3JeNuil, 1eiCTBOBABIINX /10 THS BCTYIUICHHS B
CHJTY HaCTOSIILEr0 MOCTAHOBJICHUS.

PerucrpaniuoHHbIE  yIOCTOBEPEHMSI, BBIIAHHBIE HA MEIUIMHCKUE H3JEIHs, IPOIIEIIINE
rOCy/IapCTBEHHYIO PErucTpaliio Ha OCHOBAHUU 3asBIIEHUS, IPEJCTaBICHHOr0 B defepanbHyIo CIyK0y
10 HaJ30py B cepe 3ApaBOOXpaHEHHUs JI0 JAHS BCTYIJICHUS B cuily [IpaBui, yTBEp>KACHHBIX HACTOSIIUM
MIOCTAHOBJIEHUEM, JEUCTBYIOT [0 BHECEHHS H3MEHEHUH B CBEIEHUS, COJEp)KAlllMecss B PEecTPOBOM
3allUCH TOCYJApCTBEHHOIO peecTpa MEIAMIMHCKUX W3JeNUd M OpraHu3anuil  (MHIUBUAYaTIbHBIX
MpearpUHUMATENEH ), OCYIIECTBISIONUX TPOU3BOJICTBO U U3TOTOBICHHE MEAUIIMHCKUX HU3/IETHH.

3. MeauuuHCKIE OpraHu3allii, COOTBETCTBYIONIME TPEOOBAHUSIM K MEIUIIMHCKHM OPTaHU3aIUsM,
MPOBOMSAIIUM KIMHUYECKHUE HWCIBITAHUS MEIUIMHCKUX W3JEINi, YTBEPKICHHBIM B YCTaHOBJICHHOM
MopsiIke, U TMOATBEPJMBIINE Takoe cooTBeTcTBUE 10 | mapra 2025 1., yBemomusitoTr DenepanbHyIO
ciyk0y 1o Hazi3opy B cdepe 31paBOOXpaHEHUs! OCPEICTBOM HANpaBJiIeHUs MHUChMa B a/Ipec YKa3aHHOU
Cnyx0bl (Ha OyMa)kHOM HOCHUTEJE HEMOCPEJCTBEHHO, WM 3aKa3HBIM TOYTOBBIM OTIIPABICHHEM C
YBEJIOMJICHEM O BpYYCHHH, WIM B (OpME DIIEKTPOHHOTO JIOKYMEHTA, IOJMUCAHHOTO YCHUJICHHOU
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MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

KBaJIM(UIIMPOBAHHOW 3JEKTPOHHOW MOAMUCHIO MM YCHUJICHHOW HEKBAIM(UIIMPOBAHHOM >JIEKTPOHHOMN
HOJIUChI0, CEpTU(UKAT KJOoYa IPOBEPKHM KOTOPOM CO3[JaH W MCIOJB3YyeTCs B HH(PACTPYKTYpe,
obecrieunBaomeil WH(MOPMAIIMOHHO-TEXHOJIOTMYECKOE B3aUMOACHCTBUE HH(OPMAIIMOHHBIX CHCTEM,
UCIOJIb3YEMBIX U IPEJOCTaBICHHUS T'OCYJapCTBEHHBIX M MYHULUNAIbHBIX YCIYr B DJJIEKTPOHHOU
¢dopme, B ycranoBieHHoM [IpaBurensctBom Poccuiickoit @enepanun mopsake, Ha 3JIEKTPOHHBIA aapec
denepanbHOl CITy)ObI 110 HAA30pY B chepe 3npaBooxpaneHus) 10 1 ceHTsaops 2025 r. 0 COOTBETCTBUU
TpeOOBaHUSAM, YCTAaHOBICHHBIM MOAIMYHKTOM "e" myHkTa 6 u (wim) noamynkrom "a" mynkra 7 IlpaBu,
YTBEPKIACHHBIX HACTOSIIIIUM ITOCTAHOBJICHHEM.

4. Ilpusnars yrpatuBmuMu cuity akTel llpaBurensctBa Poccuiickoii ®epepanuu 1o NEpEeyHIO
COIVIACHO NPUJIOKEHUIO.

5. YTBepauTh NpuiaraeMble U3MEHEHMs, KOTOpbIe BHOCATCS B akThl [IpaBurenscrBa Poccuiickoi
®enepanuu.

Koncynprantllnroc: npumeyanue.
I1. 6 neiictByet o 31.12.2028.

6. Peanu3zanus moJHOMOYMi, MPEIyCMOTPEHHBIX HACTOSAILIUM MOCTAHOBJIEHHUEM, OCYIIECTBISETCS
@denepanibHO  cy)00K TIO Ham30py B cdepe 3ApaBOOXpaHEHUs B MpeAesiaX YCTAHOBICHHOU
[IpaButensctBOoM Poccuiickoii ®Dexnepanuyl MOpeAeNbHON YHUCICHHOCTH €€ paOOTHUKOB, a TaKke
OIOJDKETHBIX AaCCHUTHOBAaHWH, NpPEAyCMOTpeHHBIX @DenepanbHON ciayx0e 1o Ham3opy B chepe
3/IpaBOOXpaHEHUS Ha PyKOBOJICTBO U yIIpaBJieHUE B chepe YCTAHOBIECHHBIX (DYHKIIHIA.

n.n

7. HacTosee noctaHoBlieHHE BCTynaeT B cuity ¢ 1 mapta 2025 r., 3a UCKITIOYEHHEM TOJITYHKTA e
nyHkta 137 IlpaBui, yTBEp)KICHHBIX HACTOSIIMM IOCTAHOBJICHMEM, KOTOpBIH BCTymaeT B cuiy C 1
ceHTs0ps 2026 T.

(B pen. Iocranosnenus IpaButensctBa PO ot 13.08.2025 N 1206)

[Tynkter 1, 2 m 6 HacTosmIero TOCTaHOBJIECHUs U [lpaBwiia, yTBEpXKIEHHBIE HACTOSIINM
MOCTAaHOBJICHHUEM, JIeHCTBYIOT 10 31 nexabps 2028 r., 3a uckimoueHreM myHkToB 63, 87 u 101 yka3aHHbIX
[IpaBui, xoTopsie AeiicTBytoT A0 31 nexadps 2025 r.

(8B pen. IlocranoBnenus IlpaButenscrBa PO ot 30.12.2025 N 2214)

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit @enepanuu
M.MHUITYCTUH

YTBepKICHBI

nocranoBieHueM [IpaButenbcTBa
Poccuiickoit denepanuu

ot 30 Hos1Opst 2024 1. N 1684

www.consultant.ru CrpaHuua 3 n3 69
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=512376&date=15.02.2026&dst=100006&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=523794&date=15.02.2026&dst=100005&field=134&demo=2
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NPABUIIA FOCYOAPCTBEHHOW PErMCTPALUN MEAULUWHCKUX U3OENUIA

CHucoK M3MEHSIONUX TOKYMEHTOB
(B pen. ITocranosnennii [IpaButenscrBa PO ot 30.11.2024 N 1684,
ot 13.08.2025 N 1206, ot 30.12.2025 N 2214)

|l. O0owme nonoxeHus

1. Hacrosimue IlpaBuna ycTaHaBiIMBarOT MOPSAOK FOCYJIapCTBEHHOM PETHCTPAllMd MEIULUHCKUX
W3JICIIHH, TOAJIeKAIUX OOpalmieHn0 Ha Tepputopuu Poccuiickoii Deneparnuu (anee - MEAHIIMHCKHE
W3/ICTINsA).

2. TocymapcTBEHHOW perucrpalu MOJuIekaT JoOble HWHCTPYMEHTHI, ammapaTsl, HpHOOpHI,
o0opy/Jl0BaHUE, MaTepUaibl U MPOUYNe U3/ENus, IPUMEHSIEMble B MEIUIMHCKUX LIENAX OTAEIbHO WU B
COYETaHUH MEXIy co0OH, a TakkKe BMECT€ C APYTUMH TNPHHAUICKHOCTSIMH, HEOOXOIUMBIMHU IS
IIPUMEHEHMsI yKa3aHHbIX U3/IeNIUil 110 Ha3HAYEeHHUIO0, BKJII0Yas CIIeLUaIbHOE IPOrpaMMHOE oOecrieueHue, u
npeJHa3sHauYeHHbIE MPOU3BOAMUTENEM (M3TOTOBUTENEM) I NPOQPMIAKTUKH, JUATHOCTUKH, JICUCHUS W
MEJIULMHCKON peadunuTtanuy 3a00jieBaHUM, MOHUTOPUHIA COCTOSIHUS OpPraHU3Ma YeJIOBeKa, IPOBEACHUS
MEIUIMHCKUX UCCIIEI0BAaHUI, BOCCTAHOBIICHUS, 3aMEILIEHNS, N3BMEHEHNSI aHATOMUYECKON CTPYKTYpPBbI WM
¢usnonornyeckux (QyHKUMH oOpraHu3Ma, MpelOTBpAIlEHUS WJIM IpepblBaHUS OEpeMEHHOCTH,
(GyHKIMOHATBPHOE  HAa3HAYCHHE  KOTOPhIX  HE  peainm3yercss myTeM  (apMakoJIOTHYECKOro,
MMMYHOJIOTHYECKOT0, TeHETHYECKOr0 WM METa0O0IMUECKOro BO3/IeHCTBUS HA OPraHU3M YeJIOBEKa.

Ha reppurtopun Poccuniickoit denepanuy He pEruCTpUPYIOTCS MEIUIIMHCKUE U3/1EUs, YKa3aHHbIE B
gactu 5 crateu 38 dexepanpHoro 3akoHa "OO OCHOBaX OXpaHbl 37J0pOBbs TpakaaH B Poccuiickoit
Oenepanun".

3. l'ocynapcTBeHHas perucTparus MeIUIIMHCKUX H3Aenuit ocyiiecTBiseTcs denepanbHoil cmykO0i
o HaA30pYy B cdepe 3apaBooXpaHeHus (Jajiee - PETUCTPUPYIOIIUM OpPTaH).

4.B HaCTOAIINX HpaBI/IJIaX HCIOJIB3YIOTCA CIICAYIOIUC OCHOBHLIC TTOHATHUA:

"0€e30MacHOCTh MEIUIIMHCKUX H3JENUH" - OTCYTCTBHE HEAONMYCTHUMOIO PHUCKA, CBSI3aHHOTO C
NPUYMHEHUEM Bpe/ia )KU3HHU, 3J0POBBIO YEJIOBEKA U OKpYXKarolleil cpene;

"MoKazaTeNbHbIe MaTepHalibl MPOU3BOAUTENS (M3TOTOBUTENSI) MEAMIIMHCKOTO u3menus' -
J0Ka3aTeNbHbIE MaTepuaibl (JOKYMEHTBI) MPOU3BOIUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO U3ACTUS WIIH
WHOW OpraHM3allid, COJEep)Kalllie pe3yJdbTaThl HCIBITAHUA B IENIAX OINpEeACICHHs] KadecTBa U
0€30MacHOCTH MEIUIIMHCKOTO W3JeTHs, COOTBETCTBHS €ro XapaKTepUCTHK (CBOMCTB) TpeOOBaHUSIM
HOPMATHUBHON JOKYMEHTAI[UU, TEXHUYECKOW U JKCIUIyaTal[AOHHOW JOKYMEHTAllUW TPOU3BOJIUTEIIS
(M3roTOBUTENS) U (MIU) UCCIEAOBAHUMN C IENIbIO OIEHKH OMOIOTUYECKONM 0€30MacHOCTH MEAUIIMHCKOTO
W3/IeNns, a TaKkke OOOCHOBaHWE BBIOPAaHHBIX METOIOB, WX BAJIMJIHOCTH, IIO3BOJISIONINE OICHUTH
MpUMEHsIEMbIE METOBI (METOAMKH) U TIEPEUEHb MCIIOIh3YEMOT0 UCTIBITATEILHOTO 000PYI0OBaHUS;

"3asgBUTENB" - MPOU3BOAUTENH (M3TOTOBUTENb) MEIUIUHCKOTO W3JIENHs WIH YHOJTHOMOYEHHBIN
IIPEICTaBUTEND IPOU3BOUTEINS (M3TOTOBUTEIA);
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MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

"eNMHBIA JTUYHBIN KaOWHET 3asBHUTENs" - MOJCHUCTEMA EAWHOTO JIMYHOTO KAaOWHETa 3asBUTENS B
(dbenepaibHONM rocynapcTBeHHOH uWHMoOpManmoHHoW cucteme "EmuHbIil mopTan TocyaapCTBEHHBIX U
MYHUIUOATBHBIX yeryT (QyHKImii)";

"eIMHBIN TUYHBIA KAaOMHET MEIMIIMHCKON OpraHu3aiuu’ - moJICUCTeMa €IMHOTO JIMYHOTO KaOMHETa
MEIUIIMHCKOW OpraHu3anuu B (QenepalbHON rocymapcTBEHHONW WH(GOpMAMOHHONW cucteme "EnuHbIii
MOPTaJI TOCYAAPCTBEHHBIX U MYHHUITUNAIBHBIX YCIyT (QyHKIHN)";

"KauecTBO MEIUIIMHCKOTO H3JeHs" - COBOKYIMHOCTh CBOWMCTB U XapaKTEPUCTHK MEIUIIMHCKOIO
W3JIeusl, BIAMSIIOIIMX Ha €ro CIoCOOHOCTh JEMCTBOBAThH MO HA3HAYEHHUIO MPU YCIOBUU COOTBETCTBUS
TpeOOBaHUSAM HOPMATHBHOW JIOKYMEHTAIIMHM, TEXHUYECKOW U OSKCIUTyaTallMOHHOW JIOKYMEHTAIUH
npousBoauTens (u3roroButens). [lon Ha3HaueHMEM MEIULMHCKOTO HW3JENHsl TMOHUMAETCs pEelICHHE
MPOU3BOIUTENS] (M3TOTOBUTENS]) B OTHOIICHUH IIEJIEBOTO KCIOJB30BAaHUS MEIUIIMHCKOTO W3/CIHs,
OCHOBaHHO€ Ha €ro crnenu(puuecKux CBONCTBAX, 0OECHEUMBAIONINX JOCTHKEHHE IeJed MEeIULIUHCKOTO
MPUMEHEHHUS, U OTPAKEHHOE B TEXHUYECKOM M HKCIUTyaTallMOHHOW JOKYMEHTAIMH MPOU3BOJIUTEIS
(M3roTOBUTEINS);

"KIIMHUYECKHE UCTIBITaHUs" - pa3pab0TaHHOE U 3allJIJaHUPOBAHHOE CUCTEMATUYECKOE HCCIIEI0BaHuUE,
IPEINPUHATOE B TOM YUCIIE C YyYaCTHEM YeJIOBEKa B KauecTBE CYOBEKTa, JJIS OLIEHKU O€30MacHOCTH U
3¢ (HEKTHBHOCTU MEIUIIMHCKOTO U3ICITHUS;

"Mozaenb (Mapka) MEAMIIMHCKOTO H3JeNusA" - BapUaHT MCIOJHECHHUS MEIUIIMHCKOTO H3Jeus,
XapaKTEPUIYIOUIUICS OMPEIeTICHHBIMU KOHCTPYKTUBHO-TEXHOJIOTUYECKUMH PEUICHUSIMHA U KOHKPETHBIMU
3HAYEHUSIMU MOKa3aTeNel ero 1eneBoro (pyHKIHOHAIBHOT0) Ha3HAUCHUS;

"HOpMaTUBHasl JTOKyMEHTalUMs" - JOKYMEHT, pPErIaMEeHTUPYIOLUN TpeboBaHus O€30MacHOCTH,
KayecTBa, a TaKkKe IMpeanojaraeMyo 3((eKTHBHOCTh IMPEIyCMOTPEHHOTO NPUMEHEHUS U METOMbI
KOHTPOJISI COOTBETCTBHUS MEAMIIMHCKOTO U3/AeNus 3TUM TpeboBaHusM. CocTaB CBEIEHUMN, YKa3bIBAEMBIX B
HOPMAaTUBHOM TOKyMEHTALlUH, YTBEPKIAETCSI pETUCTPUPYIOLIMM OPTraHOM;

"MPUHAUISKHOCTE" - H3JeNHe, HE SBISIONICeCS MEIUIIMHCKUM W3JCIIUEM, OIpPEACIIEHHOE €ro
MIPOU3BOJUTENEM /I COBMECTHOTO MPUMEHEHUS C OJHUM WM HECKOJIbKUMH MEAUIIMHCKUMH U3AETUAMU
HpI/I HCITIOJIB30BAaHUHN B COOTBETCTBUU C UX HA3ZHAUYCHUEM,

"mpou3BOUTENb  (M3TOTOBUTENb) MEIUIMHCKOTO M3Aenus’ - OpUAMYECKOe JIMLIO MU
3apCruCTPUPOBAHHOC B KadyeCTBEC HHIUBUIYAJIbHOT'O OpeAIpPUHUMATEIA (1)H31/I‘-I€CKO€ Juno,
OTBETCTBEHHBIE 3a pa3pabOTKy M U3rOTOBJICHUE MEIUIIMHCKOTO U3/IENNs, AETAIOLIUe er0 JOCTYIHBIM JUIs
UCIOJIBb30BAaHUS OT CBOETO UMEHHM HE3aBUCUMO OT TOT0, pa3paboTaHO U (MJIM) U3TOTOBIEHO MEIULMHCKOE
U3JeNue 3TUM JIMLOM WM OT €ro MMEHH JAPYI'MM JIMIIOM (JIMIaMHu), U HECyIIHe OTBETCTBEHHOCTH 3a
0€30MacHOCTb, KauecTBO U A((HEKTUBHOCTh METULIMHCKOTO U3/,

"IPOM3BOJICTBEHHAs IIOLIAKA" - TEPPUTOPUAIBHO 000COOTIEHHBIH KOMIUIEKC, MpeIHa3HAueHHbINH
JUISL BBITIOJTHEHUSI BCETrO IpoIlecca IMPOU3BOJACTBA MEAMIIMHCKOTO H3JENHSI WU €ro ONpelleleHHbIX
cranuil. [lon onpeneneHHBIMU CTaIUAMU TPOU3BOJCTBEHHOTO MTPOLIECCA TTIOHUMAIOTCS:

M3TOTOBJICHHE BCETO MEIUIIMHCKOTO U3/IETHUS UK €T0 OCHOBHBIX OJIOKOB, KPOME OCHOBHBIX OJIOKOB,
SIBJISIFOIIUXCS MEAUUMHCKUMHU U3IEIUAMH, 3aPETMCTPUPOBAHHBIMU B YCTAHOBJICHHOM IIOPSJKE Ha
tepputopun Poccutickoit deneparuu, B TEPPUTOPHUATHLHO O0OCOOJIEHHBIX KOMIUIEKCAX, BXOSIIMX B
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MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

OpPraHU3AlMOHHYIO CTPYKTYPY NPOU3BOAUTENS (U3TOTOBUTEIIS) MEIUIIMHCKOTO U3/IEIIHS;

U3rOTOBJIEHHE IO JIOTOBOpPaM CO CTOPOHHUM  Ipou3BoauTeNeM  (MOAPSAIYUKOM)  BCETO
MCAUIIMHCKOIO M3ACIud HWIW €ro OCHOBHBIX 6JIOKOB, KpOMC OCHOBHBIX 6JIOKOB, ABJIAIOINXCA
MEIULUHCKUMH U3JCJIUAMH, 3apETUCTPUPOBAHHBIMM B YCTAHOBJICHHOM MOpPAJKE HAa TEPPUTOPUHU
Poccuiickoit ®enepanuy;

CTCPUJIN3AIUSA MEIUIIMHCKOTO M3CIUs (11 MEIUIMHCKUX HM3JICIUH, BBITYCKAEMbIX B CTCPUILHOM
BUJIE);

MapKUpOBKa MEAMLIMHCKOrOo u3Jeaus (IpU OCYILECTBIEHUH MAapKHUPOBKU IPOU3BOIUTEIEM
(M3roTOBUTENIEM) MEIULIMHCKOTO U3EINs).

[Ton ocHOBHBIMU OJIOKAMU MOHHMAIOTCS M3JENUsA, KpOME 3amacHbIX YacTeld MEeTUIIMHCKOTO
W3/IeNMs, BBIMYCKaeMble B OOpallleHHE OT MMEHU MPOU3BOJIUTENS (M3TOTOBUTENS) PETUCTPUPYEMOTO
MEIHUIIMHCKOTO M3JeNns, MEXaHHUYECKU HE CBSI3aHHBIC C JAPYTUMH OCHOBHBIMH OJIOKAMU MEIHIIMHCKOTO
W3JICIIHS TIPY MTOCTaBKE MEAMIIMHCKOTO M3/IeTus U o0ecneunBaroue (QyHKIIMOHUPOBAHUE METUITTHCKOTO
W3EIUS B COOTBETCTBUM C HA3HAYECHUEM.

[Tpon3BOACTBEHHOM TUIOIIAIKON MEIUUMHCKUX U3JEIUN HE MOTYT SIBIATHCS 3JaHUE, COOPYKEHHUE,
IOMeEIICHUE C Ha3HaueHuEeM 'Kuiioe";

"perucTpalluoHHOE J0Chbe" - KOMIUIEKT JOKYMEHTOB, MPEICTABISIEMbI 3asBUTEIEM IS
roCylapCTBEHHON PErUCTpalluy MEIULUHCKOTO W3JCHUs, BHECEHHS W3MEHEHUN B TAaKUE JOKYMEHTHI,
OTMEHBI T'OCYIapCTBEHHON PErMCTPALMM MEIUIMHCKOTO M3JENMs, a TAKKE KOIUU PEUICHUM, PUHATHIX
PETUCTPUPYIOIIUM OpraHoM U  (eAepaJbHbIM TOCYAAPCTBEHHBIM OIOKETHBIM  YUPEKICHHUEM,
HaXOJAIIMMCS B BEJICHUU PETUCTPUPYIOIIErO OpraHa (Jlajee - SKCIEPTHOE YUPEKJIEHHUE), B OTHOLICHUH
KOHKPETHOI'O MEIULIMHCKOTO U3/ENHNS;

"perucTpallMOHHBIH HOMEpP MEIUIIMHCKOrOo u3Jenus" - KOJO0BO€ O00O3HaueHue, MpUCBAaUBaEMOE
MEIUIMHCKOMY H3JIE€JIHUI0 NIPH €ro TOCYJapCTBEHHOM pPETUCTpalMM, MOJ KOTOPBIM OHO BHOCUTCS B
FOCYJIApCTBEHHBIA  PEECTp MEIUIUHCKUAX 1563 (1112071 " OpraHu3arui (MHAMBUIYATBHBIX
IIPEANIPUHUMATENIEH ), OCYIIECTBIIIOINX IPOU3BOACTBO U N3TOTOBIEHUE MEIULIMHCKUX U3ENNN (fanee -
rOCYJIapCTBEHHBIN peecTp), U COXPaHIEMOE HEU3MEHHBIM MPU 0OPAIIEHUH MEIUIIMHCKOTO U3,

"TeXHUYECKask JOKYMEHTAIUS TPOU3BOAUTENS (M3TOTOBUTENS ) METUITUHCKOTO H3AeNus" - TOKYMEHT
(TOKYMEHTBI), pEerIaMeHTUPYIOIINNA KOHCTPYKIIMIO MEIMIIMHCKOTO U3JIEeNus, YyCTaHABJIMBAIOIIUN
TEXHUUYECKHUE TPeOOBaHUS U COJEpKAlUil JaHHBIE N7 €ro pa3paboTKH, MPOU3BOJCTBA, MPUMEHEHUS,
AKCIUTyaTallii, TEXHUUYECKOTO OO0CITYKUBAaHUSI, PEMOHTA, YTUIN3AINHA WM YHHUTOXCHUS;

"TeXHUYECKNE MCIIBITAaHUsI MEAULIMHCKOTO U3/eNus" - UCIBITAaHUS C LIENbI0 ONpeeeHNs KauecTBa
1 0e30MacHOCTH MEAULIMHCKOIO M3JeNns, COOTBETCTBUS €ro XapaKTEpUCTHUK (CBOMCTB) TpeGOBaHUSIM
HOPMATHBHOM JIOKYMEHTALlUM, TEXHUYECKOH M SKCIUTyaTallUOHHOM JTOKYMEHTALUU MPOU3BOIUTENS
(M3roTOBUTENSA) U MNPHUHATHUS TOCIEIYIOIIET0 PEHIeHUs] O BO3MOXHOCTH MPOBEJIEHUS KIMHUYECKHX
UCTBITAHUN, TPOBEIEHHBbIE B AKKPEJAWTOBAHHOM B HALMOHAJIBHOM cHCTEME  aKKpeIuTaluu
WCIIBITATENHFHOM JTabopaTopur (IIEHTPE) C YIETOM 00JIACTH €€ aKKPEAUTAIIIH;

"TOKCHKOJIOTUUCCKHE HCCICca0BaHusd MCIUITUHCKOI'O I/I3,Z[eJ'II/I}I" - HUCCICOOBAaHUA B ICIIAX OLCHKHU
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OMOJIOTUYeCKON Oe30MacHOCTH MEAMIIMHCKOTO W3ACNUsS W TMPUHATHS TOCIEAYIONETO PEIIeHUs O
BO3MOJKHOCTH TIPOBEJCHHS KIMHUYECKUX WCIBITAHWW, TIPOBEICHHBIC B aKKPECAUTOBAHHOH B
HAI[MOHATILHOW CHUCTEME aKKPEIUTAIIMH HCIBITaTeIbHOW Naboparopuu (IIEHTPE) C y4eToM 0OIacT ee
aKKpeIUTAINH;

"YIOJTHOMOYEHHBIA TPEICTABUTENIb MPOU3BOAUTENS (M3TOTOBUTENS]) MEIUIMHCKOTO u3aenus" -
IOpPUJINYECKOE JIMIO0 WM 3apErUCTPUPOBAHHOE B KAYECTBE WHJIMBUAYAIbHOIO MpPEANPUHUMATENS
¢usnyeckoe MO, SABIAOUIMECHs pe3uaeHTamMu  Poccmiickoit  Denepanuy,  YHOJIHOMOYECHHBIE
MIPOU3BOJIUTENEM (U3TOTOBUTEIEM) MEIULIMHCKOIO M3ZENusl MPEACTaBIsATh €r0 MHTEPEChl M0 BOMPOCAM
oOparteHus MeAUIIMHCKOTO M3/eus Ha TeppuTopun Poccuiickoit denepanuu, B TOM YHCIIE IO BOIIPOCaM
MPOLIEAYpP OLEHKH COOTBETCTBHS M TOCYTaPCTBEHHOM PErUCTpaLUu;

"9KCIUTyaTalMOHHAsT JTOKYMEHTAIMsl MPOU3BOAUTENS (M3TOTOBUTENS) MEAUIIMHCKOTO H3JCHus” -
JOKYMEHT (JIOKyMEHTBI), MpelHa3HAYeHHBIA M1 O3HAKOMIICHHUS MOTPEOUTENsT C KOHCTPYKIIHEH
MEIUIIUHCKOTO HM3/IEHs, PEeTrIaMEeHTUPYIOIIUNA YCIOBUS W TpaBWja 3KCIUTyaTalluu (KUCIOIb30BAHUE T10
HA3HAYEHUIO, TEXHUYECKoe OOCIyXMBaHUE, TEKYIIHH pEMOHT, XpaHEHHWE M TPAHCIOPTUPOBKA),
rapaHTHUPOBAHHBIE MPOU3BOJUTENEM (M3TOTOBUTEIEM) 3HAYCHHUSI OCHOBHBIX IMapaMETPOB, XapaKTEPUCTHK
(CBOWCTB) MEAMIIMHCKOTO MU3JETHs, TapaHTHUIHbIE 0053aTeNbCTBA, a TAKXKE CBEACHHS O €ro YTUIU3alluu
WM YHUYTOXXCHUU;

"9]IeKTPOHHBIA KaOWHET 3asBUTENA" - CEpBUC B aBTOMATHU3MPOBAHHOW MH(OPMAIIMOHHON cHCTeMe
PETHCTPHUPYIONIETO OpraHa B MHPOPMAITMOHHO-TEIIEKOMMYHHUKAIIMOHHOUW ceTH "MHTepHeT" (nanee - ceTh
"NuTepHer"), MO3BONSIOMIUN 3asABUTENIO TMOCIE MPOXOXKIEHUS MpoUeayphl HACHTU(DUKAIMU U
ayTeHTU(UKAIMA OCYIIECTBIISATh B3aMMOJICHCTBHE C PETUCTPUPYIOIIHM OPraHOM, a TAaKXKe IOJTYYHTh
JOCTYIl K CBEICHHUSIM M JIOKYMEHTaM, COJEpXaIIUMCS B pPETUCTPAlMOHHOM JIOChE, B CllydasX,
MPeAYyCMOTPEHHBIX HacTosIuMu [IpaBumamu;

"37IeKTPOHHBIA 00pa3 JOKyMeHTa" - JOKyMEHT Ha OyMa)kHOM HOCHTEJe, NMpeoOpa3oBaHHBIN B
ANEKTPOHHYIO (hOpMY IyTEM CKaHUPOBAHUSI C COXPAHEHUEM €TI0 PEKBU3UTOB;

"3QPEKTUBHOCTH ~ MEAMUIMHCKOIO  M3Aenud" -  CIHOCOOHOCTh  MEQUIIMHCKOTO  M3JeNus
COOTBETCTBOBATh HA3HAYEHMIO, YCTAHOBJICHHOMY IPOU3BOJAUTENIEM (M3roToBHUTENEM). D(H(PEKTUBHOCTH
MEIUIMHCKOTO M3JENNs TOATBEPKIACTCS NPAKTUKOM KIMHUYECKOTO IIPUMEHEHUs, B TOM YHCIE
KJIIMHUYECKUMH HCTIBITAHUSIMH.

5. TocynapcTBeHHass perucTpanus MEIUIUHCKMX W3JeNui, NoATBepkIeHHE 3((eKTHBHOCTH
KOTOpBIX TpeOyeT TMpOBENEHUS KIMHUYECKUX MCIBITAHUM C Yy4YacTHEM 4YellOBeKa U IOJIy4EeHHUS
paspellieHuss PETUCTPUPYIOLIETO OpraHa Ha MPOBEJACHHE KIMHUYECKUX HCIBITAHUN, OCYIIECTBIISIETCS B
COOTBETCTBUHM € IMyHKTamu 63 - 86 Hactosuux [Ipasu.

['ocynapcTBeHHas perucTpanus MEAUIMHCKUX U3IeNUN, ToATBepxkIeHHe () (HEKTUBHOCTH KOTOPHIX
He TpeOyeT MpOBEJCHUS KIMHUYECKUX HMCIBITAHUM C yJacTHEM 4YeJIOBeKa WJIU IMOJIyYEHHUs pa3pelieHus
PETUCTPUPYIOIIETO OpraHa Ha IPOBEIEHUE TaKMX KIMHUYECKUX HCIBITAHUM, OCYIIECTBISAETCS B
cooTBeTcTBUM ¢ myHkTamu 87 - 100 nacrosmux IIpaBui.

BreceHnne n3MeHeHU B TOKYMEHTHI, COAECPKAIINUECS B PETUCTPALMOHHOM J0CHE, OCYIIECTBIISIETCA
B cooTBeTcTBUU ¢ myHKTamu 112 - 118 nacrosmux [IpaBui B OTHOIIEHWH U3MEHEHUH, HE TPEOYIOLIUX
MIPOBE/ICHUST JKCIIEPTU3bl KadecTBa, (PPEKTUBHOCTH U OE30MAaCHOCTH MEIUIMHCKOIO H3JeIHsi, U B

www.consultant.ru CrpaHuua 7 n3 69
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

coorBercTBUM C myHKTamu 120 - 133 nHactosmmx IlpaBun B OTHOLIEHWHM W3MEHEHHH, TPEOYIOIIHMX
IIPOBE/ICHUS SKCIEPTU3bI KauecTBa, 3PPEKTUBHOCTH U O€30I1aCHOCTU MEIUIIMHCKOTO U3/ETHSL.

Brecenre n3MeHeHUH B JOKYMEHTBI, COACPKAIIMECS B PETHCTPAIIMIOHHOM JI0Che, Ha TIPOrPAMMHOE
obecrieyeHre ¢ MPUMEHEHUEM TEXHOJIOTMH MCKYCCTBEHHOI'O HMHTEJUICKTA, SBJISIOIICECS METUIIUHCKAM
W3JIeJMEeM, OCYIIECTBISCTCS B COOTBETCTBUU C myHKTamu 112 - 118, mmm 120 - 133, umm 135 u 136
Hactosmux [IpaBut.

['ocynapcTBeHHast peructpanus MEAUIMHCKUX M3ACIUA MPOBOJAUTCS HAa OCHOBAaHUU PE3YyJIbTaTOB
TEXHUYECKUX  HCIBITAHUM, TOKCUKOJOTMYECKMX  HCCIEAOBAaHWN,  KIMHUYECKUX  HCIBITAaHUH,
MPECTABISAIONMX Cc000i  (OpPMBI  OICHKHM COOTBETCTBUS MEAMIIMHCKHX UW3JIEIHA C  y4ETOM
KJIaccupUKAlUM B 3aBUCHMOCTH OT IMOTEHLMAJIBHOTO pHUCKAa WX MPUMEHEHHUs, HHCIEKTUPOBAHUS
MPOM3BOJICTBA, aHANM3a JOKA3aTEIbHBIX MaTEPHUAJIOB MPOU3BOJAUTENS (M3TOTOBUTENS) MEAUITUMHCKOTO
W3JIeHs], SKCIEePTU3bl KauecTBa, d(PPEKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKUX H3JEIHA C y4eToM
KJIacCCU(PUKALMK B 3aBUCUMOCTH OT IMOTEHIMAIBLHOTO PHUCKAa MX MPUMEHEHHS, a TAaKXKe HCIBITAaHUN B
LEeJsIX YTBEP>KICHHS THIA CPEACTB U3MEPEHHM (B OTHOIICHUU MEIUIIMHCKUX H3AENU, OTHOCSIIUXCS K
CpelcTBaM M3MEpPEHU B cpepe rocynapCTBEHHOIO PEryaupoBaHusi 00ecreueHusl eIMHCTBA U3MEPEHUH,
nepeyeHb KOTOPBIX YTBepkaaeTcs MUHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickoit denepanun).

6. Knuanyeckre uCibITaHUsS MEAUITUHCKUX U3ACIIUN (32 UCKIIOYCHHEM METUIIMHCKUX U3JETUMN IS
JUArHOCTHKH In Vitro) MNPOBOASTCS B MEIUIMHCKUAX OpPraHM3aIMsaX, OTBEYAIOIIUX CIEIYIOIINM
TpeOOBaHUSM:

a) HaJIMYKMC JHUIICH3MM HAa OCYIICCTBICHHUE MEIMIMHCKOW IEATCIBHOCTH C yKa3aHHEM MepeYHs
pabot (yciyr), COCTABJSIOMIUX MEAUIIMHCKYIO JeATEeIbHOCTh, HMCXOAS W3 Ha3HA4YeHHs W 00J1acTH
MPUMEHEHUS] METUITMHCKUX W3JIEeH, B OTHOIIEHUH KOTOPBIX MPOBOASTCS UCTIBITAHUS;

6) HaJIN4YHC B YCTaBC MGI[I/IIII/IHCKOI\/JI opraHu3alnyvu CICAYIOUNIUX BUAOB ACATCIbHOCTU!
Hay4YHasA (Hay‘IHO'I/ICCHC,Z[OB&TCHBCK&H) ACATCIIbHOCTD,
MMPOBCACHNEC KIIMHUYCCKUX HUCIBITaHHI MEIUITMHCKHUX HSHGHHﬁ;

B) Haan4yue OTACICHUA (HaHaTBI) HHTEHCUBHOH TCpaliuu U peaHuMaluun (B ClIydac MpOBCACHUA
KJIWHAYECKUX HMCIBITAHUNA MEIUIMHCKUX U3JCIHH C ydyaCTuEM 4YCJIOBEKa B Ka4dC€CTBC CY6T>CKT3,
OTHOCAIIHUXCA K KJIaCCaM 20 ¥ 3 B 3aBUCUMOCTH OT MMOTCHIUAJILHOTO pUCKa HpI/IMeHeHI/I}I);

r) obecnieyeHue 3anuThl KOHPUACHITHATHHOM HHPOPMAIINH;

I[) HAJIMYUEC CTAHAAPTHBLIX  ONCPALMOHHBIX  MPOUECAYpP, PCTIAMCHTHPYIOMIUX  TIPOBCACHUC
KIIMHUYECKNUX HUCITBITAHUHA MCEIUIIMHCKUX I/I3H€J’II/II71, OXBaTbhbIBAarOIINX B TOM YHCJIC:

KBaJM(HUKAIIMOHHbIE TpeOOBaHUsS 1 00yueHHEe MTepCoHaa;
B3aMMOJICHCTBHE C KOMUTETOM IO STHKE;
NoJy4eHrne MH(POPMUPOBAHHOTO COTJIACHS;

MOPAA0OK NPOBECACHUS KIMHUYCCKUX I/ICHI)ITaHI/II\/’I;
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BCACHUC U YUCT JOKYMCHTAUHN KIIMHUYCCKOTO UCIIBITAHUAA,

MpOLIEAYpPHl, CBS3aHHBIE C CO3JaHHMEM HM BepudUKanued HaOopa MaHHBIX IS IPOBEIACHHS
KIIMHUYECKUX HCIBITAHUNA MPOrPaMMHOTO OOECTeUeHUs] C MPUMEHEHUEM TEXHOJIOTHH HMCKYCCTBEHHOTO
WHTEJUICKTA, SBJISIOIIECTOCS MEIUIIMHCKUM U3/eNIieM (B Cydae MPOBEIACHUS TaKUX UCIIBITAHHN );

) obecrieueHre BHECEHHsSI CBEJICHUI O MPOBEIACHHBIX MCIIBITAHUSIX, BKIIOYAsl CBEICHUS O BBIIAHHOM
aKTe OLIEHKM pe3y/lbTaTOB KIMHUYECKUX HCIBITAHUN, B aBTOMATU3UPOBAHHYIO HH(POPMALUOHHYIO
CUCTEMY PETMCTPUPYIOLLEr0 OPraHa B MOPSAJIKE, yCTAHOBIEHHOM PErMCTPUPYIOLIUM OPraHoM;

)K) HaJIM4YUE Yy CICHualnucCTOB MeﬂHHHHCKOfI oprann3alyvii, HCIOCPEACTBECHHO IIPOBOIAIINX
mnpoucaypsl, CBA3aHHLBIC C KIMHHUYCCKUMH HCIIBITAHUAMHU, WX NPUHUMAIOIINWX PCIICHHA, CBA3AHHBIC C
KIIMHUNYCCKHUMH  HMCIIBITAHMAMM, BBICHICTO MCAHUIIMHCKOI'O 06paSOBaHI/IH 1o CIeuualabHOCTH B
COOTBETCTBHU C 00JIACTHIO MCIUIHUHCKOI'0 MPpUMCHCHUSA MEAULIMHCKOTO U3ACTINUA.

7. K MEIUIMHCKIM OpraHU3aIMsIM, IPOBOISIIUM KIMHHYECKHAE UCIIBITAaHUS METUIIMHCKUX U3JCTHN
JUTSL AMATHOCTHKH in Vitro, MpeIbsIBISIOTCS CIEAYIOUINE TpeOOBaHUS:

a) HajJWyMe JIMIEH3MM Ha OCYIIECTBICHUE MEAMIMHCKONW MAESITeNbHOCTH MO JabopaTopHOi
JTUArHOCTHKE M KIIMHUYIECKOW 1a00paTOPHOM THAarHOCTHKE;

0) HaJIM4Ke B YCTaBEe MEAMIIMHCKOM OPTaHU3aIluy CICIYIONNX BUIOB JICATEIbHOCTH:
Hay4dHas (Hay4HO-HCCIIEA0BATENIbCKAs) ACSITEIIbHOCTD;

NPOBEIEHUE KIMHUYECKUX UCTIBITAHUNA METMIIMHCKUX H3/1EIH;

B) obecrieueHune 3aiuThl KOHQUACHINaIbHONW HH(OpMaIUY;

r ) HAJIMYUEC  CTAHAAPTHBIX  OICPAlUOHHBIX  IIPOLCAYP, PCETIIAMCHTUPYIOIIHUX  IIPOBCIACHUC
KIIMHUYECKUX MUCITBITAHUH MCIHUIIMHCKHUX H3I[€J'H/II7[, OXBaTbIBAIOIIHNX B TOM YHCJIC:

KBaJM(PHUKAIMOHHbIE TpeOOBaHUS 1 00yueHHEe MTepPCOoHAa;
MOPSAJIOK MOBEPKU U KaTMOPOBKU 000pYyI0BaHUS;

NOPSIOK MPOBEACHNS KIMHUYECKUX UCIIBITAHUN;

BEJICHHUE U yUeT JOKYMEHTAIIMH KIMHUYECKUX UCIIBITaHUM;

n) oOecrieueHHEe BHECEHMsS CBEACHUH O TNPOBEIEHHBIX KIMHUYECKUX HCIBITAHUAK, BKIIOYAs
CBEJICHUSI O BBIJAHHOM aKT€ OLIEHKH Pe3y/IbTaTOB KIMHUYECKUX UCTIBITAHUN MEAUIIMHCKOTO U3AETUs 1JIs
JMArHOCTHKH in Vitro, B aBTOMaTU3UPOBAHHYIO HH(POPMAIIMOHHYIO CUCTEMY PErHCTPUPYIOIIETO OpraHa B
MOPSAJIKE, YCTAHOBJIIEHHOM PErHCTPUPYIOLINM OPraHOM;

€) HajlMyue Yy CHEeNMAIMCTOB MEIUIIMHCKONH OpraHu3aliy, HEMOCPEICTBEHHO IPOBOSAIINX
npoucaypsl, CBA3aHHBIC C KIMHHUYCCKUMH HCIIBITAHUAMU, WIIHW IMPUHUMAIOIINWX PEIICHHA, CBA3AHHBIC C
KIMHUYECKUMHM  MCIBITAHUSIMM,  BBICIIETO  MEIUIMHCKOro  oOpa3oBaHus MO0  CpelHero
poeccHoOHabHOTO METUIIMHCKOTO 00pa3oBaHusl MO CHELHMAIBHOCTH B COOTBETCTBUU C OO0JIACTHIO
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MCIUIIUHCKOI'O IPUMCHCHUA MCAULIMHCKOTO U3ACIIU.

8. YcraHOBJIEHHE COOTBETCTBHUS MEIUIIMHCKON OpraHu3aluu TpeOOBAaHUAM IMYHKTOB 6 u (miu) 7
Hactosmmx [IpaBui ocylecTBisieTcs peruCTpUpPYIOIIUM OPraHOM B LIEJISIX MPU3HAHUS KOMIIETEHTHOCTH
MEIULHUHCKOM OpraHu3aldd B MPOBEJCHUU KIMHUYECKUX MWCHOBITAHUA MEIULUMUHCKUX W3JEIHM 1O
COOTBETCTBYIOIIEMY MPOQPIITIO METUITUHCKOM MTOMOIIM, OKa3bIBAEMON MEIUIIMHCKON OpTaHU3aIHEH.

Peructpupyronii  opran OCyIIECTBIIIET BEJIEHHUE TEpeyHs MEAMIMHCKUX OpraHHu3aIuii,
MPOBOSIINX KIMHUYECKUE WCTBITAaHUS, W pPa3MEMaeT €ro Ha CBOEM OQUIMAIBHOM CaiiTeé B CETH
"UnTepuer".

9. MeauuuHckas opraHu3anus, INIAHUPYIOLIAsk IPOBOJUTH KJIMHUYECKUE UCTIBITAHUSI MEAULIMHCKUX
U3JIeNIUH, MPeJICTaBIsAeT B PEIrUCTPUPYIOIIUNA OpraH ¢ MCIOJIb30BaHUEM (herepalibHOM rocyapCcTBEHHOM
nH(POPMAIMOHHOHN cucTeMbl "ENUHBINA MOpTai rocyJapCTBEHHBIX U MYHHIMIIATBHBIX YCIyT (QyHKIHI)"
3asdBJICHHME O HAMEPEHUH NPOBOAMUTH KIMHUYECKHE HCHBITAHUS MEAMLMHCKUX H3JIeJIUH U JOKYMEHTHI,
yka3zaHHble B myHKTe |1 Hacrosimux IIpaBui, B ¢opMme SJIEKTPOHHBIX TOKYMEHTOB HJIM 3JIEKTPOHHBIX
00pa30oB JOKYMEHTOB, IOJIMCAHHBIX YCHJIEHHOM KBalIU(UIUPOBAHHOHN 3JEKTPOHHONW MOJINHUCHIO WM
YCUJICHHON HEKBANMU(UIIUPOBAHHON >JIEKTPOHHON MOIIMHUCHIO, CepTH(UKAT KIF0Ya MPOBEPKU KOTOPOU
CO3/laH U MHCIIONIb3YyeTCs B HHQPACTPYKType, obecreuuBaroliel HHGOPMALMOHHO-TEXHOIOIHYECKOE
B3aUMOJIeHiCTBHE MH()OPMAIIMOHHBIX CHCTEM, HCIIOJIB3YEMbIX JUIS TPEAOCTABICHHUS TOCYAaPCTBEHHBIX U
MYHULUNAIBHBIX YCIYI B 3JEKTpOHHOH ¢(opme, B yctaHoBieHHoM IlpaButenbcrBoM Poccuiickoit
®denepannu nopsiike (ganee - 3asiBI€HUE O IPOBEIECHUN KIMHUUECKUX HCIIBITAaHUM).

10. B 3asBaeHuun o IMPOBCACHUHU KIIMHHYCCKUX HUCIBITAaHUN YKa3bIBAOTCA CICAYIOIINE CBEACHU:

a) TIOJIHOE U COKpalleHHOe (MpH HAJIWYWK) HAWUMEHOBAaHMS, B TOM 4Yucie (GUPMEHHOE
HAaUMEHOBAaHHME, OpTraHMU3AIlMOHHO-TIpaBOBas ¢GopMa MEAMIMHCKOW OpraHu3aluu, aapec MecTa
HaxOXKJICHUS, a Tak)Ke HoMmepa TeiaehOHOB M aJpeca dJIEKTPOHHON MOYThI MEIUIIMHCKOW OpTraHM3aIluu
(pu HANTUYWH);

6) PEKBU3UTHI JIMICH3UU HA MCIUINHCKYIO ACATCIIBHOCTD,
B) I/I,Z[CHTPI(i)I/IKaI_[I/IOHHBII\/'I HOMCP HAJIOTOILIATCJIbIIUKA,

r) nepeueHb paboT (yciayr) B COOTBETCTBUM C JIMIIEH3MEW Ha OCYIIECTBICHHE MEIUIIMHCKOM
NesTeNbHOCTH;

1) nHopManysa 0 HaMUYuU (OTCYTCTBUHM) aKKPEIUTAIMM B HAIMOHAJIHLHOW CHUCTEME aKKpeIuTalllu
B KayecTBE MCIbITaTeNbHON nabopaTopuu (LeHTpa) M (WIM) METUIMHCKON nabopatopuu (ams
MEIUIMHCKUX OpraHu3alMid, MNPOBOIALIMX KIMHUYECKHWE WCIBITAHUS MEAMLIHMHCKUX W3AeNuil i
JUArHOCTHKM in Vitro);

€) CBEIEHUS O CAHUTAPHO-IMHUIECMHUOJIIOTHYECKOM 3aKIIOYCHUH (C yKa3aHHEM HOMEpa M JaThl) O
COOTBETCTBUM CAaHHUTAPHBIM MPaBUJIAM MOMEIIECHUN, HEOOXOAUMBIX JUIS BHITIOTHEHHs paboT (yciyr) mpu
OCYIIECTBJICHUN MEIUIIMHCKOMN JIEATETLHOCTH 10 aHECTE3UOJIOTHH U PEaHUMATOJIOTHH (32 UCKITIOYCHUEM
MEIULMUHCKUX OpraHu3alii, MPOBOASIIMX KIMHUYECKUE HCHBITAHUS MEIUIUHCKUX W3IETUN s
JTUArHOCTUKH 1N Vitro);
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’K) CBEJCHUSI O CAHUTAPHO-3MUJIEMHUOJIOTMYECKOM 3aKIIIOUCHHH (C yKa3aHHEM HOMEpa U JaThl) O
COOTBETCTBUM CAaHUTAPHBIM MpPaBUJIaM MOMEIIEHUH, HEOOXOAUMBIX Ul BBIMOJIHEHHs paboT (ycayr) mpu
OCYIIECTBICHUN MEIHMIIMHCKOW JIEATEIBHOCTH IO JIaDOpaTOPHOW JUArHOCTUKE, KIMHUYECKOU
71ab0paTOpHON NHArHOCTUKE (11 MEIUIIMHCKUX OpraHU3aluii, MPOBOISIINX KIMHUYECKUE HUCTIBITAHUS
MEJUIMHCKUX M3CIIHM JUIS THArHOCTUKH in Vitro);

3) CBEICHHS O CAHUTAPHO-IIHUICMHOJIOTHYECKOM 3aKIIOYCHHH O COOTBETCTBUH YCIIOBUUI
BBITIOTHEHUS. PabOT ¢ OHMOJOTMYECKHMMH BEIISCTBAMH, OHWOJIOTHYECKHMH W MHKPOOHOJIOTHYCCKHUMHU
OpraHM3MaMH M MX TOKCMHAMH CAHHUTAPHBIM IpaBHJaM (JIJI1 MEIMIIMHCKHX OpPTaHHW3aIUi, MPOBOIAIINX
KJIMHAYECKHUE MCIBITAHUS MEIUIIMHCKUAX U3CIIMH JIJIs JUArHOCTUKH in Vitro);

M) PEKBU3UTHI JIOKYMEHTOB, HOJTBEPXKJIAIOIIMX COOTBETCTBUE CIIELUAINUCTOB MEIUIIMHCKOM
OpraHM3allM, HENOCPEACTBEHHO MPOBOIAIIMX MPOLEAYPHI, CBSI3aHHbIE ¢ KIMHUYECKUMU UCIBITAHUAMU,
WIA IPUHUMAIOIIUX PELICHUs, CBSI3aHHbIE ¢ KIMHUYECKMMHU UCTIBITAHUAMU, TPEOOBAHUAM MOAIYHKTA "Xk
nyHKTa 6 u (nim) noanyHkra "e" myHkra 7 Hactosmmx [IpaBui, ¢ ykazaHuem (GpaMuinii, UMEH U OTYECTB
(IpM HAIMYMU) CHELUAIMCTOB, AT POXKICHUS, YPOBHS OOpa30BaHUs, HAUMEHOBAHUS CIELUAIBbHOCTH,
CepuH M HOMepa JOKyMeHTa 00 00pa3oBaHMM, €T0 JAaThl, a TAKXKE CTPAXOBOTO HOMEpPA WHAMBHYaTHHOTO
JIMILIEBOTO CYeTa.

