IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 30 Hos0ps 2024 1. Ne 1684

MOCKBA

00 yrBep:xknenun [IpaBui rocyiapcTBeHHOM PerucTpanuu
MeIUIHUHCKUX U31eJINnH

ITpaButenbcTBO Poccuiickon denepaiui MmO CTAHOBJA S € T ¢

1. YrBepaute mnpuiiaraemsle [IpaBriia rocyapCTBEHHOM pETrMCTpPaLNU
MEIUIIMHCKUX U3IEIU.

2. 'ocynapcTBeHHasi perucTpanus MEAULUMHCKUX U3JIEIUNA, B TOM YHUCIE
rOCyJJapCTBEHHAsA PETUCTPALMSA MEIULUMHCKAX W3IEIUNA C HU3KOM CTENEHBIO
MOTCHIIMAIIBHOTO PUCKA WX MPUMEHEHUS, B OTHOLIEHUN KOTOPBIX YCTAHOBJICHBI
OCOOCHHOCTH  TOCYAApCTBCHHOW  pPETUCTpAIlM, BHECCHHE  W3MCHCHUI
B JOKYMEHTBI, COJEpKAIIMECS B PETUCTPALMOHHBIX JOCHE HAa MEIUILIMHCKUE
U3NIeNusl, 3asBICHUS O KOTOPBIX TMpejcTaBieHbl B DenepaibHyIO CIyXOy
0 HAJ30py B cepe 3apaBOOXPAHCHUS O JHS BCTYIICHUS B CUITy HACTOSIIETO
MIOCTAHOBJICHHUSA, OCYIIECTBISIOTCS B COOTBETCTBUU C TPEOOBAHMUSIMHU TPaBUII
rOCYJapCTBEHHOM pPEruCTpalMd MEAULIUHCKUX W3AENHM, JEHCTBOBABIINX
110 THSI BCTYIUIEHUS B CHULY HACTOSIIETO MOCTAHOBJIEHUS.

PerucrpaninoHHbi€ y10CTOBEPEHHUS, BbIJIAHHBIE HA MEAUIIMHCKUE U3JIETIHS,
MPOILIEAIINE TOCYJAPCTBEHHYIO PETUCTPAILMI0O HAa OCHOBAHUM 3asIBJICHMUS,
npeactaBienHoro B dexpepanbHyro  ciyx0y 1Mo Haazopy B cdepe
3IpAaBOOXPAHEHUS] 10 JHS BCTyIUIEHHS B cwiy [IpaBui, yTBEp»KIECHHBIX
HACTOALUM IOCTAaHOBJIEHUEM, IEUCTBYIOT 10 BHECEHUS U3MEHEHUH B CBEJICHMUS,
COJZIEpIKaIlleCcs B pEECTPOBOM 3alIMCH I'OCYNIAPCTBEHHOTO peecTpa MEAULIMHCKUX
15631 (10707 QD ¥ OpraHu3anuu (MHAMBUyaIbHBIX  MpEAIpUHUMATENEH),
OCYILECTBIIAIOIINX ITPOU3BOICTBO U U3rOTOBJIICHUE MEIULIMHCKUX U3CIIUH.

3. MemunuHcKie  OpraHu3alldd, COOTBETCTBYIOUIUME  TPeOOBAHUSIM
K MEIUUUHCKAM OpraHu3alusM, [POBOJASIINM KIMHUYECKUE MCIIBITAHUS



MEIUIIMHCKUX  W3JEJIMM, YTBEPKIECHHBIM B  YCTAHOBIICHHOM  MOpPSJIKE,
U TOATBEPAUBIINE TaKoe COOTBETCTBUE 10 1 maptra 2025 T., yBEeIOMIISIOT
®enepalibHyI0 CIYkO0y 1O Haa30py B cdepe 3ApaBOOXPAaHEHUS MOCPEICTBOM
HaIpaBJIeHUsl MUCbMa B ajpec ykazaHHOW CiyxkObl (Ha OyMa>KHOM HOCHUTEIE
HEMOCPEACTBEHHO, WJIM 3aKa3HBIM MOYTOBBIM OTIPABICHUEM C YBEIOMIICHHEM
O BpyuYeHUHU, UIU B (GOpME DIIIEKTPOHHOTO JTOKYMEHTA, MOAMUCAHHOTO
YCWICHHON KBAJIU(DUIIMPOBAHHON JJIEKTPOHHON TMOJNUCHI0O WU YCHIIEHHON
HEKBATU(PUIIMPOBAHHOW AJIEKTPOHHOM MOJIMUCHIO, CepTU(UKAT KITH0Ya MPOBEPKU
KOTOpPOM CO3/1aH M HCIHOJb3yeTcsl B WHQPACTPyKType, obOecrneunBaromei
MH(}OPMAIIMOHHO-TEXHOJOTUYECKOE B3aUMO/JIEICTBUE NH(OPMAITMOHHBIX CUCTEM,
WCIOJIb3YEMbIX JJIsl MPEAOCTaBICHUS] TOCYJIApPCTBEHHBIX W MYHHUIUIIAIBHBIX
yCIYyT B 3JEKTPpOHHOM (dopme, B ycTaHOBIEeHHOM [IpaBurensctBoM Poccuiickoit
Qenepan  TOpSAKE, HaA JIEKTPOHHBIA anpec dDenepalbHON  CIyXKObBI
no Ham3opy B cdepe 3apaBooxpaHeHus) 10 | centsops 2025 T.
O COOTBETCTBHUU TpeOOBAaHUSAM, YCTAaHOBJICHHBIM MOAIYHKTOM '"e" TIyHKTa 6
n (mm) noamyHkToMm "n" myHkta 7 IlpaBui, yTBEpXKAEHHBIX HACTOSIIUM
MMOCTAHOBJICHHEM.

4. Ilpu3Hate yTpaTUBIIUMHM cHily akTel lIpaBurenbctBa Poccuiickoi
denepanuu 1Mo NEPEUYHIO COIACHO MPUIIOKEHUIO.

5. YTBepauTh npuiIaraeéMble H3MEHEHUs, KOTOPBIE BHOCITCS B aKThI
[IpaButenbcTBa Poccuiickont denepanumu.

6. Peanuzanus MOJIHOMOYHUH, IPEeAYyCMOTPEHHBIX HACTOAIIUM
MOCTaHOBJIEHHEM, ocyliecTBisieTcss denepanbHoil Cciayk00il MO HaA30py
B cdepe 3IpaBoOXpaHeHUs B Tpeienax ycTaHOBIeHHOM IIpaBurenbcTBOM
Poccuiickoit denepanu npeienbHON YHCICHHOCTH €€ PaOOTHHUKOB, a TaKXKe
OIO/KETHBIX  aCCUTHOBAaHUM, TMpeaycMoTpeHHbIXx @DeaepanbHON  ciryx0e
10 Ha/A30py B cepe 3ApaBOOXPAaHEHUs Ha PYKOBOJCTBO U YIIpaBiIeHHE B cepe
YCTaHOBJICHHBIX ()yHKIIUA.

7. Hactosimee mocTaHOBJIEHUE BCTymaeT B cuiay ¢ 1 mapra 2025 r.,
3a uUCKIrouYeHHeM noanyHkra 'e" myHkrta 137 IlpaBui, yTBEpKICHHBIX
HACTOSIIIIUM ITOCTAHOBJICHUEM, KOTOPBIN BCTyMaeT B cuity ¢ 1 ceHTsiopst 2025 r.

[IyHkTs 1, 2 1 6 HacTosiero nocranoBneHus u [IpaBuna, yrBepKIeHHbBIE
HACTOSAIIUM  TIOCTAHOBJIGHHEM, JeHCTBYIOT 10 31 mexabpss 2026,
3a ucknrovyeHneM nyHKToB 63, 87 u 101 ykazanneix IlpaBuin, koTopbie
neicTBytoT A0 31 nexalps 2025 r.

AOKYMEHT MOAMWCAH
OAEKTPOHHOW NOAMUCHIO

HpeﬂceﬂaTeHB HpaBHTeHBCTBa 4EL“OB48ACQB4A4793191877D128ED7D62

Aevicteutene ¢ 03.05.2024 no 27.07.2025
Baapenell: MpaBuTeAbCTBO Poccuitckoi

Poccuiickont ®enepanuu Senepam M.Mumyctun




YTBEPX/IEHDbI

nocra”HoBseHueM [IpaBurenbcTBa
Poccuiickon ®enepannu
ot 30 Hos6ps1 2024 1. Ne 1684

ITPABHUJIA

rOCYyIapCTBEHHOM perucTpauum MeIJUuIMHCKUX U3IeTUH

[. O0wme 1MoNoXKeHUs

1. Hacrosamme IlpaBuna ycCTaHABIMBAKOT NOPSAOK TOCYAAapPCTBEHHOU
perucrpanuu MEULIUHCKUX U3JIEIIUN, MOJISKAIIUX oOpalieHuo
Ha TeppuTopun Poccuiickoit @enepannu (1anee - MEIUIUHCKUE U3IEITHSA).

2. l'ocynapcTBeHHOM perucTpanuu MOJUIeKaT JI0Oble HWHCTPYMEHTHI,
anmaparbl, NpUOOpHI, 000pyIOBaHWE, MaTEpHAbl U TPOYUE W3S,
MPUMEHSIEMbIE B MEAUIMHCKUX IENSAX OTIAEIbHO WM B COYETAHUU MEKITY
co0ol, a Takke BMECTe C JAPYTUMHU TMPUHAJICKHOCTIMH, HEOOXOIMMBIMHU
JUISl TPUMEHEHUS YKa3aHHBIX M3JIETUU 10 Ha3HAYEHUIO, BKIIIOYasl CIEHHAIbHOE
mporpaMmMHOe  obOecriedeHne, W MpeJHA3HAYCHHBIE  MPOU3BOIUTEIIEM
(m3roroButeneM) sl NPOPUITAKTUKH, JUATHOCTUKH, JICUCHUS U MEIUIIMHCKOM
peabmwintanuu 3a0071€BaHUNA, MOHHUTOPHUHTA COCTOSIHUSI OpraHM3Ma YeJIOBEKa,
MPOBEJCHUSI MEJUIMHCKUX HKCCIIEI0BAaHUM, BOCCTAHOBJIICHHMS, 3aMEILCHUS,
M3MCHEHUS AHATOMUYECKOW CTPYKTYpbl WU (PU3MOIOTHYECKUX (DYHKIIHIA
OpraHu3Ma, MpeI0TBPAICHUST UIH TTPEPhIBaHUs OEpPEeMEHHOCTH, (DYHKIIMOHAIBHOE
HAa3HAUYCHHE KOTOPBIX HE peanmu3yercss myTeM  (GapMaKoIOTrHYeCcKOTo,
MMMYHOJIOTHYECKOTO, TEHETHYECKOTO WM METa0OJINYECKOrO BO3IEHCTBHUS
Ha OPraHu3M 4YelIOBEKa.

Ha Teppuropun Poccuiickon dDenepaunn HE  PErUCTPUPYIOTCS
MEJIUIIMHCKHE U3/ENNs, YKa3aHHbIe B 4acTu 5 ctaThu 38 denepaibHOTO 3aK0HA
"OO0 ocHOBax OXpaHbI 3I0POBBS IrpaxkaaH B Poccuiickoit deneparun'.

3. l'ocynapcrBeHHas perucrpanus MEIULIMHCKUX 15631 (0107071
ocymectBusiercs ~ DenmepanbHol  ciyxkO00¥ 1m0 Ham3opy B cdepe
3/IpaBOOXpaHEHus (Jlajiee - pEruCTPUPYIOIINUA OpraH).

4.B mHactossmmx IlpaBuiiax HCHONB3YIOTCS CIEAYIOUIME OCHOBHBIE
MOHATHSL:



"6e30MacHOCTh MEJIUIMUHCKUX HU3JeINil" - OTCYTCTBHUE HEIOIMYyCTUMOTO
pUCKa, CBSI3aHHOTO C TPUYMHEHHUEM Bpela >KHU3HU, 3/I0POBbIO YEJIOBEKa
U OKpYXalollen cpele;

"moKazaresbHbIe MaTepHaIbl IPOU3BOIUTENS (M3roTOBUTETIS)
MEIUIIMHCKOTO  M3Jenus" -  JoKa3aTelbHble Marepuaibl  (JIOKYMEHTHI)
OpoU3BOAUTENSL  (M3TOTOBUTENS)  MEIUIMHCKOTO  UW3JIEJUs WM WHOU
OpraHu3alliM, COJEp>Kalue pPe3yJIbTaThl HUCIBITAHUN B LEIAX OIpeAesICHUs
KayecTBa U OE€30MAaCHOCTH MEIUIIMHCKOTO M3JENIUs, COOTBETCTBUSA €r0
XapaKTEepUCTUK (CBOMCTB) TpeOOBAaHUAM HOPMATHUBHOM  JOKyMEHTAIUH,
TEXHUYECKOM M  DKCIUTyaTallMOHHOM  JIOKYMEHTallud  MPOU3BOJUTENS
(uzrotoBuTeNsA) W (WIM) HCCIEIOBAHUN C IEJIbI0 OILEHKU OHOJIOTHYECKOM
0e30MacHOCTH MEAMIIMHCKOTO W3JIeNus, a Takke OOOCHOBaHUE BBIOPAHHBIX
METOJIOB, WX BAJIHUJHOCTH, TIO3BOJISAIONINE OIEHUTh NPUMEHSEMbIE METO/IbI
(METOJIMKH) U MIEPEUYEHb UCIIOIb3YEMOTO UCIIBITATEILHOTO 000PY/I0BAHUS;

"3asBUTENIL" - MPOU3BOJUTENL (M3rOTOBUTEIh) MEIUIIMHCKOTO H3ICIIHS
WIH YIIOJITHOMOYEHHBIN MPEACTABUTEND MPOU3BOIUTENS (M3TOTOBUTENS);

"eTUHBIN TUYHBIA KaOWHET 3asBUTENA" - MOJCUCTEMA €JUHOTO JIUMYHOTO
KaOuHeTa 3asBUTENd B (QefepalibHONM ToCyJapCTBEHHON HH(POPMALMOHHOM
cucteme "EnuHbli mopTram TOCYAapCTBEHHBIX M MYHHUIUIAIBHBIX YCIyT
(pyHKuwmii)";

"eIUHBIA JIMYHBIA KaOMHET MEIUIIMHCKOW OpraHu3aiuu’ - moJcucTeMa
€IMHOTO JIMYHOTO KaOMHeTa MEJMIIMHCKOM OpraHu3aiuud B (QenepalbHOi

rOCyJIapCTBEHHOU nH(pOpMaIIMOHHOM CHUCTEME "EnunbIi nopTa
roCyJIapCTBEHHBIX U MYHUIIMNIAIBHBIX YCAYT (QYyHKINN)";
"KauecTBO  MEIMIIMHCKOrO  u3/enus" - COBOKYIHOCTh  CBOMCTB

U XapaKTCPUCTHK MCAUIHUHCKOI'O MH3ACIINSA, BJIIMAIOIINX Ha €ro CITOCOOHOCTh
HCﬁCTBOBaTL 10 HA3HA4YCHHUIO IIpU YCIOBHH COOTBCTCTBUA Tp€6OBaHI/I}IM
HOpMaTHBHOﬁ JOKYMCHTAIIUH, TEXHUYECKOM 141 BKCHHyaTaHI/IOHHOﬁ
AOKYMCHTAIIUH IMPOU3BOAUTCIIA (HBFOTOBI/ITCJIH). HOI[ Ha3HaAa4YCHHUCM
MCIUTMUHCKOI'O U3ACIINA ITOHUMACTCA PCIICHUC ITPOU3BOAUTCILA (I/I3FOTOBI/IT€J'I§I)
B OTHOIICHUHU HCJIICBOI'O HMCIIOJIB30BaHUA MCIAHWIMHCKOI'O M3ACIINSA, OCHOBAHHOC
Ha ¢€ro CHGHI/I(i)I/I‘IGCKI/IX CBOﬁCTBaX, O6CCHC‘II/IBaI-OHlI/IX JOCTHKCHUC HCJICfI

MEIUIUTHCKOTO IpUMEHEHUS, u OTpa)XeHHOE B TEXHUYECKOU
M DKCIUTYaTallMOHHOM TOKYMEHTAIUU MPOU3BOIUTEINS (U3TOTOBUTES);
"KIMHUYECKHE WCTBITaHUA" - pa3paboTaHHOE | 3aIlJIJaHUPOBAHHOE

CUCTEMATHUYCCKOC HCCICAOBAHUC, INPCAINPUHATOC B TOM YHCIC C YYAdCTUCM
YCJIOBCKAa B KaUCCTBC CY6’b€KTa, JJIA OCHKH 0e30IacHOCTH H B(b(i)eKTI/IBHOCTI/I
MCIUITMHCKOI'O U3CIIA,



"Mozens (Mapka) MEAMIIMHCKOTO u3JAenus" - BapuaHT MCIOJHEHUS
MEJIMIIMHCKOT'O W3/ICIIN, XapaKTePU3YIOLIUICS OnpeaeIeHHbIMU
KOHCTPYKTUBHO-TEXHOJOTMYECKUMU PELICHUSIMU U KOHKPETHBIMU 3HAYECHUSIMU
nokasatesiel ero 1eyneBoro (GyHKIMOHAIBHOTO) HAa3HAYCHUS;

"HopMaTuBHasA JIOKyMEHTanusg" - JOKYMEHT, perjiaMeHTUPYIOIIHNI
TpeboBaHMsI ~ 0E€30MacCHOCTH, KadecTBa, a  Takke  MpernojiaraeMyro
3 PEKTUBHOCT MPETyCMOTPEHHOTO TIPUMEHEHUST W METOJbl  KOHTPOJIS
COOTBETCTBHS MEIUIIMHCKOTO H3JeNusl 3TUM TpeboBaHusAM. CocTaB CBEJICHUM,
YKa3bIBAEMbIX B HOPMATHBHOW JOKYMEHTAIMHU, YTBEPKAAECTCSI PETUCTPUPYIOIITUM
OpraHowM;

"MPUHAJIEKHOCTD" - U3JIETIUE, HE SIBJISIONICECS MEIUIMHCKUM HU3JIEIIUEM,
ONPEAEIEHHOE €ro MPOU3BOAUTENEM JJisi COBMECTHOTO NMPUMEHEHUSA C OJHUM
WIM  HECKOJbKMMHM  MEIUIMHCKUMHM  U3ACIUSMH TIPU  HCHOJIb30BAaHUU
B COOTBETCTBUH C UX Ha3HAUCHHEM,;

"MpOU3BOIUTENH (M3rOTOBUTEID) MEIUILITHCKOTO n3aenus" -
IOPUIMYECKOE JIUIIO0 WJIA 3apPErUCTPUPOBAHHOE B KA4€CTBE WHIAWMBUIYaJTBHOIO
npeAnpuHUMaTens (GU3MYECKoe JIMIO, OTBETCTBEHHBIE 3a pa3paboTKy
U M3rOTOBJICHUE MEJIUIMHCKOTO HW3JEIusA, JEJalllue €ro JOCTYIHbIM
JUIS. WCTIOJB30BAaHUS OT CBOEr0 MMEHHM HE3aBHCHUMO OT TOro, pa3paboTaHO
U (WJIM) W3TOTOBJICHO MEIMIIMHCKOE HM3JIeNIe ATUM JIMIIOM WJIH OT €ro UMEHH
JIPYTUM JUIOM (JIMIIaMH), W HECYyIIHMEe OTBETCTBEHHOCTh 3a 0€30MMacHOCTb,
KauecTBO U 3PHEKTUBHOCTh MEIUIIMHCKOTO U3/IEIHS;

"MpOU3BOJCTBEHHAs IUIOMIAJKA" - TEPPUTOPUAIBHO 000COOJIECHHBIN
KOMIUIEKC, TIPEIHa3HAauYCHHBIN ISl BBIMOJHEHUS BCETO Ipollecca MPOU3BOCTBA
MEIMITUHCKOT0 U3JIENIUsI WM €T0 ONpeeNeHHbIX cTaauil. [loa onpeneneHHbIMU
CTaJIUSIMUA MPOU3BOJICTBEHHOTO MPOIIECCa TOHUMAKOTCS:

M3rOTOBJIEHHE BCEr0 MEIUIIMHCKOIO M3JEJIMS WIH €ro OCHOBHBIX OJIOKOB,
KpOME OCHOBHBIX OJIOKOB, SIBISFOIIUXCS MEIUIMHCKUMH  H3JETUSMH,
3apErucTPUPOBAHHBIMU B YCTAaHOBJICHHOM IOPAJIKE HA Tepputopun Poccuiickoit
denepanu, B TEPPUTOPUAIBHO 00OCOOJICHHBIX KOMILIEKCAX, BXOISIIUX
B OPTaHU3AIMOHHYIO CTPYKTYPY MPOU3BOAUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO
W3JICINS,

M3rOTOBJIEHHE TI0 JIOTOBOpaM CO CTOPOHHHMM  IPOU3BOJUTEIIEM
(MOAPSATYNKOM) BCErO MEIUIIMHCKOTO W3JCNIMS WM €ro OCHOBHBIX OJIOKOB,
KpOME OCHOBHBIX OJIOKOB, SIBISFOIIUXCS MEIUIMHCKUMH  H3JETUSMH,
3apErucTPUPOBAHHBIMU B YCTAaHOBJICHHOM IOPAJIKE HA Tepputopun Poccuiickoit
denepaunu;



CTEPWIM3ALNSA MEIUIMHCKOTO W3Jeaus (U1l METUIMHCKUX H3JICIIUH,
BBITTYCKAEMBIX B CTEPUIIBHOM BHUJIE);

MapKHPOBKAa MEIUIIMHCKOTO U3/eIus (MPU OCYUIECTBICHUH MAPKUPOBKHU
IPOU3BOIUTENIEM (MU3TOTOBHUTEIEM) MEAUIIMHCKOTO HU3/ICIIHS).

[Tonq ocHOBHBIMU OJIOKAMU TTOHUMAIOTCS W3JIENHs, KPOME 3alacHBIX
gacTeid MEIUIIMHCKOTO W3Jeus, BBIITyCKaeMble B oOOpalleHue OT HMEHH
IPOU3BOJUTENS (U3TOTOBUTENSI) PETUCTPUPYEMOTO MEAMIIMHCKOTO U3JIEIus,
MEXaHUYECKH HE€ CBSI3aHHBIC C JPYTMMH OCHOBHBIMH OJIOKAMH MEIUIIMHCKOTO
U3JIeNIUS  TPU  TIOCTABKE MEJMIIMHCKOTO M3ACNUs U 00eCleuynBarone
(YHKITMOHUPOBAHUE MEJIMIIMHCKOTO U3JIeNIs B COOTBETCTBUM C HA3HAUYCHHUEM.

[Ipou3BOACTBEHHON IUIOIIAAKOW MEIUIIMHCKUX W3JIEIUHA HE MOTYT
SIBJISATHCS 3JJaHUE, COOPYKEHHE, TOMEILIEHUE ¢ Ha3HaYeHUEeM "kuioe";

"perucTpanMoHHoe J0Che" - KOMIUIEKT JOKYMEHTOB, IPECTABISIEMbIi
3asBUTENIEM ISl TOCYJAapCTBEHHOM pETUCTpallMd MEIUIIMHCKOTO U3JIEIIus,
BHECEHHMS H3MEHEHUM B TaKW€ JOKYMEHTBI, OTMEHbl TIOCYJIapCTBEHHOU
pEruCTpallid MEIULIMHCKOTO M3JENUsl, a TaKX€ KONWUU PEIICHUM, MPUHATHIX
PETUCTPUPYIOIIUM OpraHoM M (eaepalibHbIM T'OCYIapCTBEHHBIM OFOKETHBIM
YUPEKJICHUEM, HaXOJSIIUMCS B BEJICHUU PETUCTPUPYIOIIEro opraHa (maiee -
AKCTIIEPTHOE YUPEKICHHUE), B OTHOIICHUH KOHKPETHOTO MEUIIMHCKOTO HU3/CIIHS;

"pEerucTpalMoOHHbIi  HOMEpP MEIUIMHCKOTO u3aenus’ -  KOJOBOE
o003Ha4YeHHe, IMPUCBAUBACMOE  MEIUIIMHCKOMY  M3JEJIUI0  TIPH  €ro
roCyJIapCTBEHHOM perucrpanuu, oJ1 KOTOPBIM OHO BHOCHUTCS

B TOCYJIapCTBEHHBI pEecTp MEAMIIMHCKUX H3JeIUd W  OpraHu3alui
(MHAUBUIYATbHBIX MpPEANpPUHUMATENEH), OCYIIECTBISIONMIUX IPOU3BOJICTBO
U M3TOTOBJICHHE MEIMIIMHCKUX W3JIeNUN (J1ajiee - TOCYJIapCTBEHHBIM peecTp),
U COXpaHsSIEMOE HEM3MEHHBIM MTPU 00pAIICHUH MEIUITMHCKOTO W3 /ICIIHS;

"TeXHUYECKas JIOKYMEHTAIUs IPOU3BOIUTEIIS (M3roTOBUTE)
MEJUIMHCKOTO u3Jenus" - JOKYMEHT (JIOKYMEHTBI), perjaMeHTHUPYIOIIHMA
KOHCTPYKIIMIO MEJUIIMHCKOTO HW3JACNHS, YCTaHABIMBAIOIMIUA TEXHUYECKHE
TpeOOBaHUSI W COAEpXKAIIMM JaHHBIE I €ro pa3pabOTKH, IPOU3BOJICTBA,
OPUMEHEHMS, OKCIUTyaTallud, TEXHUYECKOro  OOCIIyKWBaHHUS, PEMOHTA,
YTUIN3AIUU UM YHUYTOKEHHUS;

"TeXHUYECKHUE MCOBITAHUS MEIUIIMHCKOr0 U3JIeanus" - HCIBITaHUS
C IEJBI0 OMNpeJeNeHuss KayecTBa M 0€30MacCHOCTU MEJAMIIMHCKOTO H3JIeNus,
COOTBETCTBHSl €Tr0 XapaKTEPUCTUK (CBOMCTB) TpeOOBaHUSM HOPMATHBHOM
JOKYMEHTAIlMM, TEXHHUYECKOW W  OKCIUTyaTallMOHHOW  JIOKyMEHTallUuH
OPOU3BOJUTENS (M3TOTOBUTENS) M TPUHATHS TOCICAYIOIIETO  pelieHus
O BO3MOXXHOCTH TIPOBEJCHUS KIMHUYECKUX UCIIBITAHUM, TPOBEJICHHBIC



B aKKPEJAUTOBAaHHOW B HAIIMOHAJIBHOM CHUCTEME aKKPEIUTAIIMU HUCIBITATSIIbHOM
naboparopuu (IIEHTPE) C yUeTOM 00JIaCTH €€ aKKpEeIUTAIIUH;

"TOKCUKOJIOTUYECKHE  HMCCJIEIOBAHUI  MEIUIIMHCKOro  usgenusa’ -
VCCJIEIOBAHUS B IEJISIX OLIEHKH OMOJIOTMYECKOM OE30IMacCHOCTH MEIUIIMHCKOIO
U3JIeNIUS U TIPUHATHS TOCIEIYIONIEr0 PelieHus 0 BO3MOXKHOCTU TPOBEICHUS
KJIMHUYECKUX UCIIBITAHUM, MPOBEJICHHBIC B aKKPEJIUTOBAaHHON B HAIIMOHAIBHOM
CUCTEME aKKpeAUTAIlMd MCHBITaTeIbHOW JsabopaTopuu (IIEHTPE) C y4EeTOM
00J1aCTH €€ aKKpEIUTAINH;

"YIIOJTHOMOYCHHBIM  TIPEACTABUTENIb  MPOU3BOJUTENS  (M3TOTOBUTEIIS)
MEJUIMHCKOTO U3JIeNusa" - IOPUIWYECKOE JIMII0 WM 3aperuCTPUPOBAHHOE
B KauecTBE WHIUBHAYAJBLHOTO IMpeANpUHUMATENs  (PU3HUYECKOe JIHIO,
aBisomuecs  pesugeHtamu  Poccuiickoii  Denepanuu,  yHOJIHOMOYEHHBIE
IPOU3BOJIUTENIEM (U3TOTOBHUTENIEM) MEIUIIMHCKOTO W3NS TPEACTABIATh
€ro HMHTEPEeChl [0 BOMNpocaM  OOpalieHuss  MEAMIIMHCKOTO  W3JIeus
Ha Tepputopuu Poccuiickori denepaiiuu, B TOM YUCJIE IO BOTIPOCAM MPOLETYP
OIICHKH COOTBETCTBHUS M IOCYAapPCTBEHHON PErUCTpaIlUu;

"SKCIUTyaTallMOHHAs JOKYMEHTAIMsl TPOU3BOJUTENS (M3TOTOBUTEIIS)
MEIUIIMHCKOTO u3enus" - JOKYMEHT (JIOKYMEHThI), TpeaHa3HAYCHHBIH
JUIS. O3HAKOMJICHHUSI TIOTPEOUTENSI C KOHCTPYKIHMEH METUIIMHCKOTO H3CIHs,
pEerIaMEHTUPYIOIIMNA  YCIIOBUS W MpaBWja dKCIUTyaTaluu  (MCIOJIb30BaHUE
0 Ha3HAYEHUIO, TEXHUYECKOE OOCTy)XHMBaHHUE, TEKYIIUH PEMOHT, XpaHCHHE
U TPaHCIOPTHPOBKA), TapaHTUPOBAHHBIC TMPOU3BOJUTENEM (U3TOTOBUTEIIEM)
3HAYCHHUS OCHOBHBIX TMapaMeTPOB, XapaKTEPUCTHUK (CBOMCTB) MEIUIIMHCKOTO
U3JIeNIMs, TapaHTUMHBIE 00s3aTEIbCTBA, a TAKXKE CBEJACHUS O €ro yTHIM3alUH
WM YHUYTOXXEHUH,

"9JIEKTPOHHBI KaOWHET 3asBUTENSA" - CEpPBUC B aBTOMATU3WPOBAHHOMU
UH(GOPMAIIMOHHONW CHCTEME PETMCTPUPYIONIEr0 OpraHa B HH(POPMAIMOHHO-
TeleKOMMYyHUKaImoHHoM cetu "WuTepuer" (mamee - cerb "HHrepHer"),

MO3BOJISIIONIUIN 3asBUTEIIO TOCJE MPOXOXKICHUS MPOILEeAypbl UACHTU(PUKALINU
U ayTeHTU(UKAIMU OCYIIECTBIISITh B3aUMOJACHCTBUE C PETUCTPUPYIOIIUM
OpraHoM, a TakKXe IMOJYYUTh JOCTYIl K CBEIEHUAM M JOKYMEHTaM,
coJiepKalllUMCsl B PETUCTPALlMOHHOM JIOChE, B CIydasx, NPeIyCMOTPEHHBIX
HacTosiiumu [IpaBuiiamu;

"37IeKTPOHHBIA 00pa3 JOKyMeHTa" - JOKYMEHT Ha OyMa)KHOM HOCHUTEIE,
npeoOpa3oBaHHbII B JJIEKTPOHHYHO  GopMy  IMyTeM  CKaHUPOBAHMUS
C COXpPaHEHHEM €r0 PEKBU3UTOB;

"3(hPeKTUBHOCTH MEIUIIMHCKOTO M3/eNHUs" - CTIOCOOHOCTh MEUIIMHCKOTO
U3JIeJUsl COOTBETCTBOBATh HA3HAYEHHUIO, YCTAHOBJICHHOMY IPOU3BOIUTEIEM



(u3roroButrenemM). DPGEKTUBHOCTb MEIUIIMHCKOTO HW3JENUsl MOJATBEPKIACTCS
NPAKTUKOW KJIMHUYECKOTO TMPUMEHEHHS, B TOM 4YHUCJIE KIMHUYECKUMHU
UCIIBITAHUSIMHU.

5. 'ocynapcTBeHHas perucTpaiys MEIUIUHCKUX U3eNui, TOTBEPKICHUE
3 ()EKTUBHOCTH KOTOPBHIX TpeOyeT MNpoBeNeHUs KIMHUYECKUX HCIBITAHHUM
C y4YacTHMEM YeJIOBeKa M TOJYYEHHUs pa3pelieHusi PerucTpUpYIOIIEro OpraHa
Ha TPOBEJICHHE KIMHUYECKUX HCHBITAHUN, OCYIIECTBISETCS B COOTBETCTBHUHU
¢ myHKTamu 63 - 86 Hactosmux [TpaBui.

['ocynapcTBeHHas! perucTpaius MEJUIMHCKUX U3/, TOATBEPKICHUE
3G ()EKTUBHOCTH KOTOPBHIX HE TpeOyeT MPOBEACHHUS KIMHUYECKUX HUCIBITAHHM
C y4acTHEM YeNIOBeKa WJIM MOJYyUYEHUs Pa3pelleHUs] perucTPUPYIOIIEro opraHa
HAa  TNPOBEJEHUE TaKUX  KJIMHUYECKUX  HUCIBITAaHUH,  OCYIIECTBIISETCS
B COOTBETCTBUU ¢ MyHKTamu 87 - 100 HacTtosimux [IpaBu.

BreceHne n3MEHEHH B JOKYMEHTBI, COIEPKAIIUECS B PETUCTPAIIMOHHOM
JIOChE€, OCYIIECTBJISIETCSI B COOTBETCTBUM C myHKTamu 112 - 118 HacTtosimux
[IpaBua B OTHOILIEHWH M3MEHEHU, HE TPEOYIOIIUX MPOBEIACHUS DKCIEPTHU3BI
KayecTBa, dA(PPeKTUBHOCTH U  0€30MACHOCTH  MEAMIIMHCKOTO  M3JeNus,
U B coOTBeTCTBUM C NyHKTamHu 120 - 133 Hactosimux [IpaBun B OTHOIIEHUU
U3MEHEHHM, TpeOyoUMX MPOBEICHUS IKCIEPTU3bl KauecTBa, PGEKTUBHOCTH
1 6€30MacCHOCTU METUIIMHCKOTO U3IEIIHSL.

BreceHne n3MEHEHH B JOKYMEHTBI, COIEPKAIIUECS B PETUCTPAIIMOHHOM
J0Che, Ha TporpaMMHOe oOecreueHue ¢ NPUMEHEHHEM TEeXHOJOTui
HUCKYCCTBEHHOT'O  HMHTEIJIEKTa,  SIBJSIONIEECS  MEAMIIMHCKUM  H3JIEJIHEM,
OCYIIECTBJISIETCSI B COOTBETCTBUM € MyHKTamu 112 - 118, wumu 120 - 133,
unu 135 u 136 Hactosiuux [IpaBuo.

['ocynapcTBeHHast peructpanus MEAUIMHCKUX W3ACNUA  TPOBOIUTCS
Ha OCHOBAaHUU PE3YyJbTATOB TEXHUYECKUX MCIBITAHUNA, TOKCHUKOJIOTHYECKUX
UCCJIeIOBAHUM, KIMHUYECKUX HCIBITAHUN, TPEICTaBIAIONINX CO00U (DopMbI
OLICHKM COOTBETCTBHSI MEIMIIMHCKUX M3ACIUA C Y4YeTOM KiIacCU(pUKAILNU
B 3aBUCUMOCTH OT MOTEHLUAIBLHOTO PUCKA UX MPUMEHEHUs, NHCIIEKTUPOBAHUS
NPOM3BOJICTBA, aHalW3a  JOKA3aTeNbHBIX  MAaTE€pPUAlIOB  MPOU3BOIUTEIS
(M3roToBUTESN) MEIUIUTHCKOTO u3zienus, AKCIIEPTHU3BI KauecTBa,
3¢ PeKTUBHOCTH W  0OE€30MACHOCTH MEJUIMHCKUX M3ACIUA C  Y4YEeTOM
KJaccu(UKAIMU B 3aBUCUMOCTH OT MOTEHIIMAIBHOIO PHUCKAa MX MPUMEHEHWS,
a TakKe WCHBITAaHUM B MENAX YTBEPXKICHUS THUNA CPEACTB H3MEPEHHI
(B OTHOUIEHUU MEIUIMHCKUX W3JIENUN, OTHOCAIIUXCS K CPEJCTBAM HM3MEPECHHI
B c(hepe rocyAapCTBEHHOr0 peryJupoBaHusi 00ecreueHus eJMHCTBA U3MEPEHHUI,



nepeyeHb  KOTOPBIX  YTBEpXKJIaeTcss MUHUCTEPCTBOM  3/IpaBOOXPaHEHUS
Poccuiickoit @eneparun).

6. Knuanyeckre WCHBbITaHUS MEIUIIMHCKUX H3ACIHN (32 UCKIIOYCHUEM
MEJUIMHCKUX U3JICTTUN JJISI TUAarHOCTUKH 1N Vitro) IpOBOJATCS B MEIUITUHCKUX
OpraHU3aIUgIX, OTBEUAIOIINX CIETYIONUM TPEOOBAHUSIM:

a) HAIMYKME JIMIEH3UU Ha OCYIIECTBICHHUE MEIUIMHCKOW JEATEIbHOCTU
C yKazaHHeM TepedHs padboT (yCayr), COCTaBISIONIUX MEIUIMHCKYIO
JeATeNTbHOCTh, UCXOJs U3 Ha3HAYEHUS U O0JACTH NMPUMEHEHUS MEIUITUHCKUX
U3JIeJIMHA, B OTHOIIIEHUH KOTOPBIX MPOBOJISATCS UCIIBITAHUS;

0) HaIMYKMe B YCTaBe MEIUIIMHCKOW OpraHu3alliyd CIEAYIOUIUX BHUJIOB
JIESITEIILHOCTH:

Hay4Has (Hay4HO-MCCJIeI0OBATENIbCKAs) IESITEIHHOCTh;

MPOBEJICHNE KIMHUYECKUX UCTIBITAHUN METUIIMHCKUX U3ICIIHH;

B) HaJIMuue OT/eleHUs (IajaThl) MHTEHCUBHOW Tepanuu W peaHUuMalluu
(B ciyuae TpOBEACHUA KIMHUYECKUX HCIBITAHUA MEIUIIMHCKUX W3ICIIUM
C ydacTHEM 4YeJlOBeKa B KaueCcTBE CyObeKTa, OTHOCSIIMXCS K KiaccaM 20 u 3
B 3aBUCHUMOCTH OT IMOTEHIIMAIBHOTO PUCKA IPUMEHEHHUS);

r) o0OecrieueHne 3anuThl KoH(DUAeHITMaIbHON nHpOopMaIy;

J1) HAJIMYUE CTAHJAPTHBIX OMEPAIMOHHBIX IMPOIEIYP, PErIAMEHTHUPYIOIINUX
POBEJICHNE KJIMHUYECKUX UCIIBITAHUM METUIIMHCKUX U3JEIUH, OXBAaThIBAIOIIUX
B TOM YHCJIE:

KBaJIM(PUKAIIMOHHBIE TpeOOBaHUS U 00yUYEHHUE MepCoHaa;

B3aHUMOJICHCTBHE C KOMUTETOM I10 THKE;

nosryueHue HHGOPMUPOBAHHOT'O COTJIACHS;

MOPSOK MIPOBEJCHUS KIMHUYECKUX UCTIBITAHUM;

BEJICHHE U YUeT JOKYMEHTAIIUU KIIMHUYECKOTO UCTIHITAHMUS;

MPOIIEAYPHI, CBSA3aHHBIE C CO3/JaHUEM W Bepudukamuein Habopa JaHHBIX
JUISL TIPOBEJICHUS KJIMHUYECKUX MCIBITAHUNH MPOTPaMMHOTO OOecIeueHus
C TPUMEHEHHEM TEXHOJIOTUA MCKYCCTBEHHOTO WHTEIJIEKTa, SBIISIOIIETOCS
METUIIMHCKUM H3JIeJueM (B cllydae MPOBEACHUS TAKUX UCIIBITAHUMN);

¢) o0ecrieueHre BHECEHHMS CBEJEHUM O TIPOBEJACHHBIX HCIBITAHUIX,
BKJIFOYAsi CBEJCHHUS O BBIJIAHHOM aKT€ OIIEHKH pe3yJIbTaTOB KIMHUYECKUX

UCIBITAHUM, B ABTOMAaTHU3UPOBAHHYIO  MH(POPMAIIMOHHYIO  CHUCTEMY
PETUCTPUPYIONIETO OpraHa B TOPSJIKE, YCTAHOBIEHHOM PErUCTPUPYIOIIUM
OpraHom;

) HalTu4yue y CHEIUAMCTOB MEIUITUTHCKON OpraHu3alluu,

HCIIOCPCACTBCHHO IIPOBOIAIINX TIMPOHCAYPBI, CBA3dHHBLIC C KIMHUYCCKHMU
HUCIIBITAHUAMU, WINW IIPHUHUMAONIUX PCIICHHUA, CBA3AHHBIC C KIMHUYCCKHMU



UCIIBITAHUSIMHU, BBICIIET0 MEIUIIMHCKOTO OOpa30BaHUs 10 CHEUAIbHOCTH
B COOTBETCTBMM C OO0JIACTBIO MEIMIIMHCKOTO TPUMEHEHUS] MEIUIIMHCKOTO
U3JIEIHSL.

7.K  MeAMIIMHCKUM  OpraHM3alusM, [POBOJASAIIMM  KIMHUYECKUE
UCIIBITAHUS] MEAUIIMHCKUX U3JEIUI I JUArHOCTUKH 1n VItro, MpeabsaBIsSIOTCS
cienyroiue TpeOoBaHus:

a) HAIMYUE JIMIEH3UM Ha OCYILIECTBIEHUE MEAUIIMHCKON NeSITeIbHOCTU
1o 1TaOOpaTOPHOM AMArHOCTUKE U KIIMHUYECKOW J1a00paTOPHOI TMarHOCTHKE;

0) HaJM4Ke B yCTaBe MEIUIMHCKOW OpraHU3allMM CIEAYIOIIMX BUIOB
NEeSITeIbHOCTH:

Hay4Hasl (Hay4HO-UCCIIeI0BATENbCKAs) 1eATeIbHOCTD;

MPOBEICHUE KIMHUYECKUX UCTIBITAHUN MEIUIIMHCKUX U3JIeTTUH;

B) o0ecrieueHune 3auThl KOHPUAECHIIMATbHOU HHpOpMaIUK;

) HATMYKUE CTaHJIAPTHBIX OMEPAIMOHHBIX MPOLELYpP, PEriJaMeHTHUPYIOLIX
POBEJICHUE KIMHUYECKUX UCTIBITAHUN MEIUIIMHCKUX U3/NIUNA, OXBATHIBAIOIIUX
B TOM YHCJIE:

KBaIM(PUKAIIMOHHBIE TpeOOBaHUs U 00yUYeHHE MepCcoHaa;

MOPSJIOK MMOBEPKU U KAIUOPOBKU 000PYI0BAHUS;

MOPSJIOK MPOBEACHUS KIIMHUYECKUX UCTIBITAHUIT;

BEJICHUE U yUeT JOKYMEHTAIMN KIMHUYECKUX UCTIBITAHUMA;

1) obecriedeHre BHECEHUS CBEJACHUM O TMPOBEAEHHBIX KIMHUYECKUX
UCIIBITAHUSX, BKJIIOYAs CBEJEHUS O BBIJAHHOM AaKTe OIEHKH PE3yJbTaTOB
KJIMHUYECKUX HCIBITAHUM MEIUIIMHCKOTO W3JEeNHs i1 JUArHOCTUKH 1n Vitro,
B aBTOMATU3MPOBAHHYIO MH(DPOPMALIMOHHYIO CUCTEMY PETUCTPHUPYIOLIEr0 OpraHa
B MOPSIJIKE, YCTAHOBJICHHOM PErUCTPUPYIOIIUM OPraHOM;

€) HAJIMYKE y CIEIUAIUCTOB METUIIMHCKON OpraHu3allui, HEMOCPEICTBEHHO
OPOBOJSIINX MPOLEAYPbl, CBSI3aAHHBIE C KIMHUYECKUMHU HCHBITAHUAMH,
WIM TPUHUMAIOIIUX PEIIEHUS, CBS3aHHbIE C KIMHUYECKUMH HCHBITAHUIMH,
BBICIIIETO MEAMIIMHCKOTO 00pa3zoBaHus MO0 cpenHero mnpodeccruoHaIbHOTo
MEIUIIMHCKOTO 00pa30BaHUsl MO CHEIHAIbHOCTH B COOTBETCTBUU C 00JIACTHIO
MEIUITMHCKOTO MPUMEHEHUS METUIIMHCKOTO U3EIIHS.