11. Jlns ycTaHOBIIEHUS COOTBETCTBUS MEAMIIMHCKUX OpraHU3aliil TpeOOBaHUAM, IPEIbABISEMbIM
K MEIMLMHCKMM OpraHu3alysM, IPOBOJALIMM KIMHUYECKUE HCIBITAHUS MEIULMHCKUX W3JEINH,
MEIULUHCKOW OpraHu3aluey NpeICTaBISAIOTCS CIEAYIOINE TOKYMEHTBI, 3aBEPEHHBIE MEIULUHCKOU
OpraHU3alMel B YCTAHOBIEHHOM IIOPSAJIKE:

a) KOIInnu JIOKYMGHTOB, nonTBepmz[a}oumx HaJIN4Ynue OTACICHUA (HaﬂaTI)I) HHTGHCHBHOﬁ Tepam/m nu
peaHuManuu (B CiIy4ae MPOBEACHHS KIMHHUYECKUX HCIBITAHUA MEIUIMHCKUX HW3JIENUN C ydacTueM
YeJIOBeKa B KayeCTBE CyObEKTa, OTHOCSIIMXCS K Kiaccam 20 ¥ 3 B 3aBHCHUMOCTH OT MOTEHIMAIBHOTO
pUCKa TPUMEHEHHUS);

0) Komusg  YTBEPXKIEHHOTO  PYKOBOAHUTEIIEM  MEIUIIMHCKOM  OpraHu3alud  JOKYMEHTa,
yCTaHABIMBAIOIIETO KOCUHBIN (JOH, CTPYKTYPY U IITATHOE paclucaHue MEAUIIMHCKOW OpraHu3alliiy;

B) KOIUU JIOKYMEHTOB, MTO/ITBEP K IAOLINX HaJlIu4uue KJIMHUKO-AMAarHOCTUYECKOM
(tmarHoctuyeckoi) nabopaTopuM ¢ ykazaHueM ee mpoduis (Ui MEAMLUHCKUX OpraHu3alui,
MPOBOASIIMX KIMHUYICSCKUE UCTIBITAHUS MEUIIMHCKUX U3/ JUTS JMATHOCTHKH in Vitro);

I) KONUS  YTBEPKACHHOTO  PYKOBOJAWUTENIEM  MEIUIUHCKOW  OpraHM3aluu  JOKYMEHTa,
YCTAaHABIIMBAIOILIETO MOPAOK paboThl ¢ KOH(UICHIINATBLHON HHOpMaLIHei;

1) KOTTUH CTaHJIaPTHBIX OMEPAIIMOHHBIX MPOLEAYD, PETIaMEHTUPYIONINX MPOBEACHNE KIMHUYECKUX
HUCIIBITAHUN MEIUITMHCKUX H3CIIHIL;

€) KOomMs  YTBEpPXKACHHOTO  pPYKOBOJMUTENEM  MEAUIMHCKOW  OpraHu3alMh  JOKYMEHTAa,
YCTaHABIIMBAIOIIECTO MOPSAIOK TMEepeadll CBEICHHUN O MPOBEACHHBIX KIMHUYECKUX MCTBITAHUSIX, BKITIOUAs
CBEJICHHS O BBIJIAHHOM aKTE OLIEHKH PE3yNbTAaTOB KIMHHYECKHUX HCIBITAaHUI, B aBTOMATH3UPOBAHHYIO
nH(popMaoHHYI0 cuctemy DeepanbHOM CITy:KObI 110 HAI30pY B chepe 3ApaBOOXPaHEHUS;

)K) KOIMMKU  OOKYMCHTOB, TMIOATBCPIKAAOINIUX COOTBCTCTBHUEC  CICHUAJIUCTOB MEIUITUHCKOM
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OpraHu3ally, HETIOCPEACTBEHHO MPOBOISIIMX MPOLIEAYpPHl, CBA3aHHBIE C KIMHUYECKUMHU UCIBITAHUSIMU,
WM IPUHUMAIOIINX PELICHUS, CBSI3aHHBIEC ¢ KIIMHUYECKUMHU UCIIBITAHUSMU, TPEOOBAHUAM MOAMYHKTA K"
nyHkra 6 u (wim) noamyHkra "e" mynkra 7 Hacrosmmx I[lpaBui (mpencTaBisilOTCS B Ciydyae, €Cld
JOKYMEHTBI MOIy4eHbl creruanucraMu 10 1992 rona, unu BeIIaHbl crieluaircTaM o0Opa3oBaTelbHBIMU
OpraHu3alysIMHU, BXOJAIIMMHU B COCTaB CHJIOBBIX CTPYKTYp WJIM BOCHHBIX BeIOMCTB Poccuiickoit
®denepanyu, WIK MOJIYYEHBI CTIEHUATUCTAMU 32 PYOESIKOM).

12. MenunuHcKkass oOpraHu3alys BIIpaBe IPEACTaBUTh JOKYMEHTBI, CBEIACHHMSI O KOTOPBIX
YKa3bIBalOTCA B 3asBJICHUM O IPOBEICHUM KIMHMYECKUX MCIBITAHWW B COOTBETCTBUU C IyHKTOM 10
Hacrosmux [IpaBui, Mo coOOCTBEHHON UHUIMATHBE.

Peructpupytonmii opran He BIpaBe TpeOOBaTh MPEICTaBICHUS TOKYMEHTOB U HHQpOpMAIUH,
KOTOPBI€ HAXOJATCS B PACHOPSHKEHUH OPTaHOB, MPEAOCTABISIONINX TOCYAapCTBEHHBIE YCIYTH, OPTAHOB,
MIPEIOCTABIAIOMIUX MYHUIIMIAIBHBIE YCIYTH, WHBIX TOCYJapCTBEHHBIX OpPraHOB, OPraHOB MECTHOTO
caMOYTpaBlieHUs JMOO TOJBEIOMCTBEHHBIX TOCY/IapCTBEHHBIM OpraHaM WM OpraHaM MECTHOTO
caMOyMpaBlieHUS] OpraHU3alui, yYaCTBYIOIIUX B MPEAOCTABICHUN I'OCYAAPCTBEHHBIX U MYHUIIMIATbHBIX

YCIIYT.

Peructpupyromuii opraH He BIpaBe TpeOOBaTb OT MEAULMUHCKONW OpraHU3alMy IpeACTaBICHHS
JOKYMEHTOB, HE IPEyCMOTPEHHBIX MYHKTOM | | Hactosmux IIpasu.

13. JlokyMeHTbI, yka3aHHble B TyHKTe 11 Hacrosmux [lpaBwii, JODKHBI OBITH BBIOJIHEHBI B
MHOTOIBETHOM (hopmare ¢ paspermieaneM He MeHee 300 Touek Ha aroiiM B dopmate *.pdf ¢ TekcTOBBIM
CJIOEM C BO3MOXKHOCTBIO BBIJICIICHUS ¥ KOITUPOBAHUS OJIOKOB, @ TAKXKE OCYIIIECTBIICHUS TIOUCKA.

Pa3mep nro60oro u3 ¢aiaoB JOKyMEHTOB, YKA3aHHBIX B HACTOSIIEM ITyHKTE, HE JOJKEH MPEBHIIIATh
100 M6.

3asBIeHUE O IPOBEICHUN KJIMHUYECKUX UCIIBITAHUHN U JOKYMEHTBI, IPEACTABICHHBIC MEIUIIMHCKOMN
opraHu3anueil B COOTBETCTBMM ¢ MyHKTOM |1 Hacrosuux IIpaBui, mpuHUMAKOTCS U PErHUCTPUPYIOTCS
PETUCTPUPYIOLIAM OPTraHOM B JIEHb UX MOCTYIUICHUS.

14. Peructpupytomuii oprai B CpoK, He npeBblmaonmii 20 pabounx IHEH co IHSA MOCTYMJICHUS
3asBJICHHS O IPOBEIEHUU KIMHUYECKHUX MCIBITAHUM W JOKYMEHTOB, MPEJICTaBICHHBIX METUIIMHCKOU
OpraHM3alnyedl B COOTBETCTBUM € INyHKTOM |1 Hactosmux IIpaBmi, paccmaTpuBaeT MX, IPOBOAMT
MIPOBEPKY IOJHOTHI M JIOCTOBEPHOCTH COJAEPXKAIIMXCS B HUX CBEIEHHUH, IMPOBEPKY COOTBETCTBUS
MEIULMHCKOW OpraHu3aluu TPeOOBAaHUAM K MEAMLMHCKUM OPraHU3alUsM, IPOBOISAIIMM KIMHUYECKUE
WCHBITaHUS MEAUIIMHCKUX U3JIEIUNA, YCTAHOBIEHHBIM MyHKTaMu 6 U (win) 7 HacTosuwmx [IpaBut.

[TpoBepka yupemUTENbHBIX JTOKYMEHTOB W HAJIWYWS y MEAMIIMHCKOW OpraHM3alliU JIMICH3UH Ha
OCYIIECTBICHHE MEAUIIUHCKOW JAESITEIbHOCTH B COOTBETCTBUU C 00JACTHIO MEIHIIMHCKOTO MPUMEHEHUS
MEJUIUHCKUX U3  OCYIIECTBIISACTCS PETMCTPUPYIONIMM OpPraHOM C UCIOJIb30BAHUEM CIUHOMN
CUCTEMBI MCKBCIOMCTBCHHOT'O 3JICKTPOHHOT'O BSaHMOHeﬁCTBHﬂ U MMOAKJIIFOYACMBIX K Heu PEruOHAIBHBIX
CHCTEM MEXBEJIOMCTBEHHOTO AJIEKTPOHHOTO B3aWMOJICHCTBUS WJIH 1O MEXBEIOMCTBEHHOMY 3ampocy
PETHCTPUPYIOIIETO OpraHa.

15. Peructpupyromuii opraH B CpOK, NPENyCMOTpEHHbIH NIyHKTOM 14 Hacrosmux IIpasui,
MPUHUMAET PEUIeHHE O COOTBETCTBUU HJIM HECOOTBETCTBUM MEAMIIMHCKOW OpraHu3aniy TpeOOBaHUSAM K
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MEIULUHCKUM OpraHu3alusIM, TMPOBOISIIIMM KIMHUYECKUE MCHBITAHUS MEIUIMHCKUX H3JCIINH,
YCTaHOBJIEHHBIM NyHKTamu 6 u (win) 7 Hactosumux I[IpaBui, kotopoe odopmisieTcs COOTBETCTBYIOLIUM
pELIECHUEM.

16. B cinyyae npuHSTHSA pELIEHHS O COOTBETCTBMM MEAMLIMHCKOW OpraHM3aluu TpeOOBaHMSM,
YCTaHOBJIEHHBIM ITyHKTaMu 6 u (win) / Hactosiuux [IpaBui, perucTpupyrouuii oprad B A€Hb IPUHSITHS
YKa3aHHOI'O pELIEHHUs BHOCHUT CBEAEHUS O MEIAMLMHCKOM OpraHM3alud B IepedYeHb MEIUIUHCKHUX
OpraHu3alyif, NPOBOIAIMINX KIMHUYECKUE HCIBITAHUS MEIUIMHCKUX H3ACIHHA, W  CooO0IIaeT
MEIULMHCKOW OpraHM3allid O BKJIKOYEHUM B IEPEYeHb MEIULIMHCKUX OpraHu3aliid, MpPOBOIAIIMX
KJIIMHUYECKUE HCHBITAaHUS MEIULUHCKUX W3JEIUM, IOCPEACTBOM pa3MEUIEHHUs] COOTBETCTBYIOIIETO
YBEIOMJICHUSI B €IMHOM JIMYHOM KaOMHETe MEJUIIMHCKON OpraHu3aluu.

17. IlepeyeHb MEIUIIMHCKUX OpTraHU3AIMi, TPOBOIAIINX KIMHUYECKHE UCIBITAHUS MEIUIIMHCKUX
W3JICJIHH, COJIEPIKUT CIEAYIOIINE CBEACHHUS:

a) Jara BKIIOYCHHA B HCPCUYCHb MCIUIMHCKHUX OpFaHI/ISaHI/Iﬁ, MMpOBOAAINIUX KIMHUYCCKHC
HUCIIBITaHUA MCIUITMHCKHUX HS,Z[GJ'IHIZ;

0) moJTHOE HAMMEHOBAaHUE, OPTaHU3AIMOHHO-TIPaBOBast (popMa METUITMHCKON OpraHU3aIiu;
B) aJIpec MecTa HaXOKACHUS MEANIIMHCKON OpraHU3aluHg;

') KOHTAKTHBIN TeneoH, Gpakc (Mpyu HATNYHN);

1) aApeC MEKTPOHHON MOYTHI (IIPU HAIUYHN);

€) mepeueHb paboT (yciayr) B COOTBETCTBUU C JIMIEH3MEM HAa OCYIIECTBICHHE MEIMIIMHCKON
JeSITENIbHOCTH.

18. B ciydyae mpHHSTHS pelIeHHs O HECOOTBETCTBMM MEIUIIMHCKOW OpraHU3alud TPeOOBaHUAM,
YCTAHOBJICHHBIM IyHKTaMu 6 U (win) 7 Hactosmux [IpaBui, peructpupyronmii oprad B 1eHb MPUHATHUS
YKa3aHHOTO  pEIIEeHUs YBEJOMJISET MEAUIMHCKYIO OpraHMU3alli0  IOCPEACTBOM  pa3MELICHUs
COOTBETCTBYIOILIETO YBEJIOMIICHHSI ¢ MOTUBUPOBAHHBIM OOOCHOBaHMEM IMPUHATOIO pEIIEHUS B €IMHOM
JUYHOM KaOMHETe MEAUIIMHCKOW OpraHu3aliH.

19. UckitoueHne U3 nepeyHss MEIUUUHCKUX OpPraHu3alui, TPOBOJALIINX KIMHUYECKUE HCIIBITAaHUS
MEJUIIUHCKUX U3EJINMA, OCYIIECTBISETCS PETUCTPUPYIOITUM OPTraHOM B CJICIYIOIIUX CIIyJasix:

a) mojaya 3asABJICHUS 00 MCKIIOYEHWH U3 TEpEeyHs MEIUIMHCKHX OpraHu3alui, MPOBOISIINX
KJIMHUYECKHE HCIBITAHUA MEIUIMHCKUX H3JeNHi, B (OpMe 3JIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO
YCUJICHHOM KBaJM(UIIMPOBAHHON 3JEKTPOHHOW MOJAMUCHIO MM YCHJIEHHOW HEKBaTM(PUIMPOBAHHOMN
AEKTPOHHON MOJIHUCHIO, TOCPEICTBOM €IMHOTO JIMYHOT'O KaOMHETa METUIIMHCKON OpraHu3aluy;

0) BBISBICHHE PETUCTPUPYIOIIMM OpPraHOM HapyIIeHWH o00s3aTenbHBIX TpeOOBaHUN TIpU
MPOBEICHUU MEAUIMHCKON OpraHu3alueld KIMHUYECKUX WCHBITAHUW MEAUIUHCKUX W3JETUld 10
pe3ylbTaTaM OCYIIEeCTBICHHS TOCYIapCTBEHHOTO KOHTPOIS 32 0OpalieHneM MeIUIIMHCKUX U3IEINN;

B) MPE/ICTABIICHUE MEIUITMHCKOW OpraHu3aIieil HeIOCTOBEPHBIX CBEACHUN MPH TO1aue 3asBICHUS
0 MPOBEJICHNU KIMHUYECKUX UCTIBITAHUNA U JOKYMEHTOB, IPEJICTABIIEHHBIX B COOTBETCTBUH C MyHKTOM 11
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HaCTOAIINX HpaBI/IJI, a TaK¥Ke IIpu Oq)OpMJIeHI/II/I aKTOB KIMHUYCCKHUX MCITBITAHUH MCAUIIMHCKHX I/I3ILCJII/II71;

F) JIMKBU Al MC,I[I/II_II/IHCKOI‘/'I opramuM3alii HWJIK HOPCKpalICHUC ,Z[CP'ICTBPIH JIUIICH3UM Ha
OCYHICCTBJICHHUC MEIUITHHCKOM ACATCIIBHOCTH,

J) HECBOCBPEMEHHOE IIPEJCTAaBICHUE WJIM HENPEJCTaBICHUE CBEJCHUM M JOKYMEHTOB,
IIpe1yCMOTpEeHHbIX MyHKTOM 20 HacTosmux [Ipasun;

e) HeyBemomsieHHMEe 10 1 ceHTsOps 2025 T. pEerucTpupyromero opraHa O COOTBETCTBHH
nn

TpeOOBaHUSAM, YCTAaHOBJICHHBIM MOANYHKTOM "e" myHkra 6 u (Wiu) mnoamyHkToMm "' myHkTa 7
Hacrosmux [Ipasui.

20. B cimyuae M3MEHEHUS CBEIECHUMN, COAEpXKAIIMXCA B MEPEYHE MEAUIIMHCKUX OpraHHu3aluil,
IPOBOJSAIINX KIMHUYECKUE HUCHBITAHUSA MEIMLUHCKUX H3JEIMM, MEIULHHCKAas OpraHu3alus,
BKJIIIOYEHHAsl B IIepE4YeHb MEIMIMHCKUX OpraHu3alui, IpPOBOMAIIMX KIMHWUYECKUE HCIIBITAaHUS
MEIULIUHCKUX u3Jenuid, B TedeHue 30 KaleHJapHbIX OHEW CO JHS H3MEHEHHs TaKuUX CBEICHUU
MIPEJICTABIISIET B PETUCTPUPYIOLIUI OpPraH ¢ UCIOJIb30BaHUEM €IMHOIO JIMYHOrO KaOWHEeTa MEIUIIMHCKOU
OpraHM3alM 3asBICHUE O BHECEHWU HM3MEHEHUH B YKa3aHHbIE CBEJICHHUSA, a TaKKe JOKYMEHTHI,
MIOATBEPIKIAIOLIME TAHHBIE U3MEHEHUS, B (DOPME FJIEKTPOHHBIX JOKYMEHTOB MJIM 3JEKTPOHHBIX 00pa30B
JOKYMEHTOB, MOJANUCAHHBIX YCUICHHOW KBaJM(UIMPOBAHHONW 3JIEKTPOHHON MOJNMCHIO UM YCUJICHHOMN
HEKBaTH(PHUINPOBAHHOH JIEKTPOHHOM MOIMTUCHIO.

Peructpupytommii opran B teueHue 20 pabouymx AHEH cO JHS MPEACTABICHUS METUIIUHCKOM
OpraHu3aIyeil 3asBJIeHUsI O BHECEHUHM W3MEHEHUHN B CBEICHHS, COACPIKAIIMECS B MIEPEUHE MEAUITMHCKUX
OpraHM3aIi, MTPOBOASIINX KIMHUUECKHUE UCTIBITAHUS MEIUIIMHCKUX U3JISIU:

paccMaTpuBacT MPCACTABJICHHBIC 3a4BJICHUEC U JOKYMCHTBI;

COO0IIaeT MEIUIMHCKON OpraHu3alid O MPUHSATOM pPEIICHWU B MHCHbMEHHOM BHUJE IMYTE€M €ro
pasmerieHusi B opMe SIEKTPOHHOTO JOKYMEHTA, MOJAMUCAHHOTO YCHUJIEHHON KBaM(UIIMPOBAHHOM
ANEKTPOHHOW TIOJMUCHIO0 YIOJIHOMOYEHHOTO JOJKHOCTHOTO JUIAa, B €JAMHOM JIMYHOM KaOWHeTe
MEIMIIMHCKON OpraHu3alnH.

21. B ciy4ae MCKIIOUEHUS U3 MEPEeYHs MEAMIIMHCKUX OpPTaHH3allfii, MPOBOISIINX KIMHHYECKHUE
WCTIBITAaHUSI MEIUIIMHCKUX W3JeTui (32 HCKIIOYEHUEM Ciydas, MPeayCMOTPEHHOTrOo MojArmyHKToM "a'
nynkta 19 Hactrosmmx [IpaBwi), MeAWIMHCKas OpraHU3alus BOpaBe OOPATUTHCS MOBTOPHO B
PETHCTPUPYIONIHIA OpPraH C 3asABJICHHEM O MPOBEJICHUU KIMHUYCCKUX HUCIBITAHWUH IOCIE YCTPaHCHHS
3aMeuyaHuil, TOCTYKUBIINX TPUYNHON HCKIIIOUEHHs, HO HE paHee 4eM depe3 3 Tofa Co JHS UCKIIOUYCHUS

M3 YKa3aHHOI'O IICPCYHH.

B cnydyae mOBTOPHOTO BBISBICHHS PETUCTPUPYIOLIMM OpPraHOM HapyLIEHHWH IPU MPOBEICHUHU
MEIMIIMHCKON OpraHu3alyedl KIMHUYECKUX MCHBITAHUM MEIUIUHCKUAX U3ACIHA  MeAUUUHCKas
OpraHM3alMsl MCKIKOYACTCs W3 IMEPEeYHs MEAUUMHCKUX OPTraHu3alui, OPOBOASIIMX KIMHUYECKUE
WCTIBITAaHUSI MEAMIIMHCKUX W3Jennid, ©0€3 TMpaBa TOBTOPHOW TIOJaYu 3asBIECHUS O TIPOBEICHHUH
KIIMHUYECKUX HCITBITAHUM.

22. MenuIuHCKUEe OpraHu3alliy, MPOBOJAIINE KIMHUYECKUE MCIBITAHUS MEIUIUHCKUX HW3JIEINM,
BHOCSIT CBEJEHHUS O IMPOBEIEHHBIX HCIBITAHUSIX B aBTOMATU3UPOBAHHYIO HWH()OPMAIMOHHYIO CHUCTEMY
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PETUCTPHUPYIONIETO OpraHa B CPOK, HE MPEBBIMAIONINI 3 pabounx THEH CO JHS UX 3aBEPIICHUSI.

23. PeecTp BBIIAHHBIX pa3pelICHU HA MPOBEICHUE KIMHUYECKUX HCIHBITAHUM MEIUIIMHCKHX
W3/ICNIMA  Pa3MENIAaeTCsl PETUCTPUPYIOLUIMM OpPraHOM B YCTAaHOBJICHHOM WM TOpPSIIKE HAa CBOEM
odurmaasHOM caiite B cet "MHTEepHET".

24. OcOOCHHOCTH TOCYIapCTBEHHOW pETUCTPAIlUU MEIUIIMHCKUX W3JEIHA OTEYECTBCHHOTO
MIPOU3BOJICTBA (MEIUIIMHCKUX W3JIEJINi, B 3asBIEHUU O TOCYJAapCTBEHHOM perucrpanuu (nauee -
3asIBJICHHE O PErMCTpali) KOTOPBIX B KAUECTBE NMPOU3BOAUTENS (M3rOTOBUTENS) YKAa3aHO OPUINYECKOE
JUIO0 WIA 3apETUCTPUPOBAHHOE B KAayeCTBE MHAMBUAYAIBHOTO MpeANpUHUMATENs (U3UYECKOe JIHIIO,
sSBIsionMecs pesuaeHtaMu Poccuiickoit denepannu, a TaKKe UMEIOIIKME MPOU3BOJCTBEHHYIO TUIOIIAIKY
Ha Tepputopun Poccuiickoit denepanuu) mpU yCIOBHM MPOBEACHUS TEXHUUYECKUX HWCIBITAHUNA H
TOKCHUKOJIOTHYECKUX HCCIICJIOBAHUN MEIUIMHCKOr0 H3AENus, a TaKXKe HCIbITAHUA MEIUIMHCKOTO
U3JIeNusl B LENSIX YTBEPHKIEHUS THIA CPEICTB M3MEpeHHi (B OTHOLICHUM METUIIMHCKUX W3EIHH,
OTHOCSAIINXCS K CpEACTBAaM H3MEpeHUH B cdepe TOCYAapCTBEHHOTO PETYIMPOBaHUS OOecTeueHHs
€AUHCTBA W3MEpPEHUM, IepeYeHb KOTOPBIX YyTBEpXkAaeTcss MMHHCTEPCTBOM  3paBOOXpaHEHUs
Poccuiickoit ®enepanuun) B GpeaepaibHOM rocyJapCTBEHHOM OI0KETHOM yupexaeHun "Beepoccuiickuii
Hay4YHO-UCCJIEIOBATEIbCKUNA W HUCIBITATENIbHBIA HMHCTUTYT MEIUUMHCKOW TexHUKH' DenepaibHON
CITy’KOBI IO HAA30pY B cdepe 3ApaBOOXpaHEHUs (Hajee - yupexAeHUE), KIMHUYCCKAX UCTBITAaHUN - B
MEAUIIMHCKUX OPraHU3alMsIX, OTBEYAIOIIUX TPEOOBAHUSAM, YCTAHOBICHHBIM ITYHKTaMH 6 U / HACTOSIIUX
[IpaBwii, BKJIIOUEHHBIX B CETh HAI[MOHAJIBHBIX MEJMLMHCKUX HCCIIEI0BATEIbCKUX LEHTPOB, COCTaB
KOTOpPOW yTBepxkJeH MuHucTepcTBOM 31paBooxpaHeHus Poccuiickoin ®@enepauuu, a Takke
IpPOrpaMMHOTO  O0eclie4eHuss ¢  NPUMEHEHHEM  TEeXHOJOTHMH  HMCKYCCTBEHHOTO  HMHTEIJICKTA,
MpeHa3HAuYeHHOTo Ui 00pabOTKU MEAMIIMHCKUX HW300paXeHUM, TOJYYEHHBIX MPU MPOBEACHUU
PEHTTEHOJIOTUYECKUX HUCCIIEJIOBAHUM, BKJIIOYash KOMIBIOTEPHYIO TOMOrpaguio, peHTreHorpaduio,
¢barooporpaduto u  Mammorpaduio, TPH YCIOBUU TPOBEACHUS KIMHUYECKUX UCHBITAHUN B
roCy/1apCTBEHHOM OIO/PKETHOM YUpPEXACHUU 3paBoOXpaHeHus ropojga Mockssl "Hay4dHo-npakTudyeckuit
KJIIMHUYECKUI 1EHTP JUAarHOCTUKU M TEJIEMEIUUMHCKUX TEXHOJIOrWi JlemaprameHTa 3apaBOOXpaHEHUs
ropoga MockBbI" (7ajie€ COOTBETCTBEHHO - KIMHUYECKUU IIEHTP, OTEUECTBEHHBIC MEIUIIMHCKHUE
uznenus), npegycmorpensl nynkramu 101 - 109 nactosmmx Ipasu.

[ocymapcTBeHHast peruCTpanys OTEYECTBEHHBIX MEAMIMHCKUX M3JIENUNA  OCYIIECTBISICTCS B
COOTBETCTBUM ¢ myHKTamu 63 - 86 wmnum 87 - 100 nHactosmmx IlpaBms n1ubG0 B COOTBETCTBHM C
0COOEHHOCTSIMH ~ TOCYapCTBEHHOW  PETHCTpPAallid  OTEYECTBEHHBIX  MEAWIMHCKUX  W3JICNHH,
ycraHoBiIeHHbIMH ITyHKTaMu 101 - 109 nactosmux IIpaBui, no BeIOOpY 3asiBUTENS.

25. @akT rocy1apCTBEHHONW PETrUCTPAlMM MEAUIIMHCKOTO M3/IE€TUs B COOTBETCTBUM C HACTOSIIUMU
[IpaBunaMu TOATBEPKIAETCS PEECTPOBOM 3aMKMChIO, BHOCUMON PETUCTPUPYIOLIMM OpPraHoOM B
TOCYZapCTBEHHBIN peecTp (Z1ajee - peecTpoBasi 3aImuch).

['ocymapcTBeHHass perucTpanus MEJUIMHCKOTO M3AETIHs B COOTBETCTBHM C  HACTOSIIUMHU
[IpaBunamu siBnsieTcst 6ecCpOUHOM.

26. BxiroyeHue B OJHY pPEECTPOBYIO 3alUCh HECKOJIBKMX Mojened (Mapok) METUIMHCKOTO
u3acivsa, B TOM 4YHCIIC OTHOCAINIMXCA K pPasHbIM BHUJAAM MCIUIHUHCKUX I/I3)1€.]'H/II71 B COOTBETCTBHU C
HOMEHKJIATYPHOU KiaccuUKanueil MeIUIIMHCKUX U3JeNUi 1Mo BUAAM, yTBepkaaeMoii MUHHCTEPCTBOM
3napaBooxpanenus Poccuiickoii denepanuu (manee - HOMEHKIATypHas KiacCU(PUKAIMS METUIIMHCKUX
W3/IeNIMi MO BUJAaM), BOBMOXHO IMPH YCIOBUM COOTBETCTBHUS 3TUX MOJENe (MapoK) BCEM CIIEAYIOLIUM
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KPUTEPUSIM:

a) TPOM3BOJCTBO MoOJeNeH (MapoK) MEIUIUHCKOTO H3JCIHs  OCYIIECTBISETCS  OJHUM
MPOM3BOJUTENIEM  (M3TOTOBHTENIEM) TIO OJHOM TEXHMYECKOW JOKYMEHTAIMH  MPOU3BOIUTEIIS
(M3roToBUTEINS);

0) Mozxenu (MapKu) MEJUIMHCKOTO M3/ENNs OTHOCATCSA K OJHOMY KjacCy NMOTEHLMAJIbHOTO pUCKa
IIPUMEHEHMS;

B) MOJIeNH (MapKu) MEIUIIMHCKOTO MU3JIETHs UMEIOT OJMHAKOBOE (DYHKIIMOHAIHLHOEC HA3HAUYCHUE U
MIPUHLUIT JEHCTBUS;

r) Mojenu (MapKu) MEAMIIMHCKOIO U3JENNs NpPEJHA3HAYECHbl JUIsl ONpPENENICHNUs HAIWYUs U (W)
KOJMYECTBEHHOTO COJAEp)KaHHA B OHMONOrHMYecKod mpoOe OJHOr0O W TOro K€ KIMHUYECKH
(IMarHOCTUYECKHN) 3HAYMMOTO aHAIWTA (AHAIWTOB) (JUIT MEOUITMHCKUX W3ICIUN JUIsl JUArHOCTUKH in
Vitro);

Il) MOACIHN (MapKI/I) MCIHULIMUHCKOIo U3ACIHNA UMCIOT PA3JIMYHBIC KOMIUICKTALlUH, HC BJIWAIOIINEC HA
IIPUHIAIT pa6OTBI u Q)YHKHI/IOHELTIBHOG HazHAa4YCHUC, YTO IIO3BOJIACT o0ecneyuTh paCcIupCHUC HIIN
ClicuaIn3ainrio X NpUMCHCHUS B MCANIUMHCKUX LCIIAX (HO HpI/IMeHI/IMOCTI/I);

e) Monenu (Mapku) MEAMIMHCKOTO H3JeNus HMMEIOT pPa3IMyHble TEXHUYECKHE MapaMeTphl, He
BIIMAIOIINE HA MPUHIUI PaObOTHI U PYHKIIMOHAIBHOE Ha3HAYCHHE (110 TPUMEHUMOCTH );

K) Mojaenu (MapKH) MEIUIMHCKOTO H3JAeIHs 00pa3yroT TUIIOPa3MEpHbIM (MOJENbHBIN) psii WiH
SBJIAIOTCSL TPYNIOM MCIONHEHUS MeIUIMHCKoro wusgenus. Ilpu sToM mox rpynmoil HMCHONHEHUS
MEIUIMHCKOTO W3J€IUsl TIOHUMAIOTCS M3JENHsI, B OTHOLUIEHUH KOTOPBIX BBINOJIHEHBI OJUH TPYIIIOBOU
yepTexX Jerajied u (Miau) OJHA TEeXHHUYecKas JOKYMEHTallus IpPOU3BOJAUTENS (M3TOTOBMUTENS) Ha
MEIUIMHCKOE U3IETIHE;

3) MOACIN (MapKI/I) MCIUIIUHCKOIr'0 U3ACJINA UMCIOT O/ITUHAKOBBIC ITPU3HAKHW B YaCTH:
obactu MMPUMCHCHU A,

WHBa3UBHOCTH,

CTCPUIIBHOCTU (B TOM YHUCJIC C YUCTOM METOJ0B CTepI/IJ'II/I3aI_II/II/I);

HaCTOThI HCIIOJIBb30BaHUA (O)IHOKpaTHoe MMPUMCHCHHUE, MHOI'OKpPAaTHOC IPHUMCHCHUC OIHHUM
ManueHTOM, MHOT'OKPAaTHOC MPUMCHCHUC HECKOJILKUMU HaI_[I/IeHTaMI/I);

SKCILTYaTAallUOHHBIX 1 KOHCTPYKTHUBHBIX 0COOECHHOCTEH.

27. T'ocymapcTBeHHass NOLUIMHA 3a COBEPIICHHUE PETUCTPUPYIOLIUM OpPraHOM JEHCTBUH IHpu
OCYUIIECTBJIEHUH TOCYAAPCTBEHHON PErUCTPALMY METUIIMHCKIAX U3EIUHN YIJIAYMBAETCS B COOTBETCTBHH C
3akoHoJaTenbcTBOM Poccuiickoit deneparu o Hanorax u coopax.

Nudpopmanuio 00 ymiaare rocygapCTBEHHOM TMOLUIMHBI PETrUCTPUPYIOLIUN oOpraH IMOodydaer
MOCPEJICTBOM JlocTyna K [ocymapcTBeHHOHM HWH(POPMALMOHHOM CHCTEME O TOCYJapCTBEHHBIX U
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MYHUIIUNATBHBIX IUIATEXaX, IpeaycMoTpeHHon craTtheil 21.3 denepanbHoro 3akona "OO opraHu3zanuu
IPEIOCTABICHNS TOCYAAPCTBEHHBIX M MYHHIIMIAIBHBIX YCIyT".

28. Peructpupyroomuid opraH pasMmemniaer WHQPOPMAIUIO, CBS3aHHYID C OCYIIECTBICHUEM
rOCy/IapCTBEHHOW pEruCTpallii MEAULUHCKOTO W3JeHs, BHECEHHMEM H3MEHEHUH B JOKYMEHTHI,
coJiepKallrecs: B PETUCTPAIMOHHOM JIOCh€, M OTMEHOM TOCYJapCTBEHHOM PErucTpalud, Ha CBOEM
odpunmaabHoM caite B cetd "MHTepHET"', B €IMHOM JMYHOM KaOWHETE 3asABHUTENS M DJICKTPOHHOM
KaOMHETe 3asBUTEIIA.

29. B penax nmpoxoKICHMs NMPOLELypbl FOCYAAPCTBEHHOM pPErucTpanuy MEIULUHCKOTO W3IEIINs
WHOCTPAHHBIH  NPOU3BOAMUTENL  (M3TOTOBUTEIb) MEAMLIMHCKOIO UW3JENUs JODKEH  Ha3HA4YMTh
YIIOJIHOMOYEHHOIO  MPEJICTaBUTENS. IPOU3BOIUTENS (M3rOTOBUTENS), JEHCTBYIOIIETO B  MEpPUOJ
oOpamieHnss MEIUIIMHCKOro u3jaenuss Ha Tteppuropun Poccuiickoit ®dexepanmu, ¥ MOIACPKHUBATH B
aKTyaJlbHOM COCTOSIHUM HH(POPMALMIO O TaKOM IpeACTaBUTeNle INPOU3BOAUTENST (M3TOTOBUTENS),
COJIEPIKALLYIOCA B PETHUCTPALIMOHHOM JIOCHE.

B cnydae ecnu cBefeHusi 006 yoJTHOMOUYEHHOM IPEICTaBUTENE POU3BOIUTENS (M3TOTOBUTENS) HE
yKa3aHbl B JIOKYMEHTaX, COJIEPKAIIMXCA B PETMCTPALIMOHHOM JOChE, WJIM SIBISIOTCS HEAKTYaJIbHBIMH,
WHOCTPAHHBIA IMPOU3BOAUTENL (M3roToBHTENb) 10 1 ceHTsa0ps 2026 r. JOMKEH HA3HAYUTH
YIOJIHOMOYEHHOTO  TMPEJCTAaBUTENST TPOUZBOAMUTENS (M3rOTOBHUTENA), JACUCTBYIOIIETO B IMEPUOL]
oOpallleHus: METUIIMHCKOTO u3lenus Ha Tepputopuu Poccuiickoit @enepanuu, Wi aKTyalu3UpOBATh
CBEICHUSI O HEM.

(B pen. ITocranornenus IIpaButenscTBa PO ot 13.08.2025 N 1206)

30. [lo mojiaum B perUCTPUPYIONIUI OpraH 3asBJICHHS O PETUCTPAIMHA MEIUIIMHCKOTO M3 WIIN
O BHECEHHWU M3MEHEHUH B JIOKYMEHTHI, COAEpKAIIUecs B PETUCTPAIMOHHOM JOChE, B COOTBETCTBUU C
nyakTamu 63, 87, 112, 120 w 135 nacrosmux [IpaBwin wiv Mojadu B YUYPEKACHHE 3asBICHUS O
MPOBEJICHUHU AIKCIEPTU3bl KauecTBa, dPGEKTUBHOCTH U OE30MACHOCTH OTEYECTBEHHOTO MEIHIIMHCKOTO
u3enus B COoTBeTCTBMU ¢ nyHKToM 101 Hacrosuux IlpaBun 3asBUTENs OCYHIECTBISIET cOOp
JoKa3aTenbcTB  Oe3omacHOCTH U d(DPEKTUBHOCTH  MEOUIIMHCKOTO  HM3AENUs U MOATOTOBKY
COOTBETCTBYIOIIUX JTOKYMEHTOB PETUCTPAIIMOHHOTO JOCHE.

31. B umensix MOATOTOBKU JOKYMEHTOB, COJEPKAIIMXCA B PErHMCTPALlMOHHOM JOChE, ISl UX
MOCJIEYIOMIEr0 TPEACTABJICHUSI B PErUCTPUPYIONIMH OpraH WIM YYPEXKJACHHE 3asBUTENb (TI0
MPUMEHUMOCTH B 3aBUCUMOCTH OT MIPOLIEAYPHI):

a) obecreynuBaeT NPOBEACHUE TEXHUUECKUX UCTIBITAHUN U (MJIN) BKIIOYAeT B KOMIUIEKT IOKYMEHTOB
UMEIoIMecs] JaHHbIe (JIOKa3aTesbHbIE MaTepualbl MPOU3BOIUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO
u3zeus);

0) obecrieunBaeT MPOBEAEHNE TOKCUKOJIOIMYECKUX UCCIE0BAaHUN MEIUIMHCKOTO U31eMUs U (MJITH)
MIPUHAUIEKHOCTEH K MEAUIUHCKOMY M3JIEIUI0, TNPSAMO HIM ONOCPEIOBAHHO KOHTAaKTHPYIOIIUX C
MOBEPXHOCTBIO TE€Ja YEIOBEKA, €ro CIU3UCTBIMU 00O0JOYKAMH, BHYTPEHHHUMHU CpelaMi OpraHu3Ma, JJis
KOTOpBIX YKa3aHHOE B3aWMOJEWCTBHE (KOHTAKT) SBJSETCS HEOOXOAMMBIM Ui BBIIIOJIHEHUS UX
npeJHasHaueHHbIX (YHKIMHA, ¥ (WIM) BKIOYAaeT B KOMIUIEKT JOKYMEHTOB HMEIOIIUECS aHHbIE
(mokazarenbHbIe MaTepUaibl IPOU3BOIUTENS (M3TOTOBUTENS) MEIULIMHCKOTO U3/IEIINSA);

B) obecnieunuBacT MMPOBCACHUC KIIMHUYCCKUX HCIBITAaHUN MEIUIMHCKOTO U3ASINS (33 HCKIIYCHHUECM
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TOCYJapCTBEHHON PErucTpaluyd MEIWIUHCKUX HU3JeNuil, MOATBEpKACHUE 3S(PPEKTUBHOCTH KOTOPBIX
TpeOyeT NpoBeleHHs KIMHUYECKMX MWCIBITAHUNA C y4acTHEM YeJOBeKa U IOJYYeHHUs pa3pelIeHUs
PETUCTPHUPYIOIIETO OpraHa, OCYIIECTBISIEMON B COOTBETCTBUU C ITyHKTaMu 63 - 86 HacTosmux [Ipasun).

KiimHMueckne HCHbITaHUs B LENSIX TOCYJApCTBEHHOM pErucTpauuyd MEIULUHCKOTO H3ENHs,
noATBepkIeHrne dPPEKTUBHOCTH KOTOPOro TpeOyeT MpOBEIeHUsI KIMHUYECKUX UCIBITAHUN C y4acTHEM
YyeloBeKa (3a HMCKIIOYEHUEM OTEUECTBEHHBIX MEIUIIMHCKUX U3JCIUNA, MEIUIMHCKUX H3ICNUN Ul
JUATHOCTHKHU in Vitro, MEIWIMHCKHX W3JCNINN, NPOIICIIINX TOCYJAapPCTBCHHYIO PETUCTPALUIO B
COOTBETCTBUM C OCOOEHHOCTSIMH, YycTaHOBJIeHHBbIMU IIpaButenbctBoM Poccuiickoit ®enepanuu, u
MPOrPaMMHOTO O00ECIIEUCHHUS, SBJISIOIICTOCS METUIIMHCKAM HW3JIEIHEeM), MPOBOASITCS HAa OCHOBAaHUM
pa3penieHus Ha MPOBEACHUE KIIMHUYECKUX HUCIBITAHUM, BBIIAHHOTO PETUCTPUPYIOLIUMM OPraHoM, a TakKe
3aKJIFOYCHUST 00 OSTUYECKOW OOOCHOBAHHOCTH TIPOBEACHHS KIMHUYECCKHX WCIBITAHUH, BBIIAHHOTO
COBETOM IO 3THKE B cdepe oOpalleHus MeIWUUHCKUX u37enuidi MuHHcTepcTBa 3paBOOXPaHEHUS
Poccuiickoit ®enepanuu (manee - COBET MO OTUKE), B CiIydasX, YCTAaHOBJICHHBIX HACTOSIIUMHU
[IpaBuinamu.

KimuHuveckne HWCIBITAaHUS C YYacTHEM 4YeJOBeKa B IEISIX TOCYIapCTBEHHOW PETUCTPAIAU
OTEYECTBCHHOTO MEIUIIMHCKOTO W3JENUsl TPOBOJSATCS HAa OCHOBAHMU 3aKIIOYCHUS 00 JTUYECKOMH
000CHOBAaHHOCTH TIPOBEJCHUS KIMHUYECKUX HCIBITAHUN, BBIJAHHOTO COBETOM IO ITHKE, B CIyYasX,
YCTAaHOBJICHHBIX HacTosimumu [IpaBuiamu. Pa3penieHue Ha mpoBeNeHHE KIMHUYCCKHX HCIBITAHHH C
y4acTHEM 4YeJIOBEKa, BBIIABAEMOE PETHCTPHUPYIONIMM OpPraHOM, JJIsi OTCUYSCTBEHHBIX MEIUIIUHCKUX
U3JICNUH, POLIeAYypa TOCYJapCTBEHHON PErHCTPALU KOTOPBIX OYAET OCYIIECTBIATHCS B COOTBETCTBUU C
nyakTamu 101 - 109 nactosmux [Ipaswi, He TpeOyeTcs.

Jns MeAMIMHCKUX W3JeNUd A7 JUArHOCTHKU In Vitro, MEAWIMHCKUX H3JENUN, MPOLIEAIINX
TOCYIapCTBEHHYIO PETUCTPAIMIO B COOTBETCTBUU C OCOOEHHOCTSIMH, YCTaHOBJICHHBIMH [IpaBUTETHCTBOM
Poccuiickoit ®denepanyu, ¥ MPOrPaMMHOTO OOECTICUEHUS, SIBISIONIETOCS MEIUIUHCKUM H3JeNUeEM,
MOJTyYEHUE pa3pelieHus] PErUCTPUPYIONIETO OpraHa Ha MPOBEICHUE KIMHUYECKUX HCIBITAaHUM, B TOM
YHCIie C yJacTheM YelloBeKa, He TpedyeTcs;

r) oOecreynBaeT MPOBEACHUE HUCIBITAHUN B LIENSAX YTBEP)KICHHUS THUIA CPEJICTB U3MEpPEHHH (B
OTHOIICHUH METUIMHCKUX H3JEJINH, OTHOCAILIMXCS K CPEJCTBaM M3MEpEHH B chepe TocyaapCTBEHHOTO
perynupoBaHusi 00ecriedeHHs eAMHCTBA U3MEPEHUH, IIepeYeHb KOTOPBIX yTBEpKAaeTcs MUHHCTEPCTBOM
3npaBooxpanenust Poccuiickoit @enepanun);

) oOecreynBaeT MPOBEACHUE WHCIEKTUPOBAHUS IPOU3BOJCTBA MEAMIMHCKUX M3JEIUA Ha
COOTBETCTBHE TPEOOBAHUSAM K BHEAPEHMIO, MOJIEPKAHUIO U OIIEHKE CHCTEMBbl YIPABICHHUsS KaueCTBOM
MEIUIMHCKUX HU3JEIUA B 3aBUCUMOCTH OT NMOTEHLHUAIbHOIO PHUCKA UX MPUMEHEHHUS, YTBEP)KJIECHHBIM
[IpaButenscTBoM Poccuiickoit denepanuu (manee - TpeOOBaHUS K BHEIPEHUIO, MOIIEPKAHUIO U OLICHKE
CUCTEMBI YIPaBJIEHUSI KaueCTBOM MEAUIMHCKUX u3/enuil). [leppruuHoe MHCIEKTUPOBAaHUE MTPOU3BOJICTBA
MEIULMHCKUX U3JIeIUI Ha COOTBETCTBHE TPEOOBAaHUAM K BHEIPEHHUIO, MOICP)KAHUIO U OLIEHKE CUCTEMBI
yIpaBiIeHUS KaueCTBOM MEIMIMHCKHUX W3/1€INii, BBIMOJIHEHHOE B LIEJSAX MPEACTABICHUS €ro pe3ybTaToB
B PETUCTPUPYIOLIUI OpraH WM YYpEKIEHUE B paMKax MpOLENyp, NpeaycMOTpeHHbIX paszaenamu 11 - VI
HacToamux [IpaBui, JOMKHO OBITH MIPOBEACHO YUPEKACHUEM UM SKCIIEPTHBIM YUPEKICHUEM.

32. CoBer No 3TUKE SIBISETCS MOCTOSHHO ACHCTBYIOUIMM OpPraHOM, CO3JJaHHBIM MUHUCTEPCTBOM
3apaBooxpanenus Poccuiickoit denepanuu 71l TPOBEACHHS IKCIIEPTU3BI ITHYECKON 00OCHOBAaHHOCTH
MPOBEICHUS KIMHUYECKUX MCIBITAHUM MEIUUMHCKUX H3JEIUA C YYaCTHEM YEJIOBEKA B KadyeCTBE
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cyOBeKTa (fanee - STUYECKas SKCIepTH3a).
33. OCHOBHBIMH 3aJ]auaMH COBETA 10 ATUKE SIBIISFOTCS:

a) TPOBEJICHUE STUYECKOM HKCIEPTU3bl JOKYMEHTOB, CBS3aHHBIX C IPOBEICHUEM KIMHUYECKUX
HCIBITAHUN MEOUIMHCKUX U3ICIUN;

0) BBIJAYa 3aKIOYEHUS 00 JTHYECKON OOOCHOBAHHOCTH BO3MOXKHOCTH WJIM HEBO3MOXKHOCTHU
MPOBE/ICHUST KIMHUYECKUX HWCIBITAHUA MEIUIIMHCKUX W3JCIHA C YYacTHEM UYeJOBEKa B KauecTBE
cyOBeKTa.

34. CoBerT I10 3TUKE B COOTBETCTBHUH C BO3JIOKEHHBIMHU Ha HETO 3ala4yaMu UMCCT IIpaBoO:
a) moJiydyaTb 1OKYMCHTHI, HCO6XOIII/IMI)IC AJIA IIPOBECACHU A STHUYECKOM OKCIICPTUBI,

0) 3ampammuBaThb Yy 3asABUTENS HEIOCTAOIIUME MaTepuaibl, HEOOXOOUMbIE i MPOBEICHUs
3TUYECKOMN IKCIEPTU3HI.

35. CocraB coBeTa IO 3TUKE yTBEpKAaeTcss MMHHCTEpCTBOM 3apaBooxpaHeHus Poccuiickoit
Qeneparui 1 GopMHpPYETCST M3 MPEACTaBUTENCH  MEIWUIMHCKUX, HAYYHBIX  OpraHH3aluy,
00pa3oBaTeNbHBIX YUYPEKICHHUH BBICIIETO 00pa3oBaHUs, a TakkKe NpeAcTaBUTeNel OOIIECTBEHHbBIX
OpTaHU3aIMii, PETUTHO3HBIX OPTaHU3AINIA U CPEACTB MacCOBOW MH(POPMALINH (JaJiee - IKCIIEPTHI COBETA).

Yucno HpeﬂCTaBHTCHCﬁ MCIHUIMHCKHUX Opr aHU3alMi HE MOXET MPEBLIIATH IIOJIOBUHY 06mer0
qucia OKCICPTOB COBETA.

36. CoctaB coBeTa MO 3THUKE MEPECMATPUBACTCS MO Mepe HEOOXOJUMOCTH, HO HE Yallle OJJHOTO pa3a
B I'OJ.

W3mMeHeHuss U JTONOJIHEHHS B COCTAaB COBETA MO 3THKE YTBEP)KIAIOTCS MPHKa30M MUHHCTEpCTBA
3apaBooxpanenust Poccuiickoin denepanum.

37. B cocraB coBeTa Mo 3TUKE BXOIAT IIpeaceaarTeiib, €ro 3aMECTUTCIIN U WICHBI COBETA 110 3TUKE.

38. Ilpencenartens coBeTa MO 3THKE Ha3HayaeTcsi MUHHUCTpOM 37ApaBooxpaHeHus Poccuiickoit
denepan U3 YUCla SKCIEPTOB COBETA, MMEIOLIMX BhICIIEE MEAMIMHCKOE 00pa3oBaHHE, HAYUHYIO
CTCIICHb KaHAuAaaTa MCIUIHWHCKUX HAayK HWIW JOKTOpa MCEAWINUWHCKUX HAYK W OIIBIT pa60Tm 110
MIPOBEACHUIO KIIMHUYECKUX UCIBITAHUN MEIUIUHCKUX U3JEIUN U PA3PEIICHUI0 BOIIPOCOB, CBA3AHHBIX C
STUYECKUMH ACTIEKTaMH KIMHHYECKIUX UCTIBITAaHUN MEAUITMHCKUX I/ISJIGJ'II/II\/'I.

39. Ilpencenarens coBeTa MO ITUKE OCYIIECTBISET 00Iee PYKOBOJCTBO, OMPEAEsSeT HAPaBICHUS
paboTHl COBETa MO JTHKE, OPraHU3YeT €ro padoTy, pacmupenenseT OO0S3aHHOCTH MEXAY IKCIepTaMu
COBETa, OCYIIECTBISIET KOHTPOIIb 33 MTPOBECHUEM dTUYECKON IKCIIEPTHU3HI.

B OTCYTCTBHEC IIPEACCHAATEIIA COBETA 10 3TUKE €TI0 0053aHHOCTHU HCIIOJIHAET OJIMH U3 3aMecmTeneﬁ,
HMEIONIUN BBICIIIEE MEIUIIMHCKOE O6p3.30BaHI/IC.

40. DkcmepThl coBeTa HE JOMKHBI HAXOIAUTHCS B KAKOW-THOO 3aBUCHUMOCTH OT TPOU3BOAMTENCH
(u3roroBuTeENEl) MEAUIIMHCKUX HM3ACIUM U IPYTUX JIML, 3aMHTEPECOBAHHBIX B PE3yJbTaTax 3TUYECKOU
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AKCIEPTU3BI.
41. B coBeTe 1Mo ATUKE MOT'YT CO3/IaBaThCs SKCIIEPTHBIC TPYIIIIHI.
42. K sxcniepTam coBeTa NpebsBIISIOTCS CleyIolue TpeOOBaHUS:
a) IS JTUI, UMEIOIIUX BBICIIEEe METUITMHCKOE 00pa3oBaHue:

HaJIMYUe IOCJIEBY30BCKOTO U (WJIM) JIONOJHHUTENBHOIO Hpo(ecCHOHANbHOro 00pa3oBaHus,
cepTU(UKaTa CIeIUAINCTa;

HaJIM4YUEC OIIbITA pa60Tm 110 HpOBCI{GHI/IIO KIIMHUYCCKUX I/ICHI)ITaHI/Iﬁ MCIOUIIMHCKUX I/I3Il6JII/II>i 158
pa3peIIeHUI0 BOIIPOCOB, CBS3AHHBIX C ATUYECKUMHU aCHEKTaMU KJIMHUYECKUX HCIBITAHUN MEIUIIMHCKUX
N30SI,

0) JIIs1 UHBIX JIUIL;
HaJIMYue BBICUIETO 00pa30BaHuUs;

HaJIn4uc OIIbITa pa6OTLI M 3HaHUH B 00JIACTH ITHYECKHUX U IIPaBOBBIX ACIICKTOB 3alllUTHI IIPpaB H
CBO6OI[BI YCJIOBCKA U IpakKaaHUHA.

43. 3acenaHus COBETa MO ATHKE MPOBOAATCA MPEACeaaTeNIeM WIH 10 ero MOPYyYEHUI0 3aMEeCTUTEIEM
npeacenaTens u 0pOPMIISIOTCS TPOTOKOIOM, KOTOPBIN MOANMCHIBACTCS MPEACEIaTeIeM COBETA 110 STHKE
WJIU €r0 3aMECTUTEIIEM.