8. YcraHoBieHHe COOTBETCTBUS MEUIUHCKON OpraHu3aluu
TpeboBaHUsM TYHKTOB 6 u (mim) 7 wHactosmmx [IpaBun ocymiecTBisieTcs
PETHCTPUPYIOIIMM  OpraHOM B HENSIX  NPU3HAHUS  KOMIIETEHTHOCTHU
MEIUIIMHCKONW  OpraHu3allii B MPOBEJCHUU KIMHUYECKUX  HUCIBITAHUM
MEIUIIMHCKUX U3JIeTUd TI0 COOTBETCTBYIOLIEMY MPOMUI0 MEIUIIMHCKOM
MIOMOIIY, OKa3bIBAEMON MEIUIIMHCKON OpraHu3alfei.



Peructpupytonuii opraH OCylIECTBIISIET BEJCHUE NMEPEUHST MEAUITMHCKUX
OpraHu3allvii, MPOBOMASIIUX KIMHUYECKHE MWCHBITAHUA, U pa3MeIlaeT ero
Ha cBoeM o(duImaabHOM caiite B ceTu "MuTepHet".

9. MenuuuHcKkasi opraHusanusi, IaHUpyrouas NpOBOAUTh KIMHUYECKUE
UCIIBITAHUS] METUIIMHCKUX U3JIEIHM, IPEJICTABISAET B PErUCTPUPYIOIINI OpraH ¢
UCIIOJIb30BaHUEM (eIepalibHON TOCYIapCTBEHHOW MH(GOPMAIIMOHHONW CUCTEMBI
"EnuHbId TIOpTaN TOCYAapCTBEHHBIX W MYHUIMHOANBHBIX yCayr (pyHKImif)"
3asiBJICHME O HAMEpPEHUU MPOBOAUTH KIMHUYECKHE HCIIBITAHUS MEIUIIMHCKUX
U3JIeJUI U TIOKYMEHTBI, YKa3aHHble B yHKTe 11 nHacrosmux [IpaBun, B dhopme
AJIEKTPOHHBIX  JIOKYMEHTOB  WJIM  DJEKTPOHHBIX 00pa3oB  JIOKYMEHTOB,
NOJIMUCAHHBIX YCUJICHHOW KBAIM(PUIIMPOBAHHONW AJIEKTPOHHON IMOJIHUCHIO
WIM YCUJICHHOW HEKBAJIU(DPUIIMPOBAHHON 3JIEKTPOHHOM MOANKCHIO, CePTU(UKAT
KJII0Ya MPOBEPKHM KOTOPOM CO3JIaH U HCIMOJIb3yeTcss B HMHPPACTPYKType,
oOecrieunBaroie MH(OPMAIMOHHO-TEXHOJIOTUYECKOE B3aMMO/ICCTBHE
UH(GOPMAITMOHHBIX CHUCTEM, UCIIOJIb3yEMbIX LISt pe10CTaBICHUS
roCyJapCTBEHHbIX W MYHUIMIAIBHBIX YCIYr B 3JIEKTPOHHOU (opme,
B yctaHoBjeHHOM [IpaButensctBoM Poccuiickoit deneparuu nopsake (naiee -
3asiBJICHUE O MPOBEJACHUM KIMHUYECKUX UCTIBITAHUMN).

10. B 3asBieHUH O MPOBEJACHUM KJIMHUYECKUX UCIBITAHUI YKa3bIBAIOTCS
CJIEIYIOIIME CBEICHUS:

a) MOJHOE M COKpalleHHoe  (MpM  HaJW4uM)  HAMMEHOBaHUS,
B TOM 4ucjle (QUPMEHHOE HAUMEHOBAaHME, OpPraHMU3alMOHHO-NIpaBoBas (opma
MEIUIIMHCKOM OpraHu3alliM, aJpec MeCTa HAXOXKICHHUsS, a TakKe HoMepa
TeaeOHOB W ajipeca DJJIEKTPOHHOW TMOYTHl MEAUIIMHCKONM OpraHu3aiuu
(Ipu HATMYHH ),

0) pEeKBU3UTHI JIULIEH3UU HAa MEIUIIMHCKYIO JESTEIHHOCTD;

B) UACHTU(UKAIIMOHHBI HOMEP HAJIOTOIUIATEIIbIINKA;

r) mepedyeHp  padbor (yciayr) B COOTBETCTBUM C  JIMIICH3UEH
Ha OCYUIECTBJICHUE MEIUIIMHCKOM IeITeIbHOCTH;

1) “HpOpMaIKsl O HATUYUK (OTCYTCTBUM) aKKpEAUTAIIMU B HAIIMOHAIBHOU
CUCTEME AaKKpEIUTAllMM B KayeCTBE HCHBITATENbHON Jiabopatopuu (LEHTpa)
U (WIM) MEAWIMHCKOW Jabopatopun (Il MEIUIMHCKUX  OpraHU3allui,
IPOBOISITUX KIIMHUYECKHE UCTIBITAHMUS MEUIUHCKIX U3JIeTui
JUTSL AIMArHOCTHKY 1n Vitro);

€) CBEeJICHUS 0 CaHUTAPHO-IIUAEMHUOIOTUYECKOM 3aKITIOYCHU U
(c yxazaHweM HOMepa M JaTbl) O COOTBETCTBHUM CAHUTAPHBIM IIPaBUIIAM
MOMEILIEHUIH, HEOOXO0IUMBIX LTSt BBITIOJIHEHUS pabor (ycayr)
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OpU  OCYIIECTBIEHUU MEIUIMHCKONW JEATENbHOCTH IO aHECTE3UOJIOTHH
U pEaHUMaToJoruu (32  HCKIIOYEHUEM  MEIUIMHCKUX  OpraHU3alluii,
IPOBOISITUX KIIMHUYECKHE UCTIBITAHMUS MEUIUHCKIX U3JIeTTui
JUTSL AIMArHOCTHKY 1n Vitro);

) CBEJICHHUS 0 CaHUTAPHO-IMUAEMHUOJIOTUYECKOM  3aKJIFOUEHUU
(c yxazaHweM HOMepa M JaTbl) O COOTBETCTBHUM CAHUTAPHBIM IIPaBUIIAM
MOMEILIEHUIH, HEOOXO0IUMBIX LTSt BBITIOJIHEHUS pabor (ycayr)
OpU  OCYILIECTBIECHUU MEIUIIMHCKON  JesATeIbHOCTH 10  JabopaTopHOit
JMArHOCTUKE, KIMHUYECKOW J1abopaTOpHOW IUAarHOCTUKE (11 MEIUIIMHCKUX
OpraHu3aliii, MPOBOASIINX KIMHUYECKUE HCIBITAHUS MEIUIMHCKUX H3JEIH
JUTSL AIMArHOCTHKY 1n Vitro);

3) CBeJIeHUs 0 CaHUTAPHO-IIUAEMHUOJIOTUYECKOM 3aKITIOYCHU U
O COOTBETCTBUU YCJIOBUI BBINOJHEHUS PaObOT ¢ OMOJIOTHYECKUMHU BEIlECTBAMH,
OMOJOTUYECKUMH U MHKPOOHOJIOTUYECKUMU OpPraHU3MaMHU M HUX TOKCHHAMHU
CaHUTApHBIM TMpaBWiaM (I MEAUIMHCKUX OpraHu3aluid, MPOBOJSAIIUX
KJIMHUYECKUE UCTIBITAaHUSI MEAUIIMHCKUX U3JIEIUH I TUAarHOCTUKH in Vitro);

1) PEKBU3HUTHI JIOKYMEHTOB, MOITBEPKIAOLITUX COOTBETCTBHE
CHEIUATUCTOB MEJMIMHCKOW OpraHu3allii, HENOCPEICTBEHHO MPOBOISAIIUX
POLEYpPhI, CBA3aHHBIE C KIMHUYECKUMU HCHBITAHUSIMH, WIM TPUHUMAIOLIIUX
pEelIeHHs, CBSI3aHHbIE C KIMHUYECKUMU UCHBITAHUSIMHU, TPEOOBAHUAM
noanyHkTa "x" myHkTa 6 u (unu) noanyHkrta "e" myHkra 7 Hactosmux [IpaBun,
C yka3zaHueM (pamMuiauil, UMEH U OTUecTB (IIPU HAJIMYMM) CICLUATUCTOB, AT
POXJIEHUs, YpPOBHA 0Opa30BaHUs, HAMMEHOBAHUS CIEIUAJIBLHOCTH, CEPUU
U HOMEpa JOKYMEHTa 00 00pa3oBaHUU, €ro JaThl, a TAKXKE CTPAXOBOI'0 HOMEpPA
WUHAUBUIYAJbHOTO JUIIEBOTO CUETA.

11. Jlng  ycTaHOBIEHUS COOTBETCTBUSI MEIUIIMHCKUX OpraHu3aiui
TpeOOBAHUSAM, MPEAbIBISIEMbIM K MEIUIIMHCKUM OPraHU3alMsiM, TIPOBOSIIUM
KJIMHUYECKUE UCTIBITAHUS MEAUIIMHCKUX U3JCNIUNA, MEIUIIMHCKON OpraHu3aluei
NPEJICTABIAIOTCS  CIEAYIONIMEe  JOKYMEHTBI, 3aBEPEHHbIE  MEIUIIMHCKOM
OpraHu3allieil B yCTAaHOBJICHHOM IMOPSAKE:

a) KOMHUH JIOKYMEHTOB, MOATBEPKIAIOIINX HAJU4He OTJeiIeHUs (manarhl)
MHTEHCUBHOM Tepanuu M peaHuMaluu (B Ciiy4ae MpPOBEICHUS KIMHUYECKUX
UCIIBITAHUN MEAUIIMHCKUX M3JIENUI C y4acTHEeM YeJIoBEeKa B KauecTBe CyObeKTa,
OTHOCAIIMXCS K KjaccaM 20 W 3 B 3aBUCHMOCTH OT MOTEHIIMAIBHOTO PHUCKA
IPUMEHEHMUS );

0) KOIUS YTBEPKJIEHHOTO PYKOBOAMTENIEM MEAMIIMHCKON OpraHu3aiuu
JOKYMEHTa, YCTAHABJIMBAIOIIETO0 KOEYHBbIH (OHA, CTPYKTYpy U IITaTHOE
pacnucaHue MEJUIMHCKON OpraHu3allny;
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B) KOMMMK  JOKYMEHTOB,  MOATBEPXKIAIOIIUX  HAIMYME  KIMHUKO-
JMArHOCTUYECKON (IMarHOCTUYECKON) JTabopaToOpuu C yKa3zaHUEM ee MpoQuis
(mnmst MEOUIMHCKUX OpraHu3alui, MNPOBOISIIMX KIMHUYECKHE MCIBITAHUS
MEUIIMHCKUX W3JACJIMK JI1 TUarHOCTUKH 1n Vitro);

') KOMUST YTBEPXKJIEHHOTO PYKOBOJUTEIEM MEAMIIMHCKON OpraHu3anuu
JOKyMEHTa, YCTaHABJIMBAIOIIETO TMOPSIAOK palboThl € KOH(UIEHIUAIBHOM
uHdopManuei;

1) KOMMM CTaHJAPTHBIX OMEPaIMOHHBIX MPOLEIYp, PErJaMEeHTHUPYIOIINX
NPOBEJIEHUE KIIMHUYECKUX UCIIBITAHUN MEAUIIMHCKUX U3JIETHi;

€) KOMHsI YTBEPKJACHHOIO0 PYKOBOJHUTEIEM MEAMIIMHCKON OpraHu3anuu
JOKYMEHTa, YCTaHABIMBAIOIIETO MOPSAIOK MEpeaaun CBEIEHU O MPOBEICHHbIX
KJIMHUYECKUX HCIBITAaHUSAX, BKJIOYas CBEJACHUS O BBIJAHHOM AaKT€ OIEHKH
pE3yNbTaTOB KIIMHAYECKHUX UCTIBITaHUH, B aBTOMAaTU3UPOBAHHYIO
uHpopmalmonnyto cucremy dDenepaibHONM CIyKObl MO Haa30py B cdepe
3/IpaBOOXPaHEHUS;

) KOIMK JIOKYMEHTOB, MOJTBEPKIAIOUIUX COOTBETCTBUE CIIELIUAIMCTOB
MEIUIIMHCKON OpraHu3alii, HEMOCPEJICTBEHHO MPOBOSAIIUX MPOLEIYPHI,
CBS3aHHBIE C KIMHUYECKUMH HCIBITAHUSAMH, WIM NPUHUMAIONINX PEIIeHHUs,
CBSA3aHHBIE C KIMHUYECKUMHU HCIBITAHUSAMU, TpeOOBaHUSAM MOJMyHKTa 'K
nyHkra 6  u (wam)  nmoamyHkrta "e"  myHkTa 7  Hacrosmux  [IpaBun
(npencTaBisitOTCST B Cllydae, €CJId JIOKYMEHTBHI IMOJIy4eHbl CHeIHaIuCTaMU
10 1992 rona, unu BeIIaHbl ClIeUAINCTaM 00pa30BaTebHBIMU OpraHU3alUsIMHU,
BXOJIAIIIMMU B COCTaB CUJIOBBIX CTPYKTYP WJIM BOCHHBIX Be1oMCTB Poccuiickoii
denepanyu, WK MOJTYUYEHBI CIEIHAIUCTAMU 32 PyOEKOM).

12. MeauiMHCKass OpraHu3alisi BIIpaBe IMPEACTaBUTh JIOKYMEHTHI,
CBEJICHUSI O KOTOPBIX YKa3bIBAIOTCS B 3asBJICHUU O MPOBEACHUU KIMHUYECKUX
UCIBITAHUM B CcOOTBETCTBUM ¢  mOyHkToMm 10  Hacrosumx  [lpaBuin,
0 COOCTBEHHOI MHUIIMATHBE.

Peructpupytonuii  opran He BIpaBe TpeOoBaTh MpeACTaBICHUS
JOKYMEHTOB M WH(pOpMAIMU, KOTOpPbIE HAXOJATCS B PACIOPSKEHUU OPraHOB,
NPEIOCTABISIONIUX TOCYJIapCTBEHHbIE YCIYTH, OPraHOB, MPEIOCTABISIOIINX
MYHHIIMTAIbHBIE YCIYTH, UHBIX TOCYAApPCTBEHHBIX OPIaHOB, OPraHOB MECTHOTO
caMOyIpaBjieHUus: JIMOO TIOJIBEIOMCTBEHHBIX TOCYJApPCTBEHHBIM OpraHam
WIM oOpraHaM MECTHOIO CaMOYIpaBJ€HUs OpraHu3aluid, Y4YacTBYIOLIUX
B MIPEIOCTABIEHUH TOCYAAPCTBEHHBIX M MYHUIIMITAJIbHBIX YCITYT.

Peructpupytonuii opraH He BrpaBe TpeOOBaTh OT MEAUIIMHCKON
OpraHu3alluy TPeJICTaBIICeHUs JOKYMEHTOB, HE MPEAYyCMOTPEHHBIX IMyHKTOM 11
HacTosiux [IpaBu.
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13. JlokymeHTbl, yka3aHHble B MyHKTe 11 Hactosimux IlpaBui, HOJKHBI
ObITh BBIIIOJIHEHBl B MHOTOIIBETHOM (opMare C pa3pelieHueM HE MEHee
300 Ttouyek Ha mAroiiM B popmare *.pdf ¢ TEKCTOBBIM CI0E€M C BO3MOKHOCTBIO
BBIJICJICHUS U KOIUPOBAHUS OJIOKOB, a TAK)KE OCYIIECTBIIECHUS MTOUCKA.

Pasmep mo0oro u3 ¢aijgoB JOKYMEHTOB, YKa3aHHBIX B HAaCTOSIIEM
yHKTE, HE JI0OJbKeH npeBbimatsh 100 M6.

3asBlICHHME O IMPOBEJCHUHU KIMHUYECKUX HWCMBITAHUMA W JIOKYMEHTHI,
IpeJ/ICTaBIIEHHbIE MEIUIIMHCKOW OpraHu3alyeld B COOTBETCTBUU C MyHKTOM 11
HacTosiiux [IpaBuii, MPUHUMAIOTCS M PETUCTPUPYIOTCS PETUCTPUPYIOIIUM
OpraHoOM B JIEHb UX MOCTYIUJICHUSI.

14. Peructpupytoliii opraH B CpOK, He TmpeBblmarommii 20 pabounx
JTHEHN CcO JHS MOCTYIUICHUS 3asBJICHUSI O MPOBEICHUH KIIMHUYECKUX UCIBITAHUM
U JIOKYMEHTOB, IIPEJICTaBJIEHHBIX MEIUIIMHCKON OpraHu3aiueil B COOTBETCTBUU
¢ nyHkroM 11 nHacrosmux [IpaBuin, paccMaTpuBaeT X, MPOBOAMUT MPOBEPKY
MOJIHOTBI U JIOCTOBEPHOCTH COJIEPKAIUXCA B HHUX CBEJIEHUU, MPOBEPKY
COOTBETCTBHUS MEIUIIMHCKOW OpraHu3alu TpPeOOBaHUSAM K MEIUIUMHCKUM
OpraHu3alusIM, TPOBOASIINM KIMHUYECKUE UCTIBITAHUS MEIUIIMHCKUX U3/IEIH,
YCTaHOBJICHHBIM NTyHKTaMu 6 u (unu) 7 Hactosmux [Ipasui.

[IpoBepka y4peIUTEIbHBIX JOKYMEHTOB W HAJMYUS Y MEAUIIMHCKON
OpraHu3allud JIMIIEH3UM Ha OCYIIECTBIEHWE MEAMIIMHCKON JeATeIbHOCTH
B COOTBETCTBUU C O00JACTbIO MEIUIMHCKOTO MPUMEHEHUS MEIUIMHCKUX
U3JIEJIUI  OCYIIECTBIIIETCS PETHCTPUPYIOUIMM OPraHOM C HCIOJIb30BAHHEM
€ANHOW CHUCTEMBbl MEXBEJOMCTBEHHOTO DJIEKTPOHHOTO  B3aMMOJICHCTBHUS
U TOJKIIOYAeMbIX K HEW pEeruoHalbHbIX CHCTEM MEXBEJIOMCTBEHHOTO
AJIEKTPOHHOIO  B3aUMOJIEHCTBUS WM IO MEXKBEJIOMCTBEHHOMY 3alpocy
PETUCTPUPYIONIETO OpraHa.

15. Peructpupytonuii oprai B CpOK, HPEAYCMOTPEHHBIM NyHKTOM 14
HacTosiimux  [lpaBwi, TpUHUMaeT  pelleHHe O  COOTBETCTBUU  WIIH
HECOOTBETCTBUM MEJIUIIMHCKON OpraHu3aiuid TpeOOBaHUSIM K MEIUIIUMHCKUM
OpraHu3alusIM, TPOBOASIINM KIMHUYECKUE UCTIBITAHUS MEIUIIMHCKUX U3/IEIH,
YCTaHOBJIGHHBIM TyHKTaMu 6 wu (wim) 7 Hactosiimux I[lpaBui, KoTopoe
o OpMIISIETCSI COOTBETCTBYIOIIMM PEIICHUEM.

16. B cnydae mNpUHATHA pEUIEHUS O COOTBETCTBUHM MEAUIIMHCKOMN
OopraHu3aluy TpeOOBaHUSIM, YCTAHOBJICHHBIM IyHKTaMH 6 U (WJIM) 7 HACTOSAILIUX
[IpaBun, perucTpupyromuii opraH B JIeHb MNPUHATHA YKA3aHHOTO pEIICHUS
BHOCUT CBEJICHHMS O MEIMIIMHCKON OpraHu3alii B IepeYeHb MEIUIIMHCKUX
OpraHu3aluii, TPOBOAIIUX KIMHUYECKUE HUCTBITAHUS MEIUIIMHCKUX HM3JIEIH,
U cooOlIaeT MEAMIIMHCKON OpraHu3alid O BKIKYEHHWH B TMEpPEYCHb
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MEIMIIMHCKUX  OpTaHW3alfii, MPOBOJANIMX  KIWHUYECKHE  HCIIBITAHHS
MEIMIIMHCKUX  W3JeTUiH, TOCPEACTBOM pa3MEIIEHUS COOTBETCTBYIOIIECTO
YBEJIOMJICHHS B €TUHOM JIMYHOM KaOMHETE MEAUIIMHCKOW OpTaHU3aIIH.

17. TlepeueHp MEIMIIMHCKUX OpTaHU3allMK, MPOBOISIINX KIWMHUYECKHUE
UCTIBITAHUS MEIUIIMHCKHUX U3JCIIUN, COJCPIKUT CISAYIONINE CBEACHHUS:

a) JaTa  BKJIIOYEHHS B  [EpPeUYeHb  MEAWIIMHCKUX  OpraHu3aIui,
MPOBOJSAIIUX KIMHUYCCKUE UCTIBITAHHUS METUITTHCKUX U3ICTIH;

0) monHOE HaNMEHOBaHUE, OpraHHU3aIMOHHO-TTPABOBAsI dopma
MEUIIMHCKON OpTaHU3aINH;

B) aJIpeCc MecTa HaXOXKICHUsI MEAUIIMHCKOW OpraHu3aIiHy;

') KOHTaKTHBIA TenedoH, Gakc (Mpu HATUYUN);

1) aApec dIEKTPOHHON MOYTHI (MMPU HAJIUYWHN);

€) mepedyeHbr  pabor  (yciayr) B COOTBETCTBUM C  JIMIIGH3UEH
Ha OCYIIECTBICHUE MEAUIIMHCKON JeSITETbHOCTH.

18. B ciy4ae mnpuHSATHS pEIIEHUS O HECOOTBETCTBHHM MEIUITUHCKOM
OpraHM3aIyy TPeOOBaHUSIM, YCTAHOBICHHBIM ITyHKTaMu 6 W (WJIK) 7 HACTOSIIINX
[IpaBwi, pEeruCTpUPYIOIIUNA OpraH B JI€Hb MPHHATHS YKa3aHHOTO DPEIICHUS
YBEAOMIISIET ~ MEIUIIMHCKYIO  OpraHW3alMi0  IMOCPEJICTBOM  pa3MEIICHUS
COOTBETCTBYIOIIETO  yBEAOMJICHHSI C MOTHBHUPOBAaHHBIM  OOOCHOBaHHEM
NPUHATOTO PEIICHHSI B €IUHOM JTUYHOM KaOMHETE MEIUIIMHCKOW OpraHu3aIiy.

19. VcknrodeHne U3 mepevHss MEAUIMHCKUX OpTaHHU3aIfi, TPOBOISIINX
KJIMHUYECKUE  MCIBITAaHWSI ~ MEAMIMHCKUX  W3JIEJHH,  OCYIECTBISETCS
PETUCTPHUPYIOIIMM OPTaHOM B CIEIYIONINX CITyYasiX:

a) mojaya 3asBIEHUS OO0 WCKIIOYCHHH W3 TMEPEYHS METUIIUHCKUX
OpTraHM3aIMiA, TPOBOAAIINX KIMHUYECKHE WCIBITAHUS MEIMIIMHCKUX H3ICIUH,
B (opme  SIEKTPOHHOTO  JOKYMEHTa,  TOJIHCAHHOTO  YCHJICHHOM
KBaJU(UITUPOBAHHOM AJIEKTPOHHOH TIOJIITUCKIO 17001 YCHIJICHHOU
HEKBaTU(UIIUPOBAHHOW d3JEKTPOHHOW TMOMAMHCHIO, TOCPEICTBOM €IUHOTO
JMYHOTO KaOMHETa MEAUIIMHCKOW OpraHu3allii;

0) BBISIBJICHHE PETHCTPUPYIONIMM OPraHOM HapyIICHHH 00sS3aTelbHBIX
TpeOOBaHUII TMPU TNPOBEJACHUM MEAUIMHCKONW OpTraHu3anueld KIMHHYEeCKHX
UCTIBITAHUN ~ MEIMIMHCKUX UW3JENHA 10  pe3yJbTaTaM  OCYIIECTBICHHUSI
rOCyIapCTBEHHOT'O0 KOHTPOJIS 32 0OpallieHHeM METUITMHCKUX W3]IEIHH;

B) MIPE/ICTaBJIICHUE  MEAMWIIMHCKOW  OpraHW3aleil  HEeIOCTOBEPHBIX
CBEJICHMI TMPH MOJade 3asBICHUS O NPOBEJACHUHM KIMHWUYECKUX HCIBITAaHUHA
M JOKYMEHTOB, TPEJCTABJICHHBIX B COOTBETCTBUHU C IMyHKTOM |1 HacTosmux
[IpaBwi, a Takxke mpu OGOPMICHHH aKTOB KIMHUYECKUX HWCIBITAHUN
MEIUIIUHCKHUX U3JCIN;
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I') JUKBUAALMS MEAUIIMHCKON OpraHU3allud WK MpeKpalieHue JAecTBUsS
JUIEH3UH Ha OCYIIIECTBICHUE METUIIMHCKON JIEATEIbHOCTH;

J1) HECBOEBPEMEHHOE TMPEJCTaBICHUE WIM HENpe/CTAaBIEHUE CBEJICHUN
U JIOKYMEHTOB, IIPe1yCMOTPEHHBIX MMyHKTOM 20 HacTosumx [IpaBu;

e) HeyBemomsieHHE 70 1 ceHTsopst 2025 r. perucTpUpyroIIero opraHa
0 COOTBETCTBUU TPEeOOBAHUSAM, YCTAHOBJICHHBIM MOAMYHKTOM "e" myHKTa 6
U (win) moanyHkToM "1 myHkTa 7 HacTosmx [IpaBui.

20. B cinyyae wuW3MEHEHUS CBEACHMI, coAepXalluxcsi B IepeyHe
MEIUIIMHCKUX  OpraHu3alui, MpOBOJAIIMX  KIMHUYECKUE  MCIBITAHUS
MEIUIMHCKUX M3/JEIHNI, MEIUIIMHCKAsT OpraHu3alus, BKIIOUYECHHAs B MEPEUYCHb
MEIUIIMHCKUX  OpraHu3alui, MpOBOJAIIMX  KIMHUYECKUE  MCIBITAHUS
MEIUIMHCKUX U3Jeiauil, B TeueHue 30 KaJleHIapHbIX JAHEH cO JAHS U3MEHEHHUs
TaKUX CBEJEHUN MPEJICTABISAET B PETUCTPUPYIOIIUNA OpraH ¢ MCIHOJb30BaHUEM
€MHOT0 JINYHOTO KaOMHEeTa MEIMIIMHCKON OpraHu3alliy 3asBJIEHUE O BHECCHUU
U3MEHEHHI B yKa3aHHbIE CBEJCHHS, a TAaKXKe JOKYMEHTHI, MOJTBEPKIAIOIINE
JaHHBbIE U3MEHEHUs, B (OpME DJIEKTPOHHBIX JOKYMEHTOB HIIA 3JIEKTPOHHBIX
o0pa3oB  JOKYMEHTOB, MOJAMHCAHHBIX YCHUJIEHHOW  KBadu(UIKUPOBAHHOM
AJIIEKTPOHHOM MOJITUCHI0 WIN YCUICHHOW HEKBATU(PUITMPOBAHHON 3JIEKTPOHHOM
MOJIIUCHIO.

Peructpupytonuit opran B TeueHue 20 pabouumx JHEH co JHS
NpE/ICTaBIICHUs MEIUIMHCKOW OpraHu3anueid 3asBJIICHUS O BHECEHHH
U3MEHEHHI B CBEJICHUS, COACPIKANIUECS B IEPEYHE MEAUIIMHCKUX OpTraHU3ALIHiA,
POBOSIIINX KIMHUYECKUE UCTIBITAHUS METUIIMHCKUX U3JICIIHA:

paccMaTpHUBaeT MPEICTABICHHbIE 3asBICHUE U IOKYMEHTHI;

COOOIIaeT MEIUIIMHCKOM  OpraHu3alMd O TPUHATOM  pEUICHUU
B MHCBMEHHOM BHJIE€ NYTEM €ro pasMenieHuss B (popme 3IEKTPOHHOTO
JOKYMEHTa, TMOANUCAHHOTO YCWICHHOW KBAJIU(DUIIMPOBAHHON 3JIEKTPOHHOM
MNOJMUCHIO  YIOJHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €JAMHOM JIMYHOM
KaOWHeTe MEJUIIMHCKON OpraHu3aIliy.

21. B cnyyae HCKIIOYEHHUS M3 TMEPEYHS MEIUIMHCKUX OpraHu3alui,
IPOBOISITUX KIIMHUYECKHE UCTIBITAHMUS MEUIUHCKIX U3JIeTui
(3a HCKIIIOYECHHEM clydasi, MPeayCMOTPEHHOTO MOANyHKTOM "a" myHkTa 19
HacTosiux [IpaBui), MenUIIMHCKAsE OpraHu3alis BIpaBe 0OpaTUThCs TOBTOPHO
B PETUCTPUPYIOUIMHA OpraH C 3asBJICHUEM O TMPOBEJCHUU KIMHUYECKUX
UCIBITAHUM  TIOCJI€ YCTPAaHEHHs] 3aMe4YaHWi, TMOCIYXXUBIIUX TMPUYUHOU
UCKJIFOUEHHS, HO HE paHee YeM uepe3 3 rojia Co JIHSA UCKIIIOUECHHS U3 YKa3aHHOTO
HEPEYHS.
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B ciaydyae TMOBTOPHOIO  BBISIBIEHUS PETUCTPUPYIOLIUM  OPTaHOM
HapylUIEHU TMpU MPOBEICHUM MEIUIMHCKOW OpraHu3aluend KIMHUYECKUX
UCIIBITAHUA MEIUUMHCKUX H3LENUN MEIUIMHCKAs OPraHu3alMs HCKIYaeTCs
U3 T[EepEeYHd MEAMIMHCKUX OpraHu3alui, NOpOBOASIIMX  KIMHUYECKHE
UCIIBITAHUSI MEIUIMHCKUX H3/eNIui, 06e3 mpaBa MOBTOPHOW MOJAa4yW 3asBIICHUS
O MPOBEICHUU KJIMHUYECKUX UCIIBITAHUN.

22. MeIMIIMHCKUE OpPTaHU3aluy, NMPOBOJSIINE KIMHUYECKNUE UCIIBITAHUS
MEIULIHUHCKAX U3JEJIUA, BHOCAT CBEIAEHUS O TMPOBEACHHBIX HCIBITAHUIX
B aBTOMAaTU3WPOBAaHHYI MH(POPMALMOHHYIO CHUCTEMY PETUCTPUPYIOIIETO
opraHa B CpOK, He MPEBBIIAONINKN 3 pabouyux JHEH CO THS UX 3aBEPIICHUS.

23. PeecTtp BBIIAHHBIX pa3pelICHUd Ha TMPOBEJICHUE KIMHUYECKUX
UCIIBITAHUA MEAUIMHCKUX HU3JIEIUNA Pa3MENIAETCs PErUCTPUPYIOLIIUM OPTraHOM
B YCTAaHOBJIEHHOM UM TMOpsIKE Ha CBOEM  OQUIMAIBLHOM  caiiTe
B ceTu "MHTepHeT".

24. OcoOEHHOCTH rOCYJaPCTBEHHOM PErUCTpaIli MEAUIIMHCKUX U3/IeTU
OTEUECTBEHHOI'O0 MPOU3BOJACTBA (MEIUIMHCKUX U3JEIUi, B  3asgBICHHUU
0 TOCY/JIApCTBEHHOW perucTpaiuu (Jajee - 3adBICHUE O PETUCTPAIlUU) KOTOPIX
B KauyecTBE MPOU3BOAUTENS (M3rOTOBUTENSA) YKA3aHO IOPUAMYECKOE JIUIO
WIM 3apETUCTPUPOBAHHOE B KAUECTBE HWHJUBUAYAIBHOTO MPEAIPUHUMATEIS
duznyeckoe JMIO, SBISAIOIIMECS pe3ugeHTamu Poccuiickoit  denepanuw,
a TaK)K€ UMEIOIINE NMPOU3BOACTBEHHYIO IUIONIAAKY Ha TeppuTopuun Poccuiickoii
Qenepany) NOpU  YCIOBUUM  TNPOBEIEHUS  TEXHMYECKMX  UCIBITAHHMA
U TOKCHUKOJIOTMYECKHX HCCIEJOBAHUN MEIUIMHCKOTO M3JIENUsd, a TaKKe
UCIIBITAHUA MEIUIIMHCKOTO H3JENUS B LENSAX YTBEPKICHUS THUMA CPEICTB
U3MEpEHU (B OTHOIIEHUHM MEIUIMHCKUX HM3JENHUM, OTHOCSIIMXCA K CPEJICTBAM
U3MEpEeHUi B cpepe rocyIapCTBEHHOTIO PETYIUPOBAHUS 00ECTIEUEHUs €IMHCTBA
U3MEPEHUH, nepeyYeHb KOTOPBIX YTBEPKIAAETCS MuHucTepcTBOM
3npaBooxpaHeHusi Poccuiickoit @enepanun) B dhenepaibHOM rocyJapcTBEHHOM
OI0/DKETHOM  yupexJeHuu "BcepocCHiCKHN — Hay4YHO-MCCIIEI0BATEIbCKUM
U UCTIBITATENIbHBI MHCTUTYT MEIUIMHCKONW TexHUKU" denepanbHOM CIyKObI
o Haa3opy B cdepe 3apaBooXpaHEHUs (faynee - YUpekKICHUE), KIMHUYECKUX
UCIBITAHUM - B MEIUIMHCKUX OpraHU3alMsIX, OTBEYAIOIIMX TpeOOBaHUSM,
YCTAHOBJIEHHBIM NyHKTamMu 6 W 7 Hacrosmux IIpaBuii, BKIFOYEHHBIX B CETh
HAallMOHAJIbHBIX MEIUUHUHCKUX HCCIENOBATEIbCKUX IIEHTPOB, COCTaB KOTOPOM
yTBEPKIEH MuHHUCTEpCTBOM 3apaBooxpaHeHusa Poccuiickonn denepaiuu,
a TakXke MporpaMMHOro oOecreyeHus ¢ [PUMEHEHHEM TEXHOJIOTHA
MCKYCCTBEHHOI'O MHTEJUJIEKTA, MPEHA3HAYEHHOTO I 00pabOTKU MEIUIIMHCKUX
M300pKEHUN,  TMOJYYEHHBIX MPU  MPOBEACHUM  PEHTTEHOJIOTMYECKUX
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UCCJIEIOBAHUM, BKJIIOYAas KOMIIBIOTEPHYIO ToMorpaduio, peHTreHorpaduio,
¢mooporpadguto U mMammorpaduio, Ipu yCIOBUU MPOBEACHUS KIMHUYECKUX
UCIBITAHUM B TOCYJIapCTBEHHOM OIOJKETHOM YUPEKICHUU 3PaBOOXPAHECHUS
ropoga MockBbl "HaydHO-IIpaKTUUECKU KIMHUYECKHN LIEHTP AUArHOCTUKH
U TEJIEMEAUIMHCKUX TEXHOJOTWil JlemaprameHTa 3apaBOOXpaHEHHUS TOpOJA
MockBbl" (anee COOTBETCTBEHHO - KIWHUYECKHM IIEHTpP, OTEYECTBEHHBIE
MEJUIIMHCKUE U3JAeNHs), npeaycMoTpeHbl myHktamu 101 - 109 HacTosmmx
[TpaBwui.

['ocynapcTBeHHasi perucrpauus OTEYECTBEHHBIX MEAUIMHCKUX H3EIIHM
OCYIIECTBJISIETCS B COOTBETCTBUU € MyHKTaMu 63 - 86 wim 87 - 100 HacToAmmx
[IpaBun 1100 B  COOTBETCTBMHM € OCOOEHHOCTSIMU TOCYJApPCTBEHHOM
perucTpauuMu OTEYECTBEHHBIX MEIULMHCKUX HW3AEJHI, YCTaHOBJIEHHBIMU
nyHktamu 101 - 109 nactosux [1paBui, no BeIOOPY 3asiBUTEIIS.

25. @akT TOCYJIapCTBEHHOM PETHCTPALMM MEIUIMHCKOTO  U3JIEIUs
B COOTBETCTBMM C HacTtoAlUMH IIpaBUiiaMu NOATBEPKIAETCS PEECTPOBOM
3alUChI0, BHOCUMOUM PETUCTPUPYIOIIMM OPraHOM B TOCYJApPCTBEHHBIM PEECTP
(manee - peecTpoBas 3aIUCh).

['ocynapcTBeHHast peructpauus MEAULUUHCKOTO U3AENUS B COOTBETCTBUU
¢ HacTtosmumu [IpaBunamu siBrisercst 0ecCpoUHOM.

26. BximroueHne B OJHY PEECTPOBYIO 3allUCh HECKOJIBKUX MOJEIIEH
(MapoK) MEIMIMHCKOTO M3/ENHs, B TOM YHUCIE OTHOCAIIMXCS K pa3sHbIM BHUIAM
MEIMIIMHCKUX M3JIeJIUA B COOTBETCTBUU C HOMEHKJIATYPHOH Kiaccuukaiueit
MEIUMUIMHCKAX M3JEIUA 1O  BHAAM, YTBEpXKAaemMoll  MUHHUCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit denepanuu  (mamee - HOMEHKJIATypHas
KJaccuuKanus MEIUIIMHCKUX HW3JIeJTUN M0 BHJIaM), BO3MOXKHO IPHU YCIOBHH
COOTBETCTBHUS 3TUX Mojieiel (MapoOK) BCEM CIIEYIOITUM KPUTEPUSIM:

a) MPOM3BOJCTBO  Mojeled  (MapoK)  MEIUIMHCKOTO  W3JEIs
OCYUIECTBJISIETCS OJHUM TPOU3BOJUTENEM (M3rOTOBHUTENIEM) IO  OJHOM
TEXHUYECKOM JIOKYMEHTALUU TPOU3BOAUTENS (M3TOTOBUTEIN);

0) Mozenu (MapKu) MEIUIIMHCKOTO U3ENIUSI OTHOCSITCS K OJJHOMY KJIaccy
NOTEHIUAJIBHOTO PUCKA IPUMEHEHUS;

B) MojieNid  (MapkKu) MEAMIIMHCKOTO U3JIETUsl HUMEIT  OJMHAKOBOE
(GyHKIMOHATBHOE Ha3HAYEHHUE U MPUHIUIT JCHCTBUS;

r)Mmoienu  (Mapkud) — MEOUIMHCKOTO  W3JeNus  MpelHa3HauYeHbI
JUIsE  ONpejeNieHuss  Hanuuug U (WIM)  KOJMYECTBEHHOIO  COJEPKaHMS
B OMOJIOTMYECKOW MpoOe OJHOTO M TOTO K€ KIMHUYECKH (JIMarHOCTHYECKH)
3HAYMMOTI'0 aHAJIUTa (AHAJUTOB) (I MEIUIMHCKUX U3ETUN I JUArHOCTUKU
in vitro);
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n) Mojaenu  (MapKd) MEIUIMHCKOTO M3JENUs HMEIOT  pa3lInyHbIe
KOMIUICKTAllUM, HE BIMSAIOIIME HAa MPUHOHUN pPaboThl W  (PYyHKIHMOHAIBHOE
Ha3HA4YCHUE, YTO II03BOJIAET OOCECIEUYUTh pACHIUPEHUE WM CIEIUaTHU3aIUI0
UX IPUMEHEHUs B METUIIMHCKUX 1ETX (TI0 MPUMEHUMOCTH);

e) Mmojenu (MapKu) MEIUIMHCKOTO M3JEIus HMEIOT  pa3JIMYHbIe
TeXHUYECKHUE  MapaMeTpbl, HE  BIUAKONME HAa  NPUHOUN  PaOOTHI
1 (YHKIIMOHAIBHOE Ha3Ha4YeHHUE (TI0 MPUMEHUMOCTH);

K) Mojienmd (MapKH) MEJMIIMHCKOTO HM3JIeTns 00pa3yloT THUIIOPA3MEPHBIN
(MOENBbHBIN) P  WIM SBISIOTCA TPYNIONH HCIOJHEHUS MEIUIIMHCKOTO
m3aenus. Ilpy »>TOM moja Trpymnmnol MCHOJHEHUS MEIUIMHCKOTO U3Jeus
MOHUMAIOTCSI M3JICJIMSI, B OTHOUICHUU KOTOPBIX BBIMOJIHEHBI OJIMH T'PYNIIOBOU
yepTex Jeraied W (WiM) oJHAa TEXHUYECKas JIOKYMEHTAIUs IPOU3BOJIUTEIIS
(M3roTOBUTENS) HA MEIUIIMHCKOE U3JICIINE;

3) MoJie T (MapKM) MEIMIIMHCKOTO W3JeTUs HMEIT OJWHAKOBBIC
MPU3HAKHU B YACTH:

00J1acTh MPUMEHEHNS,

WHBA3WBHOCTH,

CTEPUJIHLHOCTH (B TOM YHCJIE C YYETOM METOJIOB CTEPUIIU3AIINH );

4acTOThl HCMOJb30BaHUS (OJHOKPATHOE MPUMEHEHHE, MHOTOKPAaTHOE
NPUMEHEHUE OJHUM TNAIMEHTOM, MHOTOKPATHOE€ NPUMEHEHHUE HECKOIbKUMHU
MaryeHTaMu);

HKCILTyaTallMOHHBIX U KOHCTPYKTHBHBIX OCOOCHHOCTEH.

27.T'ocynapcTBeHHass TMOLLIMHA 3@ COBEPIIEHUE PETUCTPUPYIOIIUM
OpraHoM JEWCTBUM MPU OCYIIECTBICHUU TOCYJAPCTBEHHOW pErucTpaluu
MEIMIIMHCKUX M3/ICJIMI YIUIAaUMBAETCSI B COOTBETCTBUM C 3aKOHOJATEJILCTBOM
Poccuiickoit @eneparyu 0 Hajgorax u coopax.

Nudopmaruro 06 yriaTe rocyaapcTBEHHON MOIUIUHBI PETUCTPUPYIOIIHMA
OpraH IojydaeT MocpecTBOM JocTyna kK ['ocynapcTBeHHON MH(DOPMAIIMOHHOM
CHUCTEME O TOCYJAPCTBEHHBIX U MYHHUIIMIAJIBHBIX IJIATEXaX, MIPEAYyCMOTPEHHOU
cratbeii 213 ®epepampHoro 3akoHa "OO oOpraHuzalUM IPEIOCTABICHUS
roCyJapCTBEHHBIX U MYHUIUIIAJIBHBIX YCIyT".

28. Peructpupyromuii opraH paszMemaer HWHQOpMAIMIO, CBA3aHHYIO
C OCYIIECTBJIICHUEM TOCYJIAPCTBEHHON PETUCTpPAlMM MEIUI[MHCKOTO W3JIEJIHs,
BHECEHHEM M3MEHEHUH B JOKYMEHTBI, COJEpPXKAIMECS B PETrUCTPAIMOHHOM
JI0Ch€, U OTMEHOH TOCYJApCTBEHHOM pEerucTpalud, Ha CBOeM O(HUIIMAIBHOM
caiite B ceru '"HWHTepHer", B €IMHOM JIMYHOM KaOWHETE 3asBUTEIIS
U DJICKTPOHHOM KaOHWHETE 3assBUTEIIS.
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29. B nensx npoxoXIEeHUS MPOLEAypbl TOCYJIApCTBEHHOM pErucTpaiuu
MEIUIIMHCKOTO  HW3JIeJIUS  WHOCTPAHHBIH  MPOU3BOAUTENL  (M3TOTOBHUTEIb)
MEJIMITUHCKOT0 U3JIeJIUs JOJDKEH HAa3HAYUTh YIOJIHOMOYEHHOIO MPEICTABUTEIS
OpOu3BOJUTENs (M3TOTOBUTENSA), JCHCTBYIOIIErO B IEpUOj] oOpalieHus
MEIUIMHCKOrO  u3Aenus Ha  tTeppuropun  Poccuiickon — @enepauuu,
U TIOJIJIEP’KMBATh B aKTYyaJlbHOM COCTOSITHUHM MH(POPMAITHIO O TAKOM IPE/ICTaBUTENE
POU3BOIUTENS (U3TOTOBUTEIS ), COAEPIKAIIYIOCS B PETUCTPAIIMOHHOM JIOCKE.

B cnywae ecim cBenaeHus 00 yIOJHOMOYEHHOM IIPEJCTABUTEINE
NPOU3BOJIUTENS (M3rOTOBUTENSA) HE YKa3aHbl B JIOKYMEHTaX, COJACPKAIIUXCS
B PETUCTPALlUOHHOM JIOChE, WJIM SIBIAIOTCS HEAKTYaJbHBIMU, WHOCTPAHHBIN
npou3BOUTENb (M3roToBUTENb) 10 1 ceHTsOps 2025 1. M0DKEH Ha3HAYUTH
YIIOJTHOMOYEHHOT O MPEJICTAaBUTEIIS MIPOU3BOUTEIIS (u3roToBUTENN),
JIEUCTBYIOIIETO B MEPUOJI OOpaIlieHUuss MEIUIIMHCKOTO U3/IeUs Ha TePPUTOPUH
Poccuiickon @enepanuu, Wik akTyaJIu3upoOBaTh CBEACHUS O HEM.

30. lo momaun B PErUCTPUPYIOUIUMKA OpraH 3asiBJICHUS O PErucTpalluu
MEIMIIMHCKOTO HU3JEeIud WA O BHECEHUUM U3MEHEHUW B JOKYMEHTHI,
coaepxKalecs B pETUCTPAIMOHHOM JIOChe, B COOTBETCTBHUH
¢ nyHktamu 63, 87, 112, 120 u 135 mnacrosmux IlpaBun unum mnogauu
B YUpPEXKJCHHE 3asBJI€HUd O MPOBEACHUM  OSKCIEPTHU3bl  KAdyecTBa,
3 PekTUBHOCTH U O€30MaCHOCTH OTEYECTBEHHOTO MEIMIIMHCKOTO W3JIEIIUs
B COOTBETCTBUU C MyHKTOM 101 Hacrosmmx IIpaBun 3asBUTENb OCYIIECTBIACT
cOOp J10Ka3aTesbcTB 0e30MacHOCTH U 3()(PEKTUBHOCTH MEAMIIMHCKOTO M3JCIIHS
U TIOJITOTOBKY COOTBETCTBYIOIIMX JIOKYMEHTOB PETUCTPALIMOHHOTO JIOCHE.

31.B LEeIIX ITOJATOTOBKH JIOKYMEHTOB, coAepKaluxcs
B PETrUCTPAllMOHHOM JIOCh€, I UX IIOCIEAYIOIIEro MpPEeACTaBICHUS
B PETUCTPUPYIONIUN OpraH WIM YUYpexJeHHe 3asBUTENb (10 MPUMEHUMOCTH
B 3aBUCHUMOCTH OT IIPOLIEYPHI):

a) o0ecrieunBaeT TMPOBEJACHUE TEXHUYECKUX  MCHBITAHUH U (WIIH)
BKJIFOYAET B KOMIUIEKT JOKYMEHTOB HMEIOIIMECs JaHHbIE (JI0Ka3aTelbHbIC
MaTepHualbl MPOU3BOAUTENS (M3TOTOBUTENS) MEIUIIMHCKOTO U3/IEIIHs);

0) oOecrieynBaeT  MPOBEJCHUE  TOKCHUKOJIOTHYECKMX  HMCCIEIOBaHUMN
MEUIIMHCKOTO U3IeTus U (MJIN) MPUHAIIICKHOCTEH K MEIUITUHCKOMY U3/IETIHUIO,
NPSIMO MJIW ONOCPEIOBAHHO KOHTAKTUPYIOUIMX C MTOBEPXHOCTHIO TEJa YEJIOBEKaA,
€ro  CIM3UCTBIMM  00OJIOYKaMH, BHYTPEHHHMH CpellaMH  OpraHu3Ma,
JUIS. KOTOPBIX yKa3aHHOE B3aUMOJICUCTBHE (KOHTAKT) SIBJISIETCS HEOOXOIUMBIM
JUISL  BBIMIOJIHEHUS MX TMpeaHa3HAYeHHbIX (QyHKUMK, U (MIU) BKIOYACT
B KOMIUIEKT JOKYMEHTOB HMEIOIIHECsS JaHHbIE (JJ0Ka3aTeIbHbIE MaTepHabl
POU3BOIUTENS (U3TOTOBUTEIIS) MEIUITMHCKOTO U3JICIHSA);
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B) o0ecreuynBaeT MPOBEJICEHUE KIMHUYECKUX HCIBITAHUN MEIUIIMHCKOTO
u3nenus (3a HMCKIOYEHUEM TOCYJAapCTBEHHOM pETrMCTpallud MEAUIIUHCKUX
U3JIenil, MOATBEpkIeHUE D(P(HEKTUBHOCTH KOTOPBIX TpeOYyeT NpPOBEICHHUS
KJIMHUYECKUX  HCMOBITAHUM €  y4yacTUEM  YEJIIOBEKa W IOJIyYEHHUs
pa3pellieHNs] PETUCTPUPYIOLIETO OpraHa, OCYIIECTBISIEMOM B COOTBETCTBUU
¢ myHKTamu 63 - 86 Hactosamux [IpaBm).

KiimHndeckne uWcCnbITaHWs B LENSX TOCYJIApCTBEHHOM pPETrUCTpaluu
MEIUIIMHCKOTO HU3JIeTusl, MOATBEepkaeHne 3(H(PEKTUBHOCTH KOTOPOTo Tpedyer
POBEJICHUS KIIMHUYECKUX MCTBITAHUN C YYaCTHEM YeJIOBeKa (3a MCKIIIOUEHHEM
OTEYECTBEHHBIX MEJIUIIMHCKHUX U3JIENNN, MEIULUHCKUAX 17631 (S 1507
JUIsE  JMArHOCTUKM  In  Vvitro, MEAMIMHCKUX  U3JACNUNA, MPOIIeAIINX
rOCyJapCTBEHHYI0  PETUCTpAIlMI0 B  COOTBETCTBUM C  OCOOEHHOCTSIMH,
ycranoBiieHHbIMU [IpaBuTenbcTBoM Poccuiickon denepannu, U MpOrpaMMHOTO
oOecrieueHusi,  SBISIONIETOCS  MEIUIIMHCKUM  U3JIEJIMEM),  MPOBOJATCS
Ha OCHOBAaHMU pa3peliCHUs Ha [MPOBEICHHUE KIMHUYECKUX HCIIBITAHUM,
BBIJIAHHOTO PETUCTPUPYIOIIMM OPraHOM, a TaKXKe 3aKIIOYEHHUS 00 ITHUYECKOM
000CHOBAaHHOCTH TMPOBEJEHUS KIMHUYECKUX HCIBITAHUM, BBIJJAHHOTO COBETOM
no 9Thke B cdepe oOpallleHus MEAMIMHCKUX u3aenuii MuHucTepcTBa
3npaBooxpaHeHus Poccuiickoit ®denepanuu (majgee - COBET IO  ITHUKE),
B CJIy4asiX, YCTaHOBJICHHBIX HacTosmuMH [IpaBunamu.

KiimHnyeckne  uCHBITAaHUS € y4yacTHEM  4YEJIOBEKa B IENsX
rOCYJIapCTBEHHOM PETUCTPALlMM OTEUECTBEHHOI'O0 MEIMUIMHCKOrO U3JIEIUs
OPOBOJSITCS HAa OCHOBAHMWU 3aKIIOYEHHUA 00 HTHUYECKO O0O0O0CHOBAaHHOCTH
OPOBEAECHUSA KIMHUYECKUX HWCMBITAHUM, BBIJAHHOIO COBETOM IO JTHKE,
B CilyyasX, YyCTaHOBJEHHbIX HactosimuMmu [IpaBwiamu. Pa3pelenue
Ha NPOBEACHUE KIMHUYECKHUX HUCIBITAHUWA C YYaCTHEM YEJIOBEKA, BBIJABAEMOE
PETUCTPUPYIOLIUM OPraHoOM, [JIi OTEYECTBEHHBIX MEIUIMHCKUX W3,
npoleaypa rocyJapCTBEHHOM PErucTpaluu KOTOPBIX OyIeT OCYIIeCTBIATHCS
B cooTBeTcTBUU ¢ MyHKTamu 101 - 109 nacrosmux [IpaBun, He Tpedyercs.

JInst MeIMIIMHCKUX M3JENUM [l AUArHOCTUKH 1n Vitro, METUIIMHCKHUX
U3JIENIMMA, TPOLIECAIINX TOCYJIAPCTBEHHYIO PETHCTPALMIO B COOTBETCTBUHU
C  ocoOeHHOCTsIMH, ycTaHoBleHHbIMU  [IpaBurensctBoM  Poccuiickoii
@denepanvd, WU TPOrPAMMHOTO OOECTICUEHHUS, SBISIOIETOCS MEIUIUHCKUM
U3JIEJINEM, TIOJIyYEHUE PA3PELIEHUS] PETUCTPUPYIOLIETO OpraHa Ha MPOBEJICHUE
KJIMHUYECKUX UCIBITAHUM, B TOM YHCIIEe C yUaCTHEM YeJIOBeKa, He Tpedyercs;

r) obecrieunBaeT MPOBEJICHUE HCIBITAHUN B LENSAX YTBEPXKICHUS THUIIA
CPEACTB M3MEPEHUM (B OTHOLICHUM MEAUIMHCKUX W3IEIUN, OTHOCSAIIMXCS
K CpeacTBaM H3MEpeHuil B cdepe ToCyAapCTBEHHOIO PETyIMpPOBAaHUS
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oOecrieueHus: €IMHCTBA M3MEPEHUN, TEPEeUeHb KOTOPBIX YTBEPKIAAETCS
MuHnucTepcTBOM 3/1paBooxpaHenus Poccuiickoii denepanun);

n) obecrieyrBaeT  NPOBEJICEHUE  WHCIEKTUPOBAHMUS  MPOM3BOJICTBA
MEIUIIMHCKUX U3JIEJTMd Ha COOTBETCTBHE TpPEOOBaHUSIM K BHEAPEHUIO,
NOJJIEP)KAHUID M OLEHKE CHUCTEMBbl YIPABJIEHUA KAue€CTBOM MEAMIIMHCKHUX
U3JIeJIMd B 3aBUCHUMOCTH OT MOTEHIMAJIbHOIO pPHUCKA HUX MPUMEHEHUS,
yTBepxkaeHHbIM  [IpaBurensctBom  Poccuiickoit  ®enepanuu  (naynee -
TpeOOBaHUS K BHEJPEHMIO, TMOJACPKAHUIO U OIIEHKE CHUCTEMBbI YIpaBICHUS
KayecTBOM  MEAMIMHCKUX  u3fenuii). [lepBuyHOe  HMHCIEKTUPOBAHHE
OPOM3BOJICTBA MEIUIMHCKUX M3JEJIUl Ha COOTBETCTBHE TpeOOBaHUAM
K BHEJIPEHHIO, MOJJEPHKAHUIO M OLEHKE CHUCTEMBI YIPABICHUS KayeCTBOM
MEIUUIHUHCKAX W3JACJIHI, BBINOJHEHHOE B LEMAX MPEIACTABICHUS  €ro
PE3YJbTATOB B PETUCTPUPYIOLIUK OpPraH WM YYpPEKJICHHE B paMKax IpoLeayp,
npeaycMoTpeHHbix pasnaenamu I - VI nHactosmmx IlpaBui, A0MKHO OBITH
IPOBEAECHO YUPEKIECHUEM WA SKCIIEPTHBIM YUPEKIECHUEM.

32. CoBeT MO OTUKE SBISAETCS TMOCTOSHHO JIEUCTBYIOIIUM OPTaHOM,
CO3JaHHBIM MMUHHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickon ®denepanuu
JUISE  TIPOBEJIEHUS DKCIEPTU3bl ATUYECKON O0OOCHOBAHHOCTH IPOBEICHMUS
KJIIMHUYECKUX MWCHBITAHUN MEIUIMHCKUX W3JEIHMM C Y4YacTHUEM 4YeJlIOBEKa
B KauecTBE CyObEKTa (J1ajiee - 3TUYECKast SKCIEPTH3a).

33. OCHOBHBIMHM 33Jla4aMH COBETA MO 3TUKE SBJISIIOTCS:

a) MPOBEJIEHUE DTUYECKOM  HDKCHEepPTU3bl  JIOKYMEHTOB, CBS3aHHbBIX
C IPOBEAEHUEM KIMHUYECKUX UCTIBITAHUI MEIULIUHCKUX U3IEIIN;

0) BbIJ]aua 3aKJIIOYEHHUS] 00 ATUYECKON 0OOCHOBAHHOCTH BO3MOKHOCTHU
WM HEBO3MOXXHOCTH TIPOBEAECHUS KIMHUYECKUX MCIBITAHUNA MEIUIIUHCKUX
U3JIEINI C yH4aCTHEM YeJIOBEKa B KaUeCTBE CyOBbeKTa.

34. CoBeT 1o 3THUKE B COOTBETCTBUM C BO3JI0)KEHHBIMU Ha HETO 3aJadyaMu
UMEET IPaBO:

a) Mojay4yaTh JOKYMEHTBI, HEOOXOAMMBIEC [UIsl MPOBEIEHUS STUYECKON
AKCHEPTU3BI;

0) 3ampamuBaTh y 3asBUTENS HEJOCTAIONIME MaTepHalibl, HEOOXOIUMbIE
IUTS1 IPOBEAEHUS STUYECKOUN SKCIIEPTU3BI.

35.CoctaB coBeTa 1O O3THUKE YTBEpkaaercss MHMHUCTEPCTBOM
3npaBooxpaHeHus Poccutickoit deneparuu u GopMUpyeTCs U3 MPEACTaBUTEIICH
MEIUIIMHCKUX, HAyYHBIX OpraHu3aluii, 00pa30BaTENbHBIX  YUPEKICHHI
BBICIIIETO 00pa30BaHUs, a TAKXKE MPEICTaBUTENIel 00IIECTBEHHBIX OpraHU3aIlHii,
PEJNIMTUO3HBIX OpraHu3alMii U CpeAcTB MaccoBoM uHopManuu (ganee -
AKCIIEPTHI COBETA).
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Uucno mnpeacTaBUTENIe MEIUUMHCKUX OpraHu3alud HE  MOXKET
IPEBBINIATH MTOJIOBUHY OOIIEro YMCia SKCIEPTOB COBETA.

36. CocTaB coBeTa 10 3TUKE MEePecMaTPUBAETCS 110 MEpE HEOOXOIUMOCTH,
HO HE Yallle OJHOTO pa3a B r'OJ.

W3MeHeHnss U JONOJIHEHUS B COCTAaB COBETA IO 3TUKE YTBEPKAAKOTCS
npukazoM MunHucrepcTBa 3apaBooxpaneHust Poccuiickon denepanun.

37. B cocraB coBeTa IO 3THUKE BXOAAT NpEACEAaTeNb, €r0 3aMECTUTENN
Y YJICHBI COBETA 10 THUKE.

38. [Ipeacenarens coBeTa MO JTUKE Ha3HayaeTrca MUHHCTpOM
3npaBooxpaHeHus Poccuiickoil @enepauud M3 YHCIAa DSKCIEPTOB COBETA,
UMEIOIIMX BBICIIIEE MEAUIIMHCKOE O0pa3oBaHWE, HAYYHYIO CTENeHb KaHIuaaTa
MEIUIMHCKUX HAayK WM JOKTOpa MEJIUIMHCKUX HAayK M OIbIT paboThI
N0 TPOBEICHUID  KIWMHUYECKUX  MUCIBITAHUA  MEIULMHCKUX  W3JENIHM
U Pa3pEIICHUI0 BONPOCOB, CBA3AHHBIX C ATUYECKUMHU aCIEKTaMU KIMHUYECKUX
UCIIBITAHUN MEIUIIUHCKUX U3JEITUM.

39. Ilpencenatens coBeTa MO 3TUKE OCYIIECTBISIET 00Iee PyKOBOJICTBO,
omnpeseNsieT HanpaBieHus paboThl COBETA MO 3THUKE, OPraHU3yeT ero padory,
pacnpenensieT O00S3aHHOCTH MEXIY OKCIEpPTaMH COBETa, OCYIIECTBIISET
KOHTPOJIb 3@ ITPOBEJEHUEM 3THUECKON IKCIIEPTU3BI.

B orcyrctBue mpencenatens coBeTa IO 3ITHKE €ro O00s3aHHOCTH
UCIIOJHSAET OJHMH U3 3aMECTUTENIE, WMEIOUIMN BBICHIEE MEIUIMHCKOE
o0Opa3oBaHue.

40. DxcnepTbl COBETa HE JOJDKHBI HAXOJUThCA B  KaKOW-IMOO
3aBUCUMOCTH OT MPOU3BOAMUTENICH (M3rOTOBUTEICH) METUIMHCKUX H3EIHM
U APYTUX JIULI, 3AMHTEPECOBAHHBIX B PE3YJIbTATAX 3TUYECKOMN SKCIEPTU3BI.

41. B coBeTe 10 3TUKE MOTYT CO3JaBAThCSl IKCIEPTHBIE TPYIIIbI.

42. K skcniepTraM coBeTa MPeabIBISIIOTCS CIeAYIOIINe TPEOOBAHMS:

a) ISl JIUII, MMEIOIIMX BhICIIee MEIUIIMHCKOE 00pa3oBaHue:

HAJIMYKE MOCIEBY30BCKOTO U (WJTH) JOMOIHUTEIHHOTO MPOPECCUOHATBLHOTO
oOpa3oBaHusl, cepTuduKaTa CelalIucTa;

HaJIM4YME OIbITa pabOThl IO MPOBEACHUIO KIMHUYECKUX HCIBITAHUN
MEIULIHUHCKAX WU3JIETUNA U Pa3pelICHUI0 BOIIPOCOB, CBS3aHHBIX C 3THYECKUMH
acCIeKTaMU KJIMHUYECKUX UCTIBITAHUN MEJUIUHCKUAX U3IEIIN;

0) JI1s1 UHBIX JIMII;

HaJIM4YME BBICHIEro 00pa30BaHMUS;

HaJIM4YMe OmbITa pabOThl M 3HAHUK B 00JIACTH ATHUYECKUX W TPABOBBIX
aCIEKTOB 3alllUTHI MPaB U CBOOO/IbI YEJIOBEKA U IPaK/IaHUHA.
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43. 3aceaHus COBETA MO 3TUKE MPOBOJATCS MPEACEAATENEM WU IO €ro
NOPYYEHHUIO 3aMECTHUTeNIeM IMpejceaaress U Oo(QOpPMIISIIOTCS MPOTOKOJIOM,
KOTOpBI MOAMKCHIBACTCS TMpEJAce/laTesIeM COBEeTa IO JTUKE WU €ro
3aMECTHUTEJIEM.

Matepuasibl K OYepeIHOMY 3acCeaHHI0 COBETa IO 3TUKE HAMPaBIIAIOTCS
AKCIIEpTaM COBETa IO ATUKE JierapTaMeHTOM MUHHUCTEpCTBa 37paBOOXPAHECHHUS
Poccuiickoii ®denepanuu, OTBETCTBEHHBIM 32 OPTraHU3AIMOHHO-TEXHUYECKOE
o0OecrieueHUe COBeTa IO HJTHUKE (Jajgee - JenapTaMeHT), He IM03]Hee YeM
3a 3 pabouux JHS JI0 Ha3HAYEHHOro JEenapTaMeHTOM CpOKa IPOBEICHUS
3ace/laHusl.

44.3acenaHue coBeTa 1O DJTHKE CUWTAETCS NPAaBOMOYHBIM, €CIIH
Ha HEM MPUCYTCTBYET HE MEHEE JIBYX TPETEH €ro YIeHOB.

DKcHepThl COBETa Y4YacTBYKOT B €ro pabore JIMYHO, JeJerupoBaHUE
MOJIHOMOYUI HE JIOMYCKaeTCsl.

45. DkcnepThl COBETAa, YYACTBYIOLIME B IUJIAHUPYEMOM KJIMHUYECKOM
UCIBITAHUM MEJUIMHCKOTO M3JENHsI, HE MPHUBJIEKAITCI K ATHYECKOU
AKCIIEPTHU3E.

46. Pemienue coBeTa MO 3TUKE MPUHUMAETCS OTKPBITHIM T'OJIOCOBAaHUEM
IPOCTHIM OOJBITMHCTBOM T'OJIOCOB MPHUCYTCTBYIOIIMX HA 3aCEIaHUM DKCIIEPTOB
COBETA.

B citydyae paBeHCTBa rojiocOB MPUHSATHIM CUUTAETCS PEIlICHUE, 32 KOTOPOe
IPOr0JIOCOBAJI MTPEACENATENBCTBYIONINI HA 3aCEIaHUN COBETA IO ITHKE.

47.1lo pe3ynbTaTam 3acelaHHsi COBETa MO JTHUKE oOdopmiseTcs
3aKI0YeHue 00 OSTUYECKOW OOOCHOBAaHHOCTH MPOBEACHUS KIMHUYECKUX
UCTIBITAHUN MEIUIIMHCKOTO M3JIENUs 110 (POpME COTJIaCHO MPUIIOKEHHUI0, KOTOPOe
MOJIIMUCHIBACTCA TIPE/ce/laTelleM COBETa MO JTHKE WM €ro 3aMEeCTUTENIEeM.
OauH H3K3eMIUISp 3aKJIIOYEHHUsT BpydYaeTcsl 3asgBUTENIO WIM HampaBlsIeTCs
€My 3aKa3HbIM TIOYTOBBIM OTMPABICHUEM C YBEJIOMJICHHEM O BpPYYCHHH,
a BTOPOU 2K3EMILISAp XPAHUTCA B JIeTIapTaMEHTE.

48. DxcnepT coBeTa, HECOTJIACHBIM C MPUHATHIM PEIICHUEM, UMEET MPABO
B NMUCBMEHHON (OpMe H3JIOKHUTH CBOE 0CO00€ MHEHHE, KOTOpOE MpujIaraercs
K COOTBETCTBYIOILIEMY 3aKJIIOYEHHIO COBETa MO ATUKE, MPETyCMOTPEHHOMY
nyHKTOM 47 HacTosmux [IpaBui, U SBISETCS €ro HEOTHEMIIEMOM YaCThIO.

49. Undopmarusi 0 cocTtaBe COBETa IO 3TUKE M IUIAHAX €ro padoThl
pa3MelaeTcs B COOTBETCTBYIOIIEM paslielie Ha caidre MuHuctepcTBa
3apaBooxpaHenuss  Poccuiickoit  ®epepauuun B cetu  "HMHTepHer"
U TIOJIIEP’KUBAETCS B aKTyaJIbHOM COCTOSTHUU.
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Nudopmaruss o Tekylend IeAaTeIbHOCTH COBETa IO ITHUKE pa3MeliaeTcs
B COOTBETCTBYIOIIEM pa3zjiejiec Ha caidTe MMHUCTEPCTBA 3/IPaBOOXPAHEHUS
Poccuiickoit denepannu B cetu "MUHTEpHET" B TeueHUe 3 pabounx JHEH CO JTHS
MPOBEJICHUS 3aCe/IaHusl COBETA 10 ITUKE.

50. DkcepTHOE YUpEXKJECHUE MO JKEJAHWI 3asiBUTENS [0 Hayajia
IpONEIYPhl TOCYJAPCTBEHHONW PETUCTPALIMU OCYIIIECTBIISIET KOHCYJbTUPOBAHHUE,
B TOM UMHCJIE€ [0 BOINpPOCAM TMPOUEAYp, CBA3aHHBIX C TOCYJIAPCTBEHHOU
perucrpaiued MEAUIMUHCKUX HW3JEIUN, BKJIIOYas NPEABAPUTEIbHbIA aHAIN3
U OLEHKY pPErucTpalluOHHOTO JIOCh€, B  TOPSJKE, YCTAaHOBJIEHHOM
PETUCTPUPYIOITAM OPTaHOM.

KoHcynbTupoBaHWe HE SABJISIETCA 00s3aTENbHBIM  JUISL  TIOJY4YEHUS
roCy/JIapCTBEHHON YCIyTH 10 TOCYJAapCTBEHHOW PETUCTpalldd MEIUIIMHCKUX
W3 EIINI.

B nensax cobmroaeHus TPUHIIUIIOB HE3aBUCUMOCTH M O€CIIPUCTPACTHOCTH
IIPU IPOBEJACHUN OKCIEPTU3bl KadecTBa, 3(PHEKTUBHOCTH MU OE30MAaCHOCTH
MEJUIIMHCKOTO U3JIeNIs, a TaKKe HCKIOUEHUs] BO3MOXXHOCTH KOH(IMKTA
WHTEPECOB JOJDKHOCTHBIE JIMIA DKCIIEPTHOTO YUYPEKICHHS, OCYIIECTBIISIBIINAEC
KOHCYJIbTUPDOBAHUE WJIM HWHCIEKTUPOBAHME IMPOM3BOJCTBA MEIUIIMHCKUX
U3JIeJIMA Ha COOTBETCTBUE TPEOOBAHMAM K BHEJPEHUIO, MOJIJICPKAHUIO U OIICHKE
CHUCTEMBI YNPABJICHHUS Kau€CTBOM MEAUIIMHCKUX U3JEIUI, HE MOTYT IPOBOJUTD
AKCHEPTU3y KadecTBa, dS(PQPEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3JIEJIUS, 110 KOTOPOMY IPOBOJAWIOCH KOHCYJIbTUPOBAHUE.

51. B OTHOIIEHMM MEIMIIMHCKOTO H3JICIHs 3asgBUTCIEM MOXET OBITh
NPEJCTABICHO TOJBKO OJHO W3 3asBICHUH, MPEIyCMOTPEHHBIX MYHKTOM 63,
unn nyHktom 87, wim noamyHktoMm "a" myHkra 101, mnm nmoamynkTom "a'
nyHkTta 112, unu nognynkrom "a" mynkra 120, wim nmynkroMm 135 Hacrogmmx
[IpaBun. B ciydae mnpeacTaBieHUs WJIM HANPaBICHUST B PETUCTPUPYIOLIMI
OpraH WM y4peXKJICHUE B MEPUOJ PACCMOTPEHUS UM PETUCTPALIMOHHOTO JIOCHE
B COOTBETCTBUM C MPOLIEAYPOH, MPEITyCMOTPEHHON HacTosmumu IIpaBunamu
(10 BBIHECEHHUS UTOTOBOIO PEIICHUS, MPETyCMOTPEHHOTO IAHHOM IPOIIeaypoil),
MOBTOPHOTO M (MJIM) HOBOT'O 3asBJICHUS U3 YKAa3aHHBIX B MPEIJIOKEHUU TTEPBOM
HACTOSIIIIEr0 IMYHKTa B OTHOIIEHWU JAHHOTO MEAMIIMHCKOIO W3JIeJIUS TaKoe
3as1BJICHUE PETUCTPUPYIOLIUM OPraHOM WM YUPEXKICHUEM HE IPUHUMAECTCHL.

52. Peructpupytonuii  oprad  GOpMUPYET PETUCTPALIMOHHOE JI0ChE
U3 CIICIYIONMIUX JOKYMEHTOB (110 TPUMEHHUMOCTH):

a) 3adBJICHUE O PETUCTPAllMM M  JOKYMEHTBHI, IPEIyCMOTPEHHBIC
nyHktoM 65, wmm 87, wimm 101  Hacrosmux  IIpaBun, 3asdBieHUE
O BO300HOBJIEHHWU TOCYJAAPCTBEHHON pPErucTpalud MEIUIIUMHCKOTO U3JIeIUs
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U JIOKyMEHTHI, MpeaycMoTpeHHble myHKToM 80 Hactosmux [IpaBui, 3ampocsl
U JOKYMEHTBI, MpEeAyCMOTpPEeHHbIe MyHKTOM 74 unu 96 nHactosmux I[Ipasun,
3asiBJICHME O BHECEHUH M3MEHEHUH, COIEPKAIINXCS B PETUCTPALIMOHHOM JIOChE,
U JOKYMEHTBI, MpeaycMOTpeHHble myHKTamu 112 wu (unu) 120 HacTosIIMX
[IpaBun, a Ttakxe 3asBleHHE OO0 OTMEHE TOCYJAPCTBEHHOW pPErucCTpaliu
MEIUIIMHCKOTO H3JENHsI U JOKYMEHTBI, MPEIyCMOTPEHHbIE MOAIMYHKTOM "0
nyHkTa 139 nacrosmux IIpasui;

0) KoIus 3aJjaHusl Ha MPOBEJIEHUE PKCIEPTU3bl KauecTBa, 3 (HEeKTUBHOCTH
1 0€30MaCHOCTH MEIUIIMHCKOTO U3JIEusi, O(POPMIIEHHOTO PErHCTPUPYIOIIUM
OpraHom;

B) 3aKJIFOUYEHHS, o(popMIIEHHBIE AKCIEPTHBIM YUpEKICHUEM
Opy TMPOBEJECHUU HKCIEPTU3bl KauecTBa, 3(PPEKTUBHOCTH U OE30MaCHOCTH
MEIUITMHCKOTO U3/IeIHs;

') BO3pQXKEHUs 3asBUTENS HA 3aKIIOYEHUE DKCHEPTHOrO YUPEKIACHUS
Opy TMPOBEJECHUU HKCIEPTU3bl KauecTBa, 3(PPEKTUBHOCTH U OE30MaCHOCTH
MEIUIIMHCKOTO U3JIEHs, PEHICHUS PErucTpUPYIOUIEro OpraHa IO HUTOram
PacCMOTPEHHUS BO3PAKEHUI 3asIBUTENS HA 3aKIIIOUCHHE;

1) KOMTMH MPUKA30B PETUCTPUPYIOIIETO OpraHa;

€) KOIHH YBEJIOMJICHU, HAIPABIEHHBIX PETUCTPUPYIOIIUM OPTaHOM;

) KOTIMM OTYETOB 00 HMHCIEKTUPOBAHUHU IMPOM3BOJCTBA MEIUIIMHCKOTO
U3JIEIHSL.

53. JIoKyMeHTBI,  colepKallhecss B  PErUCTPALMOHHOM  JIOChE,
NPEJICTABIIAIOTCS B PErHMCTPUPYIONIMI OpraH C HCIOJb30BAHUEM EIUHOTO
JUYHOro KaOuHeTa 3asgBUTENsT B (OpME  DJIEKTPOHHBIX  JTIOKYMEHTOB
WIM  JJIGKTPOHHBIX  00pa3oB  JOKYMEHTOB, MOAMHCAHHBIX  YCHUJICHHOM

KBJIU(PUITMIPOBAHHOMN AIEKTPOHHOMN MOJIMHUCHIO WIH YCUJICHHOU
HEKBATU(PUITUPOBAHHON AJIEKTPOHHOM MOMUCHIO 3asIBUTEIS.
JloKyMeHTBI Ha OyMa>KHOM HOCHTEJIE, coJiepKalmecs

B PETHCTPAIIIOHHOM J0ChE, JJIEKTPOHHBIE 00pa3bl KOTOPHIX MPEICTABISIOTCS
3assBUTEJIEM, JIOJDKHBI OBITh 3aBEPEHBI B YCTAHOBJICHHOM TIOPSIIKE.

54. IOKyMEHTBI, COJEp)Kalluecss B PETHUCTPAIMOHHOM JIOChE, JIOJDKHBI
OBITh BBIMIOJIHEHBI B MHOTOIIBETHOM (¢opMaTe C pa3pelieHHeM He MeHee
300 Touek Ha mwoiM B (opmare *.pdf ¢ TEKCTOBBIM CI0E€M C BO3MOKHOCTBIO
BBIJICJICHHS U KOMTUPOBAHUs OJIOKOB, a TAK)KE OCYIIECTBICHUS MTOUCKA.

Pasmep mo0Goro w3 (aiiloB PErHCTPAIMOHHOTO JO0Che HE JOJIKEH
npesbimaTts 100 MO.

B KaxIoM JOKyMEHTe, COAEpXkalleMCs B PEruCTPAIMOHHOM JOChE,
00s13aTeIbHO JOJDKHA OBITh yKa3aHa JaTa e€ro BhIIavH.
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55.B cnyuyae ecnu JOKYMEHTBI, COJEpKAalIUECs B PErUCTPAlOHHOM
IOChE, COCTAaBJIEHbl HAa HWHOCTPAHHOM  SI3bIKE, OHHU  MPEICTABIISIIOTCS
C 3aBEPEHHBIM B YCTAHOBIIEHHOM IOPSJIKE IEPEBOJOM Ha PYCCKHUU SA3BIK.

56. Texunyeckass  JAOKYMEHTAlMsl  MPOU3BOAUTENS  (M3rOTOBUTEIIS)
Ha MEJIUIMHCKOE M3JENINE, SKCIUTyaTal[MOHHAsA JOKYMEHTAIUsl MPOU3BOIUTEIIS
(u3rotoBUTENS) HAa MEIAUIIMHCKOE M3JeNHe, B TOM YHCIE HMHCTPYKIIHS
0 IPUMEHEHUIO WM PYKOBOJICTBO IO 3KCIUTyaTallud MEIMIIMHCKOTO W3JIEIus,
MOTYT OBITh JOIOJHUTEIIBHO BHECEHBbl TOCPEJCTBOM E€IUHOTO JUYHOTO
KaOuHeTa 3asBUTENsT B  BUJE CBEJICHUM, TOJIUCAHHBIX  YCHUJICHHOM
KBJIU(PUITMIPOBAHHOMN AIEKTPOHHOMN HOAMHUCHIO W YCUJIEHHOM
HEKBATU(PUITUPOBAHHON AJIEKTPOHHOM MOMUCHIO 3asIBUTEIS.

57. ObecnieueHrue opraHu3aluu padoThl MO0 (POPMUPOBAHUIO U BEJICHUIO
HOMEHKJIATYpHOU  KJIacCU(PUKAIMM MEIUIMHCKUX M3JeIUi [0  BHUAAM
OCYILECTBIISIETCSA PETUCTPUPYIOLIUM OPTaHOM.

58. Ilpu u3MeHEeHUH BHAA MEIUIMHCKOIO HU3JIeTUsi B paMKax paboThI
no (QopmMupoBaHMI0O W BEACHUID  HOMEHKJIATYpHOM  KiIaccU(pUKALMU
MEIUUHUHCKAX W3JEIUA MO BHJIAM PETUCTPUPYIOIIMN OpraH YBEIOMIISET
MOCPEJICTBOM JJIEKTPOHHOTO KaOWHETa 3asBUTENS O IUIAHUPYEMOM H3MEHEHHH
BU/JIa, COAEPIKAILETOCS B PEECTPOBOM 3aIIUCH.

B Tteuenne 15 pabouux aHell co AHS pa3MEUIEHUS B DIIEKTPOHHOM
KaOWHeTe 3asBUTENST YBEIOMIICHHS, YKA3aHHOTO B a03alle MepBOM HACTOSIIIETO
[YHKTA, 3asIBUTEJIb BIIPABE O3HAKOMUTHCS C HUM U MPU HAJIUYUU BO3PAKEHUI
HallpaBUTh HMX B PETUCTPUPYIOIIMI OpraH MOCPEICTBOM 3JIEKTPOHHOIO
KaOuHeTa 3asBUTENIA. YKa3aHHBIE BO3PAXKEHUS HANPABISIIOTCS 3asBUTEIEM
OJIHOKPATHO.

B cnydae ecnm B yCTAHOBIIGHHBIM CPOK BO3PAXEHUS 3asBUTEIIS
HE TOCTYNWIH, PETUCTPUPYIOIIMI OpraH OCYUIECTBISET MEpPONPUATHUS
110 BHECEHUIO N3MEHEHUI B PEECTPOBYIO 3aIUCh.

B ciywyae nmocTyrieHus nocpeCcTBOM AJIEKTPOHHOIO KaOMHETa 3asBUTENS
B CpPOK, HE TpeBblmarmui 15 pabodyux JgHEH, BO3PAKECHUN 3asBUTEIIS
N0 HW3MEHEHHI0 BHUJA MEIMUIMHCKOTO W3JACIHS PETUCTPUPYIOIIUN OpraH
B TeueHue 30 pabouux JHEW CO JTHA MOCTYIUICHUSI BO3PAXKEHUN paccMaTpUBAET
UX, B TOM YHCJIE C IPUBJIICUEHUEM DKCIIEPTHOTO YUPEKICHUS.

B cnydae mpuHATHS pelIeHUs O MPU3HAHWU BO3PAKEHHUM IOJIHOCTHIO
WIM YaCTUYHO OOOCHOBAaHHBIMM MEPOMPUATUS IO BHECEHUIO W3MEHEHHI
B PEECTPOBYIO 3aIIUCh HE OCYLIECTBIISIFOTCS.

B ciaydae npuHATHS penieHus O NPU3HAHUU BO3PAXKEHUU MOJIHOCTHIO WIH
YaCTUYHO HE OOOCHOBAHHBIMU PETUCTPUPYIOIIUNA OpraH  YBEIOMIISET
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O TMPUHATOM pEHIeHUH TOCPEJICTBOM JJIEKTPOHHOIO KaOMHETa 3asBUTEIS
(c MOTHBUPOBaHHBIM OOOCHOBAaHUEM IMPHUHATOTO PEHICHUS) U OCYIIECTBIISET
MEPONPUATUSA TI0 BHECEHHID COOTBETCTBYIOIIMX HW3MEHEHHII B PEECTPOBYIO
3aIuCh.

59.Cpok © TOCHEAOBATENBHOCTh AAMUHUCTPATUBHBIX MPOUELYP
Y aJMUHHUCTPATUBHBIX JIEMCTBUNA PETrUCTPUPYIOUIETO OpPraHa yCTaHABIMBAKOTCS
aIMUHHUCTPATUBHBIM PErJaMEHTOM [0 MPEJIOCTABICHUIO TOCYJapCTBEHHOM
YCIYTM 1O TOCYJIapCTBEHHOM  PETHCTPALMM  MEIULMHCKHX  U3IEIHH,
pa3zpabaTbiBaéMbiM B COOTBETCTBMUM C TpEOOBAaHUSIMU, YCTAHOBJIEHHBIMU
[IpaButenscTBOM Poccuiickon denepanumu.

60. Ha tepputopuu Poccuiickoin ®enepanu He JOMYCKAKOTCS:

a) perucTpanus pazIuyHbIX MEAUIMHCKUX M3JENUM 1O  OJHUM
HAaMEHOBAHUEM,;

0) peructpanuss B KayecTBE MEIUIMHCKUX M3JCIUM  MPOAYKIUH,
HAaMMEHOBAaHUE KOTOPOM  coAepKUTCS B  ['OCyHapCTBEHHOM  peecTpe
JIEKapCTBEHHBIX CPEACTB IJII MEIULMHCKOTO NpUMEHEHUs, EauHOM peectpe
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB EBpa3suiickoro 3KOHOMUYECKOTO
COI03a WJIM COBMNAJAeT C HaUMEHOBAaHUEM OMOJOTMYECKU AKTHUBHOM 100aBKH
K MUUIIE, CBEIEHUS O KOTOpPOHM coaepxkarcs B EQuHOM peecTpe CBUIETEILCTB
0 TOCYJIApCTBEHHON pETrUCTpalvi NPOAyKUIHMH. Eciu J1eKapCTBEHHOE CPEICTBO
Wi OWUOJOTMYEeCKHM aKTHBHAs J00aBKa K TMHINE SBISIETCS KOMIIOHEHTOM
MEIUMUMHCKOIO  M3JEIUs, HUX HAUMEHOBAaHUS MOTYT  HCIIOJb30BATHCS
B HAUMEHOBAaHUU MEIULIMHCKOTO WU3EIHS;

B) IOBTOpPHAsA  pEerucTpauus  OJHUM  MPOU3BOAMUTEIEM  OJIHOTO
Y TOTO K€ MEJULIHUHCKOIO U3AENHS 0] HHBIM HAUMEHOBAHUEM.

61. B nensix nmpoxoxIeHHs MPOLEAYpPbl FOCYIapCTBEHHON perucTpauuu
MEIUIIMHCKOTO M3JENIUS  MPOU3BOJUTENh (M3rOTOBUTENb) MEIUIIMHCKOTO
U3JIeUsl  JIOJDKEH  O00€CleuruTh COOTBETCTBHE  MEIUIIMHCKOTO — M3IENHS
CJICAYIOIIUM TPEOOBaHUAM (110 TPUMEHUMOCTH ):

a) HE JIOMyCKAaeTCsl OrpaHUYEHHE B3aMMO3aMEHSEMOCTH MEAUIIMHCKUX
U3JIEJIMHA IIyTEM HCIIOJIb30BaHUS CIIEHUAIBHBIX TEXHUUECKUX WJIU MPOrPAMMHBIX
CpPEeICTB WM JAPYrMMH crHoco0amu, €clid 3TO He MpeAHa3HayeHO
11t obecnieueHus: 6e30macHOCTU U 3P HEKTUBHOCTH MEAUIIMHCKOTO U3/IETHS;

0) momyckaeTcsi MOATBEPXKJIEHHE BO3MOXKHOCTH COBMECTHOTO MPUMEHEHUS
PETUCTPUPYEMOTO MEAMIIMHCKOTO U3IENUS C APYTUM MEIULMHCKUM H3AEIHEM
MHOTO MPOU3BOIUTENS (M3TOTOBUTENIS), 3aPETUCTPUPOBAHHBIM B COOTBETCTBHUHU
c TpeboBaHUSAMHU 3aKoHojaTenbcTBa Poccuiickoit ®enepanuu B chepe
roCyJIJapCTBEHHOM pErucTpauuu MEIUUUHCKUX u3nenui. [Ipu 3ToM coBMeCTHOE
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OPUMEHEHUE PETUCTPUPYEMOTO MEIULMHCKOTO W3IAEIUs C MEIULIHUHCKAM
U3JIEJIMEM MHOTO MPOU3BOJUTENS (M3rOTOBUTENS) OCYHIECTBIISIETCS C YUYETOM
OCOOEHHOCTEH, YCTAHOBJEHHBIX B  OKCIUTyaTallUOHHOM  JOKYMEHTAIlHH
NPOU3BOAUTENS (M3rOTOBUTEIISI) HA PETUCTPUPYEMOE MEAUIIMHCKOE U3/IENHE.

62. Pemmiennst u paeiictBus (0€31€MCTBUE) PETUCTPUPYIOIIETO OpraHa,
MOBJIEKIINE 32 CO00I HAapyIIEHHE MPaB IOPUIUUECKOTO JIMIA WU (PU3HUUECKOTO
JMLA, 3apETUCTPUPOBAHHOTO B KAUYE€CTBE MHAMBHIYAJIbHOIO MPEANPUHUMATENS,
a TaK)K€ 3aKJIIOYEHUS SKCIIEPTHOTO YUPEKIEHHUS M0 pe3ysibTaTaM IMPOBEAEHHBIX
UM B COOTBETCTBMM C HacTosmmmu [lpaBunamu sKcnepTu3 MOTYT OBITh
o0kajoBaHbl 3asBUTENIEM B TIOPSAJKE, YCTAHOBJIEHHOM 3aKOHOIATEIbCTBOM
Poccuiickon ®enepanumu.