MaTepI/IaJ'IBI K O4CpPCIHOMY 3aCCAAHUIO COBETA IO OTUKE HAIIPABJIAIOTCA SKCIIEPTAM COBETA 110 3THKE
ACTIApTaMCHTOM MI/IHI/ICTepCTBa 3ApPaBOOXPAaHCHUSA Poccuiickoit q)enepaum/l, OTBCTCTBCHHBIM 34
OpraHnu3allOHHO-TCXHUYCCKOC o0OecIieyeHne CoBeTa IO ITHUKE (I[aﬂee - I[eHapTaMeHT), HE IMO3/JHEC YEM 3a
3 pa6oq14x AHA 10 HA3HAYCHHOI'O ACIIAPTAMCHTOM CPOKa ITPOBCACHUSA 3aCCAAHUS.

44. 3acenaHue coBeTa MO ATHKE CUMTAETCS NMPABOMOYHBIM, €CJIM Ha HEM IPHUCYTCTBYET HE MEHee
JIBYX TpeTeH ero 4IEeHOB.

DKcIepThl COBETA YYaCTBYIOT B €r0 pabOTe JTMYHO, ACIETUPOBAaHUE IOJHOMOYMM HE IOMYCKaeTCs.

45. DKcnepTel COBETAa, Yy4aCTBYIOUIME B IUIAHUPYEMOM KIMHUYECKOM MCIIBITAHWUH MEIUIIMHCKOTO
W3J1eJMs], HEe IPUBJIEKAIOTCS K 3TUYECKOM dKCIIEPTH3E.

46. Penrenue coBeTa MO THUKE MPUHUMAETCS OTKPBITHIM TOJIOCOBAHUEM IMPOCTHIM OOJBITHHCTBOM
TOJIOCOB MPUCYTCTBYIOIINX HA 3aCeIaHUU SKCIIEPTOB COBETA.

B CJIyda€ paBCHCTBA TIOJIOCOB TPHUHATBIM CUHUTACTCA PCHICHUC, 3a KOTOPOC IMPOrojiocoBal
HpeﬂcellaTeJ'IBCTBy}OH_[I/Iﬁ Ha 3aC€JaHHuH COBETA I10 3THKCE.

47. Tlo pe3yiibTaTaM 3aCClaHusA COBCTA IO 3TUKC 0(1)OpMJ'I}ICTC}I 3aKIIIOYeHHE 00 OJTHYECKOU
000CHOBAaHHOCTH MPOBCACHUA KIIMHUYCCKUX HUCIBITAaHHI MCIUIMHCKOT'O HM3ACTIHUA I10 cbopMe COTrJIaCHO
MPUIIOKCHUIO, KOTOPOC MOANUCBIBACTCA NPEACCAATCICM COBETA IO 3TUKE UJIN €T0 3aMCCTUTCIICM. O,Z[I/IH
OK3CMILIAP 3aKIIIOYCHUA BpPYYACTCAd 3aABUTCIIIO WM HaAOpaBIACTCA €EMY 3aKa3HbIM ITOYTOBBIM
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OTIIPAaBJICHUEM C YBCIOMJICHUCM O BPYUCHUU, A BTOpOfI OK3CMIUIAP XPAHUTCA B ACTIAPTAMCHTC.

48. DKCrepT coBeTa, HECOTJIAaCHBIM C MPHHATBIM PEIICHUEM, UMEET MPaBO B MUCbMEHHON (opme
U3JIOKHUTH CBOE 0CO00€ MHEHHE, KOTOPOE MPHIIaraeTcsi K COOTBETCTBYIOIEMY 3aKIIOUEHHIO COBETa I10
3THKE, MPeyCMOTpeHHOMY ITyHKTOM 47 Hactosuiux [IpaBui, u sSBiIsieTcs ero HEOThEMIIEMOMN YacThIO.

49. Hudopmaunuss 0 cocraBe CcoOBeTa IO OSTHKE W IUIAHAX €ro paboThl pa3Memaercs B
COOTBETCTBYIOIIEM pazjielie Ha cailte MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu B cetu
"NHTepHeT" U MOAEP/KUBAETCS B AKTYaJIbHOM COCTOSIHUM.

Uudopmanusa o Tekyied IesATeIbHOCTH COBETa IO 3TUKE pPa3MEIIaeTcsi B COOTBETCTBYIOIIEM
paznene Ha caiite MunucrepctBa 3apaBooxpaHeHusi Poccuiickoit ®denepanuu B cetu "UnTepHer" B
TeyeHue 3 pabouynx JHEH co IHS MPOBEICHUS 3aCeIaHts COBETA 10 THKE.

50. DKcrepTHOE YUpeKJEHUE IO JKENAaHUIO 3asBUTENS /10 Hadajga MpOLEAYypbl FOCyAapCTBEHHOU
PErucTpalvi OCYLIECTBISET KOHCYJIbTUPOBAHHE, B TOM YHMCIIE IO BONPOCaM MPOLEAYpP, CBA3AHHBIX C
rOCYJIapCTBEHHOM PErucTpauyel MEAUUMHCKUX W3MEJINI, BKIIOYas IPEABAPUTEIbHBIA aHAIN3 U OLIEHKY
PEruCTPaLIMOHHOIO JOChE, B MOPSAAKE, YCTAHOBICHHOM PETMCTPUPYIOLIUM OPraHOM.

KoHcynbTupoBaHue He SBISETCS 00S3aTENbHBIM JJIs TOJYYEHUs] TOCYAApCTBEHHOM YCIYTH IO
rocyJAapCTBEHHON pErucTpalvi MEAULIMHCKUX U3EIHI.

B memsax coOmofeHus TPUHIUIIOB HE3aBUCHMOCTH M OECIPUCTPACTHOCTH MPHU MHPOBEACHUH
9KCHEePTHU3bl KauecTBa, 3(p(PeKTUBHOCTH U 0€30MACHOCTH MEIUIIMHCKOIO M3JIeNHUs, a TaKkKe UCKIFOUYEHUS
BO3MOKHOCTH KOH(IMKTa UHTEPECOB JOHKHOCTHBIE JIMIIA SKCIIEPTHOIO YUPEXKIEHUS, OCYIECTBISIBIINE
KOHCYJIbTUPOBAHUE WJIM HMHCIIEKTUPOBAHUE IIPOU3BOACTBA MEAMIUHCKHUX HU3JEIUNA Ha COOTBETCTBUE
TpeOOBaHUSAM K BHEJIPEHMIO, MOJJCPKAHUIO U OLIEHKE CHUCTEMbI YIPaBJIEHUS KAaueCTBOM MEIUIIMHCKUX
U3JeNni, He MOTYT NMPOBOAMUTH SKCHEPTU3Y KauecTBa, 3(P(HEeKTHUBHOCTU U OE€30MaCHOCTH METULIMHCKOTO
W3/1eIUs, ITI0 KOTOPOMY ITPOBOJIMIIOCH KOHCYJIBTHUPOBAHUE.

51. B OTHOIIEHNU METUIIMHCKOTO U3/IeNUs 3asBUTEIEM MOXKET ObITh MPEACTABICHO TOJIBKO OJHO U3
3asIBJICHUHN, MPEAYCMOTPEHHBIX MYHKTOM 63, win myHKToM 87, unu noamyHkTtoMm "a" mynkra 101, nmm
noanyHkToM "a" nmynkra 112, niom noanynkrom "a" mynkra 120, niau nynktoM 135 Hactosmux IIpasui.
B cinydae mpencraBieHus WM HamnpaBi€HHUs B PETHUCTPUPYIOLIUI OpraH WM YYpEeKIEHHE B IEpUO]
pPacCMOTPEHMsSI MM PETUCTPALMOHHOIO JIOChE B COOTBETCTBUU C MPOLENYpPOM, NPELyCMOTPEHHOU
HacToamuMu [lpaBunamu (IO BBIHECEHHS HWTOTOBOIO pPEIIEHHUs, MPEJYCMOTPEHHOIO JaHHOMN
IpoIeypoit), MOBTOPHOIO M (MJIM) HOBOTO 3asABJICHMS W3 YKa3aHHBIX B IPEAJIOKEHUHM IE€PBOM
HACTOAIIET0 MyHKTa B OTHOIIEHUU JJAHHOTO MEIUIIMHCKOTO U3/IENINS TaKOe 3asiBICHNE PETUCTPUPYIOIIUM
OpPraHOM WIH YUPEKJCHUEM HE TPUHUMAETCS.

52. Peructpupyromuii oprad GOpMUPYET PErUCTPANMOHHOE TOChE U3 CIEAYIONMUX JOKYMEHTOB (TI0
PUMEHUMOCTH):

a) 3asBJICHHE O pEerucTpanuy U JAOKYMEHTBHI, MPelyCcMOTpeHHble MyHKTOM 65, wiu 87, umu 101
Hacrosmux [lpaBui, 3asBieHHE O BO300HOBJIECHHWM TOCYJApCTBEHHOM pPETUCTpAllMd MEIUIIMHCKOIO
U3JIeUsl U JOKYMEHTHI, mpeaycMoTpeHHble myHkToM 80 Hactosimux [IpaBui, 3ampocsl M JTOKYMEHTHI,
peaycCMOTpeHHble NyHKTOM 74 win 96 Hactosumx IlpaBwil, 3asBI€HHE O BHECEHHMHM W3MEHEHM,
COJIeprKaINXCsS B PErUCTPALlMOHHOM JI0ChE, U JOKYMEHTHI, IPEeIyCMOTpEeHHbIe MyHKTaMu 112 u (uin)
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120 nacrosmumx [IpaBun, a Takke 3asBlieHHE 00 OTMEHE TOCYIapCTBEHHOW PErUCTPAIllUU MEIUITUHCKOTO
W3JICNUS U JOKYMEHTBI, TPEAYCMOTPEeHHBIC MOATyHKTOM "0" myHkTa 139 Hactosmux [TpaBur;

0) Komus 3aJaHUs Ha MPOBEACHUE HKCHEPTH3bl KauecTBa, 3(dexTuBHOCTH M Oe30macHOCTH
MEIUIIMHCKOTO U31eTHsl, 0QOPMIEHHOT'O PETUCTPUPYIOLIUM OPTaHOM;

B) 3aKJIIOUEHHSI, OPOPMIICHHBIE SKCIIEPTHBIM YUPEXKICHHEM IIPU MPOBEIEHUH SKCIIEPTU3bI KAUeCTBa,
3¢ GEKTUBHOCTH U 6€30aCHOCTH MEIULIMHCKOTO U3/IeIus;

') BO3PAKEHUS 3asIBUTEIIS HA 3aKIIOYEHHE SKCIIEPTHOIO YUPEKIACHUSI IIPU POBEAECHNUN 3KCIIEPTU3BI
KayecTBa, 3(P(PEKTUBHOCTH U OE€30MAaCHOCTH MEIUIMHCKOIO W3JENHs, PEIIEHUs PErUCTPUPYIOLIETo
Oprasa o UTOraM pacCMOTPEHHUS BO3PAXKEHUN 3asBUTENS Ha 3aKIIOUYCHHUE;

1) KOTIUY MTPUKA30B PETUCTPUPYIOLIETO OpPTaHa;
€) KOIUU yBEIOMJICHUM, HAaPaBJICHHBIX PErUCTPUPYIOIIMM OPTraHOM;
) KOIIUU OTYETOB 00 MHCIIEKTUPOBAHUU MTPOU3BOJICTBA METUIIUHCKOTO U3CIH.

53. JIOKyMeHTHI, coAiepXkKalluecss B PErUCTPALIMOHHOM J0ChE, MIPEICTABISAIOTCS B PETUCTPUPYIOIIHIMA
OpraH ¢ MCIIOJIb30BaHUEM €JIMHOIO JINYHOTO KaOMHETa 3asBUTENS B (OpPME HIIEKTPOHHBIX JOKYMEHTOB
WM 3JEKTPOHHBIX 00pa30B JIOKYMEHTOB, IOJIMUCAHHBIX YCUICHHON KBaJU(ULIUPOBAHHOMN 3JIEKTPOHHOM
MOJIIMCHIO UM YCUJIIEHHOM HEeKBATU(PULIUPOBAHHOHN 3JEKTPOHHOM MOJIHUCHIO 3asiBUTEIISL.

I[OKYMGHTI)I Ha 6YMa)KHOM HOCHUTCIIC, COACPKAIUCCA B PCTUCTPAIIMOHHOM JOCHE, DJICKTPOHHBIC
O6p83]:1 KOTOPBIX MMPEACTABIISAFOTCA 3asABUTCIICEM, JOJIKHBI OBITh 3aBCPCHBI B YCTAHOBJICHHOM ITOPAIAKE.

54. JIOKyMEHTBI, COJAEpXaIIhecss B PETHCTPAIMOHHOM JO0ChE, MOJDKHBI OBITh BBITIOJIHEHBI B
MHOTOI[BETHOM (hopmare ¢ pasperienueMm He MeHee 300 Touek Ha awoiM B Gopmate *.pdf ¢ TekcTOBBIM
CJIOEM C BO3MOXHOCTBIO BBIIEJICHUS U KOTIMPOBAaHUSI OJIOKOB, a TAK)KE OCYIIIECTBICHUS TIOUCKA.

Pasmep nro6oro u3 ¢aitioB perucTpalliOHHOTO JO0Che He T0oJbKeH mpeBbimats 100 M6.

B xaxaoM JOKymeHTe, coiepialleMcs B PErHCTPallMOHHOM J0Che, 00s3aTeNbHO JOJKHA OBITh
yKa3aHa JaTa ero BblJIayu.

55. B cnydae eciM [OKYMEHTHI, COJIEpKAIMECS B PETUCTPALIMOHHOM JIOChE, COCTABJIEHBI Ha
WHOCTPAHHOM SI3bIK€, OHU NPEICTaBIIAIOTCSA C 3aBEPEHHBIM B YCTAHOBIEHHOM IOPSIKE MEPEBOJOM Ha
PYCCKUH SA3BIK.

56. TexHuueckas TOKYMEHTALUsl IMPOU3BOAMTENS (M3TOTOBUTENS) HA MEIUIMHCKOE W3JIENHNe,
AKCIUTyaTallMOHHAs JOKyMEHTAlMsl MPOU3BOAUTENSI (M3TOTOBUTENS) HA MEIUIIMHCKOE HU3JeNHe, B TOM
YUCJIE UHCTPYKLMS 110 IPUMEHEHUIO WM PYKOBOJCTBO I10 IKCIUTyaTallui MEIULIMHCKOTO U3JEIuUs, MOTYT
OBITH JOIMOJIHUTEIBHO BHECEHBI IIOCPEACTBOM €AMHOIO JMYHOTO KaOMHETa 3asBUTENS B BUIE CBEACHUIA,
MOJIMMCAHHBIX ~ YCWJIEHHOW  KBaJIM(UIMPOBAHHOM  DJIEKTPOHHOM  MOANUCBIO WM  YCHJICHHOMH
HEKBaJIM(ULIMPOBAHHOM 3JIEKTPOHHOM MOAMKCHIO 3asBUTEIS.

57. O0ecnieueHne opraHu3aluu padboOThl MO (HOPMUPOBAHMIO U BEICHHUIO HOMEHKJIATYpHOU
KJIacCU(UKALUN MEAUIIMHCKUX U3JEIUN MO BUJIaM OCYILECTBIISETCS] pErUCTPUPYIOLIUM OPraHOM.
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58. Ilpu W3MEHEHWH BHJAa MEAMLMHCKOTO H3JIETUs B paMKax palboTbl 1Mo (HOPMHUPOBAHHUIO U
BEJICHUI0 HOMEHKJIATypHO! KJIaCCU(PUKALMU MEIUIUHCKUX U3ETUI 110 BUIaM PETUCTPUPYIOLIUN OpraH
YBEIOMIISIET IOCPEACTBOM DJJIEKTPOHHOIO KaOMHETa 3asBUTENsSl O IUIAaHUPYEMOM W3MEHEHMM BUJA,
COJIEpKAlLEerocsi B pEeCTPOBOM 3aMKCH.

B tewenme 15 pabGoumx nHEH cO JHS pa3MEIIeHUS B DJIEKTPOHHOM KaOWHETE 3asiBUTEN
YBEJIOMJICHHS, YKAa3aHHOIO B ab3alle NepBOM HACTOSIIErO IYHKTa, 3asBUTENb BIIPABE O3HAKOMUTHCS C
HUM U IIPY HAJIMYUU BO3PAKEHUN HAIPABUTH UX B PETUCTPUPYIOLIHUNA OpraH MOCPEACTBOM JIEKTPOHHOIO
KaOMHeTa 3asBUTENA. YKa3aHHbIE BO3PAXKECHUS HANIPABIIAIOTCS 3asBUTENIEM OJHOKPATHO.

B cnyuae ecnu B yCTaHOBIIEHHBIM CPOK BO3pa)KEHHUS 3asiBUTEIIS HE MOCTYIWIH, PETUCTPUPYIOIINN
OpraH OCYyLIECTBISIET MEPOIPUSATHS 110 BHECEHUIO U3MEHEHUH B PEECTPOBYIO 3aIUCh.

B cimyuae mnocTymiaeHHs ITOCPEACTBOM JJIEKTPOHHOIO KaOWHETa 3asBUTENS B CpPOK, HE
IpeBbILaoui 15 pabounx aHel, Bo3pakeHUi 3asBUTENS 110 U3MEHEHHUIO BUJJa METULIMHCKOTO U3/IeNTUs
peructpupyromuii oprad B Teuenue 30 pabouux JHEH co JHS MOCTYIIEHUS BO3PAaXKEHUM paccMaTpUBaeT
UX, B TOM YHUCJIE C IPUBJICYEHUEM IKCIIEPTHOTO YUPEKACHUS.

B cnyyae npuHATHA pemieHUMs O IPU3HAHUM BO3PAXKEHUM IIOJIHOCTBIO WM YacCTHUYHO
000CHOBAHHBIMU MEPOINPHUATHS [10 BHECEHUIO U3MEHEHUH B PEECTPOBYIO 3aIIMCh HE OCYIIECTBIISIFOTCS.

B cnyuyae npuHATHS peumieHHsT O NPU3HAHMM BO3PAKEHUW IIOJHOCTHIO MM YacTUYHO HE
O00OCHOBAaHHBIMHU PETUCTPUPYIOIIMNA OpraH YBEAOMJIAET O IPUHATOM pEIIEHUH MOCPEICTBOM
AJIEKTPOHHOrO KaOuHeTa 3asBUTeNd (C MOTHUBHPOBAHHBIM OOOCHOBAaHUEM IPUHSATOTO pEIICHUs) U
OCYILIECTBIISIET MEPONPUATHUS IO BHECEHUIO COOTBETCTBYIOIIMX U3MEHEHUI B PEECTPOBYIO 3aIIUCh.

59. Cpoku U Mocsae10BaTeIbHOCTh aJMUHUCTPATUBHBIX MPOLIETYP U aIMUHHUCTPATUBHBIX JEHCTBUIA
PETUCTPUPYIOIIETO OpPraHa YCTaHABJIMBAIOTCS aIMHUHHCTPATUBHBIM DPEIVIAMEHTOM IO MPENOCTABIECHUIO
roCy/1apCTBEHHOW yCIyTH MO rOCYAApCTBEHHOM perucTpaniy MeIUIUHCKUX U3eNui, pa3padaTbiBa€MbIM
B COOTBETCTBHUH € TpeOOBaHUSAMH, ycTaHOBIeHHbIMU [IpaBuTenscTBoM Poccuiickoii @enepanuu.

60. Ha Tepputopun Poccuiickoit deneparuu He JOMYCKAIOTCS:
a) perucTpanus pa3TUIHbIX MEAUIIMHCKUX W31 MO OJHUM HauMEHOBAHHEM;

0) peructpauuss B KayeCTBE MEIMLMHCKHX U3JEIUA TPONYKIUH, HAUMEHOBAaHUE KOTOPOU
COJepKUTCS B 1'0CYyapCTBEHHOM peecTpe JEKapCTBEHHBIX CPEACTB Ul MEIULHUHCKOIO NPUMEHEHMS,
EnunoM peecTpe 3aperucTpupoBaHHbBIX JEKAPCTBEHHBIX CPeICTB EBpazuiickoro 3KOHOMHUYECKOTO COr03a
WIA COBIAJAeT ¢ HaMMEHOBAaHMEM OMOJIOTMYECKM aKTHBHOM MO0AaBKM K THMILE, CBEIEHHUS O KOTOPOM
conepkatcsi B EMMHOM peecTpe CBUAETEILCTB O TOCYIApPCTBEHHOM perucTpauuu npoaykuuu. Ecmum
JIEKapCTBEHHOE CPEICTBO MM OWOJOTHMYECKM aKTHBHas J00aBKa K IMHUIIE SBISAETCS KOMIIOHEHTOM
MEIUIIMHCKOTO H3JIeNHsI, UX HAaUMEHOBAHHS MOTYT HUCIOJb30BaThCS B HAWUMEHOBAaHUHM MEIUIIMHCKOTO
U3J1ETHS;

B) IMOBTOpHAaA perucTtpanusa OAHHUM IPOU3BOAHUTCIEM OAHOIO M TOTO K€ MEAUIMHCKOTO H3ACIHA
104 NHBIM HAUMCHOBAHUEM.

61. B nensax mpoxoxaeHus Mpouenypbl rOCYJapCTBEHHON PErHMCTpaldyd MEIULIMHCKOTO W3IENIHS
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MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

MPOU3BOJIUTEND  (M3TOTOBUTENL) MEAUIMHCKOIO M3JENHs  JOJKEH O0O0eCleuuTh COOTBETCTBHUE
MEIUIIMHCKOTO U3/IETHS CIEAYIOUUM TPeOOBaHUSIM (IO TPUMEHUMOCTH):

a) HC JOIYCKACTCA OIpaHUYCHUC B3aMMO3aAMCHACMOCTU  MCIUIHUHCKUX I/I3I[6JII/II>'I MyTeM
UCTIOJIB30BAHUS CIIEUAIBHBIX TEXHUYECKUX MJIM MPOrPAMMHBIX CPEJCTB MIIH IPYTUMH CIIOCO0aMH, €CITH
3TO HE MpeaHa3HaueHO A obecrieueHus: 6e30macHoCT! M 3P (HEKTUBHOCTH MEAUIIMHCKOTO U3JIENHS;

0) momyckaercsl IMOATBEP’KACHHWE BO3MOXKHOCTH COBMECTHOI'O INPUMEHEHHUS PErucTpUpyeMoro
MEIAUIMHCKOTO M3AENUs C JPYIMM MEIULUHCKUM H3AEJIUEM HHOTO INPOU3BOAMUTENS (M3TOTOBUTENS),
3aperuCTPUPOBAHHBIM B COOTBETCTBUM ¢ TpeOOBaHMAMHU 3aKoHoaarenbcTBa Poccuiickoit denepaunu B
cdepe TOCYAAPCTBEHHOM PETMCTpAllMM MEIUIMHCKUX u3nenuid. Ilpm 3TOM coBMECTHOE MpHMEHEHHE
PETUCTPUPYEMOIO  MEAMLMHCKOIO MU3JENHMsl € MEIMLMHCKMM H3JEJIMEM HHOIO IPOU3BOAUTEI
(M3TOTOBUTENS) OCYIIECTBISIETCS C YYETOM OCOOCHHOCTEH, YCTAHOBJIGHHBIX B OKCILTyaTallMOHHOM
JOKYMEHTAIUH [TPOU3BOANTEIIS (M3TOTOBUTENS) HA PETUCTPUPYEMOE METULIMHCKOE U3/IEIHE.

62. Pemenus w pnelictBus (Oe3melicTBHE) PETHCTPUPYIONICTO OpraHa, IMOBJIEKIINE 3a COOOHU
HapylleHHe MpaB IOPUAMYECKOrO JUIa WIK (U3UYECKOro JHIA, 3aperUCTPUPOBAHHOTO B KauecTBE
HHAUBUAYAJIBHOI'0 NPECANPUHHUMATCIIA, a4 TAKXKC 3aKIIOUCHUA SKCIICPTHOrO YUYPCIKIACHUSA IO PE3yjibTaTaM
IIPOBE/ICHHBIX UM B COOTBETCTBUHM C HacTosAmMMM lIpaBuiamu skcnepTus MOryT ObITh 00KaJlOBaHbI
3asBUTEJIEM B IIOPSIJIKE, YCTAHOBIEHHOM 3aKOHOJATENLCTBOM Poccuiickon denepannu.

Il. locyaapcTBeHHas peructpaumsa MeaULUHCKUX U3[enunuu,
noaTBepxaeHne 3cpheKTMBHOCTU KOTOPLIX TpebyeT npoBeaeHUs
KITMHUYECKMNX UCMNbITaHUN C y4YacTMeM YernoBeKa U Nony4YeHus
paspelueHns perucTpupyroLwero opraHa Ha nposegeHue
KNMUHNYECKUX UCNbITaHUN

Koncynpsrantlntoc: npumedanue.
I1. 63 netictBoBanm mo 31.12.2025 u mpumensiercss ¢ 08.01.2026 go 31.12.2027 (IloctaHoBneHue
[TpaButensctBa P® ot 30.12.2025 N 2214).

63. [lys rocyapCTBEHHOM perucTpanyd MEAUIIMHCKOTO U3ENHsl, TOATBEpKAeHUE d(DPEKTUBHOCTH
KOTOpOTO TpeOyeT MpOBEACHUS KIMHUYECKUX HCHBITAHUH C Yy4YacTHEM 4YeJIOBeKa M MOJTYy4YEeHUS
paspelieHusi pPEeTUCTPUPYIOIIET0 OpraHa Ha TMPOBEACHUE KIMHUYECKUX WCIBITAHUN, 3asBUTEINb
MOCPEACTBOM E€AMHOTO JIMYHOTO KaOWHeTa 3asBHUTENS TMPEJCTABISACT B PETUCTPUPYIOIIUNA Opra
3asBJICHUE O PETUCTPAIINH, a TAK)KE JTOKYMEHTHI, YKa3aHHbIE B TyHKTE 65 HacTosmux [IpaBwui.

64. B 3asBiaeHnu o PEruCTpal YKa3bIBAOTCA CICAYIONIUC CBCICHUA:

a) HAMMEHOBaHUE MEIULIMHCKOr0 U3IeNus (C yKkazaHueM MoJienel (MapoK) MEIUIIMHCKOTO U3JIeNHs,
UX COCTaBa W TNPHUHAUIEKHOCTEH, HEOOXOAUMBIX IJISi NMPUMEHEHUS MEAMLMHCKOTO HU3IENUS WIH €ro
Mozenei (Mapok) 1Mo Ha3HAUYCHUIO (MMPU HAIWYWU), TIPH STOM 3asBHUTENIb YKa3bIBA€T TOBAPHBINH 3HAK
UHBbIE CPEACTBA WHAMBHUIyaIU3allUd MEIUIMHCKOIO W3ZENUsS B Cllydae HUX HAHECEHMs] HAa YNAKOBKY
MEIUIIMHCKOTO U3/1ETHS;

6) B OTHOLICHUU IPOU3BOJUTECIIA (I/I3FOTOBI/ITCJI}I) MCIUIMHCKOT'O U3ACIHA:
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IOPUJIMYECKOTO JIMIIA - T[IOJHOE W COKpalleHHoe (Mph HaJIU4Mh) HauMEHOBaHUS (C
TpaHcauTepauuen), OpraHU3alMOHHO-TIPaBOBas dopma, UACHTU(PUKAIIMOHHBIH HOMEp
HaJororuiaTesblyKa (15 TPOU3BOAUTEIICH, BIIAIOIIMXCS pe3uaenTamu Poccuiickoit @enepanun), aapec
MeCTa HaXOXKJEHHS, a TAaK)Ke HOMep TelaeoHa U aipec 3JIEKTPOHHOM MOYTHI,

(U3UYECKOTO JIMIIA, 3apETHCTPUPOBAHHOTO B KAaYeCTBE HHAWBHIYAJIHLHOTO MTPEINPHUHUMATENS, -
dbamunus, UM U OTYECTBO (IIPU HAIMYWHU), PEKBU3UTHI JOKYMEHTA, YIOCTOBEPSIOLIETO JIMYHOCTb,
UICHTH()UKAITMOHHBI HOMEp HAaJOTOIIATeNbIINKa (I MPOU3BOAUTENICH, SBISIONIMXCS PE3UICHTAMHU
Poccuiickoit denepanuu), aapec MecTa KUTEIbCTBA, a TaAKXKE HOMEp TeneoHa U aapec AJICKTPOHHOU
MOYTHI;

B) B OTHOLICHUHU YITOJTHOMOYCHHOTI'O MTPEACTABUTECIIA IIPOU3BOAUTECIIA (I/ISFOTOBI/ITCJIH)Z

IOPUAMYECKOTO JMIla - I[IOJIHOE U  COKpallleHHoe (Ipu HaJlM4MK) HauMeHoBaHMs (C
TpaHcauTepauuen), OpraHu3alMOHHO-TIPABOBAs dopma, UCHTU(UKALIMOHHBIN HOMED
HAJIOTOIUIATENIBIINKA, a/IPeC MECTa HAXOXKICHHS, a TAK)KE HOMEp Tele(oHa U aJpec NIEKTPOHHON MOYUTHI;

(bu3MYeCKOro JHIa, 3apEeruCTPUPOBAHHOTO B KayeCTBE HMHJIWBUYaTbHOTO MpPEIIPUHUMATEINS,
dbamunus, UM M OTYECTBO (NIPH HAIWYHMH), PEKBU3HUTHI JOKYMEHTA, YIOCTOBEPSIOLIETO JHYHOCTH,
UICHTU()UKAIIMOHHBII HOMEp HalOTOIUIaTeNbIIMKa, aIpEC MECTa KUTEIbCTBA, a TaKkke HoMep TenedoHa
U aJIpec ANEKTPOHHOU MMOYTHI;

I) HauMeHOBaHWEe (HaMMEHOBaHWs) (C TpaHCIUTEpalueld) MPOU3BOJICTBCHHON IUIOIIAIKH
(TIpOM3BOACTBEHHBIX IIOLIAA0K), apec (aapeca) MecTa ee (MX) HaXO0XKICHHUS;

1) Ha3Haue€HHWE MEAUIIMHCKOTO W3JENHs, YCTaHOBJICHHOE NPOU3BOIAUTENEM (M3TOTOBHUTENIEM) B
COOTBETCTBUU C TEXHUYECKON M IKCILUTYaTAlIMOHHON JOKYMEHTAIIMEN Ha MEIUIIMHCKOE U3/IEINE;

€) BUJ WIN BHJIBl MEIUIUHCKOIO M3/€IMsS B COOTBETCTBUM C HOMEHKJIATYpHOU KiacCU(pUKaIen
MEIULMHCKUX U3JEJIMN 110 BUJAM B CIIydae, IPelyCMOTPEHHOM ITYHKTOM 26 Hactosmux [Ipasun;

’K) KJIacC MOTEHIMAIBbHOTO PUCKA MPUMEHEHHS] MEIUIMHCKOTO W3JeNHs B COOTBETCTBUHM C
HOMGHKJ’I&TypHOfI KJ'IaCCI/I(bI/IKaIII/IeI\/'I MCOUIIMHCKUX I/ISHGHI/Iﬁ II0 Kj1accaM B 3aBHCUMOCTH oT
MOTEHIMAIBHOTO pHUCKA WX MPUMEHEHHUs, YyTBEpKAaeMoil MMHHCTEpPCTBOM  3paBOOXpaHEHUs
Poccuiickoit deneparnuu;

3) ko1 OO6mepoccuiickoro kiaccupukaropa MpoAyKIUU MO BUIAM YKOHOMUYECKOW N1eATeTbHOCTH
(manee - kaccudukaTop);

I/I) CBCIACHHUA O BO3MOXHOCTHU (HCBO3M0)KHOCTI/I) OTHCCCHHUA MCIUITUHCKOI'O U3 ACIHNA:
K IpOrpaMMHOMY O6€CH€‘I€HI/IIO, ABJIAIOIEMYCA MCAUITMHCKUM U3ACTTUEM,

K MOporpaMMHOMY 00CCIIEUeHUIO0 C IMPUMCHCHHUEM TEXHOJIOT Ui HCKYCCTBCHHOI'O HHTCJUJICKTA,
ABJIIOIEMYCA MCIUITUHCKUM HU3JICIITUEM

K) CBCACHUA O HAJIMUYUH (OTCYTCTBI/II/I) Y MCAUTIUHCKOI'O U3ACIIUA U (I/IJ'II/I) HpHHaHHCX(HOCTCﬁ K HCMY
IpsAMOro HWjiMh OIIOCPCAOBAHHOI'O KOHTAKTa C TIIOBEPXHOCTHIO TEjIa YCJIOBEKA, €ro CIM3UCTBIMU
O6OJ'IOLII(aMI/I, BHYTPECHHUMHU CpCAaMH OpraHu3Ma, HJIs1 KOTOPLIX YKa3aHHOC B3aUMOCHCTBHUE (KOHTaKT)
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SIBJISICTCS HEOOXOIUMBIM JISI BRITIOTHEHUS MIX TIPEeIHA3HAYCHHON ()YHKITUY;

J) cBeAeHHS OO0 OTHECEHMM MEIWLMHCKOTO W3JeTusi K CpeIcTBaM H3MepeHuil B cdepe
TOCYy/IapCTBEHHOT'O  PEryJIMpOBaHUS  OOECICUCHHS EAMHCTBA HM3MEPCHHH, TMEepPEYeHb KOTOPBIX
yTBepxkIaeTcss MuHUCTEpCTBOM 3/1paBooxpaHeHus Poccuiickoi denepannu;

M) HOMEp, JaTra IMPOTOKOJa TEXHUYECKUX HCHBITAHUN MEIUIMHCKOIO W3JENus, a TaKKe
HaMEHOBAHME UCIBITATENbHON J1aOOPaTOPHH, BbIIABIIEH MPOTOKOJ UCIBITAHUN, U CBEJIEHUS O HOMEpe
3allMCH O HEW B PEECTPE AKKPEAUTOBAHHBIX JIULL;

H) HOMEp, JaTa MPOTOKOJIAa TOKCUKOJIOTHUECKUX HCCIEAOBAHUNA MEIUIIMHCKOTO M3AETUS U (UJIH)
MPUHAUICKHOCTEH K MEAUIIMHCKOMY U3JIENUI0, TPSAMO WM OMNOCPEIOBAHHO KOHTAKTHUPYIOIIUX C
MMOBEPXHOCTHIO Tella YEJIOBEKAa, €r0 CIM3UCTHIMU 000JIOUKAMU, BHYTPEHHUMH CpellaMd OpraHu3Ma, JUis
KOTOPBIX YKa3aHHOE B3aMMOJICUCTBHE (KOHTAKT) SBJISICTCS HEOOXOAMMBIM JJi BBIMOJHEHUS HX
MpelHa3HAYeHHBIX (QYHKIMA, a Takke HAUMEHOBAHHME WCIBITATEIbHON J1a0OopaTOpUU, BbIIABIIEH
MIPOTOKOJI UCCJICIOBAHUM, U CBEJICHUS O HOMEPE 3aIUCH O HEH B peecTpe aKKPEeIUTOBAHHBIX JIUIL;

0) HOMEp, Jara IMPOTOKOJAa MCIBITAHUNH MEAMLMHCKOTO H3AEIHs B LENSIX YTBEP)KICHHs THIIA
CPEICTB MU3MEPEHUN (B OTHOIIEHWU MEAMLIMHCKHUX HM3JEJIMNA, OTHOCSILUXCS K CPEACTBaAM HU3MEpPEHU B
cepe rocyIapCTBEHHOIO pPEryaupoBaHMs OOECleYeHUs €JUHCTBA HM3MEPEHMMH, IepedeHb KOTOPBIX
yTBepkaaercds MuHHCTEpCTBOM 31paBooxpaHeHust Poccuiickoii denepanun), a Takke HaMMEHOBAaHHE
UCHBITAaTEIbHOM Ja00paTOpUH, BbIAABIIEH MPOTOKOJ MCIIBITAHUM, U CBEACHUS O HOMEpE 3allluCu O HEl B
peecTpe aKKpEeIUTOBAHHBIX JIULL;

) Jara U HOMEp OTYeTa O pe3ylbTaTaX MHCHEKTHUPOBAHMSA, CPOK €ro ACHCTBUS, a TaKxke
HaMMEHOBAaHME OpraHU3alliH, MPOBOJUBIIEH WHCHEKTUPOBaHME (YKa3bIBAIOTCS B CIy4yae IMPOBEACHUS
MHCIEKIIMM  MHCHEKTHPYIOIIEH  opraHusanueif, HaxojsmeWcs B BelAeHUH  (IOJUUHEHHH)
PETUCTPUPYIOIIETO OpraHa);

p) CBeleHUs O HEoOXOAUMOCTH (OTCYTCTBUM HEOOXOAMMOCTH) MPOBEAECHUS KIMHUYECKUX
WCIIBITAHUM C YyJaCTHEM YEJIOBEKa;

C) CBeleHUs O HamU4uH (OTCYTCTBHHM) B COCTaBE MEIUIIMHCKOTO U3JIENHs JIEKapCTBEHHOTO
npenapara, ¢papmareBTUYECKOW CyOCTaHIIMU, OMOJIOTMYECKOr0 MaTepHalia U HHOTO JIEHCTBYIOIIETO
BEIIIECTBA;

T) CBEJIEHUS O BBIITYCKE U3/ENHUS B CTEPUILHOM (HECTEPUIIBHOM) BUJIE;

y') PCKBU3UTHI AOKYMCHTa (,I[OKYMCHTOB), MOATBCPIKAAOIICTO IpaBo HUCIIOJIB30BaHUA
IMPOU3BOJUTECIIEM (I/ISFOTOBI/ITG.]'IGM) TOBAPHOI'0 3HaKa W HHBIX CPCACTB HHIAUBHUAYAJIU3AlUU
MCIUIUHCKOTI'O U3CJINA B CIIy4a€ UX HAHCCCHHUA HAa YIITAKOBKY MCAUIMHCKOT'O U3JCIIN,

¢) cBeneHus 00 omaTe TOCYJapCTBEHHOM MOLUIMHBI (aTa W HOMEp IUIATEKHOTO MOpPYUYEHUs
(TIaTeXXHBIX TOPYYEHU);

X) CBEIECHMSI O PETUCTPALMOHHOM HOMEpE U JlaTe TOCyIapCTBEHHOW pEerucTpanuy MeIUIIMHCKOTO
u3zenuss (BHECEHUS W3MEHEHMH B JIOKYMEHTBI, COJAEp)KallMecs B PErUCTPAllMOHHOM Jocke) (110
MIPUMEHUMOCTH);
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I[) CBEIEHHSA O BO3MOXHOCTU (HEBO3MOXXHOCTH) OTHECEHHUS MEIUILMHCKOTO U3JETusl K
MEIULMHCKUM H3JENHAM IS JUarHOCTHKHU In Vitro;

q) cBeleHUsI 00 yBEJOMJICHHSAX O BBO3€ MEIUIIMHCKOIO M3AEIHs C LEJIbI0 €ro TOCYAapCTBEHHOM
perucTpaluu, NoJJaHHbIX B PErUCTPUPYIOLIUI OpraH;

H_I) CBCACHUA 00 OTBETCTBCHHOCTH 3asBUTEIS 3a JOCTOBCPHOCTh U MUIACHTHYHOCTH I/IH(i)OpMaI_II/II/I,
CO,Z[Gp)KEIH.[GfICH B pEruCTpaiiOHHOM JOCHE M 3asABJICHUHN O PErUCTpalru.

65. Jlns rocyaapCTBEHHOW pEeruCcTpaliui MEAUIIMHCKOTO U3/eNUs, MOATBepkaAeHNE () (PEeKTUBHOCTH
KOTOpPOro TpeOyeT TpOoBElNeHHs] KIMHHUYECKUX WCIBITAHUH C y4acTHEM 4YellOBeKa W IIOyYeHUS
paspelieHusT PEeruCTPUPYIOMIEr0 OpraHa Ha MPOBEICHHE KIMHHUYECKUX WCIBITAHUHN, MPECTABISIOTCS
CIICAYIONINE JOKYMCHTBI:

a) Konus (KOMHUH) TOKYMEHTa (JOKYMEHTOB), MOJTBEPKAAOIIETO (MTOATBEPKIAIOIINX ) TTOJTHOMOYHSI
YIIOJTHOMOYEHHOTO TPEJACTaBUTENs MPOU3BOAUTENS (M3rOTOBUTENA) IO MPEACTABICHUIO HHTEPECOB
MIPOU3BOJUTENA (M3TOTOBUTENS), HECEHUIO OTBETCTBEHHOCTHM B YacTU OOpalleHHUs MEAMIIMHCKOTrO
u3nenusi Ha Tepputopun Poccuiickoit ®denepanuu, B TOM 4YHCIE MO BOMPOCAM MPOLEAYP OLEHKH
COOTBETCTBUSI U TOCYJApPCTBEHHOM PETUCTpAalMUd MEAULMHCKOTO M3JENUs, a TAaKXKE I10 3aBEPEHUI0
JOKYMEHTOB MPOU3BOJIUTENS (M3TOTOBHUTENS), BCTYMUBIIETO (BCTYNMBIIKUX) B CHUIY JI0 OQOpPMIICHHUS
COOTBETCTBYIOIIUX JIOKYMEHTOB (JIOKYMEHT (IJOKYMEHTBI) SBJISCTCS (SBISIOTCS) O0S3aTeIbHBIM
(oOs3aTenbHBIMU)  AJIE  MHOCTPAHHBIX  MPOU3BOAUTENEH  (M3TOTOBUTENEH),  OTEUECTBEHHBIMU
MIPOU3BOJUTENAMU (M3rOTOBUTENSIMU) JOKYMEHT (JOKYMEHThI) NpeicTaBisercs (MpeICTaBlISIOTCS) B
cllydae HaIU4Us YIIOJIHOMOYEHHOTO MPEACTaBUTENS MPOU3BOAUTENS (U3TOTOBUTENS);

0) cBeleHHsI O HOPMATHUBHOM JTOKYMEHTAIIMH Ha MEIUIIMHCKOE U3/IENHE;
B) TEXHUYECKas TOKYMEHTAIIUS IPOU3BOIUTENS (U3TOTOBUTEINS) HA METUIIMHCKOE U3/IEITHUE;

F) OKCILTyaTallUOHHAasA JOKYMCHTAI WA IMPOU3BOJUTCIIA (I/IBFOTOBI/ITGJ'ISI) Ha MCIHUIIMHCKOC U3ACIHUEC, B
TOM YHCJIC UHCTPYKIHUA 110 MPUMEHCHUTO UK PYKOBOJCTBO I10 OKCIUTyaTallu MCAUTTUHCKOI'O U3JACIINA;

1) uBeTHBIC (oTorpapuvecKkue H300pakKeHUs OOIIET0 BHUIAa MEIUIIMHCKOTO W3JENHUs, MOJeiei
(MapoKk) MEIMLMHCKOTO M3JIeNUs U MPUHAMJISKHOCTEH, HEOOXOIUMBIX Ul MPUMEHEHHUs] METULIMHCKOTO
W3JIeIMs TI0 Ha3HaueHUIo (pa3MepoM He MeHee 18 X 24 canTumerpa), a Takke U300paKeHUs] MapKUPOBKH
Y YIAKOBKH (IIBETHBIE MAKEThl YIAKOBOK M ATHKETOK, COJIEprKallie TEKCT OPUTHHATBHON MapKUPOBKHU U
JIOTIOJIHUTEIBHOM MapKUpPOBKM Ha PYCCKOM S3bIKE€, HAHOCUMOW Ha MEAMIMHCKHE W3Jemus,
MIPOU3BEICHHBIE 3a npeaenamu Poccuiickoit denepanmn);

€) TPOEKT ONHCAHMS THMA CPEACTBA M3MEPEHHM, SBISIIOMIETOCS MEIULIHMHCKUM H3enueM (B
OTHOIICHUN METUIIMHCKUX W3, OTHOCAILINXCS K CPEACTBaM M3MEpPEHH B chepe TroCyaapCTBEHHOTO
perynupoBaHusi 00ecriedeHHs eAMHCTBA U3MEPEHHH, TIepedeHb KOTOPBIX YTBEpkaaeTcss MUHHUCTEpCTBOM
31paBooxpaHeHus Poccuiickoit denepannn);

) METOJHMKA IOBEPKH THIIA CPEJCTBA HM3MEPEHUM, SIBISIONMIETOCS MEIUIIMHCKUM Hu3aenueM (B
OTHOIICHUU MEIUIIMHCKUX M3JETUH, OTHOCSIINXCS K CPEACTBAM U3MEPEHHH B cepe TocyIapCTBEHHOTO
peryaupoBaHusl 00ecriedeHus] eIMHCTBA U3MEPEHUH, MepeUeHb KOTOPBIX yTBEPKIaeTCs: MUHUCTEPCTBOM
3npaBooxpanenus Poccuiickoit denepanun);
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3) TPOEKT IUIaHA KJIMHUYECKUX HCIBITAHUNA MEIUIUHCKOTO H3JCNUs C Yy4acTHEM YeloBeKa ¢
000CHOBBIBAIOIIMMHU €T0 MaTepuajaMu (TIpH HAJTUYUH);

M) JOKYMEHTBI, IOATBEPKAAIOIINE BO3MOXKHOCTb OCYILIECTBICHHUS IPOU3BOJCTBA II0 aApecy
(ampecam), yka3aHHOMY (yKa3aHHBIM) B 3asBJICHHM O PETUCTpallMd B KauyeCcTBE IPOU3BOJCTBEHHOU
(IpOM3BOACTBEHHBIX) IUIOMAAKH (TUIOMAA0K) (IO MPUMEHUMOCTH): JOKYMEHTBI, MOJTBEpPKIAAIOLINE
HaJIM4Yue yCIOBUI MPOU3BOJCTBA, U (MJIM) KOMHH CEPTU(UKATOB COOTBETCTBUS CUCTEMbI MEHEIKMEHTA
KayecTBa TpeboBaHmsM MexrocynapcerBenHoro crangapra [OCT ISO  13485-2017 "Uznenus
MenunuHckue. CucTeMbl MEHEDKMEHTa KadecTBa. TpeOoBaHusl Ui 1ejiedl  peryaupoBaHus',
YTBEPXKAECHHOIO M BBeAeHHOro B neiictBue ¢ 1 urons 2018 r. (ganee - 'OCT ISO 13485-2017), nmm
COOTBETCTBYIOLIET0 MexayHapoaHoro cranaapra ISO 13485:2016 "Uznenus meauuuuckue. CUCTEMbI
MEHE/DKMEHTa KadecTBa. TpeboBaHus s nened perynupoBanus’ (manee - ISO 13485:2016), a taxxke
KOIIMU OTYETOB O paHee MPOBEIEHHBIX MHCIIEKIMIX Ha COOTBETCTBUE YKA3aHHBIM CTaHAapTaM (B cllydae
MPEJICTaBICHUS]  YKa3aHHbIX  CEPTU(UKATOB  COOTBETCTBUA), W  (WIM) KONUM  JOKYMEHTOB,
MOATBEPIKIAIOIIUX COOTBETCTBUE CHCTEMbI YIPABICHHUS KaueCTBOM TpeOOBaHMUSIM K BHEAPEHHUIO,
MOJ/ICPKAHUIO U OIEHKE CHCTEMBbI YNPaBJICHUS Kauye€CTBOM MEIUIIMHCKUX WU3ACNUN (IMPEICTaBISIOTCS B
cllydae TMPOBEACHUS HMHCICKIMM WHCIEKTUPYIOIIeH OpraHu3aluei, HaxoIdAIlleiicss B BEICHUU
(mogUMHEHUHN) opraHa rocyJlapCTBEHHOM BJIACTH rocyAapcTBa - wieHa EBpa3zuiickoro 3KOHOMHUYECKOIO
COI03a, YITOJIHOMOYEHHOTO Ha OCYIIECTBICHUE U (WJIH) KOOPIUHAIIMIO AESITeILHOCTH B chepe oOpaiieHus
MEIUIIMHCKUX U3/ Ha TEPPUTOPUH ITOTO TOCYJAPCTBA, 3a UCKItoUeHneM Poccuiickoit denepanun);

K) JOKYMEHTHI, IMOATBEPXKAAIOIIME MPABO HCIOJIb30BAHUS MPOU3BOAUTEIEM (U3TOTOBHUTEIIEM)
TOBAPHOI'0 3HAKa W MHBIX CPCACTB MHAWBUAYAIHU3AIUNU MCIULIMHCKOTO U3ACIIUA B CIIy4ac NX HAHCCCHUA
Ha YMaKOBKY MEAMIIMHCKOTO W3Jeius (IIPEeICTaBISAIOTCS B Cllydae, €Clid CBEACHHMsS HE BHECEHBI B
COOTBETCTBYIOIIHE peecTpbl DenepaibHON CITY>KOBI 0 UHTEJUICKTyaJIbHOW COOCTBEHHOCTH )

J) KOMWU  JOKYMEHTOB,  MOJATBEP)KIAIOIIUX  KAuecTBO  JIEKAPCTBEHHOIO  MpermapaTta,
(dapmaleBTHUECKON CyOCTaHIMM, OMOJIOTMYECKOr0 MaTepualia U MHOTO BELIECTBA, C HCIIOJIb30BAHUEM
KOTOPBIX MPOU3BEICHO MEIULIMHCKOE U3/IETUE UM KOTOPBIE BXOJST B €r0 COCTaB M MpeAHa3HAYEHBI IS
MPUMEHEHHUSI TOJIBKO C YYETOM Ha3HAUEHUS MEAUITMHCKOTO 3NN, OMPEICICHHOTO TPOU3BOAUTENIEM,
BBIJJAHHBIX B COOTBETCTBUU C 3aKOHOJATEIHLCTBOM CTPaHbI MPOUCXO0XKIEHUS JEKapCTBEHHOIO Ipenapara,
(apmaleBTHUECKOI cyOCTaHIINK, OMOJIOrMYECKOT0 MaTepuaia U HHOTO BEIECTBa;

M) KOMHS JOKYMEHTa, MOATBEPKIAIOIIET0 PETUCTPALUI0 TMPOU3BOAUTENSI (M3TOTOBUTENS) B
KaueCcTBE HOPHUAMYECKOT0 JIMIAa JUO00 WHIUBUIYAIBHOTO TMpeAnpUHUMATENS (32 HCKIIOYEHUEM
MEIUIIMHCKUX U3JIEIHA, TPOU3BOIUTENIMU KOTOPBIX SIBISIFOTCS pe3uieHTs Poccuiickoit deaeparun);

H) TUIaH KJIMHUYECKOTO MOHUTOPHHTA (I METUIIMHCKUX M3ACNUN KJlacca MOTCHITHATBHOTO PUCKA
MpUMEHEHUsT 3, a TakKe MEIUIMHCKUX H3JEINi, MUMIUIAHTUPYEMBIX B OpraHU3M 4eJloBeKa, Kiacca
MOTEHIIMATBFHOTO PUCKa IPUMEHEHUs 20);

0) J0Ka3aTelbHble MaTepualbl MPOU3BOIUTENS (M3TOTOBUTENS) MEIMIMHCKOTO u3aenus (1o
MPUMEHUMOCTH):

JIOKa3aTeIbHble MaTepuabl MPOU3BOIUTENS (M3TOTOBUTENS) METUIIMHCKOTO H3AETIHs B YacTH
olnpesieNieHUs] KayecTBa M OE30MaCHOCTH MEIULUHCKOTO HU3JIENHs, COOTBETCTBUS €r0 XapaKTepUCTHK
(cBoiicTB) TpeOOBaHMAM HOPMATHBHOM  JIOKYMEHTAI[MM, TEXHMYECKOW M  SKCIUTyaTallMOHHOM
JOKYMEHTAI[MU MPOU3BOAUTENS (U3TOTOBUTENS);
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JAOKAa3aTCIIbHBIC MAaTCpHAJIbl ITPOU3BOAUTCIIA (I/I3FOTOBI/ITCJI$I) MCIHUIIMHCKOT'O HM3JCJIIMA B YacCTH
I/ICCJ'IGI[OBaHI/Iﬁ B LICTIAX OLCHKH OMOJIOrHYeCKOM 0€30IIacCHOCTH MEIUIIMHCKOI'O U3CIINA.