II. T'ocynapcTBeHHAs! perUCTpalys MEAUIIMHCKUAX U3/IEIHM, MOATBEPKICHNE
3¢ (HEKTUBHOCTH KOTOPBIX TPEOYET MPOBEICHUS KIMHUYECKUX UCTIBITAHUN
C Y4acTHEM YeJIOBEKa W MOJTYUYEHUs pa3pelieHus] peTUCTPUPYIONIEro OpraHa
Ha MIPOBEICHUE KIIMHUYECKUX UCIIBITAHUN

63. lns  TOCYJapCTBEHHOW pErucTpaldd MEAUIMHCKOTO  U3JeNus,
noATBep)kaAeHUE IP(PEKTUBHOCTU KOTOPOTO TPEOYyET MPOBEACHHS KIMHUYECKUX
HCIIBITAaHUI C YYaCTHUEM YEJIOBEKA U MOJYUYEHHUS pa3pelieHUs] PETUCTPUPYIOILIETO
opraHa Ha NpPOBEJIEHHWE KIMHMYECKUX HCIBITAHUM, 3aABUTENb I[OCPEACTBOM
€AMHOr0 JMYHOrOo KaOWHETa 3asBUTENSI MPEACTABISIET B PErHCTPUPYIOIIMIA
OopraH 3asBJICHHE O pETrUCTpalMd, a TaKXKe JIOKYMEHTbI, YKa3aHHBbIE
B ITyHKTe 65 Hacrosmux [IpaBui.

64. B 3asBjIeHUN 0 PErUCTPaALMK YKA3bIBAIOTCS CIIEIYIOIINE CBEICHUS:

a) HAMMEHOBAaHUE MEIULMHCKOrO0 u3Jenus (C YyKa3aHHEeM Mojenein
(Mapok) MEIMUMHCKOIO M3JEeNMsl, HMX COCTaBa U NPUHALIECKHOCTEM,
HEOOXOJUMBIX JUISI NPUMEHEHUS MEIWIMHCKOTO H3JETHs WM €ro Mojenei
(Mapok) Mo Ha3HAYEHUIO (NP HAJIMYMM), MPU 3TOM 3asBUTEIb YKa3bIBAET
TOBapHBIA 3HAK U MHBIE CPEJACTBA WHJMBHIyaIU3alUNd MEIULHUHCKOTO U3JEIUs
B CJIy4ae UX HAHECEHMs Ha YIaKOBKY MEAUIIMHCKOIO U3/IEIus;

0) B OTHOLICHUM TMPOU3ZBOAUTENS  (M3FOTOBUTENS]) MEIUIUHCKOTO
W3JIETIUAL:

IOpUJINYECKOTO JIMIla - TOJHOE€ M COKpallleHHoe (Mpu HaJIMYKH)
HaMEHOBaHMs (C TpaHCIUTEpaIuei), OpraHW3alMOHHO-TIpaBoBas (opma,
UJEHTU(PUKAIIMOHHBIIT HOMEp HajororaTeiabluka (I8 MOpOU3BOIAUTENEH,
ABISOIKUXCS  pe3uaeHTamu  Poccuiickoit  ®enepauuu), aapec  MecTa
HAXO0XJICHHUs, a TaKKe HoMep TeneoHa U aapec ANEKTPOHHON OYTHI;
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(bu3HYecKoro JuIa, 3apeTUCTPUPOBAHHOIO B KAYECTBE UHAMBUAYAJIHLHOTO
npearnpuHuMarens, - GamMuwins, uMsg ¥ OTYECTBO (MPU HAIUYUHU), PEKBU3UTHI
JOKYMEHTa, YJIOCTOBEPAIONIEr0 JIMYHOCTh, HUACHTU(MUKAIIMOHHBIA HOMED
HaJIOroIyiaTeabIMKa (Uil  TPOU3BOAUTENEH, SBIAIOIIMXCA PE3UACHTAMHU
Poccuiickoit @enepannn), apec MecTa KUTEIbCTBA, a TAKXKE HOMEp TesnedoHa
U aJpeC 3JIEKTPOHHOU MOYTHI;

B) B OTHOUIEHWH YIOJHOMOYEHHOIO MPEACTABUTENS MPOU3BOJUTEIS
(M3roToBUTENSA):

IOpUJIMYECKOTO JIMIAa - TOJIHOE M COKpallleHHOoe (IIpyU HaJIWYHH)
HAaUMEHOBaHUsA (C TpaHCIUTEpalyeil), opraHu3allMoOHHO-TIpaBoBas (dopma,
UACHTU(UKAIIMOHHBIA HOMEp HAJIOTOIUIaTeNbIIMKa, apec MECTa HaXOXKICHHUS,
a TaKxe HoMmep TesnedoHa U aJIpec JIEKTPOHHOM MOYTHI;

(bu3HYecKoro JuIa, 3apeTUCTPUPOBAHHOIO B KAYECTBE UHAMBUAYAJIHLHOTO
npearnpuHuMarens, - GamMuwins, uMsg ¥ OTYECTBO (MPU HAIUYUHU), PEKBU3UTHI
JOKYMEHTa, YJIOCTOBEPAIONIEr0 JIMYHOCTh, HUACHTU(MUKAIIMOHHBIA HOMED
HAJIOTOIUIATENbIINKA, AJPEeC MECTa JKUTEIbCTBA, a TaKKe HOMep TenepoHa
U aJpeC 3JIEKTPOHHOU MOYTHI;

I') HAUMEHOBaHHE (HaMEeHOBaHUS) (c TpaHCIUTEpaUe )
IPOM3BOICTBEHHOM IUIONIAIKH (MIPOU3BOICTBEHHBIX TUIONIA/IOK), aapec (aapeca)
MecTa ee (MX) HaXOXK/ICHHUS;

1) Ha3HAYEHUE MEAUIIMHCKOTO MU3/IeUsl, YCTAaHOBIEHHOE MTPOU3BOAUTENIEM
(M3roToBUTENEM) B COOTBETCTBUM C TEXHUYECKOM M DKCIUTyaTal[MOHHOM
JOKYMEHTAIIMEN HA MEIULIMHCKOE U3/IEIINE;

€)BUJ WJIA BHAbBl  MEIUIMHCKOIO M3JENHs B  COOTBETCTBUU
C HOMEHKJIATypHOW Kiaccuukanuend MEAUIMHCKUX W3JEIUM 10 BHAAM
B CJIy4dae, MPelyCMOTPEHHOM ITyYHKTOM 26 Hacrosamux [IpaBui;

) KJIacC MOTEHIMAIBHOTO PHUCKA NMPUMEHEHUS] METUIIMHCKOTO HU3JIETs
B COOTBETCTBHUU C HOMEHKJIATYPHOM KiIacCHU(pUKAIMEN MEIMIIMHCKUX H3EITHM
N0 KjJaccaM B 3aBUCUMOCTHM OT MOTEHIMAJIbHOIO pUCKA MX MPUMEHEHUS,
yTBEpKIaeMor MUHUCTEPCTBOM 31paBooXpaneHus Pocculickon denepanuu;

3) ko OOmiepoccuiickoro kiaccupukaTopa MPOAYKIMH IO BUIAM
HKOHOMHUYECKO JIeITeIbHOCTH (J1ajiee - KIIacCU(PUKATOD);

1) CBEJCHUS 0 BO3MOKHOCTH (HEBO3MOKHOCTH) OTHECEHUS
MEJIUIUHCKOTO U3EIHS:

K TOpOrpaMMHOMY  OOECHEYEeHHIO,  SIBIISIONIEMYCS  MEIUIHUHCKUM
U3JIEIINEM;

K TMpOrpaMMHOMY OOECHEYEeHHI0 C TPUMEHEHHEM TEXHOJIOTUi
UCKYCCTBEHHOI'O MHTEJUIEKTA, SBJISIOIEMYCS MEAUIUHCKUM U3/IEIIHEM;
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K) CBEJICHUA O HaIMuuud (OTCYTCTBHUH) y MEIUIMHCKOIO U3JIEIUs
U (WIK) IPUHAJIEKHOCTEH K HEMY MPSMOTO WM ONOCPEJOBAHHOTO KOHTAKTa
C IOBEPXHOCTHIO TeJla YEJIOBEKa, €ro CIM3UCTBIMU 000J0YKaMH, BHYTPEHHUMHU
cpellaMl OpraHu3Ma, I KOTOPBIX YKa3aHHOE B3auMOJEUCTBUE (KOHTAKT)
ABJISIETCSI HEOOXOIMMBIM J1JIs1 BBITIOJIHEHUSI UX MTPeIHa3HAYeHHOU (DYHKITNY;

J) cBeicHUsT 00 OTHECEeHUM MEAMIIMHCKOTO U3JIeTusl K CpeJCcTBaM
U3MEpEeHUi B cpepe rocyIapCTBEHHOIO PETYIUPOBAHUS 00ECTIEUEHUs €IMHCTBA
U3MEPEHUH, nepevYeHb KOTOPBIX YTBEPKIAAETCS MuHHUCTEPCTBOM
3apaBooxpanenus Poccuiickon denepanuu;

M) HOMEp, Jara MPOTOKOJA TEXHUYECKUX HCIBITAHUNH MEIUIIMHCKOTO
U3/, a Takke HAaUMEHOBAHUE MCIBITATEIbHOM J1a00paTOpuH, BbIAABIICH
OPOTOKOJI HCHBITAHUN, W CBEICHUS O HOMEpE 3alluCu O HEW B pEecTpe
AKKpPEIUTOBAHHBIX JIMI;

H) HOMEp, JlaTa TPOTOKOJIa  TOKCHUKOJOTMYECKUX  HCCIEOBaHUMN
MEIUITMHCKOTO U3eNUs U (UTK) TPUHAAJIEKHOCTEH K METMIIMHCKOMY U3/IEIIHUIO,
OpsIMO WJIA ONOCPENOBAHHO KOHTAKTUPYIOIIUX C TOBEPXHOCTHIO TEJa YEIOBEKA,
€ro  CIU3HUCTBIMU  O00OJIOYKAaMH, BHYTPEHHHUMH CpeJamMd  OpraHu3Ma,
JUISL KOTOPBIX yKa3aHHOE B3aMMOJEHCTBUE (KOHTAKT) SIBISETCA HEOOXOIMMBIM
JUISL BBITIOJIHEHUSI WX TpeIHAa3HAYCHHBIX (PYHKIUH, a TakKe HauMEHOBAaHHE
UCIBITATENIbHOM ~ JJaOOpaToOpuM,  BBIJABIIEH  MPOTOKON  HCCIEAOBAHMHIMA,
U CBEJICHUS O HOMEPE 3aIlMCH O HEW B PEECTPE aKKPEIUTOBAHHBIX JIUIL;

0) HOMEp, JaTa MPOTOKOJIA UCTIBITAHUM MEIUIMHCKOTO U3JETHs B LIENsX
YTBEPKJIEHUS THUIIA CPEACTB U3MEPEHUH (B OTHOUIEHUU MEIUIIMHCKUX W3JIETUH,
OTHOCAIMXCS K CpEeJACTBaM H3MEpeHHil B cdepe TrocydapCTBEHHOTO
pEryJupoBaHMs OOeCeueHUs] €JUHCTBA H3MEpPEHUM, IMepedeHb KOTOPBIX
yTBepxkaaeTcs MuHHUCTEpCTBOM 3iApaBooxpaHeHus Poccuiickoii deneparun),
a TaKke HaMMEHOBAaHHE MCIbITATEIbHOW J1abopaTOpWH, BBIJIABIIEH MPOTOKOI
UCIIBITAHUN, U CBEJEHUSA O HOMEpE 3allMCU O HEW B PEECTpE aKKPEAUTOBAHHBIX
nuL;

n) 1aTa ¥ HOMEp OT4YeTa O pe3ysbTarax HHCIEKTUPOBAHUS, CPOK
€ero JEHCTBHUS, a TakKKe HAUMEHOBAHME OPraHU3alMU, IPOBOJUBIIEH
MHCIEKTUpOBaHUE  (YKa3pIBAIOTCA B  Cly4ae IMPOBEJICHUS  WHCHEKIHH
MHCIIEKTUPYIOLIEH OpraHu3alued, HaxOMsIIecs B BEICHUM (IIOJYUHEHHH)
PETUCTPUPYIONIETO OpraHa);

p) CBelleHHsT O  HEOOXOAMMOCTH  (OTCYTCTBHM  HEOOXOJIUMOCTH)
IPOBEAECHUS KIMHUYECKUX UCTIBITAHUMN C yYaCTHUEM YEJIOBEKA;
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C) CBEJICHUSI O HAIMYUU (OTCYTCTBHUM) B COCTABE MEAMIIMHCKOTO W3JIEIHSI
JIEKapCTBEHHOTO Mpenapara, papMareBTHIecKoi CyOCTaHIIH, OHOJIOTHIECKOTO
MaTepuaia U HHOTO JICSHCTBYOIIETO BEIECTRA;

T) CBEJICHUS O BBIMTYCKE M3/EIHUS B CTEPUIHLHOM (HECTEPHIIBHOM) BHUJIE;

y) PEKBU3HUTHl JIOKYMEHTa (JOKYMEHTOB), TOJTBEP)KIAIOIIETO TIPaBO
MCTIOJIb30BaHUS MTPOU3BOJUTENEM (M3TOTOBHUTEIEM) TOBAPHOTO 3HAKA M HHBIX
CPEICTB WHIWBUIyaTU3alldd MEIUIMHCKOTO M3JCNUs B ClIydae UX HAHECCHHSI
Ha YIIaKOBKY MEIMIIMHCKOTO WU3JICIIHS;

¢) cBeneHnss 00 oruiate TOCYJAApPCTBEHHOW MOIIIWMHBI (JaTa W HOMeEp
TUTATEKHOTO MOpYyYeHUs (TUIATEKHBIX MOPYICHUN );

X) CBEJICHHsSI O PETUCTPAIIMOHHOM HOMEpEe U JaTe TroCyJapCTBEHHOM
pPEeTUCTpAIlMd MEIUIMHCKOTO W3/eius (BHECEHUS W3MEHEHUW B JOKYMEHTHI,
COJIEpIKaIIrecs B PETUCTPAIIHOHHOM JIOChe) (TI0 TPUMEHUMOCTH);

I[) CBEICHUSI O  BO3MOXHOCTH  (HEBO3MOXHOCTH)  OTHECCHHSI
MEIHUIIMHCKOTO U3JICHSI K METUITUHCKAM U3JICTHSIM JUIsl TMarHOCTUKY in Vitro;

q) CBEJICHHS 00 YBEJIOMIICHHUSX O BBO3€ MEIUITMHCKOTO M3JICTHS C IENBIO
€r0 TOCYJapCTBEHHOM perucTpalyy, MOJaHHbIX B PETUCTPUPYIOIINN OPTaH;

1) CBEJICHUsI OO0 OTBETCTBEHHOCTH 3asBUTENSI 32 JOCTOBEPHOCTH
U WICHTUYHOCTh HH(OpMAIUU, COJEpXKAIIEHCS B PETUCTPAIIMOHHOM JIOChE
M 3a5BJICHUH O PETHCTPAIIH.

65. Inst  TOoCcymapcCTBEHHOW pETHCTpAlliU  METUIIMHCKOTO  W3JIEJHs,
noaTBepkAeHNE 3PPEKTUBHOCTU KOTOPOro TpedyeT MpOBEJACHUS KIMHUYECKUX
UCTIBITAHUI C Y4aCTHEM YeJIOBEKa U MOJTYUYEHUS pa3pelieHusI pETUCTPUPYIOIIETO
OpraHa Ha IPOBEJCHHUE KIMHUYECKUX UCIIBITAHUHN, PECTABIISIOTCS CIISAYIONINE
JTOKYMEHTBHI:

a) konus (KOmUM) JOKyMEHTa (JIOKYMEHTOB), TOJTBEPKJIAIOIIETO
(MOATBEPXKAAOMIUX)  TOJHOMOYMS  YIOJHOMOYEHHOTO  IPEICTAaBUTEIS
TPOU3BOAMTENS (M3TOTOBUTEINS) TIO TIPECTABICHUIO HHTEPECOB MPOU3BOIUTEIS
(M3roTOBHTENS), HECEHUIO  OTBETCTBEHHOCTH B  YacTH  OOpalleHHs
MEIHMIIMHCKOTO U3JeNns Ha Tepputopun Poccuiickoit denepamnuu, B TOM YUCIe
0 BONpOcaM TPOIEAYp OIEHKM COOTBETCTBHUS M  TIOCYJapCTBEHHOM
PETUCTPAIIMA MEIUIIUHCKOTO W3JENHs, a TakKKe IO 3aBEPEHUI0 JOKYMEHTOB
NPOU3BOANTENST  (M3TOTOBHTENS), BCTYyNHBIIErO0 (BCTYNUBIIUX) B  CHIIY
10 oGhOpMIIEHUS COOTBETCTBYIOIIMX JOKYMEHTOB (JOKYMEHT (JIOKYMEHTHI)
SBIISICTCSL (SIBIISIIOTCSA) O0O0S3aTENbHBIM (00S3aTENbHBIMK) JIII MHOCTPAHHBIX
Npou3BOANTENEH  (M3TOTOBUTENEH), OTEYECTBEHHBIMH  MPOHU3BOJUTEISIMU
(M3roTOBUTENSIMH) JTOKYMEHT (TOKYMEHTBI) MPECTaBISIETCS (MPEICTABIISIFOTCS)
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B CJIy4ya€ HaJu4us YMNOJHOMOYEHHOTO NPEACTABUTENA IPOU3BOJIUTEIIS
(M3roTOBUTENA);

0) cBelleHHUs 0 HOPMAaTHUBHOW JJOKyMEHTAIIUU Ha MEIUIIMHCKOE U3/IENHE;

B) TEXHMYECKas  JIOKYMEHTallus  MpOU3BOAUTENS  (M3rOTOBUTEIA)
Ha MEJIULIMHCKOE U3/IEIINE;

I') OKCIUTyaTallMOHHAsT JOKyMEHTAalUsl TMPOU3BOJAUTENS (M3rOTOBUTEIA)
Ha MEIUIMHCKOE HW3JEIUe, B TOM 4YHCIE HHCTPYKIUS [0 HPUMEHEHUIO
WJIM PYKOBOJICTBO MO JKCIUTyaTallui MEIULIMHCKOTO U3EIus;

1) IIBETHBIC dboTtorpaduueckue H300paKEHUsI o01ero BUJIA
MEIUIIMHCKOTO  U3JIeNusl, Mojeneil  (Mapok) MEIUIMHCKOTO — M3JENHs
U IPUHAIICKHOCTEH, HEOOXOIUMBIX ISl IPUMEHEHUSI METUIIMHCKOTO U3IEIHS
N0 Ha3zHaueHuto (pazmepoM He MeHee 18 x 24 caHTumeTpa), a TaKke
U300paKEHUS MAapKUPOBKM UM  YHAaKOBKM (I[BETHbIE MAaKeThl YIAKOBOK
U ITUKETOK, COJEPKAIIUE TEKCT OPUTMHAIIBHON MapKUPOBKHU U JOMOJIHUTEIBHOM
MapKUpOBKHM Ha pPYCCKOM $3bIKE, HAHOCHMOW Ha MEIUUMHCKUE W3JIEIus,
pou3BEICHHBIE 3a npeaenamu Poccuiickoit denepanun);

€) MPOEKT ONUCAaHUs THUIA CPEJICTBA HM3MEPEHUH, SBIAIOIIETOCS
MEIULIUHCKAM H3JeIueM (B OTHOIIEHUN MEIUIMHCKUX U3AENHI, OTHOCAIINXCS
K CpeacTBaM H3MEpeHuil B cdepe ToCyAapCTBEHHOIO PETyIMpPOBAaHUS
oOecrieueHus: €IMHCTBA M3MEPEHUN, TEPEeUeHb KOTOPBIX YTBEPKIAAETCS
MuHnucTepcTBOM 3/1paBooxpaHenus Poccuiickoii denepanun);

’K) METOJIMKA TOBEPKUM THUIA CPEJICTBA H3MEpPEHUH, SBISIOLIETOCs
MEIULIUHCKAM H3JeIueM (B OTHOIIEHUN MEIUIMHCKUX U3AENHI, OTHOCAIINXCS
K CpeacTBaM H3MEpeHuil B cdepe ToCyAapCTBEHHOIO PETyIMpPOBAaHUS
oOecrieueHus: €IMHCTBA M3MEPEHUN, TE€pPEeueHb KOTOPBIX YTBEPKIAAETCS
MuHnucTepcTBOM 3/1paBooxpaHenus Poccuiickoii denepanun);

3) IPOEKT IUJIaHa KIWHUYECKUX HCIBITAaHUN MEIUIIMHCKOTO W3JIEIus
C Y4acTHEM YeJioBeKa ¢ 00OCHOBBIBAIOIIMMH €r0 MaTepuaiaMu (IIpy HAJIMYUN);

W) IOKYMEHTBI,  TOJTBEPXKJIAIOIIME  BO3MOXKHOCTH  OCYIIECTBJICHUS
POM3BOJICTBA MO ajpecy (aapecam), yKa3aHHOMY (yKa3aHHbIM) B 3asBJICHHUU
O PErUCTpAllH B KA4e€CTBE MPOU3BOICTBEHHON (MMPOU3BOJCTBEHHBIX ) IIOIIAIKH
(monanok) (MO NPUMEHHUMOCTH): JTOKYMEHTBI, TOJTBEPXKAAIONINE HaJU4ue
yCJIOBUW MPOU3BOJICTBA, U (MJIM) KONMUU CEPTU(HUKATOB COOTBETCTBUSI CUCTEMBI
MEHE/DKMEHTa KauecTBa TpeOOBaHUSIM MEXIOCYJIapCTBEHHOTO CTaHJapTa
I'OCT ISO 13485-2017 "HU3penust memuuuHckue. CHCTEMBI MeEHEKMEHTA
kauecTBa. TpeOoBaHusa Juisi 1eNed  peryJaupoBaHuA", YTBEPKIACHHOTO
u BBeAeHHOTO B neiictBue ¢ 1 utons 2018 r. (manee - TOCT ISO 13485-2017),
WM COOTBETCTBYIOUIETO MeEXJIyHapojaHoro crtaHgapra [SO 13485:2016
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"Uznenus wmenunuHckue. CucTeMbl MEHEIKMEHTa KadecTBa. TpeOoBaHuUs
st nenent perynupoBanusa” (nanee - ISO 13485:2016), a Takke KOMUU OTYETOB
0 paHee MPOBEICHHBIX MHCIEKIUAX HAa COOTBETCTBUE YKA3aHHBIM CTAHIAPTaM
(B cnmydae TpeNCTaBlI€HHSA  YKa3aHHBIX CEePTU(HHUKATOB  COOTBETCTBHS),
U (WIM) KONUU JIOKYMEHTOB, TOJTBEPXKIAIONIUX COOTBETCTBUE CHUCTEMBI
yIpaBJICHUsS] KaueCTBOM TpeOOBaHUSAM K BHEIPEHHIO, MOJJICPKAHUIO U OICHKE
CUCTEMBI YTPABJIECHUA KAaYECTBOM MEIUIMHCKUX H3IENUNA (MPEeaCcTaBIsSIOTCS
B CIy4ae TMpPOBEACHUS HWHCIEKIMH HWHCIEKTUPYIOUIEH  OpraHu3aluei,
HaxoJsuleicss B BeleHUMU  (MOJUYMHEHWUH) OpraHa  roCyJapCTBEHHOM
BJIACTU TroOCyJapcTBa - wieHa EBpa3uilckoro 5»KOHOMUYECKOTO COHO3a,
YIOJHOMOYEHHOTO Ha OCYHIECTBJICHHE U (WJIM) KOOPAMHAIMIO JEATEIbHOCTH
B c(hepe oOpanieHuss MEJUIIMHCKUX U3/IeNTMi Ha TEPPUTOPUH ITOTO TOCyAapcTBa,
3a ucKIoueHueM Poccuiickoit Denepanun);

K) IOKyMEHTBHI, NOATBEPKAAIOLINE paBo UCIIOJIb30BaHUs
Opou3BOAUTENIEM (M3rOTOBUTENIEM) TOBAPHOTO 3HAKa U MHBIX CPEJCTB
WHIVMBHUAYyaM3alMd MEIUIMHCKOrO M3JENus B CIy4ya€ UX HAHECEHUs
Ha YIAaKOBKY MEAMIIMHCKOTO WU3Jeausl (MPEACTaBIsSIOTCS B Clydae, eciu
CBEJICHUSI HE BHECEHBI B COOTBETCTBYMoIIME peecTpbl DenepanbHOM CIyKObI
10 UHTEJUIEKTYyaIbHOU COOCTBEHHOCTH);

J) KOMMUK JOKYMEHTOB, TMOJTBEPKAAIONIMX KayeCTBO JIEKAPCTBEHHOTO
npenapara, (apMaleBTUUYECKOW CyOCTaHIIMM, OMOJOTHYECKOr0 Marepuaia
U MHOTO BEIECTBA, C UCIIOJIb30BAHUEM KOTOPBIX IPOU3BEAECHO MEIUIMHCKOE
U3JIeJINE WM KOTOPBIE BXOAST B €r0 COCTAB U MPEIHA3HAYEHBI JIJIs1 IPUMEHEHUS
TOJIBKO C YYETOM Ha3HAYEHUS MEIULMHCKOrO W3JEIus, ONPEACICHHOTO
OPOU3BOJIUTENIEM, BBIIAHHBIX B COOTBETCTBUU C 3aKOHOJATEIbCTBOM CTPaHBI
IPOUCXOXK/IEHUS JIEKAPCTBEHHOTO IMpenapara, (hapMaleBTUUeCKOl CyOCTaHIINH,
OMOJOTMYECKOr0 MaTepuaia U MHOTO BEIECTBA;

M) KOIIUSI IOKYMEHTa, MOJITBEPKAAIOIIET0 PErUCTPALIMIO MPOU3BOIUTENS
(u3rotoBUTENS) B KA4YECTBE IOPUIUYECKOTO JHIA JUOO0 HHIWBUIYATbHOTO
npeAnpUHUMATENS (3a UCKJIFOYEHUEM MEIUIUHCKUAX 173 (S115178
IPOU3BOUTENSIMUA KOTOPBIX SIBJISIOTCS pe3uieHThl Poccuiickoit denepanun);

H) IJIaH KJIMHUYECKOTO MOHUTOPHUHTA (JJ1s1 MEAUIIMHCKUX M3/IeNTUH Kilacca
NOTEHUMAIILHOTO PHUCKAa MPUMEHEHUs 3, a TaKKe MEIUUHUHCKUX W3JENINi,
UMIUIAHTUPYEMBIX B OPraHU3M 4YEJOBEKa, Kjacca MOTEHIMAJIbHOIO pPHUCKA
npuMeHeHus 20);

0) JoKa3aTelbHbIE  MaTepHUaIb IPOU3BOUTENS (M3roTOBUTETIS)
MEIUIMHCKOTO u31enus (1o MPUMEHUMOCTH):
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JI0Ka3aTeIbHbIE MaTepualbl IPOU3BOIUTENS (M3roTOBUTETIS)
MEIUIIMHCKOTO W3JIeNusl B 4YacTH OINpe/eNieHHs KadecTBa U 0O€30MacHOCTH
MEIUIIMHCKOTO  W3JIeJUsl, COOTBETCTBUS €r0  XapaKTEPUCTHK (CBOMCTB)
TpeOOBaHUAM HOPMATHUBHOM JOKYMEHTAIIUM, TEXHUYECKOW M SKCIUTyaTallMOHHON
JOKYMEHTAIMU MPOU3BOIUTENS (M3TOTOBUTEIIS);

JI0Ka3aTeIbHbIE MaTepualbl IPOU3BOIUTENS (M3roTOBUTETIS)
MEIULIMHCKOIO HW3JEIHUs B YacTH HUCCIEJOBAaHMM B LEIAX OLEHKH
OMOJOrNYECKON 6€30MaCHOCTH MEIUIIMHCKOTO U3JIEIIHSL.

66. Peructpupyroniuii opraH He BhpaBe TpeOOBaTh OT 3asBUTENS
YKa3bIBaTb B 3asBJICHUM O PETUCTPAllMU CBEACHUS, HE IMPELyCMOTPEHHBIE
nyHKToM 64  Hacrosmux  [lpaBui, ©W  TOpeACTaBIATh  JIOKYMEHTHI,
HE NIPEAYCMOTPEHHbBIE ITYHKTOM 65 HacTosmux [IpaBu.

3asBUTENb BIIPABE IMPEJICTaBUTh JOKYMEHTBHI, CBEICHHS O KOTOPBIX
YKa3bIBAlOTCA B 3afBJIEHMM O  PErUCTpallUd B COOTBETCTBUHU
¢ noamyHktamu "™M" - "m", "y" um "4" nynkra 64 Hactosuux IlpaBuin,
0 COOCTBEHHOI MHUIIMATHBE.

3asBUTENL BIIpaBe IMPEACTaBUTh HWHBIE HEOOXOJUMBIE JOKYMEHTbI
0 COOCTBEHHOI MHUIIMATHBE.

67.B Ttedenue S5 pabouyux JHEW CO [HA TOCTYIUICHUS 3asBICHUS
O PETUCTPALMU U JOKYMEHTOB, MPEIYCMOTPEHHBIX IMYHKTOM 65 HACTOSIIUX
[IpaBwii,  perucTpupyromuid  OpraH  NOPOBOJUT  IPOBEPKY  MOJHOTHI
U JOCTOBEPHOCTH COJEpPKAUIUXCA B HUX CBEICHUH, B TOM YMHCIE IIYTEM
CPaBHEHMSI TAKUX CBEIACHUU CO CBEICHUSMH, NPEACTABIECHHBIMU OpraHaMH
rocyJapCTBEHHOW BJIACTH B MOPSAKE MEXBEIOMCTBEHHOTO0 MH()OPMAIMOHHOTO
B3aUMOJENCTBUS MOCPEACTBOM CHUCTEMBI MEXBEJOMCTBEHHOTO 3JIEKTPOHHOIO
B3aUMOJEHCTBHS.

68. B cirydae ecnu 3asiBIeHHE O peructpanuu oGopMIIEHO ¢ HapylIeHUEM
NoJoXKeHU myHkTa 64 Hacrosmux [IpaBui, u (Wad) TpeaCTaBICHHbBIC
JOKYMEHTBl O0OpPMJICHBI C HapyIICHHWEM TIOJIO)KEHUM MYHKTOB 53 - 55
HacTosiiux [lpaBwi, u (UK) B 3asBJIEHUU O PETUCTPAIIMU U MPEICTABICHHBIX
JOKYMEHTAaX  yKa3aHbl  HEJOCTOBEPHBbIE  CBEACHUSA, WU  JOKYMEHTHI,
OpPEAYCMOTPEHHbIE  IYHKTOM 65  Hactosiumx  [IpaBun,  mpencTaBieHBI
HE B TMOJHOM OO0BEME, PETUCTPUPYIOIIUNA OpraH YBEIOMIISIET 3asBUTEIS
O  HEOOXOAMMOCTH  YCTPAHEHHsS  BBISBICHHBIX  HAapyHIeHUH U (WJIM)
NPEe/ICTaBIIEHUs OTCYTCTBYIOIIUX JIOKYMEHTOB B TeueHue 30 pabGoumx mHei
CO JIHA pa3MENICHHs] TaKOro YBEIOMIJICHHS B (hOpME DJIEKTPOHHOTO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHON MOJIHUCKHIO
YIOJHOMOYEHHOTO JOJKHOCTHOTO JIMIA, B €JAMHOM JIMYHOM KaOHWHeTe

" n.n
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3asiBUTENS] M DJIGKTPOHHOM KaOWHETe 3asiBUTENs. YCTPAaHEHUE BBISBICHHBIX
HapyuieHud U (WIM) TpeJCTaBlICeHHE JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT,
3asiBUTENb OCYIIECTBIISIET MOCPEACTBOM €IMHOTO JJUYHOIO0 KaOMHETa 3asBUTEIIS.

BpeMs co 1HS yBEIOMJIEHUSI PETUCTPUPYIOIIMM OpPraHOM 3asiBUTENS
10 JHS TOJy4YeHUs OTBETa HAa  yBEJOMIIGHHE WJIM  YBEJOMIICHHUS
O HEMpEJCTABICHUH OTBETA Ha 3alPOC HE YUUTHIBACTCS MPU UCUUCICHUU CPOKA
rocyJapCTBEHHOM PErucTpallii METUIIMHCKOTO U3EIIHS.

69. B Teuenue 2 pabouux [AHEW CO JHS 3aBEPIICHHS IPOBEPKH,
peyCMOTPEHHON MyHKTOM 67 Hactoamux [IpaBun (B ciyyae mpeacTaBiieHUs
HaJJIeKaumM 00pa3oM O0(OpPMIIEHHOTO 3agBJIEHHUS] O PETUCTPALMU U B MOJIHOM
o0beMe JIOKYMEHTOB, IMPEIYyCMOTPEHHBIX MYHKTOM 65 Hactosmux [IpaBun),
a Takke B Cllyyae yCTpaHEHHUs B CPOK, He mpeBbimaromuii 30 pabounx aHel,
BBISIBJIEHHBIX HapyLIeHUN U (1n) npeJICTaBICHUS JIOKYMEHTOB,
peyCMOTPEHHBIX MYHKTOM 65 Hactosamux [IpaBun, perucrpupyromuii oprad
NPUHUMAET PEIIEHHEe O Hayalle rOCYJIapCTBEHHON PEerucTpanuu MeIUIUHCKOrO
U3JIEIHSL.

70. B cnydae ecnum B Cpok, He mnpeBblmaromuii 30 pabodyux JHEH,
HE YCTPAaHEHbI BBISIBJICHHbIC HAPYIICHUS U (W) HE MPEACTABICHBI JIOKYMEHTHI,
KOTOpbIE OTCYTCTBYIOT, B TOM 4YHCJE C Y4YE€TOM IIOJIOXKEHUSI MYyHKTa 53
HacTosiimux ~ [IpaBui, perucTpupyromuii opraH MNpPUHUMAET  pEIICHHE
0 TMpeKpalleHUU JAbHEUIIEro pPacCMOTPEHUsI 3asiBICHUS O PErUCTpalUU
U JIOKYMEHTOB, IMpPEAYCMOTPEHHBIX MYHKTOM 65 Hacrosiumx I[IpaBuin,
1 UTHGOPMHUPYET 00 ITOM 3asIBUTENIS IyTEM pa3MelleHus B GopMe FJIEKTPOHHOTO
JOKYMEHTa, TMOANUCAHHOTO YCWICHHOW KBAJIU(DUIIMPOBAHHON 3JIEKTPOHHOM
MNOJMUCHIO  YIOJHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €JAMHOM JIMYHOM
KaOWHeTe 3asABUTENIS U JIEKTPOHHOM KaOMHETE 3asBUTENSI COOTBETCTBYIOIIETO
YBEJIOMJICHUS C MOTHBUPOBAHHBIM OOOCHOBAHMEM NPUYUH MPUHATHS
YKa3aHHOTO pelIeHUsl.

71. T'ocynapcTBeHHas perucrpanus MEUITUHCKUX U3JIeTuH,
noaTBepxkAeHUE dPPEKTUBHOCTU KOTOPHIX TpeOyeT MpPOBEACHUS KIMHUYECKUX
UCIIBITAHUM C yYacCTHEM YeJIOBEKA U MOJIYUYEHHUs pa3pelieHus] perucTpupyroIiero
opraHa Ha TMpOBEACHHE KIMHUYECKUX  HUCIBITAaHUH, OCYIIECTBIISETCS
PETUCTPUPYIONIMM OPraHOM B CpOK, He mpeBblmarommi 50 pabounx gHEH
CO JIHA TIOCTYIUIGHHMsI 3asBIICHUS O pErucTpaiuu M  JOKYMEHTOB,
peIyCMOTPEHHBIX MMYHKTOM 65 Hactosuwux [IpaBui.

Cpok mpoBeAeHUS KIMHUYECKUX HCIBITAHUM MEIUIHUHCKOTO W3JEIus
C YYacTHEM 4YelioBeKa B yKa3aHHbIN 50-IHEBHBIN CPOK HE BKIIFOYAETCS.
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72. B Teuenue 2 paboumx JHEH CO JHS NPHUHATHUS PEIICHUS O Hadale
roCy/IapCTBEHHON PErucTpalii MEIMIIMHCKOTO W3JIeJIUSl PETUCTPUPYIOLIHNIA
opradn oGopMJISIET U BBIJAET 3aJlaHKE Ha IPOBEJEHUE DKCIEPTH3bl KayecTBa,
3 PEeKTUBHOCTH U OE30MACHOCTH  MEAMIIMHCKOTO H3JIeNIUS  DKCIEPTHOMY
YUPEKICHUIO (J1ajiee - 3a1aHue Ha MTPOBEJICHUE DKCIIEPTHU3HI).

73. Dkcneprusa Ka4ecTBa, ¢ PeKTUBHOCTH U 0e30MacHOCTH
MEJUIIMHCKOTO M3JCNUs, IS TMOATBEpKJIeHUS 3(POEKTUBHOCTH KOTOPOTO
TpeOyeTcss MpOBeJACHUE KIMHUYECKUX WCIBITAHUM ¢ YydacTHeM uYejloBeKa
U TOJIYYCHHE pa3pelIeHUs] PETUCTPUPYIOIIETO OpraHa Ha IPOBEIACHUE
KJIMHUYECKUX MCIBITAHUM, MPOBOJMUTCS IKCHEPTHBIM YUPEKJICHUEM IOATAITHO
B COOTBETCTBHU c MOPSIJIKOM, YTBEPKIAEMbIM MuHuCcTEPCTBOM
3apaBooxpanenus: Poccuiickon denepamuu:

a)Ha | »Tame ocymIecTBIAETCS ADKCIEPTH3a 3asBJICHUS O PErucTpaluu
U TJOKYMEHTOB, YKa3aHHbIX B MyHKTe 65 Hactosmux [IpaBui, ais onpeaeneHus
BO3MOXKHOCTH  (HEBO3MOXXHOCTH) TMPOBEJICHHUS KJIMHUYECKUX HCIIBITAHUM
MEJIMITUHCKOTO U3/IeJIUS C yYaCTUEM YEJIOBEKa;

0) Ha Il aTame OCYIIECTBISIOTCS JKCIIEPTH3a IOJTHOTHI M PE3YIbTATOB
MPOBEICHHBIX TEXHUYECKUX MCIBITAHUM, TOKCUKOJOTMYECKUX HCCIIEAOBAHUIMA,
KJIMHUYECKUX HCHIBITAHUM, MCIBITAHUN B LENAX YTBEPKIACHUSI THUIIA CPEICTB
U3MEpeHUH (B OTHOIIEHWHU MEAUITMHCKUX W3JIeNIUNA, OTHOCSIIUXCSA K CPEACTBAM
U3MEpEeHUH B chepe rocy1apCTBEHHOTO PEeTyJIUpOBaHUs 00eCTIeYeHUsT €MHCTBA
U3MEPEHUH, IIepEUYCHb KOTOPBIX YTBEPKIAAETCS MuHuCTEPCTBOM
3npaBooxpaHeHus Poccuiickoit deneparuun), MHCIIEKTUPOBAHKS TTPOU3BOJICTBRA,
a TaKXKe aHalu3 JO0Ka3aTeJIbHBIX MaTepUalioB MPOU3BOAUTENS (M3TOTOBUTEIIS)
MEUIIMHCKOTO M37enusl (Jajiee - OKCHepTH3a IOJHOThI U PEe3yJbTaToOB
UCIIBITAHUN U UCCIICIOBAHUN ).

74.1lpu  TIpOBEEHUM  ODKCIEPTU3BI  KadecTBa,  A(QPeKTUBHOCTU
1 0e30MacHOCTH MEIMIIMHCKOrO M3Aeius (Ha JIFOOOM JTare) He JOMyCKaeTcs
UCTPEOOBAHUE OHKCIEPTHBIM YUPESKICHUEM Yy 3asABUTENSI JUOO HHBIX JIUII
MaTepuagoB, HEOOXOIUMBIX JJISI IIPOBEACHUS DKCTICPTHU3HI.

B ciydae HeZoCTaTOYHOCTHU IS BBIHECEHHUSI DKCIIEPTOM 3KCIEPTHOTO
YUPEXKJICHUS (J1ajiee - DKCIEepT) 3aKIOUCHHS MaTepuajoB W CBEJICHHH,
CoZEpKaIIMXCS B TMPEJCTABICHHBIX 3asIBUTEJIEM 3asiBICHUM O PETUCTPalUU
U JIOKyMEHTaX, MPEeayCMOTPEHHBIX MyHKTOM 65 Hactosimux I[IpaBui, skcnept
CTaBHUT BOIIPOC O MPEJICTABICHUU €My HEOOXOJMMBIX MATEPHATIOB U CBEJCHUM
nepes PYKOBOJMTENIEM JKCIIEPTHOTO YUPEXKIACHHUs, KOTOPBI obpamaercs
C COOTBETCTBYIOIIMM 3alIPOCOM B PETUCTPUPYIOIINI OpraH, BhIIABIINM 3aJaHUE
Ha TMPOBEJACHUE HKCHEPTU3Bl. YKAa3aHHBIM 3ampoc JOJDKEH COJEPXKaTh
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MCUEPIBIBAOININN TIEPEYeHh BCEX BOIMPOCOB, MaTEpUATIOB U CBEJICHUH,
HEOOXOAMMBIX SKCIIEPTY LISl POBEICHUS IKCIIEPTU3HI.

Peructpupyromnuii opran B TeueHue 2 paboynx JHEH cO JHS MOCTYIICHHS
3arpoca PyKOBOJIUTENS JKCIEPTHOTO YUPESKICHHUS HAIPaBISICT 3asBUTEIIO
3arpoc O MPEACTaBICHUN HEOOXOIUMBIX MAaTEPHUAaIOB U CBEJCHHUN C yKa3aHUEM
XapakTepa 3aMe4yaHuil M crnocoba HX YCTpaHEHMs. YKa3aHHbIA 3ampoc
HAmpaBIsETCS OJHOKPATHO Ha KaXIOM JTale JKCIEepPTH3bl KauecTBa,
3pPeKTUBHOCTH ©  OE30MAaCHOCTH MEIUIMHCKOTO u3zenus B Qopme
DJIGKTPOHHOTO JIOKYMEHTa, TMOJNHCAHHOTO YCWICHHON KBaM(pUIIMPOBAHHON
DJIEKTPOHHOH MOJIMHUCHI0 YIIOJIHOMOYSHHOTO JOJKHOCTHOTO JIUIIA, TTOCPEICTBOM
pa3MeIIeHns B JIEKTPOHHOM KaOWHEeTe 3asBUTENSI U €IMHOM JIMYHOM KaOuWHeTe
3assBUTEIIS.

3asBuTENb 00s3aH MPEACTaBUTH OTBET Ha 3alpoC PErUCTPUPYIONIETO
OpraHa TIOCPEJCTBOM €IWHOTO JIMYHOTO KaOWHeTa 3asBUTENS B CPOK,
He mpeBblmarommii 50 pabouux AHEW CO JHA HampaBlIeHHUS STOrO 3arpoca.
B Tewyenwe 2 paGoumx 1HEH CO JHS TOCTYIUIGHHS OT 3asBUTENsSI OTBETa
Ha 3alpoc PErUCTPUPYIONIUN OpraH HampaBlsIeT OTBET B JKCIEPTHOE
yupexaeHue. B ciydae HempeacraBineHuss mo ucredeHnn S50 pabouux mHEH
3asgBUTENIEM OTBETA Ha 3alpOC PETUCTPUPYIOIIMK OpraH B TeueHue 2 paboumx
JTHEW HampaBiIseT B AKCIIEPTHOE YUPEKICHUE YBEIOMIICHHE O HETPECTaBICHUN
3asgBUTENIEM OTBETa Ha 3alpoC PETHCTPUPYIONIET0 OpraHa Jjs TOJrOTOBKH
3aKJIIOUEHHUSI  DKCIEPTHOTO  YUPEKJEHUS HAa  OCHOBAaHMM  JIOKYMEHTOB,
MUMEIOIINXCS B €T0 PACIIOPSHKEHUH.

Bpewmsi co aHsS HampaBleHHS 3alpoca PErHCTPUPYIONIETO OpraHa JIo JHS
MOJyYeHHUs] OTBETa HA 3alpOC WM YBEIOMIICHHUS O HEMPEJCTABICHUU OTBETA
Ha 3ampoc HE YYHUTHIBAETCS MPU HCUYHUCICHUH CPOKA TMPOBEIACHHS SKCIIEPTHU3BI
KadecTBa, 3Q(HEKTHBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO U3/ICIIHS.

[Ipy BBIABIIGHUW PETUCTPUPYIOIIMM OPraHOM B MPEACTaBICHHBIX
3asgBUTENIEM B OTBET Ha 3allpoC PETUCTPUPYIOIMIETO0 oOpraHa JIOKyMEHTax
HEIOCTOBEPHBIX W (WJIM) HEIOCTATOYHBIX CBEACHHUU U (MJIM) HECOOTBETCTBHSI
oopmIleHUsT TIPEAICTAaBICHHBIX JOKYMEHTOB TOJOXEHUSAM MYHKTOB 53 - 55
HacTtosmmx llpaBun perucTpupyroniyii opraH B TedeHHE 2 pabouux JTHEi
HampasisieT (B (opMe AJIEKTPOHHOTO JOKYMEHTA, MOANUCAHHOTO YCHJICHHOM
KBaJU(UITUPOBAHHOM AJIEKTPOHHOUN TIOJIITUCHIO YIOJTHOMOYEHHOTO
JTOJDKHOCTHOTO JIMIIA, TMOCPEJACTBOM pa3MEIICHHs B DJJCKTPOHHOM KaOWHeTe
3agBUTENT W €IWHOM JIMYHOM  KaOWHeTe  3asBHUTENs)  3asBHUTEIIO
MOTHBHPOBAaHHOE pEIICHHE O BO3MOXKHOCTH MOBTOPHOTO IMPEICTaBICHHUS
3agBUTENeM N0 HcTedeHus 50 paboymx AHEH co JHS HamNpaBleHUs 3ampoca
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JI0pabOTaHHBIX JOKYMEHTOB. [Ipu HempejcTaBiIeHUU 3asiBUTEIEM B YKa3aHHBIM
CPOK 3amlpallMBacMbIX MAaTE€pUAJIOB U CBEACHUM OKCIEPTU3a KayecTBa,
3¢ pexTUBHOCTH U 0E30MaCHOCTH MEIUIIMHCKOTO M3JEIUs TMPOA0KAETCS
N0 HaxXOUAIIMMCS B PpACHOPSIKEHHM DJKCIEPTHOTO YUPEXKIEHUS paHee
OPEACTABICHHBIM 3asBUTENIEM JIOKYMEHTaM U CBEICHHUSIM, COJEpPHKAIUMCS
B PETUCTPALMOHHOM JIOChE.

75. Ha I atame skcnepTtu3sbl kauecTBa, 3p(HEKTUBHOCTH M O€30MaCHOCTU
MEIUIUHCKOIO M3JEIUsl SKCIEPTHOE YUPEKIEHUE B CPOK, HE MPEBBIIAOIINIMA
17 pabounx JHEW co JHS TOJYYEHUsS 3aJaHHsl Ha MPOBEJICHHE DKCIEPTHU3HI,
OCYILECTBIISIET CHAEAYIOIIUE MEPOTIPUSATHUA:

a) MPOBEJCHUE DKCIEPTU3bI 3aSBJICHHUS O PErUCTPallUd U JIOKYMEHTOB,
OPEAYCMOTPEHHBIX NYHKTOM 65 Hacrosmux IlpaBun, mis onpeneneHus
BO3MOXHOCTH  (HEBO3MOXXHOCTH) TPOBEJACHUS KIMHUYECKUX HUCIBITAHUM
MEIUIUHCKOIO U3JENHS C yUaCTUEM YEIOBEKA;

0) odbopmileHHE U HaIpaBJICHUE B PETUCTPUPYIOUIUNA OpPraH 3aKIHOYEHUS
0 BO3MOKHOCTH (HEBO3MOXKHOCTH) TIPOBEJECHUA KIMHUYECKUX HUCIBITAHUM
MEIUIIMHCKOTO M3JeUsl C Y4YacTHEM uYeJoBeKa (C yKa3aHWeM MpPUYHH
U OOOCHOBAHMEM HEBO3MOXKHOCTHM HUX TMpOBEJeHUs), (opma KOTOPOro
yTBEpKIaeTca MUHHUCTEPCTBOM 3ApaBooxpaHeHusi Poccuiickont Depepanuu
(manee - 3aKJIrOYEHUE O MPOBEJACHUM KIMHUYECKUX HCIBITAHUN MEIUIIMHCKOTO
U3JICIINS).

76. OCHOBaHUSIMA  JUISI  BBIHECEHUS  SKCIEPTHBIM  YUPEKICHUEM
3aKJIFOUEHHS O MPOBEICHUU KJIMHUYECKUX MCIBITAHUN MEIUIUHCKOIO WU3IENHS,
CBUJIETEIIbCTBYIOLIETO O  HEBO3MOXHOCTM  IPOBEIACHUS  KIMHUYECKHUX
UCIIBITAHUA MEIUIIUHCKOTO U3/IENINS C YYACTUEM UYEJIOBEKA, SIBJIIOTCS:

a) HECOOTBETCTBUE MEJIUIIMHCKOTO M3JeNus TpeOOBaHUAM HOPMATHUBHOMN
JOKYMEHTAIlMM, TEXHUYECKOW U (WJIM) SKCIUIyaTallMOHHOW JOKYMEHTAIlUH
POU3BOAUTENS (M3TOTOBUTEINA);

0) OTCYTCTBHE JI0Ka3aTEeJIbCTB O€30MACHOCTA METUIIMHCKOTO U3EIIHS;

B) HAJIMUYME HEJOCTOBEPHBIX CBEACHUN B JOKYMEHTAX, COAEPKAIIMXCS
B PETUCTPALMOHHOM JIOChE.

77. Peructpupytoldii opraH B TeYeHHE 5 pabouux JHEH co JHS
NOJIyYEHUSI OT DSKCIEPTHOIO YUPEKICHUS 3aKIOUYEHUS O MPOBEICHUU
KJIIMHUYECKUX HUCIBITAHUNA MEIULMHCKOrO HU3IENHS OCYLIECTBIISIET CIIEIYIOIINE
MEPONPUATHUSA:

a) OllEHKA 3aKJIOYEHUs O TMPOBEACHUM KJIMHUYECKUX HCIBITAHUN
MEIULIMHCKOIO  M3AENUS  JJISI  ONpENEJICHUs  COOTBETCTBUSA  3aJaHUIO
Ha TMPOBEJCHUE OKCIepTu3bl. B ciaydae yCTaHOBIEHHUS HECOOTBETCTBUS
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3aKJIIOYEHUS] O MPOBEICHUM KJIMHUYECKUX UCIBITAHUN MEIUIIMHCKOTO H3ICIIHS
3aJlaHUI0  Takoe€ 3aKJIIOYeHHE BO3BpAIACTCS B OKCIEPTHOE YUpexKIACHHE
Ha J0pabOTKy, CPOK KOTOPOW cocTaBiisieT He Oosiee 2 pabouyux AHEH co JHS
MOJIYYeHHsS] ~ DKCHEPTHBIM  YUYPEXKJIEHHEM  BO3BPAIEHHOTO  3aKJIIOUEHMUS
O MPOBEACHUU KJIMHUYECKUX UCTIBITAHUNA MEUIIMHCKOTO U3EIIHS;

0) B cilydae TNOJY4YEHHS 3aKIIOYEHUS O TMPOBEACHUM KIMHUYECKUX
UCIBITAHUM ~ MEJIUIMHCKOTO  M3JENHsl, MPEAYyCMOTPEHHOTO  ITYHKTOM 76
HacTosiux [IpaBui, He mo3/aHee cleayroniero pado4ero JAHs Mocie MPOBEACHUS
OILICHKU 3aKJIIOYEHHUS] O MPOBEACHUM KIMHUYECKUX HCHBITAHUNA METUIIMHCKOTO
U3JIEUS JIJIsl ONIPECNIeHUs] COOTBETCTBUS 3aJJaHUIO HA MPOBEJECHUE DKCIEPTHU3BI
PETUCTPUPYIONIMM  OpraH pa3MeniaeT »dJICKTPOHHBIA 00pa3  3aKIHOYeHUS
O TMPOBEACHUM  KIMHUYECKUX  MCHBITAHUM  MEIMUMUHCKOTO  M3JENus,
COOTBETCTBYIOIIIETO 3aJlaHHI0 Ha TMPOBEJACHHE HKCIEPTU3bI, B DIEKTPOHHOM
KaOWHEeTe 3asBUTENII M HaINpaBIsieT COOTBETCTBYIOLIME CBEACHUS B E€IUHBIM
JUYHBIA KaOUHET 3asiBUTEJIS.

B Tteuenue 10 paGoumx pgHEH co JHS pa3MEUIeHUS B DJIEKTPOHHOM
KaOWHETe 3asBUTENS 3aKIIOYEHHS O MPOBEACHUM KIMHUYECKUX HCIBITAHUM
MEIUIIMHCKOTO HW3JeNus, YyKa3aHHOro B MyHKkTe 76 wHactosmux I[Ipasun,
3asiBUTENb BIIPABE O3HAKOMHUTHCS C 3aKIIOUYEHUEM O IMPOBEICHUM KIMHUYECKUX
UCIIBITAHUN MEIUIIMHCKOTO M3JENUsS U, MPU HAJIMYUU BO3PAKEHUN, HAPABUTH
CBOM BO3pAXXEHUS Ha 3aKIIOYEHHWE O MPOBEJCHUHM KIMHUYECKUX HUCIBITAHUM
MEJMIIMHCKOTO U3JIENHS TOCPEICTBOM AJIEKTPOHHOIO KaOWHETa 3asBUTEISL.

B ciywyae nmocTyrieHus nocpeCcTBOM AJIEKTPOHHOIO KaOMHETa 3asBUTENS
B CpoK, He mnpeBbimawomuii 10 paGoumx JHEH, BO3paKEHUN 3asgBUTEIS
Ha 3aKJIIOYEHHE O TMPOBEJCHUU KIMHUYECKUX MCIBITAHUA MEIUIIMHCKOTO
u3J1emus, pelyCMOTPEHHOE IYHKTOM 76 HACTOSIIIINX [IpaBun,
peructpupyronuii opran B tedueHue 30 paboumx JHEH CO JHSA MOCTYIUICHUS
BO3paXKEHUI paccMaTpuBaeT UX C MPHUBJICUYEHHEM SKCHEPTHOIO YUPEXKICHHUS,
BBIHECIIETO COOTBETCTBYIOIIEE 3aKIIOYEHHUE O TMPOBEJCHUU KIMHUYECKUX
UCIBITAHUM MEAUIIMHCKOTO u3zenusd. B ciayuyae ecnu B yCTaHOBJICHHBIM CpPOK
BO3paKEHUS 3asBUTEIIS HE MOCTYIWIM, PETUCTPUPYIOIIUNA OpraH OCYIIECTBIISET
MEpOIPUSITHUS, IPETYCMOTPEHHBIE OoANYHKTaMU "B" 1 "I HacTOsAIIEro MyHKTAa.
[Ipu paccmoTpeHrr BO3PaKEHUI PETUCTPUPYIOLIUN OpraH Mpyu HEOOXOJUMOCTH
Jla4M MOSICHEHU MTPUBJIEKAET 3asIBUTEIIS.

[Io wuroram paccMOTpeHMs] BO3PKEHUUW NPUHUMAETCS pelIeHUe
O TMpPHU3HAHUM BO3pPAXKEHUNW OOOCHOBAHHBIMHM IMOJHOCTHIO WM YaCTUYHO,
oopMiIsieMOe MUCBMOM PETHCTPUPYIONIETO OpraHa W HalpaBisieMOe B aJpec
AKCIIEPTHOTO YUYPEXKJCHUS C TMPWIOKEHUEM 3aKIIOYEHUS O MPOBEJACHUU
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KJIMHUYECKUX  HUCIBITAHUN  MEAMIIMHCKOTO  HW3JeNus, MPEeAyCMOTPEHHOTO
nyHkToM 76 HacTosiux [lpaBui, Ha 10pabOTKy, CPOK KOTOPOW HE MPEBBIIIAET
5 pabouux JHEW cOo AHS MOJYUYECHHS SKCIIEPTHBIM YUPEKIEHUEM BO3BPAILIEHHOTO
3aKJIFOYEHUS] O MPOBEJACHUM KIMHUYECKUX HCIBITAHUN MEAUIIMHCKOTO U3JIEus,
1160 0 MPU3HAHUU BO3PAKEHUI MOJTHOCTHIO HE 00OCHOBAaHHBIMH.

BpeMms co HA pa3MmelieHus] perucTpUpyoUM OPTraHOM B DJIEKTPOHHOM
KaOWHETe 3asBUTENS 3aKJIIOYEHHS O MPOBEACHUU KIMHUYECKUX HCIBITAHUM
MEIUIIMHCKOTO HW3JeNus, YyKa3aHHOro B MyHKkTe 76 wHactosmux I[Ipasun,
710 IPUHSATHUS PEUICHUS 10 UTOraM PaCCMOTPEHHS BO3PAXKEHUN HE YUUTHIBACTCS
pU HMCUUCIECHUU CPOKa MPOBEJIEHUS SKCHEPTHU3bl KadyecTBa, dPGEKTUBHOCTH
1 6€30MacHOCTU MEUIIMHCKOTO U3EIIHS;

B) IPUHATHE pEHIeHUsT O BbIJaue pa3pelieHus Ha IPOBEJCHUE
KJIMHUYECKUX  UCIBITAaHUN  MEIUIMHCKOIO  M3Jenus wWikd 00  OTKase
B TOCYJIAapCTBEHHOW  pErucTpaldd MEAMIIMHCKOTO  U3JeNUsi, KOTOpOe
oopMIIsieTCss TPUKA30M PETUCTPUPYIOIIEr0 oOpraHa, U HWHOOPMUPOBAHUE
3asiBUTENS] O MPHUHATOM PELICHUU IyTeM pa3MENIeHUs COOTBETCTBYIOIIETO
yBeZOMJIEHUS B (OpME 3JIEKTPOHHOTO JIOKYMEHTa, MOANMMCAHHOTO YCHUJICHHOM
KBJIU(PUITMIPOBAHHOMN AIEKTPOHHOMN MOJMUCHIO YIOJIHOMOYEHHOT'O
JOJIKHOCTHOTO JIMIIA, B €MHOM JMYHOM KaOWHETE 3asBUTENII U DJIEKTPOHHOM
KaOWHeTe 3asiBUTES;

I') BHECEHHE 3allUCH B PEECTP BBIJIAHHBIX pa3pelIeHUN Ha MPOBEICHUE
KJIMHUYECKUX HUCTIBITAHUN MEIUIIMHCKOTO U3EIINs, TIOPAIOK BEACHUS KOTOPOTO
YTBEPKJIAETCS PETUCTPUPYIOIIUM OPTaHOM.

78. 1lpy NpUHATHH pEIIEHUs O BbIJau€ pa3pelieHuss Ha TPOBEJCHUE
KJIMHUYECKUX MCHBITAHUM MEJIUIMUHCKOTO H3JENHsl PEerucTpUPYIOUIUN Oprat
OPUHUMAET pEIICHHE O MPUOCTAHOBJICHUHM MPOLEAYpPbl TOCYJapCTBEHHOM
pEerucTpald MEIUIMHCKOTO M3ACNUs 10 JHS TNPUHATUS PErUCTPUPYIOUTUM
OpraHOM pelIeHUuss O BO300OHOBJIEHHU TOCYJAPCTBEHHOW  PpPErucTpalvu
MEIUIMHCKOTO U3/IeNUs B COOTBETCTBUU ¢ MyHKTOM 81 HacTosimux [TpaBu.

79. O KIMHUYECKUX HCIBITAHUSAX MEAUIIMHCKOTO H3/ENUsi C Y4acTHEM
YyeJioBeKa 3asBHUTENIb IOCPEICTBOM E€JUHOTO JIMYHOTO KaOWHETa 3asBUTEIS
YBEJIOMJIIET PETUCTPUPYIOIIMIA OpraH B Te4YeHHe 5 padoumx AHEH ¢ Hayana
UX MPOBEICHUS.

80. Ilo oxOHYaHMM KIMHMYECKUX HUCIBITAHUN MEIUIIMHCKOTO H3eNIUs
C y4acTHEM 4YeJIOBeKa 3asiBUTENb IMOCPEJICTBOM €IMHOI0 JIMYHOTO KaOWHeTa
3asiBUTENSl  MPEACTABISIET B PETUCTPUPYIOIIMNA  OpraH  3asiBICHHE
O BO300HOBJICHUM TOCYJAPCTBEHHOW PErucTpallid MEAUIIMHCKOTO H3JENHs,
3asiBJI€HUE O pErucTpanuud, OQOPMIEHHOE B COOTBETCTBUM C MYHKTOM 64
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Hactosmux  [lpaBui,  coaepskailee — akTyalUM3UpPOBAHHBIE  CBEJCHUS
(npu HEOOXOAMMOCTH) M CBEIEHUSI O pe3yJbTaTaX KIMHUYECKUX HUCIBITAHHM
MEIUIIMHCKOTO H3/IeNIUA C y4acTHEM 4elloBeKa (B OTHOIICHHHM KIMHUYECKUX
UCIIBITAHUM, 3aBepIIeHHBIX 10 1 ceHTa0ps 2025 r., cBelleHUs MPEICTaBISIOTCS
B BUJIC JJOKYMEHTOB), a TaK)K€ JOKYMEHTHI, YKa3aHHbIC B MOANyHKTax "0" - "x"
u "H" nyHkTa 65 Hactosinux [IpaBui, B ciiydae eciiv B HUX BHECEHbI U3MEHEHUS
[0 pe3yJIbTaTaM KIMHUYECKUX UCIIBITAHUN MEIUIIMHCKOTO M3JEIUs C Y4aCTUEM
YEeJIOBEKAa, a TaKKE aKTyaJu3UpOBAaHHBIE JOKYMEHTBI, IPENyCMOTPEHHBIE
noanyHkramu "a", '"m U M nyHkra 65  Hacrosammx  I[IpaBun
(ipu HEOOXOAUMOCTH ).

3asBUTENb BIIPABE IMPEJICTaBUTh JOKYMEHTBHI, CBEICHHS O KOTOPBIX
YKa3bIBAlOTCA B 3afBJIEHMM O  PErUCTpallUd B COOTBETCTBUHU
¢ moanyHkrtamu "M" - "m", "y" u "4" nmynkra 64 Hacrosmux IlpaBun (B ciaydae
BHECEHUS B HHUX U3MEHEHMiIl), a TakXkKe JOKYMEHTBI, IOJTBEPKIAI0IINIe
pe3yabTaThl KJIMHUYECKUX HCIIBITAHUH, 3aBeplleHHbIX nocie 1 centsops 2025 r.,
0 COOCTBEHHOI MHUIIMATHBE.

81. Peructpupyromuii opran B TeueHue 2 paboyux JHEW co JHA
NOJIy4YEHUsI JOKYMEHTOB, YKa3aHHbIX B myHKTe 80 Hacrosmux [IpaBuin,
OPUHUMAET pelieHue O BO300OHOBIEHUU TOCYJIApCTBEHHOM PpPEruCTpalvu
MEJIUIUHCKOTO U3ENHS.

Pemenue 0  BO30OOHOBJIEHHMM  TOCYJApPCTBEHHOW  pErucTpanuu
MEIUMUMHCKOIO  M3JENIUs  [PUHUMAETCA  PETUCTPUPYIOLIMM  OPraHOM
N0  pe3yJpTaraM [pPOBEPKH IMOJHOTBI M  JIOCTOBEPHOCTU  CBEICHHUIA,
COJIEpKAILLUXCA B TNPEACTABICHHBIX B PETHUCTPUPYIOIIMII OpraH 3asiBICHUU
O BO30OHOBJIEHUM TOCYJAPCTBEHHOW PErMCTpAllMd MEIUIMHCKOTO H3IEIHs
U UHBIX JIOKYMEHTaX, yKa3aHHbIX B yHKTe 80 Hactosmux [IpaBu.

B cnydae ecnu 3TH JIOKYMEHTBI MPEJCTaBIEHbI HE B MOJHOM OO0BEME
WIM B HUX BBISIBIICHBl HEJJOCTOBEPHBIE JAHHBIC, a4 TAKXKE B CIy4ac BBISBICHUS
HECOOTBETCTBUS OGOPMIICHUS TMPEJICTABIEHHBIX JIOKYMEHTOB IOJO0KEHUIM
NyHKTOB 53 - 55 wHacrosimux IlpaBuii, perucTpupyromuil opraH HampaBiseT
(B ¢opMe  DNEKTPOHHOrO  JOKYMEHTa,  MOAMUCAHHOTO  YCHUJICHHOM
KBJIU(PUITMIPOBAHHOMN 3IEKTPOHHOMN MOATHUCHIO YIOJIHOMOYEHHOTO
JOJIKHOCTHOTO JIMIIA, MTOCPEJICTBOM pa3MEIICHUsI B €IMHOM JINYHOM KaOWHeTe
3asiBUTENS] M DJIEKTPOHHOM KaOWHETE 3asBUTENsI) 3asABUTEII0 pPEIICHHE
0 TMpEeKpalleHUH NalbHEUIIEro PacCMOTPEHHUs 3asiBICHUS O BO30OHOBJICHHUU
rOCyJJapCTBEHHOM PErucTpallui MEAULMHCKOTO HW3JENIHNS C MOTUBUPOBAHHBIM
000CHOBaHMEM MPUYUH MPUHATHS YyKa3aHHOro pemieHus. OJHOBPEMEHHO
PETUCTPUPYIONIMI OpraH cooOIaeT 3asBUTENI0 O BO3MOXKHOCTH TMOBTOPHOTO

" na "
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NPE/ICTaBIICHUs 3asiBJICHUS O BO30OHOBIEHWU TOCYNApCTBEHHOW PErHUCTpalMU
MEIUIIMHCKOTO M3JIEeNUsl ¢ NMPUIOKEHUEM K HeMy J10pabOTaHHBIX JOKYMEHTOB
OCPEJICTBOM €MHOTO JIMYHOTO KaOWHETa 3assBUTEIIS.

82. Ha II srame skcriepTu3bl kauecTBa, 3QGEKTUBHOCTH U O€30MaCHOCTH
MEIUIIMHCKOTO M3JIeNUsl PETUCTPUPYIOIIUNA OpraH B TedUeHHe 2 pabouux JHEH
CO JHSI MPUHATHS PEIICHHUS O BO30OHOBJIEHUU T'OCYIAPCTBEHHOM PErHUCTpALUU
MEIUIUHCKOIO W3JEJUs Ha OCHOBAaHWU 3aJaHUsI Ha MPOBEICHUE DKCIIEPTU3BI,
BBIJJAHHOTO B COOTBETCTBUMU C IYHKTOM 72 Hacrtosimux lIpaBui, HampaBiser
B OKCIEPTHOE YUYPEXKACHUE TMPEACTABICHHBIC 3asiBUTEIEM  PE3YJbTaThl
KJIMHUYECKUX HWCHOBITAHUN MEIMIIMHCKOTO HW3JAENHS C Y4YacTHUEM 4YEJIOBEKa,
a TaKXe WHbIE JOKYMEHTBI, IPEJCTABICHHBIE 3asBUTEIEM B COOTBETCTBUHU
¢ nyHkToM 80 Hacrosmux [TpaBu.

83. DKcnepTHOE YUpEXKICHHUE B CPOK, HE MPEBBIMIAIOIINNA 8 pabouux AHEH
CO JHS IOJYYEHHS] JOKYMEHTOB, YKa3aHHbIX B IyHKTe 80 Hacrosamux [IpaBuin,
OPOBOJMT 3SKCIEPTU3Y IMOJHOTBI U PE3YJbTATOB IPOBEACHHBIX HCIBITAHUM
U MCCJIe0BaHM, a Takke 0(OpMIISIET U HaIpaBISET B PETUCTPUPYIOIINIA OpraH
3aKII0YEHUE TI0  pe3yJibTaTaM JKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u 0e30MacHOCTH MEIUIMHCKOro u3aenus, (opma KOTOPOro YTBEPKIAeTCs
MuHucTepcTBOM 311paBooxpaneHus Poccuiickont denepanum.

84. OcHOBaHUSAMU ISl BBIHECEHUS SKCIIEPTHBIM YUPEKIACHUEM 3aKIIFOUEHUS
o pe3yJibTaTaM »dKCHepTU3bl KauecTBa, 3I(P(HEKTUBHOCTH U OE30MaCHOCTH
MEIUMUMHCKOIO  M3JEIUS,  CBUJETEJIBCTBYIOIIETO O  HEBO3MOXHOCTU
rocyJIapCTBEHHOM pErnCTpalui MEAUIMHCKOTO U3/IEIINS, SIBJSIOTCS:

a) HECOOTBETCTBUE MEJIUIIMHCKOTO M3JeNus TpeOOBaHUAM HOPMATHUBHOMN
JOKYMEHTAIlMM, TEXHUYECKOW U (WJIM) SKCIUIyaTallMOHHOW JOKYMEHTAIlUH
POU3BOAUTENS (M3TOTOBUTEINA);

0) OTCyTCTBHE JIOKAa3aTeNbCTB KadecTBa, U (Wiu) 3PGHEeKTUBHOCTH,
U (1K) 6€30MacHOCTH MEIUIIMHCKOTO W3/EHs;

B) YCTAHOBJIEHHE, YTO PHUCK NPUYMHEHHUsS Bpela 3J0POBBI0 TPaXKIaH
U MEAUIIMHCKUX paOOTHUKOB BCIIEJCTBUE MPUMEHEHUS MEIUIIMHCKOTO U3IEIHS
npeBbinaeT 3pHEKTUBHOCTh €r0 NPUMEHEHUS;

) IpEACTaBJICHUE  HEJOCTOBEPHBIX  CBEJACHUHW B  JOKYMEHTaXx,
COJIEPIKAILUXCA B PETUCTPALIMOHHOM JIOCHE.

85. B cpok, He mpeBblmarnMi 7 pabouyux JHEH cO JHSA MOJy4YCHUs
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u  0e30IacHOCTH  MEAMIIMHCKOTO  W3JeNus, PErHuCTPUPYIONIMA  Oopras
OCYILECTBIISIET CHAEAYIOIIUE MEPOTIPUSATHUA:
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a) OllEHKAa 3aKJIIOUEHHMs] TI0 pe3yJibTaTaM dKCIEepTHU3bl  KayecTBa,
3¢ PeKTUBHOCTH ©  0O€30MACHOCTH MEIUIIMHCKOTO M3JCNUs, YKa3aHHOTO
B nyHkTe 83 Hacrosmmx [lpaBun, ans ompeneneHusi COOTBETCTBUS 3aJIaHUIO
Ha TMPOBEACHUE OKCIepTU3bl. B cioydae yCTaHOBIEHUSI HECOOTBETCTBHUS
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u 0e30MacHOCTH MEJUIMHCKOTO M3JelUsl YKa3aHHOMY 3aJlaHHI0  TaKoe
3aKJIIOYEHUE BO3BPAIAETCS B AKCIEPTHOE yUpexJeHHe Ha J0paboTKy, CPOK
KOTOpOU cocTaBisieT He Oosiee 2 pabouux JTHEW CO JIHA MOJYyUYEeHUs IKCIIEPTHBIM
YUpEeXKJACHHUEM BO3BPAIIEHHOTO 3aKIIOYEHUS [0 pPe3yJibTaTaM 3KCHEPTHU3bI
KauyecTBa, 3P (HEKTUBHOCTH U 0€30MACHOCTH MEIUIIUMHCKOTO U3/,

0) B ciydyae TMOJy4YeHHs 3aKIIOUEHUS MO0 pe3yibTaTaM JKCIEPTU3bI
KayecTBa, dA(PPeKTUBHOCTH U  0€30MACHOCTH  MEAMIIMHCKOTO  M3JeNus,
peyCMOTPEeHHOro MyHKTOM 84 Hacrosimux [lpaBui, He mo3aHee ClaeayIoIero
pabouero JHs 1Mociie MPOBEACHUS OIIEHKH TaKOTro 3aKIIFOUEHMS ISl ONPEIeIICHUs
COOTBETCTBHS 3aJJaHUI0 Ha MPOBEJIEHUE IKCIEPTU3bl PETHUCTPUPYIONINI Oprat
pa3Melaer JJIEKTPOHHBIM 00pa3 3aKIIIOUEHHs] TI0 pe3yjibTaTaM JKCIEPTU3bI
KayecTBa, dA(PPeKTUBHOCTH U  0€30MACHOCTH  MEAMIIMHCKOTO  M3JeNus,
COOTBETCTBYIOIIIETO 3aJlaHHI0 Ha TMPOBEJACHHE HKCIEPTU3bI, B DIEKTPOHHOM
KaOWHEeTe 3asBUTENII M HaIpaBIsieT COOTBETCTBYIOLIME CBEACHUS B E€IUHBIM
JUYHBIA KaOUHET 3asiBUTEIIS.

B Tteuenue 10 paGoumx pgHEH co JHS pa3MEUIeHUS B DIIEKTPOHHOM
KaOMHeTe 3asBUTENSI 3aKIIOYEHHs] 10 pe3ysibTaTaM »JKCIEpPTHU3bl KauecTBa,
3¢ PeKTUBHOCTH ©  O€30MACHOCTH MEIUIIMHCKOTO M3JCNUs, YKa3aHHOTO
B nyHkTe 84 Hacrosuux [lpaBui, 3asBuTeNb BOpaBe O3HAKOMUTHCS
C 3aKJIIQUEHHEM [0 pe3yJibTaTaM »3KCHEPTH3bl KadyecTBa, 3P(PEKTUBHOCTH
U 0€30MacHOCTH MEIUIMHCKOrO0 HW3JeNud W, TPU HAIWYUU BO3PaKECHHUI,
HalpaBUTh CBOM BO3paKEHUS HA TaKoO€ 3aKJIIOUYEHHE IOCPEACTBOM
AJIIEKTPOHHOT0 KaOWHETa 3asiBUTEIIS.

B ciywyae nmocTyrieHus nocpeCcTBOM AJIEKTPOHHOIO KaOMHETa 3asBUTENS
B CpoK, He mnpeBbimawomuii 10 paGoumx JHEH, BO3paKEHUN 3asgBUTEIS
Ha 3aKJIIOYeHHEe 0 pe3yJbTaTaM »JKCIepTU3bl KadecTBa, 3(PQPEKTUBHOCTH
U 0Ee30MaCHOCTH MEIUIIMHCKOTO H3JENHs, NPEeIyCMOTPEHHOE IyHKTOM &4
HacTosiiux [lpaBun, peructpupyromuii opran B TeueHue 30 pabouux aHei
CO JHS TIOCTYIJICHUS BO3PAKEHMM paccMaTpuBaeT HMX C MPHUBJICUYCHHEM
AKCIIEPTHOTO YUYPEXKJACHHS, BBIHECIIETO 3TO 3akitoueHue. B ciywae ecnu
B YCTAHOBJICHHBIA CPOK BO3PAXKEHUSI 3asBUTEIIS HE TOCTYIMIIM, PETUCTPUPYIOLIHIA

nn
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HacTosero nyHkra. [Ipu paccMoTpeHun BO3pakeHH perucTpupyouii oprad
IpY HEOOXOUMOCTH J1ay¥ TIOSICHEHU I MPUBJICKAET 3asBUTEIIA.

[Io wuroram paccMOTpeHMs] BO3PKEHUUW NPUHUMAETCS pelIeHUe
O TMpPHU3HAHUM BO3PAXKEHUNW OOOCHOBAHHBIMHM IMOJHOCTBIO WM YaCTUYHO,
KOTOpoe O(OpMIISIETCS MUCBMOM PETUCTPHUPYIOIIEI0 OpraHa M HampaBlIeTCs
B aJpec OKCHEPTHOTO  YUPEXKACHUS C MPUIOKEHHEM  3aKIIIOUECHHUS
o pe3yibTaTaM »dKCHepTU3bl KauecTBa, 3(P(HEKTUBHOCTH MU OE30MaCHOCTH
MEIUIIMHCKOTO U3/eNus, MPeAyCMOTpeHHOro myHkToM 84 Hactosmux [Ipasu,
TpeOyrolero A0padoTKH, CPOK KOTOPOM HE MPEBBIIIAET 5 paboyux AHEH co AHS
MOJIYYEHHSI HKCIIEPTHBIM YUpEeXKJACHHUEM BO3BPAIIEHHOTIO 3aKIIOUEHHUs, JIMOO
O MPU3HAHUY BO3PAXKEHUM MOJTHOCThIO HE 00OCHOBAHHBIMH.

BpeMms co HA pa3MmelieHus] perucTpUpyoUM OPTraHOM B DJIEKTPOHHOM
KaOWHEeTe 3asBUTENS 3aKIIOYEHHUs 10 pe3yibTaTaM »JKCIEPTU3bl KadecTBa,
3¢ PeKTUBHOCTH ©  0O€30MACHOCTH MEIUIIMHCKOTO M3JCNUs, YKa3aHHOTO
B nyHkre 84 wnactosmmx [IpaBui, 10 MNpUHATHUS pEIIEHUS 10 HUTOTaM
pPacCCMOTpPEHHUSI BO3PAKEHUUW HE YUYUTHIBACTCS TMPU HUCYHUCICHHHM CpOKa
NPOBEJIEHUST  DKCIEPTU3bl KauecTBa, dS(PPEKTUBHOCTH UM  0O€30MaCHOCTH
MEIUITMHCKOTO U3/IeIHs;

B) IPUHATHE PEUICHUS O TOCYJAApPCTBEHHOW PETHUCTpalliy MEIUIIMHCKOTO
u3Jeausl Wik o0 OTKa3ze B TOCYJIapCTBEHHOM PErucTpalvu MEIUIMHCKOTO
U3JIeNusi, KOTopoe OQOopMIIsSeTCs MNPUKa30M PErUCTPUPYIOLIEro OpraHa,
1 UHQOPMHUPOBAHUE 3aSABUTENS] O NPUHATOM PEUICHUH MyTeM pa3MelieHUsI
COOTBETCTBYIOILIETO YBEIOMJICHHS B (OpME JJIEKTPOHHOIO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHON MOJIHUCKHIO
YIOJHOMOYEHHOTO JOJKHOCTHOTO JIMIA, B €JAMHOM JIMYHOM KaOHWHeTe
3asiBUTEINS U DJIEKTPOHHOM KaOMHETe 3asBUTEIIS;

I') BHECEHHE PEECTPOBOI 3aITUCH B TOCYAAPCTBEHHBINA PEECT.

86. OCHOBaHUSIMU ISl TMPUHATHUSI PETUCTPUPYIOIIUM OPraHOM pPEIIeHUS
00 0TKa3e B roCy/IapCTBEHHON PETUCTpAIIMU MEAUIIMHCKOTO U3/I€TUs SBIISIOTCS:

a) MOJY4YEHUE PETUCTPUPYIOLIUM OPraHOM OT JKCHEPTHOrO YUPEkKIACHUS
3aKJIFOYEHUS] O MPOBEJACHUM KIMHUYECKUX HCIBITAHUN MEAUIIMHCKOTO U3JIEus,
CBUJICTEILCTBYIOIIETO O  HEBO3MOXHOCTH  MPOBEACHUS  KIMHUYECKUX
UCIIBITAHUN MEIUIIMHCKOTO U3/IENHS C YYaCTHEM YENIOBEKa,

0) MmoytydeHue OT IKCIEPTHOTO YUPEKACHHUS 3aKIIOUEHUS 110 pe3ysIbTaTaM
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3JIeINs,, CBHUJIETENLCTBYIOIIETO O  HEBO3MOXHOCTH  TOCYJapCTBEHHOM
perucTpalvd MEAUIIMHCKOrO MU3Jeius, U (WIM) TPUHSATHE PEruCTPUPYIOUTUM
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OpraHOM pEIlEHUs O MPU3HAHUM BO3PAXKEHUM 3asBUTENII HE 0OOCHOBAaHHBIMU
MOJIHOCTBIO MJIM YaCTUYHO;

B) BBISIBJIEHUE  PETUCTPUPYIOIIMM  OpPraHoM 10  pe3yjbTaTam
(benepaibHOTO TOCYJApCTBEHHOTO KOHTpOJs (Haa3opa) 3a oOpalleHHeM
MEIUIIMHCKUX  M3JIeNIMA  HECOOTBETCTBUM JAaHHBIX 00 3(PGEKTUBHOCTH
1 0 0€30MaCHOCTH MEIUIMHCKOTO U3JIEUs JaHHBIM O MEIUIIMHCKOM H3JIEIHH,
coJiepKalllUMCsl B 3asBJIEHUM O PErUCTPAllUd U JIOKYMEHTaX, YKa3aHHbIX
B myHKTax 65 u 80 Hacrosammx [IpaBu.

III. I'ocynapcTBeHHas perucTpanus MEIUIUHCKAX U3JICTUH, TIOATBEPKICHUE
3 (PEKTUBHOCTH KOTOPBIX HE TPEOyeT MPOBEACHUS KIMHUICCKUX UCTTBITAHUI
C Y4aCTHEM YEJI0BEKA WJIH MOJIYUYECHUS pa3pelICHUsI PETUCTPUPYIOIIETO OpraHa
Ha POBEJACHHUE TaKUX KJIMHUYECCKUX UCIIBITAHUI

87.ln1 TOCymapCTBEHHOW pPETruCTpaluyd  MEAMIMHCKOTO  U3JEemus,
NoATBEpXKJIeHUE A(PQPEKTUBHOCTH KOTOpPOro He TpedyeT MpoBeIeHUs
KJIMHUYECKUX HCIBITAaHUI C y4acTHEM YelIOBeKa WM IMOJyYeHHS pa3pelieHus
PETUCTPUPYIOIIETO OpraHa Ha MPOBEJCHHE TaKUX KIMHUYECKUX MCIIBITAaHUM,
3asgBUTENb MOCPEICTBOM €IMHOTO JHUYHOTO KaOWHETa 3asgBUTENS MPEACTaBIsSET
B PErUCTPUPYIOLIMII oOpraH 3asBI€HHE O pPETUCTpauud, OQPOpMICHHOE
B COOTBETCTBUU C MyHKTOM 64 HacTosmux [IpaBun u AOMOIHUTENBHO
coJieprKalllee CBEACHUS 0 HAIMYUU (OTCYTCTBHH) Y IPOrPAMMHOIO 00€CIEUEeHHUS
C TPUMEHEHHEM TEXHOJOTHM MCKYCCTBEHHOTO WHTEIIEKTa, SBISIOMIETOCS
MEAUIMHCKUM H3JeJIHeM, BCTPOEHHOW (YHKIMU aBTOMAaTHUYECKOW Iepeaaydu
B TIOPSIZIKE, YTBEPKIEHHOM PETMCTPUPYIOLIUM OPraHOM, B aBTOMAaTHU3UPOBAHHYIO
MHPOPMALIMOHHYIO  CHUCTEMY  PETHCTPHUPYIOIIEr0o  opraHa uHGOpMaluu
00 oOpabaThiBaeMbIX JAHHBIX, pe3yJbTaTax JEHCTBUS MPOrPaMMHOTO
o0ecrieyeHrss C MPUMEHEHHEM TEXHOJOTUNH MCKYCCTBEHHOTO WHTEIIEKTa,
SBIISAIOLIETOCS MEIULIMHCKUM H3JENINEM, a TaKXKe CBEIACHHI, MPeyCMOTPEHHBIX
MOPSIIKOM  COOOIIEeHNs CyObeKTaMu OOpalieHuss MEAUIUHCKAX — HW3JeIHi
000 Bcex ciyyasX BBIABICHHS NOOOYHBIX JEWUCTBUH, HE YKa3aHHBIX
B MHCTPYKLUUU 1O TPUMEHEHUI0 WJIM PYKOBOJACTBE IO JKCIUTyaTalluu
MEAMIMHCKOTO H3AENus, O HEeXENaTeNbHbIX peakUusx MpH ero MpUMEHEHUH,
00 O0COOEHHOCTSIX B3aUMOAECMCTBHUS MEIUIMHCKUX U3JEIUA MEXIy CoOOH,
0 ¢akrtax U 00 OOCTOATENHCTBAX, CO3JAIOIIMX YTpo3y KU3HH U 3J0POBBIO
rpaxaaH M MEIULUUHCKUX pPaOOTHUKOB MpPH NPUMEHEHUH W SKCIUTyaTalluu
MEAWIMHCKUX HW3JAeTIUi, yTBEp:KIaeMbiM MMUHHCTEPCTBOM 3/IpaBOOXPAHEHUS
Poccuiickoit @enepanuu (1anee - OpsA0K COOOIIEHHS CyObeKTaMu OOpaleHuUs
MEAMIMHCKUX H3eTuil 000 BCeX Clydyasx BBISBICHUA MOOOYHBIX ACHCTBHIA),
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a TaKXKe CBEJCHMS O pe3yJibTaTaX KIMHUYECKUX HCIBITAHUNH METUIMHCKOIO
uznenust (06e3 ydacTtus 4yeloBeKa) C yKa3aHMEM HOMeEpa, JaThl aKTa OLEHKH
PE3yNbTATOB KIMHUYECKUX UCTIBITAHUN MEAUIIMHCKOTO U3/eIINs, HAUMEHOBaHUS
MEIUIMHCKON OpraHU3alliK, a TAKXKE CIEAYIOIINE TOKYMEHTHI:

a) konus (KOmUM) JOKyMEHTa (JIOKYMEHTOB), TOJTBEPKJIAIOIIETO
(moaTBEpKAAOMIMX)  MOJHOMOYHUS  YIOJIHOMOYEHHOTO  MPEACTaBUTEINS
POU3BOAUTENS (M3rOTOBUTEIS) MO MPEACTABICHUIO HHTEPECOB MPOU3BOIUTEINS
(u3rotoBUTENS), HECEHUIO  OTBETCTBEHHOCTH B  4YacTH  OOpalleHus
MEIUIIMHCKOTO M3/ienusi Ha Tepputopun Poccuiickoit denepanuu, B TOM YUCIE
0 BOMpOCaM IMPOILIEAYpP OLEHKH COOTBETCTBUSI W  TOCYJapCTBEHHOM
pErucTpalid MEJIUIMHCKOTO U3JIETUs, a TaKKe 10 3aBEPeHHI0 JOKyMEHTa
(IOKYMEHTOB) TPOU3ZBOAUTENS (M3TOTOBUTENA), BCTYNMUBIIETO (BCTYMUBIIUX)
B cwiy J0 O(OpPMIIEHHS COOTBETCTBYIOIIMX JOKYMEHTOB (JIOKYMEHT
(TOKyMeHTBI)  sIBAsieTcs  (ABJISAIOTCS)  0Os3aTeNbHBIM  (00s13aTEIbHBIMM)
JUISI WMHOCTPAHHBIX NPOU3BOAUTENEH (M3rOTOBUTEINEH), OTECYECTBEHHBIMU
NPOU3BOAUTENSAMU  (M3TOTOBUTENIAIMHM)  MpEACTaBisieTcss  (MPeICTaBIsIOTC)
B Cllydyae HaJIW4dsg YMOJIHOMOYEHHOTO TMPEACTaBUTENS  MPOU3BOIUTEINS
(M3roTOBUTENA);

0) cBelleHHUs 0 HOPMAaTHUBHOW JJOKyMEHTAIIUU Ha MEIUIIMHCKOE U3/IENHE;

B) TEXHMYECKas  JIOKYMEHTallus  MpOU3BOAUTENS  (M3rOTOBUTEIA)
Ha MEAUIIMHCKOE U3/IENHE;