66. Peructpupyromuii opraH He BIpaBe TpPeOOBaTh OT 3asBUTENS] YKa3bIBaTh B 3asBICHUU O
perucTpaiyi CBEACHHUsS, HE MPEIyCMOTPEHHBIC IyHKTOM 64 Hactosmmx IlpaBwi, u TpeacTaBisTh
JOKYMEHTBI, HE TIPEAYCMOTPEHHBIC yHKTOM 65 HacTosmux [IpaBu.

3asBUTENb BIIPABE NPEACTABUTH JTOKYMEHTBI, CBEACHUS O KOTOPBIX YKa3bIBalOTCS B 3asBJIEHUU O
perucTpany B COOTBETCTBUM ¢ moAmyHkramu "m" - "m", "y" u "4" nynkra 64 nactosumx IIpasui, no
COOCTBEHHOW MHUIIMATHUBE.

3asiBUTEIb BIIpaBC NPCACTABUTHL MHBIC HGO6XOI[I/IMI)I€ AOKYMCHTEI 110 coOCTBEHHOM WHHUIIUATUBE.

67. B Teuenue 5 paGouux qHEH cO JHS MOCTYIUICHHS 3afBIICHUS O PETHCTPAllMH U JOKYMEHTOB,
MIPETYyCMOTPEHHBIX IYHKTOM 65 Hacrosmux [IpaBui, peructpupyromuii opraH NpOBOJUT IPOBEPKY
MOJIHOTBI U JOCTOBEPHOCTH COAEPKALIUXCS B HUX CBEACHUI, B TOM YHUCIIE IYTEM CPaBHEHMS TaKHX
CBCI{@HI/Iﬁ CO CBCACHHUAMHU, IMPCACTABIICHHBIMHU OpraHaMu FOCyIIapCTBeHHOfI BJIaCTU B TIIOpAAKC
MEXBEJIOMCTBEHHOT0 UH()OPMALIMOHHOTO B3aUMOJICHCTBHS MMOCPEICTBOM CUCTEMBI MEXBEIOMCTBEHHOTO
3JIEKTPOHHOI0 B3aUMOJICUCTBUS.

68. B cinyuae ecnu 3asBieHHE O perucTpanur opopMIIEHO ¢ HapyLICHUEM IOJOXKEHUH MyHKTa 64
Hacrosmux [IpaBun, m (Win) mpencTaBieHHBIE JOKYMEHTHI O(QOPMIICHBI ¢ HAapyHIeHHEM IOJOXKCHUN
nyHKTOB 53 - 55 Hactosummx IlpaBwi, W (WaM) B 3asBIEHMM O PETMCTPALUMU U TPEACTaBIECHHBIX
JIOKYMEHTaX yKa3aHbl HEJOCTOBEPHbIC CBEIEHUS, WJU JIOKYMEHTbI, IPEIyCMOTPEHHbIE IYHKTOM 65
Hactosmux [lpaBui, mpeacTaBieHbl HE B MOJHOM OO0bEMe, PErucTpUpPYIOIIMN OpraH YBEIOMIISET
3asBUTENsI O HEOOXOIMMOCTH YCTPAHEHHUS BBISBIEHHBIX HapylmleHMH U (WIM) NpeacTaBICHUS
OTCYTCTBYIOLMX JOKYMEHTOB B TeueHHe 30 pabouux aHEH co JHS pa3MelleHUs] TAKOTO YBEJIOMIICHUS B
(dbopMe DIEKTPOHHOIO JIOKYMEHTa, MOJMUCAHHOIO YCHJIEHHOM KBaIM(UIMPOBAHHON 3JIEKTPOHHOU
MOJIMTMCHIO  YITOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, B €IWHOM JIMYHOM KaOMHETe 3asBUTENS U
AJIEKTPOHHOM KaOMHETe 3asBUTENS. YCTpPAHEHUE BBISBIECHHBIX HApPYIIEHUH U (MJIM) IpelCcTaBIeHHE
JOKYMEHTOB, KOTOpPBIE OTCYTCTBYIOT, 3asBUTEIb OCYILIECTBIISCT IOCPEACTBOM €IWHOIO JIMYHOIO
KaOuHeTa 3asBUTEIS.

BpeMH CO IHA YBCIAOMIICHUSA PCTUCTPUPYIOIIUM OPTaHOM 3asBUTCIIA OO AHA IOJYUCHUSA OTBETA HA
YBCAOMIICHUEC HJIM YBCAOMJICHUA O HCHOPCACTABICHUMW OTBETAa Ha 3allpOC HE YYHUTHIBACTCA IIPpU
HUCUYHCIICHUU CPOKa FOCy,H&pCTBCHHOﬁ peructpanvv MEAUIIUHCKOI'O U3CJINA.

69. B teuenue 2 pabGouux JIHEH cCO AHS 3aBEpLICHUS MPOBEPKH, MPEAYCMOTPEHHON MYyHKTOM 67
Hacrosmux [IpaBun (B ciyyae MpelCTaBlICHHUS HaJUIekKalluM o0pa3oM O(pOPMIIEHHOTO 3asBICHUS O
pEerucTpalnyy 1 B MOJHOM 00beMe JOKYMEHTOB, IPEyCMOTPEHHBIX MyHKTOM 65 Hactosmux [lpasun), a
TaKXXe B Cllydyae YCTpaHEHMs B CpOK, He mpeBblmaromuii 30 pabouux HEH, BHISABICHHBIX HAPYIICHUN U
(unu) mpencTaBieHMs JOKYMEHTOB, TPEIyCMOTPEHHBIX NyHKTOM 65 Hactosumx IlpaBuin,
PETUCTPUPYIOIIMNA OpraH NIPUHUMAET PEIICHUE O Hayaje rOCylapCTBEHHON PErucTpanuy MEIUIIMHCKOTO
U3Jenusl.

70. B cnyuae ecnu B Cpok, He mnpeBblmaromuii 30 pabouynx QHEW, HE YCTpaHEHbI BbISABICHHBIE
HapylleHuss U (WJM) He NPEJCTaBIECHbl TOKYMEHTbI, KOTOpPhIE OTCYTCTBYIOT, B TOM YHCJIE C YYETOM
MOJIOKEHNU IyHKTa 53 Hactosmux IlpaBun, perucrpupyromuii opraH HIpPUHMMAET pPEIIEHUE O
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MpEKpalICHUU  JIaJbHEHIIIEro  pPacCMOTPEHMs]  3asBJICHUS O  PErUCTpallid W JIOKYMEHTOB,
MIPEIyCMOTPEHHBIX MYHKTOM 65 Hacrosimux I[lpaBun, u unopmupyer o0 3TOM 3asBUTENS IMyTEM
pasMenicHusi B (GopMe DJIEKTPOHHOTO JOKYMEHTAa, MOJANUCAHHOTO YCHJICHHON KBaTU(UIIUPOBAHHOM
ANEKTPOHHOW TMOJIMUCHI0 YIOJIHOMOYEHHOTO JOJDKHOCTHOTO JUIla, B €AMHOM JIMYHOM KaOuHeTe
3asIBUTEIISL U 3JIEKTPOHHOM KaOWHETE 3asBUTENS COOTBETCTBYIOMIETO YBEIOMIICHUS ¢ MOTHBUPOBAHHBIM
000CHOBAaHHEM MPUYUH MPUHATHUS YKA3aHHOTO PEIICHUS.

71. TocynapcTBeHHas perucTpanus MEIUIMHCKAX W3IeNuil, MoATBepkIAeHue 3(h(HEeKTHBHOCTH
KOTOpPBIX TpeOyeT MpOBEeNCHUS KIMHUYECKUX HCIBITAHUM C Yy4YacTHEeM 4YellOBeKa U IMOJIy4eHHUS
pa3pelieHus] PEerucTpUpPYyIOLEro OpraHa Ha IPOBEACHUE KIMHUYECKUX HCIBITaHUM, OCYILECTBISACTCA
PETUCTPUPYIOIIUM OPraHoM B CpOK, He mpeBblmaromuii 50 pabouux gHEH CcO [HS MOCTYIUICHUS
3asIBJICHUS O PErUCTpallM U JOKYMEHTOB, IIPEyCMOTPEHHBIX IIYHKTOM 65 HacTosiuux IIpaBui.

Cpox mpoBeleHUs KIMHUYECKUX HCIBITAHUN MEAMIMHCKOIO M3JAENIUs C y4acTHEM YEJIOBEKa B
yKa3aHHbIN 50-1HEBHBIN CPOK HE BKIIIOUAETCS.

72. B tewyenwe 2 pabouyux AHEW CO JHS TPUHATUS PEUICHHs O Hayale ToCyIapCTBEHHOU
perucTpany MEAWIUHCKOTO H3JENUs PErHCTPUPYIOMUKA opraH o(opMisieT M BBAACT 33/JaHUE Ha
MIPOBEJICHUE OKCIEPTH3bl KadecTBa, HS(PPEKTUBHOCTH U O€30MaCHOCTH METUIIMHCKOTO HU3IENIUS
9KCIIEPTHOMY YUPEXKJICHUIO (Aajiee - 3aJJaHue Ha IPOBEICHUE SKCIIEPTU3HI).

73. DOkcmeptusza KadecTBa, I(PPEKTUBHOCTH U OE30MAaCHOCTH MEAMLUHCKOTO W3ACIHs, s
MOJTBEPXKACHUS APPEKTUBHOCTH KOTOPOTO TpeOyeTcs MpOBENEHHE KIMHUYECKUX HCIBITAaHUH C
Y4acTHEM YEJIOBEKA U MOJIYYEHHE Pa3pelICHUs] PETUCTPUPYIOILEr0 OpraHa Ha IIPOBEJEHUE KIIMHUYECKUX
WCIIBITAHUM, TIPOBOJUTCS OKCIIEPTHBIM YUYPEXKJICHHEM IOJTAallHO B COOTBETCTBUU C IOPSAKOM,
yTBepKIaeMbIM MUHHCTEPCTBOM 31paBooxpanenus Pocculickoit denepanuu:

a) Ha | sTane ocymiecTBiIseTCS SKCIEPTH3a 3asBJICHHS O PETUCTPALUU U IOKYMEHTOB, YKa3aHHbBIX B
nyHkre 65 Hacrosmux [IpaBun, s onpeneneHHs BO3MOXKHOCTH (HEBO3MOXKHOCTH) IPOBEACHUS
KJIIMHUYECKUX UCIBITAHUN MEIULIMHCKOTO U3/IENINs C yJaCTHEM YeJIOBEKa;

0) Ha II »Tame oCyIECTBISIFOTCS DKCHEPTHU3a MOJHOTH U PE3yIbTaTOB MPOBEACHHBIX TEXHUYECKUX
I/ICHBITaHI/II\/'I, TOKCHKOJIOTUYCCKUX HCCH@HOBaHHﬁ, KIIMHUYECKUX I/ICHI)ITaHI/II\/'I, HCOBITAHUH B eisx
YTBEPXKJACHUS THUIA CPEACTB H3MEpeHUil (B OTHOIICHUHM MEAMIMHCKUX W3ACNUN, OTHOCAUIUXCA K
CpelcTBaM M3MEpPEHU B cepe rocynapCTBEHHOTO PETYIMPOBAHMS 00eCleueHus eIMHCTBA U3MEPEHUH,
nepeueHb KOTOPBIX yTBepxkAaeTcs MUHHCTEPCTBOM 3lpaBooxpaHeHusi Poccuiickoit denepanun),
WHCIIEKTUPOBAHUS TPOM3BOJCTBA, a TaKXKE aHaM3 JOKa3aTeJbHBIX MaTEPHAIOB MPOU3BOJAUTEIS
(M3roTOBUTENA) MEIUIIMHCKOTO M3AENUs (anee - dKCHepTH3a MOJHOTHI U PE3YNbTaTOB UCHBITAHUN U
HCCTIEOBaHUN).

74. Ilpu mpoBeNEHUM HKCHEPTH3bl KauecTBa, 3(P(HEKTUBHOCTH U OE30MACHOCTH METUIIMHCKOTO
u3zienus (Ha JIro00M 3Tare) He TOMYyCKaeTcs: UCTPeOOBaHUEe SKCIIEPTHBIM YUPEKICHUEM Y 3asBUTENS MO0
MHBIX JIUI] MAaTepHaslOB, HEOOXOAUMBIX JUISI TPOBEACHUS SKCIIEPTU3HI.

B cnydae HemocTaTOYHOCTH JUIsl BBIHECEHHS SKCIIEPTOM S3KCIEPTHOTO YUpexaAeHus (nanee -
HKCHEPT) 3aKIIOUEHHs MaTepUaOB M CBEICHMI, COJAEpXAIIUXCSd B MPEJCTABICHHBIX 3asBUTEIIEM
3asBJICHUU O PETUCTPALMM U TOKYMEHTaX, MPEAyCMOTPEHHBIX IIyHKTOM 65 HacTtosiuux [IpaBui, sxkcnept
CTaBUT BOIIPOC O TPEACTABICHUU €My HEOOXOAMMBIX MaTepHajOB M CBEJCHHUN Iepea PyKOBOJIUTEIEM
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9KCIIEPTHOIO YUPEXACHUSI, KOTOPBI 00palliaeTcsi ¢ COOTBETCTBYIOIIKUM 3allPOCOM B PETUCTPUPYIOLIUI
OpraH, BBIJABIIMM 3aJaHUE Ha IPOBEICHUE DKCIEPTU3bl. YKa3aHHBIM 3amIpoc JOJDKEH COIEp’KaThb
MCYUEPIIBIBAIOIINI TepeueHb BCEX BOIPOCOB, MATEPHAIOB U CBEACHUH, HEOOXOIMMBIX AKCHEPTY M
IIPOBEJEHUS KCIIEPTU3HIL.

Perucrpupyromuii opran B TedeHue 2 pabounx JHEW CO JHS MOCTYIUICHHUS 3alpoca PYKOBOAMTEIS
HKCHEPTHOIO YUPEKJICHHS HaMpaBIAeT 3asiBUTENIO 3alIpoC O MPEJCTABIEHUN HEOOXOAUMBIX MaTepUaJIOB
U CBEIEHHH ¢ yKa3aHHMEM XapakTepa 3aMeuaHuil M cmoco0a WX yCTpaHeHHs. YKa3aHHBIA 3ampoc
HaMpaBJsIeTCsl OAHOKPATHO Ha KaXKAOM 3Tale 3KCIEePTU3bl KauecTBa, YPPEKTUBHOCTH U 0€30MaCHOCTU
MEIULIMHCKOTO  u37enusi B (GopMe  3JIEKTPOHHOTO  JOKYMEHTa, IOANMCAHHOTO  YCHJICHHOMN
KBAJIM(HULIUPOBAHHON 3JIEKTPOHHON MOJNKMCHIO YHOJHOMOYEHHOTO JOJDKHOCTHOIO JIMLA, IOCPEACTBOM
pa3MeIeH st B IEKTPOHHOM KaOMHETE 3asiBUTEIS U €IMHOM JIMYHOM KaOMHETE 3asiBUTEIIS.

3asBUTENb 00s13aH MPEICTaBUTh OTBET Ha 3alPOC PETUCTPUPYIOLIETO OpraHa MOCPEACTBOM EIMHOrO
JIMYHOTO KaOMHETa 3asiBUTENS B CPOK, HE npeBblaroniuii 50 padounx AHEN co JHS HalpaBiICHHs 3TOTO
3anpoca. B Teuenume 2 pabouux nAHeH €O JAHA TOCTYIUICHHS OT 3asBUTENS OTBETa Ha 3ampoc
PETUCTPUPYIOIINNA OpraH HaIlpaBIsIeT OTBET B AKCIIEPTHOE YUpexaeHue. B ciiydyae HenpeacTaBiieHus 1O
ucteueHun 50 pabGouux THEH 3asgBUTENEM OTBETa Ha 3allpoC PETUCTPUPYIOLIUN OpraH B TedeHue 2
pabounx AHEW HampaBIIsieT B HKCHEPTHOE YYPEKICHHE YBEJOMIICHHE O HETPEICTABJICHUH 3asiBUTEIEM
OTBETa Ha 3aMpOC PErUCTPUPYIOLIETO OpraHa JiIsl MOJATOTOBKU 3aKIIOUYEHHUS SKCIIEPTHOTO YUPEXKICHUS Ha
OCHOBaHUU JIOKYMEHTOB, UMEIOIIUXCS B €r0 paclOpsyKEHUH.

BpeMH CO OHA HaIpaBJICHUA 3allpoCa PErUCTpUPYIOLICTO OpraHa O OHA IOJYUYCHUSA OTBETA Ha
3a1pocC Wik yYBCAOMIICHUA O HCEIPEACTABIICHHMU OTBCTA Ha 3aIlIpOC HC YUYUTBIBACTCA NPU HCUYHUCICHHUU
CpOKa MpOBCACHUA IKCIICPTHU3bI KAYCCTBA, Sq)(l)eKTI/IBHOCTI/I 1 0€30MacHOCTH MCIUIMHCKOT'O U3ACTIUA.

[Ipy BBIABIEHUH PETUCTPUPYIOIIMM OPraHOM B NPEACTABICHHBIX 3asBUTEIIEM B OTBET Ha 3ampocC
PETUCTPHUPYIONIETO OpraHa JOKYMEHTaX HEIOCTOBEPHBIX U (WMIJIM) HEIOCTATOUHBIX CBEACHHM W (WIIH)
HECOOTBETCTBUS 0GOPMIICHHUSI MPEJCTABICHHBIX JOKYMEHTOB IMOJOKEHUSIM TTyHKTOB 53 - 55 Hacrosmux
[IpaBun peructpupyoomuil opraH B TedeHHe 2 paboumx AHEH HampasiseT (B Gopme 3JIEKTPOHHOTO
JIOKYMEHTA, MHOAITMUCAaHHOT'O YCUJIEHHOU KBATU(UIIUPOBAHHOMN AIEKTPOHHOU MOJITHUCHIO
YIOJTHOMOYEHHOTO JIOJKHOCTHOTO JIMIIA, TOCPEACTBOM Pa3MEIIEHUs B AIEKTPOHHOM KaOWHETE 3asBUTEINS
U €INHOM JIMYHOM KaOWHETE 3asBUTENS) 3asABUTEII0 MOTHBHPOBAHHOE PEIICHHE O BO3MOXKHOCTHU
MTOBTOPHOTO TIPE/ICTaBICHUS 3asBUTENEM A0 UcTeueHus: 50 pabouyunx AHEH co JHS HampaBJICHHs 3ampoca
OpabOTaHHBIX JOKYMEHTOB. [Ipu HempencTaBieHUM 3asBHUTENIEM B YKa3aHHBIM CPOK 3aIpalinBacMbIX
MaTepUajoB U CBEJICHUHN dKCIIEPTH3a KauecTBa, dYPPEKTUBHOCTH U 0€30MaCHOCTH MEIULIMHCKOTO U3IENUS
MPOAOJKAECTCS MO HAXOIAIIUMCS B PACIOPSIKEHUN JKCIIEPTHOTO YUPEKICHUSI paHEee MpPeACTaBICHHBIM
3asBUTEJEM JOKYMEHTAM U CBEICHUSM, COJAEPKAIIMMCS B PETUCTPALIMOHHOM JIOCHE.

75. Ha I stane skcrepTusbl kKadecTBa, d3P(HEKTUBHOCTH M 0€30MACHOCTH MEIUITMHCKOTO W3CIIUS
AKCIIEPTHOE YUPEKIEHUE B CPOK, HE MpeBbImaromuii 17 pabounx MHEH co THS MONyYeHUs 3a/laHus Ha
MPOBEACHUE DKCIIEPTHU3bI, OCYIIECTBIISICT CISAYIOIINE MEPOTIPUSITHS:

a) IPOBEICHUE DKCIIEPTU3bI 3asBJICHUS O PETUCTPALIUUA U JOKYMEHTOB, IPEIYCMOTPEHHBIX ITYHKTOM
65 mactosimmx [lpaBum, mist onmpeneneHruss BO3MOKHOCTH (HEBO3MOXXKHOCTH) TPOBEICHUS KIMHUYECKHUX
WCIIBITAHUN MEIUIIMHCKOTO U3/EIINSI C YIaCTUEM YEJIOBEKA;

0) odopmileHHE W HANpPABJICHHE B PETUCTPUPYIOIIMN OpraH 3aKIOYeHUS] O BO3MOXKHOCTH
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(HGBO?;MO)KHOCTI/I) MMPOBCACHU KIIMHUYCCKHUX HUCIIBITAHUH MCIUIHUHCKOI'0 U3ACJIHA C YIaCTUCM YCIIOBCKA
(c yka3aHueM MpUYMH M OOOCHOBAHHMEM HEBO3MOXHOCTH HUX NpOBeIeHHs), (Gopma KOTOPOro
yTIBepxkaaercs MuHucrepcTBoM 31paBooxpaHeHus: Poccuiickoit ®denepanun (manee - 3aKiIOUEHUE O
IIPOBE/ICHUH KIMHUYECKUX UCIBITAHUNA MEAULIMHCKOTO U3/IEITH).

76. OCHOBaHUSAMHU [UIsl BBIHECEHUS SKCIIEPTHBIM YUPEKICHUEM 3aKJIIOUEHUS O IPOBEACHUU
KIIMHUYECKUX HCIBITAHUA MEIULUUHCKOTO M3JENHs, CBHUAETENbCTBYIOIIETO O HEBO3MOKHOCTH
IIPOBEACHUS KIIMHUYECKUX UCIIBITAHUN MEAULMHCKOIO U3/IEIUs C yYaCTUEM YEJI0BEKA, SIBJISIOTCS:

a) HECOOTBETCTBHE MEAMIMHCKOIO H3AeNnusi TpeOOBaHUSM HOPMATUBHON JOKYMEHTAIlUH,
TEXHUYECKOMN U (WJIM) SKCIUTyaTallUOHHON JOKYMEHTAIIMU MPOU3BOIUTENS (M3rOTOBUTEIIA);

6) OTCYTCTBHC JOKA3aTCJIbCTB 0e30macHOCTH MCIUIIMHCKOI'O U3ACIINA,
B) HaJINYHUEC HCJOCTOBCPHBIX CBGIIGHI/H\/JI B JOKYMCHTAxX, COACPKAINUXCA B PETUCTPAIOHHOM O0CHEC.

77. Peructpupyoomuii opraH B Te€4eHHE 5 pabOyMxX JTHEH cO JHA MOJNyYeHHUs OT IKCIEPTHOIO
YUPEKACHUSA 3aKIIOYEHUS O TMPOBEICHUM KIMHUYECKUX HCIBITAHUNA MEIULMHCKOTO  W3JEIIHS
OCYUIECTBJISIET CIEAYIOLINE MEPOIPUSITHS:

a) OICHKA 3aKIIOYEHHS] O MPOBEICHUHM KIMHUYECKUX HCHBITAHUA MEIMIMHCKOTO HW3IeNUs IUIs
OIIpEIeTICHUS] COOTBETCTBUS 33/JIaHMI0O Ha IPOBEJICHHE OJKCIEPTU3bl. B ciydae ycTaHOBICHHS
HECOOTBETCTBHS 3aKITFOUEHHS O IPOBEICHUH KIMHUYECKUX MCIIBITAHNH MEAUIIMHCKOTO M3/ICTHS 33 JaHHIO
TaKoe 3aKJIIOYCHUE BO3BPAIIACTCS B IKCIEPTHOE YUpEXICHHE Ha AOPabOTKY, CPOK KOTOPOH COCTaBIISET
He Oosee 2 pabo4mx JHEH CO THS MOJyYeHUs SKCIIEPTHBIM YUPEKIEHUEM BO3BPAILIEHHOTO 3aKJIFOUEHUS O
MIPOBE/ICHUH KIIMHUYECKUX UCTIBITAHUNA METUIIUHCKOTO U3/1ETHs;

0) B ciyyae TOJYYEHUS 3aKJIIOUECHUS O TMPOBEACHUW KIMHUYECKUX HCIBITAHUA MEIUIIMHCKOTO
W3JIeNHs, TIPEIyCMOTPEHHOTO MyHKTOM 76 HacTosmmx [IpaBui, He mo3HEe CIeAYIOMEro pabouero JaHs
MOCJ€ TPOBEJACHUS OLICHKH 3aKIIOYEHUS O MPOBEACHUM KIMHUYECKHX HCIBITAHUN MEIUIUHCKOTO
W3IENUS I ONPEIEIICHUS] COOTBETCTBUS 3aJaHUI0 Ha ITPOBEICHHUE DKCIIEPTU3BI PETUCTPUPYIOLINI OpraH
pa3MeInaeT NIEKTPOHHBIA 00pa3 3aKIIOYEHUSI O MPOBEACHUHM KIMHHUYECKUX HCIIBITAHUN MEIUITMHCKOTO
W3JIeJHs], COOTBETCTBYIOIIETO 33/IaHUI0 HA MPOBEIEHUE IKCIIEPTU3bI, B DIEKTPOHHOM KaOWMHETE 3asBUTENS
Y HaIpaBJIsieT COOTBETCTBYIOIINE CBEACHUS B €MHBIN JTNYHBIN KAOMHET 3asBUTEIIA.

B Teuenne 10 pa60q1/1x I[Hefl CO OHA pa3MCHICHUS B 3JICKTPOHHOM KaOMHETE 3asBUTEISA 3aKIIFOUCHUS
O MPOBCACHHUUN KIIMHUYCCKHUX HUCIIBITAaHHH MCIUIHUHCKOI'0 U3ACINUA, YKa3aHHOI'O B ITYHKTC 76 HaCTOAIINX
HpaBI/IJ'I, 3asABUTCIIb BIPAB€ O3HAKOMUTHCA C 3aKIIIOYCHHUEM O MPOBCACHUU KIIMHUYCCKUX HUCIIBITaHUI
MCIUIUHCKOI'0o U3JACIHA U, ITPU HAJIUYUU BOSp&)KGHHﬁ, HaImpaBUTb CBOU BO3pPaXCHUA HaA 3aKIIOYCHHE O
MMPOBCACHUN KIIMHUYCCKUX HCIBITaHUI MCIUIUHCKOI'O U3ACIUA NMOCPECACTBOM IJICKTPOHHOI'O KaOMHeTa
3asABHUTCIIA.

B cnyuae mocTymiieHHs TOCPEACTBOM AJIEKTPOHHOIO KaOWHETa 3asBUTENS B CpPOK, He
nipeBbIaronuii 10 pabounx nHEH, BO3paXKCHHH 3asIBUTENS HA 3aKIIOYEHUE O TIPOBEICHUN KIMHUYECKHUX
UCHBITAaHUH  MEAMLIMHCKOIO U3JENHs, NPEeIyCMOTPEHHOE TyHKTOM 76 Hacrosmux llpasui,
peructpupyromuii oprad B Teuenue 30 pabouux JHEH co JAHS MOCTYIJIEHUS! BO3paXXeHUH paccMaTpHUBaeT
UX C TPUBJICYECHHUEM OHKCIIEPTHOTO YYPEKIAECHUS, BBIHECIIETO COOTBETCTBYIOLIECE 3aKIIOYEHUE O
MIPOBEACHUMN KIMHUYECKUX MCIBITAHUA MEIUIIMHCKOrO U31enus. B ciydae eciau B yCTaHOBIIEHHBIN CPOK

www.consultant.ru Crpanuua 32 u3 69
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

BO3P@KEHHUs 3asBUTENII HE IOCTYIWIM, PETUCTPUPYIOIIUNA OPraH OCYILUECTBIISIET MEPONPUATHS,
nn n_n

peayCMOTpeHHble noAnyHkTamu "B" m '"r" Hacrosmero nyHkra. lIpu paccMoTpeHMHM BO3paKeHH
PETUCTPUPYIOIIUI OpraH MNPy HEOOXOAUMOCTH J1a4H MOSICHEHUH MPUBIICKACT 3asIBUTEII.

[Io wTtoram paccMOTpeHHUsI BO3paKEHHUI TMPUHUMAETCS pEUIeHHE O TMPU3HAHUU BO3PAKEHUN
00OCHOBAHHBIMU TIOJHOCTBIO WJIM YaCTHYHO, O(GOPMIIIEMOE MHCHMOM PETHCTPHPYIOLIETO OpraHa H
HampaBlIIeMOE B aJpec SKCIEPTHOIO YUYPEKACHHUS C MPUIOKEHUEM 3aKIIOUEHUS O MPOBEACHUU
KJIIMHUYECKUX UCIBITAHUN MEAULIIMHCKOIO U3/1EHsl, IPEAYCMOTPEHHOIO MyHKTOM 76 Hactosmux [Ipasui,
Ha J0paboOTKy, CPOK KOTOpOH He MpeBbIIIaeT 5 paboyux JHEH cO JHSA MOJY4YEHUS DKCHEPTHBIM
YUPEXKJIECHUEM BO3BPALICHHOIO 3aKJIIOUEHUS O MPOBEACHUU KIMHUYECKUX HCHBITAHUN MEIUIIMHCKOTO
u3zenusi, 1100 0 MpU3HAHUH BO3PAKEHUI MOJIHOCThIO HE 0OOCHOBAHHBIMHU.

Bpemsi co mHS pa3MmemieHus PEeruCTPUPYIONIMM OPraHOM B AJICKTPOHHOM KaOMHETE 3asiBUTENS
3aKJIIOYEHUS O MPOBEICHUN KIMHUYECKUX HUCIIBITAHUN MEIULMHCKOTO U3/eNns, YKa3aHHOIO B IIYHKTE 76
Hactosmmx [TpaBuit, 10 IPUHATUS PELICHUS IO UTOTAaM PACCMOTPEHHUS BO3PAKECHUN HE YUUTHIBAETCS MPU
UCYHCIICHUHU CPOKa MPOBEIEHUS IKCIEPTU3bI KauecTBa, 3 (HEKTUBHOCTU U OE30MACHOCTH MEIUIIMHCKOTO
W3IEIHS;

B) NPUHATHE pELIEHUS O BbIaYe pa3pelieHuss Ha MPOBEICHUE KIMHUYECKUX MCIBITAaHUH
MEIUIIMHCKOTO H3JeNUs WIH 00 OTKa3e B TOCYIapCTBEHHOW PETUCTpAIlMU MEIUIMHCKOTO W3ICIns,
KoTopoe oGOopMIISeTCsl MPUKA30M PETUCTPUPYIOIIETO oOpraHa, W WHGOPMUPOBAHHME 3asBUTENS O
MPUHATOM PEIICHUH ITyTeM pa3MEIIEHUS COOTBETCTBYIOIIETO YBEIOMIICHHUS B (HOpME IJICKTPOHHOTO
JIOKYMEHTA, MOJMHUCAHHOTO YCUJIEHHOW  KBaJIM(UIMPOBAHHON  3JIEKTPOHHOM MOJIITUCKIO
YIIOJTHOMOYCHHOTO JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETE 3asBUTENSI H 3JICKTPOHHOM
KaOWHeTe 3asBUTENS;

I') BHECEHHUE 3allCU B PEECTP BBIJAHHBIX pa3pelleHHi Ha MPOBEJIEHUE KIMHUYECKUX UCIBITAaHUI
MEJIULIMHCKOT0 U3JENHs, IOPSALOK BEAECHU KOTOPOI0 YTBEPKAAECTCS PErUCTPUPYIOLIUM OPraHOM.

78. Ilpn mpuHSTHM pelIeHHs] O Bblaue pa3pellieHuss Ha MPOBEACHHE KIMHUYECKUX HCIBITAaHUN
MEIULUHCKOTO U3JEIUs PETUCTPUPYIOLIUN Oprad IPUHUMAET peLIEHUEe O IPUOCTAaHOBICHUU IIPOLIEAYPBI
rOCyAapCTBEHHOM PETHCTpAlld MEAMIMHCKOTO M3IENHS 10 JHS NPUHATUSA PErUCTPUPYIOLIUM OPraHOM
pelieHust 0 BO30OHOBJICHUH TOCYJapCTBEHHON PErucTpalvyd MEAULIUHCKOTO U3JENINs B COOTBETCTBUU C
nyHkToM 81 Hacrosnux [IpaBuir.

79. O KJIMHHYECKUX HCHBITAHUSAX MEIHULMHCKOIO M3AENUsS C YJYaCTHEM YEJIOBEKa 3asBUTEIb
MIOCPEACTBOM €IMHOTO JIMYHOIO KaOMHETa 3asBUTENS YBEJOMIISIET PErUCTPUPYIOLINI OpraH B TEYEHHUE 5
pabouux qHEW ¢ Havyaja UX MPOBEICHHUS.

80. Ilo OxkOHYaHMM KIMHWYECKHX HCIBITAHUM MEIMIMHCKOTO HW3JEIus C y4acTUEM 4YeJIOBEKa
3asBUTENb IOCPEACTBOM €IMHOTO JMYHOTO KaOWHEeTa 3asBUTENs MPEICTABISET B PETUCTPUPYIOIIUI
OpraH 3asBJIEHHE O BO30OHOBJIEHUHU TOCYIapCTBEHHOM PETUCTPALMU MEIUIIMHCKOIO U3JeNus, 3asBJICHHE
0 perucrpanuu, o(GopMIEHHOE B COOTBETCTBUM C MyHKTOM 64 Hacrosimux IIpaBui, conmepkaiuee
aKTyaJlu3UpOBaHHbIE CBeJEHUs (NP HEOOXOJMMOCTH) U CBEIECHMS O pe3yjbTaTax KIMHUYECKUX
UCHBITAHUN MEIUIMHCKOIO M3JENIHs C Y4aCTHEM YelloBeKa (B OTHOIIEHWH KIMHUYECKUX HCIBITAHWM,
3aBepuIeHHbIX 70 1 ceHtsaOps 2025 r., cBeleHUs MPEACTaBISAIOTCS B BHJE JIOKYMEHTOB), a TaKxke
JOKYMEHTBI, YKa3aHHbIe B oanyHkTax "0" - "x" u "H" myHkTa 65 Hactosmux [IpaBun, B ciydae ecinu B
HUX BHECEHBI N3MEHEHUS 10 PE3YJIbTaTaM KIMHUYECKUX UCIBITAHUN MEAUIIMHCKOTO U3/EIINS C YHaCTUEM
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nan n_n n,.n

YeNIOBEKa, a TAKXKE aKTyaTM3UPOBAaHHBIC HOKYMEHTHI, MPEAyCMOTPEHHBIe moanyHktamu "a", "u" u "M
nyHkrta 65 Hacrosmwmx [IpaBw (mpu HEOOXOIUMOCTH ).

3asBUTENb BIPABE MPEACTABUTH JOKYMEHTBI, CBEICHHUS O KOTOPBIX YKAa3bIBAIOTCS B 3asBJIICHUH O
pErucTpalvi B COOTBETCTBUM ¢ moamyHkramu "mM" - "m", "y" u "4" nmynkra 64 Hactosmux I[IpaBwi (B
cllyyae BHECEHHS B HUX U3MEHEHMIN), a TaK:Ke JIOKYMEHTHI, TOATBEPKIA0IINE PE3yIbTaThl KIMHUYECKUX
WCIIBITAaHUH, 3aBepIICHHBIX 1Tocie 1 ceHTsaops 2025 T., M0 COOCTBEHHOW WHUIIMATHBE.

81. Perucrpupyrommii opraH B TeueHHEe 2 pa0ouyux JHEW CO JHS MOJNyYeHUs JOKYMEHTOB,
yKa3zaHHbIX B yHKTe 80 Hacrosmux [IpaBui, mpuHUMaeT perieHre o BO30OHOBICHUN TOCYIapCTBEHHOM
pErucTpalnuy MEIUIIMHCKOTO U3/IEIHSI.

Pemienue o BO30OHOBJIEHNHU rOCYJapCTBEHHON PErUCTpaliMi MEJUIIMHCKOTO MU3JENUsl IPUHUMAETCs
PErUCTPUPYIOLIUM OPraHOM II0 pPE3yJbTaTaM IPOBEPKM IOJHOTBI M JOCTOBEPHOCTH CBEICHUH,
COJZIepKALIMXCS B MPEJCTABICHHBIX B PETUCTPUPYIOIIMI OpraH 3asBICHUHM O BO30OHOBIICHUU
roCy/1lapCTBEHHON PErUCTPALMU MEIULMHCKOTO U3JENNs U MHBIX JOKYMEHTaX, YKa3aHHbIX B IyHKTe 80
Hacrosux [Ipasuir.

B cinydae ecnum 3T JAOKYMEHTBI NpEACTaBIEHbl HE B IOJHOM OOBEME WM B HUX BBISIBICHbI
HE/I0CTOBEpHBIE JaHHBIE, a TAKXKE B CIy4ae BBIABICHHS HECOOTBETCTBUS O(OPMIIEHUS MPEACTaBIECHHBIX
JIOKYMEHTOB TOJIO’KEHUSAM MTYHKTOB 53 - 55 Hacrosmux [IpaBui, peructpupyromuii oprai HanpasJysieT (B
(dbopMe 3IIEKTPOHHOI'O JIOKYMEHTa, MOAMMCAHHOIO YCHJIEHHOM KBaJIM(UIMPOBAHHON 3IIEKTPOHHOMH
MOJINKCHI0 YIOJHOMOYEHHOI'O JOJKHOCTHOIO JIMIIA, IOCPEACTBOM pa3MEIEHUs B €AMHOM JINYHOM
KaOMHeTe 3asBUTENII U JJIEKTPOHHOM KaOWHETe 3asBUTENs) 3asBUTENIO PpEIIEHUE O IPeKpalleHuu
JAIIbHEUIIEr0  pacCMOTPEHMsI  3asBJI€HHMST O BO30OHOBIIEHMH TOCYIApCTBEHHOM  perucrpainuu
MEIULUHCKOTO U3JENUsi ¢ MOTUBHUPOBAHHBIM OOOCHOBAHHWEM INPUYUH MPHHATUS YKAa3aHHOTO PELICHUS.
ONHOBPEMEHHO PpEruCTPUPYIOIIMKA OpraH CcooOIIAeT 3asABUTEII0 O BO3MOXKHOCTH ITOBTOPHOIO
MPEJCTaBICHUS 3asBJICHHUS O BO30OHOBJICHUM I'OCYAAPCTBEHHOM PErUCTpaliiyi MEIUIIMHCKOIO M3/eNHs ¢
MIPUJIOKEHHUEM K HEMY JJOpaOOTaHHBIX IOKYMEHTOB TOCPEACTBOM €MHOI0 JINYHOTO KaOWHETa 3asBUTESL.

82. Ha II srane skcnepTu3bl kauecTBa, 3((HEKTUBHOCTH U OE€30MAaCHOCTH METUIIMHCKOTO U3/eNus
PETUCTPUPYIOMIUNA OpraH B TeueHue 2 paboumx JIHEH cO JHS NPHUHATHUS pElIeHUs O BO30OHOBIECHUU
rOCy/lapCTBEHHON PETUCTpPAllMM MEIULMHCKOTO M3JeNHs Ha OCHOBAaHMM 3aJaHMsl Ha IIPOBEICHHE
9KCIIEPTU3BL, BBIJAHHOTO B COOTBETCTBUU C MYHKTOM 72 Hactosuux IIpaBui, HampaBisieT B SKCIIEPTHOE
YUPEXKIEHUE TPEACTABICHHBIE 3asBUTEIEM PpE3YyNbTaTbl KIMHUYECKUX MCIBITAHUA MEIUIIMHCKOIO
W3JIEHS C yYaCTUEM YEJIOBEKa, a TAK)KE MHBIE JOKYMEHTBI, ITPE/ICTaBICHHbIE 3aBUTEJIEM B COOTBETCTBHHU
¢ nmyHkrom 80 Hacrosmux [Tpasuir.

83. DkcrepTHOE YYpEKJEHHUE B CPOK, HE MPEBBIMAIONMN 8 padoumx AHEH CO JHS TMOIydCHUS
JOKYMEHTOB, VyKa3aHHbIX B myHKTe 80 HacTtosmux IIpaBui, NpOBOAUT HKCIEPTU3Y MOJHOTHI H
pe3yIbTaTOB TPOBEICHHBIX HCIBITAHUN W WCCIENOBaHMWM, a Takxke OQOpMIIIeT W HAmNpaBiIsIeT B
PETUCTPHUPYIOMINI OpraH 3akKIIOYeHHE [0 pe3ylbTaTaM JKCHEepTU3bl KadecTBa, I(PGEKTUBHOCTH H
0€30macHOCTH  MEAMIIMHCKOTO  m37enusi, QGopMa KOTOpPOro  yTBepXKAaeTcss MUHHUCTEPCTBOM
3apaBooxpanenus Poccuiickon denepanuu.

84. OcHOBaHMAMM Ul BBIHECEHHMS SKCIEPTHBIM YUPEXKICHUEM 3aKIIOUEHUs IO pe3ybTaTaM
HKCHEPTHU3bl KauecTBa, F3(PPHEKTUBHOCTH U 0€30MaCHOCTH MEAMLIMHCKOTO U3EIHs, CBUAETEILCTBYIONIETO
0 HEBO3MO>XHOCTH rOCYAAapPCTBEHHOM PErUCTPALIMN MEAUIIMHCKOTO U3/1€IIHs, SBIISFOTCS:
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a) HECOOTBETCTBME MEAMLMHCKOIO M3Aenuss TpeOOBaHUSM HOPMAaTUBHOM JOKYMEHTAlUH,
TEXHUYECKOH U (MJIH) SKCIUTYaTallMOHHOM TOKYMEHTALUK IPOU3BOAUTENS (M3TOTOBUTEIIS);

0) OTCyTCcTBHE JIOKa3aTelbCTB KauecTBa, u (wiu) dddexruBHOCTH, W (MiaH) O€30MacHOCTH
MEIUIUHCKOTO U3/ICITHUS;

B) YCTaHOBJICHHE, YTO PUCK MPUYMHEHHUS Bpena 3/0POBBIO TPAKIAAH U MEAMIMHCKUX PAOOTHHUKOB
BCJIECTBHE IPUMEHEHHS MEIULIMHCKOTO U3/IeIUs MpeBbIIaeT 3(p(HEeKTUBHOCTL €ro NPUMEHEHUS;

I') IPEICTaBIICHUE HEJIOCTOBEPHBIX CBEJACHHUI B JIOKYMEHTAaX, COJEPKAIIMXCS B PErHUCTPALIMOHHOM
JIOCBE.

85. B cpok, He mpeBblaonuii 7 pabodnx THEH co JHS MONydeHHs 3aKIIOUEHHsS 10 pe3yabTaTaM
9KCHEPTU3bl KauecTBa, F(PPEKTUBHOCTH U OE€30MaCHOCTH MEIULMHCKOTO H3AEIHs, PErUCTPUPYIOIIUI
OpraH OCYHIECTBIISET CIELYIOIIE MEPOIIPUATHSL:

a) OIICHKA 3aKJIIOYECHUS MO pe3yibTaTaM JKCHEePTH3bl KadecTBa, ()(EKTUBHOCTH U 0€30MaCHOCTH
MCIUIIMHCKOI'O U3CJINA, YKA3aHHOI'O B ITYHKTC 83 HaCTOAIIUX HpaBI/IJI, AJId oIIpeaACICHUSA COOTBCTCTBUA
3aJaHUI0 Ha TMPOBEIEHHE OJKCIEPTU3bl. B cilydae yCTaHOBICHHS HECOOTBETCTBHS 3aKIIOYEHHS I10
pe3ylibTaTaM JKCHEepTHU3bl KadecTBa, J(PPEKTUBHOCTH © OE30MACHOCTH MEIUIMHCKOTO  H3JICITHSI
yKa3aHHOMY 3aJJaHHIO TAaKOE 3aKIF0UYEHHE BO3BPAIIACTCS B SKCIEPTHOE YUPEKACHHE Ha JOPaOOTKY, CPOK
KOTOpO#l cocraBisieT He Oosee 2 pabouux [HEH €O AHS MOJYYEHHUS SKCIEPTHBIM YUPEKIACHUEM
BO3BPAILCHHOTO 3aKJIIOYECHUS MO Pe3ysbTaTaM IKCIEePTU3bl KauecTBa, 3(p(ekTUBHOCTH M O€30MacHOCTH
MCAUIIMHCKOI'O U3ACIIHNA,

0) B cilyyae MOJYyYEHHUs 3aKIIOYEHHUS MO Pe3ylbTaTaM 3KCIEpTU3bl KauecTBa, FPPEKTUBHOCTH U
0€30MacHOCTH MEIUIIMHCKOTO W3JENHsl, MPEeIyCMOTPEHHOro NyHKTOM 84 Hacrosmux IIpaBun, He
M03/IHEE CIIeNYIOIIEro pabovyero AHs Mocie MPOBEACHHS OLIEHKH TaKOTo 3aKJIIOUEHMS Ui OIpeJlesIeHUs
COOTBETCTBUS 33JIaHUIO HA MPOBEJCHUE HKCIIEPTU3BI PETUCTPUPYIOIIMI OPraH pa3MeIlaeT IEKTPOHHBIN
o0pa3 3aKiIIOueHHs] 1O pe3yJbTaTaM »JKCHEPTU3bl KauecTBa, A(PPEKTUBHOCTH U 0OE30MaCHOCTH
MEIULUHCKOTO W3NS, COOTBETCTBYIOIIETO 3aJaHUI0 Ha IIPOBENCHHME SKCIEPTHU3bl, B AJIEKTPOHHOM
KaOMHeTe 3asBUTENS M HalpaBiIsieT COOTBETCTBYIOLIME CBEACHUS B €IMHBIN JINUHBIN KaOMHET 3asBUTES.

B teuenne 10 paGounx nHel co AHS pa3MEIIeHUs B JIEKTPOHHOM KaOWHETE 3asiBUTENS 3aKITFOYCHUS
M0 pe3ynbTaTaM OHKCIEpPTU3bl KauecTBa, d(PPEKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO W3JENus,
yKa3aHHOro B NyHKTe 84 Hactosimux lIpaBui, 3asdBUTENs BOpPABE O3HAKOMUTHCS C 3aKIIOYEHUEM I10
pe3ynbTaTtaM JKCHepTU3bl KadecTBa, 3((HEeKTUBHOCTH M 0€30MacHOCTH MEAMIIMHCKOTO W3JIENHs W, TPH
HAJIMYUM BO3PaKEHUI, HAIIPABUTh CBOU BO3PAXKEHUS HA TAKOE 3aKJIFOYEHUE MOCPEACTBOM AJIEKTPOHHOIO
KaOWHeTa 3asBUTEIS.

B cinydsae mocrymiieHus TOCPEACTBOM 3JEKTPOHHOTO KaOWHeTa 3asBUTENSI B CpPOK, HE
npesbimatomuii 10 pabounx gHel, BO3paKeHUN 3asiBUTENS Ha 3aKIIIOYEHUE M0 Pe3ysibTaTaM 3KCIEePTU3bI
KauecTBa, 3(Q(PEKTUBHOCTH M OE30MaCHOCTH MEIUIIMHCKOTO W3JIENHsl, MPEeIyCMOTPEHHOE MYHKTOM &4
Hacrosmux IlpaBun, peructpupyrommii opran B TeueHue 30 paboumx JHEH cO AHA MOCTYIUIEHUS
BO3p@XEHUH paccMaTpUBaeT MX C TPUBJICYEHHEM OHKCIEPTHOIO YUYPEKICHHs, BBIHECIIETO 3TO
3aKIIO4eHHe. B ciydae eciaM B YCTAaHOBJIEHHBIM CpPOK BO3DAKEHUS 3asiBUTEN HE IOCTYINHIIH,

nn n_mn

PETUCTPUPYIOMIUNA OpraH OCYIIECTBISIET MEpPONPUATHSA, MPEAyCMOTpEHHbIe MoAmyHkTamMu "B" u T
HacTosIero nyHkra. IIpu paccMOTpeHHH BO3pa)KEHMH PETUCTPUPYIOIIMN OpraH Hpu HEOOXOAWMOCTH
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Jadn MMOSICHEHUH IIPUBJICKACT 3asIBUTCIIA.

[Io wTtoram paccMOTpeHHUsI BO3paXCHUH TMPUHUMAETCS pEUIeHHEe O TMPU3HAHUU BO3PAXKEHUN
000CHOBaHHBIMH TIOJTHOCTBIO UM YaCTUYHO, KOTOPOE 0(OPMIISETCSI TUCHbMOM PETUCTPHUPYIOIIETO OpraHa
U HalpaBisieTcs B aJpec SKCIEPTHOIO YUPEXKACHUS C MPUIIOKEHHEM 3aKIIIOUEHUs MO pe3yjbTaTam
IKCIEePTH3bI KadyecTBa, d(H(PEKTUBHOCTH U 0E30MaCHOCTH MEIUIIMHCKOTO H3JENHS, MPEAYCMOTPEHHOTO
nyHkToM 84 Hacrosmux [IpaBun, TpeOyromero nopabOTKH, CPOK KOTOPOH HE MpEBBIMIaeT 5 pabodymx
JTHEH CO JIHS TOJIYYEHHUs HKCIIEPTHBIM YUPEXKIACHUEM BO3BPAIICHHOTO 3aKIIOYEHUs, TUOO O MPU3HAHUU
BO3PaXEHUI MOJIHOCTHIO HE 0OOCHOBAHHBIMHU.

Bpemst co aHs pa3MmelieHHs PEeruCTPUPYIONIMM OPraHoOM B AJICKTPOHHOM KaOMHETE 3asiBUTENS
3aKJIIOUEHHUsS MO pe3yibTaTaM JKCIEPTH3bl KauecTBa, 3(P(HEKTUBHOCTH M 0€30MacHOCTH MEIUIIMHCKOTO
W3/IeNns, YKa3aHHOTO B NyHKTe 84 HacTosmux [IpaBui, 10 TpUHATHS PEUICHUS IO UTOraM PacCMOTPEHUS
BO3pQXEHUN HE YYHUTHIBACTCS TMPU HUCUYHUCICHHUH CpOKa TMPOBEACHUS OKCIEPTH3bl KauecTBa,
3¢ (HEeKTHBHOCTH ¥ 0€30ITACHOCTH MEIUIIMHCKOTO U3/ICIIHS,;

B) MPUHATUE PEHICHUS O TOCYIapCTBEHHOW PETUCTPALMU MEIUIIMHCKOTO U3ENusl Ui 00 OTKase B
TOCYJapCTBEHHON  PETUCTpallMd  METUIIMHCKOTO  HM3JeNusi, KOTopoe oQopMmisercs MpUKa3oM
PETUCTPUPYIOIIETO OpraHa, U MHPOPMHUPOBAHUE 3asIBUTENA O MPHUHATOM PEIICHUU IMYTEM pa3MelIeHHs
COOTBETCTBYIOILIIETO YBEIOMJICHHS B (OpPME DIEKTPOHHOTO OKYMEHTa, IOANMCAHHOTO YCHUJICHHOM
KBATU(UIIUPOBAHHON AJIEKTPOHHOW MOAMKUCHIO YIOJIHOMOUYEHHOTO JOJDKHOCTHOTO JIWIA, B €IUHOM
JMYHOM KaOMHETE 3asiBUTENS U JIEKTPOHHOM KaOMHETE 3asiBUTENS;

') BHECEHHE PEeCTPOBOI 3aMUCH B TOCYAapCTBEHHBIN peecTp.

86. OcHOBaHUSIMU JJIsi NPHUHATHUS PETUCTPUPYIOIIMM OPraHOM pelleHHs o0 OTKa3e B
roCylapCTBEHHON PETUCTPALlUU MEAULIMHCKOTO U3JENINS ABIISIOTCA:

a) TIOJIyYCHHE PETUCTPUPYIOIIUM OpPraHOM OT OJKCIEPTHOTO VYUPEXKACHHUS 3aKIIOUYEHHUS O
MPOBEICHUN  KIMHUYECKUX  HUCHBITAHUM  MEAULMHCKOIO  H3IENHUS, CBUIETEIbCTBYIOIIETO O
HEBO3MOKHOCTH MPOBEACHUS KIMHUYECKUX UCIIBITAHUA MEIUIMHCKOTO U3/ICIIHS C yYaCTHEM YEJIOBEKa;

6) MOJIYYCHHUE OT 3KCHCPTHOI'O YUPCKICHHA 3aKIIFOYCHUA 10 PE3YyJIbTaTaM JKCIICPTHU3blI KAYCCTBA,
Bq)(l)eKTI/IBHOCTI/I n 0e30IacHOCTU MCIUIUHCKOI'0 MU3ACINUA, CBUACTCIBCTBYIOIIETO O HCEBO3MOXHOCTHU
FOCY,[[apCTBeHHOﬁ perucrpanuu MEAULIUHCKOTO U3ACIINUS, U (I/IJ'II/I) MPUHATHEC PETUCTPUPYIOINIUM OpPTaHOM
peICHUA O NPpU3HAHUU BOSpﬂ)KGHI/Iﬁ 3asBUTEIS He 000CHOBAHHBIMHU IOJHOCTBHIO HIJIH YaCTUYHO,

B) BBIABIICHHWE PETHCTPUPYIOUIMM OPraHoOM IO pe3ynbTaraM ¢eAeparbHOro TOoCyIapCTBEHHOTO
KOHTpoJisE (Ham3opa) 3a oOpalieHueM MEIUIMHCKUX H3JeIHi HECOOTBETCTBUM JTaHHBIX 00
3¢ (HEeKTHBHOCTH U O O€30MacHOCTH MEAMIIMHCKOTO W3JETUS JaHHBIM O MEIUIIMHCKOM U3JIeInH,
COJZIEp KAIIMMCSI B 3asIBIICHUH O PETHUCTPAIMU M JOKYMEHTaX, YKa3aHHBIX B MyHKTax 65 u 80 HacTosmmx
[Ipasui.

lll. FocypapcTBeHHas perncTpauma MeauLMHCKUX usnenum,
noaTBepxaeHne 3pheKTMBHOCTU KOTOPLIX He TpebyeT npoBeAeHUsA
KNMUHUYECKMUX UCTIbITAaHUM C y4acTUEM YeroBeKa Unun nosny4vyeHus
pa3pelueHUst permcTpupyrowero opraHa Ha nposeaeHue
TaKMX KINTMHUYECKUX UCNbITaHUN

www.consultant.ru Crpanuua 36 13 69
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

Koncynsrantlntoc: npumeqanue.
I1. 87 nmetictBoBanm mo 31.12.2025 u mpumensiercs ¢ 08.01.2026 go 31.12.2027 (IlocranoBneHue
[IpaButensctBa PO ot 30.12.2025 N 2214).

87. [y rocynapcTBEHHOW PETUCTPAIH MEIUIIMHCKOTO U3CIus, TOATBEepKAcHHE d()(HEKTUBHOCTH
KOTOpPOro HE Tpe6yeT MNPOBCACHUA KIIMHUYCCKUX HCIBITAaHUU C yY4aCTHEM UYCJIOBCKA HJIM IMOJYYCHUSA
pas3pelieHus PEeruCTPUPYIONIETO OpraHa Ha TPOBEICHHE TAaKUX KIMHUYCCKHX HCIBITAHUH, 3asBUTEIH
MOCPEJCTBOM E€AMHOTO JIMYHOTO KaOWHETa 3asBHUTENS TPEJCTABISACT B PETUCTPUPYIOIIUNA OpraH
3asBIICHHE O PETUCTpPAIK, OPOPMIECHHOE B COOTBETCTBHHM C NYyHKTOM 64 Hactosmmx I[lpaBun u
JIOTIOJTHATEIFHO COZEpIKAIlee CBEICHUS O HaIM4ud (OTCYTCTBHUH) y TPOTPAMMHOIO OOECICUCHUS C
MPUMEHCHHEM TEXHOJIOTHH HMCKYCCTBEHHOTO WHTEIUICKTA, SIBIISIONICTOCS MEIUIUHCKUM H3JICITHEM,
BCTPOCHHOH (YHKIIMM aBTOMAaTHYECKOW TIepelayd B TIOPSIKE, YTBEPKICHHOM PETHUCTPHPYIOIIUM
OpraHoM, B aBTOMaTH3UPOBAHHYIO WH(MOPMAIIMOHHYIO CUCTEMY PETUCTPUPYIOIIETO Oprana uH(opMaIuu
00 o0pabaThIiBaeMbIX JAaHHBIX, PE3yJbTaTaX ICHCTBUS MPOTPAMMHOTO OOECIEYEHHUs C NMPUMEHEHUEM
TEXHOJIOTUH UCKYCCTBEHHOTO WHTEJUICKTA, SIBJISIFOIIETOCS MEIUIIMHCKHM H3JICIIHEM, a TaKXKe CBEICHUM,
MPEIYCMOTPEHHBIX MOPSAKOM COOOIIEHHS CyObeKTaMu OOpameHuss METUIIMHCKUX H3JeNuil 000 Bcex
CllydasiX BBISBJICHUS TOOOYHBIX JCUCTBUM, HE YKa3aHHBIX B MHCTPYKIMH IO NPHUMCHEHHIO WM
PYKOBOACTBEC II0 OKCIUTyaTallUKM MCEAWLUHCKOIO M3JACIHA, O HCKCIATCIbHBIX PCAKIHUAX IIpU C€ro
MPUMEHEHHH, 00 OCOOCHHOCTSX B3aMMOJCUCTBUS MEAMIIMHCKUX M3JEIUN MEXay co0oii, o (hakrax u ob
00CTOSITENTLCTBAX, CO3/IAIONINX YIrPO3Y JKU3HHU U 370POBBIO TPAKIAH U MEIUIMHCKUX PAOOTHUKOB IPHU
NPUMEHEHHM W OKCIUTyaTalldd  MEIUIUHCKMX  W3JCNUH,  yTBEpXKIaeMbiM  MUHHCTEPCTBOM
3napaBooxpanenus Poccuiickoit ®enepanuu (nanee - MOPAIOK COOOIIECHUST CyOBEKTaMH OOpalleHus
MEIUIIMHCKUX H3AeNui 000 BCEX cClydasx BBISBICHHS MOOOYHBIX ICHCTBHI), a TakKe CBEICHHUS O
pe3ysbTaTax KIMHUYECKUX HCHBITAHUN MEIULMHCKOro u3nenus (0e3 ydacTus 4elloBeKa) C yKa3aHHEM
HOMEpa, JaThl akTa OIEHKH pe3yNbTaTOB KIWHUYECKUX WCIBITAHUA MEIUIMHCKOTO W3JIeNHs,
HaAanMCHOBaHUS MGHHHHHCKOﬁ oprann3alyvu, a TAKKE CICAYIOINUC TOKYMCHTBI:

a) Korwus (KOMHUK) JOKYMEHTa (JIOKYMEHTOB), TOATBEPKIAIOMIETO (MTOATBEPKAAIOIINX ) TTOTHOMOYHS
YIIOJTHOMOYEHHOTO TPEICTABUTENS TMPOU3BOAUTENST (M3TOTOBUTENS) MO MPEICTABICHHIO WHTEPECOB
MPOU3BOAUTENS (M3TOTOBUTEINSA), HECEHUIO OTBETCTBEHHOCTH B 4YacTH OOpalleHUs MEIULMHCKOTO
n3nenus Ha teppuropun Poccuiickoit @exepannu, B TOM 4YHUCIE II0 BOIPOCAM IMpPOLEAYP OLICHKHU
COOTBETCTBUSI M TOCYJApPCTBEHHOW DErHCTpalliid MEIUIMHCKOrO H3JeNHs, a TakkKe MO 3aBepeHHIO
JOKYMEHTa (JOKYMEHTOB) IPOU3BOJAUTENS (M3TOTOBUTENS), BCTYMUBIIErO (BCTYNMBIIHMX) B CHIY O
oQOpMIIEHHS COOTBETCTBYIOIIMX JOKYMEHTOB (JOKYMEHT (IIOKYMEHTHI) SBISIETCS  (SBISIOTCS)
oOsi3aTenbHBIM  (OOSi3aTeNbHBIMU)  JUISI  WHOCTPAHHBIX  MPOU3BOJUTENENW  (M3TOTOBHUTENEH),
OTEYECTBECHHBIMH TPOU3BOAUTENISAMU (M3TOTOBUTENSIMHU) MpEACTaBseTcs (IPEACTaBISIOTCA) B Cllydyae
HAJIMYHSI YIIOJIHOMOYEHHOTO TIPEICTaBUTEIIST IPOU3BOIUTENS (M3TOTOBHUTEIIS);

0) cBeleHUs] 0 HOPMAaTUBHOM JIOKYMEHTAIIUK Ha MEAULIMHCKOE U3/IEeITHUE;
B) TEXHUYECKas JTOKYMEHTALMs IPOU3BOIUTEINS (M3TOTOBUTEINS) HA METULIMHCKOE U3/EITUE;

1") OKCIUTyaTallTuOHHAs JOKYMCHTAI U ITPOU3BOAUTECIIA (I/ISFOTOBI/ITCH}I) Ha MCOHUIIMHCKOEC HU3ACIHUEC, B
TOM YHUCJIC UHCTPYKIUSA 1O IPUMCHCHHIO UJIW PYKOBOACTBO 110 3KCINTyaTallu MEAUITUHCKOT'O U3ACIINU A,

I[) IIBCTHBIC (I)OTOI‘pa(l)I/I‘-ICCKI/Ie I/I306pa)KeHI/ISI O6IJ.I€FO Brga MCIUIIMHCKOI'O HU3ACIINA, Mozeaen
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(MapOK) MCOAUIIMHCKOI'O U3ACINUA U HpI/IHaIIHe)KHOCTef/'I, HCOGXOI[I/IMBIX AJi1 TpUMCHCHUA MCIUITUHCKOI'O
W3JIeusl TI0 Ha3HaueHUIo (pa3MepoM He MeHee 18 x 24 canTumerpa), a TakKe U300paxeHHs] MapKUPOBKHU
Y YIaKOBKH (I[BETHBIE MAKEThl YIAKOBOK M 3THKETOK, COJEPIKAIIUE TEKCT OPUTHHAIBHOM MAapKUPOBKU U
JIOTIONIHUTEIPHOW MapKUpPOBKM Ha PYCCKOM SI3bIK€, HAHOCUMOW Ha MEAMIMHCKHE W3JIeHs,
npou3BeleHHbIe 3a mnpenenamu  Poccuiickoit  ®enepanuu) (32 HMCKIOYEHHUEM  MPOTPAMMHOIO
o0ecrnieueHus, IBISIOUIETOCs MEIULUMHCKUM U3JIETHEM);

e) uBeTHele (oTorpaduueckue HU300paKEHHs] DIEKTPOHHOTO HOCUTENs U uHTepdeiica
nporpaMMHOro obecrneuyeHusi (pasmepoM He Menee 18 x 24 cantumerpa) (IUIi HPOTrPaMMHOTO
o0ecrieyeHus, ABISIONIETOCS MEIUIIMHCKAM H3/IEIHEM), a TAKKE H300paXeHUs MAPKUPOBKU M YIAKOBKU
(Tpu HaNTMYMN);

’K) TPOEKT OMHCAHUS THUIA CPEACTBA H3MEPEHUM, SIBISIOMIEIOCS MEAMIIMHCKUM H3IeIueM (B
OTHOIICHUU MEIULMHCKUX M3JETUH, OTHOCSIIMXCS K CPEACTBAM U3MEPEeHH B cepe rocyIapCTBEHHOTO
peryaupoBaHusi 00ecriedeHusl €IMHCTBA U3MEPEHUH, MePEeUeHb KOTOPBIX yTBEPKAAeTCs: MUHUCTEPCTBOM
3npaBooxpaHenus Poccutickoit deneparun);

3) METOAMKAa TOBEPKU THUIIA CPEJICTBA WU3MEPEHUM, SBISIONMIETOCS MEIUIIMHCKUM u3JaenueM (B
OTHOIICHUN MEIULIMHCKUX WM3JETUI, OTHOCSIIMXCS K CPEACTBaM U3MEpeHHi B cepe rocy1apcTBEHHOTO
peryaupoBaHusi 00ecredeHusl €IMHCTBA U3MEPEHHH, MePEeYeHb KOTOPBIX YTBEpk AaeTcs: MUHHCTEPCTBOM
3npaBooxpanenus Poccutickoit deneparun);

1) JIOKYMEHTBI, TTOATBEPKIAIOIINE PE3YJIbTAThl KIMHUYECKUX HUCIBITAHUNA MEAUITUMHCKUX H3EITUI
(110 MPUMEHUMOCTH, B 3aBUCUMOCTH OT JIaThl):

JOKYMEHTBI, TMOATBEP)KIAIOIINE  pe3yibTaThl KJIMHUYECKUX UCHBITAHUN (B OTHOILIEHHUH
KJIIMHUYECKUX UCTIBITAHUH, 3aBepIIeHHbIX 10 1 ceHTsa0ps 2025 r.);

JIOKYMEHTBI, TOATBEPKJAIOIINE PE3YJIbTaThl KIWHUYECKUX HCHBITAaHUM (B OTHOIICHUH
KIIMHUYECKUX UCIBITAHUH, 3aBepIIEHHBIX Tocie 1 ceHTsaops 2025 r.) (110 HHUIMATHBE 3asiBUTENS);

K) JIOKYMEHTBI, MOJTBEPXKJIAIOLIME BO3MOXKHOCTh OCYLIECTBICHUS MPOU3BOJCTBA IO aApecy
(ampecam), ykazaHHOMY (YKa3aHHbIM) B 3asiBJICHMHM O PETHUCTPAllMM B KauecTBE MPOM3BOJCTBEHHOM
(MpOU3BOACTBEHHBIX) IUIOMIAAKU (TUIOMIAA0K) (MO0 NPUMEHHUMOCTH): JOKYMEHTHI, MOATBEPKIArOIINe
HaJIMYME YCIOBUH MPOU3BOJACTBA, U (WIM) KOIMMM CEPTU(UKATOB COOTBETCTBHS CUCTEMbl MEHEDKMEHTA
kayectBa TpeboBanmsiM ['OCT ISO 13485-2017 wim ISO 13485:2016, a Takke KOMUM OTYETOB O paHee
IIPOBEICHHBIX HMHCIEKLUAX Ha COOTBETCTBME YKa3aHHBIM CTaHJAapTaMm (B ciy4ae IpeiCTaBICHUsS
YKa3aHHbBIX CEPTHU(PUKATOB COOTBETCTBHUSI), U (WJIN) KONTUU JOKYMEHTOB, ITOATBEPIKAAIOIINX COOTBETCTBHE
CHCTEMBl YIIPaBJIEHUS] KaueCTBOM TpPEOOBAaHUAM K BHEJIPEHHIO, MOJJICPKAHHIO M OIIEHKE CHUCTEMBI
yIOpaBleHUs] KaueCTBOM MEIMULMHCKUX H3IeNui (MPEeACTaBISIOTCS B Cllydae MPOBENCHHUS HMHCIEKIINH
MHCIEKTUPYIOLIEH OpraHu3anuel, HaxOAAILIEHCs B BeIEHUM (MOAYMHEHUH) OpraHa roCyAapCTBEHHOU
BJIACTM TOCyAapcTBa - wWieHa EBpa3uilckoro SKOHOMHYECKOIO COI03a, YIOJHOMOYEHHOIO Ha
OCYIIECTBIICHHE M (MJIM) KOOPIUHALIMIO JIEATENLHOCTH B cepe oOpalleHus METUIMHCKUX U3JeNuil Ha
TEPPUTOPHH ATOTO TOCYIAPCTBA, 3a UCKIIOUeHHEM Poccuiickoit Denepannn);

J'I) AOKYMCHTBI, TOATBCPIKAAOMINEC IIPaBO HUCIHOJb30BAHUA MPOU3ZBOAUTCICM (I/I3F OTOBI/ITCHGM)
TOBAPHOI'0 3HAaKa W MHBIX CPCJACTB MHAWBUAYAIHU3AIUN MEIUIMHCKOTO M3ACIIUA B CIIy4ac NX HAHCCCHUA
Ha YINAKOBKY MCIHWIHWHCKOI'O H3JACIINA (HpeI[OCTaBJBIIOTCH B ClIy4dac, €CJIni CBCACHHA HC BHCCCHBI B
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COOTBETCTBYIOIINE peecTpbl DenepaibHOM CITy>KOBI 110 HHTEIEKTYaIbHON COOCTBEHHOCTH);

M)  KONHMHM  JOKYMEHTOB, [OATBEP)KIAIONIMX  KA4eCTBO  JICKAPCTBEHHOrO  IIperapara,
(hapmalneBTHUECKON CyOCTaHIMK, OMOJIOTUYECKOTO0 MaTepuaia U MHOTO BEIIECTBA, C HCIIOJIb30BAHHEM
KOTOPBIX TPOM3BEACHO MEIMIMHCKOS H3JCIUEe WM KOTOpbIE BXOJSIT B €ro COCTaB U KOTOPBIC
npeaHa3HauCHbl IJid HOPUMCHCHHUA TOJBKO C  YYCTOM  HA3HAYCHHUA MCAULUHCKOIO  HU3ACIIUA,
OIPEETICHHOTO TPOU3BOJMTEIEM, BBIJAHHBIX B COOTBETCTBHHM C 3aKOHOJATEIHCTBOM CTPAHBI
MPOUCXOXKICHUS JICKAPCTBEHHOTO mpernaparta, (apMaleBTUYeCKOH CyOCTaHIIMH, OHWOJIOTHYECKOTO
MaTepuaia i HHOTO BEIIeCTBa (KpOME MEAMIMHCKUX U3ISIHIA /IS TUarHOCTUKH in Vitro);

H) KONMs JIOKYMEHTa, NOJITBEP)KIAIOLIET0 PErUCTPALMIO IPOU3BOIUTENS (M3TOTOBUTENS) B
KayecTBE HOPUAMYECKOro JiMia MO0 MHIUBUAYAJBHOIO MpEeANpUHHUMATENs (32 HMCKIIOYEHHUEM
MEIUIIMHCKUX U3JIEIUH, TPOU3BOIUTENIIMU KOTOPBIX SBJISAIOTCS pe3uneHTsl Poccuiickoit denepanun);

0) TUTaH KIMHUYECKOT0 MOHUTOPHHTA (JUIsI MEAUIIMHCKUX M3 Kilacca MOTEHIMAIBHOTO pUCKa
MpuUMEHeHUsT 3, a TakkKe MEIUIMHCKUX H3JeINi, MMIUITAHTUPYEMBIX B OpraHU3M 4eJIOBeKa, Kiacca
MOTEHIIUAJIBLHOTO PUCKa MpUMeHeHus 20);

1) JOKa3aTeJbHble MaTepHalibl MNPOU3BOAMUTENS (M3rOTOBUTENSA) MEAULMHCKOro wu3aenus (1o
IPUMEHUMOCTH):

JI0Ka3aTeNbHbIE MaTepuabl MPOU3BOAUTENS (M3TOTOBUTENS) MEAMLMHCKOIO H3JEIUS B YacTH
OIpeJieJIeHUs] KauecTBa M O0€30MaCHOCTM MEIUIMHCKOIO HU3/eNUs, COOTBETCTBHSI €r0 XapaKTepUCTHK
(cBoiicTB) TpeOOBaHMSM HOPMATHBHOM JOKYMEHTAI[MM, TEXHMYECKOW M  OIKCIUTyaTallMOHHOM
JOKYMEHTAIMH ITPOU3BOANTENS (M3TOTOBUTEIS);

JOKAa3aTCIIbHBIC MAaTCpHAJIbBl ITPOU3BOAUTECIIA (I/I3FOTOBI/ITCJ'I$I) MCIHUIIMHCKOT'O HM3JCJIMI B YacCTH
I/ICCJ'IGI[OBaHI/II\/‘I B IICIAX OLICHKH OMOJIOTHYECKOM 0€30IaCHOCTH MCIUIIMHCKOT'O U3CIINUA.

88. Perucrpupyroumii opran He BOpaBe TpeOOBaThb OT 3asBUTEN yKa3blBaTb B 3asBJICHUU O
pETUCTpAallMM CBEJIEHUS, HE NPENYyCMOTpEHHBIE NYyHKTOM 64 Hactosmux [lpaBun, M mnpencraBisaTh
JNOKYMEHTBI, HE ITPEAYCMOTPEHHBIE ITYHKTOM &7 Hactosmux I[Ipasu.

3asiBUTENb BIIPAaBE MPEACTABUTH JOKYMEHTBI, CBEJEHHUS O KOTOPBIX YKa3bIBAalOTCSA B 3asBICHUU O
perucTpanmu B COOTBETCTBUM C¢ mojmyHkramu "M" - "mn", "y" u "4" mynkra 64 nHactosmux IlpaBun, no
COOCTBEHHOW MHUIIMATHUBE.

3asBUTEIH BIIpaBE€ NPCACTaBUTh UHBIC HGO6XO}II/IMBIC JAOKYMCHTEI 110 cOOCTBEHHOI HUHHUIIUATHUBE.

89. B Teuenue 5 pabounx aHEH CO JHS MOCTYIUICHHUS 3afBICHHUS O PErMCTPAallMU U JTIOKYMEHTOB,
MPEAYCMOTPEHHBIX MYHKTOM 87 HacTosmux [IpaBwi, perucTpupyronuii OpraH IpPOBOJUT IMPOBEPKY
IIOJIHOTBI U JOCTOBEPHOCTH COACPIKALIUXCS B HUX CBEICHMI, B TOM YHUCIIE IIyTEM CPaBHEHHs TaKUX
CBEJICHUH CO CBEJICHMSIMH, IIPEJACTABICHHBIMH OPraHaMHM TOCYJAapCTBEHHOM BJIACTH B MOPSAKE
MEXBEJJOMCTBEHHOT'O MH()OPMAIIMOHHOTO B3aUMOECHUCTBUS MOCPEACTBOM CHUCTEMBI MEKBEIOMCTBEHHOTO
3JIEKTPOHHOTO B3aUMO/ICHCTBUA.

90. B cnywae ecnu 3asBIEHHE O PErUCTpalldl OOPMIIEHO C HapyLICHHEM MOJOXKEHUH MyHKTa 64
Hactoamux [IpaBui, u (WiIM) NpeaCTaBICHHbIE TOKYMEHTHI O(GOpPMIICHBI C HApPYLIEHUEM IOJIOKEHHUH
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nyHKTOB 53 - 55 Hactosmux [lpaBun, um (WiaM) B 3asBJIEHUU O PErMCTPAlMM U IPEJCTaBICHHBIX
JOKYMEHTaX yKa3aHbl HEJIOCTOBEPHbIE CBEIEHUS, WIH JIOKYMEHTBI, IPEIyCMOTPEHHbIE IyHKTOM 87
Hacrosmux [lpaBui, mpencraBieHsl HE B MOJHOM OOBEME, PETMCTPUPYIOIIMN OpraH yBeIOMIISET
3agBUTEN O HEOOXOIMMOCTH YCTPAaHEHMs BBIABICHHBIX HapylleHMH W (WIM) IpeicTaBIeHUs
OTCYTCTBYIOIIMX JOKYMEHTOB B TeueHHe 30 paboumx aHEH co IHS pa3MEIIeHUs] TaKOTO YBEJIOMIICHUS B
(dopMe 3IIEKTPOHHOI'O JIOKYMEHTa, MOANHUCAHHOIO YCUJICHHON KBaJU(HUIMPOBAHHOW 3JIEKTPOHHOM
MOJIIMCHIO  YITOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, B €IWHOM JIMYHOM KaOMHETE 3asBUTENS U
JIEKTPOHHOM KaOWHETe 3asBUTENS. YCTPaHEHUE BBISBICHHBIX HapylIeHUMH M (WIM) MpeAcTaBlIeHUE
JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT, 3asfBUTEIb OCYIIECTBISET IOCPEACTBOM E€IUHOTO JINYHOTO
KaOMHeTa 3asBUTEIIS.

Bpemst co nHs yBEeAOMIIEHHsI PErMCTPUPYIOLIUMM OPraHOM 3asBUTEI 0 JHA IOJIY4YEHUs OTBETa Ha
YBEIOMIICHHE WJIH YBEIOMIIEHHS O HENPEICTaBJICHUHM OTBETa HAa COOTBETCTBYIOILIMK 3alpoc He
YYUTBIBACTCS IIPU HCUUCIIEHUHU CPOKA IOCYIaPCTBEHHOM PETUCTPALUU MEJULUHCKOIO U3CIINS.

91. B teuenue 3 pabGouux IHEH CO AHS 3aBEpPLICHUS MPOBEPKH, MPEAYCMOTPEHHOW MYyHKTOM 89
Hacrosmux [IpaBun (B ciydyae MpelncTaBlICHHS HaJUIeKAIIUM 00pa3oM O(pOPMIIEHHOTO 3asBJICHHUS O
pETrUCTpalviy U B MOJHOM 00beMe JOKYMEHTOB, IPEIyCMOTPEHHBIX MyHKTOM 87 Hactosmumx [IpaBun), a
TaK)Xe€ B CIIy4ae YCTpaHEHHUS B CPOK, He npesbliaromuii 30 pabouux gHEH, BbIABICHHBIX HAPYLIEHUN U
(unu) mpencTaBieHHs  JOKYMEHTOB, TPEIyCMOTPEHHBIX TyHKTOM 87 HacTtosaumx llpaBumn,
PETUCTPUPYIOIINNA OPraH IPUHUMAET PEIICHHUE O Hayajle IoCylIapCTBEHHON perucTpanuy MEIUIMHCKOTO
U3JIeIHSL.

92. B cnyuyae ecnu B Cpok, He mpesblmaromuil 30 pabounx aHEH, HE yCTpaHEHbl BbISIBJICHHbBIC
HapymeHuss U (WIM) He TNPEeICTaBlIeHbl JOKYMEHThI, KOTOpble OTCYTCTBYIOT, B TOM YHCIE C Y4YETOM
MOJIOKEHNs MyHKTa 53 Hacroamux IIpaBui, perucTpupyromuii opraH IPUHUMAET PEIICHHE O
MIPEKPALEHUN  JAJIBHEHIIEro  pacCMOTPEHMsI  3asBIEHUS O  pErucTpauiud U JOKYMEHTOB,
MIPETyCMOTPEHHBIX MYyHKTOM &7 Hacrosmux llpaBun, u uH@opmupyer 00 3TOM 3asBUTENS IMyTEM
pa3MelleHHs] COOTBETCTBYIOLIETO YBEIOMJIEHHSI ¢ MOTHMBUPOBAHHBIM OOOCHOBAaHMEM NPUYMH NPUHATHUS
YKa3aHHOrO  pemeHuss B (QopMe  JJIEKTPOHHOTO  JOKYMEHTa, IOJIMCAHHOIO  YCHJIEHHOM
KBAJIM(HUIMPOBAHHONW 3JIEKTPOHHONH MOJMUCHIO YHMOJHOMOUYEHHOI'O JOJDKHOCTHOTO JIMIA, B €JUHOM
JMYHOM KaOMHETE 3asiBUTENS U 3JIEKTPOHHOM KaOMHETE 3asBUTEIIS.

93. T'ocynmapcTBeHHasi peTUCTpaldsg MEAUIMHCKUX W3AENui, MoATBepkIeHue 3(h(exTUBHOCTU
KOTOPBIX HE TpeOyeT MPOBENCHMS KIWHUYECKUX HCIBITAHUN C y4acTHEeM 4YeJOBEKa WJIU TOJY4YEHUS
paspelieHuss PETUCTPUPYIOLIETO OpraHa Ha IPOBEJCHUE TaKUX KIMHUYECKUX  HCIBITAHUU,
OCYIIECTBIISIETCS. PETUCTPHUPYIONIUM OPTraHOM B CPOK, He TpeBbimaromuii 31 pabouyero mHA co THS
MOCTYIJICHUS 3asBJICHUS O PETUCTPALMH U JTOKYMEHTOB, MPEIYCMOTPEHHBIX MYHKTOM 87 HACTOSILIUX
[IpaBui.

94. B Tteuenue 3 pabouMx JHEH CO JAHA NPUHATHS pELUIeHHS O Hayajle TroCyAapCTBEHHOU
perucTpalvy MEIUIMHCKOTO H3JAENus PEeTrUCTpUpYoluil opran oGopMisieT W BbIAAeT 3a/JaHue Ha
IIPOBEJIEHUE IKCIIEPTU3BI SKCIIEPTHOMY YUPEKACHHUIO.

95. B oTHOWIEHUM MEAMIMHCKUX W3AEIUH, A MOATBepkaeHUs 3()(PEeKTUBHOCTH KOTOPBIX HE
TpeOyeTcsl MpOBeJeHNE KIMHUYECKHX HCIBITAHUI ¢ y4yacTHEM 4elOBEKa WM MOJYYEeHHUs pa3perieHust
PETUCTPUPYIOLIETO OpraHa Ha IPOBEICHHE TAKUX KIMHUYECKUX HCIBITAHWUM, dKCIEPTH3a 3asBJICHHS O
perucTpalMM M JOKYMEHTOB, YKa3aHHbIX B myHKkTe &7 Hacrosmux [lpaBun, ocymecTBiaseTcs
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OJTHOBPEMEHHO C TMPOBEICHUEM JKCIEPTU3BI MOJHOTHI M PE3YJIbTATOB WCIBITAHWN W HCCICIOBAHUN B
Cpok, He mpeBblmaromuii 10 pabouux gHEH cO AHS TMONYYEHHS SKCIEPTHBIM YUPEKICHUEM
COOTBETCTBYIOILIETO 33JJaHUSI PETUCTPUPYIOLLIETO OpPraHa.

96. Ilpu mpoBeeHUH HKCIEPTU3bl KauecTBa, d(PPEKTUBHOCTH M OE30MACHOCTH MEAUIIMHCKOIO
U3/l HE JIOMYCKAaeTCs MCTPEOOBAaHUE SKCIEPTHBIM YUPEKICHUEM Yy 3asABUTENSA JIMOO HMHBIX JIMIL
MaTepUaIoB, HEOOXOIUMBIX AJIs TPOBEACHUS KCIIEPTUZHI.

B ciydae HeEZOCTaTOYHOCTH Il BBIHECEHHUS JKCIEPTOM 3aKJIIOYEHUs MAaTEpUaJIOB U CBEICHUMN,
COIEpKAlMXCs B IPEICTAaBICHHBIX 3asBUTEIEM 3aABJICHUM O PETUCTPALMM M JOKYMEHTaX,
IIPETYCMOTPEHHBIX IYHKTOM &7 Hactosumx I[IpaBui, 3KkcmepT CTaBUT BOINPOC O MPEACTABIECHUU €My
HEOOXOJMMBIX MAaTEpUaNoB M CBEICHUH Iepe] PYKOBOJUTEIEM SKCHEPTHOIO YUPEXKIEHHs, KOTOPbIH
oOpamraercsi ¢ COOTBETCTBYIOUIMM 3allpOCOM B PETUCTPUPYIOIIMH OpraH, BBIAABIIUIN 3aJaHHE Ha
IIPOBEJICHUE DKCIEPTU3bl. YKAa3aHHBIA 3alpoC OJDKEH COJEP’KaTh MCUYEPIBIBAIOUIMI IEPEYEHb BCEX
BOIIPOCOB, MAaTEPUAJIOB U CBEJICHUI, HEOOXOAUMBIX FKCIEPTY /ISl IPOBEACHUSI SKCIIEPTHU3BI.

Peructpupytomuii opran B TedeHue 2 pabo4yux AHEH CO JHS MOCTYIUICHHS 3ampoca PYKOBOIAUTENS
SKCIIEPTHOIO YUPEKJICHHUS HANpaBJseT 3asBUTEIIO 3allpoC O MPEACTAaBIEHUU HEOOXOAMMBIX CBEJIEHUH C
yKa3aHHEM XapakTepa 3aMeuyaHuil M crocoba uX ycTpaHeHHs. YKa3aHHBIA 3ampoc HampaBisieTcs
OJTHOKPATHO M TIEpEeNaeTCs 3asBUTENIO B (OpPME DIEKTPOHHOTO TOKYMEHTA, IMOANMCAHHOTO YCHUJICHHOM
KBTU(UIIUPOBAHHON AJIEKTPOHHON MOANUCHIO YIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIIA, MOCPEICTBOM
pa3MelieHusl B 3JIEKTPOHHOM KaOWHEeTe 3asBUTENS U €JUHOM JIMYHOM KaOMHETE 3asBUTEIIS.

3asBUTENb 00s13aH MPEICTaBUTh OTBET Ha 3aMPOC PETUCTPUPYIOILIETO OpraHa MOCPEACTBOM EIMHOTO
JUYHOTO KaOWHETa 3assBUTENS B CPOK, HE MpeBbImMammi 50 pabounx AHEH CO JHS HAMpaBJICHHUS 3TOTO
3ampoca. B Teuenume 2 pabouux nAHEH €O JAHS TOCTYIJICHHS OT 3asBUTENS OTBETAa Ha 3ampoc
PETUCTPUPYIONINI OpraH HalpaBiseT TaKOM OTBET B OJKCIEPTHOE yupexiaeHue. B  ciydae
HempeJCcTaBiIeHus Mo ucredeHnu 50 pabouux AHEW 3asgBUTENEM OTBETa Ha 3allpOC PETHCTPUPYIOLIHIMA
opran B TeueHHWE 2 pabouMx JJHEW HampaBiIseT B OKCIEPTHOE YUYPEKICHHUE YBEIOMJICHHE O
HEMPEACTaBICHUN 3asBUTEIEM OTBETa Ha 3alpoC PErUCTPUPYIOUIErOo OpraHa sl HOATOTOBKHU
3aKJIIOUEHUsS 10 PE3YNIbTaTaM JKCIEPTU3bl KadyecTBa, dPPEKTUBHOCTH U 0€30MaCHOCTH MEIHITMHCKOTO
W3/1eNIis Ha OCHOBAaHUU JOKYMEHTOB, UMEIOIINXCS B €r0 PACTIOPSKEHUU.

Bpemst co nHs HampaBlIeHMs 3ampoca PErMCTPUPYIOLIETO OpPraHa J0 JHs IOJIy4eHUs OTBETa Ha
3alpoC WIM YBEAOMIICHUS O HENPEACTABICHUM OTBETAa Ha 3allpOC HE YYUTHIBACTCS IPU UCUYHUCICHUU
CpOKa IPOBEEHUS SKCIEPTU3bI KauecTBa, 3P(HEKTUBHOCTH U O€30aCHOCTH MEIULIMHCKOTO U3/

ITpyu BBISBICHMM PETUCTPUPYIOIIUM OPraHOM B IIPEACTABICHHBIX 3asBUTEIIEM B OTBET Ha 3aIpoc
JOKYMEHTaX HEJOCTOBEPHbIX M (WJIM) HENOCTaTOYHBIX CBEICHUM WIM JOKYMEHTOB U (MJIH)
HECOOTBETCTBHS OOPMIICHHSI MTPEICTABICHHBIX JOKYMEHTOB MOJO0XKEHUSAM IMYHKTOB 53 - 55 HaCTOALIMX
[IpaBun peructpupyoomuii oprai B TedeHHe 2 pabouyux AHEW HampasiseT (B Gopme 3JIeKTPOHHOTO
JOKYMEHTa,  NOJNHCAHHOTO  YCWJIEHHOW  KBWIM(UIMPOBAHHOM  AJIEKTPOHHOW  TOAINHUCHIO
YIOJIHOMOYEHHOI'0 JIOJDKHOCTHOTO JIMIIA, IOCPEACTBOM pa3MeLIeHHs B €AMHOM JIMYHOM KaOHHeTe
3asBUTEINS M HJIEKTPOHHOM KaOMHETE 3asBUTEINS) 3asiBUTEII0 MOTUBUPOBAHHOE PEIICHHE O BO3MOKHOCTH
MTOBTOPHOTO IPEICTaBICHUS 3asBUTENEM A0 UcTeueHus: 50 pabouynx JHEH co THS HampaBlIeHUs 3ampoca
I0pabOTaHHBIX TOKYMEHTOB. IIpu HempencTaBleHUM 3asBUTEIEM B YKa3aHHBIH CPOK 3ampalivBaeMbIX
MaTEepUajIoB U CBEJIEHUH dKCIEPTU3a KauecTBa, YPPEKTUBHOCTH U 0€30MaCHOCTH MEIULIMHCKOTO U3/IENIUs
IIPOJOJDKAETCA MO HAaXOISAIIMMCS B PACIOPSIKEHUHU SKCIEPTHOTO YUPEXKJEHUS paHee NMPEICTABICHHBIM
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3asABUTCIICM JOKYMCHTAaM U CBCACHUAM, COACPKAIMNUMCA B PECrUCTPAlMOHHOM JOCHC.

97. DKcrepTHOE YYPEKICHHE B CPOK, HE IpeBbimaromuii 10 paboyux HHEH cO HSA MOTydeHUS
JIOKYMEHTOB, YKa3aHHbIX B IMyHKTe 87 wHacrosmmx [IpaBun, npoBOAUT 3KCHEpTU3y KauecTBa,
s dexTuBHOCTH M 0€30MaCHOCTH MEAMUIMHCKOTO HW3JIENHsl U HampaBliIeT B PETUCTPUPYIOLIUN Opra
3aKJIFOUYEHHUE 10 PE3YIbTaTaM TaKOM IKCIEPTU3BIL.

98. OcHoBaHHIMU IJI1 BBIHCCCHUS OKCICPTHBIM YUPCKIACHHUEM 3aKIIOYCHHA I10 pPE3ylibTaTaM
OKCIICPTU3BI KA4YCCTBA, 3(1)(1)€KTI/IBHOCTI/I 1 0e30IMacHOCTH MCIUIMHCKOI'0 U3¢, CBUACTCIILCTBYOLICTO
O HEBO3MOKHOCTHU I‘OCYI[&pCTBCHHOfI peructpaiiy MEAUIUHCKOI'O U3ACIINS, ABJISIOTCS:

a) HECOOTBETCTBHE MEAMLMHCKOIO M3Aenusi TpeOOBaHUSM HOPMAaTUBHOM JOKYMEHTAllUH,
TEXHUYECKOH U (MJIH) SKCIUTYaTAIlMOHHOM TOKYMEHTALUK TPOU3BOIUTENS (M3TOTOBUTEIIS);

0) OTCyTCTBHE JIOKa3aTelbCTB KauecTBa, W (win) dddekruBHOCTH, W (WiaHM) O€30MacHOCTH
MEIUIUHCKOTO U3/ICITHUS;

B) YCTAHOBJIEHHME, YTO PUCK MPUUYMHEHUS BpEla 3/10pPOBBIO TPaXKJIaH U MEIULMHCKUX PaOOTHHKOB
BCJIEICTBHE IPUMEHEHHS MEIULIMHCKOTO U3/IeNUs NpeBbIIaeT 3 (HEeKTUBHOCTD €ro NPUMEHEHUS;

F) HaJINYNUEC HCJOCTOBCPHBIX CBGI[CHPIIZ B JOKYMCHTAXx, COACPIKAIINXCS B PETUCTPALITUOHHOM JOCHE.

99. B cpok, He npebimaromuii 10 padounx nHEH co JHS MONTYYSHUS 3aKIFOUEHUS M0 pe3ylibTaTaM
IKCIIEPTH3bI KadecTBa, Y(P(HEKTHBHOCTH U OC30MACHOCTH MEIUIMHCKOTO HW3IENHS, PETHCTPUPYIOIIHIA
OpraH OCYLIECTBIISIET CIIEIYIOLIUE MEPOIIPUSATHUS:

a) OIlEHKa 3aKJIIOUEHHUS IO pe3ysbTaTaM JKCIEpPTU3bl KauyecTBa, dPGHEKTUBHOCTH U O€30MaCHOCTH
MEIULUHCKOTO U3ENNsl, YKa3aHHOTO B MyHKTe 97 Hacrosumx [IpaBun, nis onpeneneHus COOTBETCTBUA
3aJlaHUI0 Ha TPOBEJCHME DSKCIEepTU3bl. B cilydyae ycTaHOBIEHUS HECOOTBETCTBUS 3aKIIOYEHMsS I10
pe3ynbTaTaM JKCHEepTHU3bl KauecTBa, S(PPEKTUBHOCTHM U OE30MACHOCTH MEAUIIMHCKOTO HW3ENHs
YKa3aHHOMY 3aJJaHHI0 TaKOE 3aKJIFOUEHHE BO3BpAIIAeTCs B SKCIIEPTHOE YUPEXKJIEHUE HA IOPadOTKY, CPOK
KOTOpO# cocTaBisieT He Oonee 2 pabouumx JHEH cO AHS TONYYEHHUS SKCIEPTHBIM YUpPEKICHUEM
BO3BPAIIICHHOT'O 3aKJIFOUEHUS;

0) B cilyyae MOJYyYEHHUs 3aKIIOYEHHUS MO Pe3ylbTaTaM 3KCIEpTU3bl KauecTBa, FPPEKTUBHOCTH U
0€30MacHOCTH MEIUIIMHCKOTO W3JENHsl, MPEelyCMOTPEHHOro mnyHKTOM 98 nHacrosmux IlpaBun, He
M03/IHEE CIIENYIOIIEro pabovyero AHs MOciie MPOBEIEHHs OLIEHKH TAaKOTO 3aKJIIOUEHMs Ul ONpe/ieeHus
COOTBETCTBHS 33JIaHUI0 HA MPOBEJCHUE JKCIIEPTU3bI PETUCTPUPYIOIIMI OPraH pa3MeIlaeT IEKTPOHHBIN
o0pa3 3aKIIOUeHHs] 1O pe3yJbTaTaM »JKCHEepPTH3bl KauecTBa, HPQPEKTUBHOCTH U OE30MAaCHOCTH
MEIULUHCKOTO M3JIeNus, COOTBETCTBYIOIIETO 3a/JIaHMI0 HA IPOBEACHHUE JKCIEPTU3BI, B AJIEKTPOHHOM
KaOMHeTe 3asBUTENS U HApaBJIsieT COOTBETCTBYIOILINE CBEACHUS B €IMHBIN JINYHBIN KaOMHET 3asBUTEIIS.

B teuenue 10 paGouux gHEH CO THS pa3MEMICHUS B AJICKTPOHHOM KaOWMHETE 3assBUTEISI 3aKITFOUCHHS
M0 pe3ynbTaTaM OHKCIEPTH3bl KauecTBa, dPPEKTUBHOCTH U OE30MACHOCTH MEIUIMHCKOTO HU3JENHUS,
yKa3aHHOTO B myHKTe 98 Hactosamux [IpaBui, 3asBUTENb BIPaBe 03HAKOMUTHLCA C TAKUM 3aKIIOUYECHHUEM U,
MpU HAMYMHM BO3PAXKCHHM, HAMpPaBUTh CBOU BO3PAKEHHSI TMOCPEICTBOM DIEKTPOHHOrO KabuHeTa
3asBUTEJIS.
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B cnywae mnocTymuieHHs TOCPEACTBOM 3JIEKTPOHHOIO KaOWHETa 3asBUTENsl B CpPOK, HE
npeBbimaronuii 10 pabounx 1Held, BO3pakeHUN 3asBUTEINS HA 3aKJIIOUEHHUE 110 Pe3yJIbTaTaM KCIEePTH3bI
KauecTBa, d(Q(HEKTHBHOCTH W OE30MACHOCTH MEAUIIMHCKOTO HW3JIENHsl, MPEeIyCMOTPEHHOE MYHKTOM 98
Hacrosimux [IpaBui, peructpupyronuii oprad B TeueHue 30 pabouymx gHEH CO JHS TOCTYIUICHUS
BO3PKEHUN pACCMATPUBAET UX C MPHUBJICUCHUEM SKCIIEPTHOTO YUPEKICHUSI, BRBIHECIIETO 3aKJIFOUEHHE 110
pe3ylibTaTaM IKCIEepTU3bl KauecTBa, 3p(HEeKTUBHOCTU U O€30MaCHOCTH MEAUIIMHCKOTO u3ienus. B ciaydae
€CIM B YCTAHOBJICHHBI CpPOK BO3PaKEHUsSI 3asBUTENSI HE TMOCTYIWJIU, PETUCTPUPYIOLIUNA OpraH
OCYILIECTBJISICT MEPOIPUSITHUSA, MPEIyCMOTpEeHHbIe nojanyHkTamMu "B" u "r" Hactosimero myHkrta. [Ipu
PACCMOTPEHHUH BO3PAXKEHUN PETrUCTPUPYIONINI OpraH Mpyu HEOOXOJUMOCTH JauM MOSICHEHUH MPUBJIEKAET
3asIBUTEIIS.

[To uToram paccMOTpEHUs BO3PAXKEHUH PErMCTPUPYIOLUIMM OpPraHOM IMPUHUMAETCS PELIEHUE O
IPU3HAHUU BO3PAXKEHUNH OOOCHOBAHHBIMH IOJHOCTBIO MJIM YaCTUYHO, KOTOPOE O(OpPMIIIETCS MUCbMOM
PETUCTPUPYIOLIETO OpraHa W HaIpaBILIETCS B aJpec DKCIEPTHOIO VYUPEXKICHUSA C IMPUIOKECHUEM
3aKJIIOYEHUs MO pe3yibTaTaM 3KCIEPTU3bl KauyecTBa, 3((EKTUBHOCTH M 0O€30MaCHOCTU MEIUIMHCKOIO
U3JeNusl, MpeaycMOTpeHHoro mnyHkToM 98 Hactosummux IlpaBui, Ha 10paboOTKy, CpPOK KOTOpOMl He
IpeBbIIACT 5 pabouux JHEH co JAHA TOJNyYEHHMs] SKCIEPTHBIM YUPEXKICHHEM BO3BPALEHHOI'O
3aKIIIOYCHHS M0 pe3yibTaTaM 3KCIEePTU3bl KadyecTBa, d(P(EKTUBHOCTH M 0€30MaCHOCTH MEIUITTHCKOTO
u3zenus, 100 0 NPU3HAHUK BO3PAXKEHUH MOJTHOCTHIO HE 0OOCHOBAHHBIMHU.

Bpemsi co mHS pa3MmemieHHs PEruCTPUPYIONIMM OPraHOM B AJICKTPOHHOM KaOMHETE 3asiBUTENS
3aKJIIOUEHHUS MO pe3ylbTaTaM JKCIEPTHU3bl KauecTBa, dPGEKTUBHOCTH M 0€30MaCHOCTU METUIIMHCKOTO
W3/IeNNs, YKa3aHHOTO B MyHKTe 98 HacTosmux [IpaBui, 10 TpUHATHS PELICHUS IO UTOraM PacCMOTPEHUS
BO3pQKEHUN HE YYHUTHIBAETCS TMPU HCUUCICHHH CpPOKa IMPOBEIEHHUS JKCHEPTU3bl KadyecTBa,
3¢ PeKTUBHOCTU U OE30MTACHOCTH MEIUIIMHCKOTO WU3/ICIIHS;

B) NIPUHATHE PEIIEHHs O TOCYAApCTBEHHOM perucTpanuy MEIUIMHCKOTO U3JIeNns Ui 00 OTKasze B
rOCy/lapCTBEHHOM  pPEruCTpallid  MEIWLUHCKOTO  M37eNus, KoTopoe odopMisieTcss MpPUKa30M
PETUCTPUPYIOILEr0 OpraHa, U MHPOPMHUPOBAHUE 3asBUTENS O NMPUHATOM PELICHUU IyTEM pa3MEIICHHUs
COOTBETCTBYIOILIETO YyBEIOMIJIEHHUA B (OpMe D3JIEKTPOHHOIO JIOKYMEHTa, MOJANUCAHHOTO YCHUJICHHOU
KBAJIM(HUIMPOBAHHONW 3JIEKTPOHHONH MOJMUCHIO YHMOJHOMOUYEHHOI'O JOJDKHOCTHOTO JIMIA, B €JUHOM
JUYHOM KaOMHETE 3asiBUTENIS U DJIEKTPOHHOM KaOMHETE 3asiBUTEIS;

I') BHECEHUE PEECTPOBOI 3alKCH B TOCY/IapCTBEHHBIN peecTp.

100. OcHoBaHUAMHU [ TPHUHIATHS PETUCTPUPYIOIIUM OpraHoOM peuieHuss o0 OTka3e B
roCylapCTBEHHON PETUCTPALUU MEAULIMHCKOTO U3JENNS ABIISIOTCA:

a) TMOJIyYe€HUE OT 3KCIEPTHOTO YUPEKIEHUS 3aKIIOUYEHMs MO pe3yiabTaTaM SKCIEPTU3bl KauecTBa,
3G PEeKTUBHOCTH M 0€30MaCHOCTH MEAMLIMHCKOTO H3JIeNHs, CBUAETENbCTBYIOIIETO O HEBO3MOXKHOCTH
roCy/1IapCTBEHHON PErucTpaluy METUIIMHCKOTO U3Jeus, U (WIN) IPUHATHE PETUCTPUPYIOLIMM OpTraHOM
peleHust 0 MPU3HAHUK BO3PAXKEHUH 3asBUTENS HE 000CHOBAHHBIMU MOJTHOCTHIO MJIM YACTUYHO;

0) BBISBICHHE DPETUCTPUPYIOLIUM OPTraHoOM IO pe3yibTaraM (eaepaibHOro ToCyIapCTBEHHOIO
KOHTpoNsl (Haa3opa) 3a oOpalleHHMeM MEIUIIMHCKUX H3JIeNMUid  HEeCOOTBETCTBUH JTaHHBIX 00
3¢ (HeKTUBHOCTH M O O€30MacHOCTH MEAMIMHCKOTO H3JEHs JaHHbBIM O MEAMIMHCKOM H3JeIHH,
COJIEpKAIlMMCsl B 3asBJICHUM O PErMCTpalMd W JOKYMEHTaX, YKa3aHHBIX B IIyHKTEe 87 HacCTOALIUX
[Ipasui.

www.consultant.ru Crpanuua 43 u3 69
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

(I'Ipc;c;ag?%%e?;lez ngF)Sa)BVITeJ'IbCTBa P® ot 30.11.2024 N 1684 [lokyMeHT NpeaocTasnen KoHcynbTaHTIioc

"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa... Hata coxparenua: 15.02.2026

IV. Oco6eHHOCTU rocyaapCTBEHHON perucrpaumm oTe4eCTBEeHHbIX
MeAULMHCKUX U3nenum

Koncynsrantllntoc: npumeuyanue.
II. 101 ne#ictBoBan nmo 31.12.2025 u npumensercs c¢ 08.01.2026 po 31.12.2027 (IlocranoBieHue
[TpaBurensctBa PO ot 30.12.2025 N 2214).