I') DKCIUTyaTallMOHHAs JIOKYMEHTAallUs TPOU3BOAUTENS (M3rOTOBUTEIS)
Ha MEAMIIMHCKOE U3Jere, B TOM YHCIE HWHCTPYKIHUS IO MPUMEHEHHUIO
WM PYKOBOJICTBO IO SKCIUTyaTallud MEIMIIUHCKOTO U3IEIIHS;

1) IIBETHBIC dboTtorpaduueckue H300paKeHUsI o01ero BUJIA
MEIUIIMHCKOTO  U3JIeNusl, Mojeneil  (Mapok) MEIUIMHCKOTO — M3JENHs
U IPUHAIICKHOCTEH, HEOOXOUMBIX ISl IPUMEHEHUSI METUIIMHCKOTO H3IECIIHS
N0 Ha3zHaueHuto (pazmepoM He MeHee 18 x 24 caHTumeTpa), a TaKke
N300paKEHUS MApKUPOBKM M YMAaKOBKU (LIBETHbIE MAaKEThl YIAKOBOK
u ATUKETOK, coJieprKaliue TEKCT OpUTHUHAIBHOU MapKUPOBKHU
M JIONIOJIHUTENIbHOW  MapKUpPOBKM Ha  PYCCKOM  SI3bIK€, HAHOCHUMOM
HA MEIUIMHCKUE W3JeNus, IPOU3BEJIEHHbIE 3a Tmpeaenamu Poccuiickoit
®enepannu) (32 UCKIIOYEHUEM MPOTPAMMHOTO OOECIEeUYEHUsl, SBJISIOLIETOCs
MEIUITUHCKUM U3JCIIUEM);

e) uBeTHbIe (doTorpaduyeckue H300paKEeHUs DJIEKTPOHHOTO HOCUTENS
u uHTepdeiica nporpammHoro obecrieueHus (pazmepoM He MeHee 18 x 24
caHTUMeTpa) (UIsi IPOrpaMMHOr0 OOECreYeHUs!, SBISIOIMIETOCS MEIUIIUHCKUM
U3JIEJINEM), a TAK)KE U300pakKeHUs] MAPKUPOBKHU U YIIAKOBKH (IIPU HAJIIMYHWH);
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) MPOEKT ONHCAHMSI THUIA CPEACTBA HW3MEPEHHM, SBISAIOIIETOCS
MEIULIUHCKAM H3JeIueM (B OTHOIIEHUN MEIUIMHCKUX U3AENHI, OTHOCAIINXCS
K CpeacTBaM H3MEpeHuil B cdepe ToCyAapCTBEHHOIO PETyIMpPOBAaHUS
oOecrieueHus: €IMHCTBA M3MEPEHUN, TEPEeUeHb KOTOPBIX YTBEPKIAAETCS
MuHnucTepcTBOM 3/1paBooxpaHenus Poccuiickoii denepanun);

3) METO/IMKA TIOBEPKM THUIA CPEACTBA HW3MEPEHUMN, SBIAIOIIETOCS
MEIULIUHCKAM H3JeIueM (B OTHOIIEHUN MEIUIMHCKUX U3AENHI, OTHOCAIINXCS
K CpeacTBaM H3MEpeHuil B cdepe ToCyAapCTBEHHOIO PETyIMpPOBAaHUS
oOecrieueHus: €IMHCTBA M3MEPEHUN, TE€pPEeueHb KOTOPBIX YTBEPKIAAETCS
MuHnucTepcTBOM 3/1paBooxpaHenus Poccuiickoii denepanun);

1) JIOKYMEHTBI, MMOATBEPK/IAIOIINE PE3YJIbTAThl KIMHUYECKUX UCIIBITAHUN
MEIUIMHCKUX U3JIeTUH (110 MPUMEHUMOCTH, B 3AaBUCUMOCTH OT JIaThl):

JOKYMEHTBI, MOATBEPKIAIOIINE PE3YyJIbTaThl KIMHUYECKUX HCIBITAHUN
(B OTHOIIEHUH KIIMHUYECKHUX UCIIBITAHUH, 3aBepIICHHBIX 10 1 cenTsiops 2025 r.);

JOKYMEHTBI, MOATBEPKIAIOIINE PE3YyJIbTaThl KIMHUYECKUX HCIBITAHUN
(B OTHOIIEHUHM KJIWHUYECKUX HCIBITAHUM, 3aBEpIICHHBIX Tmociie 1 ceHTA0ps
2025 r.) (110 MTHUIIUATHBE 3asIBUTEIIS);

K) JOKyMEHTBI,  MOATBEPKJAIOIIME  BO3MOXHOCTh  OCYIIECTBJICHUS
POM3BOJICTBA MO ajpecy (aapecam), yKa3aHHOMY (yKa3aHHbIM) B 3asBJICHHUU
O PErUCTpAllH B KA4e€CTBE MPOU3BOICTBEHHON (MMPOU3BOJCTBEHHBIX ) IIOIIAIKH
(monanok) (MO NPUMEHHUMOCTH): JTOKYMEHTBI, TOJTBEPXKAAIONINE HaJU4ue
YCIOBUI NPOU3BOJICTBA, U (MJIM) KOMUU CEPTUPUKATOB COOTBETCTBUSI CUCTEMBbI
MEHeDKMeHTa kadecTBa TpebOoBanmsm ['OCT ISO  13485-2017 wim
ISO 13485:2016, a Takxke KOIMUM OTYETOB O PAHEE MPOBEIACHHBIX MHCIECKIIMSIX
Ha COOTBETCTBHE YKa3aHHBIM CTaHJIapTaM (B cllydae Mpe/ICTaBICHUS YKa3aHHbIX
CepTU(PUKATOB COOTBETCTBUSA), U (MJIM) KONMUU JOKYMEHTOB, MOATBEPKIAIOIINX
COOTBETCTBHE CHUCTEMbl YIPABIEHUS KAaueCTBOM TPeOOBAaHUAM K BHEAPEHUIO,
NOJJIEP)KAHUID M OLEHKE CHUCTEMBbl YIPABJIEHUA KAue€CTBOM MEAMIIMHCKHUX
U3/ (MPEeCTaBISIOTCS B Clydae MPOBEACHUSI HHCIIEKIIMN HHCTIEKTUPYIOIIEH
OpraHu3alyen,  HaxoAsuleucs B BEICHUM  (MIOJUYMHEHHUHM)  OpraHa
roCyJIapCTBEHHOM BJIACTH TOCYJapCTBa - WwieHa EBpa3suiickoro 3KOHOMUYECKOTO
COI03a, YIOJHOMOYEHHOIO Ha OCYIIECTBIEHHWE U (WIHM) KOOPJIUHAIUIO
JeSTENbHOCTU B cdepe oOpalieHus: MEIUIIMHCKUX W3 Ha TEepPPUTOPHUU
ATOr0 roCyJIapcTBa, 3a uckioueHneM Poccuiickonn denepanun);

1) TOKYMEHTHI, MOATBEPAKAAIOIINE paBo UCIIOJIb30BaHUs
Opou3BOAUTENIEM (M3rOTOBUTENIEM) TOBAPHOTO 3HAKa U MHBIX CPEJCTB
WHIVMBHUAYyaM3alMd MEIUIMHCKOrO M3JENus B CIy4ya€ UX HAHECEHUs
Ha YNAKOBKY MEIMIIMHCKOTO u3JeNus (MpPEeIOoCTaBISIIOTCS B CIydae, €CIH
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CBEJICHUSI HE BHECEHBI B COOTBETCTBYMoIIME peecTpbl DenepanbHOM CIyKObI
10 UHTEJUIEKTyaIbHOU COOCTBEHHOCTH);

M) KOIUU JOKYMEHTOB, MOATBEPKJIAIOIIUX KauyeCTBO JIEKAPCTBEHHOTO
npenapara, (apMaleBTUUYECKOW CyOCTaHIIMM, OMOJOTHYECKOr0 Marepuaia
U WHOTO BEIECTBa, C HCIOJb30BAHUEM KOTOPBIX MPOU3BEICHO MEIUIIMHCKOE
U3JIeJIME WU KOTOpbIe BXOJAT B €ro COCTaB M KOTOpBIE MpeIHa3HAYEHBI
JUIsl TIPUMEHEHMSI TOJBKO C YYeTOM HAa3HAUYEHUS MEIUIIMHCKOTO U3Jeius,
OTIPEICTICHHOTO IPOU3BOIUTENIEM, BBIJIAHHBIX B COOTBETCTBHHU
C 3aKOHOJATENbCTBOM CTpPaHbl MPOUCXOXKIEHUS JIEKApCTBEHHOrO IMpernapara,
(bapmaneBTUYECKOW CyOCTaHIIMM, OWOJIOTMYECKOTr0 Marepuajga u  HHOTO
BeIlleCTBA (KpOME MEUIIMHCKUX W3ACIIMU I TMarHOCTUKH 1n Vitro);

H) KOSl JOKYMEHTA, MOATBEPKAIOIIET0 PEruCTPALUI0 MPOU3BOIUTENS
(u3rotoBUTENS) B KA4YeCTBE IOPUIUYECKOTO JHIA JUOO0 HHIWBUIYATbHOTO
npeAnpuHUMaTess (3a UCKITIOUEHUEM MEIULIMHCKUX HM3/ETIHM, MPOU3BOAUTEISIMU
KOTOPBIX SIBJISIFOTCS pe3uieHThl Poccutickoit deneparun);

0) TJIaH KJIMHUYECKOTO0 MOHUTOPUHTA (711 MEIUIIMHCKUX U3JIEIHI Kiacca
NOTEHIIMAJILHOTO PHUCKAa MPUMEHEHUA 3, a TaKkKe MEJAUIMHCKUX W3JEeHil,
UMIUIAaHTUPYEMBIX B OpPraHU3M 4YeNOBEKa, Kjacca IOTEHIUAJIbHOTO pHUCKa
npuMeHeHus 20);

) I0Ka3aTelbHble ~ MaTepuaibl  NPOU3BOAMUTENS  (M3TOTOBUTEIA)
MEIUIMHCKOTO u31enus (1o MPUMEHUMOCTH):

JIOKa3aTelbHbIE MaTepHuabl IPOU3BOIUTENS (M3roTOBUTEIIS)
MEIUIIMHCKOTO W3JIeNusl B 4YacTH OINpe/eNieHHs KadyecTBa U 0O€30MacHOCTH
MEIUIIMHCKOTO  W3JIeJUsl, COOTBETCTBUS €r0  XapaKTEPUCTHK (CBOMCTB)
TpeOOBaHUAM HOPMATHUBHOM JOKYMEHTAIIUM, TEXHUYECKOW M SKCIUTyaTallMOHHOMN
JOKYMEHTAIMU MPOU3BOIUTENS (M3TOTOBUTEIIS);

JI0Ka3aTeNbHbIE MaTepHuabl IPOU3BOIUTENS (M3roTOBUTETIS)
MEIUIIMHCKOTO  M3JeNMsl B 4YacTH UCCIENOBAaHMM B  IENAX  OLEHKH
OMOJIOrHnYeCKOr 6€30MaCHOCTH MEIUIIUHCKOTO H3JIENIHSL.

88. Peructpupyromuii opraH He BIpaBe TpeOoOBaTh OT 3asgBUTEINS
yKa3blBaTh B 3asBJIEHUU O PETUCTPALMU CBEIEHUS, HE MPETyCMOTPEHHBIE
nyHkToM 64  Hactosiuux  [lpaBuwin, W TOpeAcTaBIsATh  JIOKYMEHTHI,
HE MpelyCMOTPEHHbIE MYHKTOM 87 Hactoamux [Ipasu.

3asBUTENb BIOpaBE MPEJICTABUTH JOKYMEHTBI, CBEIEHHUS O KOTOPBIX
YKa3bIBAIOTCS B 3asBJIGHUM O  PETHCTpAllidi B COOTBETCTBHUHU
¢ noamynktamu "M" -"nm", "y" wu "4" mnynkra 64 wnHacrosmux IlpaBuin,
0 COOCTBEHHOI MHUIIMATHBE.

" " n
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3asBUTENL BIIpaBe IMPEACTaBUTh HWHbIE HEOOXOJUMBIE JOKYMEHTHI
0 COOCTBEHHOI MHUIIMATHBE.

89.B Teuenne S5 paboumx AHEH cO AHSA TOCTYIUICHUS 3asBIICHUS
O PETUCTPALMU U JOKYMEHTOB, NMPEIYCMOTPEHHBIX NMYHKTOM 87 HACTOSIIUX
[IpaBwii,  perucTpupyromuid  OpraH  NOPOBOJUT  IPOBEPKY  MOJHOTHI
U JOCTOBEPHOCTH COJEpKAUIUXCS B HHUX CBEICHUN, B TOM YHCIE IIyTEM
CPaBHEHMSI TAKUX CBEIACHUU CO CBEICHUSMH, NPEACTABIECHHBIMU OpraHaMH
rocyJapCTBEHHOW BJIACTH B MOPSAKE MEXBEIOMCTBEHHOTO0 MH()OPMAIMOHHOTO
B3aUMOJENCTBUS MOCPEACTBOM CHUCTEMBI MEXBEJOMCTBEHHOTO 3JIEKTPOHHOIO
B3aUMOJEHCTBHS.

90. B ciiyuae ecnu 3asiBI€HHE O peructpanuu oGopMIIeHO ¢ HapyIIeHUEM
NoJoKEeHU myHKTa 64 Hacrosmux [IpaBui, u (MaM) TpeacTaBICHHbBIC
JOKYMEHTBl O0OpPMJICHBI C HapyIICHHWEM TIOJIO)KEHUM MYHKTOB 53 - 55
HacTosiiux [lpaBwi, u (UK) B 3asBJIEHUU O PETUCTPAIIMU U MPEICTABICHHBIX
JOKYMEHTAaX  yKa3aHbl  HEJOCTOBEPHBbIE  CBEACHUSA, WU  JOKYMEHTHI,
OpEeAyCMOTpEHHbIE  MyHKTOM 87  Hactosiumx  [IpaBun,  mpencTaBieHBI
HE B TMOJHOM OO0BEME, PETUCTPUPYIOIIUNA OpraH YBEIOMIISIET 3asBUTEIS
O  HEOOXOAMMOCTH  YCTPAHEHHsS  BBISBICHHBIX  HAapyHIeHUH U (WJIM)
NPEe/ICTaBIIEHUs OTCYTCTBYIOIIUX JIOKYMEHTOB B TeueHue 30 paboumx mHei
CO JIHSA pa3MeEIleHUs TaKoro YBeJIOMJIEHUS B (popMe RJIEKTPOHHOTO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHON MOJIHUCKHIO
YIOJIHOMOUYEHHOTO JIOJDKHOCTHOTO JIMI[A, B €IUHOM JIMYHOM KaOuHeTre
3asiBUTENS] M DJIGKTPOHHOM KaOWHETe 3asiBUTENsS. YCTPAaHEHUE BBISBICHHBIX
HapyuieHud U (WIM) TpeJCTaBlIeHUE JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT,
3asiBUTENb OCYIIECTBIISIET MOCPEACTBOM €IMHOTO JJUYHOIO0 KaOMHETa 3asBUTEIIS.

Bpemsi co 1HA yBEIOMIJIEHHS PETUCTPUPYIOUIUM OpPraHOM 3asiBUTEIIS
OO JIHd TOJNy4YeHUsT OTBE€Ta Ha  YBEIOMIIEHHE WA  YBEIOMJICHUS
O HEMNPEJICTABJIEHUU OTBETAa HA COOTBETCTBYIOIIMI 3allpOC HE YUYUTHIBAETCS
OpU HCYUCIEHUH CpOKa TOCYJAapCTBEHHOM pPETUCTPALMU MEIUIMHCKOIrO
U3JIEIIUSL.

91.B Tteuenue 3 paboumx [AHEH CcO JHS 3aBEpIICHUS IPOBEPKH,
npeaycMOTpeHHON MmyHKToM 89 Hactosamux [IpaBun (B ciiyyae mpeacTaBiieHUs
HaJJIeKaumM 00pa3oM O0(pOpPMIIEHHOTO 3agBJIEHHUS] O PETUCTPALMU U B MOJIHOM
o0beMe JIOKYMEHTOB, MPEIyCMOTPEHHBIX MyHKTOM 87 Hactosmux [IpaBun),
a TaKke B Cllyyae YCTpaHEHHUs B CPOK, He mpeBbimaromuii 30 pabounx aHel,
BBISIBJICHHBIX HapylIeHUI U (1n) pEACTaBICHUS JOKYMEHTOB,
OpPEAYCMOTPEHHBIX NyHKTOM 87 Hactosiuux IlpaBun, peructpupyromuii
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opraH NPUHUMAET peIIeHHEe O Hayalle TOCYJapCTBEHHOW pEerucTpaiuu
MEIUITMHCKOTO U3/IeIH.

92.B cnyyae ecnum B Cpok, He mnpeBblmaromuii 30 pabodyux JHEH,
HE YCTPAaHEHbI BBISIBJICHHbIC HAPYIICHUS U (W) HE MPEACTABICHBI JIOKYMEHTHI,
KOTOpbIE OTCYTCTBYIOT, B TOM 4YHCJE C Y4YE€TOM IIOJIOXKEHUSI MYyHKTa 53
HacTosiimux ~ [IpaBui, perucTpupyromuii opraH MNpPUHUMAET  pEIICHHE
0 TMpeKpalleHUU JAbHEUIIEro pPacCMOTPEHUsI 3asiBICHUS O PErUCTpalUU
U JIOKYMEHTOB, TMpPEAyCMOTPEHHBIX MyHKTOM 87 Hacrosumx [IpaBun,
1 UHGOPMHUPYET 00 3TOM 3asgBUTENS MyTEM pPa3MEUIEHUS COOTBETCTBYIOIIETO
YBEJIOMJIEHUS C MOTHBUPOBAHHBIM OOOCHOBAHMEM NPUYUH MPUHATHS
YKa3aHHOTO peleHuss B (GopMe dJIEKTPOHHOTO JIOKYMEHTa, MOAMHCAHHOTO
YCWJICHHON KBaJU(UIHUPOBAHHON AJIEKTPOHHON MOAMHUCHIO YIIOJIHOMOYEHHOTO
JOJIKHOCTHOTO JIMIIA, B €MHOM JMYHOM KaOWHETEe 3asBUTENII U DJIEKTPOHHOM
KaOWHEeTe 3asiBUTEISL.

93. 'ocynapcTBeHHas perucrpanus MEUITUHCKUX U3JIeTuH,
noaTrBepxkaeHUE  APGEKTUBHOCTH  KOTOPBIX HE  TpeOdyeT  IPOBEICHHUS
KJIMHUYECKUX HMCHBITAHUM C y4acTHEM 4YeJIOBEKAa WM TMOJYYEHUS pa3pelieHus
PETUCTPUPYIONIETO OpraHa Ha MPOBEJIEHHWE TaKUX KIMHUYECKUX HCIIBITAaHUM,
OCYUIECTBJISIETCS. PETUCTPUPYIOIIMM OpPraHOM B CPOK, HE MPEBBIIIAIOIIHIA
31 paGoyero paHS €O JAHS TOCTYIUIGHHMS 3asBIICHUS O PErUCTPALMU
U JIOKYMEHTOB, ITPEIyCMOTPEHHBIX MYHKTOM 87 Hactosamux [Ipasu.

94. B Teuyenue 3 pabouux AHEW CO JIHA MPUHATUS pEUICHUS O Hauaje
roCyJapCTBEHHOW pPErucTpanuud MEAMIIMHCKOTO H3JENIUsl PErUCTPUPYIOIIHIA
oprad oGopMJIIeT U BbIIAET 3aJJaHue HA TIPOBEJIEHUE DKCIIEPTU3bI HIKCIIEPTHOMY
YUPEKICHHUIO.

95.B OTHOMIEHMH MEIUIMHCKUX M3JENHUM, N1 TOJITBEPKIACHUS
3 (HEKTUBHOCTH KOTOPBIX HE TpeOyeTcsl MPOBE/IEHUE KIMHUYECKUX UCTBITAHHM
C y4acTHEM YeNIOBeKa WJIM MOJYyUYEHUs Pa3pelleHUs] perucTPUPYIOIIEro opraHa
Ha TPOBEICHHE TaKUX KIMHUYECKUX WCIBITAHUM, SKCIEepTHU3a 3asBIICHUS
O pEerucTpaluyd M JOKYMEHTOB, yKa3aHHbIX B NyHKTe 87 HacTtosimmx [Ipasu,
OCYUIECTBJISIETCS OJHOBPEMEHHO C TIPOBEJIEHHUEM OJKCIEPTU3bl  IOJHOTHI
U Ppe3yJIbTaTOB HCIIBITAHUN W UCCIEIOBAaHUM B CpPOK, HE MPEBBIIIAIOIIHIA
10 paGounx gHEH cO JHS  TOJNYYEHHS]  OKCHEPTHBIM  YUPEXKJICHHEM
COOTBETCTBYIOIIIETO 3aJaHUsI PETUCTPUPYIOIIETO OpraHa.

96.1lpu  mpoBeAeHHMM  SKCHEpTU3bl  KauecTBa,  A(P(PEKTUBHOCTH
u 0e30MacHOCTH MEJIMIMUHCKOTO W3JEeNHsl He JIONMYCKaeTcs HUCTpeOoBaHUe
AKCIIEPTHBIM YUPEKIECHUEM Y 3asdBUTEN JUO0 HHBIX JIKI[ MaTepualos,
HEOOXOIUMBIX JIJISl TPOBEICHUSI SKCIIEPTU3BI.
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B cnydae HeIOCTaTOYHOCTH [Jisi BBIHECEHHUS SKCIEPTOM 3aKIHOYCHUS
MaTEpUaIOB M CBEACHUH, COJEpXKaIUXCSd B TMPEACTABICHHBIX 3asgBUTEIEM
3asBJICHUM O PErHCTpallid M JOKyMEHTaX, MNPeIyCMOTPEHHBIX IYHKTOM &7
HacTosiiuux [IpaBui, »SKcmepT CTAaBUT BOMPOC O TMPEACTABICHUH €My
HEOOXOIUMBIX MaTepUajoB M CBEACHHUI Mepell PYKOBOJIUTEIEM 3KCIEPTHOIO
yUpexXJCHHs, KOTOpbIi oOpamjaercss ¢  COOTBETCTBYIOIIMM  3alpOCOM
B PErMCTPUPYIONINI OpraH, BbIIABIIMKA 3aJjaHUE HA MPOBEJACHHE DKCIEPTHU3BI.
VYKazaHHBIM 3ampoc JOKEH COJepkKaTh HCUYEPNBIBAIONIMI TEpeueHb BCeEX
BOIIPOCOB, MAaT€pPUAIOB M CBEJIEHUN, HEOOXOAMMBIX SKCHEPTY JUIsl IPOBEICHUS
AKCIIEPTHU3HI.

Peructpupytomuii oprad B TedeHue 2 paboyux JHEH co AHS NOCTYIUICHUS
3anmpoca PYKOBOJMUTENS DKCIEPTHOTO YUPEKJACHHUS HaNpaBIseT 3asBUTEIIO
3aMmpoc O MPEACTABICHUH HEOOXOJMMBIX CBEJICHUN C yKa3aHUEM XapakTepa
3aMeYaHuil U crnocoda WX YCTpaHEHHs. YKa3aHHBIM 3ampoc HampaBlIeTCs
OJIHOKPAaTHO U TepenaeTcs 3asBUTEN0 B (OpMe 3JIEKTPOHHOIO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHON MOJIHUCKHIO
YIOJHOMOYEHHOTO  JIOJDKHOCTHOTO  JIMIIA,  TOCPEJACTBOM  pa3MeIleHHUs
B DJICKTPOHHOM KaOWHETE 3asiBUTENS U €IMHOM JIMYHOM KaOWHETe 3asiBUTES.

3asBuTENb 00s3aH MPEACTaBUTH OTBET Ha 3alpoOC PErUCTPUPYIONIETO
opraHa IOCpPEJCTBOM €IWHOTO JIMYHOTO KaOWHEeTa 3asBUTENsI B CPOK,
He mnpesbimatronii 50 pabouux JHEW CO JHS HaNpaBlIEHUs JTOrO 3ampoca.
B Teuenue 2 pabounx gHEN cO JHs MOCTYIUICHUS OT 3asiBUTEJNIS OTBETA Ha 3arpoc
PETUCTPUPYIONIMI OpraH HampaBisieT TaKOM OTBET B DKCIEPTHOE YUPEKICHUE.
B cayuae nempencraBneHus mno ucredeHuu S50 pabouux JHeW 3asBUTENEM
OTBETa Ha 3alpoC PETHCTPUPYIONIMI OpraH B TeueHue 2 pabouux JaHel
HANpaBJIsIET B DKCIEPTHOE YUPEKIACHUE YBEJOMIICHHE O HEIPEACTABICHUU
3asiBUTEJIEM OTBETa Ha 3alpoC PETUCTPUPYIOLIEr0 OpraHa Jyisl MOJrOTOBKH
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
U 0e30MacHOCTH MEIUIIMHCKOTO M3Jeus Ha OCHOBaHUU JOKYMEHTOB,
MUMEIOIIUXCS B €r0 PacopsKEHUU.

BpeMms co nHs HampaBiieHHs 3anpoca PErMCTPUPYIONIEro opraHa J10 JIHS
MOJIy4eHHs] OTBETa Ha 3alpoC WJIM YBEJIOMJICHHS O HENpPEICTaBICHUM OTBETa
Ha 3alpoc HEe YYUTHIBAETCS MPHU HCUHUCIECHUU CPOKA MPOBEICHUS DKCHEPTHU3BI
KauecTBa, 3P (HEKTUBHOCTH U 0€30MACHOCTU MEIUIIMHCKOTO U3/IEIHA.

[Ipn BBISBIIEHUHU PETUCTPUPYIOIIMM OPraHOM B  MPEACTaBICHHBIX
3asiBUTEJEM B OTBET Ha 3ampoc JOKYMEHTaX HEJIOCTOBEPHBIX U (UJIN)
HEJOCTATOYHBIX CBEJIECHUUA WM JIOKYMEHTOB U (WJIM) HECOOTBETCTBUS
oQopMIIEHUSI TIPEJCTABICHHBIX JIOKYMEHTOB IOJOXKEHUAM ITYHKTOB 53 - 55
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HacTosiiux [lpaBun perucTpupyromuii opraH B TedyeHHe 2 padouux JaHel
HanpasisieT (B QopMe 3JIEKTPOHHOTO JOKYMEHTa, MOAMUCAHHOTO YCHUJICHHOM
KBJIU(PUITMIPOBAHHOMN AIEKTPOHHOMN MOJMUCHIO YIOJIHOMOYEHHOT'O
JOJIKHOCTHOTO JIMIIA, MTOCPEJICTBOM pa3MEIICHUsI B €IMHOM JINYHOM KaOWHeTe
3asiBUTENS] U DJIIEKTPOHHOM KaOWMHETE 3asBUTENSI) 3asBUTENI0 MOTUBUPOBAHHOE
pelieHrue O  BO3MOXXHOCTHM  IMOBTOPHOIO  TPEJCTABICHUS  3asBUTEIIEM
no uctedenust 50 pabouux AHEl co JHS HAMpaBlieHUs 3arpoca JOpadOTaHHBIX
nokymeHToB. Ilpu HempeicTaBieHUM 3asgBUTEIEM B YKa3aHHBIA CPOK
3ampaniMBaeMblX ~ MaTe€pUalioB M CBEJIGHUHM  DKCIEpTH3a  KayecTBa,
3¢ pexTUBHOCTH U 0E30MaCHOCTH MEIUIIMHCKOTO M3JEIUs TMPOA0KAETCS
0 HaXOASIIUMCS B PaCHOPsDKEHUM DKCHEPTHOIO  YUPEKIEHUS paHee
NPE/ICTaBIICHHBIM 3asBUTENIEM JOKYMEHTaM U CBEJEHUSIM, COJEp KalluMCs
B PETUCTPAIMOHHOM JIOChE.

97. DkcnepTHOE yupexJeHHe B CpPOK, He mpesblmaromuid 10 pabounx
JTHEN cO JHS TOJy4EeHHs] JIOKYMEHTOB, YKa3aHHBIX B IYHKTe 87 HACTOSALIUX
[IpaBui, NpoBOAMUT HKCNEPTU3Y KayecTBa, IPPEKTUBHOCTH U OE30MACHOCTH
MEIUIMHCKOTO M3/IeNUs U HAMPABIISET B PETUCTPUPYIOLIMNA OpraH 3aKJIIOUYeHHE
10 pe3yJbTaTaM TaKOM KCIEPTHU3HI.

98. OcHOBaHUSIMU Ui BBIHECEHUS  OKCIHEPTHBIM  YUPEKICHUEM
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u 6e30macHOCTH MEIUIUHCKOTO u3JIemus, CBUJIETENBCTBYIOIIETO
O HEBO3MOXXHOCTU TOCYAAPCTBEHHOW PErHCTPAllMA MEIUIHUHCKOTO W3JENHs,
SBJISIFOTCSL:

a) HECOOTBETCTBUE MEJIUIIMHCKOTO M3JeNus TpeOOBaHUAM HOPMATHUBHOMN
JOKYMEHTAIlMM, TEXHUYECKOW U (WJIM) SKCIUIyaTallMOHHOW JOKYMEHTAIlUH
POU3BOAUTENS (M3TOTOBUTEINA);

0) OTCYyTCTBHE JOKA3aTEIbCTB KauecTBa, U (WiK) 3pHEKTUBHOCTH, U (HIIH)
06e30MacHOCTH MEJIMIIMHCKOTO U3JIEIIHS;

B) YCTAHOBJIEHHWE, YTO PHUCK NPUYMHEHHUS BpeJa 3JI0POBbIO TpakIaH
U MEAUIIMHCKUX paOOTHUKOB BCIIEJCTBUE MPUMEHEHUS MEIUIIMHCKOTO U3IEIHS
npeBbinaeT 3pHEKTUBHOCTh €r0 NPUMEHEHUS;

') HaJIMYhe HEJIOCTOBEPHBIX CBEACHUN B JIOKYMEHTAax, COJEPKAIUXCS
B PETUCTPAIMOHHOM JIOChE.

99. B cpok, He mpeBblmaronid 10 paboyux AHEW cO JIHS MOJy4CHUS
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u  0e30IacHOCTH  MEAMIIMHCKOTO  W3JeNus, PErHuCTPUPYIONIMA  Oopras
OCYUIECTBIISIET CJIETYIOUTUE MEPOTIPUSTHU:
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a) OllEHKAa 3aKJIIOUEHHMs] TI0 pe3yJibTaTaM dKCIEepTHU3bl  KayecTBa,
3¢ pexTuBHOCTH ¥ O€30MACHOCTH  MEIUIMHCKOIO  W3/eNus, YyKa3aHHOTrO
B nyHkTe 97 nacrosmumx [lpaBun, ang omnpeneneHus: COOTBETCTBUSA 3aJIaHUIO
Ha TMPOBEACHUE OKCIepTU3bl. B cioydae yCTaHOBIEHUSI HECOOTBETCTBHUS
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u 0e30MacHOCTH MEJUIMHCKOTO M3JelUsl YKa3aHHOMY 3aJlaHHI0  TaKoe
3aKJIIOYEHUE BO3BPAIAETCS B AKCIEPTHOE yUpexJeHHe Ha J0paboTKy, CPOK
KOTOpOU cocTaBisieT He Oosiee 2 pabouux JTHEW CO JIHA MOJYyUYEeHUs IKCIIEPTHBIM
yUpexJICHHEM BO3BPAIICHHOTO 3aKJIIOUEHHUS;

0) B ciydyae TMOJy4YeHHs 3aKIIOUEHUS MO0 pe3yibTaTaM JKCIEPTU3bI
KayecTBa, dA(PPeKTUBHOCTH U  0€30MACHOCTH  MEAMIIMHCKOTO  M3JeNus,
IpeyCMOTPEHHOTr0 MyHKTOM 98 Hacrosimux [IpaBui, He mo3aHee claeayroIero
pabouero  AHS  MOCI€  MPOBENEHUS  OIEHKA  TaKOro  3aKIIOYEHUS
JUISL  OTpENIeJICHUs COOTBETCTBUS 3aJlaHUI0 Ha TMPOBEJEHUE DKCIEPTHU3BI
PETUCTPUPYIONIMM  OpraH pa3MeniaeT »dJICKTPOHHBIA 00pa3  3aKIHOYeHUS
o pe3yibTaTaM »dKCHepTU3bl KauecTBa, 3(P(HEKTUBHOCTH MU OE30MaCHOCTH
MEIUIIMHCKOTO W3/IeNUs, COOTBETCTBYIOIIETO 33JaHUI0 Ha IMPOBEJCHUE
DKCIEPTU3bl, B  JJEKTPOHHOM  KaOWMHETE 3asBUTENS] W HaANpaBiseT
COOTBETCTBYIOIIIME CBEICHUSI B €IMHBIN JIMUHBINA KaOMHET 3asiBUTEISL.

B Tteuenne 10 pabouux aHeW co AHS pa3MEUIEHUS B DIIEKTPOHHOM
KaOWHEeTe 3asBUTENS 3aKIIOYEHHUs 10 pe3yibTaTaM »JKCIEPTU3bl KadecTBa,
3¢(deKTUBHOCTH U 0€30MaCHOCTH MEIUUMHCKOTO M3/eNusl, YKa3aHHOTO
B nyHkTe 98 Hacrosuux [lpaBun, 3asBUTENs BIpPAaBE O3HAKOMHUTBHCS C TaKUM
3aKJIIOYEHUEM M, MPU HAIMYUUA BO3PAXKEHUH, HANPABUTh CBOM BO3PAKEHMUS
MIOCPEJICTBOM DJIEKTPOHHOTO KaOWHETa 3asiBUTENS.

B ciywyae nmocTyrieHus nocpeCcTBOM AJIEKTPOHHOIO KaOMHETa 3asBUTENS
B CpoK, He mnpeBbimawomuii 10 paGoumx JHEH, BO3paKEHUN 3asgBUTEIS
Ha 3aKJIIOYeHHEe 0 pe3yJbTaTaM »JKCIepTU3bl KadecTBa, 3(PQPEKTUBHOCTH
U 0e30MacHOCTH MEIUIMHCKOTO U3JIEIusl, MPEAyCMOTPEHHOE MYHKTOM 98
HacTosiimux [lpaBumii, peructpupyromuii opran B TedeHue 30 paboumx gHei
CO JHS TIOCTYIJICHUS BO3PAKEHMM paccMaTpuBaeT HMX C MPHUBJICUYCHHEM
HKCIIEPTHOTO  YUPEXKICHHUS, BBIHECIIEr0 3aKIOYEHUE [0 pe3ysibTaram
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
u3nenusi. B cioydae eciii B yCTAHOBJIEHHBIM CPOK BO3PAXKEHUS 3asgBUTEIS
HE TOCTYNWIH, PErUCTPUPYIONIMI OpraH OCYIIECTBISET MEpPONpPUSITHS,
NpPEyCMOTPEHHBIE  MOJMYHKTaMu "B u 'r" HacTosllero - MyHKTA.
[Ipu paccmoTpeHrr BO3PaKEHUI PETUCTPUPYIOLIUN OpraH Mpyu HEOOXOJUMOCTH
Jla4M MOSICHEHU MTPUBJIEKAET 3asIBUTEIIS.

"
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[Io wroram paccMOTpeHHs BO3pAKEHUH PErHUCTPUPYIOIIMM OPraHoM
NPUHUMAETCS PEIICHHE O MPU3HAHUHN BO3PAKEHUN 0OOCHOBAHHBIMU MOJHOCTHIO
WIM YacTUYHO, KOTOpoe o(OopMIIsIeTCs] MHChbMOM PETHCTPUPYIONIET0 OpraHa
U HampaBisieTcss B aApec OKCIEPTHOTO YUPEXKACHHS C MPUIIOKEHHEM
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
U 0Ee30MacCHOCTH MEJUIMHCKOTO H3JEeNHs, NPEeayCMOTPEHHOI0 MYHKTOM 98
HacTosiiux IlpaBwmi, Ha 10pabOTKY, CPOK KOTOPOH HE MpPEBBIMIAET 5 pabouyux
JHEH €O JIHA TIOJYYEHHS SKCHEPTHBIM YUYPEKJIEHHEM BO3BPALIEHHOTO
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u 0e30MacHOCTH MEIUIIMHCKOTO U3Jeius, JIMOO O MPU3HAHUM BO3PaKEHHI
MOJIHOCTBIO HE 000CHOBAHHBIMHU.

BpeMms co HA pa3MmelieHus] perucTpUpyoUM OPTraHOM B DJIEKTPOHHOM
KaOWHEeTe 3asBUTENS 3aKIIOYEHHUs 10 pe3yibTaTaM »JKCIEPTU3bl KadecTBa,
3¢ PeKTUBHOCTH ©  0O€30MACHOCTH MEIUIIMHCKOTO M3JCNUs, YKa3aHHOTO
B nyHkre 98 wnactosmmx [IpaBui, 10 MNpUHATHUS pEIIEHUS 10 HUTOTraM
pPacCCMOTpPEHHUSI BO3PAKEHUUW HE YUYUTHIBACTCS TMPU HUCYHUCICHHHM CpOKa
NPOBEJIEHUST  DKCIEPTU3bl KauecTBa, dS(PPEKTUBHOCTH UM  0O€30MaCHOCTH
MEIUITMHCKOTO U3/IeIHs;

B) IPUHATHE PEUICHUS O TOCYJAApPCTBEHHOW PETHUCTpalliy MEIUIIMHCKOTO
u3Jeausl Wik o0 OTKa3ze B TOCYJIapCTBEHHOM PErucTpalvu MEIUIMHCKOTO
U3JIeNusi, KOTopoe OQOopMIIsSeTCs MNPUKa30M PErUCTPUPYIOLIEro OpraHa,
1 UHQOPMHUPOBAHUE 3aSABUTENS] O NPUHATOM PEUICHUH MyTeM pa3MelieHUsI
COOTBETCTBYIOILIETO YBEIOMJICHHS B (OpME JJIEKTPOHHOIO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHON MOJIHUCKHIO
YIOJHOMOYEHHOTO JOJKHOCTHOTO JIMIA, B €JAMHOM JIMYHOM KaOHWHeTe
3asiBUTEINS U DJIEKTPOHHOM KaOMHETe 3asBUTEIIS;

I') BHECEHHE PEECTPOBOI 3aITUCH B TOCYAAPCTBEHHBINA PEECT.

100. OcHOBaHUSIMHU AJISI TPUHATHUSI PETUCTPUPYIOIIUM OPTaHOM PEIIEHUS
00 0TKa3e B roCy/IapCTBEHHON PETUCTpAIIMU MEAUIIMHCKOTO U3/I€TUs SBIISIOTCS:

a) MOJY4YeHUE OT IKCIEPTHOTO YUPEXKICHUS 3aKIIOYSHUS 10 pe3ysIbTaTaM
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3JIeINs,, CBHUJIETENLCTBYIOIIETO O  HEBO3MOXHOCTH  TOCYJapCTBEHHOM
perucTpalvd MEAUIIMHCKOrO MU3Jeius, U (WIM) TPUHSATHE PEruCTPUPYIOUTUM
OpraHOM pEIlEHUs O MPU3HAHUM BO3PAXKEHHUM 3asBUTENII HE 0OOCHOBAaHHBIMU
MOJIHOCTBIO MJIM YaCTUYHO;

0) BBISIBIIGHUE  PETUCTPUPYIOIIMM  OpPraHoM 10 pe3yjbTaTam
(benepaibHOTO TOCYJApCTBEHHOTO KOHTpOJs (Haa3opa) 3a oOpalleHHeM
MEIUIIMHCKUX  M3JIeNIMA  HECOOTBETCTBUM  JAaHHBIX 00 3(PPEKTUBHOCTH
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1 0 0€30MaCHOCTH MEIUIMHCKOTO U3JIEs JaHHBIM O MEIUIMHCKOM H3JIEIHH,
COJIEpKAIlUMCSl B 3asBJICHUM O PErucTpald W JIOKYMEHTaX, YyKa3aHHBIX
B myHKTe 87 HacTtosiuux [IpaBui.