101. [nst rocynapCTBEHHOM pETUCTpAaIlMi OTEYECTBEHHBIX MEIUIIMHCKUX W3JIECTUN 3asBUTEIb
MIpe/ICTaBiIsIeT JUO0 HAmpaBisieT B yUpPEXKJIEHUE Ha OyMa)KHOM HOCHUTEJE CIEAYIOLIUE TOKYMEHTHI U
CBEJICHUS:

a) 3asdBIEHHE O TMPOBEICHUM OKCIEPTU3bl KadecTBa, dhdekTuBHOCTH U  0Oe30MacHOCTH
MEJUIIMHCKOTO M3JIENHs, COAepIKallee CBEACHUSI B COOTBETCTBUU C MyHKTOM 64 Hactosimux [IpaBun (3a
UCKITIOUeHHeM noanyHkToB "M" - "n", "y" u "4"), u cBeieHUS O HAJIMYUU Yy IPOrPAMMHOTO 00eCTIeYeHUS
C MPUMEHEHHEM TEXHOJOTUM HCKYCCTBEHHOTO HWHTEJUICKTA, SBIISIFOIIETOCS MEAMIIMHCKUM U3JIETHEM,
BCTPOGHHOM (DYHKIIMM aBTOMATHUYECKON IMepelayd B TMOPSAKE, YTBEPKACHHOM PETUCTPUPYIOIINM
OpPraHoM, B aBTOMAaTU3UPOBAHHYIO WH()OPMAIMOHHYIO CUCTEMY PETHCTPUPYIOIIETO OpraHa HH(pOpMaium
00 oOpabaTbiBaeMbIX JAHHBIX, pe3yiabTaTax JCHCTBUS MPOrpaMMHOrO OOECleueHUs ¢ MPUMEHEHHUEM
TEXHOJIOTHI MCKYCCTBEHHOTO WMHTEJUICKTA, SBIISIFOIIETOCS MEAMIIMHCKUM HU3JIETTUEM, a TaKXKE CBEICHHM,
MIPETyCMOTPEHHBIX TMOPSAIKOM COOOIIEeHUsI cyObeKTamMH OoOpallleHus MEIULUHCKUX HU3Jeluii 000 Bcex

CITy4asix BBISIBJICHUSI TOOOYHBIX JACHCTBUM;

0) xomus (KOMUH) TOKyMEHTa (JOKYMEHTOB), TOJITBEPKIAIOUIETO (MTOATBEPKAAIOIINX ) TTOTHOMOYHS
YIIOJTHOMOYEHHOTO TPEICTABUTENS MPOU3BOAUTENST (M3TOTOBUTENS) MO MPEICTABICHUIO HHTEPECOB
MPOU3BOAUTENS (M3TOTOBUTEINSA), HECEHUIO OTBETCTBEHHOCTH B 4YacTH OOpaleHHs MEeIUIIMHCKOTIOo
n3nenus Ha teppuropun Poccuiickoi ®Pexepanuu, B TOM 4YHUCIE II0 BOIPOCAM MPOLEAYP OLICHKH
COOTBETCTBUS U TOCYJJApPCTBEHHOI perucTpay MEAULUHCKOTO U3/IeITHS;

B) CBE/ICHUS O HOPMATUBHOM JOKYMEHTAIIMM HAa MEAUIIMHCKOE U3/IENINE;
I') TEXHUYECKas JOKyMEHTAIHMsI TPOU3BOAUTENS (M3TOTOBUTENS) HA MEUIIMHCKOE U3JIEIINE;

I[) SKCILTyaTalMOHHAsA OOKYMCHTALUA MMPOU3BOAUTCIIA (I/I3FOTOBI/ITCJ'I$I) Ha MEIUIIMHCKOC U3JICIINC, B
TOM YHUCJIC UHCTPYKIUS 10 IPUMCHCHUIO UJIK PYKOBOACTBO 11O 3KCILTYaTallu MEAUITMHCKOTO U3ACIINS;

e) uBeTHble ¢oTorpaduyeckue U300paKEeHHsT OOIIETr0 BHIAa MEIUIIMHCKOTO HW3JENHUs, MOJesei
(MapoK) MEIMLMHCKOTO MU3JeNHs U MPUHAMIEKHOCTEH, HEOOXOIUMBIX Ul MPUMEHEHHUs] METUIIMHCKOTO
W3JIeIMs TI0 Ha3HaueHUIo (pa3MepoM He MeHee 18 X 24 canTtumerpa), a Takke U300pakeHUs] MapKUPOBKH
U YIAKOBKH (IIBETHBIE MAKETHI YIAKOBOK M ATHUKETOK, COJEPIKAIINE TEKCT OPUTHHAIBHON MAPKUPOBKHU U
JIOTIOJIHUTEIBHOW MapKUpPOBKM Ha PYCCKOM SI3bIK€, HAHOCMMOW Ha MEAMIMHCKHE W3Jeus,
IIPpOM3BEAECHHbIE 3a mpeaenamu Poccuiickoli  @Penepanuu) (3a HUCKIIOUYEHHUEM IPOrPAMMHOIO
o0ecrnieueHus, IBISIOUIETOCs MEIULUHCKUM U3/IETHEM);

XK) 1BeTHbIe (oTorpapuyeckue M300paKEHUS HJIEKTPOHHOIO HOCUTENnss U uHTepdeiica
MporpaMMHOTO obecrieueHus: (pasmepom He MeHee 18 x 24 cantumerpa) (AJii MPOrPaMMHOIO
o0ecredyeHus, ABISIONIETr0Cs MEUIIMHCKAM H3/IeIMEM), a TAKKe U300paKeHUsT MAPKUPOBKU U YTaKOBKH
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(npu HaNMTUYMN);

3) CBEIEHHWS O JIOKyMEHTaX, IOATBEPKIAOIINX pPE3yIbTaThl TEXHUYECKUX HCIBITAHUN
MEIUIIMHCKOTO W3JIENHs], BBIIAHHBIX YUYPEKACHHEM, M JOKa3aTelbHBIE MAaTepHallbl MPOU3BOIUTEIS
(M3roTOBHTEIIST) METUIIMHCKOTO M3CIHS (MPU HATHMYHH ),

M) CBEJICHUSI O JOKYMEHTaX, MOJTBEPKAAIOUIUX PE3YJIbTaThl TOKCUKOJIOTMYECKUX HCCIEAOBAHUMN
MEIUIIMHCKOTO W3Jenus W (W) TPHHAMISKHOCTEH K MEIUIMHCKOMY W3JEINI0, MPsIMO WU
OIOCPEIOBAaHHO KOHTAaKTHPYIOIIUX C TMOBEPXHOCTHIO TEJia YENIOBEKA, €ro CIM3HCTHIMU 000JIOUKaMH,
BHYTPEHHUMH CpE€JaMH OpPraHu3Ma, JUIsl KOTOPBIX YKa3aHHOE B3aMMOJICHCTBHE (KOHTAKT) SIBJISETCS
HEOOXOIUMBIM JUUISl BBIMOJTHCHUS WX TNPEIHA3HAYCHHBIX (DYHKIWN, BBIIAHHBIX YUPESKICHUEM, H
JIOKa3aTeJIbHbIe MaTEPHAIbl TPOU3BOAMTEIS (M3TOTOBUTEIS ) MEIUIIMHCKOTO U3/Ieus (IIPH HATUYHUH);

K) CBEJICHUS O IOKYMEHTaX, IMOJATBEPKAAIOIINX PE3YJIbTAThl UCIIBITAHUN MEIUIIMHCKOTO H3JENHS B
LEeJSIX YTBEPKICHHS THIA CPEACTB U3MEPEHHM (B OTHOIIEHUU MEIUIIMHCKUX H3IENUi, OTHOCSIIUXCS K
CpeICTBaM M3MEPCeHH B chepe roCyIapCTBEHHOTO PEryIUpOBaHUs 00CCIICUCHHS SIMHCTBA U3MEPCHHIA,
MepeueHb KOTOPBIX yTBepxkaaeTcs MuHuCTEpCcTBOM 31paBooxpaHeHus Poccuiickoii deneparun),
BBIJITAHHBIX YUPEKICHUEM;

J) JOKYMEHTBI, ITOATBEPKIAIOIINE PE3yJIbTaThl KIMHUYECKUX UCHBITAHUN MEIUIUHCKUX W3JeNui,
BBIIAHHBIE B MEIMLIMHCKUX OPTaHU3aLMIX, OTBEYAIOUIUNX TPeOOBaHUAM, YTBEPKICHHBIM MUHUCTEPCTBOM
3npaBooxpaHeHust Poccuiickoit @enepanuyu, U BKIIOYEHHBIX B CETh HAIlMOHAJIBHBIX MEIULIMHCKHUX
HCCIIEIOBATENbCKUX LEHTPOB, COCTaB KOTOpPOM yTBepkaeH MUHHCTEPCTBOM 3ApaBOOXPAHEHUS
Poccuiickoit @enepannu, 1 IporpaMMHOro 0oOecrnedeHus: ¢ MIPUMEHEHUEM TEXHOJIOIHH MCKYCCTBEHHOIO
MHTEJJIEKTa, MpeAHa3HAYeHHOTo s OOpabOTKM MEIUMIUHCKUX H300paKE€HUM, TIOIYYEHHbIX MpH
IIPOBEICHUU  PEHTICHOJOTHMYECKUX  MCCIEJOBAHUHM, BKJIIOYas  KOMIBIOTEPHYIO  ToMorpaguio,
peHTreHorpaguio, ¢uooporpapuio 1 Mammorpapuio, NpHU YCIOBHUH IPOBEIEHUS KIMHUUECKUX
UCTIBITAHUNA B KJIMHUYECKOM ILIEHTpe (B OTHOIIEHUM KIMHUYECKUX HCIBITAHUHM, 3aBEpUICHHBIX 10 |
ceHTs10pst 2025 r.), WK CBENEHUSI O Pe3y/lbTaTax KIMHUYECKUX MCHBITAHUN MEIUIUHCKOTO W3JENHs C
yKa3aHHEM HOMEpa, JAaTbl aKTa KIMHUYECKMX HWCHBITAHUA MEIUIIMHCKOIO W3AENus, a TaKxKe
HAaUMEHOBAaHMSI MEIUIMHCKOM OpraHum3anuy (B OTHOLIEHUU KIMHMYECKHUX HCIBITAaHUM, 3aBEpIICHHBIX
nocye 1 centsi0ps 2025 r.);

M) JOKYMEHTBI, IOATBEPKAAIONIME BO3MOXHOCTh OCYIIECTBJIEHUS TPOMU3BOJACTBA IO aApecy
(ampecam), ykazaHHOMY (yKa3aHHBIM) B 3asBJI€HHMM O PErMCTpPAallMd B KadyecTBE HPOM3BOJICTBEHHOMH
(MpOU3BOACTBEHHBIX) IUJIOMAAKU (IUIOMIAJI0K) (MO MPUMEHUMOCTH): JOKYMEHTHI, MOATBEPXKIArOIINe
HaJIMYME YCIOBHIA MPOU3BOJACTBA, M (WIM) KOMMM CEPTU(UKATOB COOTBETCTBHS CUCTEMbl MEHEPKMEHTA
kauectBa TpedboBanusaM ['OCT ISO 13485-2017 unu ISO 13485:2016, a Takke KOMUU OTYETOB O paHee
IIPOBEJICHHBIX HHCIEKLUMAX Ha COOTBETCTBUE YKa3aHHBIM CTaHAapTaMm (B ciy4yae IIpeICTaBICHHUS
YKa3aHHbBIX CEPTHU(PUKATOB COOTBETCTBHUS), U (MJIM) KOMIUU JOKYMEHTOB, MMOATBEPKAAIOIINX COOTBETCTBHE
CHCTEMBl YIIPaBJIEHUS] KAaueCTBOM TpPEOOBAaHUSAM K BHEJIPEHUIO, TOJJIEPKAHUIO U OIIEHKE CHUCTEMBI
yIpaBiIeHUs Ka4eCTBOM MEAUIIMHCKUX W3JIEIHIA;

H) AOKYMCHTBI, MNOATBCPIKAAIOMIUC IIPaBO HCIOJb30BAHUA IIPOU3BOIHUTCICM (I/I3FOTOBI/ITGHGM)
TOBAPHOI'0 3HAaKa W MHBIX CPCJACTB MHAWBUAYAIHU3AIUN MEIUIMHCKOTO M3ACIIUA B CIIy4ac NX HAHCCCHUA
Ha YIIaKOBKY MCIUIUHCKOI'O U3ACIIUSA

0) KONUU  JIOKYMEHTOB, MOJTBEPXKJIAIOUIMX  KauecTBO  JIEKAPCTBEHHOIO  IIperapara,
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(dapmaleBTHUECKON CyOCTaHIMH, OMOJOTHYECKOT0 MaTephaa U MHOTO BEHIECTBA, C HCIIOJIb30BAHHEM
KOTOpBIX MPOU3BEACHO MEAMUIIMHCKOE U3JIeNHe WM KOTOphlE BXOAST B €ro COCTaB U KOTOpHIE
MpeAHa3HaYeHbl A TMPUMEHEHHS TOJBbKO C YYETOM Ha3HAYeHUs MEAUIMHCKOTO  U3JeNusl,
OINpPEACNICHHOTO TPOU3BOJAUTENEM, BBIIAHHBIX B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM CTpaHBI
MIPOMCXOXACHUS JICKQPCTBEHHOrO TpemapaTa, (apMaleBTHYECKON CcyOcTaHIuu, OHOJIOTHYECKOTO
MaTepuasa U MHOTO BellecTBa (KpoMe MEIUIIMHCKUX U3JEIUN Ui JUArHOCTUKH 1n Vitro);

1) ONHWCh JOKYMEHTOB, MPEACTABICHHE KOTOPBHIX MPEAYCMOTPEHO HACTOSIIIIUM TYHKTOM, C
ykazaHueM pazzena [V Hacrosmmx IIpaBuii, B COOTBETCTBHM C KOTOPBIM IIJIAHUPYETCS MPOXOKACHUE
MPOLEAYPbI TOCYIAPCTBEHHOW PErUCTPALIUA OT€UYECTBEHHOIO MEAULIMHCKOIO U3 1EIIUS;

p) TUJIaH KIMHAYECKOTO MOHUTOPHUHTA (JIJIs1 MEIUIIMHCKUX M3IENUN Kilacca MOTEHIUATbHOTO PHUCKa
MpuUMEHeHUsT 3, a TakKe MEIUIMHCKUX H3JIEINi, MMIUITAHTUPYEMBIX B OpraHU3M 4eJIOBeKa, Kiacca
MOTEHIIUAJIBLHOTO PUCKA MpUMeHeHus 20).

102. TpeGoBanwmsi, ykazaHHble B IyHKTax 53, 54 m 56 wnactosmux [IpaBwi, kK JOKyMeHTam,
MpeJICTaBICHHE KOTOPBIX MpeaycMoTpeHo nyHkToMm 101 Hactosimux IIpaBui, He IPUMEHSIOTCS.

103. Yupexaenue B TeueHue 25 pabouux JHEH CO AHS MOCTYIUIEHUS JIOKYMEHTOB, YKa3aHHBIX B
nynkte 101 nacrosmux IIpaBui:

a) TPOBOAMT ODKCIEPTU3Y 3asBICHHUS O MPOBEACHUU SKCIEPTU3bI KadecTBa, 3()(eKTuBHOCTH U
0€30I1aCHOCTH MEIUIIMHCKOI0 M3/1eHs U JIOKYMEHTOB, YKa3aHHbIX B IyHKTe 101 Hacrosimux IlpaBui, B
TOM YHCJIE OLEHKY IOJHOTBHI JOKYMEHTOB M JOCTOBEPHOCTH COACPIKAIMXCS B HUX CBEICHUH, C
OJIHOBPEMEHHBIM IIPOBEICHUEM DKCIIEPTU3BI IIOJHOTHI U PE3YJIBTATOB UCIBITAHUN U UCCIICIOBAHMIM;

0) odopmisieT 3aKIOUYEHHE IO pe3yJbTaTaM dSKCHEPTH3bl KadecTBa, J(P(HEKTUBHOCTH U
0€30MacHOCTH MEUIITHCKOTO U3/IETIHS;

B) B Cly4ae €CIIM 3aKIIYEHUE [0 pe3yiabTaTaM »3KCIEPTU3bl KadecTBa, I(PQPEKTUBHOCTH U
0€30MaCHOCTH MEAMLIMHCKOTO W3JIeNus, NPeAyCMOTPEHHOe NOJAMYHKTOM "O" HacCTOSAIIEro IyHKTa,
SIBJIIETCS TIOJIOKUTENIbHBIM, YUPEXKICHNE HAIIPABIISAET TAKOE 3aKI0YEHHUE B PETUCTPUPYIOIIUN OpraH.

K 3akmodyeHnio mo pes3yibTaTaM 3KCIEpTU3bl KauecTBa, A(PQPEKTUBHOCTHM U 0€30IacHOCTH
MEIUIMHCKOTO W3JIeNUs, CBHUIETEILCTBYIONIEMY O BO3MOXKHOCTH TOCYJApCTBEHHOH pErucTpanuu
OTEYECTBEHHOI'0 MEIUIIMHCKOTO M3JIeNHs, MPUIATaloTCs JOKYMEHTHI, NPEACTaBICHHbIE 3asBUTENIEM B
coorBercTBuM ¢ myHkTamu 101 u 104 nacrosmmx [Ipaswi;

I) B Ciydae €cid 3aKiIioueHHe II0 pe3yiabTaTaM »3KCIepPTU3bl KadyecTBa, 3()(HEKTUBHOCTH H
0€30MacHOCTH MEIUIIMHCKOTO U3/IENINs SABIISIETCS OTPULATENIbHBIM, YUPEXKICHUE YBEIOMIISIET 3asIBUTEIS O
pe3yabTaTax MpPOBEACHHOW HKCHEePTH3bl KadecTBa, A(PPEKTUBHOCTH MU O€30HMaCHOCTH METUIIMHCKOTO
n3/ieus (3aKa3HbIM TIOYTOBBIM OTIIPABJICHUEM C YBEJAOMIIEHHEM O BPYUEHHUH WM B (POpPME 3IEKTPOHHOTO
JOKYMEHTA, MOANMCAHHOTO YCUJICHHOU KBAJIM(UIIMPOBAHHON JJIEKTPOHHOMN MIOANKCBIO
YIOJHOMOYEHHOI'O JIOJDKHOCTHOTO JIMIA, IOCPEACTBOM €r0 HAampaBlICHUs Ha DJIEKTPOHHYIO IIOYTY
3asBUTEIA, aJJpec KOTOPOH yKa3aH B 3asiBIIEHUH O MPOBEICHUM 3KCIEPTU3bI KauecTBa, 3(P(PEKTUBHOCTH U
0€30IaCHOCTH MEJUIMHCKOTO H3JENHs) C NPWIOKEHUEM 3aKIIOUEHHUs 10 pe3yiabTaTaM SKCIEPTU3bI
KayecTBa, A(P(PEKTUBHOCTH U OE30MaCHOCTH MEIUIMHCKOTO W3JeNHs, CBUICTEIbCTBYIOIIETO O
HEBO3MOKHOCTH TOCYIAPCTBEHHOW PErMCTPALlMA OTEYECTBEHHOTO MEAUIIUHCKOTO U3/1EIIHS.
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104. B cinyyae HENOCTAaTOYHOCTU JJIl BBIHECEHMsSI YUPEXKACHHUEM 3aKIIIOUEHHUS [0 pe3ysbTaTaM
9KCHEPTU3bl KauecTBa, 3((PEKTUBHOCTU M OE30IACHOCTH MEIMLMHCKOTO H3AEHs, NMPEelyCMOTPEHHOIO
noanynkrom "0" nynkrta 103 nHacrosmmx IlpaBwi, MaTepuanoB M CBEAECHUN, COJAEpXKALIUXCS B
IIPEJCTABICHHBIX 3asBUTEIEM JOKYMEHTaX, NpeqycMOTpeHHbIX myHkTOoM 101 Hacrosmux IlpaBui,
yupexaeHue B TedeHue 15 paboumx aHEH cO AHSA MOCTYIUICHHS yKa3aHHBIX JOKYMEHTOB HAaIlpaBIIseT
3asBUTENIO 3aKa3HbIM IIOYTOBBIM OTIPABICHUEM C YBEJOMJIEHMEM O BPY4YEHUHM HIM B (dopme
3JIEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO YCHUJICHHOW KBAJU(HUIIMPOBAHHOW HIEKTPOHHOH IOAMUCHIO
YIOJHOMOYEHHOI0 JIOJDKHOCTHOIO JIMIIA, IMOCPEICTBOM €r0 HAampaBiIeHHUs Ha 3JEKTPOHHYIO IOYTY
3asBUTEIIA, aJJpec KOTOPOH yKa3aH B 3asiBIICHUH O MPOBEICHUH SKCIIEPTU3bI KayecTBa, 3(P(PEKTUBHOCTH U
0€30I1aCHOCTH MEIUIMHCKOI0 U3JIeNHUs, 3alpocC O MPEICTaBIEHNH HEOOXOIMMBIX CBEACHUH ¢ yKa3aHUEM
XapaxTepa 3aMedaHuil u crocoda UX yCTpaHEHHUS.

Vxa3zaHHbIH 3aIlIpOC HAIPaBJACTCA OJHOKPATHO M OOJIKCH COACPIKATb I/IqupHBIBaIOIHI/Iﬁ IICPCUCHb
BCCX BOIIPOCOB U MaTCpHraJIOB, H€O6XOI[I/IMI>IX OKCHCPTY MJIA MPOBCACHUA SKCIICPTUSHI.

3asBuTens 00s3aH MPEACTABUTH OTBET HAa 3allpOC YUYPEKICHHS B CPOK, HE MPEBBIIAOMIMK 35
paboumx aHEH cO JOHS HampaBJCHHS 3ampoca. YUPEeKIACHHWE TOTOBHT 3aKIIOUEHHE IO pe3yibTaTram
9KCIIEePTHU3BI KadecTBa, 3P(HEKTUBHOCTH U 0€30MaCHOCTH MEIULIMHCKOTO u3aenus B TeueHue 10 padounx
JTHEH cO JIHA MOCTYIUIEHHUS OT 3asiBUTEJIS OTBETA Ha 3aIpoc.

B cjIydac HCHUPCACTABJICHUS II0 HCTCUCHUU 35 pa60‘II/IX ,Z[Heﬁ 3a4BUTCIICM OTBCTA Ha 3aIIpocC
YUPCIKACHUEC IMOATrOTABJIMBACT 3aKIIOYCHHUEC IO PE3yJIbTaTaM JSKCIICPTHU3blI KAa4YCCTBa, 3(1)(1)€KTI/IBHOCTI/I )51
0e30IacHOCTH MCIUIHUHCKOI'O U34CJIMA HAa OCHOBAHUHN JOKYMCHTOB, HMCIOIIUXCA B €0 paACIIOPSIKCHUU.

BpCMSI CO JHA HalpaBJICHUSA YUPCKIACHHUEM 3alpocCa A0 AHA IMOJYUYCHHSA OTBCTAa Ha 3alpoC HE
YYUTBIBACTCA IMPU HUCUUCICHUU CPOKa TMPOBCACHUA ISKCICPTU3bI KA4YCCTBA, 3(1)(I)CKTI/IBHOCTI/I u
0e30macHOCTH MCIHUIIMHCKOT'O U3 SIS,

105. 3axnrodyeHne TO pe3yiabTaTaM »SKCIEPTH3bl KauecTBa, 3(PGEKTUBHOCTH U OE30MaCHOCTH
MEIHUIMHCKOTO W3ENHs, CBHJECTEIbCTBYIOIIEE O HEBO3MOXHOCTH TOCYJIAPCTBEHHOM pPErucTpaluu
OTEYECTBEHHOTO MEAMIIMHCKOTO W3Jenusi, OQOopMISIeTCs YUpPEKIECHHEM TpU HAIMYUU CIEAYIOUINX
OCHOBAHUMH:

a) HECOOTBETCTBUE MEIUIMHCKOIO U3JeNusi TpeOOBaHUSAM HOPMATUBHOW JOKYMEHTallUH,
TEXHUYECKOH U (MJIM) SKCIUTYaTallMOHHOM TOKYyMEHTALUK TPOU3BOAUTENS (M3TOTOBUTENS);

0) OTCyTCcTBHE J[OKa3aTeNbCTB KauecTBa, W (wnu) sddextuBHOCTH, W (WiaHM) O€30MacHOCTU
MEUITTHCKOTO H3ICITHS;

B) YCTAHOBJICHUC, YTO PUCK NMPUUYUHCHHA BpcAa 3JOPOBBIO I'paKAaH U MCAULUHCKUX pa60THI/IKOB
BCJICACTBHUEC IPUMCHCHUA MCIUTTUHCKOI'O U3ACINA IMPEBBIIACT 3(1)(1)6KTI/IBHOCTI) €T0 IIPUMCHCHUA,

I') JOKYMEHTBHI, yKazaHHble B yHKTe 101 HacTosumx [IpaBui, He mpeacTaBiIeHbl B IOJIHOM 00beMe,
B TOM uyHclie B paMmkax nyHkTa 104 nHacrosimux [lpaBwi, u (WaM) B HUX BBISIBJICHBI HEAOCTOBEpPHBIE
CBEJIeHUS, U (UJIM) OHU HE COOTBETCTBYIOT TpeOOBaHUAM MyHKTa 55 Hactosmux [Ipasui.

106. B cpok, He mpeBblmaromuil 5 paboynx AHEH co THS MOTYYeHHs] 3aKIIOUEHHUs 10 pe3ylbTataM
SKCHEepPTH3bl KauecTBa, 3((HEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO M3ENHs, YKa3aHHOTO B
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noanyHkre "B" mynkra 103 Hacrosimux IIpaBuil, peructpupyoomuii oprad oOCyIecTBIIsSET OLEHKY TaKOro
3aKJIIOYEHUs M NPUHMMAET pELIEHHWE O BO3BPATE 3aKIIOYEHHS B YUpEXJIEHHE Ha J0paboTKy, CpPOK
KOTOpOH cocTaBisier He Oosiee 2 pabouux AHEH cO [HA HONYyYeHMs YUPEXKJICHHEM BO3BPALICHHOI'O
3aKJIIOYEHUS, WM IPUHATUM 3aKIIOUEHHs] IO pe3yibTaTaM 3KCIEpTU3bl KadecTBa, YPQGEKTUBHOCTH U
0€30MacHOCTH MEUIIMHCKOTO U3/IEIIHSL.

107. YupexxieHue B CpoK, HE TIPEBBIMIAOIINN 2 pabounux JHEH CO JTHS MOJIYYCHHUS YBEIOMIICHUS O
NPUHATHA 3aKJIIOYEHUs TI0 pe3ysibTaTaM 3KCIEePTU3bl KadecTBa, 3(PQPEKTUBHOCTH U OE30MACHOCTH
MEIUIIMHCKOTO M3CIHs, YBEIOMIISCT 3asBUTENS (3aKa3HBIM TTOYTOBBIM OTIIPABJICHUEM C YBEIOMIICHUEM
0 BpYYCHHH WX B (JOpME 3JEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHUJICHHOW KBATH()HUIIMPOBAHHON
AJICKTPOHHOW TOJIKCHIO YIOJHOMOYEHHOTO JOHKHOCTHOTO JIMIIA, TIOCPEJICTBOM €ro HaIlpaBJiCHHUS Ha
AJIEKTPOHHYIO TIOYTY 3asBUTEIIS, aApec KOTOPOM yKa3aH B 3asBJICHUU, TIPEIYCMOTPEHHOM IMOIAITYHKTOM
"a" mynkra 101 Hacrosmux [IpaBmir) 0 HEOOXOIUMOCTH MPEACTABICHUS TTOCPEACTBOM €IMHOTO JIMYHOTO
KaOMHEeTa 3asiBUTEISI B PETUCTPUPYIOUTUN OpPraH B COOTBETCTBUU C TPEOOBAHUAMH IMYHKTA 53 HACTOSAILIUX
[IpaBun 3asBICHUS O PETHUCTPAMM OTEUECTBEHHOI'O MEIUIIMHCKOTO U3MeIus, O(POPMIIECHHOTO B
COOTBETCTBUU C IyHKTOM 64 wHacTosimux [IpaBuia M JOMOJHUTENBHO COAEPHKAIIETO PEKBU3UTHI
3aKJIIOUEHHUS 10 pe3yiabTaTaM IKCHEpTU3bl KauecTBa, 3(H(HEKTUBHOCTH U 0€30MaCHOCTU OTEUECTBEHHOTO
MEIUIIMHCKOTO U3/eNvs, 0POPMIICHHOTO yupekaeHneM. CpoK HampaBlICHUS 3asSBICHHUS O PETHCTPAIAH
OTEUYECTBEHHOT'0 MEIUITMHCKOTO U3/ HE JODKeH IpeBbimarh 30 pabounx JHEH CO JHs HarpaBICHUS
YUPEKICHUEM YBEIOMIICHHUS, PEYCMOTPEHHOTO HACTOSIIIIUM ITYHKTOM.

108. B Teuenue 5 pabouux nHEH CO JHS MOCTYIUICHUS 3asBICHUS O PETUCTPALUU OTEYECTBEHHOTO
MEIHUIMHCKOTO H3JENUsl PErUCTPUPYIOLIMI OpraH MPOBOAUT IPOBEPKY MOJHOTHI U JIOCTOBEPHOCTH
colepXkKalluxcss B HEM CBEJCHHI, B TOM YHCIIE IYTEM CPABHEHUs TAaKUX CBEJIICHUW CO CBEACHUSIMU,
MPEJCTABICHHBIMU  OpraHaMHd  TOCYJapCTBEHHOW  BJIACTU B TOPSAKE  MEXBEIOMCTBEHHOIO
MH(OPMALIMOHHOTO B3aUMOJEHCTBUS TIOCPEACTBOM CHCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aNMOICHCTBHS.

109. B Teuenue 5 paGouux JHEH co JHs 3aBEpIIECHUS MPOBEPKH, MPeTycMOTpeHHON myHKTOM 108
Hacrosmux [TpaBui:

a) B Cllyyae MpeJICTaBJICHUs HaJIekKalMM 00pa3oM O(OPMIIEHHOTO 3asBICHHMS O PETUCTpalvu
OTCYECTBCHHOI'O MEIUIIMHCKOI'O n3aciaus pGFI/ICTpI/Ip}/IOHII/Iﬁ opra” INPpUHHUMACT PCIICHHUC (6]
TOCYJapCTBEHHON  perucrpalMd  METUIMHCKOTO  M3JeNnusi, KOTopoe oQopMisercs MpUKa3oM
PErUCTPUPYIONIETO OpraHa, MHPOPMUPYET 3aABUTENSI O TMPUHITOM PEHICHUU IyTEM pa3MEIICHUS
COOTBETCTBYIOILIIETO YBEIOMJICHHSI B (OpPME HIEKTPOHHOIO JIOKYMEHTa, MOAMMCAHHOIO YCHJICHHON
KBIM(UIMPOBAHHON AJIEKTPOHHOM MOANUCHIO YIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIUIA, B E€JUHOM
JUYHOM KaOWHEeTe 3asBUTENS U IJIEKTPOHHOM KaOWHETe 3asBUTENS M BHOCHUT PEECTPOBYIO 3alllCh B
rOCyAapCTBEHHBIN peecTp;

0) B cilydae eclid B MPEJICTABICHHOM 3asBJICHUM O PETUCTPAIMH OTEYECTBEHHOI'O MEAMLIMHCKOTO
W3JIeHs YKa3aHbl HEIOCTOBEPHBIE CBEJIEHUS JIM0O0 CBEIEHHUS, TPElyCMOTPEHHbBIE TYHKTOM 64 HaCTOSIIIUX
[IpaBun, mpeacTaBieHbl HE B MOJHOM OOBEME, PETUCTPUPYIOIIMH OpraH NPUHUMAET pELICHHE O
MIpEeKpalieHuH JallbHEHIIET0 pacCMOTPEHUS 3asBIIEHUS O PETUCTPALMUA OTE€YECTBEHHOTO MEIMIIMHCKOIO
uzzenuss U uHpopMupyer o0 3TOM 3asBUTENS MyTEM pasMEllEeHHs] COOTBETCTBYIOLIETO YBEIOMIICHHS C
MOTHBUPOBAaHHBIM OOOCHOBAaHUEM MPHUYWH MPHUHATHS YKa3aHHOTO pELIeHUs B (GopMe 3IEKTPOHHOIO
JOKYMEHTa,  MOJMNHCAHHOTO  YCWJIEHHOW  KBAIM(UIUPOBAHHOM  DJIEKTPOHHOH  TOAIMHUCHIO
YIOJHOMOYEHHOT'O JOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOMHETe 3asBUTENIE U 3JIEKTPOHHOM
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KaOWHETE 3aABUTEIS.

V. BHeceHMe N3MEHEHUN B OKYMEHTbI, coaepxKawmecs
B perMcTpauMoHHOM JOCbe, He TPeOyHLMX NPOBeAEHMA IKCNepPTU3bl
KayecTBa, 3pheKTMBHOCTU U 6€30MNacCHOCTU MeAULMHCKOro usgenus

110. K u3MeHEHHSM B JOKYMEHTBI, COJIEpKAlIUecs] B PETHCTPAIIOHHOM JI0ChE, TPEOYIOIIUM
roCy/1apCTBEHHON PETUCTPALIMK HOBOT'O MEAUIIMHCKOTO U3/IETIHSI, OTHOCATCS:

a) U3MEHEHHMs, BJIEKYIIHE 3a co00i n3MeHeHus (PYHKIIMOHAIBHOTO Ha3HAUYCHUS U (MJIM) IPUHIUIA
JEeUCTBHUS METUIIMHCKOTO H3/IEIINS;

0) BKJIIOYEHHME CBEICHUN O MOJENAX (MapKax) 3aperucTpUpPOBAHHOIO MEIUIIMHCKOIO M3JEusi, He
COOTBETCTBYIOIIUX KPUTEPHAM, YKa3aHHBIM B IIyHKTe 26 HacTosmux [Ipasu;

B) M3MEHEHMs], BJIEKyIue 3a co00il OJHOBPEMEHHOE U3MEHEHHME CBEACHUHW O IPOM3BOAUTENE U
MIPOM3BOJICTBEHHON TUIOMIAAKe (IIPOU3BOJCTBEHHBIX IUIOMIAAKAX) IO OTHOIICHUIO K CBEICHUSM,
YKa3aHHBIM B PEECTPOBOM 3aIMCH, 32 MCKIIFOUYCHUEM CBEICHUH 00 OpraHu3allOHHO-TIPaBOBOW (GopMme,
ajJipece MecTa HaXOXICHHUs, peOpraHu3allui, MHBIX CBEJCHH, COIEPIKALUXCS B YCTABHBIX IOKYMEHTAX.

111. K u3smeHeHHUsIM, BHOCUMBIM B JOKYMEHTBI, COJAEpPKAIIUECS B PErMCTPALMOHHOM JIOChE, HE
TpeOYIOLMM MPOBEAEHUS SKCIEpPTU3bl KauyecTBa, 3(P(YEKTHBHOCTH M OE30MAaCHOCTH MEIUIMHCKOIo
U3JENUsl, OTHOCSTCS:

a) W3MEHEHHE CpPOKOB JEWUCTBUS JOKYMEHTOB, COJIEPXAIIUXCS B PETUCTPALMOHHOM J0OCHE
(axTyanuzanus JOKYMEHTOB, COJEPIKAIIUXCS B PETUCTPALIMOHHOM JI0ChE, 3asIBUTETIEM);

0) W3MEHEHHMs, KOTOpble BHOCATCS MPOU3BOIUTENEM (M3TOTOBUTENEM) MEIULMHCKUX W3IEIUN
KJIacca TOTEHIMAJIBHOTO pHCKA MPUMEHEHHS | WM HECTEPUIIBHBIX MEIUIIMHCKUX HW3JENUN Kiacca
MOTEHIMAIBHOTO PHUCKA NPUMEHEHHS 2a, NPOLIEAINIMM OLIEHKY CHCTEMbl YIPABJIECHHUS KaueCTBOM
MEJUIIMHCKOTO M3JIeTUs, BKIIIOYAIONIYIO TIPOIECCHl MPOCKTUPOBAHHUS U Pa3pabOTKH MEIUITMHCKHUX
W3JIEJIHiA, B COOTBETCTBUU C TPEOOBAHUSMH K BHEIPEHHIO, MOICPKAHUIO U OI[EHKE CUCTEMBI YIIPaBICHUS
KaueCTBOM MEIUIIMHCKUX H3/eINil (32 UCKIIOUYEHHEM HW3MEHEHHH, MpeayCMaTPUBAIOIINX ITPOBEICHUE
roCyJapCTBEHHOM pPErucTpallid HOBOTO MEIMLMHCKOTO H3JAENHs B COOTBETCTBMM € NyHKTOM 110
Hacrosiux [IpaBm).

B cjIydac ¢CCJIIM CpOK HeﬁCTBHH OTUCTa O PE3yJibTaTaX HWHCICKTUPOBAHUA TIPOU3BOACTBA
MCIUIUHCKOro HU3JCIHdA KJlacCa IMOTCHHUAJIBHOIO pPHUCKAa MNPUMCHCHUA 1 wnmm HECTCPHUIIBHOT'O
MCIUIIUHCKOI'O HU3JCIIHA KJIaCcCa MOTCHIUAIILHOTO pPUCKa NPUMCHCHUA 2a HUCTCK, 3as4BJICHUC O BHCCCHHUU
N3MCHEHHUHU B JOKYMCEHTBI, COACPKAMMECCA B PETUCTPAITMOHHOM O0CHBE, pacCMaTprUBACTCA B COOTBETCTBUU

nono oMo onn

C OCHOBAHUSMHU, NPEIYCMOTPEHHBIMH NOANyHKTaMu "a", "B" - "e" HacTosero nmyHkra u myHkrom 119
Hacrosuux [Ipaswr;

B) W3MCHCHHME CBEJCHHMI O MPOU3BOAMTENE (M3TOTOBHUTEJC) MEAMIIMHCKOTO W3JCIUs, BKIIHOYAs
CBEJICHUA:

0 peopraHru3al OPUANICCKOIro JIUIA,
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00 M3MEHEHNU HAaUMEHOBAHUN IOPUAMYECKOTO JIMLA (TIOJHOIO U COKPALIEHHOIo (MpU HAJIU4YuM), B
TOM 4Hciie (UPMEHHOr0 HAMMEHOBAHMS), aJIpeca MecTa ero HaX0XKJICHMs;

00 wu3MeHeHMM (GaMHIMHM, MMEHH M oT4decTBa (IpU HAIMYUM), aJpeca MecTa IKHUTEIbCTBA
(Gu3M4ecKoro JMLa, 3aperMCTPUPOBAHHOTO B KAuyeCTBE WMHJIMBUAYAJIBHOIO MpEeAlpUHUMATENS, MU
PEKBU3UTOB JOKYMEHTA, YAOCTOBEPSIOIIETO €r0 JIMUYHOCTb;

00 M3MeHeHuu ajapeca (aapecoB) MPOU3BOJICTBEHHON (IIPOM3BOACTBEHHBIX) IUIOMIAAKH (TLTOIIAIO0K)
B CJydYae, €Clii M3MEHEHHE BBI3BAHO IEPEHMEHOBAHUEM Teorpaduueckoro oObeKTa, mepeuMeHOBaHUEM
VIUIBL, TUIOINAAN WM WHON TEPPUTOPHH, U3MEHEHHEM HyMepalud OOBEKTOB aapecallii, B TOM YHUCIIC
MOYTOBOTO MHJIEKCA;

F) U3MEHEHHE CBEICHHUN 00 YIIOJIHOMOYCHHOM IMPEACTABUTCIIC MMPOU3BOAUTCIIA (I/ISFOTOBI/ITCJIH),
BKJIrO4asi CBCACHMUA:

O peopranu3alyi OPpUAUICCKOro JIMIa,

00 M3MEHEHWH HAaUMEHOBAHUS IOPUIMYECKOIO JHIa (IIOJHOTO M COKPAIIEHHOTO (MpU HAJIWYHUH), B
TOM 4Hciie (UPMEHHOT0 HAUMEHOBAHMS), aJIpeca MeCTa ero HaX0XKICHMS;

00 wu3MeHeHMM (aMuUIMM, UMEHM W OT4ecTBa (IIpU HAJIM4YMHU), aJpeca MEeCTa >KUTEJIbCTBA
(Gu3nYecKoro JMLa, 3aperMCTPUPOBAHHOTO B KAauyeCTBE WHAMBUAYAJIBHOTO MpEANPUHUMATENS, U
PEKBU3UTOB JOKYMEHTA, YAOCTOBEPSIOIIETO €ro JIMUYHOCTD;

I[) N3MCHCHHUEC HAUMCHOBAHUA MCIAUIIUHCKOI'O HU3ACIHUA B YaCTH TOBAPHOT'O 3HAKAa U WHBIX CPEACTB
WHAUBUAYATIU3alUA,

e) HCKJIIOYEHHE CBEICHUI O MOACIH (MapKe) MCIHUIUHCKOI'O U3ACITNA U3 peeCTpOBOﬁ 3aIlucCu,

’K) U3MEHEHHE JAM3ailHa MapKUPOBKHU 0€3 N3MEHEHUS CUMBOJIOB, IPUMEHSIEMBIX IIPU MAPKUPOBAHUU
MEIULIMHCKOTO U3ENHNS;

3) U3MEHEHUe KoJia Kiaccu(ukaropa B cllydyae BbIX0Jla HOBOM peAaKIMM KiaccupukaTropa mocie
MIPUHATHUS PELIEHUS O TOCYAAPCTBEHHOM perucTpaiy MEAUIMHCKOTO U3/IeNINs WM BHECEHUSI U3MEHEHUI
B JIOKYMEHTBI, COAEPIKAIINECs B PETHCTPALIMOHHOM JIOCKE.

112. [Ins BHeceHuss B JOKYMEHTBI, COJAEpKallMecs B PETUCTPALMOHHOM JOChE, W3MEHEHUH,
ykazaHHbIX B myHKTe 111 Hacrosmux [IpaBun, 3asBuTens He mo3aHee yeM uepe3 90 pabouux mHEH co aHs
W3MEHEHUs COOTBETCTBYIOIIMX JAHHBIX MPEACTABISET B PETUCTPUPYIOMIMI Opral mOCPEACTBOM €IUHOTO
JTUYHOTO KaOWHETa 3assBUTEIIS

a) 3asiBJICHUE O BHECEHWU U3MEHEHUM B JOKYMEHTBI, COAEPKALIUECS B PETUCTPALIMOHHOM J0ChE, HE
TPeOYIOIMMX MPOBEACHUS OSKCHEPTU3bl KadecTBa, I(P(HEKTUBHOCTH U OE30MACHOCTH MEIUITMHCKOTO
W3/IeNns, COJIepKalllee CBEACHUS, YKa3aHHble B NyHKTe 64 Hactosmux lIpaBui, ¥ JONOJHUTENBHO
coJiepKalinee CBEJECHUs O BHOCUMBIX U3MEHEHUSX, a TakKe (M0 MPUMEHHUMOCTH) CBEICHHS O Pe3yJIbTaTax
KJIIMHUYECKUX MCTIBITAHUA MEIUIIMHCKOTO U3/IeNUs C YKa3aHUEeM HOMEpa, JaThl aKTa OLEHKH Pe3yJbTaToB
KIIMHAYECKUX UCTIBITAHUN MEIUITMHCKOTO M3ENINS, a TAKKe HANMEHOBAHUS MEAUITMHCKONW OpTraHu3aIliy;

0) xomus (KOMUH) TOKyMEHTa (JJOKYMEHTOB), TOATBEPIKIAI0MIETO (TIOATBEPKIAIOIIHX ) TTOTHOMOYHS
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YIIOJTHOMOYEHHOTO TPEJACTaBUTENS IPOU3BOAUTENS (M3rOTOBUTEINSA) IO IPEACTABICHUI0 HHTEPECOB
MIPOU3BOJUTENS (M3TOTOBUTENS), HECEHHIO OTBETCTBEHHOCTHM B YacTU OOpalIeHHs MEIUIIMHCKOTO
n3nenus Ha teppuropun Poccuiickonn ®enepanyu, B TOM YUCIE [0 BOIPOCAM MPOUEAYp OLCHKH
COOTBETCTBUSI U TOCYJApPCTBEHHOM PETUCTPAllMd MEAUIMHCKOTO H3JAETHUS, a TaKKe I0 3aBEPEHUI0
JIOKyMEHTa (JOKYMEHTOB) IMPOU3BOJUTENS (M3rOTOBUTENS), BCTYNUBILIErO (BCTYNUBIIUX) B CHIY JO
opOpMJICHHUS COOTBETCTBYIOIIMX JOKYMEHTOB (IOKYMEHT (IOKYMEHTBI) SBISCTCA  (SIBIISIIOTCS)
oOs3arenbHBIM  (00S3aTENBHBIMU)  JUISI ~ WHOCTPAHHBIX  MPOU3BOJAUTENICH  (M3TOTOBHTENCH),
OTE€YECTBEHHBIMU MPOU3BOJUTENSIMU (M3FOTOBUTENIAMU) MpeNCTaBisieTcs (IIPEeICTaBisSIOTCS) B Cilydae
HaJIM4Us YIIOJIHOMOUYEHHOTO MPEACTaBUTENS IPOU3BOAUTENS (U3TOTOBUTEIS);

B) JIOKYMEHTHI, yKa3aHHbIe B NMyHKTe 65 Hactosummx [IpaBui, mperepneBIIre COOTBETCTBYIOIIHE
W3MEHEHUS W CBUJICTEIBCTBYIOIIME O TOM, YTO BHECEHHE OSTUX H3MEHEHUN HE BJIEUET 3a COOOH
W3MEHEHHUS CBONCTB M XapaKTEPUCTUK MEIUIIMHCKOTO W3JEHs, BIUAIONIMX Ha €ro 0e30MacHOCTb,
Ka4decTBO U 3(PPEKTUBHOCTD, WIH COBEPIICHCTBYET €0 CBOMCTBA M XapaKTEPUCTUKH MPH HEU3MEHHOCTH
(YHKIIMOHATFHOTO Ha3HAYEHUS U (WJIM) IPUHIIUIIA AEWCTBUS MEIUIIMHCKOTO U3/1EIHS;

I') KOIUKA OTYETOB O Pe3ysibTaTaXx MHCIEKTUPOBAHUS MPOU3BOJACTBA (B Cilydyae, MPeayCMOTPEHHOM
noanyHkTom "0" mynkra 111 Hacrosmux [IpaBwn):

KOIIMA  JTOKYMEHTOB, IIOATBEP)KJAIOIINUX COOTBETCTBUE CHUCTEMBbI YIPABICHUA KadeCTBOM
TpeOOBAaHUAM K BHEAPEHUIO, MOAJICPKAHUIO M OLIEHKE CUCTEMbI YIpaBJIEHUS] KaYeCTBOM MEIUIIMHCKUX
u3zienuil (B ciyyae MpoBeIeHUs] MHCIIEKIMN NWHCIIEKTUPYIOLIEH opraHu3anuei, HaxoJsuieicst B BeeHUN
(MOAYMHEHNH) PETUCTPUPYIOILET0 OpraHa) (MpeicTaBIseTcs 3asiBUTEIEM 10 COOCTBEHHOMN MHUIIMATUBE);

KOIMMK  OTOKYMCHTOB, MOATBCPKAAOIINX COOTBETCTBUC CHUCTCMbI YIPABJICHUA KadCCTBOM
TpeOOBaHUAM K BHEIPEHUIO, MOJJIECPKAHUIO U OLEHKE CUCTEMBl YIPABICHHUS KaueCTBOM METUIIMHCKHX
u3aenuid  (MPEACTABISIIOTCA B ClIydae TMPOBEICHUS WHCIEKIMH HWHCICKTUPYIOMIEH OpraHu3aiuei,
Haxojdllecs B BeleHUM (MIOJYMHEHHHM) OpraHa TroOCyIapCTBEHHOW BJIACTH TrocylapcTBa - UiEHa
EBpa3uiickoro 5KOHOMHYECKOTO CO03a, YHOJTHOMOUYCHHOTO Ha OCYIIECTBICHHE M (WIN) KOOPIMHAIHIO
NesITeNbHOCTH B cdepe oOpalleHus MEIUIMHCKUX H3/AeIMi Ha TEeppUTOpPUU ITOrO TroCyJapcTBa, 3a
uckioueHneMm Poccuiickoit denepanun).

113. Peructpupytomuii opraH He BIpaBe TpeOOBaTb OT 3asABUTENS YKa3blBaTh B 3asBICHUU O
BHECEHUU H3MEHEHHUH B JOKYMEHTHI, COJEp)Kallliecss B PErUCTPAllMOHHOM J0ChE, HE TPEeOYIOLIUX
MIPOBE/ICHUS IKCIEPTU3bI KauecTBa, 3(pPEeKTUBHOCTH M O€30MaCHOCTH MEIUIIMHCKOTO U3/eNusl, CBEACHUS
U NIPEACTABIIATH JOKYMEHTHI, HE IPEyCMOTpEHHbIE NyHKTOM |12 HacTosmux [IpaBui.

3asgBUTEIH BIIpaB€ NMpPCACTaBUTb HHBIC JOKYMCHTHI, 06OCHOBBIB3.IOIJ_[I/IC BHCCCHUC I/I3MGHGHI/II>'I, HC
BJICKYIIHX 3a 000l 3MEHEHHUS CBOMCTB U XapPaAKTCPUCTUK MCIUIHUHCKOI'0 U3ACIINUS, BIUAIOIINX HA €TI0
6630HaCHOCTB, Ka4e€CTBO U S(I)(I)CKTI/IBHOCTB NI COBCPUICHCTBYIOIIUX €TO CBOICTBa M XapaKTCPUCTHUKU
IIp HCEU3MCHHOCTHU q)yHKI_[I/IOHaJ'H)HOFO Ha3HAa4YCHUA U (I/IJ'H/I) IpuHOUIIa )IefICTBI/ISI MCIHUIIMHCKOT'O
n3aciausd, 1mo COOCTBEHHOM WHUIUATUBE.

[Iponienypa BHECEHUS M3MEHEHHH B JOKYMEHTBHI, COJEPKAIIUECS B PETHUCTPAIIMOHHOM JIOChE, HE
TpeOYIOIMX TPOBEACHUS JKCHEePTU3bl KadecTBa, A(G(HEKTMBHOCTH M 0€30MacHOCTH MEAMIIMHCKOTO
W3JIeNNS, OCYIIECTBISIETCS PETUCTPUPYIOIINM OPTaHOM B CPOK, HE MpeBbimarontuii 18 pabounx gHEl co
JTHS TIOCTYTUICHHUS 3as1BJICHHS] O BHECEHUU U3MEHEHUN B JIOKYMEHTBHI, COJIepKallhecs] B PErUCTPAllUOHHOM
J0Che, HE TpeOyIomMX TMPOBEACHUS OJKCIEPTH3bl KadecTBa, d(dQexkTuBHOCTH U 0€30MacHOCTH
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MEIULIMHCKOTO U3/IE€THS, U JOKYMEHTOB, IIPENyCMOTPEHHBIX MYHKTOM 112 HacTosamux [IpaBu.

114. B TeueHnue 5 paboumx gHEH €O AHS TOCTYIUICHHUS 3asABJICHUS O BHECEHUHM HW3MEHCHUU B
JOKYMEHTBI, COJEpIKAIIMECs B PETHCTPAIIMOHHOM JIOChE, HE TPEOYIONIMX MPOBEICHUS DSKCIICPTH3BI
KadecTBa, 3QPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO M3JIEIHs, U JOKYMEHTOB, MPEITyCMOTPEHHBIX
nyHkToM 112 Hacrosmmx IlpaBwi, peructpupyroomuii opraH IIPOBOAMT IPOBEPKY IOJHOTHI HU
JIOCTOBEPHOCTU COJCPKAIIMXCA B HUX CBEICHUH, B TOM YHUCJIE MYTEM CPAaBHEHHS TaKUX CBEIECHHI CO
CBEJICHUSIMH, TPEJCTABICHHBIMU OpraHaMy TOCYJAapCTBEHHOM BJACTH B MOPSIKE MEKBEJOMCTBEHHOIO
WH(POPMAIIMOHHOTO B3aUMOJICCTBUSL TOCPEICTBOM CHCTEMBI MEXKBEJIOMCTBEHHOTO JJICKTPOHHOTO
B3aHMMOJICHCTBUSL.

115. B cnywyae eciu 3asBI€HHE O BHECEHHMM H3MEHEHHH B JOKYMEHTBI, COAEp)Kalluecs B
PETHCTPAIIMOHHOM JIOChe, HE TPEOYIOIIUX TPOBEACHHS OSKCIIEPTU3bl KadecTBa, IPPEKTUBHOCTH W
0€30I1aCHOCTH MEAMIIMHCKOTO M3/€eHsl, 0pOPMIICHO C HapyIlIEeHHEM I0JIOKEHUH MyHKTa 64 U MOIIyHKTa
"a" mynkTa 112 nHactosmux [IpaBui, u (WiaKM) IpeaCcTaBICHHbBIE JTOKYMEHTHI 0()OPMIIEHBI C HAPYILIEHUEM
NOJIOKEHUH MyHKTOB 53 - 55 Hacrosmux IlpaBui, u (M) B 3asBJICHHUM O BHECEHMHM HM3MEHEHUH B
JOKYMEHTBI, COJEp)KAlllMecss B PEruCTPallMOHHOM JIOChE€, HE TPEOYIOUIMX MPOBEACHUSI SKCIEPTU3bI
KayecTBa, YPPEKTUBHOCTH U OE30MACHOCTH MEIULMHCKOIO W3JENUs U IMPEICTABICHHBIX JTOKYMEHTax
yKa3aHbl HEJAOCTOBEPHbIC CBEICHUS, W (W) JOKYMEHTHI, IPEIyCMOTPEHHbIE TTyHKTOM 112 HacTosmux
IIpaBun, mpeacTaBieHbl HE B IMOJHOM OOBbEME, PETMCTPUPYIOIIMH OpraH YBEIOMIISIET 3asBUTEIS O
HEOOXOJMMOCTH YCTPAHEHUS BBUIIBICHHBIX HAapyHMIeHWH W (WIM) TPEACTaBICHUS OTCYTCTBYIOIIMX
JIOKyMEHTOB B TedeHue 30 pabouumx AHEeH co AHS pa3MEIIeHUs TaKoro yBeJOMJEHHs B (dopme
AJIEKTPOHHOTO JOKYMEHTA, MOJIHCAHHOTO YCHUJICHHOW KBAJTU(HUIMPOBAHHOW SJIEKTPOHHOH IMOAMUCHIO
YIIOJIHOMOYEHHOTO [JOJDKHOCTHOTO JIMIIA, B €AMHOM JIMYHOM KaOWHETe 3asBUTEN U HJIEKTPOHHOM
KaOuHeTe 3asBUTENs. YCTpaHEHUE BBISIBICHHBIX HapylIeHMH W (WIKM) NpPEACTaBlIEHUE JOKYMEHTOB,
KOTOPBIE OTCYTCTBYIOT, 3asIBUTE]Ib OCYILECTBIIAET OCPEICTBOM €IMHOI0 JINYHOTO KaOWHETa 3asBUTEIIS.

Bpemst co nHS yBEeAOMIIEHHsI pETMCTPUPYIOLIMM OPraHOM 3asBUTEI 0 JHA MOJIY4YEHUs OTBETa Ha
YBEIOMIICHHE WIIM YBEIOMIICHUS O HENPEIACTaBICHUM OTBETAa HA 3alpoCc HE YYUTBIBACTCA IIPU
VCUYUCIIEHUH CPOKa MPOLEAYpbl BHECEHNsI N3MEHEHHI B JJOKYMEHTHI, COJIEPKALIUECS B PETUCTPALIMOHHOM
JI0ChE.

116. B cinyuyae ecnu B cpok, He npeBblmatroninii 30 padouyux AHEH, HE YCTpaHEHbI BbISBICHHbBIC
HapylmeHuss U (WIM) He TNPEeICTaBlIeHbl JTOKYMEHThI, KOTOpPble OTCYTCTBYIOT, B TOM YHUCIIE C y4YETOM
MOJIOKEHUs MNyHKTa 53 Hacroamux IIpaBuin, perucTpupyromuid OpraH NPUHUMAET pPEIICHHE O
IIPEKPALLEHUN JAIBHEHIIEr0 pPacCMOTPEHUS 3asBJICHHUS O BHECEHWUM MW3MEHEHMH B JOKYMEHTHI,
coJiepKallfecs B PErUCTPAllMOHHOM JIOChe, HE TPeOYIOIIMX MPOBEACHMSI HKCIEPTHU3bl KadyecTBa,
3¢pHEeKTUBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO M3JIeNUs, C MOTUBUPOBAHHBIM OOOCHOBAaHUEM NPHUYUH
MIPUHATUSA YKa3aHHOTO PEIEHUs.

117. B Teuenne 3 paGouux JHEW cO JAHS 3aBEpILEHUS MPOBEPKH, MPETyCMOTPEHHOM myHKTOM 114
Hactoamux I[lpaBun (B ciiydae mpencTaBieHHs] HaajeXaluuM oOpa3oM O(OPMIIEHHOTO 3asBICHUS O
BHECEHUH H3MEHEHHH B JIOKYMEHTHI, COJep)Kalllecs B PEruCTPAllMOHHOM JI0Che, HE TPEeOYIOIIHX
MIPOBEJICHUS] JKCIEPTU3bl KauecTBa, ((HEKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO H3JIENHs, U B
MIOJTHOM 00beME JJOKYMEHTOB, MIPEIyCMOTPEHHBIX MyHKTOM 112 Hactosmmx IIpaBui), a Takxke B ciydae
yCTpaHEHUsI B CpoK, He mnpeBblmamomuid 30 pabouynx [HEH, BBISBICHHBIX HapymIeHUH U (WUIN)
IIPEICTaBICHNS JOKYMEHTOB, IIPEIYCMOTPEHHBIX IyHKTOM 112 Hacrosimux [IpaBui, peructpupyrommii
OpraH NPUHHUMAET pellleHue O Havaje MpoLeaypbl BHECEHUS U3MEHEHUI B IOKYMEHTBI, COAEp KaIlIrecs B
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PETUCTPALIMIOHHOM JI0ChE.

118. B cpok, e npeBpimatomuid 10 pabounx JHEH CO JHS MPUHATHS PEIICHHUS O Hadaje MpoIeayphl
BHECCHHUS] M3MEHEHUW B JOKYMEHTHI, COJEpKAIllMeCs] B PETUCTPALMOHHOM JO0ChE, PErUCTPUPYIOLIUN
OpraH OCYHIIECTBIISIET CJIEIYIOIINE MEPOIIPHUITHS:

a) MPUHATHE PEIICHUS O BHECEHWU U3MEHEHUH B JIOKYMEHTHI, COJEPIKAIUECS B PETUCTPALIMOHHOM
J0Cbe, KOTOpoe o(opMIIseTcss MPUKA30M PErUCTPUPYIOIIEro OpraHa, 1 MHGOPMHUpPOBAHUE 3asBUTEINSA O
MPUHATOM PEIICHUU IMYyTeM pPa3MEIIEHUsI COOTBETCTBYIOIIETO YBEIOMIICHUS B (hOpMe 3JICKTPOHHOTO
JIOKYMEHTA, MOJMKUCAHHOTO YCUJIEHHOW  KBIM(UIMPOBAHHOW  DJIEKTPOHHOMN MOJIITUCKIO
YIIOJTHOMOYEHHOTO JOJDKHOCTHOTO JIUIA, B €AMHOM JIMYHOM KAOWHETE 3asBUTENS U OSJICKTPOHHOM
KaOWHeTe 3asBUTENS;

0) BHECEHUE U3MEHEHUI B PEECTPOBYIO 3aIUCh.

VI. BHeceHne nameHeHU B JOKYMEHTbI, coaepawmecs
B perMcTpauMoHHOM JOCbe, TpeoyroLwmnx NnpoBeaeHUs 3KCNepTUsbl
KavyecTBa, 3(ppeKTUBHOCTU N 6€30NacCHOCTU MeAULIMHCKOro nsagenuvs

119. BnHecenue HU3MEHEHHII B JOKYMEHTBI, COJACpIKAIIUECS B PETUCTPAIMOHHOM JOChE, 3a
UCKITIOYEHHEM cllydaeB, ykazaHHbIX B myHKTe 111 HacTosamux [IpaBui, ocyiecTBisieTcs mo pe3yabTaTam
IKCIIEPTH3BI KaueCTBa, dOPEKTUBHOCTH U OE30MMACHOCTH MEAUIIMHCKOTO U3ICITHSL.

120. i BHeceHHS B JOKYMEHTBI, COJACp)KAIMeCs B PErHCTPAIMOHHOM JIOChE, W3MCHEHHIA,
yKazaHHbIX B myHKTe 119 Hacrosmux [IpaBun, 3asButens He mo3aHee yeM uepe3 90 pabouux mHeEH co aHs
W3MEHEHUS COOTBETCTBYIOIIMX JAHHBIX IOCPEJACTBOM €IMHOTO JMYHOTO KaOWHETa 3asBUTEINS
MPEJICTABIISICT B PETUCTPUPYIOIIHIA OpTraH:

a) 3asiBJICHHE O BHECEHHHM M3MEHEHUN B JOKYMEHTHI, COJIEpKallfecss B PETUCTPAMOHHOM JI0ChE,
TPeOYIOIMMX TMPOBEACHUS OSKCHEPTU3bl KadecTBa, A(P(HEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO
W3/eNns, COJIepKalllee CBEACHUS, YKa3aHHble B MyHKTe 64 HacTosmux I[IpaBwi, M JOMOJHUTENBHO
coJiepKaliee CBEJeHUs O BHOCUMBIX U3MEHEHUSX, a TakKe (110 MPUMEHUMOCTH) CBEACHUS O Pe3ysibTaTax
KJIMHUYECKUX MCTIBITAHUA MEIUIIMHCKOTO U3/IeNIUs C YKa3aHUEM HOMEpa, JaThl aKTa OLEHKH pe3yJIbTaToOB
KIIMHUYECKUX UCTIBITAHUN MEIUITMHCKOTO U3ENINsI, HAUMEHOBAHUS MEAUITMHCKON OpraHu3aIliig;

0) xomuio (KONMWH) JOKyMEHTa (JOKYMEHTOB), MOATBEP:KIAIONIEro (MOATBEPKIAIOIINX )
MTOJIHOMOYUS YIIOJTHOMOYEHHOTO MpPEICTaBUTENS MPOU3BOAUTENS (M3rOTOBUTENSA) IO MPEJICTABICHUIO
MHTEPECOB MPOU3BOAUTENS (M3rOTOBUTENS), HECEHHIO OTBETCTBEHHOCTH B YacTH OOpalleHus
MEIMIIMHCKOTO U3JeNns Ha TeppuTopur Poccuiickoit @eaepaiuu, B TOM YUCIE IO BOMPOCAM MPOLETYP
OLICHKM COOTBETCTBUS M TOCYJAapCTBEHHON PETUCTpPAllMM, a TaKXe II0 3aBEPEHUI0 JIOKyMEHTa
(IOKyMEHTOB) MPOU3BOAUTENS (M3rOTOBUTENS), BCTYNUBILErO (BCTYNUBIIMX) B CHIIy J0 O(opMmIiIeHus
COOTBETCTBYIOIIMX JIOKYMEHTOB (JOKYMEHT (JIOKyMEHTBI) sBIsieTcd (SIBJISAIOTCS) 00s3aTeIbHBIM
(oOs3aTenbHBIMU) IS MHOCTPAHHBIX — NPOU3BOAUTENEH  (M3TOTOBUTENEH),  OTEUECTBEHHBIMU
IIPOU3BOJIUTENAMHA  (M3TOTOBUTENSAMHU) MpeacTaBisieTcss (IMPEACTABIAIOTCS) B CIydae HaJIUu4Msd
YIOJTHOMOYEHHOT'O TIPEICTaBUTENSI TPOU3BOIUTENS (M3TOTOBUTEIS);

B) JOKYMEHTHI, MOJTBEPKIAIONINE BO3MOKHOCTh OCYIIECTBICHUS TPOU3BOJCTBA MO aApecy
(ampecam), yka3zaHHOMY (yKa3aHHBIM) B 3asBJI€HHU O PETHCTPAllUM B KAadyeCTBE IPOM3BOJCTBEHHON
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(IpOM3BOACTBEHHBIX) IUIOMAAKH (TUIOMAAO0K) (IO TPUMEHUMOCTH): JOKYMEHTBI, MOJTBEPKIAAIOLINE
HaJIM4Yue yCIOBUI MPOU3BOJCTBA, U (MJIM) KOMUHM CepTU(PUKATOB COOTBETCTBUS CHCTEMbl MEHE)KMEHTA
kayectBa TpeboBanmsiM ['OCT ISO 13485-2017 wm ISO 13485:2016, a Takxke KOIUH OTYETOB O paHee
MIPOBEJICHHBIX HWHCHEKLIHMAX Ha COOTBETCTBUE YKa3aHHBIM CTaHAapTaMm (B ciy4yae NpeICTaBICHUS
yKa3aHHBIX CePTU(UKATOB COOTBETCTBUS), U (MIJIN) KOTIUU JOKYMEHTOB, ITOJITBEPKAAIOLINX COOTBETCTBUE
CUCTEMbI YIIPaBJICHHUSI KAaueCTBOM TpPeOOBAHUSIM K BHEIPEHUIO, IMOIJIEPKAHUIO U OICHKE CHCTEMbI
YIPaBICHUS KaueCTBOM MEIMLIMHCKUX W3AEIui (IIPEACTaBISAIOTCA B Cllydyae IPOBEIACHHS HWHCIEKLIHUU
MHCIEKTUPYIOLIEH opraHu3anuel, HaxonAsIleicss B BeleHUHU (MOAYMHEHUH) OpraHa rocyAapCTBEHHOM
BJIACTM TIOCYJapCTBa - wWieHa EBpa3suilcCKOro 3SKOHOMMYECKOIO CO03a, YIOJHOMOYEHHOIO Ha
OCyIleCTBICHHE U (WJIM) KOOPAMHALIMIO JESTENIbHOCTH B cepe oOpaiieHus] MEIUIMHCKUX U3JeNui Ha
TEPPUTOPHUU ITOrO FOCYJAPCTBA, 3a UCKItoueHueM Poccuiickoit denepanun);

F) HAOKYMCHTBI, YKA3aHHBIC B ITYHKTC 65 HaCTOAIIMUX HpaBI/IH, IMPETCPIICBHINEC COOTBCTCTBYIOIINC
HU3MCHCHUA W CBUACTCIBCTBYIOIIHME O TOM, YTO BHCCCHHUC OTHX M3MCHEHHMI HE BjeYeT 3a CcoOoH
H3MEHEHMS CBOHCTB U XApaKTCPUCTUK MCAUIMUMHCKOIO HU3ACINA, BIUAIOIMUX Ha €Iro 6630HaCHOCTB,
Ka4dyeCTBO U 3(1)(1)GKTI/IBHOCTI), HJIM COBCPHICHCTBYCT €Iro CBOICTBA U XAPAKTCPUCTHUKU IMTPHU HCU3MCHHOCTHU
q)YHKI_[I/IOHaJIBHOFO Ha3Ha4YCHUA U (I/IJ'II/I) IIPpUHLIUIIA ﬂeﬁCTBHH MCOULIMHCKOI'O U3ACINA.

3asBUTENH BIpPABE MPEICTABUTh MHBIE JTOKYMEHTHI, 0OOCHOBBIBAIOIME BHECCHHE M3MEHEHUH, HE
BIIEKYIIUX 3a cO00i M3MEHEHHs CBOMCTB U XapaKTEPUCTHK MEAMIIMHCKOTO W3JIENHs, BIUSAIONINX HA €ro
0€30MMacHOCTh, Ka4eCTBO U 3(PPEKTUBHOCTD WIIM COBEPIICHCTBYIOIINX €r0 CBOMCTBA M XapaKTCPUCTUKU
P HEU3MEHHOCTH (YHKIIMOHAJIBHOTO Ha3HAYeHUs M (UIM) NPUHIMUNA JEHCTBUS MEAMIMHCKOTO
H3JICIIN, 110 COOCTBEHHOM MHHIIMATUBE.

121. Peructpupyromuii opraH He BlpaBe TpeOoBaTh OT 3asBUTENs yKa3blBaTh B 3asBJICHUU O
BHECEHUU M3MEHEHHH B JIOKYMEHTBHI, COJAEpXKalluecs B PErUCTPAllMOHHOM JI0Che, TPeOyIOLINX
MIPOBE/ICHUS SKCIEPTU3bI KauecTBa, 3PPEeKTUBHOCTH M O€30MaCHOCTH MEIUIIMHCKOTO U3/eNusl, CBEIEHUS
U IIPEACTABIIATH JOKYMEHTHI, HE IPEyCMOTpeHHbIE NyHKTOM 120 HacTosmux I[IpaBui.

122. B Teuenune 5 pabouux AHEH CO JTHS TIOCTYIJICHUS 3asBIEHUS O BHECEHHWU H3MEHEHUH B
JIOKYMEHTBI, COZIEPIKAIIIMECs B PETUCTPAITMOHHOM JI0ChE, TPEOYIOIINX MTPOBEICHHS IKCIIEPTU3bI KaueCTBa,
3¢ (HEeKTUBHOCTH U 0GE€30MACHOCTH MEIUIIMHCKOTO U3JIENHsI, U TOKYMEHTOB, MPEIyCMOTPEHHBIX MYHKTOM
120 mactosmux [IpaBui, perHCTPUPYIONIMIA OpraH MPOBOJUT IMPOBEPKY IMOTHOTHI M JTOCTOBEPHOCTH
COZEPKAIIMXCS B HUX CBEACHUW, B TOM YHCIIE IIyTEM CPaBHEHUS TAaKUX CBEICHUN CO CBEICHUSIMH,
MPEJCTABICHHBIMU  OpraHaMHd  TOCYJAapCTBEHHOM  BJACTMU B TOPSAKE  MEXBEIOMCTBEHHOIO
MH(OPMAIIMOHHOTO B3aMMOJEHCTBUS TIOCPEACTBOM CHCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO
B3aNMOECHCTBHS.

123. B cnyuyae ecnu 3asBIE€HHUE O BHECEHUMM WM3MEHEHMM B JOKYMEHTBI, COJAEp)KaIUECs B
PErUCTPAallMOHHOM  JI0Ch€, TPEOYIOIMUX TIPOBENCHUSI OSKCHEPTH3bl KadecTBa, HS(PPEKTUBHOCTH W
0€30MaCHOCTH MEAMIIMHCKOTO M3/eHsI, 0OPMIICHO C HapyILIEHHEM IOJIOKEHUH MyHKTa 64 U MOIIyHKTa
"a" mynkTa 120 Hactosmux [IpaBui, u (WiIKM) mpeacTaBICHHbIE TOKYMEHTHI 0()OpPMIIEHBI C HAPYILIEHUEM
MOJIOKEHUH TYHKTOB 53 - 55 Hacrosmux IlpaBui, u (Mau) B 3asBJICHUM O BHECEHWUM H3MEHEHHI B
JIOKYMEHTBI, COJIEpPKAIUECs] B PETUCTPALIMOHHOM JIOChE, TPEOYIOIINX MTPOBEACHHS SKCIIEPTU3bI KauecTBa,
3G HEKTUBHOCTH U 0E30MAaCHOCTH MEIMIMHCKOTO H3JeNHsS U TPEACTaBICHHBIX JTOKyMEHTAaX YyKa3aHbl
HEJI0CTOBEPHbIE CBEACHUS, U (UJIM) JOKYMEHTHI, peaycMoTpeHHble myHkToM 120 Hactosumx Ilpasui,
MIPEJICTAaBIICHBI HE B MIOJIHOM 00beMe, PETUCTPUPYIOIIUN OpTraH yBEJOMIISIET 3asiBUTENS O HEOOXOAUMOCTH
yCTpaHEHUS BBISIBICHHBIX HapyIICHUN W (MJIM) MPEACTaBICHHUsS] OTCYTCTBYIOUIMX JOKYMEHTOB B T€UEHHUE
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30 paGoumx nHEHl coO IHS pa3MENIEHHs TaKoro YBEJAOMIICHHS B (OpMe 3JIEKTPOHHOTO JOKYMEHTa,
MOJIMCAHHOTO  yYCWJICHHOM  KBaJM(UIMPOBAHHOH  3JEKTPOHHOM IMOJMHMCHIO  YHOJIHOMOYEHHOTO
JOJDKHOCTHOI'O Junia, B €AMHOM JIMYHOM KaOMHETE 3asABUTEIS U SJICKTPOHHOM KaOMHETE 3asBUTEIL.
VYcrpaHeHne BBISIBICHHBIX HapyIICHUH M (MIM) MpPEACTaBICHHE JOKYMEHTOB, KOTOPBIE OTCYTCTBYIOT,
3asBUTENb OCYILIECTBIISET IOCPEICTBOM €ANHOIO JIMYHOTO KaOMHETA 3asBUTEIS.

BpeMﬂ CO aHA YBEAOMIICHHUA PETUCTPHUPYIOIIUM OPIraHOM 3asBUTCIIA A0 JHA IIOJIYUCHHUSA OTBETA Ha
YBCAOMJICHUC MWJIM YBCAOMIICHHA O HCHOPCACTABJICHUHU OTBCTA Ha 3alpoOC HE YYHUTHIBACTCA IIpU
HUCUYHCIICHUHA CpOKa MpOoUCAYPbl BHCCCHHA W3MCHEHHI B JOKYMCHTBI, COACPKAINNECSA B PETUCTPATIUOHHOM
JOCKC.

124. B teyenue 3 pabouyux AHEW CO JHS 3aBEPIIEHUS MMPOBEPKH, MPEAYCMOTPEHHONU MyHKTOM 90
Hacrosmux [IpaBun (B ciyyae MpelncTaBlICHHS HaJUIeKAIIUM 00pa3oM OQpOPMIIEHHOTO 3asBJICHHUS O
BHECEHUU W3MEHEHHH B JIOKYMEHTBHI, COJAEpIKallhecs B PETUCTPALIOHHOM J0CbE, TPEOYIOUINX
MIPOBEJICHUST JKCIEPTU3bl KadecTBa, I(P(HEKTHBHOCTH M OC30MACHOCTH MEIUIIMHCKOTO W3JIENHs, U B
MOJIHOM 00beMe JIOKYMEHTOB, MPeyCMOTpeHHBIX TyHKTOM 120 Hactosumx [IpaBui), a Takxke B ciydae
YCTpaHEHHUs] B CpOK, He TmpeBblmaronmii 30 paOounx [AHEHW, BBISIBJICHHBIX HApyIIEHUH U (WIH)
MIPE/ICTaBICHUs JOKYMEHTOB, IPEeIyCMOTPEHHBIX NMyHKTOM 120 Hactosimux [IpaBui, peructpupyrommii
OopraH NMPUHUMAET PEIICHUE O Hayvaje MpOoIeAyphl BHECEHUS U3MEHEHUI B JOKYMEHTHI, COACpIKaIUEecs B
PETUCTPALIMOHHOM JIOChHE.

125. B cnyyae eciu B cpok, He mpeBbimaromuil 30 pabouynx aHEH, HE YCTpAaHEHBI BBISBICHHBIC
HapyweHuss U (WIM) He MPEICTaBlIEHbl JOKYMEHThI, KOTOpbIE OTCYTCTBYIOT, B TOM YHCJIE C Y4YETOM
MOJIOKEHUs MyHKTa 53 Hactoswmux IlpaBun, perucTpupyromuii opraH HOpUHMMAET pEIIeHue O
MIPEKPALLEHUN JAJIBHEHIIET0 pPacCMOTPEHUS 3asBICHHS O BHECEHMHM MW3MEHEHMM B JOKYMEHTHI,
coJiepKallvecss B PErHCTPAllMOHHOM J0Che, TpeOyIOIMX MPOBEIEHUS OSKCIEPTH3bl KadyecTBa,
3¢ HEKTUBHOCTH U 0€30MaCHOCTH MEIUIIMHCKOTO M3/AENHs, U JOKYMEHTOB, MPEyCMOTPEHHBIX ITYHKTOM
120 nacrosimux IlpaBui, n nHbOpMHUpPYET 00 3TOM 3asBUTENS MyTEM Pa3MEUICHUS COOTBETCTBYIOIIETO
YBEJIOMJICHUSI C MOTHUBHPOBAHHBIM OOOCHOBAHMEM MPUYMH IMPHHATUS YKa3aHHOTO peleHHus B (opme
AJNEKTPOHHOTO JJOKYMEHTA, MOANMCAHHOTO YCWJIEHHOM KBaJU(UIMPOBAHHON 3JEKTPOHHOW MOANUCHIO
YIIOJIHOMOYEHHOTO JOJDKHOCTHOTO JIMIIA, B €AMHOM JIMYHOM KaOWHETe 3asBUTENI U DIEKTPOHHOM
KaOuHeTe 3asBUTEIS.

126. BHecenne N3MEHEHUH B TOKYMEHTBI, COJIEpIKAIMECs B PETUCTPALMIOHHOM J10Che, TPEOYIOLINX
MIPOBEJICHUSI HKCIEPTU3bl KauyecTBa, 3(PPEKTUBHOCTHM U O€30MaCHOCTH MEAUIMHCKOTO W3JEemus,
OCYILECTBISICTCS PETUCTPUPYIOIIUM OPraHOM B CPOK, He MpeBblmarouuii 36 pabouux IHEH co AHS
MIOCTYIIJICHUsI 3asBJICHUS] O BHECEHMM W3MEHEHUM B JOKYMEHTBI, COAEpPKAIMECS B PErMCTPALlMOHHOM
JI0Che, TPEOYIOIUX MPOBEIEHHS IKCIEPTH3bl KauecTBa, 3()(HEKTUBHOCTU U OE30MaCHOCTH MEIUIIMTHCKOTO
W3/eNns, U JOKYMEHTOB, IPEAyCMOTPEHHBIX IMyHKTOM 120 HacTosmumx [Ipasui.

127. B Teuenne 3 pabouyumx OHEH CO JHS MPUHATHS pElICHHs O Hayalle MPOLEeAypbl BHECEHUs
W3MEHEHUH B JOKYMEHTBI, COJAEpXKallhecs B PETUCTPALMOHHOM JI0Ch€, PEruCTPUPYIOUINI opraH
oopmIsieT U BBIZAET 33JaHNE HA IPOBEICHUE IKCIIEPTU3BI SKCIIEPTHOMY YUPEKACHUIO.

128. DOxcmeptusa 3asdBJICHHMS O BHECEHHMM W3MEHEHHMH B JOKYMEHTBI, COJEp)Kallhecs B
PETUCTPAIIMOHHOM JI0Ch€, TPEOYIONIMX IPOBEACHHUS OSKCIEePTU3bl KauyecTBa, 3S((EKTUBHOCTH U
0€30MacHOCTH MEIULUHCKOTO M3JeHs, U JOKYMEHTOB, yKa3zaHHBIX B nyHkTe 120 Hacrosmux [IpaBuin,
OCYILIECTBIISIETCSI OJIHOBPEMEHHO C NPOBEACHHUEM 3KCIEPTU3bI MOJHOTHI U PE3YJIBTaTOB MCIBITAHUN U
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UCCIICIOBAaHU B CPOK, HE TpeBbIIaOmuUi 15 pabounmx 1HEH cO IHSA MOIYYEHUS HKCHEPTHBIM
YUPEXKIEHUEM COOTBETCTBYIOILIETO 3aJaHNs PErMCTPUPYIOLIETO OpPraHa.

129. Tlpu mpoBeAeHUHU SKCIEPTU3bl KadecTBa, 3()(HEeKTHBHOCTH M OE30MACHOCTH MEIUIIUHCKOTO
U3 HE JOMYCKaeTcss MCTPeOOBaHME SKCIEPTHBHIM YYPESKACHHEM Y 3asBUTENS JUOO HMHBIX JIHI]
MaTepHaioB, HEOOXOAUMBIX JUIS TPOBEACHUS SKCIIEPTU3HI.

B ciaydae HegoCTaTOYHOCTH JUIsi BBIHECEHMSI SKCIEPTOM 3aKIHOYEHUS MATEpUAIOB M CBEACHUM,
CoJlepKAIIMXCA B IPEACTABICHHBIX 3asBUTEIIEM 3asBICHUM O BHECEHUM WM3MEHEHHMU B JIOKYMEHTHI,
coliepKalfecs B PETUCTPAlMIOHHOM J0Che, TpPEeOYyIOIIUX MPOBEIEHUS OSKCIEePTH3bl KadyecTBa,
3G GEKTUBHOCTH U 0€30MaCHOCTH METUIIMHCKOTO M3ACIHs, U JOKYMEHTaX, MMPEeIyCMOTPEHHBIX ITYHKTOM
120 nacrosimux [IpaBui, SKCmepT CTaBUT BOIPOC O MPEACTABICHUH €My HEOOXOIUMBIX MaTepUajoB U
CBENIEHUI Tepe/l pyKOBOAUTEIIEM IKCIEPTHOTO YUPEKACHUS, KOTOPBI 00paIaeTcs ¢ COOTBETCTBYIOLIIM
3alpoOCOM B PETUCTPUPYIOLIMKA OpraH, BbIAABIIMM 3aJaHHE HA MPOBEIACHUE SKCIEPTU3bl. Y Ka3aHHbIN
3anpoc JOJDKEH COJEpKaThb MCYEPIBIBAIOIIMNM IIEpEeYeHb BCEX BOIPOCOB, MATEPUAIIOB U CBEICHHM,
HEOOXOIUMBIX IKCHEPTY ISl IPOBEACHUS SKCIIEPTU3HIL.

Peructpupyromuii opran B TeueHue 2 pabouyux JHEH co JIHSA NOCTYIUIEHUS 3alpoca pyKOBOJIUTEIS
HKCHEPTHOIO YUPEXKJICHHUs HAIMPABISAET 3asiBUTENIO 3alpoC O MPEICTABICHUH HEOOXOAUMBIX CBEJCHHUN C
yKa3aHUEM XapakTepa 3aME4aHud M crnocoda UX YCTpaHEHMs. YKa3aHHBIM 3allpoc HaIpaBiseTcs
OJTHOKpaTHO B (oOpMe 3JIEKTPOHHOIO JOKYMEHTa, IMOANHUCAHHOIO YCHUJICHHOM KBanu(UIMPOBaHHOM
JJIEKTPOHHOU IIOANMCHIO  YIIOJHOMOYEHHOIO JOJDKHOCTHOTO JIMLA, IIOCPEACTBOM pa3MELIEHUS B
3JIEKTPOHHOM KaOMHETE 3asiBUTENS U €IMHOM JIMYHOM KaOMHETE 3asiBUTE.

3asiBUTENb 00s13aH MPEICTaBUTh OTBET Ha 3alIPOC PETUCTPUPYIOLIErO OpraHa OCPEACTBOM €AUHOIO
JMYHOTO KaOMHeTa 3asiBUTENS B CPOK, HE IpeBblaromuii 50 pabounx aHeH co JHS HalpaBlIEHHUs 3TOrO
3anpoca. B Teuenme 2 pabouux naHEH €O JAHS MOCTYIJICHHS OT 3asBUTENsS OTBETa Ha 3arpoc
PETUCTPUPYIOIIMM OpraH HamnpaBlIseT TaKoOM OTBET B DJKCIEPTHOE YydpexaeHue. B  ciydae
HemnpeJCcTaBlIeHus Mo ucredeHuu 50 pabouux AHEH 3asBUTENIEM OTBETa Ha 3allpoC PETUCTPHUPYIOLIHUMA
opraH B TedyeHuWe 2 pabouux JHEH HampaBiseT B JKCIEPTHOE YUPEkKAECHUE YBEJOMJIEHHE O
HENpPEJICTABICHUH 3asBUTEJIEM OTBETa Ha 3alpoC PErUCTPUPYIOLIEr0 OpraHa g MOJATOTOBKU
3aKJIIOYEHHSI O BO3MOYKHOCTH (HEBO3MOYKHOCTH) BHECEHHSI MU3MEHEHUH B JIOKYMEHTHI, COZEpKalliecs B
PETUCTPAllMOHHOM  JI0Che, (opMa KOTOpPOro yTBepkaaercss MUHUCTEPCTBOM  31paBOOXpPaHEHUS
Poccuiickoit @eneparun (najnee - 3aKJII0YeHUE O BHECEHUU M3MEHEHUI B JOKYMEHTHI, CO/IEpIKaIlMecs B
PErUCTPALlMOHHOM JI0ChE€), HA OCHOBAHUHU JJOKYMEHTOB, HUMEIOLIUXCSI B €0 PACTIOPSKEHUU.

BpCMH CO OHA HaIpaBJICHUA 3allpoCa PCrUCTPHUPYIOLICTO OpraHa O OHA HOJYUYCHUSA OTBETA Ha
3arpoc Wi YBECAOMJIICHUA O HCEIPEACTABICHHMU OTBETA Ha 3alpOC HC YUYHUTBIBACTCA IPpHU HCUYHUCICHHUU
CpOKa MpOBCACHUA SKCIICPTHU3bI KAYCCTBA, B(I)CPeKTI/IBHOCTI/I 1 0€30MacHOCTHU MCIUIMHCKOT'O U3ACIHA.

IIpy BBISIBJIEHUU PETUCTPUPYIOIIUM OPraHOM B IPEJCTABICHHBIX 3asBUTEIEM B OTBET Ha 3aIpocC
JOKYMEHTaX HEJIOCTOBEpHbIX U (WJIM) HEJOCTaTOYHBIX CBEIEHUH WJIM JIOKYMEHTOB U (WJIH)
HECOOTBETCTBUS O(hOpMIIEHUS MPEJCTABIECHHBIX JOKYMEHTOB MOJIOKEHUSAM MYHKTOB 53 - 55 HacTOSIIUX
[IpaBun perucTpupylomuii opraH B TedeHuHe 2 pabouyux JHeW HampamiseT 3asButento (B Gopme
AJIEKTPOHHOTO JOKYMEHTA, MOAMNHCAHHOIO YCHJIEHHOW KBaNU(UIMPOBAHHOM 3JIEKTPOHHOW MOMAINHUCHIO
YIIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIA, TOCPEJICTBOM pa3MELIEeHHs B €AMHOM JIMYHOM KaOHHeTe
3asiBUTENIS U DJIEKTPOHHOM KaOMHETe 3asiBUTENs1) MOTUBUPOBAHHOE PELICHHE O BO3MOKHOCTH TOBTOPHOTO
NpeJCTaBICHUs 3asBUTENeM J0 uctedyeHus S50 pabounx [gHEH co JHS HampaBlIeHUs 3ampoca
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opabOTaHHBIX JOKYMEHTOB. [Ipu HempencTaBieHUM 3asBHUTENIEM B YKa3aHHBIM CPOK 3alpaliniBacMbIX
JOKYMEHTOB M CBEJIEHUH OSKCHepTu3a KauecTBa, 3(PPEeKTUBHOCTH U OE30MACHOCTH METUIIMHCKOTO
30U TMPOJOJDKACTCS [0 HAXOJAIIMMCS B PACHOPSDKEHUHU JKCIIEPTHOTO YUPEKICHHUS paHee
IIPECTABJICHHBIM 3asBUTEJIEM JOKYMEHTAM U CBEICHUSAM, COAEPKALIUMCS B PETUCTPALIOHHOM JI0CHE.

130. DkcrepTHOE YUpEKICHHE B CPOK, HE MPEBBIMIAOMMA 15 pabouux AHEH CO JHS MONYYCHUS
JOKYMEHTOB, YKa3aHHbIX B IyHKTe 120 Hacrosiux IIpaBui, MpoBOOUT dKCIEPTU3Y, MIPENYCMOTPEHHYIO
nyHkToM 127 Hacrosmux IIpaBui, U HampaBiileT B PETUCTPUPYIOIIUN OPraH 3akJIIOYEHHE O BHECEHHUU
U3MEHEHUH B JJOKYMEHTBI, COAEPIKAIIMECS B PETHCTPALIMOHHOM JIOCHE.

131. OcHoBaHMSIMM JJs1 BBIHECEHUS OKCIEPTHBIM YUPEXKICHUEM 3aKJIIOUYEHUS O BHECEHUU
U3MEHEHUH B JIOKYMEHTBI, COJIEpKalllMecsi B PErMCTPALMOHHOM JIOChE, CBUJAETENILCTBYIOLIETO O
HEBO3MO)XHOCTH BHECEHHUS W3MEHEHUH B JOKYMEHTBI, COJAEpXKallluecss B PETUCTPALMOHHOM J1OChHE,
SBJISIIOTCSL:

a) HEIOCTOBEPHOCTH IMPEJICTABICHHBIX CBEICHUH, 0OOCHOBBIBAIOIIMX BHECEHUE M3MEHEHUH, B TOM
YHCJIE BBIABICHHBIX PETHCTPUPYIOLIMM OPTaHOM I10 pe3y/ibTaTaM TOCyIapCTBEHHOTO KOHTPOJIS (HAA30pa)
3a 00palleHueM MEIUIIMHCKUX U3/IEITH;

0) OTCYTCTBHE B MpEACTABICHHBIX 3asSBUTEIEM TOKYMEHTaX CBEJEHUH, MOATBEPKAAIOIINX, YTO
W3MEHEHU s, BHOCUMBIC B JIOKYMEHTBI, COICPKAIIUECS B PETUCTPALIMOHHOM JIOChE, HE BICKYT U3MEHEHUE
CBOMCTB M XapaKTEPUCTHUK, BIMAIOMUX Ha KauyecTBO, 3((PEKTUBHOCTh M 0€30MaCHOCTh MEIMIIMHCKOTO
W3JICJIVS, WIM COBEPIICHCTBYIOT CBOMCTBA M XapaKTCPUCTUKHU TPU HEM3MEHHOCTH (PYHKIIMOHAITBHOTO
Ha3HA4YCHMS U (WJIM) IPUHIIKMIA TSHCTBUSA MEAUIIMHCKOTO U3/ICIINS;

B) OTCYTCTBUEC CBGI[CHPI?I, IMOATBCPKAAIOIUX HEHU3MCHHOCTD q)yHKHI/IOHaJ'IBHOFO Ha3sHa4YCHHUA H
(I/IJ'II/I) IMpuHOUIIa HeﬁCTBHH MCIHUIMHCKOTO MH3ACIHMA B CBA3M C BHOCHUMBIMH HW3MCHCHHSIMHU B
JAOKYMCHTAIIUIO,

I') HE00XOIUMOCTh MPOBEJCHHSI FOCYJapPCTBEHHON PEruCTpaliii HOBOI'O MEIUIIMHCKOTO M3/EHs B
cooTBeTcTBUM ¢ MyHKTOM 110 Hacrosmux IIpasu;

I[) HaJIMYNUEC HCJOCTOBCPHBIX CBEJICHUI B AOKYMCHTAaX, COACPIKAIUXCA B PETUCTPAIUOHHOM OOCHEC.

132. B cpok, He mpebimatonuii 10 pabounx AHEH cO AHS MOMYYEHUsS 3aKIIOYCHHUS O BHECEHUH
W3MEHEHUH B JIOKYMEHTBI, COJIepKalllhecsl B PErHCTPALMOHHOM JOChE, PETUCTPUPYIOIIMM OpraH
OCYILIECTBIISIET CIAEAYIOLINE MEPOTIPUATHUS:

a) OIICHKA 3aKJIFOUEHHS] O BHECEHUHM U3MEHEHUH B JIOKYMEHTHI, COJIEpkKAIIUeCs B PErUCTPALIUOHHOM
J0Cbe, AJIs ONpeeNIeHUs] COOTBETCTBUS 3aJaHUI0 Ha MPOBEACHHE SKCIEepTH3bl. B ciyyae ycraHOBiIEHUS
HECOOTBETCTBUS 3aKJIFOUEHHUS O BHECEHUU U3MEHEHUN B IOKYMEHTBI, COAECPIKALIUECS B PETUCTPALIMOHHOM
J0Che, YKa3aHHOMY 3a/laHHI0 TaKOe 3aKJIIOYEHHE BO3BpAILlA€TCs B OKCIEPTHOE YUpPEXJACHHE Ha
nopaboTKy, CPOK KOTOpPOM cOCTaBiseT He Oonee 2 pabouumx AHEH CO AHS MOIYYCHHS SKCIEPTHBIM
yUpeKJIeHHEM BO3BPAILIEHHOTO 3aKIIOYEHUS;

0) B ciydae IMOJy4yeHMs 3aKJIIOUYEHHUS O BHECEHMHM HM3MEHEHHUIl B JIOKYMEHTHI, COJepiKaliuecs B
PErUCTPAlMOHHOM  JIOChE, MPEAyCMOTpEHHOro myHKToM 131 nHactosmmx [IpaBwi, He mno3gHEE
cleayromero pabodero JHS IOCJ€ MPOBEIEHHUS OLIEHKM TaKOTO 3aKJIIOYEHHUs [UId OIpeeNeHHs
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COOTBETCTBHS 33JaHHMIO HA IIPOBEJECHUE SKCIEPTU3bl PETUCTPUPYIOIINNA OpraH pa3MellaeT IEKTPOHHBIN
o0pa3 3TOro 3akKIYEHUS B DJICKTPOHHOM KaOMHETe 3asBUTENII M HAIPABISAET COOTBETCTBYIOILIUE
CBEICHUS B €JUHBIN JIMUHBIA KaOUHET 3asBUTEIISL.

B Tteuenue 10 pa60‘II/IX I[Heﬁ CO OHA pa3sMCIICHUSA B 3JICKTPOHHOM KaOMHETE 3asgBUTEINS 3aKIIOUECHUS
0 BHCCCHUH U3MCHCHHI B JAOKYMCHTBI, COACPKAIUCCA B PErUCTPAIMOHHOM JJOCHE, YKA3aHHOI'O B ITYHKTC
131 HaCTOAIIUX HpaBI/IJ'I, 3as4ABUTCIIb BIIPAB€ O3HAKOMUTBHBCA C 3aKIIFOYCHHEM O BHCCCHHU W3MCHEHHI B
AOKYMCHTBI, COJACpKAIIUCCA B PCTUCTPALIMOHHOM OOCHE, M, IIPHU HAJIWYUU BOSpEl)KeHI/Ifl, HanpaBUTb
BO3pAXCHUA IOCPECACTBOM JICKTPOHHOTI'O KaOWHEeTa 3asBUTEII.

B cnywae mnocrymiieHHs TOCPEACTBOM 3JEKTPOHHOIO KaOWHETa 3asBUTENsl B CpPOK, HE
npeBbimaromuii 10 pabounx nHEH, BO3paKeHH 3asBUTENs Ha 3aKIIOYEHHE O BHECEHUU H3MEHEHHH B
JOKYMEHTBI, COJIEpKaIllMecs B PETUCTPAIlMOHHOM J0ChE, MPEayCMOTpeHHOEe NMyHKTOM 131 Hacrosmux
[IpaBun, peructpupyrommii opran B teueHue 30 pabouux AHEH cO JHS MOCTYIUICHUS BO3PAKECHHM
paccMarpuBaeT MX C NPHUBJICUCHHUEM OHKCIIEPTHOTO YUYPEXKJICHMs, BBIHECHIErOo TakKoe 3akitoueHue. B
cllydae €ClId B YCTAHOBJICHHBIM CPOK BO3pPAKEHUS 3asBUTEINsl HE MOCTYIWIHM, PETUCTPUPYIOLIUN OpraH
OCYIIECTBJISIET MEPOINPHUATHS, MPETyCMOTpPEHHbIe moxanyHkramu "B" m '"r" Hactosmiero myHkTa. [lpu
PacCMOTPEHHUH BO3PAXKEHUI PETUCTPUPYIOLIUI OpraH MpyU HEOOXOAMMOCTH J1a4H TOSICHEHUH MPUBIIEKAET

3asABUTCIIA.

ITo wrtoram paccMOTpeHHUs BO3paXCHMM IPUHUMACTCS PEUICHWE O IPU3HAHUU BO3paKCHUN
MOJTHOCTBIO MJIM YaCTHYHO 0OOCHOBAaHHBIMHU, KOTOPOE OPOPMIISETCS MUCHMOM PETUCTPHPYIOIIETO OpraHa
U HaIPaBIIAETCs B apeC SKCIEPTHOIO YUPEXKIACHUS C IPUIIOKEHUEM 3aKIIIOUEHHUS O BHECEHUU U3MEHEHUU
B JIOKYMEHTBI, COJIEPKAIUECS B PErUCTPALMOHHOM J0ChE, IPETYCMOTPEHHOI0 MyHKTOM 131 HacTosimux
IIpaBui, Ha 1OpabOTKY, CPOK KOTOPOM HE MpeBbIIAeT 5 pabo4yux JHEH co JHS MOJyYeHUs HKCIEPTHBIM
YUPEKIACHUEM BO3BPAIICHHOIO 3aKIKOYEHUS O BHECEHMM W3MEHEHUH B JOKYMEHTBI, COAEpIKaluecs B
PETUCTPAIIMIOHHOM JI0ChE, JIN0O0 O MPU3HAHUY BO3PAKEHHUH MOJTHOCTHIO HE 000CHOBAHHBIMH.

Bpemsi co aHs pasmelieHus pPErvuCTpUPYIOLUIMM OpPraHOM B 3JIEKTPOHHOM KaOWMHETE 3asiBUTENS
3aKJIIOYEHUs O BHECEHUU W3MEHEHUN B JOKYMEHTBI, COAEpIKAIIUECS B PETMCTPALIMOHHOM JOCHE,
yKaszaHHOTO B IyHKTe 131 Hacrosamux IIpaBwi, 10 NpUHATHS pPEIIEHHS II0 UTOraM PacCMOTPEHMS
BO3D@OKEHUNM HE YYMTBIBACTCS IPU MCUUCIECHUUM CPOKa IIPOBENCHMS OKCIEPTU3bl KadyecTBa,
3¢ PeKTUBHOCTU U OE30MTACHOCTH MEAUITUHCKOTO U3/ICIINS;

B) NpPUHATHE DPELIEHHS O BO3MOXKHOCTU (HEBO3MOXXHOCTHM) BHECEHHS] M3MEHEHHUH B JOKYMEHTHI,
coJieprKalirecs B perucTpaliOHHOM J10Che, KOTOpoe 0(hopMIIseTCss MPUKA30M PErUCTPUPYIOLIETO OpraHa,
U HMHOOPMUpPOBAHHE 3asBUTENS O MPHUHATOM PEHIEHWH IyTeM HalpaBJICHUS COOTBETCTBYIOLIETO
yBeAOMJIEHUsI B (GopMe 3JIEKTPOHHOTO JOKYMEHTA, MOJANHUCAHHOTO YCHJIEHHOW KBalU(UIIUPOBAHHOU
AJIEKTPOHHOMU MOANUCHIO YIOJHOMOYEHHOIO JTOJKHOCTHOTO JIMIIA, WM Pa3MELIEHUS B €IUHOM JINYHOM
KaOuHeTe 3asBUTEIS U AJIEKTPOHHOM KaOMHETe 3asiBUTENs;

I') BHECEHHE W3MEHEHUU B PEECTPOBYIO 3aMHUCh (B CIIy4ae MPUHATUS PEUICHHS O BO3MOXHOCTH
BHECECHHS M3MEHEHHH B IOKYMEHTHI, COJIEPKAIINECS B PETUCTPAIIMOHHOM JIOCHE).

133. OcHoBaHUAMU AJId TIPUHATUA PCHICHUA 00 OTKa3e BO BHECEHHMHM HU3MCHCHMI B JOKYMCHTEI,
COACPpIKAIMUECA B PCTUCTPALIMOHHOM JJOCHE, ABJISAIOTCA:

a) MOJIYUYCHUC PCTUCTPHUPYIOMIUM OPraHOM OT IKCICPTHOI'O YUPCKIACHUSA 3aKIHOYCHHA O BHCCCHUU
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U3MEHEHUH B JIOKYMEHTBI, COJIEp)KalMecs B PEruCTPALlMOHHOM JOChE, CBHUAETEIBCTBYIOIIETO O
HEBO3MO)KHOCTH BHECEHHs M3MECHEHMH B JOKYMEHTBI, COAEP)KAIIUECS B PETUCTPALMOHHOM JOChHE, U
(WIM) NOpUHATUE PETUCTPUPYIOLIMM OPraHOM pEUIEHUs O IPU3HAHUM BO3PAXKEHUM 3asBUTENS HE
000CHOBAHHBIMU NOJHOCTBIO MJIM YaCTUYHO;

0) BBISBICHHE DPETUCTPUPYIONIUM OPTaHOM IO pe3yibTaraM (eAeparbHOr0 TOCyIapCTBEHHOTO
KOHTpOJds (Hag3opa) 3a oOOpalleHMeM MEIUIMHCKUX M3 HECOOTBETCTBUM JAaHHBIX 00
3 (HEKTHBHOCTH M O OE30MaCHOCTH MEJMIIMHCKOTO W3JEHHS JaHHBIM O MEAWIIMHCKOM H3JICIIHH,
COJIEp>KaIMMCSI B 3aBJICHUN O BHECEHUH U3MEHEHHH B JOKYMEHTBI, COJIEPKaINeCs B PETUCTPALIMOHHOM
J0Che, TPEOYIOMIMX MPOBEACHUS KCIIEPTU3HI KauecTBa, IPPEKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO
W3eus, U JOKYMEHTAaX, yKa3aHHbIX B MyHKTe 120 HacTosiuux [IpaBui.

VIl. Oco6eHHOCTN BHECEHNA U3MEHEHUN B AOKYMEHTbI,
coepawmecs B permcTpayMoHHOM [OCbE Ha NporpaMmMHoe
obecne4vyeHune ¢ NPUMEHEHNeM TEXHONOINMM UCKYCCTBEHHOro

MHTeNnnekKTa, ABnsaLweecs MeAULMHCKUM nsgenvem

134. Buecenue u3MEHEHUH B JOKYMEHTBHI, COJIEpPKAIUECS B PETUCTPAIMOHHOM JOChE Ha
MporpaMMHOE OOecriedyeHre ¢ MPUMEHEHUEM TEXHOJOTHI HMCKYCCTBEHHOTO WHTEIIEKTa, SIBIISIOIIeecs
MEJUIIUHCKUM U3JICTTUEM:

a) IpU OTCYTCTBUHU Y MPOrPaMMHOTO 0oOecredeHus] ¢ MPUMEHEHUEM TEXHOJOTUI MCKYCCTBEHHOTO
UHTEJJIEKTA, SIBJISIFOIIETOCS MEAUIIMHCKUM HU3JEJIMeM, BCTPOCHHON (YHKIIMM aBTOMaTHYECKON Iepeadu
B MOPAJIKE, YTBEPKJACHHOM PErHCTPUPYIOLUIMM OpPraHOM, B aBTOMAaTH3WPOBAHHYIO WH(GOPMAIMOHHYIO
CHUCTEMY pErUCTpUpYIOIIero oprana uHpopmauu o0 o0padbaThiBaeMbIX JaHHBIX, PE3YJIbTaTaX JACHCTBUS
IIPOrpaMMHOI0 O0€CIeUYeHusl ¢ MPUMEHEHUEM TEXHOJOIMH MCKYCCTBEHHOI'O MHTEIUIEKTa, SBJISIOILETroCs
MEIUIIMHCKUM H3/IeJIMEeM, a TakKe CBEIEHHUI, MPEeIyCMOTPEHHBIX MOPSAKOM COOOIIEHUS CYyObEeKTaMU
o0palleHnss MeTUIIMHCKUX M3/1eI1id 000 BCeX CITydasix BBISIBICHUS MOOOYHBIX JEHCTBUI, OCYIECTBIISAETCS
B cooTrBeTcTBUM ¢ TyHKTamu 110 - 133 Hacrosimux [IpaBui (1o mpuMEeHUMOCTH);

0) B yacTU BHECEHHs] U3MEHEHHMH B HyMepalMiO BEPCUU, KOTOPbIE HE BIUSAIOT Ha (YHKLIHMOHAIbHOE
HazHavyeHWe W (WJIM) MPHHIOWI JEHCTBHS MPOTPAMMHOTO OO0ECIeYeHHUs C NMPUMEHEHHUEM TEXHOJIOTHH
UCKYCCTBEHHOTO HWHTEJUIEKTA, SBISIOMIETOCs MEIUIMHCKUM H3JIeJIMeM, TpH HAJIUYUU y TaKoro
MPOrpaMMHOTO  OOecrieueHHs] BCTPOSHHOM (YHKIIMM aBTOMAaTHYECKOH TIepenadyd B TOPSIKE,
YTBEP)KICHHOM PErMCTPUPYIOLIMM OpraHoM, B aBTOMAaTU3MPOBAHHYIO HH()OPMAIMOHHYIO CHUCTEMY
peructpupyromiero opraHa wuHdopmanuu 00 00pabaThIBa€MbIX JaHHBIX, pE3yJbTaTax JCHCTBUSA
yKa3aHHOT'O MPOrpaMMHOT0 00eCIeueHHs], a TAK)KE CBEJCHUH, TPETyCMOTPEHHBIX MOPSAIKOM COOOIICHHUS
CyObeKTaMH OOpalIeHUs] MEIUITMHCKUX HW3JENUil 000 BCEX CIIydasX BBISIBICHUS MOOOYHBIX NIEHCTBHH,
OCYILECTBISETCA B COOTBETCTBUU ¢ MyHKTaMu 119 - 133 nnm 135 u 136 nacrosiux [TpaBui.