IV. OcobGeHnHoCTH TOCYyTapCTBEHHON pEeTUCTpaIuu
OTEYECTBEHHBIX MEIULMHCKUX U3IEIIUN

101. Ins rocyaapCTBEHHON PErucTpalMi OTE€YECTBEHHBIX MEIUIIMHCKUX
W3JIeTTUN  3adBUTENIb MPEACTABISIET JUOO HampaBiseT B  yUPEXKICHHE
Ha OYMa)KHOM HOCHTEIIE CIeAYIONMNEe JOKYMEHThI U CBEJICHUS:

a) 3asBJICHUE O TIPOBEJICHUU DKCIEPTU3bl KadecTBa, AH(P(HEKTUBHOCTHU
u  0e30mMacHOCTH  MEIUIIMHCKOTO  W3JENUsA,  COJEpXkallee  CBEICHHUS
B COOTBETCTBUM C NyHKTOM 64 Hacrosmux I[IpaBun (3a UCKIOYEHHEM
noanyHkro "M" - "n", "y" u "4"), U cBegeHUA O HAIMYUM Yy TPOrPaAMMHOIO
oOecrieueHuss C TPUMEHEHHEM TEXHOJOTUM WCKYCCTBEHHOTO WHTEIICKTA,
SIBJISIFOLLIETOCS MEJIUIIMTHCKUM U3/ICIIHEM, BCTPOEHHOM byHKIUN
aBTOMATHYECKON TNiepefayd B TOPSJKE, YTBEPXKICHHOM PETUCTPUPYIOIIUM
OpraHoM, B aBTOMATH3UPOBAHHYIO MH(POPMAIIMOHHYIO CUCTEMY PETUCTPUPYIOIIETO
oprana uHpopmanuu 00 00pabaThIBa€MbIX HaHHBIX, pe3yjbTaTaxX JEHCTBHUS
MPOrpaMMHOTO 00€CTeueHNs C MPUMEHEHHEM TEXHOJIOTUH HCKYCCTBEHHOTO
MHTEJUJIEKTA, SBJISIIOLIETOCS MEIUWLIMHCKUM W3JEJIUMeM, a TakKe CBEICHUH,
MPEAYCMOTPEHHBIX  TOPSJAKOM  COOOIICHUS  CyObeKTaMH  oOpalieHus
MEAUIMHCKUX U3JIeINi 000 BCeX CITydasX BBISBICHUSI OOOYHBIX JICHCTBUM;

0) korusg  (KOMHWHM) JOKYMEHTa (JOKyMEHTOB), TOJTBEPKIAOIIETO
(MOATBEPXKAAOUIMX)  IOJHOMOYMS  YMOJHOMOYEHHOTO  MPEACTAaBUTEIIS
MPOU3BOJIUTENS (M3TOTOBUTENIS) MO MPEACTABICHUIO UHTEPECOB MTPOU3BOIUTEIIS
(m3rotoBUTENS), HECEHUIO  OTBETCTBEHHOCTH B  4YacTH  OOpalieHus
MEIULMHCKOro u3nenus Ha teppuropun Poccuiickon denepanuu, B TOM 4YUCIE
[0 BONpPOCAaM MPOLEAYp OLEHKH COOTBETCTBUS M  TOCYJAapCTBEHHOM
perucTpanuu MeIUIIMHCKOTO 31N,

B) CBEJICHUSI O HOPMATUBHOM JOKYMEHTAIIMU HA MEIUIIMHCKOE U3/IEIINE;

r) TEXHHUYECKass  JIOKYMEHTalus  OpOU3BOAUTENSE  (M3TOTOBHUTEIIS)
Ha MEJIUIIMHCKOE U3JIEIHE;

1) SKCIUTyaTallUOHHASI JOKYMEHTAallMsl MPOU3BOJAUTEINS (M3rOTOBUTEINS)
Ha MEIMIMHCKOE W3JeJue, B TOM 4YHCIE€ HHCTPYKIUS [0 MNPUMEHEHUIO
WJIU PYKOBOJCTBO IO 3KCILTyaTallud MEAUIIMHCKOTO U3JIEINs;

€) IIBETHBIE dbortorpadudeckue HU300paKeHUs o01ero BUJIA
MEIUIMHCKOTO  M3Jeius, MoAenel (MapoK) MEAUIMHCKOTO  U3JeIus
U TIPUHAIIICKHOCTEH, HEOOXOUMBIX ISl TPUMEHEHUSI METUIIMHCKOTO H3JICIHS
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N0 Ha3HaueHuto (pazmepoM He MeHee 18 x 24 canTumerpa), a TaKke
U300paKEHUS MApKUPOBKM M YMAaKOBKU (LIBETHBIE MAaKEThl YIAKOBOK
U ITUKETOK, COJEPKAIIUE TEKCT OPUTMHAIIBHON MapKUPOBKHU M JOMOIHUTEIBHOM
MapKUpOBKHM Ha pPYCCKOM $3bIKE, HAHOCHMOW Ha MEIUUMHCKUE W3JIEIus,
npousBefieHHbIe 3a mpenenamu Poccuiickoit ®denepanuun) (3a UCKIIOUEHHEM
IPOrpPaMMHOT0 00ecriedeHusl, IBJSIONIEr0Cs MEUIIMHCKUM U3/IeTTUEM);

) IBeTHbIe (hoTorpaduyeckue H300paKEHHS] DJIEKTPOHHOTO HOCUTENS
u uHTepdelica mnporpaMMHOro oOecredeHust (pa3MepoM HE  MEHee
18 x 24 cantumeTpa) (IS TNPOrPaMMHOTO OOECTCUECHHs, SBISIOIIETOCS
MEIUIIMHCKUM U3JIEJTUEM), a TaKKe H300paKeHUS MApPKUPOBKU M YHAKOBKU
(Ipu HATMYHH ),

3) CBEJIEHUA O JOKYMEHTaX, MOJTBEPKAAIOIINX PE3YJIbTAThl TEXHUYECKUX
UCIIBITAHUI MEJIULIUHCKOTO U3JIeNus, BbIJJAHHBIX YUPEKJICHHUEM,
U JI0OKa3aTelbHbIE MaTephasibl MPOU3BOIUTENS (M3TOTOBUTENSI) MEIUIIMHCKOTO
u3zenus (Mpy HAJTUYKH );

W) CBEACHUS O  JOKYMEHTaX,  MOATBEPXKJAIOUIUX  PE3yJIbTaThl
TOKCUKOJIOTUYECKHX  MCCIIEIOBAHUNA  MEIMIIMHCKOTO  W3Aenus | (Uin)
OPUHAUIEKHOCTEN K MEIULIMHCKOMY H3JIENIMI0, MPSIMO WM ONOCPEIOBAHHO
KOHTAKTUPYIOIIMX C T[OBEPXHOCTBKO TEla YEJIOBEKAa, €ro CIU3UCTBIMU
000JI0YKaMH, BHYTPEHHUMH CpeJlaMHd OpraHu3Ma, JJsi KOTOPBIX YKa3aHHOE
B3aMMOJIEiCTBHE (KOHTAKT) SBJSETCS HEOOXOAUMBIM ISl  BBITIOJIHEHUS
UX MpeJHa3HaueHHBbIX (QYHKIUH, BBIJAHHBIX YUPEKICHUEM, U JOKa3aTelIbHbIE
MaTepualibl  MPOU3BOAMUTEN  (M3TOTOBUTENS)  MEAUIIMHCKOTO  M3IENIHs
(Ipu HATMYHH ),

K) CBEJICHUSA O JOKYMEHTAaX, MOJITBEPKIAIOUIUX PEe3yIbTaThl UCIBITAHUN
MEIULIHUHCKOIO H3AENHUS B LEISAX YTBEPXKACHUS THUIIA CPEICTB HU3MEPEHHUI
(B OTHOUIEHUU MEIUIMHCKUX W3JIENUN, OTHOCAIIUXCS K CPEJCTBAM HM3MEPECHHI
B c(hepe rocyAapCTBEHHOr0 peryJupoBaHusi 00ecreueHus eJMHCTBA U3MEPEHHUI,
NepeYeHb  KOTOPBIX  YTBEPKAAETCS  MUWHUCTEPCTBOM  3paBOOXPaHEHUS
Poccuiickoit @enepaiun), BbIIAHHBIX YUPEKICHUEM;

J) TOKYMEHTBI, MMOATBEPKIAIOIINE PE3YJIbTAThl KIMHUYECKUX HCTBITAHUN
MEIUUHUHCKAX  W3JEJIMM, BBIJIAHHBIE B  MEIUWIMHCKUX  OpraHU3alMsiX,
OTBEYAIOIIUX TPEOOBAHUSM, YTBEPKIECHHBIM MUHUCTEPCTBOM 3/PaBOOXPAHEHHUS
Poccuiickoit @enepannu, U BKIOUYECHHBIX B CETh HAIMOHAIBHBIX MEIUIIMHCKUX
UCCJIENOBATENbCKUX LEHTPOB, COCTAB KOTOPOW YTBEPKIEH MHMHUCTEPCTBOM
3npaBooxpaHeHusi Poccuiickoit ®denepanuu, M MOporpaMMHOTO oOOecredeHHUs
C NMPUMEHEHUEM TEXHOJOTHI MCKYCCTBEHHOI'O MHTEJUIEKTA, MPEIHA3HAYEHHOIO
Uist 00pabOTKU MEIUIMHCKUX HM300pa)KeHUH, MOJYyUYEHHBIX IMPU MPOBEJACHHUU
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PEHTICHOJOTUYECKUX HCCIEA0BaHMM, BKIIIOYass KOMIIBIOTEPHYIO TOMOTrpaduro,
pentreHorpaduto, Qurwooporpaduro u  MamMMmorpadgur, TMpU  yCIOBUHU
POBEJICHUS KIIMHUYECKUX MCTBITAHUNA B KIMHUYECKOM IEHTpe (B OTHOIICHHUU
KJIMHUYECKUX UCIBITAHUM, 3aBepIIeHHBIX 10 1 ceHTsopsa 2025 r.), wiu cBeneHus
0 pe3yibTaTax KIMHUYECKUX WCIBITAaHUN MEAUIIMHCKOTO M3JIENUsl C YKa3aHUEeM
HOMEpA, 1aThl aKTa KIMHUYECKUX UCTIBITAHUNA MEAUIIMHCKOTO U3JIENHs, a TaKXKe
HAaUMEHOBAaHUA MEIUIIMHCKONM OpraHu3anuu (B OTHOLIEHWU KIMHUYECKUX
UCIIBITAaHUM, 3aBepIIeHHbIX nociie 1 cenTsaops 2025 1.);

M) IOKYMEHTBI,  IOATBEPKJAIOIIME  BO3MOXXHOCTb  OCYIIECTBJICHUS
POM3BOJICTBA MO ajpecy (aapecam), yKa3aHHOMY (yKa3aHHbIM) B 3asBJICHHUU
O PErUCTpAllH B KA4e€CTBE MPOU3BOICTBEHHON (MMPOU3BOJCTBEHHBIX ) IIOIIAIKH
(monanok) (MO NPUMEHHUMOCTH): JTOKYMEHTBI, TOJTBEPXKAAIONINE HaJU4ue
yCJIOBUW MPOU3BOJICTBA, U (MJIM) KONMUU CEPTU(HUKATOB COOTBETCTBUSI CUCTEMBI
MEHEDKMEHTA KayecTBa TpeOOBaAHUSIM I'OCT ISO 13485-2017
wim ISO 13485:2016, a TakkKe KONUKM OTYETOB O paHEE NPOBEIAECHHBIX
MHCIEKIMSIX  Ha COOTBETCTBME  yKa3aHHBIM  CTaHgapram (B cllydae
NPEJICTaBIICHUs YKa3aHHbIX CEePTU(UKATOB COOTBETCTBUS), U (WJIM) KOIHHU
JOKYMEHTOB,  TOJTBEPXIAIOUIUX  COOTBETCTBHE  CHUCTEMbI  yIPABICHUS
KayecTBOM TpeOOBaHUSAM K BHEJIPEHUIO, MOJJIEPKAHUIO U OIIEHKE CUCTEMBI
yIPaBJICHUS] KAYECTBOM MEIUIIMHCKUX U3JIEIHI;

H) JIOKYMEHTHI, MOJITBEPKIAIOLIUE paBo UCIIOJIb30BAHUS
NpOU3BOAMUTENEM (M3TOTOBUTENEM) TOBAPHOIO 3HAKa M MHBIX CPEJACTB
UHAUBUIyaM3allMM  MEIUIIMHCKOTO M3JeNHus B ClIydyae UX HaHECEHUs
Ha YIaKOBKY MEIUIIMHCKOTO U3/IeIHS;

0) KOIUKA JIOKYMEHTOB, TOJTBEPXKIAIOIIMX KAa4eCTBO JIEKAPCTBEHHOTO
npenapara, (apMaleBTUUYECKOW CyOCTaHIIMM, OMOJOTHYECKOr0 Marepuaia
U MHOrO BEIEeCTBA, C UCIOJIb30BAHUEM KOTOPBIX IMPOU3BEIECHO MEIUIIMHCKOE
U3JIeJIME WU KOTOpbIe BXOJAT B €ro COCTaB M KOTOpBIE MpeIHa3HAYEHBI
JUIsl TIPUMEHEHMSI TOJBKO C YYeTOM HAa3HAUYEHUS MEIUIIMHCKOTO U3Jeius,
OTIPEICTICHHOTO IPOU3BOIUTENIEM, BBIJIAHHBIX B COOTBETCTBHHU
C 3aKOHOJATENbCTBOM CTpPaHbl MPOUCXOXKIEHUS JIEKApCTBEHHOrO IMpernapara,
(bapmaneBTUYECKOW CyOCTaHIIMK, OWOJIOTMYECKOTr0 Marepuajga W HHOTO
BeIlleCTBA (KpOME MEUIIMHCKUX W3ACIIMU I TMarHOCTUKH 1n Vitro);

1) OIMUCh JOKYMEHTOB, MPEJICTABJICHUE KOTOPBIX MPEAYCMOTPEHO HACTOSIIMM
YHKTOM, C yKa3aHUEM paznena v HACTOSIIIIUX
[IpaBui, B COOTBETCTBUU C KOTOPBIM IUIAHUPYETCS MPOXOXKIECHUE MPOLEIYPHI
rocyJapCTBEHHOM PErHCTpalliid OT€YECTBEHHOTO MEIUIIMHCKOTO U3/IEIHS;
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p) IJIaH KIMHUYECKOTO MOHUTOPHUHTA (JIJI1 METUIIMHCKUX U3/CNIUNA Ki1acca
NOTEHUMAIILHOTO PHUCKAa MPUMEHEHUs 3, a TaKKe MEIUUHUHCKUX W3JENINi,
UMIUIAHTUPYEMBIX B OPraHU3M 4YEJOBEKa, Kjacca MOTEHIMAJIbHOIO pPHUCKA
npuMeHeHus 20).

102. TpeboBanusi, ykazaHHble B TyHKTax 53, 54 u 56 Hacrosmux [IpaBun,
K JIOKYMEHTaM, [pPEICTAaBICHUE KOTOPBIX MpPeaycMOTpeHO myHKToM 101
HacTosmux [IpaBuil, He IPUMEHSIOTCS.

103. Yupexxyienne B TedeHue 25 pabouyux JHEW CcO JHS TOCTYIUICHUS
JNOKYMEHTOB, yKa3aHHbIX B yHKTe 101 HacTosmux [TpaBui:

a) MPOBOJIUT KCIEPTU3Y 3asIBJICHUS O MIPOBEJICHUH SKCIIEPTU3bI KAYECTBA,
3¢ (pexTUBHOCTH U OE€30MaCHOCTH MEIUIMHCKOTO U3JIEIUsl U JIOKYMEHTOB,
yka3aHHbIX B nyHKTe 101 HacTtosimux IIpaBui, B TOM 4Hclie OLIEHKY MOJHOTHI
JOKYMEHTOB W  JOCTOBEPHOCTH  COAEpKAaIIMXCS B  HHUX  CBEJICHUH,
C OJHOBPEMEHHBIM MPOBEJACHUEM OSKCIIEPTU3bl MOJHOTBI U PE3YyJbTATOB
VCIIBITAHUN U UCCIICIOBAHUN;

0) obopmiisieT 3aKIIOUYEHHUE 10 pe3yjbTaTaM »dKCHEepTHU3bl KayecTBa,
3¢ HeKTUBHOCTH U 6€30MACHOCTH MEUIIMHCKOTO U3/eIINS;

B) B ClIy4ae €CJIM 3aKJIFOUEHUE IO pe3yJibTaTaM 3KCIIEPTHU3bl KayecTBa,
3¢ (HEeKTUBHOCTH U 0E30MAaCHOCTH MEIUIIMHCKOTO HW3JIEeNusl, MPETyCMOTPEHHOE
NOJAMYHKTOM "0" HACTOSIIETO MyHKTA, SIBJISETCS MOJOKUTEIbHBIM, YUPEKICHHUE
HaNpaBJISIET TAKOE 3AKIFOYEHHUE B PETUCTPUPYIOLINI OpTraH.

K 3akmtoyeHuio mo pesysbTaraMm 3KCHEPTU3bl KauecTBa, Y(PGEKTUBHOCTH
1 0€30MaCHOCTH MEJAUIIMHCKOTO U3JIEHs], CBUJETENBCTBYIOIIEMY O BO3MOXKHOCTH
rOCYJJapCTBEHHOM PETUCTPAIlMM OTE€YECTBEHHOTO MEAUIMHCKOrO HW3ENHS,
OPUWIATalOTCA JOKYMEHTBI, MPEICTABICHHBIE 3asBUTEIEM B COOTBETCTBHUHU
c nynktamu 101 u 104 nacrosmux I[TpaBu;

r) B Clydyae €cCJM 3aKJIIOUYEHHUE M0 pe3yJibTaTaM HKCIEepPTU3bl KauecTBa,
3¢ pexkTuBHOCTH ¥ 0€30MAaCHOCTHM  MEIUIIMHCKOTO  M3JCNUS  SBIISETCS
OTPULIATENBHBIM, YUPEKICHHE YBEIOMJISET 3adBUTENS O  pe3ysbTaTax
POBEJICHHOM DKCIEpPTU3bl KauecTBa, J(MPEKTUBHOCTH U  OE30MaCHOCTH
MEIUIMHCKOTO U3/eHs (3aKa3HbIM MOYTOBBIM OTIPABIEHUEM C YBEIOMIICHHEM
0 Bpy4eHUH WK B (OpME SJIEKTPOHHOTO IOKYMEHTA, MOANMUCAHHOTO YCUIICHHOM
KBJIU(PUITMIPOBAHHOMN 3IEKTPOHHOMN MOATHUCHIO YIOJIHOMOYEHHOTO
JNOJKHOCTHOTO JIMIA, TTOCPEACTBOM €r0 HAIlPaBJICHUS HA SJEKTPOHHYIO IOYTY
3asBUTEIIS, apeC KOTOPOW yKa3aH B 3asBJIICHHH O MPOBEIECHUM SKCIIEPTU3BI
KayecTBa, OS(PQPeKTUBHOCTH ¢  OE30MACHOCTH  MEIUIIMHCKOTO  M3JIEJIHS)
C TMNPWIOKEHUEM 3aKJIIOUEHUS MO pe3yibTaTaM »JKCHEPTU3bl KayecTBa,
3¢ (EeKTUBHOCTH U OE30MACHOCTH MEIUIIMHCKOTO W3/EIHS, CBUJIETEIHLCTBYIOIIETO
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O  HEBO3MOXHOCTH  TOCYJAApCTBEHHOW  PETrUCTpalli  OT€YEeCTBEHHOTO
MEIUITMHCKOTO U3/IeIH.

104. B ciayyae HEIOCTATOYHOCTH JJIS BBIHECEHUS  YUPEKICHUEM
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
1 6€30MaCHOCTH MEIMIIMHCKOTO W3NS, TPEeAyCMOTPEHHOIO MOAMTyHKTOM "0"
nyHkta 103 wnacrosmmx I[lpaBun, MarepuanoB U CBEACHHUH, COAEpIKAIIUXCS
B MPEJCTaBICHHBIX 3asBUTENIEM JIOKYMEHTaX, MPelyCMOTPEHHbIX MyHKTOM 101
HacTosiimux IlpaBun, yupexiaeHue B TeueHue 15 pabouux [HEH co JHA
NOCTYIUICHUSI YKa3aHHBIX JOKYMEHTOB HAIpaBIsET 3asgBUTENIO 3aKa3HBIM
MOYTOBBIM OTIIPABJIEHUEM C YBEJAOMJIEHHEM O BpY4Y€HUH WIM B ¢dopme
AJIEKTPOHHOTO JIOKYMEHTA, MOJIMHUCAHHOIO YCUJIEHHON KBadu(UIUPOBAHHOM
AJIIEKTPOHHOM MOANKUCHIO YIOJIHOMOUYEHHOI'O JIOJKHOCTHOTO JIMIIA, ITOCPEACTBOM
€ro HaIlpaBJI€HUS Ha BJEKTPOHHYIO TOUTY 3asgBUTEINS, aJ[peCc KOTOPOH yKaszaH
B 3adBJICHHMM O TPOBEIECHUU OKCIEPTU3bl KayecTBa, HPPEKTUBHOCTH
u 0e30MacHOCTH MEIUIMHCKOrO0 H3JENHs, 3alpoc O IMPEACTABICHUU
HEOOXOIMMBIX CBEJICHUHM C YyKa3aHUEM XapakTepa 3aMedyaHuil u crnocobda
UX YCTpaHEHUSI.

VYKazaHHBIN 3ampoc HAMpaBiIseTCs OJHOKPATHO W JOJDKEH COJIEepKaTh
MCYEPIIBIBAIOIINNA TEePEYeHb BCEX BOIPOCOB W MAaTEPHAIOB, HEOOXOJMUMBIX
AKCTIEPTY JIJISl IPOBEJICHUS SKCIIEPTU3BI.

3asBUTENb 00s13aH MPEJICTABUTh OTBET Ha 3aMpoC YUPEXKIACHHUS B CPOK,
He npeBblnaromui 35 pabounx JHEM Cco JIHA HampaBieHMsl 3ampoca.
VYypexxaeHue TOTOBUT 3aKIIOYEHUE M0 pe3yJibTaTaM S3KCIEPTHU3bl KadyecTBa,
s¢dexkTuBHOCTH U 0€30MacHOCTH MEJIUIMUHCKOTO M3JENHs B  TEUYCHHE
10 paGouux gHEHN co THS MOCTYIUICHUS OT 3asBUTEI OTBETA Ha 3aIpocC.

B ciyuae HenpezicTaBieHus 10 UCTeUEHUU 35 pabouyux JHEH 3asBUTETIEM
OTBETa Ha 3alpoC YUPEKICHUE MOJrOTABIMBACT 3aKIIOUEHHE 0 Pe3ysibTaTam
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3JIeUsl HA OCHOBAaHUU JJOKYMEHTOB, HMEIOUTUXCS B €r0 PACTIOPSIKEHUU.

BpeMms co HA HampaBieHHUs YUPEKJEHHUEM 3ampoca JI0 JIHA MOJTyYeHUs
OTBETa Ha 3alpoCc HE YYUTHIBACTCS NPHU HCUUCIEHUU CpPOKa IPOBEICHUS
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3JIEIHSL.

105. 3akitouenue o pe3yibTaTam HKCIIEPTU3BI KauecTBa,
3¢ (HEKTUBHOCTH U OE30MTACHOCTH MEAUIIMHCKOTO U3JIENHsI, CBUETENbCTBYIOIIEE
O  HEBO3MOXHOCTH  TOCYJAApCTBEHHOW  PETrUCTpalli  OT€YEeCTBEHHOTO
MEIUIIMHCKOTO  M37enusi, O(QOopMISeTCs  YUpPEKICHHEM TMPU  HAJUUYHH
CJIEIYIOIUX OCHOBAHMIA:
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a) HECOOTBETCTBUE MEJIUIIMHCKOTO M3JeNus TpeOOBaHUAM HOPMATHUBHOMN
JOKYMEHTAIlMM, TEXHUYECKOW U (WJIM) SKCIUIyaTallMOHHOW JOKYMEHTAIlUH
POU3BOAUTENS (M3TOTOBUTEINA);

0) OTCYyTCTBHE JOKA3aTEIbCTB KauecTBa, U (WiK) 3pHEKTUBHOCTH, U (HIIH)
06e30MacHOCTH MEJIMIIMHCKOTO U3JIEIIHS;

B) YCTAHOBJIEHHE, YTO PHUCK NPUYMHEHHUsS Bpela 3J0POBBI0 TPaXKIaH
U MEAUIIMHCKUX paOOTHUKOB BCIIEJCTBUE MPUMEHEHUS MEIUIIMHCKOTO U3IEIHS
npeBbinaeT 3pHEKTUBHOCTh €r0 NPUMEHEHUS;

r) JOKyMEHThI, yKazaHHble B nyHkre 101  Hacrosumx  Ilpasui,
HE MPE/CTaBIICHbl B IOJIHOM O0bEME, B TOM YHCIIe B paMkax myHkTa 104
HacTosiimux [IpaBui, u (WIM) B HUX BBISABJICHBI HEJIOCTOBEPHBIE CBEICHMS,
U (WJIM) OHU HE COOTBETCTBYIOT TpeOOBaHUAM MyHKTa 55 Hactosamux [Ipasu.

106. B cpok, He mpeBbIMIAONIMN 5 pabodyux AHEW CO JIHS MOJy4YeHUs
3aKJIIOYEHUS 10  pe3yJibTaTaM dKCHepTU3bl KadecTBa, JPPEKTUBHOCTH
u 0e30MacHOCTH MEIUIIMHCKOTO W3JeNUs, YyKa3aHHOro B MOJIMyHKTE "B"
nyHkTa 103 Hacrosmux IlpaBui, peructpupyromuii opraH OCYUIECTBISET
OLIEHKY TaKOIr'0 3aKJIOUEHMS U MPUHHMAET PELICHHE O BO3BPATE 3aKIHOYECHUS
B YUpEXJEeHHE Ha JopabdOTKy, CPOK KOTOpPOH cocTaBisieT He Oojee 2 pabouux
OHEW CO JHS TMOJYYEeHHUS YUYPEXKICHUEM BO3BPAILCHHOIO 3aKJIIOUYCHHUS,
WIM TPUHATUMA 3aKJIOYEHUS 10 pe3yJibTaTaM JKCIEPTHU3bl  KayecTBa,
3¢ hexTUBHOCTH U 6€30MACHOCTA METUIIMHCKOTO U3EIIHS.

107. YupexjieHue B CpOK, He MpeBhIMIAIOMUNA 2 pabouyux JHEH co JHS
NOJIyYEHUs] YBEIOMJIEHHWS O TMPUHATUM 3aKIOYEHUs 10 pe3yjbTaram
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3MIENINs, YBEIOMIIAET 3asBUTENS (3aKa3HbIM IOYTOBBIM  OTHPaBJIECHUEM
C YBEIOMJICHMEM O BpYYEHHM WM B (opMe DSJIEKTPOHHOrO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHON MOJIHUCKHIO
YIOJHOMOYEHHOI'O JIOJDKHOCTHOTO JIMIA, TOCPEJICTBOM €ro HalpaBJCHUS
Ha DJIEKTPOHHYIO TOYTY 3asBUTENS, agpec KOTOPOMl yKa3aH B 3asBIICHUH,
npeaycMOTpeHHOM mnojanmyHkToM "a" mnyHkra 101 nHacrosmux IIpaBun)
0 HEOOXOJMMOCTU MPEJICTABIEHUSI MOCPEJCTBOM E€IMHOTO JIMYHOTO KaOWHeTa
3asiBUTENS] B PETUCTPUPYIOUIMHA OpraH B COOTBETCTBUM C TpeOOBAHUAMHU
nyHKTa 53 Hacrosamux [IpaBun 3asBiI€HHS O PETUCTPALlMM OTEUYECTBEHHOIO
MEIUIIMHCKOTO U3JIeusi, O(QOPMIIEGHHOTO B COOTBETCTBUM C NYHKTOM 64
HacTosAux [IpaBui v JONMOJHUTENBHO COAEPKAIIETO PEKBU3UTHI 3aKIHOUYEHUS
o pe3yibTaTaM »dKCHepTU3bl KauecTBa, 3(P(HEKTUBHOCTH MU OE30MaCHOCTH
OT€UECTBEHHOT'O0 MEIUIIMHCKOTO U3JIEeTusl, O(POPMIIEHHOTO YUPEKICHHUEM.
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Cpox HarpaBjeHUs 3asBJICHUS O PETUCTPALMH OTEYECTBEHHOTO MEIUIIMHCKOTO
U3JIeUsl He JOJDKeH mpeBbimarh 30 pabouux AHEW co AHS HamnpaBlICHUS
yUpEeXKJACHUEM YBEIOMJICHUS, IPEYCMOTPEHHOT'O HACTOSIIIUM ITYHKTOM.

108. B Teuenne 5 pabouux JHEH CO JAHS TOCTYIUICHHUS 3asiBICHUS
O PErucTpalid OTEYECTBEHHOTO MEJUIUHCKOTO U3JIEIUsl PETUCTPUPYIOIIHIA
OopraH MPOBOJMUT MPOBEPKY IMOJHOTHI U JOCTOBEPHOCTH COJEPKALIUXCSI B HEM
CBEJICHUH, B TOM YHUCJIE MyTEeM CpPaBHEHHUS TaKUX CBEJCHHI CO CBEJICHUSAMH,
NpPE/ICTaBIICHHBIMU ~ OpPraHaMH  TOCYJapCTBEHHOW  BJacTM B TOPAJIKE
MEXBEJJOMCTBEHHOTO  MH(OPMAIMOHHOIO  B3aUMOJIEHCTBUS  MOCPEACTBOM
CUCTEMBI MEKBEIOMCTBEHHOIO JIEKTPOHHOI'O B3aUMOJICHCTBUS.

109. B teuenue 5 pabouux [HEW CO [IHA 3aBEPIICHUS MPOBEPKH,
npeaycMoTpeHHoi myHkToM 108 Hactosmumx [IpaBu:

a)B cllydae TpPEJCTaBJICHUA HaJIeXKanuM o0pa3oM OQpOpPMIEHHOTO
3asBJCHUS O  PETrUcCTpalud  OTEYECTBEHHOTO  MEIUIIMHCKOTO  M3IENIHs
PETUCTPUPYIONIMM  OpraH NpPUHUMAET peUuIeHue O  TOCYyJIapCTBEHHOMN
pEerucTpalid MEIUIMHCKOTO U3JIeNusi, KOTopoe OQOopMIIseTcs MNpPUKa3oM
PETUCTPUPYIONIETO OpraHa, WH(MOPMUPYET 3asBUTENA O MPUHATOM pEUICHUU
NyTeM pa3MEIIEHUs] COOTBETCTBYIOUIETO YBEIOMIICHUS B (pOpME 3JIEKTPOHHOTO
JOKYMEHTa, TMOANUCAHHOTO YCWICHHOW KBAJIU(DUIIMPOBAHHON 3JIEKTPOHHOM
MNOJMUCHIO  YIOJHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B €JAMHOM JIMYHOM
KaOuHeTe 3asBUTENS U DJIEKTPOHHOM KaOWHETe 3asBUTENS U BHOCHT
PEECTPOBYIO 3alIUCh B TOCYAAPCTBEHHBIN PEECTP;

0)B cllydae eclid B TPEACTABICHHOM 3asBICHUM O pPErUCTpaluu
OTEYECTBEHHOI'0 MEJIMIIMHCKOTO H3JENHs YKa3aHbl HEJIOCTOBEPHBIE CBEICHMUS
nub0  CBeleHUs, TMpPEeAyCMOTpeHHble MyHKTOM 64 Hacrosimmx [IpaBui,
IPEJICTaBIEHbl HE B IMOJHOM OOBEME, PETUCTPUPYIOLIMKA OpraH MPUHUMAET
pelieHre 0  MpEeKpalleHuH  JajdbHEHIIero  pPacCMOTPEHHs]  3asiBICHUS
O pEerucTpalud OTEYECTBEHHOTO MEIUIIMHCKOIO H3/eNus U HHPOPMHUPYET
00 3TOM 3asiBUTENS IyTEM pPa3MEUIEHUS COOTBETCTBYIOIIETO YBEIOMIICHHUS
C MOTUBUPOBAHHBIM OOOCHOBAHMEM MPUYUH MPHUHATUS YKA3aHHOTO PEIICHUS
B ¢dopMe  DIIEKTPOHHOTO  JIOKYMEHTa,  IOJIUCAHHOTO  YCHUJICHHOM
KBAJTM(PUIIMPOBAHHOM AJIEKTPOHHON MOAMUCHIO YIIOJIHOMOYEHHOT'O JOKHOCTHOTO
WA, B €IMHOM JIMYHOM KaOWHEeTe 3asBUTENII U DIIEKTPOHHOM KaOuHeTe
3asIBUTEISL.
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V. BHeceHnne n3MeHeHU B IOKYMEHTBI, COJIep KaIuecs
B PETUCTPAIMOHHOM J0ChE, HE TPEOYIOIINX IMPOBEICHHS IKCIIEPTU3bI KaueCTBa,
3 PEKTHBHOCTH U OE30IMACHOCTH MEAUITMHCKOTO W31

110. K u3MeHeHHsIM B JOKYMEHTHI, COJIEpKALIUECS B PETUCTPALMOHHOM
JI0Che, TPEOYIOMIMM TOCYJapCTBEHHOM PETUCTPAIIM HOBOTO MEIUITMHCKOTO
U3J1eJIHS], OTHOCSTCS:

a) UI3MEHEHHUA, BIIEKYIIME 3a CO00M W3MEHEHHS (YHKIIMOHAIHLHOTO
Ha3HA4YCHUS U (WMJIM) IPUHITUTIA JCHCTBUS METUIIMHCKOTO W3NS,

0) BKIIIOYCHUE CBEACHUN O MOJENAX (MapKax) 3aperucTpUpOBAHHOTO
MEJIUIIMHCKOTO H3JENHsl, HE COOTBETCTBYIOIIUX KPUTEPHUAM, YKa3aHHBIM
B ImyHKTe 26 Hactosmux [Ipasu;

B) U3MCHEHUSI, BICKYIIHE 3a COO0H OJTHOBPEMEHHOE U3MEHEHHE CBEJICHUN
O TMPOU3BOAUTENE U TMPOU3BOACTBEHHOW IUIOMIaAKE (TIPOU3BOCTBEHHBIX
IJIOIIA/IKAX) 10 OTHOUIEHUIO K CBEACHUSAM, YKa3aHHBIM B PEECTPOBOM 3aINCH,
3a HWCKJIIOYEHHEM CBEJICHUN 00 OpraHu3allMOHHO-IIPaBOBOM (opMe, aapece
MeCTa HaxOXJECHHS, PpEOpraHu3alii, WHBIX CBEJICHUI, COAECPKAIINXCS
B YCTaBHBIX JOKyMEHTAaX.

111. K wu3MeHeHusM, BHOCUMBIM B JOKYMEHTBI, COJEpKalluecs
B PETHCTPAIMOHHOM JIOChE, HE TPEOYIOIMM MTPOBEICHUS SKCIIEPTU3HI KAYeCTBa,
3 PEKTUBHOCTH 1 OE30IMACHOCTH MEIUITMHCKOTO U3/CIHS, OTHOCSTCS:

a) I3MEHEHHE  CPOKOB  JICHCTBUS  JIOKYMEHTOB,  COJCpIKAIIUXCS
B PETHCTPAIIMOHHOM JOCh€ (aKTyalu3alusi JOKYMEHTOB, COAECpPKAIIMXCS
B PETUCTPALIMOHHOM JIOChE, 3asIBUTEIIEM);

0) U3MEHEHUs, KOTOpPbIE BHOCSATCA TPOU3BOJIUTENEM (M3TOTOBUTEIIEM)
MEJUITMHCKUX M3JEINi Kilacca TOTCHIMAILHOTO pUCKa MpUMEHeHus | wim
HECTEPUJIBHBIX MEIUMIMHCKUX HW3AENHUI Klacca MOTEHIMAJIbHOTO pHUCKa
MpPUMEHEHUsT 2a, TMPOIICIIIUM OIEHKY CHCTEMBbl YIIPaBJICHUS Ka4eCTBOM
MEIUIIMHCKOTO  M3JENMS,  BKIIOYAIONIYI0  MPOUECCHl  MPOECKTUPOBAHUS
U pa3pabOTKU MEIUIIMHCKUX W3JENNi, B COOTBETCTBUU C TpeOOBaHUIMHU
K BHEAPECHUIO, MOJJIEPKAHUIO M OLEHKE CHUCTEMBI YIIPABICHUS Kauye€CTBOM
MEIUIMHCKUX M3JIeNUNA (32 UCKIIFOUYEHUEM HW3MEHEHH, MpeaycMaTpUBAOIIUX
MIPOBEJICHUE TOCYJIAPCTBEHHON PETHCTPAIlMd HOBOI'O MEAMIIMHCKOTO W3JEIUs
B COOTBETCTBUU ¢ MyHKTOM 110 HacTosiux [TpaBun).

B cnyuyae ecnu cpok JEUCTBUS OTUETA O pe3yJibTaTaX MHCIIEKTUPOBAHUS
MPOU3BOJICTBA MEJIUIMHCKOIO H3JENMsl Kllacca MOTEHIMAJIbHOIO pHUCKa
NpuMeHeHusT | Wi HEeCTepWIBHOTO MEIUIMHCKOrO M3JeNus  Kiacca
MOTEHIUAJIBHOTO pHUCKA MPUMEHEHUs 2a WCTEK, 3asBIICHHE O BHECEHUH
M3MEHEHH B JIOKYMEHTBI, COJEpKalluecs B PErUCTPaAllMOHHOM JOChE,
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pacCMaTpuBacTCa B COOTBCTCTBHMHM C OCHOBAHMWAMH, IIPCAYCMOTPCHHBIMU
B

nyn o n

noAnmyHKTamMu "a",
[IpaBwu;

B) I3MEHEHHUE CBEJICHUIM O MPOU3BOAMTENE (M3rOTOBUTENE) METUIIMHCKOTO
U3JIEJINs, BKIIFOYAsl CBEJICHUSL:

" ".n

e" HacToAIIero MyHKTa U MyHKTOM 119 HacTtosux

0 peopraHu3aluy IOPUINIECKOTO JINIIA;

00 W3MEHEHWH HAaWUMCHOBAaHUH FOPHUIUYECKOro Juma (IOJHOTO
M COKpAIIeHHOTO (IIpY HaJW4YWH), B TOM 4ucCie (UPMEHHOTO HAMMEHOBAHWSA),
ajJipeca MecTa ero HaXxOXKJICHUS;

00 W3MeHeHnu (paMHuIUM, UMEHH W OT4YecTBa (MPU HAIMYWH), aJpeca
MECTa JKUTEJIBbCTBA (PU3UYECKOrO JIHIA, 3apErMCTPUPOBAHHOTO B KadyecTBE
WHIUBHUIyAIbHOTO  TMpEANpUHUMATENss, W  PEKBHU3UTOB  JOKYMEHTa,
yIIOCTOBEPSIOIIETO €0 JTNYHOCTH;

00 M3MEHEeHHH ajipeca (aJpecoB) MPOU3BOJACTBEHHOMN (TPOU3BOICTBEHHBIX )
TUTOIIAIKH (TIJIOMIA0K) B CiIydae, €Clii M3MEHEHHE BhI3BAHO NIEPEHMEHOBAaHHEM
reorpau4eckoro 0OBEKTa, TMEPEMMEHOBAHWEM YIIUIBI, TUIONIAA WA HHON
TEPPUTOPUHU, H3MEHEHHUEM HyMepali OOBEKTOB aJpecaldd, B TOM YHCIE
TIOYTOBOT'O MHJICKCA;

r) ©3BMEHEHHWE  CBEIGHWH 00  YINOJTHOMOYEHHOM  IPEACTaBHUTENC
MPOU3BOAUTENS (M3TOTOBUTEIIS ), BKITFOYAsT CBEICHUS:

0 peopraHu3aluy IOPUINIECKOTO JINIIA;

00 U3MEHEHUWU HAMMEHOBAaHUS IOPUAMYECKOro Juia  (IOJHOTO
M COKpAIIeHHOTO (IIpY HaJW4YWH), B TOM 4ucCie (UPMEHHOTO HAMMEHOBAHWSA),
ajJipeca MecTa ero HaXxOXKJICHUS;

00 W3MeHeHnu (paMHuIUM, UMEHH W OT4YecTBa (MPU HAIMYUH), aJpeca
MECTa JKUTEJIBbCTBA (PU3UYECKOrO JIHIA, 3apErMCTPUPOBAHHOTO B KadyecTBE
WHIUBHUIyAIbHOTO  TMpEANpUHUMATENss, W  PEKBHU3UTOB  JOKYMEHTa,
yIIOCTOBEPSIOIIETO €0 JTNYHOCTH;

1) I3MCHCHHE HaMMEHOBAHMS MEJIUIIMHCKOTO 31N B YaCTH TOBAPHOTO
3HaKa W WHBIX CPEJICTB MHIUBHy AJTN3AIINN;

€) UCKITIOYEHUE CBEJICHUH O Mojaenu (Mapke) METUIIMHCKOTO W3JIEIHsI
U3 PEEeCTPOBOM 3aINCH;

’K) I3MEHEHHE Ju3aiilHa MapKUpOBKH 0€3 HM3MEHEHHUS CHUMBOJIOB,
PUMEHSEMBIX TTPH MapKUPOBAHUN MEAUIIMHCKOTO WU3JICIIHS;

3) U3MEHEHHUE Koja KiaccuukaTopa B cllydyae BBIXOJa HOBOW PEIAKIUH
KJaccu(UKaTOpa MOCJIe MPUHSATUS PEIICHUS O TOCYIapCTBEHHOW pErucTpariiu
MEJMIIMHCKOTO  W3JIeNHsl WM  BHECEHHS W3MEHEHHWH B  JIOKYMEHTHI,
COJIEpIKaIIrecs B PETUCTPAIIHOHHOM JIOCHE.
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112. JIns BHeceHHs] B JIOKYMEHTBI, COJIepKallluecsi B PErucTPallMOHHOM
J0Cche, U3MEHEHUH, yKka3aHHbIX B myHKTe 111 Hactosmux IlpaBui, 3asBuTenb
He no3jHee yeM dyepe3 90 pabouux gHEH co JIHA UBMEHEHHUS] COOTBETCTBYIOIIUX
JAHHBIX TPEJCTABISET B PETUCTPUPYIOIIMA OpraH MOCPEACTBOM E€IUHOTO
JUYHOrO KaOMHeTa 3asBUTEJIS:

a) 3asBJICHUE O BHECEHWHW H3MEHEHHUH B JIOKYMEHTBI, COJEpKalluecs
B PETUCTPAIMOHHOM JIOChE, HE TPEOYIOUIUX MPOBEACHUS dKCIEPTU3bI KAauecTBa,
3¢ PexkTUBHOCTH © 0E€30MaCHOCTH MEIUIIMHCKOTO M3JENus, CojepxKaliee
CBEJIeHUs, yKa3aHHble B MNyHKTe 64 Hactosimumx [IpaBui, W JTOMOJHUTEIHHO
coJiepKalliee CBEJEHUSI O BHOCUMBIX U3MEHEHUSX, a TaKke (10 MPUMEHUMOCTH)
CBEJIEHUSI O pe3yJbTaTax KIMHUYECKUX HCHIBITAHUNA MEIMIIMHCKOTO H3IEIHs
C YKa3aHMEeM HOMEpa, JaThl aKTa OLEHKH Pe3yJIbTAaTOB KIMHUYECKUX UCIIBITAHUIM
MEIUIIMHCKOTO U3/IeNHs, a TAaK)Ke HAUMEHOBAHUS MEIMIIMHCKON OpraHu3alliy;

0) konust  (KOMUHU) JOKYMEHTa (JJOKYMEHTOB), TOJTBEPKJIAIOIIETO
(moaTBEpKAAOMIMX)  MOJHOMOYHUS  YIOJIHOMOYEHHOTO  MPEACTaBUTEINS
POU3BOAUTENS (M3TOTOBUTENS) MO MPECTABICHUIO HHTEPECOB MPOU3BOIUTEINS
(u3rotoBUTENS), HECEHUIO  OTBETCTBEHHOCTH B  4YacTH  OOpalleHus
MEIUIIMHCKOTO M3/ienusi Ha Tepputopun Poccuiickoit denepanuu, B TOM YUCIE
0 BOMpOCaM IMPOILIEAYpP OLEHKH COOTBETCTBUSI W  TOCYJapCTBEHHOM
pErucTpalid MEJIUIMHCKOTO U3JIETUs, a TaKKe 10 3aBEPeHHI0 JOKyMEHTa
(IOKYMEHTOB) TPOU3ZBOAUTENS (M3TOTOBUTENA), BCTYNMUBIIETO (BCTYMUBIIUX)
B cuiny 0 OQOpPMIIEHHMS COOTBETCTBYIOIIUX JOKYMEHTOB (JOKYMEHT
(TOKyMeHTBI)  sIBAsieTcs  (ABJISAIOTCS)  0Os3aTeNbHBIM  (00s13aTEIbHBIMM)
JUISI WMHOCTPAHHBIX NPOU3BOAUTENEH (M3rOTOBUTEINEH), OTECYECTBEHHBIMU
NPOU3BOAUTENSAMU  (M3TOTOBUTENIAIMHM)  MpEACTaBisieTcss  (MPeICTaBIsIOTC)
B Cllydyae HaJIW4dsg YMOJIHOMOYEHHOTO TMPEACTaBUTENS  MPOU3BOIUTEINS
(M3roTOBUTENA);

B) JOKYMEHTBI, YyKa3aHHble B IyHKTe 65 Hactosmux [lpaBui,
NpETepIIeBIINE COOTBETCTBYIOIME M3MEHEHUS U CBUJIETEILCTBYIOIIUE O TOM,
YTO BHECEHHE ATHUX HM3MEHEHUI He BJeYeT 3a COOOM H3MEHEHUs CBOWCTB
U XapaKTEePUCTUK MEIUIIMHCKOTO W3JIEHs, BIUSAIOIMIUX Ha €ro 0e30MacHOCTb,
KauyecTBO M A(P(PEKTUBHOCTb, WJIM  COBEPIICHCTBYET €ro  CBOWCTBA
U XapaKTePUCTUKU TMPU HEU3MEHHOCTH (PYHKIMOHAJIBHOIO Ha3HAYCHMUS
U (WJIM) IpUHIIMINA IeUCTBUS MEAUIIMHCKOTO U3/IEIHS;

r) KOIUM OTYETOB O pe3yjbTaTaX WHCIEKTUPOBAHUS TPOU3BOJICTBA
(B ciyuae, TpeAyCMOTPEHHOM MoAnyHkToM "O" myHkta 111 HacTosmmx
[TpaBun):
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KOMUU  JIOKYMEHTOB, TMOJTBEPKIAIOIIMX  COOTBETCTBUE  CHCTEMBI
yIpaBjeHUs Ka4eCTBOM TpeOOBaHUSAM K BHEJIPEHUIO, MOJJIEPKAHUIO U OIICHKE
CUCTEMBI YIIPaBJICHUs Ka4€CTBOM MEIUIIMHCKUX U3JIeNIUH (B clly4dae MPOBEICHUS
WHCMEKIIMA WHCIEKTUPYIONIEH OpraHu3aluved, HaxXoJdIleiica B BEACHUU
(MOIYMHEHWHU) PETUCTPUPYIOLIEro opraHa) (MPeACTaBISIETCS 3asBUTENIEM
10 COOCTBEHHON WHUIIMATUBE);

KOMUU  JIOKYMEHTOB, TMOJTBEPKIAIOIIMX  COOTBETCTBUE  CHCTEMBI
yIpaBjeHUs Ka4eCTBOM TpeOOBaHUSAM K BHEJIPEHUIO, MOJJIEPKAHUIO U OIICHKE
CUCTEMBl YIPABJIICHUS KAa4eCTBOM MEIUIMHCKUX W3Jeaud (MpeacTaBIIsIOTCS
B Cllydae TPOBEJCHUS MHCIEKIMM HWHCIEKTUPYIOIIEH  OpraHu3aluei,
HaxoJsIIeics B BeAeHUU (MMOAYMHEHWH) OpraHa TroOCyJAapCTBEHHOW BIIACTH
rocyjaapcTBa - yJjeHa EBpasniickoro SKOHOMHYECKOTO co103a,
YIOJIHOMOYEHHOT'0 Ha OCYIIECTBIICHHE W (WJIM) KOOPAMHAIIUIO JEATEIIbHOCTH
B c(hepe oOpareHrs MEAUITMHCKUX U3JIeTTUNA Ha TEPPUTOPHHU ATOTO T'OCY/1apCTBa,
3a UcKIoueHueM Poccuiickoit denepaiun).