135. Jlna BHECeHUsT M3MEHEHHUM B JOKYMEHTBI, COJEpXkAIIMecs B PETHCTPAIMOHHOM JOChE Ha
MpOrpaMMHOE OOecredeHre ¢ MPUMEHEHHUEM TEXHOJOTUN HMCKYCCTBEHHOTO WMHTEJUICKTa, SBIISIOIIEeeCS
MEIMIMHCKUM U3JIeJINEM, B YACTH BHECEHUS U3MEHEHHUI B HYMEPAIIMIO €r0 BEPCUH, KOTOPHIE HE BIHSIOT
Ha ero (yHKIHMOHAIbHOE Ha3HAa4YeHHWe W (WJIM) MPUHIUI JEHCTBUS, 3asBUTEIh MOCPEACTBOM EIUHOTO
JUYHOTO KaOWHETa 3asBHUTENS TMPEJCTABISECT B PETUCTPUPYIOIIMA OpraH 3asBICHHE O BHECEHUHU
W3MEHEHUN B JIOKYMEHTHI, COAEPKAIINECsS B PETHCTPAIIMIOHHOM JIOChE Ha MpOTpaMMHOE oOecrieueHue C
MPUMEHEHUEM TEXHOJOTU HMCKYCCTBEHHOTO HWHTEIUIEKTA, SABJISIONICECS MEAUIMHCKAM HW3IEIUEM, B
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KOTOPOM YKa3bIBAIOTCA CIICAYIOIINEC CBCACHUA!
a) HaAaMMCHOBAHUC MCIUITMHCKOI'O U3CIINA,

0) CBEleHHs O PETrMCTPALlMOHHOM HOMEpPE U JaTe€ I'OCYIapCTBEHHOM perucrpanuy MEAUIIMHCKOIO
n3zenus (BHECEHUH U3MEHEHUH B IOKYMEHTBI, COZIEPIKAIINECs B PETUCTPALMIOHHOM J0ChE);

B) B OTHOIICHUM 3asiBUTENsI - I[IOJHOE€ U COKpalleHHOoe (NP HAJIW4YWK) HAMMEHOBAaHUS,
OpraHu3alloHHO-TIpaBoBas (Gopma, UAeHTU(UKAIMOHHBIA HOMEp Halororviareiabiuka (Ipu HAIWYHMH),
azipec MecTa HaXOXKJICHHS - JJIS IOPUANYECKOTO JIMIa Wik (GaMIIUs, UM U OTYECTBO (TIpU HAIWYHH),
PEKBHU3UTHI JOKYMEHTA, YAOCTOBEPSIOIETO JIMYHOCTD, UACHTU(DUKAIIMOHHBIM HOMEP HAIOTrOIIaTeIbIINKA
(npu HanMuMmM), aJpec MecTa >KUTEIbCTBA - JUI (U3UYECKOTO JIMIIA, 3apErMCTPUPOBAHHOTO B KAaueCTBE
WHIUBUAYAIBHOTO TpEANpPUHUMATEN, a Takke HoMmep TenedoHa M ajpec SICKTPOHHOM IMOYTHI
IOPUINYECKOTO JIMIA WM (PU3MYECKOTO JIMIA, 3apETUCTPUPOBAHHOTO B KayeCTBE WHAMBHIYaJIHHOTO
MpeanpUHIMATEIIS;

r) wuHQOpMamUs O BEPCHH TNPOTPAMMHOIO OOECHEeUeHUs] C NPUMEHEHHEM TEXHOJIOTHI
UCKYCCTBEHHOI'O HMHTEJUIEKTA, SBJSAIOLIETOCS MEIULMHCKUM H3JEIMEM, CBEIECHHUS O KOTOPOM JOJKHBI
OBITh BHECEHBI B TOCY/IapCTBEHHBIN PEecTp;

,I[) CBCACHHA, IIO3BOJIAIOIINC I/I,I[eHTI/I(l)I/II_II/IPOBaTB pe3yibTaTbl  KIIMHUYCCKUX HUCIBITAaHUN
mporpaMmMHOIO o0ecCIICUCHHS C INPUMCHCHUCM TEXHOJIOT Ui HCKYCCTBCHHOI'O MHTCIIJICKTA, ABJIAIOIICTOCA
MCAUIIMHCKHUM H3OCIINEM (C YKa3zaHUEM HOMCpPA, AATbl aKTa KIIMHHUYCCKUX HUCIBITAaHUN MCOUIIMHCKOI'O
n3aCiand, a TAaK)KC HaMMCHOBaAHHA MCIII/IIII/IHCKOﬁ opraHmauI/m);

e) CBCACHUA 00 oruiare FOC}/I[apCTBeHHOI\/'I IMOIIJIMHBI (,Z[aTa U HOMCD IIIATCIKHOTO HOpy‘IeHI/IH);

) CBEIEHHS 00 OTBETCTBEHHOCTH 3asBUTEJNS 3a JOCTOBEPHOCTb M HMJIEHTUYHOCTh MH(OpMAINU,
COJIEpIKallelicsl B PErMCTPAllMOHHOM JIOChE WM 3asBICHUM O BHECEHMM W3MEHEHUH B JOKYMEHTHI,
coJieprKallrecs B PEruCTPAallMOHHOM J0Che Ha MPOrpaMMHOE OOecrieueHUue ¢ MPUMEHEHUEM TEXHOJIOTUN
HCKYCCTBEHHOT'O MHTEIIEKTA, SIBJISIFOIIEECS MEAULIMHCKUM U3CIUEM.

136. B Teuenue 5 paboumx aHEH CO AHS TOCTYIUICHUS 3asBJICHUS O BHECEHUM W3MEHEHUU B
JOKYMEHTBI, COIEpKaIMecss B PETUCTPALIMOHHOM JIOChE Ha MPOrpaMMHOE 0OeclieueHue ¢ MPUMEHEHUEM
TEXHOJIOTMM HCKYCCTBEHHOI'O HWHTEJUIEKTA, SIBJSAIONIECECS MEIMIMHCKUM H3JEIUEM, PETUCTPUPYIOIIHMA
OpraH IPOBOAMUT MPOBEPKY MOJTHOTHI U TOCTOBEPHOCTH COAEPIKAILIUXCS B HEM CBEACHMH, B TOM YHUCIIE
IIyTEM CPAaBHEHUs TAaKUX CBEACHUN CO CBEACHUAMH, IIPEACTABICHHBIMH OPraHAMM TOCYIAapCTBEHHOMU
BJIACTU B MOPSJIKE MEXKBEJOMCTBEHHOTO WH(OPMAIMOHHOTO B3aMMOJEHCTBHS MOCPEICTBOM CHUCTEMBbI
MEXBEJOMCTBEHHOT'0 JIEKTPOHHOTO B3auMojeicTBus. B Teuenue 5 pabouux gHEH co JHS 3aBepIICHUS
YKa3aHHOM NPOBEPKHU:

a) B cIydae MPEACTABJICHHUS HaJIEXaIIMM 00pa3oM O(OPMIICHHOTO 3asBIEHUS O BHECCHHH
M3MEHEHUH B JIOKYMEHTBI, COJIEpKAIUeCs] B PETUCTPALMOHHOM JIOChE Ha MPOrpaMMHOE OOecleueHHne ¢
MPUMEHEHUEM TEXHOJOTHMl HMCKYCCTBEHHOTO WHTEIJIEKTa, SBISIONIeeCS MEIUIUHCKUM H3JEIHeEM,
PETUCTPUPYIOIIMKA OpraH MPUHUMAET PEIICHNE O BHECEHUU MU3MEHEHUH B JJOKYMEHTBI, COJEPKaIINECs B
PETUCTPALIMOHHOM JI0ChE, KOTOpPOe OQOpMIISIETCS MPHUKA30M PErHCTPUPYIOLIEro opraHa, HHGOpMUPYET
3asgBUTENA O MPHHATOM pELICHUHM MyTeM pa3MEIleHUs] COOTBETCTBYIOIIETO YBEIOMJICHHS B (opme
AJIEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOIO YCHJIEHHOW KBaTU(UIMPOBAHHON 3JIEKTPOHHOW MOMAINHUCHIO
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YIIOJHOMOYCHHOI'0 AOJDKHOCTHOI'O JiMna, B CAWHOM JIMYHOM KaOuHETe 3asBUTEII U OJICKTPOHHOM
KaOMHeTe 3asBUTCIIA, a TAKXKE BHOCUT UBMCHCHHS B PpCCCTPOBYIO 3allUCh;

0) B ciydyae e€ciaM B IIPEACTAaBICHHOM 3asBJICHUM O BHECEHHMM HW3MEHEHUN B JOKYMEHTHI,
CoJiep>Kallrecs B PEruCTPAllMOHHOM J0Che Ha MPOrpaMMHOE OOecrieueHUue ¢ MPUMEHEHUEM TeXHOJIOTUN
HCKYCCTBEHHOT'O MHTEJIEKTA, SIBJISIOIIEECS MEAUIIMHCKUM U3JIEINEM, YKa3aHbl HETOCTOBEPHBIE CBEACHMUS
nub0 cBeleHus, MpeAyCMOTpeHHble MyHKTOM 135 Hactosmux [IpaBui, mpeicTtaBieHbl HE B IMOJHOM
o0beMe, PEerUCTPUPYIOIINH OpraH NPUHUMAET PEHICHHE O MPEKpaIleHUH JAIbHEHIIero pacCMOTPEHUs
3asBJICHUS O BHECEHHMM HW3MEHEHUH B JIOKYMEHTBI, COJEpXKallMecs] B PErUCTPALMOHHOM JIOChE Ha
nporpaMMHOe OOeCreyeHHe C MPUMEHEHHEM TEXHOJIOTUH HMCKYCCTBEHHOTO WHTEJUICKTA, SIBIISIOIIEECS
MEIUIIMHCKUM HU3JeNueM, U UHQOpMHUPYET 00 3TOM 3asiBUTENS IyTeM pa3MEIleHUs COOTBETCTBYIOIIETO
YBEIOMJICHHSI C MOTHBHUPOBAaHHBIM OOOCHOBAHHWEM MPUYMH NPUHATHS YKa3aHHOTO pemeHus B (opme
ANEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCHJICHHOW KBaNU(UIIMPOBAHHOW 3JIEKTPOHHOW MOMAMHUCKHIO
YIIOJTHOMOYEHHOTO JIOJDKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHETE 3asgBUTENS W AJIEKTPOHHOM
KaOWHeTe 3asBUTEIS.

VIIl. OTmeHa rocyfapCcTBEHHOW perncrpauum
MeAULMHCKOro nsaenuvs

137. Peructpupyromuii opraH NMPUHUMAET PEIICHHE 00 OTMEHE TOCYJAapCTBEHHON pErucTpaiuu
MEAHUIIMHCKOTO U3/ICTIHS B CIEAYIOUIUX CIydasix:

a) 1ojaya 3asBUTEIEM IIOCPEICTBOM €JUHOIO JUYHOIO KaOMHETa 3asBUTENs 3asBICHUA 00 OTMEHE
rOCylapCTBEHHON PETUCTPALUUA MEIULMHCKOTO H3JEIHs, COACPIKAILEro CBEICHHS B COOTBETCTBUM C
nyHkToM 138 HacTosiumx [Ipasui;

0) BBIHECEHHE CyAOM pelIeHHs O HapylIeHWW TMpaB MpaBooOIajgaTeNs Ha pe3yabTaThl
WHTEJUICKTYaJIbHOW JESTEIPHOCTH W TPUPABHEHHbIE K HHUM CpPEJICTBA WHIWBUIyAIU3AIMU TIPU
oOpallleHuu MeIUIMHCKUX U3AeNui (MU ero Mojenel (Mapok);

B) IpeJCTaBleHUE yNoiaHOMOYeHHbIM IlpaBurensctBoMm Poccuiickoit denepannn denepanbHbIM
OpPraHOM  MHCIIOJHHUTEIbHON BJIACTM 1O  pe3yibTaTaM OCYLIECTBIsEMOro UM  (heaepalbHOro
rOCyJapCTBEHHOTO KOHTpoJisi (Haa3opa) 3a oOpalieHHeM MEIUWIMHCKUX U3JIeTUN  CBEJICHUM,
MOJTBEPKAAOUINX (PAKTBI U OOCTOSTENLCTBA, CO3JAIOIINE YIPO3y JKM3HU M 370POBBIO TPaXIaH M
MEIUIMHCKUX PaOOTHUKOB MPU MIPUMEHEHUH U SKCILTyaTalluy MEIULIMHCKUX U3ENNit;

T) BBISBICHHE PETHCTPUPYIONIMM OpPraHOM IO pe3ynibTaraM (eaepaibHOro TOCyAapCTBEHHOTO
KOHTpOJIS (Ha/130pa) 3a 00pamieHneM MEIUIIMHCKAX U3IeTTUi HeTOCTOBEPHOCTH CBEICHUM B JJOKyMEHTAX,
COJIEP>KAIINXCS B PETUCTPAIIMOHHOM JIOChE, MPEACTABICHHBIX 3asBUTEJIEM U MOBIUSIBIINX HA PE3YIIbTATHI
AKCTIEPTU3BI KauecTBa, YPPEKTUBHOCTH U 0€30TTACHOCTH MEIUIIMHCKOTO HU3/IEIHS;

1) TOJTYYEHHE PETUCTPUPYIOIIMM OpPraHOM 3aKITIOUYEHUS SKCIEPTHOTO YUPEKIEHUS O TOM, UTO
COJIep KalINecs: B TOCYIapCTBEHHOM PEeCTpe WHCTPYMEHT, alapar, Ipruoop, 000pyI0BaHNE, MaTepHal |
poyre H3AeNus Mo cBoeMy (PYHKIIMOHAIBHOMY Ha3HAUEHUWIO W (WJIM) MPUHIUIMY OEHCTBUS HE MOTYT
IMPUMEHATLECA B MEAUIHWHCKHUX LCIIAX U (I/IJ'II/I) HC ABJBIIOTCA MCOIUIIUHCKUMU HU3ACIIUSIMU. 3akiIroueHue
OKCIIEPTHOTO YYPEXKACHUS O TOM, UYTO COJEpIKAIIUecs B TOCYAAPCTBEHHOM pEeCTpe HWHCTPYMEHT,
ammapar, npubop, o0OopymoBaHWE, MaTepuad M TPOoYue H3ACIUS MO CBOEMY (DYHKIIMOHAIBHOMY
Ha3HAYEHUIO W (WJIM) MPUHIUIY JCUCTBUS HE MOTYT NMPUMEHSATHCS B MEIUIIMHCKUX HENIX U (WIH) HE
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SIBJISIIOTCS MEAMIIMHCKUMM U3JICIUSIMU, MPEACTABISCTCS (HAMPaBISETCsl) SKCIEPTHBIM YUPEXKICHUEM B
perucTpupyomuii oprad B TeueHue 10 paGouux aHEH cO JHS MOCTYIUICHUS B HKCIIEPTHOE YUPEKICHHE
COOTBETCTBYIOIIETO 3aJaHusl PETUCTPUPYIOLIETO OpraHa ¢ MPHIOKEHUEM JIOKYMEHTOB, COJEPKAIIUXCS B
PErUCTPALIMOHHOM JIOChHE.

B cinyuae noctyniueHus B perucTpUpPYIOLIMM OpraH 3aKJII0UEHUs SKCIEPTHOIO YUYPEXKIECHUS O TOM,
YTO UHCTPYMEHT, alapar, npubop, o00pyaoBaHue, MaTepHall U MPOYUe U3JEIHS MOTYT IPUMEHSTHCS B
MEIUIMHCKUX LeNIX M (WIK) SBIATbCA MEAMLMHCKUM HU3JEIMEM II0CIE BHECEHUS H3MEHEHUI B
JOKYMEHTBI, COJIep KAIllMecsl B PETUCTPAIMOHHOM JIOChE, U (UJIM) O TOM, YTO PElICHUE O HEBO3MOKHOCTH
NPUMEHEHHUS B MEIUIIMHCKUX IEsIX WHCTPYMEHTa, ammapara, nmpubopa, oOopynoBaHus, MaTepuaia M
MPOYMX U3JENUA U (UIM) HEBO3MOXKHOCTH WX OTHECEHHUS K MEIUIIMHCKUM H3JETUSM MPUMEHUMO B
OTHOIIIEHUHU HE BCEX 3apETUCTPUPOBAHHBIX MOJIENeH (MapOK) MEIULIMHCKOTO U3JIENNsl, PETUCTPUPYIOIIHMA
OpraH JI0 MPUHSITHS pEIIeHUs 00 OTMEHE rOCyIapCTBEHHON PETUCTPALIUU MEIULIUHCKOTO U3/IEIUS:

YBEIOMIISIET 3asiBUTENS MOCPEACTBOM pPa3MEIIEHUS COOTBETCTBYIOIIETO YBEIOMJICHHS B (opme
ANEKTPOHHOTO JOKYMEHTA, MOAMHCAHHOTO YCHUJICHHOW KBAJTU(UIMPOBAHHON 3JIEKTPOHHOM MOAMUCHIO
YIOJIHOMOYEHHOTO JIOJDKHOCTHOTO JIMIA, B DJJIEKTPOHHOM KaOWMHETE 3asBUTENsA, C MPUIIOKEHUEM
3aKJIIOUEHHUs] AIKCHEPTHOTO YYPEXKACHHUS O TOM, YTO COJEpXKaIluecs B TOCYJapCTBEHHOM peecTpe
WHCTPYMEHT, ammapart, mnpubop, oO0opyaoBaHUE, MaTepual W MPOYHE H3JACTUS 10 CBOEMY
(YHKIIMOHATFHOMY Ha3HAYeHHIO U (WJIM) IPUHLUIY JEUCTBUS HE MOTYT MPUMEHSATHCA B MEIUIIMHCKHUX
uensix U (Wiu) He SIBISIOTCS MEAUIMHCKUMH H3JCNUAMH, O HEOOXOJMMOCTH BHECEHUS M3MEHEHHUU B
JOKYMEHTBI, COJIep>Kallliecs] B pErUCTPAllMOHHOM JI0Che, B CPOK, He mpeBbimaomui 180 pabounx aHei
CO JIHS HANpaBJICHUS YKa3aHHOTO yBEJIOMJICHUS,

NPUHUMAET pEUIEHWEe O TMPHUOCTAHOBIEHUU JIEUCTBUS  TOCYJIAapCTBEHHOM  pErucTparuu
MeauIUHCKOro u3aenus Ha 180 paboumx nHEW co JHSA HalpaBlIeHUs YBEIOMIICHHS O HEOOXOJAMMOCTHU
BHECEHUS] U3MEHEHMI B JOKYMEHTBHI, COJEPKAIINUECS B PETUCTPALMIOHHOM JIOCHE;

Koncynsrantllntoc: npumeyanue.
[Im. "e" . 137 Bcrynaer B cuity ¢ 01.09.2026.

€) OTCYTCTBHE BHECEHMsI U3MEHEHUH B JIOKYMEHTHI, COJEpI)KAIIUecs B PETUCTPALMOHHOM JIOCHE,
MOATBEPKIAIOIINE TTOJITHOMOYHUS YIIOJTHOMOUYEHHOTO TPEICTABUTEINS TPOU3BOAUTENS (M3TOTOBUTEIS) 110
MIPEJICTABJICHUIO HHTEPECOB MPOU3BOAUTENS (M3TOTOBUTENS]) W HECEHHIO OTBETCTBEHHOCTH B YaCTH
oOparnieHus MeTUIIMHCKOTO u3sienus Ha TeppuTopun Poccuiickoit deneparuu, B TOM YuCie IO BOpOcaM

nan

IIPOLIEAYP OLCHKH COOTBETCTBUS U IOCYAAPCTBEHHOM PErMCTPALUU, IPEIyCMOTPEHHBIX IMOAIYHKTOM "a
wim "r" nyakrta 111 Hacrosmux IlpaBun, B cpok, He mnpeBblmaromuid 90 pabouux aHed co OHA
OKOHYAHMS CPOKa JEHUCTBHS COOTBETCTBYIOIIETO JOKYMEHTA, UM OTCYTCTBUE B PErUCTPALIMOHHOM J10CHE
CBEJICHUI O Ha3HAYEHUU YIOJIHOMOYEHHOTO MPEJCTABUTENS MPOU3BOIUTENS (M3TOTOBUTENSA) B CPOK, HE
npesbimatomuid 90 pabouux aHER co JHS BCTYIUIGHUS B CUIIy TpeOOBaHUH, MPeyCMOTPEHHBIX ab3ameM

BTOPBIM ITyHKTa 29 Hactosmux I[Ipasui.

Jlo mpunHsTHsS pemieHUss 00 OTMEHE TOCYJapCTBEHHON PETUCTpAllid MEIUIIMHCKOTO H3ACNUs B
ciiydae, TPETyCMOTPEHHOM ab3aleM TMepBbIM HACTOAIIETO TOJIMYHKTa, PErUCTPUPYIONIUN OpraH
MPUHUMAET pEUIEHUE O MPUOCTAHOBICHHM ACHCTBUS TOCYJIAPCTBEHHOM PErMCTPAllUM MEAUIUHCKOIO
m3aenus Ha 90 paboumx aHEW CO AHS OKOHYAHHS CPOKa JEUCTBHUS JOKYMEHTA, MOATBEPKIAOIIETO
MOJIHOMOYHST YIIOJTHOMOYEHHOTO MPEICTABUTENS MPOU3BOAUTENS (M3TOTOBUTEINSA) IO MPEICTABICHUIO

www.consultant.ru CrpaHuua 62 13 69
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/

MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

WHTEPECOB TMPOU3BOAUTENSI (M3TOTOBUTENSI) M HECEHHIO OTBETCTBEHHOCTH B YacTH OOpaIlCHHS
MEIUIIMHCKOTO M3eius Ha Tepputopun Poccuiickoit denepanuu, B TOM 4KCie 110 BOIPOCaM MPOLEAYP
OLICHKU COOTBETCTBUS M TOCYJAPCTBEHHOW pEruCTpalMM, WJIA CO JHSA HCTEUEHHUS CpOKa,
MIPelyCMOTPEHHOr0 ab3aleM BTOpbIM IyHKTa 29 Hactosumx [IpaBui, ¢ oAHOBpEMEHHBIM YBEIOMIICHHEM
00 3TOM BCEX yYaCTHUKOB C(epbl 0OpaleHHs] METUITUHCKUX U3JICTHI MOCPEACTBOM WH(OPMAIMOHHOTO
MHUCHhMa, pa3MeNaeMoro Ha o(UIIMAILHOM CaliTe PErUCTPHUPYIOIIEro oprana B cetu "MHTepHeT", a Takke
MOCPEJICTBOM  DJICKTPOHHOTO KaOWHeTa 3asBUTENS WIM IyTEeM HaNpaBJICHUS TMPOU3BOJIUTEIIO
(M3rOTOBUTENO) MEIUIUHCKOTO H3ACNUs YBEJOMJICHHS O HEOOXOAMMOCTH aKTYyalu3UpOBaTh
nH(pOpMaIIHIO 00 YIIOJTHOMOYEHHOM MPEACTABUTEIIE MPOU3BOAUTENS (M3TOTOBUTEIIS);

’K) OTCYTCTBHE B pPEECTpe 3aKIIOUYCHHUI O COOTBETCTBUU TPEOOBAHUIM K BHEIPEHUIO, MOIECPKAHUIO
U ONCHKEC CHCTCMbI YIIPABJICHUA Ka4C€CTBOM MCEAWLMUHCKHUX H3IICJIHﬁ CBCI[CHI/Iﬁ 0 IPOBCACHHOM
MepPUOANYECKOM (TJIAaHOBOM) MHCIEKTUPOBAHUU WIIM OTCYTCTBHME BHECEHUS M3MEHEHUN B JOKYMEHTHI,
coJiepKallrecs] B pEeTUCTPAIlMOHHOM JIOChE, B COOTBETCTBUH C MoANyHKTOM "a" myHkra 111 HacTosmmx
[IpaBun B cpok, He mpeBbimanmuid 90 pabounx gHEH CO JHS OKOHYAHUS CPOKa JEHCTBUS OTYETa O
pe3yiibTaTax MHCIICKTUPOBAHUA (I[JI?[ MCOUIIMHCKUX I/I3ILCJ'II/II71, npomeamux MepBUIHOC HHCIICKTUPOBAHUEC
MIPOU3BOJICTBA, 32 UCKIIFOYEHUEM MEIUIIMHCKUX U3IEIUN Kllacca MOTEHIIMATLHOTO pUCKa IPUMEHEHUS |
HECTCPHUIIbHBIX MCAUIIMHCKHUX PI3I[€JIHI>1 KJ1acCa MMOTCHUUAJIbHOI'O PUCKAa IPUMCHCHUA 28,)

Jlo mpunsTus pemieHuss 00 OTMEHE TOCYJApCTBEHHON PETUCTPALUK MEIUIIMHCKOTO H3IENus B
cillydae, IpeIlyCMOTPEHHOM a03alleM MEepBbIM HACTOSILEr0 IMOAIYHKTA, PETUCTPUPYIOLIUMN oOpraH
MPUHUMAET PEIIeHWe O MPHUOCTAHOBIECHUM ACMCTBUS TOCYIApCTBEHHOH PErucTpaldyd METUIIMHCKOTO
maenus Ha 180 paboumx 1HEW CO [HA OKOHYAHUS CpOKa JEWCTBHUS OT4Ye€Ta O pe3ylbTarax
WHCIEKTUPOBAHUSA JINOO CO THA OPOPMIICHHUS OTPUIIATEIHHOTO 3aKIIOYEHHS [0 UTOTaM MEPUOTUIECKOTO
(MJ1aHOBOTO) WMJIM BHEIJIAHOBOT'O MHCIIEKTHPOBAHMSI C OJHOBPEMEHHBIM YBEAOMJIEHHEM OO0 3TOM BCEX
YYaCTHHUKOB c¢epbl O0O0palleHuss MEAMLUHCKUX H3JeNUi MOCPeICTBOM HH(GOPMAIMOHHOTO MNHCHMA,
pa3MeniaeMoro Ha oQUIMAIbHOM CaiiTe perucTpupyrouero opraHa B cetu "HHTepHer", a Takxke
MOCPEJICTBOM JIMYHOT'O KaOMHEeTa 3asBUTENS WM IyTeM HallpaBJIeHUs IPOU3BOJUTENIO (M3TOTOBUTENIO) U
YIOJHOMOYEHHOMY  MPEJICTAaBUTENI0  MPOU3BOAMUTENS  (M3TOTOBUTENS) MEAUIIMHCKOTO  H3JEIHS
YBEIOMJICHHSI O HEOOXOJMMOCTH MpPOBEACHUS NEePUOJUYECKOro (IUNIAaHOBOTO) WM BHEIUIAHOBOT'O
MHCIEKTUPOBAHUS;

3) BBIABICHHE PETUCTPUPYIOIIMM OpraHoM (akTa BHECEHUsS W3MEHEHUHl B JIOKYMEHTHI,
coJieprKallfecs B PErucTPallMOHHOM J0Che Ha MPOrpaMMHOE OOecrieueHue ¢ MPUMEHEHUEM TEXHOJIOTUN
HCKYCCTBEHHOI'O WHTEIUIEKTA, SBIIAIOLICECS MEAULUHCKUM H3ICIMEM, [0 IPUYMHAM, OTJIMYHBIM OT
MIPEAYCMOTPEHHBIX ITyHKTOM 135 HacTosmumx [Ipasu;

I/I) HCIIPCACTABJICHUC B peI‘I/ICTpI/IPYIOH_II/Iﬁ opraH oOT4Y€Ta 1O KIMHUYCCKOMY MOHHUTOPHUHIY
MCIUIHUHCKOI'O U3ACJIUsA B COOTBETCTBHUH C ITOPAAKOM COO6H.[CHI/I$I Cy6T)eKTaMI/I O6paH_[eHI/I$I MCEIHUIIMHCKHUX
PI3,Z[CJ'IPII>1 000 Bcex CJIydasdX BBIABIICHUSA IMOOOYHBIX ﬂeﬁCTBHﬁ.

Jlo mpunsTus peuieHuss 00 OTMEHE TOCYJAapCTBEHHOM PETUCTPallUd MEIUIMHCKOTO H3IeNus B
cilyyae, MpeIyCMOTPEHHOM a03aleM TepBbIM HACTOSINEro TMOJMYHKTa, PETUCTPUPYIOIIUN OpraH
MIPUHUMAET pEUIeHUE O IPUOCTAHOBICHHM ACHCTBUS TOCYJAPCTBEHHOM PETMCTPAllMM MEAUIMHCKOIO
nznenus Ha 30 pabouux THEH co JHs, YCTAaHOBJIEHHOTO MOPSIKOM COOOILIEHUs CyObEeKTaMu oOpalieHus
MEIUIMHCKUX M3AeTui 000 BCeX Ccllydasx BbISBICHHUS MOOOYHBIX JEHCTBHI C OJHOBPEMEHHBIM
YBEIOMJICHMEM 00 3TOM BCEX YYacTHUKOB cepbl OOpalieHuss METUIIMHCKUX M3JeIUN TOCPEICTBOM
MH(OPMALIMOHHOTO MHUCHhMa, Pa3MEIIaeMoro Ha OQUIIMAIBHOM caiiTe peruCTpUPYIOLIEr0 OpraHa B CETH
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"NHTepHer", a TakKe MOCPEICTBOM 3JIEKTPOHHOIO KaOWHETa 3asBUTENS WIM IIyTEM HalpaBiICHUS
3asBUTENIO YBEJIOMIIEHUS O HEOOXOAMMOCTH IPEJCTABICHUS OTUeTa 10 KIMHUYECKOMY MOHHMTOPUHIY
MEIULIMHCKOTO U3/1ETIHS;

K) BBIBJICHUE PETUCTPUPYIOIIUM OPraHOM HEIOCTOBEPHBIX CBEJACHUW B JOKYMEHTax,
MPEACTABICHHBIX 3asBHUTEJIEM B paMKax MPOIEAYpbl TOCYAAPCTBEHHOW PETUCTpPAllMUd MEAUIIMHCKOTO
U3 J1eTHs;

J) OTHECEHHE paHee 3apEerUCTPUPOBAHHOIO MEIUIIMHCKOTO U3JETUS K YUCITY MEIUIMHCKUX
W3JICNH, TPEAYCMOTPEHHBIX ITYHKTOM 5 yacTu 5 crathu 38 denepanbHoro 3akoHa "OO 0CHOBaX OXpaHBI
310poBbs Tpaxaad B Poccuiickoit @enepannn.

138. B 3asBieHun 00 OTMEHE TOCYJAapPCTBEHHOW PETUCTPALUA METUIIUHCKOTO HU3JemHs,
nan

MIPEyCMOTPEHHOM TNOANyHKTOM "a" myHkra 137 nHacrosmux IlpaBun, ykasblBaloTCs ClEIyIOLIHE
CBEJICHUS:

a) HAMMEHOBAaHUE MEIULIMHCKOIO U3eNusl (C yKazaHUEeM MoJieliel (MapoK) MEAULIMHCKOIO U3JIENHs,
UX COCTaBa W TNPHUHAUIEKHOCTEH, HEOOXOOUMBIX IJI NMPUMEHEHUS MEAMLMHCKOrO HU3JIENUs WIH €ro
Mojienell (MapoK) 1o Ha3HauEHUIo (IIpU HAJIUYUK);

0) B OTHOLLIEHUM ITPOU3BOAUTENIS (M3TOTOBUTENIS) MEAUILIMHCKOIO M3/ETHS - IOJHOE M COKPALLIEHHOE
(mpm  HanMMYMM) HAaUMEHOBaHWS (C  TpaHCIWTEpaluel), OpraHuW3alMOHHO-TIpaBoBas  (opma,
UACHTU(DUKAIIMOHHBI HOMEp HaJoroIulaTeNbluka (IPU HAJIMYMK), afpec MecTa HaXOXKIEHHs - i
IOPUINYECKOTO JHIa Wik (GamMuius, UMs ¥ OTYECTBO (IPU HAJIMYUM), PEKBU3UTHI JIOKYMEHTA,
YJIOCTOBEPSIOLIETO JIMYHOCTh, UACHTHU(PHUKAIIMOHHBIN HOMEp HAJIOTOIIATeNbIINKA (MIPH HAIUYHMK), aJpec
MECTa XUTCJIbCTBA - JJIA (1)I/I3I/I‘I€CKOFO Jana, 3apeTUCTPUPOBAHHOIO B KAUCCTBC HWHAHWBUAYAJIBHOTO
NpeanpuHUMaTeNs, a TaKkke HoMep TelnedoHa M aApec AIEKTPOHHOU MOYTHl IOPUIMYECKOTo JHIA MU
(bI/ISI/I‘-IeCKOFO Jna, 3apCruCTpupoOBaHHOTO B KAYCCTBEC MHAUBUAYAJIbHOT'O IPCANTPUHHUMATCIIA,

B) B OTHOIICHUH YHOJHOMOYEHHOI'O IMpPEICTABUTENS MPOU3BOAUTENS (M3TOTOBUTENS) - MOJHOE U
COKpalleHHOe (IIpY HAIMYUHN) HAUMEHOBaHHUS, OPraHNu3allMOHHO-TIpaBoBas popMa, NACHTHPUKAITUOHHBIHN
HOMEp HaJIOTOMJIaTeNbIINKa, aIpeC MecTa HaXOXKJICHH - Uil FOPUANYECKOro JIMIA UIU (haMuIns, UMs U
OTYECTBO (MPU HAJIMYWHU), PEKBU3UTHI JOKYMEHTA, yJIOCTOBEPSIOIIETO JIUYHOCTb, UIEHTU(UKAIIMOHHBIN
HOMEp HaJIOrOIUIaTeNbIIMKA, aJpec MECTa JKUTENIbCTBA - I (PU3NYECKOT0 JINIA, 3apETUCTPUPOBAHHOTO B
KauecTBE MHIMBUIYaIbHOIO IMPEANPUHUMATENS, a TaKKe HOMEp TelaeQoHa U aJpec dJEKTPOHHOM MOUTHI
IOPUINYECKOT0 JIMLA WM (DU3MYECKOrO JIMIA, 3apETUCTPUPOBAHHOTO B KayeCTBE WHAMBHYaJIbHOTO
MpeNpUHUMATETIS;

I) Jara TOCYIApCTBEHHOH pEerucTpanuv MEAMLUHCKOTO U3Jenusi (BHECEHHs W3MEHEHHH B
JIOKYMEHTBI, COJIEpKalliecs] B pErUCTPAIllMOHHOM JIOChE) U €r0 PEeruCTPallMOHHBIN HOMED;

1) uHbopMalMs O NPUYMHAX [0J1a4M 3asBIECHHS 00 OTMEHE TOCYIApCTBEHHOM perucTpaniu
MEIUIIMHCKOTO U3/IETIHS;

€) cBelleHHs] 00 OTBETCTBEHHOCTH 3asBUTENS 32 JIOCTOBEPHOCTh M WACHTUYHOCTb HMH(OpMAIuH,
coJieprKalleiicst B Mpe/ICTaBICHHbBIX TOKYMEHTAX U 3asiBICHUN 00 OTMEHE TOCyIapCTBEHHON PEerucTpaluu
MEJIULIMHCKOTO U3ENHSL.
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139. 3asBnenue 00 OTMEHE TOCYIapCTBEHHOW PpErHCTpallid  MEAMIUHCKOTO  U3IEIHs,
npeaycMoTpeHHoe moamyHkToMm "a" myHkta 137 Hacrosmux IlpaBun, MoxeT OBITh IOAAHO
YIIOJTHOMOYEHHBIM INIPEACTABUTEIIEM NIPOU3BOAUTENS (M3TOTOBUTENS) IIPU OJHOBPEMEHHOM BBIIIOJHEHUU

CIIETYIOIIUX YCITOBUI:

a) HaJIM4ue B PErMCTPALMOHHOM JIOChE aKTYaJIbHOT'O JOKYMEHTA, OJTBEPHKAAIOIIET0 TOJTHOMOYMS
YIOJHOMOYEHHOTO MPEJICTaBUTENA MPOU3BOAUTENS (M3TOTOBUTENS) MO MPEACTABICHUIO HHTEPECOB
IIPOU3BOJUTENS (M3TOTOBUTENS), HECEHMIO OTBETCTBEHHOCTHM B YacTU OOpalIeHUs] MEIUIIMHCKOTO
u3nenust Ha Tepputopun Poccuiickoit ®denepanuu, B TOM 4HMCIEe [0 BOMPOCAM IMPOLEAYpP OLIEHKH
COOTBETCTBHUSI U I'OCYJapCTBEHHOW PETUCTPALMU, a TAKXKE 10 3aBEPEHMIO JIOKYMEHTOB IPOU3BOJUTENS
(M3roTOBUTENSA), BCTYNUBIIETO B CHUIYy 10 O(OpPMIIEHHS COOTBETCTBYIOIIMX JOKYMEHTOB, WU
IIPE/ICTAaBICHUE TAKOTO JIOKYMEHTa B PETUCTPUPYIOLIMI OpraH B COOTBETCTBUM C TPEOOBAHUSIMU ITyHKTA
53 Hacrosimux [IpaBui BMecTe ¢ 3asBieHUEM 00 OTMEHE TOCYIapCTBEHHON perucTpaniui MEAUIIMHCKOTO
U3J1eTHs;

0) mpejacTaBiIeHUE B PETUCTPUPYIOLIUI OpraH BMECTE C 3asBIIEHUEM 00 OTMEHE roCyAapCTBEHHOU
pPErucTpalvi MEAUIIMHCKOTO U3/IeTHUs CISAYIONNX JOKYMEHTOB:

OUCbMO  TNPOU3BOAMUTENST  (M3rOTOBUTENS), MOATBEPXKAAIONIEE €ro HaMepeHHe OTMEHHTH
rOCYJapCTBEHHYI0 PETUCTPALMI0 MEIULIUHCKOrO M3Jenusd (B cllydae IOoJaudu 3asBieHHs 00 OTMEeHe
rOCYJapCTBEHHON  perucTpanuy MEAWLIUHCKOIO  M3AENUs  YIOJIHOMOYEHHBIM  IpEeICTaBUTENIEM
MIPOU3BOUTEINS (U3TOTOBUTENIA);

Konusi (KOMHM) JOKYMEHTa (JIOKYMEHTOB), MOJATBEPKIAIOMIETO (MOATBEPKAAIOIINX) TOJTHOMOYUS
YIOJHOMOYEHHOI'O NPEJICTaBUTEN IPOU3BOAUTENS (M3TOTOBUTENS) MO IMPEACTABICHUI0 HHTEPECOB
MPOU3BOAUTENS (M3TOTOBUTENS), HECEHUIO OTBETCTBEHHOCTH B 4YacTW OOpalieHHs MeIUIIMHCKOIo
n3nenus Ha teppuropun Poccuiickoit @exepanuu, B TOM 4YHUCIE II0 BOIPOCAM MPOLEAYP OLICHKHU
COOTBETCTBUSI M TOCYJApPCTBEHHOM DPETUCTpAallUM MEAULIMHCKOTO M3AEIUS, a TAaKXKE II0 3aBEPEHUI0
JOKYMEHTa (JOKYMEHTOB) IPOU3BOJAUTENS (M3TOTOBMUTENS), BCTYNHUBIIErO (BCTYMHMBIIMX) B CHIIY 10
oopMieHHsT COOTBETCTBYIOIIMX JOKYMEHTOB (B cJy4dae OTCYTCTBHMSI aKTyalbHOTO JOKyMEHTa B
PErUCTPAallMOHHOM  JI0Cb€)  (IOKYMEHT  (JIOKYMEHTBHI)  SIBJISIETCS  (SIBJISIOTCS)  00s3aTEIbHBIM
(oOs3aTenbHBIMM)  JUIS ~ MHOCTPAHHBIX  NPOMU3BOJMTENEH  (M3rOTOBUTENEH),  OTEYECTBEHHBIMHU
MIPOU3BOJUTENAMUA  (M3TOTOBUTENSIMU) MpenacTaBisieTcss (MPEACTAaBIAIOTCS) B CiIydae HaJU4usd
YIIOJIHOMOYEHHOTO MPEJICTaBUTEIS IPOU3BOAUTENS (M3TOTOBUTEI).

140. B ciiygae ecnu 3asiBIeHHE 00 OTMEHE TOCYJAPCTBEHHON PErHCTPAllUd MEAUIIMHCKOTO U3/
MIPEJICTaBICHO ¢ HapymieHueM TpeboBanuil mynkrta 139 Hacrosimux [IpaBui, u (UauM) mpeacTaBlICHHBIE
JOKYMEHTBI 0(OPMJIEHBI ¢ HapylIEHWEM TOJIOKeHUN MyHKTOB 53 - 55 nHacrosmux [lpaBwin, u (wnm) B
3asiBJIGHUM OO0 OTMEHE TOCYAapCTBEHHOW PETUCTPAllMd MEIUIIMHCKOTO H3JAETUS W TPEICTaBICHHBIX
JOKYMEHTaX yKa3aHbl HEJIOCTOBEPHBIC CBENICHUSI, U (MJIM) TOKYMEHTHI, MPEIyCMOTPEHHBIE TTyHKTOM 139
Hactosmux [IpaBui, mpencTaBiaeHbl HE B MOJHOM 00bEMe, PETUCTPUPYIOIINI OpraH B TeueHue 7 pabounx
JTHEH CO JHS TIOCTYIJICHUS TAaKWUX 3asBJICHHUS W JOKYMEHTOB NMPUHUMAET PEIICHHE O MpeKpalieHun
JABHEUIIIETO PAacCMOTPEHUsS] YKA3aHHOTO 3asBIEHUS C MOTHUBHPOBAaHHBIM OOOCHOBAaHHMEM TPUYHH
MIPUHSTHS TAKOTO PEIICHUS.

141. Peructpupytomuii oprat B TedeHue 7 pabouux JHEH co JHS HACTYIUIEHUS OJTHOTO U3 CIy4aes,
yYKa3aHHBIX B MyHKTe 137 Hacrosmux IIpaBun:
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a) IPUHUMAET pelIeHne 00 OTMEHE TOCYIapCTBEHHOM PEruCTpaiii MEAULIIMHCKOTO U3/IeITHS;
0) BHOCHT 3amlKcCh 00 OTMEHE rOCYAapCTBEHHOM PErUCTPALIMU B FOCYIaPCTBEHHBIN peecTp;

B) MH(pOpPMHUpPYET 3asBUTENsI 00 OTMEHE T'OCYAApCTBEHHOH PErHCTpallii MEAMIMHCKOTO W3JIENHUs
IIyTeM pa3MEIIEHUs COOTBETCTBYIOLIETO YBEAOMJIEHUS B (GOpME 3JIEKTPOHHOIO JOKYMEHTa,
MOJMMCAHHOTO  YCHJICHHOM  KBaJM(PUUUPOBAHHOW  AJIEKTPOHHONH  MOJNHCHIO  YHOJHOMOYEHHOT'O
JOJPKHOCTHOTO JIMLA, B €JMHOM JIMYHOM KaOMHETE 3asiBUTENIS U 2JIEKTPOHHOM KaOMHETE 3asiBUTEIIS.

ITpunoxenue
K [IpaBunam rocyaapCTBEHHOM
pPErucTpalui MEIULUHCKUX U3IEIUM

(dbopma)
MunucrepcTBo 3apaBooxpanenus Pocculickon @enepannn
COBET 10 OTUKE
[Jata npoBeneHus 3aceanusi coBera mo stuke " " 20 .
3AKJIIOYEHUE
00 3THYeCKOl 0O0CHOBAHHOCTH MPOBEJCHNS KIMHUYECKUX HCTIBITAHUN MEAUIIMHCKOTO
U3JIEHs
N or" " 20 1.
1. HaumeHoBaHME MEIUIIMHCKOTO U3JeNMs (C yKa3aHMEM MPHUHAJJICKHOCTEH,
HEOOXOAMMBIX  JJIi  NPUMEHEHMs  MEJUIMHCKOTO  M3AENUs 1O  HA3HAYEHUIO)
2. [IpousBoauTeNb MEIUIIMTHCKOTO U3/1ETHUS
(MoTHOE M COKpaIlleHHOoe (ITPU HATTUYNHN)
HaMMEHOBAaHMSI, OpraHU3aIl[MOHHO-TIPaBOBas (opMa IOPUINYECKOTO JIUIA, aJPEC €ro MecTa
HaXO0XXJICHUS WK (HaMUIIUS, UMSL M OTUECTBO (TIPH HATMYHH), aJIpeC MECTa KUTEIIbCTBA
(bu3UYECKOro JNIA, 3aPETUCTPUPOBAHHOTO B KaY€CTBE MHIUBUIYATbHOTO
npeAnpUHUMATES )
3. 3asBUTEND
4. Pewenue:
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(YKa3BIBaIOTCH CBCACHMUA 00 3THYECKOH 000CHOBAHHOCTHU ITPOBEACHUA

KJIUHUYECKUX MCITBITaHUI MCIUIHUHCKOI'O U3CJIMA, IPUYINHBI

IIpH IPUHATHU PCIICHUA O HEBO3MOXKHOCTHU ITPOBEACHHNA KIIMHUYCCKUX

WCIIBITAHUN MEIUITUHCKOTO U3/CIIHS)

[Ipencenarens coBeta

(¢p.m.0.) (Toamuce)

DKcnepTsl

(¢p.m.0.) (Tmoamuce)

[Ipunoxenne

K rnoctaHoBieHMto IpaBurenscrBa
Poccniickoit ®enepanuun

ot 30 Hos16ps 2024 1. N 1684

NEPEYEHb o
YTPATMBLUMX CUNY AKTOB MPABUTENBCTBA POCCUINCKOW ®ENEPALIM

1. TlocranoBnenue IlpaButennsctBa Poccuiickoit @enepannu ot 27 aexadbps 2012 r. N 1416 "O6
yrBepxkaeHun llpaBunm rocymapcTBeHHOW  peructparmuu  MeaunuHckux —m3genui”"  (CoOpanwue
3akoHonarenscTBa Poccuiickoit deneparuu, 2013, N 1, ct. 14).

2. Ilocranosnenue IlpaBurensctBa Poccuiickoit deneparuu ot 17 oktsa6ps 2013 r. N 930 "O
BHECCHHH M3MeHeHUl B mocTaHoBienne [IpasutenscTBa Poccuiickoit @eaepanmu ot 27 nekadbps 2012 r.
N 1416" (Cobpanue 3akonoaarenscTBa Poccuiickoit @enepanuu, 2013, N 43, cT. 5556).

3. Tlocranosiienne IlpaButenbcrBa Poccuiickoit ®@epeparuu ot 17 wmrons 2014 r. N 670 "O
BHeceHUHU m3MeHeHui B [IpaBmiia rocymapcTBeHHOW perucTpanuu menuiuHckux m3aenuit”" (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2014, N 30, cT. 4310).

4. Tlocranosnenue IIpaBurensctBa Poccuiickoit ®eneparu ot 10 despans 2017 r. N 160 "O
BHECCHHH M3MeHeHUH B mocTaHoBienne [IpaButenscTBa Poccuiickoit @eaepanmu ot 27 nekadbps 2012 r.
N 1416" (Co6panue 3akonoaarenscTBa Poccuiickoit denepanuu, 2017, N 8, cr. 1233).
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MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

5. IlocranoBnenue IIpaBurenscrBa Poccuiickoit @enepanuu ot 31 mas 2018 r. N 633 "O BHeceHun
m3mMeHenuid B IlpaBuna rocymapcTBeHHOW peructpanuu MeaunuHckux —uzaenuid"  (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2018, N 24, cT. 3523).

6. IlocranoBnenue IlpaButennbctBa Poccuiickoit ®enepanuu ot 18 mapra 2020 r. N 299 "O
BHeceHMH m3MeHeHuil B IlpaBuia rocynapcTBeHHOH peructpainmu MenuiuHckux m3aenuid” (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2020, N 12, cT. 1792).

7. IlocranoBnenue IlpaBurensctBa Poccuiickoit ®enepamuu ot 1 centsadps 2020 r. N 1335 "O
BHECEHUM H3MEHEHUsI B MyHKT 2 I[IpaBwil rocynapCTBEHHOW PErucTpallud MEAUIMHCKUAX HW3ACIIHil"
(Cobpanue 3axkononarenscTBa Poccuiickoit @enepammu, 2020, N 36, ct. 5637).

8. Ilocranosnenue IlpaBurensctBa Poccuiickoit denepauuu ot 24 HosiOps 2020 r. N 1906 "O
BHeceHMH m3MeHeHui B IIpaBuia rocynapcTBeHHOH peructparmu MenuiuHckux m3aenuid” (CoOpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2020, N 49, ct. 7897).

YTBEpKACHBI

nocranoBiieHueM [IpaBurenscTBa
Poccuiickoit @enepanuu

ot 30 Hos10ps1 2024 1. N 1684

W3MEHEHMS, o
KOTOPBIE BHOCATCS B AKTbl MPABUTENIbCTBA POCCUINCKOW ®ENEPALIUM

CrnuCcOoK U3MEHSIOMINX TOKYMEHTOB
(B pea. [locranoBnenus IlpaBurenscrea PO ot 27.10.2025 N 1670)

1. B nocranosnenuu IlpaBurensctBa Poccuiickoit @eneparuu ot 31 nexkadpst 2020 r. N 2467 "O6
YTBEPKICHUHM TEePEeYHsT HOPMATHUBHBIX TPABOBBIX AaKTOB M TPYII HOPMATHUBHBIX IPABOBBIX aKTOB
[IpaButenscrBa Poccuiickoii Penepauny, HOPMATUBHBIX IPABOBBIX AKTOB, OTHAEJBHBIX IOJIOXKEHUN
HOPMATHBHBIX TIPAaBOBBIX AKTOB W TPYNI HOPMATHUBHBIX IPABOBBIX AaKTOB (¢eJepabHbIX OpPraHoOB
WCIIOJTHUTENIbHON BIJIACTH, MPABOBBIX AKTOB, OTJEIbHBIX MOJOKEHUN MPABOBBIX AKTOB, TPYMI IMPABOBBIX
AKTOB HCIIOJHUTENBHBIX M PaCHOpPSAUTENbHBIX OpraHoB rocynapcrseHHoil Biacth PCOCP u Corosa
CCP, pemenunii ['ocynapcTBEHHOW KOMHCCHM T1I0 pPaJMOYacTOTaM, COJAEPXKAIIUX 00sS3aTelbHbIC
TpeOOBaHUs, B OTHOLIEHUH KOTOPBIX HE NpPUMEHSIOTCA mosoxeHuss udacteil 1, 2 m 3 crarbu 15
@enepanbHoro 3akoHa "OO6 o0s3aTenbHbIX TpeOoBaHusax B Poccuiickoit ®@eneparun" (Cobpanue
3akoHogarenbeTBa Poccniickoit denepamuu, 2021, N 2, ct. 471; 2022, N 23, ct. 3785; 2024, N 25, cT.
3505; N 33, ct. 5163; N 38, c1. 5651; N 40, cT. 5981; N 42, cT. 6257; N 44, cT1. 6619):

a) yrpatuia cuny. - [loctanosnenue IIpaBurenscrsa P® ot 27.10.2025 N 1670;

06) B ImepeyHe HOPMATHUBHBIX INPABOBBIX AaKTOB M TPYNI HOPMAaTHBHBIX IPABOBBIX aKTOB
[IpaBurensctBa Poccuiickoit denepanuy, HOPMATHBHBIX IPABOBBIX AaKTOB, OTIEIBHBIX IOJOKEHHUU
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MNoctaHosneHue MpasuTenscrea PO ot 30.11.2024 N 1684
(pen. ot 30.12.2025)
"06 yTBEpXAeHWUM MNpaBu rocyAapCTBEHHOMN perucTpa...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

HOPMATHUBHBIX TPABOBBIX AaKTOB W TPYII HOPMATUBHBIX MPABOBBIX AKTOB (hefepalibHBIX OpPraHoOB
WCIIOJIHUTENILHON BJIACTH, IPABOBBIX aKTOB, OTJEIbHBIX MMOJIOXKEHHUI MPAaBOBBIX aKTOB, IPYIII MPABOBBIX
aKTOB MCIIOJIHUTEIbHBIX U PACIOPSAUTENbHBIX OpraHoB rocyaapcrBeHHoil Biactu PCOCP u Coroza
CCP, pemenuii ['ocymapcTBEeHHON KOMHCCHHM II0 pPaJHO4YacTOTaM, COJEpKaIUuX OO0s3aTe/IbHBIC
TpeOOBaHUS, B OTHOLICHHHM KOTOPHIX HE NPUMEHSIOTCA MojiokeHust yacted 1, 2 m 3 crareu 15
®denepanpHoro 3akoHa "OO oOs3arenbHBIX TpeboBaHmsx B Poccuiickorn ®enepamuu”, myHKT 637
UCKJIIOYUTD.

2. B a63are BTOpoM IyHKTa 6 M3MEHEHHH, KOTOPbIE BHOCSTCS B IMOCTaHOBJIeHUE [IpaBUTENbCTBA
Poccuiickoit ®epeparun ot 31 gexabps 2020 r. N 2467, yTBEpKICHHBIX IOCTAaHOBJIEHHEM
[IpaButenscrBa Poccuiickoit ®@enepaunu ot 12 utons 2024 r. N 792 "O BHeceHMHM H3MEHEHUU B
HekoTopeie akThl [IpaButenberBa Poccuiickoit @enepamuun” (CobOpaHue 3aK0HOIATENLCTBA Poccuiickoit
Odenepanun, 2024, N 25, ct. 3505), uudpst "637," UCKITIOUUTS.
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