113. Peructpupyronuii opraH He BIpaBe TpeOOBaTh OT 3asBUTENS
yKa3bIBaTh B 3asIBJICHUU O BHECEHHM U3MEHEHUU B JOKYMEHTBI, COAEpKaIIUecs
B PETUCTPAIIMOHHOM JIOChEe, HE TPEOYIOMMX MPOBEACHHUS IKCIIEPTU3bI KauecTBa,
3pPeKTUBHOCTH W  0E€30MaCHOCTH  MEIUIMHCKOTO  HW3JCNIHs, CBEJICHUS
U TIPEJCTABIATh JIOKYMEHTBI, HE MPEAYCMOTPEHHbIE MYHKTOM 112 HacTosmmx
[TpaBwui.

3asBUTEIL BMpaBe IPEACTABUTh HUHBIE JIOKYMEHTBI, 00OCHOBBIBAIOIIUE
BHECCHHE W3MEHEHHMH, He BIEKyIIMX 3a CO00OM M3MEHEHUs CBOMCTB
U XapaKTePUCTUK MEIUIMHCKOTO W3JEIus, BIMSIIOIMIMX Ha €ro O0e30MacHOCTD,
KauecTBO W dA(P(PEKTUBHOCTh WJM COBEPIICHCTBYIOIIMX €ro CBOHCTBA
U XapaKTePUCTUKU MPU HEU3MEHHOCTH (DYHKIIMOHATIBLHOTO Ha3HAYCHUs U (WIIH)
MPUHIIUTIA IEUCTBUS MEIUIIMHCKOTO U3JIeIHNs, 110 COOCTBEHHOW UHHUITUATHBE.

[Ipouenypa BHECEHUS W3MEHEHHMH B JIOKYMEHTBI, COJE€pIKallUecs
B PETUCTPAIMOHHOM JIOChE, HE TPEOYIOUTUX MPOBEJACHUS IKCIIEPTU3bI KaYecTBa,
3 PeKTUBHOCTH M OE30MaCHOCTU MEIUIIMHCKOTO W3JEIHs, OCYIIECTBISCTCS
PETUCTPUPYIOIIIUM OPTraHOM B CPOK, HE NpeBblmaromuii 18 pabouux aHel
CO [IHS TIOCTYIUICHUS 3asiBJICHHWS O BHECEHUU HU3MEHEHUW B JOKYMEHTHI,
COJIepKallliecs] B PETUCTPAIMOHHOM JIOChe, HE TPEOYIONIUX IPOBEICHUS
AKCHEPTU3bl KauecTBa, JPOEKTUBHOCTH M OE30MACHOCTH MEIUIIMHCKOTO
U3J1eNUs, U IOKYMEHTOB, IPEAYCMOTPEHHBIX MYHKTOM 112 Hactosiux [IpaBu.

114. B teuenue 5 pabouux JHEW CO AHSA TOCTYIUICHUS 3asBJICHUS
O BHECEHMHM HU3MEHEHHUU B JOKYMEHTBI, COJEpXAIIHUECS B PETrUCTPAIMOHHOM
J0Che, HE TPEOYIIIMX IMPOBEICHHUS JKCIEPTU3bl KauecTBa, 3(P(EKTUBHOCTH
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1 0€30MaCHOCTU MEAMIIMHCKOTO M3JENHs, U JOKYMEHTOB, MPEIyCMOTPEHHBIX
nyHKToM 112 nHactossmux IlpaBun, peructpupyromdid OpraH MpPOBOJHUT
IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH COAEPKAIIMXCS B HUX CBEIAEHUW, B TOM
YHUCJIE MYTEM CPABHEHHUSI TAKUX CBEIECHHUM CO CBEICHUSMH, MPEIACTABICHHBIMU
OpraHamMM TOCYJIapCTBEHHOM BJIACTH B MOPSAKE MEKBEJOMCTBEHHOIO
UH(POPMAIIMOHHOTO B3aUMOJIEHCTBHSI TOCPEACTBOM CHCTEMbI MEKBEIOMCTBEHHOTO
ANEKTPOHHOTO B3aUMOJICUCTBUS.

115. B cnyuyae ecnu 3asBIIEHHE O BHECEHUHM M3MEHEHUU B JIOKYMEHTHI,
coJiepKalluecss B PErHCTPAllMOHHOM JIOCh€, HE TPEeOYIOIIUX IPOBEICHUS
AKCIEPTU3bl KayecTBa, HPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
u3zienus, opOpMIICHO C HapyIIeHUEM TMOJIOKEHUH NMyHKTa 64 u moamyHKTa "a'"
nyHkTta 112  wacrosmmx IlpaBwn, u (Mau) TpeACTaBICHHbIE JTIOKYMEHTHI
oopMIICHBI ¢ HapyIIEHUEM TMOJIOKEHUN MyHKTOB 53 - 55 Hactosmumx [IpaBun,
U (WIM) B 3asBJIEHUM O BHECEHUM U3MEHEHHH B JOKYMEHTBI, COJIEep Kallluecs
B PETUCTPAILIMOHHOM JIOChE, HE TPEOYIOIIUX MPOBEJEHUS SKCIIEPTU3bI KauecTBa,
3¢ HeKTUBHOCTH U 0€30MaCHOCTH MEIMUIIMHCKOTO HU3JIEJUs U MPEICTaBICHHbIX
JOKyMEHTaX yKa3aHbl HEJIOCTOBEpPHBbIE CBEIEHMs, W (WIH) JOKYMEHTHI,
OpeayCcMOTpeHHble  NyHKTOM 112 nHactosmux  IlpaBun, mnpenctraBieHsbI
HE B TMOJHOM OO0BEME, PETUCTPUPYIOIIUNA OpraH YBEIOMIISIET 3asBUTEIS
0 HEOOXOJAMMOCTH YCTPAHEHHUs BBISIBICHHBIX HAPYIICHUNA U (W) TPEICTABICHHUS
OTCYTCTBYIOIIUX TOKyMEHTOB B TeueHue 30 pabouux JHEW co AHS pa3MelleHUs
TAKOro yBeAOMJICHHsI B (OpMe DJIEKTPOHHOTO JOKYMEHTa, MOAMUCAHHOTO
YCWJIEHHON KBaJU(UIUPOBAHHON AJIEKTPOHHON MOAMHUCHIO YIIOJIHOMOYEHHOTO
JOJIKHOCTHOTO JIMIIA, B €MHOM JIMYHOM KaOWHETEe 3asBUTENIA U DJIEKTPOHHOM
KaOuHeTe 3agBUTENsS. YCTpaHEHUE BBISBICHHBIX HApyHIEHUH U (WIIM)
NPEACTABICHUE JIOKYMEHTOB, KOTOPbIE OTCYTCTBYIOT, 3asIBUTEIIb OCYLIECTBISET
OCPEJICTBOM €MHOTO JIMYHOTO KaOMHETa 3asABUTEIIS.

Bpemsi co 1HA yBEIOMIJIEHHS PETUCTPUPYIOUIUM OpPraHOM 3asiBUTEIIS
OO JIHd TOJNy4YeHUsT OTBE€Ta Ha  YBEIOMIIEHHE WA  YBEIOMJICHUS
O HETPEJICTABICHUU OTBETA HA 3alIPOC HE YUYUTHIBAETCS IIPU UCUUCICHUHU CPOKA
OpoLEAYpbl  BHECEHHUsS  W3MEHEHMM B JOKYMEHTBL,  COJEprKaluecs
B PETUCTPALMOHHOM JIOChE.

116. B ciyyae ecnmu B Cpok, He mpeBblmaromuid 30 paboumx JIHEH,
HE YCTpPaHEHbI BBISIBIICHHbIC HAPYILICHUS U (WJIM) HE MPEACTABICHBI I0OKYMEHTHI,
KOTOPbIE OTCYTCTBYKOT, B TOM YHUCJE C YYETOM IIOJIOKEHUS MYyHKTa 53
HacTtosmux [IpaBui, perucTpupyromMil OpraH [PUHUMAET  PEIICHHE
O TMPEKpAIICHUU [AIBHEHUIIETO0 pAacCMOTPEHUS 3asBIEHUS O BHECEHUHU
U3MEHEHUM B JIOKYMEHTBI, COJAEpKAIlMECs B PETHUCTPALMOHHOM JIOChE,
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HEe TpeOylolUX TMPOBEIEHUsS SKCHEpTHU3bl  KadyecTBa, HPPEKTUBHOCTH
1 0€30MacHOCTH MEIUIIMHCKOr0 M3JeNUs, ¢ MOTUBUPOBAHHBIM OOOCHOBAHHEM
NPUYMH MPUHATUS YKa3aHHOTO PEIIECHUS.

117. B Tteuenue 3 pabouux JHEW CO [IHA 3aBEPIICHUS MPOBEPKH,
npeaycMoTpeHHor nmyHKToM 114 HacTtosimux [IpaBun (B ciiydae mpeacTaBiieHUs
HaJJIeKauM 00pa3oM OGOPMIIEHHOTO 3asBIEHUS O BHECEHUM W3MEHEHHI
B JIOKYMEHTBI, COJEpXallhecss B PEruCTPAllMOHHOM JI0Che, HE TpeOyrolux
OPOBEJICHUST  DKCIEPTU3bl KauecTBa, dSPGEKTUBHOCTH UM  0OE30MaCHOCTH
MEIUIIMHCKOTO U3/ENIUs, U B TIOJHOM 00beMe IOKYMEHTOB, IIPEIyCMOTPEHHBIX
nyHkToM 112 nHacrosiumux [lpaBuit), a Takke B cllydae yCTpaHEHHUS B CpOK,
He mpeBbinaronuii 30 paGouux [HEH, BBIABJICHHBIX HapyIIEHUH U (WIIM)
Npe/ICTaBlIeHUs JOKYMEHTOB, NPEIyCMOTPEHHbIX MyHKTOM 112 Hacrosmux
[IpaBui, perucTpupyronyili opran NTpUHUMAET pelIeHUue O Hadale MpOUEeayphl
BHECEHUS M3MEHEHHMH B JOKYMEHTBI, COJEp)KallMecs B PEruCcTPallMOHHOM
JI0CheE.

118. B cpok, He npebimaroniuii 10 paGouyux JHEW CO THA NPUHATHUS
pelieHus O Hayaje TMpoleAyphl BHECEHUS U3MEHEHHH B JIOKYMEHTHI,
coJiepKaliuecss B PErHUCTPAIIMOHHOM  JIOChE, PETUCTPUPYIOIIUNA  Opras
OCYUIECTBIISIET CJIETYIOUTUE MEPOTIPUSTHU:

a) IPUHATHE pEIIEHUs O BHECEHMHM M3MEHEHUW B  JIOKYMEHTHI,
coJiepKalliecsl B PErUCTPAIIMOHHOM JI0Che, KOTOpoe 0GOopMIIIeTCS MPUKA30M
pPErUCTPUPYIOIIET0 OpraHa, W UH(DOPMHUPOBAHUE 3asBUTENS O MPUHITOM
pElIeHUH TYTEeM pa3MeIleHUs] COOTBETCTBYIOIIErO YBeIOMJEHUS B (opme
AJIEKTPOHHOTO JIOKYMEHTA, MOJIMHUCAHHOIO YCUJIEHHON KBadu(UIUPOBAHHOM
AJNIEKTPOHHON MOJANUCHIO YMOJTHOMOYEHHOTO JOJKHOCTHOTO JIUIA, B €JUHOM
JUYHOM KaOMHETEe 3asBUTENIS U DJIEKTPOHHOM KaOWHETE 3asgBUTEIS;

0) BHECEHHE U3MEHEHUI B PEECTPOBYIO 3aIUCh.

VI. BHecenre n3aMeHeHN B JOKYMEHTBI, COAEPKAIIUECS
B PETUCTPAIMOHHOM J0ChE, TPEOYIOIIMX IMPOBEICHHS IKCIIEPTH3bI KaUeCTBa,
3 PEKTHBHOCTH 1 OE30IMACHOCTH MEAUITMHCKOTO W3ICITHS

119. Buecenue N3MEHEHUN B JIOKYMEHTHI, coaepKaluecs
B  PErUCTPAllMOHHOM JIOChE, 3a HCKJIIOUYEHHEM CIIy4aeB, YyKa3aHHBIX
B nyHkre 111 mHactosammx IlpaBwi, ocymiecTBiasieTcss MO pe3yabTaram
OKCIIEPTU3Bl KadecTBa, JPGEKTHBHOCTH U OE30MaCHOCTH MEIUIIMHCKOTO
U3JIETUS.

120. Jlns BHeceHUsI B JOKYMEHTBI, COJIEpXKAIIUECS B PETUCTPALMOHHOM
J0ChEe, U3MEHEHU, yKa3aHHbIX B NyHKTe 119 Hactosmmx [lpaBui, 3asBUTEND
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He no3jHee yeM dyepe3 90 pabouux gHEH co JIHA UBMEHEHHUS] COOTBETCTBYIOIIUX
JAHHBIX TOCPEICTBOM €IMHOIO JIMYHOTO KaOWHEeTa 3asBUTENS MPEACTaBISET
B PETUCTPUPYIOIIMI OpraH:

a) 3asBJICHUE O BHECEHWHW H3MEHEHHUH B JIOKYMEHTBI, COJEpKalluecs
B PETUCTPAIMOHHOM JI0Ch€, TPEOYIOIIUX MPOBEIACHUS JKCIEPTH3bl KadecTBa,
3¢ PexkTUBHOCTH © 0E€30MaCHOCTH MEIUIIMHCKOTO M3JENus, CojepxKaliee
CBEJIeHUs, yKa3aHHble B MNyHKTe 64 Hactosimumx [IpaBui, W JTOMOJHUTEIHHO
coJiepKalliee CBEJEHUSI O BHOCUMBIX U3MEHEHUSX, a TaKke (10 MPUMEHUMOCTH)
CBEJIEHUSI O pe3yJbTaTax KIMHUYECKUX HCHIBITAHUNA MEIMIIMHCKOTO H3IEIHs
C YKa3aHMEeM HOMEpa, JaThl aKTa OLEHKH Pe3yJIbTAaTOB KIMHUYECKUX UCIIBITAHUIM
MEIUIIMHCKOTO U3/IeNUsl, HAMMEHOBAHUS MEIMIIMHCKOW OpraHu3aliy;

0) konuto (KOMHUHM) JOKyMEHTa (JJOKYMEHTOB), TOJTBEPKIAIOIIETO
(moaTBEpKAAOMIMX)  MOJHOMOYHUS  YIOJIHOMOYEHHOTO  MPEACTaBUTEINS
POU3BOAUTENS (M3TOTOBUTENS) MO MPECTABICHUIO HHTEPECOB MPOU3BOIUTEINS
(u3rotoBUTENS), HECEHUIO  OTBETCTBEHHOCTH B  4YacTH  OOpalleHus
MEIUIIMHCKOTO M3/ienusi Ha Tepputopun Poccuiickoit denepanuu, B TOM YUCIE
0 BOMpOCaM IMPOILIEAYpP OLEHKH COOTBETCTBUSI W  TOCYJapCTBEHHOM
pEerucTpaluu, a TakKe 1Mo 3aBePeHUI0 JOKYMEHTA (JOKYMEHTOB) MPOU3BOIUTENS
(M3roTOBUTENSA), BCTYNHUBIIETO (BCTYNHMBIIUX) B CHUIy J0 odopMieHus
COOTBETCTBYIOIIHUX JOKYMEHTOB (JOKYMEHT (JJOKYMEHTbI) SIBIISIETCS (SIBIISIFOTCSI)
o0s3aTeNbHBIM ~ (00sI3aTEBHBIMHM) Ui MHOCTPAHHBIX  MPOU3BOJUTENEH
(u3rotoBuTeNe), OTEYECTBEHHBIMU IPOU3BOJIUTENSIMU  (M3TOTOBUTEISIMH)
npejacrabigercs (MPEACTABISIIOTCA) B Clydae HaJIM4YMs YIIOJIHOMOYEHHOTO
NPEeJICTaBUTEIIS MPOU3BOIUTEINS (M3TOTOBUTENS);

B) JOKYMEHTBI,  MOJATBEPXKIAIOLIME  BO3MOXHOCTh  OCYIIECTBJICHUS
POM3BOJICTBA MO ajpecy (aapecam), yKa3aHHOMY (yKa3aHHbIM) B 3asBJICHHUU
O PErUCTpAllH B KA4e€CTBE MPOU3BOICTBEHHON (MMPOU3BOJCTBEHHBIX ) IIOIIAIKH
(monanok) (MO NPUMEHHUMOCTH): JTOKYMEHTBI, TOJTBEPXKAAIONINE HaJU4ue
yCJIOBUW MPOU3BOJICTBA, U (MJIM) KONMUU CEPTU(HUKATOB COOTBETCTBUSI CUCTEMBI
MEHEDKMEHTA KayecTBa TpeOOBaHUSIM I'OCT ISO 13485-2017
wim SO 13485:2016, a Takke KONUM OTYETOB O paHEE NPOBEIAECHHBIX
MHCIEKIMSIX  Ha COOTBETCTBME  yKa3aHHBIM  CTaHgapram (B cllydae
NPEJICTaBIICHUs YKa3aHHbIX CEePTU(UKATOB COOTBETCTBUS), U (WJIM) KOIHHU
JOKYMEHTOB,  TOJTBEPXIAIOUIUX  COOTBETCTBHE  CHUCTEMbI  yIPABICHUS
KayecTBOM TpeOOBaHUSAM K BHEJIPEHUIO, MOJJIEPKAHUIO U OIIEHKE CUCTEMBI
yIOpPaBJICHUS] KAa4eCTBOM MEIUIIMHCKUX W3JeNuil (MPEeACTABISIIOTCA B cllydae
NPOBEJICHUST HWHCIEKIMU HHCIEKTUPYIOIIeH OpraHusaiuei, HaxoasIencs
B BeJleHUU (MOJYMHEHUH) OpraHa TOCYAapCTBEHHOW BIJIACTH TocyJapcTBa -
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yieHa  EBpa3uiickOro  3KOHOMHUYECKOTO  COK3a,  YIOJHOMOYEHHOIO
Ha OCYIIIECTBIIEHUE U (WJIM) KOOPJAMHAIIMIO JEITeIbHOCTH B cepe oOpaleHus
MEIULIHUHCKAX W3AEJNUI HAa TEPPUTOPUM ITOTO TOCYJApPCTBA, 3a HUCKIKOYEHHUEM
Poccuiickoit @enepaiun);

r) JOKyMEHTBI, yKa3aHHble B TNyHKTe 65 Hactosmux IlpaBui,
OPETEPIEBIINE COOTBETCTBYIOIINE M3MEHEHHSI U CBUJETEIbCTBYIOLIME O TOM,
YTO BHECEHHE ATHUX HM3MEHEHUI He BJeYeT 3a COOOM H3MEHEHUs CBOWCTB
U XapaKTEPUCTUK MEIUIIMHCKOTO W3JIEHs, BIUSAIOIMIUX Ha €ro 0e30MacHOCTD,
KauyecTBO M A(P(PEKTUBHOCTb, WJIM  COBEPIICHCTBYET €ro  CBOWCTBA
U XapaKTePUCTUKU TMPU HEU3MEHHOCTH (PYHKIMOHAJIBHOIO Ha3HAYCHMUS
U (WJIK) IpUHIIKUNA TIeWCTBUS MEIUIIMHCKOTO U3/IEIHSI.

3asBUTENb BIpPaBe MPEACTABUTh HHbBIE JIOKYMEHTBI, 0OOCHOBBIBAIOILIUE
BHECEHHE W3MEHEHUH, He BIEKYIIMX 3a CcOo00l M3MEHEHHUS CBOWCTB
U XapaKTEPUCTUK MEIUIIMHCKOTO W3JIEHs, BIUSAIOIMIUX Ha €ro 0e30MacHOCTD,
KauyecTBO U A(PPEeKTUBHOCTh WM COBEPUICHCTBYIONIMX €ro  CBOWCTBA
U XapaKTePUCTUKU TMPU HEU3MEHHOCTH (PYHKIMOHAJIBHOIO Ha3HAYCHMUS
U (WIM) TpUHIMOA JACHCTBUS MEIUIMHCKOTO H3JENHs, M0 COOCTBEHHOM
WHULIUATUBE.

121. Peructpupyromuii oprad He BIpaBe TpeOOBaTh OT 3asBUTENSA
YKa3bIBaTh B 3asBJICHUM O BHECEHUHM WU3MEHEHUH B JOKYMEHTHI, COJIEpKALIUECS
B PETrUCTPAIMOHHOM JI0ChE€, TPEOYIOIUX MPOBEIEHUS SKCIEePTHU3bl KauecTBa,
3¢(deKTUBHOCTH U 0€30MaCHOCTH  MEIULMHCKOTO  M3JeNusl, CBEJEHUs
U IPEACTaBIATh JOKYMEHTBI, HE NPEAYCMOTPEHHbIE MYHKTOM 120 HacTosSIIMX
[TpaBwui.

122. B Teuenne S5 pabouux JHEH CO MAHS TIOCTYIUICHHUS 3asiBICHUS
O BHECEHUM H3MEHEHHI B JOKYMEHTBI, COJAEPKAIIUECS B PETUCTPALIMOHHOM
J0che, TpeOyIOUIMX NPOBEIECHUS OJKCIEPTU3bl KauecTBa, 3(P(HEKTUBHOCTH
1 0€30MaCHOCTU MEAMIIMHCKOTO M3JENHs, U JOKYMEHTOB, MPEIyCMOTPEHHBIX
nyHKToM 120 Hactossmux IlpaBun, peructpupyromdid OpraH MpPOBOJHUT
IPOBEPKY TMOJHOTHI M JIOCTOBEPHOCTU COJEpKAUIUXCS B HUX CBEICHHUI,
B TOM UHCIIE TYTEM CpPaBHEHUS TaKUX CBEICHUN CO CBEJCHUSIMH,
OPEACTAaBICHHBIMU  OpPraHaMd  TOCYJapCTBEHHOW  BJIACTM B MOPSIKE
MEXBEJJOMCTBEHHOTO  HMH(OPMAIMOHHOTO  B3aUMOJCUCTBUS  IOCPEICTBOM
CUCTEMBI MEXBEJOMCTBEHHOTI'O 3JIEKTPOHHOTO B3aUMOJEHCTBHUS.

123. B cnyyae ecnu 3asBJI€HHE O BHECEHUHM M3MEHEHUU B JIOKYMEHTHI,
coJiepKaluecss B PETHCTPAlMOHHOM  JIOCh€, TPEeOYIOIIMX MPOBEICHUS
AKCIEPTU3bl KayecTBa, HSPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO

nLyn

u3zeausi, opOpMIIEHO C HapyUICHUEM MOJIOKEHUN MyHKTa 64 U moJmyHKTa "a
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nyHnkta 120 wHactosimux [lpaBun, wu (MaM) mnpeacTaBiICHHBIE JTOKYMEHTHI
oopMIICHBI ¢ HapyIIEHUEM TMOJIOKEHUN MyHKTOB 53 - 55 Hactosmumx [IpaBun,
U (WIM) B 3asBJIEHUM O BHECEHUM U3MEHEHHH B JOKYMEHTBI, COJIEep Kallluecs
B PETUCTPAIMOHHOM JI0Ch€, TPEOYIOIIUX MPOBEIACHUS JKCIEPTH3bl KadecTBa,
3¢ (HeKTUBHOCTH U 0€30MaCHOCTH MEIMIIMHCKOTO HU3JIEJUsl U MPEICTaBICHHbIX
JOKyMEHTaX yKa3aHbl HEJIOCTOBEpPHBbIE CBEIEHMs, W (WIH) JOKYMEHTHI,
npeaycMoTpeHHble  MmyHKTOM 120 Hacrosmmx [IpaBun, mnpencTaBieHsb
HE B TMOJHOM OO0BEME, PETUCTPUPYIOIIUNA OpraH YBEIOMIISIET 3asBUTEIS
O  HEOOXOAMMOCTH  YCTPAHEHHsS  BBISIBICHHBIX  HAapyHIeHUH U (WiIM)
NPEeJICTaBIIEHUs OTCYTCTBYIOIIUMX JOKYMEHTOB B TedeHue 30 pabouux mHei
CO JIHSA pa3MeEIleHUs TaKoro YBeJIOMJIEHUS B (popMe RJIEKTPOHHOTO JOKYMEHTa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UUIHUPOBAHHON SJIEKTPOHHOM MOJIHUCKHIO
YIOJHOMOYEHHOTO JOJKHOCTHOTO JIMIA, B €AMHOM JIMYHOM KaOWHeTe
3asiBUTENS] M DJIGKTPOHHOM KaOWHETe 3asiBUTENs. YCTPAaHEHUE BBISBICHHBIX
HapyuieHud U (WIM) TpeJCTaBlICeHHE JOKYMEHTOB, KOTOpbIE OTCYTCTBYIOT,
3asiBUTENb OCYIIECTBIISIET MOCPEACTBOM €IMHOTO JJUYHOIO0 KaOMHETa 3asBUTEIIS.

Bpemsi co 1HA yBEIOMIJIEHHS PETUCTPUPYIOUIUM OpPraHOM 3asiBUTEIIS
OO JIHd TOJNy4YeHUsT OTBE€Ta Ha  YBEIOMIIEHHE WA  YBEIOMJICHUS
O HEMNpPEJCTaBICHUU OTBETA Ha 3alpoC HE YYMUTHIBAETCA NPU HCUUCICHUU
CpOKa TMpOUEAYpPbl BHECEHUS W3MEHEHUNW B JIOKYMEHTBI, COJEpKaluecs
B PETUCTPALMOHHOM JIOChE.

124. B teuenue 3 pabouux JHEW CO JIHA 3aBEpIICHUS IPOBEPKH,
npeaycMoTpeHHor nmyHKkToM 90 Hactosamux [IpaBun (B ciiyyae mpeacTaBiieHUs
HaJJIeKauM 00pa3oM OGOPMIIEHHOTO 3asBIEHUS O BHECEHUM W3MEHEHHI
B JIOKYMEHTBI, COJEpXaIIlecss B PEruCTPAllMOHHOM JIOChe, TpPeOyIOIUX
NPOBEJIEHUST  DKCIEPTU3bl KauecTBa, dS(PPEKTUBHOCTH UM  0O€30MaCHOCTH
MEIUIIMHCKOTO U3/ENUs, U B TIOJHOM 00beMe IOKYMEHTOB, IIPEIyCMOTPEHHBIX
nyHkToM 120 nHacrosiuux [lpaBuit), a Takke B cllydae yCTpaHEHHUS B CpOK,
He mpeBbimaronii 30 paGounx  AHEW, BBISBICHHBIX  HAPYIICHHI
U (WIM) TpEeJCTaBICHUS JIOKYMEHTOB, MPEIyCMOTPEHHbIX MyHKTOM 120
HacTtosmux [IpaBui, perucTpupyromMil OpraH [PUHUMAET  PEIICHHE
0 HayaJle MPOUEAYypbl BHECEHUS M3MEHEHUW B JIOKYMEHTBI, COJEpKalluecs
B PETUCTPALMOHHOM JIOChE.

125. B cinyyae ecnu B CpoK, He mpeBblmaromuid 30 paboumx JIHEH,
HE YCTpPaHEHbI BBISIBIICHHbIC HAPYILICHUS U (WJIM) HE MPEACTABICHBI I0OKYMEHTHI,
KOTOPbIE OTCYTCTBYKOT, B TOM YHUCJE C YYETOM IIOJIOKEHUS MYyHKTa 53
HacTtosmux [IpaBui, perucTpupyromMil OpraH [PUHUMAET  PEIICHHE
O TMPEKpAIICHUU [AIBHEHUIIETO0 pAacCMOTPEHUS 3asBIEHUS O BHECEHUHU
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U3MCHCHMH B JOKYMEHTBI, COJIEp)KAIlUeCcs B PETHCTPAIlMOHHOM JOChHE,
TPeOYIOIINX MPOBEACHUS SKCIIEPTU3bI KauecTBa, 3PPEKTUBHOCTH U OE30MaCHOCTH
MEIUITUHCKOTO U3JICTUsA, M JOKYMEHTOB, MPEIyCMOTPEHHBIX MyHKTOM 120
HacTosimux [IpaBwin, U nHGOpMUPYET 00 3TOM 3agBUTEIS MyTEM Pa3MEIICHHUS
COOTBETCTBYIOIIETO YBEAOMIICHUS ¢ MOTHBUPOBAHHBIM OOOCHOBAaHUEM IPUYHH
NPUHATHS  YKa3aHHOTO pEIICHHs B  (QopMe JJICKTPOHHOTO JOKYMCHTAa,
MOJIMUCAHHOTO YCUJICHHOW KBaJU(UIIMPOBAHHON SJIEKTPOHHOW IOJIUCHIO
YIOJHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B CJAWHOM JIMYHOM KaOWHETe
3asIBUTEIIS M DJICKTPOHHOM KaOMHETE 3asBHTEIIA.

126. Baecenue U3MEHEHU N B JIOKYMEHTBI, coJiep KaImuecs
B PETHCTPAIMOHHOM JIOChE, TPEOYIOMUX TMPOBEJCHUS SKCIEPTHU3bI KadecTBa,
3 (HEKTUBHOCTH W 0E€30MAaCHOCTH MEIUIIMHCKOTO H3JCIINS, OCYIIECTBIISICTCS
PETHCTPUPYIOIIMM OPraHOM B CPOK, HE MpeBblmarommi 36 pabodyux gHEH
CO JHS TIOCTYIUICHHUS 3asABJICHUS O BHECCHHMM HW3MCHCHHH B JIOKYMCHTHI,
coJepKaluecss B PETHCTPAIlMOHHOM  JIOChE, TPEOYIOMUX  IPOBEICHHUS
OKCIIEPTU3bl KauyecTBa, HSPQPEKTHBHOCTH U OC30MAaCHOCTH MEIUIIMHCKOTO
U3JICIHS, ¥ IOKYMEHTOB, IIPETyCMOTPEHHBIX IMyHKTOM 120 HacTosmux ITpaBu.

127. B Teduenne 3 pabouymx aHEH CO JHS NMPUHATHS PEUICHUS O Hadaje
NpOLEAypbl  BHECEHHMS  W3MCHCHHMH B JIOKYMGHTBI,  COJIep)KalllHecs
B PETHUCTPAIIMOHHOM JIOChE, PETUCTPUPYIOIIHKA OpraH O(GOpMIISET M BBIIACT
3aJIaHHUEe Ha MIPOBEJICHHUE SKCIICPTHU3BI SKCIICPTHOMY YUPEIKICHUIO.

128. DkcniepTr3a 3asBiIEHUST O BHECEHUMM HW3MEHEHHMMl B JIOKYMEHTHI,
coJepKaluecss B PETHCTPAIlMOHHOM  JIOChE, TPEOYIOMUX  IPOBEICHHUS
OKCIIEPTU3bl KayecTBa, HS(PQPEKTHBHOCTH U OC30MAaCHOCTH MEIUIIMHCKOTO
U3JIeIUs, W JIOKYMEHTOB, YKa3aHHbIX B TyHKTe 120 Hacrosmmx Ilpasu,
OCYIIECTBJISAETCA OJHOBPEMEHHO C TIPOBEJICHHEM JKCIIEPTU3bl  ITOJHOTHI
U pE3yJIbTaTOB HCIBITAHUH W WCCICIOBAHUA B CPOK, HE IPEBBIIIAFOIIHIMA
15 pabounx gHEH CcO JHSA  TOJNYYECHHsS]  OKCHEPTHBIM  YUPESKICHHEM
COOTBETCTBYIOIIIETO 3aJaHUsl PETUCTPUPYIOIIETO OpraHa.

129.Tlpu  mpoBeaeHUW  OKCHEPTHU3BI  KadecTBa, A(P(HEKTUBHOCTH
u 0e30MacHOCTH MEJIUIMHCKOTO W3JCIHs HE JIONMYCKAeTCs HCTPEOOBaHME
OKCIIEPTHBIM  VUPEKIACHUEM Y 3asgBUTCNIS JHMOO0 WHBIX JIMI[ MaTePHUAJIOB,
HEOOXOIUMBIX JIJIS1 TPOBEICHUS SKCIIEPTH3BI.

B cimydae HeIOCTaTOYHOCTH JJIi BBIHECEHHUS DSKCIEPTOM 3aKITHOUYCHHS
MaTepHaJIOB M CBEACHUH, COJEpXKAIMXCS B IPEACTABICHHBIX 3asBUTEIICM
3asBJICHUM O BHECCHMHM MW3MEGHCHMH B  JOKYMEHTBI, COJIep KalllHecs
B PETHCTPAIMOHHOM JIOChE, TPEOYIOMUX TMPOBEJCHUS SKCIEPTHU3bI KadecTBa,
3¢ (HEKTUBHOCTH M OE30MaCHOCTH MEIUIIMHCKOTO W3JeNUs, W JIOKYMCHTaXx,
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npeayCMOTpeHHbIX MyHKTOM 120 Hactosimmx [IpaBuni, skcnepT cTaBUT BOIPOC
O TPEJCTAaBICHUH €My HEOOXOJUMBIX MaTepUaioB M CBEIACHUUN TMepen
PYKOBOJMUTENEM  JKCIEPTHOTO  VUPEXKIEHHUS,  KOTOpbId  oOpamraercs
C COOTBETCTBYIOLIMM 3alPOCOM B PETUCTPUPYIOIINI OPraH, BbIAABIINN 3a/laHHUE
Ha IPOBEJAEHUE OKCHEPTU3bl. YKa3aHHBIM 3alpoc JIOJDKEH COJAEPKaTh
UCYEPNBIBAKOIINI TIEPEYEHh BCEX BOMNPOCOB, MATEPUAIOB M  CBEICHHUI,
HEOOXOIUMBIX DKCIEPTY ISl MPOBEJCHUS IKCIIEPTHUHI.

Peructpupytomuii oprad B TedeHue 2 paboyux JHEH co AHS NOCTYIUICHUS
3ampoca PYKOBOAUTENS DSKCIEPTHOIO YUPEKJCHHS HaNpaBiseT 3asiBUTEIIO
3aMmpoc O MPEACTABICHUH HEOOXOJMMBIX CBEJICHUN C yKa3aHUEM XapakTepa
3aMeYaHuil U crnocoda WX YCTpaHEHHs. YKa3aHHBIM 3ampoc HampaBlIeTCs
OJIHOKpAaTHO B (hopMe AJIEKTPOHHOIO JOKYMEHTA, MOJAMUCAHHOIO YCHUJIEHHOM
KBJIU(PUITMIPOBAHHOMN 3IEKTPOHHOMN MOATHUCHIO YIOJIHOMOYEHHOTO
JOJKHOCTHOTO JIMIA, TOCPEJCTBOM pa3MEUIEHUsI B DSJIECKTPOHHOM KaOUHeETe
3asiBUTENS M €IMHOM JIMYHOM KaOUHEeTe 3asiBUTEIS.

3asBuTENb 00s3aH MPEACTaBUTH OTBET Ha 3alpoC PErUCTPUPYIONIETO
opraHa IOCpPEJCTBOM €IWHOTO JIMYHOTO KaOWHEeTa 3asBUTENsI B CPOK,
He mnpesbimatronii 50 pabouux JHEW CO JHS HaNpaBlIEHUs JTOrO 3ampoca.
B Tewenme 2 pabouux JHEW cO JHS TMOCTYIUIGHHS OT 3asBUTENs OTBETa
Ha 3alpoC PEruCTPUPYIONIMH OpraH HAmNpaBiseT TaKOW OTBET B AKCIEPTHOE
yupexjaeHue. B ciayudae HempencraBieHus mo ucrtedyeHun S0 paboumx aHei
3asBUTENIEM OTBETA Ha 3alpoC PETUCTPUPYIOLIMN OpraH B TeueHue 2 paboumx
IHEW HANpPAaBJISET B DKCIEPTHOE YUPEKICHUE YBEIOMIICHHE O HEMPEACTABICHUH
3asBUTEJIEM OTBETA Ha 3alpOC PErUCTPUPYIOUIErO OpraHa sl MOATOTOBKH
3aKJIIOYEHUS] O BO3MOXKHOCTH (HEBO3MOXKHOCTH) BHECEHUS W3MEHEHHI
B JIOKYMEHTBI, COJEpXkaIIfecss B PErucTpalmOHHOM JI0Che, (opMa KOTOPOTro
yTBEpKIaeTca MUHHUCTEPCTBOM 3ApaBooxpaHeHusi Poccuiickont Depepanuu
(manmee - 3aKJIOYEHHWE O BHECEHHHM W3MEHEHHI B JIOKYMEHTBI, COJIep Kalluecs
B PETUCTPAIlMOHHOM JIOCh€), HA OCHOBAHMM JOKYMEHTOB, HMEIOIINXCS
B €r0 paclopsKEHUH.

Bpems co 1HsS HampaBiieHHMS 3allpoca PErUCTPUPYIOUIETO OpraHa /10 JIHS
NOJIyYEHHsI OTBETAa Ha 3alpoC WM YBEJIOMJIEHHS O HEINPEJICTAaBICHUU OTBETA
Ha 3alpoC HE YUYUTHIBAETCS MPU HUCUUCICHHH CPOKa MPOBEIACHHUS DKCIEPTU3BI
KauecTBa, 3P (HEKTUBHOCTH U 0€30MACHOCTU MEIUIIMHCKOTO U3/IEIHA.

[Ipy BBISBICEHHMM PETUCTPUPYIOIIUM OpPraHOM B TMPEACTABIEHHBIX
3asiBUTEJEM B OTBET Ha 3ampoc JOKYMEHTaX HEJIOCTOBEPHBIX U (UJIN)
HEJOCTATOYHBIX CBEJIECHUUA WM JIOKYMEHTOB U (WJIM) HECOOTBETCTBUS
oQopMIIEHUSI TIPEJCTABICHHBIX JIOKYMEHTOB IOJOXKEHUAM ITYHKTOB 53 - 55
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HacTosmux IlpaBunm perucTpupyromuii opraH B TedeHHE 2 pabodyux JIHEH
HaIpaBJIAeT 3asgBUTEN0 (B (OpMe DJIEKTPOHHOIO JIOKYMEHTA, MOAMHUCAHHOIO
YCUJICHHON KBaM(PUITMPOBAHHON 3JIEKTPOHHOM MOAMHUCHIO YIOJIHOMOYEHHOTO
JOJDKHOCTHOT'O JIMIIA, TTOCPEJICTBOM pa3MEIISHUs] B €IMHOM JIMYHOM KaOWHETe
3asBUTEINISI M DJICKTPOHHOM KaOWHETEe 3asBHUTENsI) MOTUBUPOBAHHOE PEIICHHE
O BO3MOXXHOCTH TIOBTOPHOT'O TIPEJCTABIICHUS 3asBUTEIEM JIO HCTECUEHUS
50 pabouux JgHEW CcO JHS HaIMpaBJICHUS 3ampoca A0pabOTaHHBIX JOKYMEHTOB.
[Ipu HempeacTaBieHWU 3asBUTEIEM B YyKa3aHHBIM CpPOK 3alpaiinBacMbIX
JTOKYMEHTOB M  CBEJEHHMM  OKCIepTu3a  KaudecTBa, IPEPEKTUBHOCTH
u 0e30MacHOCTH MEIUIIMHCKOTO W3JIeNUs TPOJOKACTCS IO HAXOASIUMCS
B PacmopsDKEHHU  OKCIEPTHOTO  YUPEXKJCHUS paHee IPeJCTaBICHHBIM
3asBUTENIEM JOKYMEHTaM M CBEACHUSAM, COJACPXKAIIMMCS B PETUCTPAIIMOHHOM
JIOChE.

130. DkcnepTHOE yUpeXI€HHE B CPOK, HE MpeBblmaronuii 15 pabounx
JTHEW cO JIHs TIOJYYeHMs] JOKYMEHTOB, YKa3aHHBIX B NMyHKTe 120 HacTosIImx
[TpaBwi1, IPOBOAUT DKCIEPTU3Y, NMPETYCMOTPEHHYIO MyHKTOM 127 HacCTOSIIUX
[IpaBwi, U HampaBiseT B PETUCTPUPYIOIIMN OpraH 3aKIOYeHHE O BHECEHUH
W3MEHEHUM B JIOKYMEHTBI, COJIEPKAITUECs B PETUCTPAIIMOHHOM JIOChE.

131. OcHoBaHUsAMH I BBIHECEHHUS  DKCIEPTHBIM  YUPEKICHUEM
3aKJIOUYCHHST O BHECEHUM W3MEHEHHMH B JOKYMEHTBHI, COJIeprKaliuecs
B PETUCTPAIIMOHHOM JI0ChE€, CBUJICTEIIbCTBYIOIIETO O HEBO3MOKHOCTH BHECEHUS
U3MEHEHUH B JIOKYMEHTBI, COJIEpKAIINEC B PETUCTPAITMOHHOM JIOChE, SIBJISIFOTCS:

a) HEJIOCTOBEPHOCTh IPEACTABJICHHBIX CBEJCHUH, OOOCHOBBIBAIOIINX
BHECCHUE W3MEHEHHM, B TOM YHCJIC BBISIBICHHBIX PETUCTPUPYIOIIUM OPTraHOM
Mo pe3yJibTaTaM TOCYyAapCTBEHHOIO0 KOHTpOJsA (Haa3opa) 3a oOpalieHueM
MEIUIMHCKNX U3CIIHI;

0) OTCYyTCTBHE B NPEJACTABICHHBIX 3asSBUTEIIEM JOKYMEHTAaX CBEJCHUM,
MOATBEPKAAIOIINX, YTO U3MEHEHUsI, BHOCUMbIE B JOKYMEHTHI, COJIepKalIuecs
B PETHCTPAIIMOHHOM JIOChE, HE BJIEKYT M3MEHEHHE CBOWCTB M XapaKTEPHUCTHK,
BIUAIONIUX Ha KadecTBO, 3(P(EKTUBHOCTh W 0€30MacHOCTh MEIUIIMHCKOTO
U3JICNNS, WM COBEPIICHCTBYIOT CBOMCTBA M XapaKTEPUCTUKH MPU HEU3MEHHOCTH
(YHKIIMOHAIBLHOTO Ha3Ha4YeHUs U (WIM) MPUHIMIA JIEUCTBUA MEIUIIMHCKOTO
W3J1EIIN;

B) OTCYTCTBUE CBEJICHHH, MOATBEPKAAOIIUX HEU3MEHHOCTh
(YHKIIMOHAIBLHOTO Ha3Ha4YeHUs U (WIM) MPUHIMIA JIEUCTBUA MEIUIIMHCKOTO
U3JIeNIMS B CBS3U C BHOCUMBIMHU U3MEHEHUSIMU B JJOKYMEHTAIIHUIO;

') HEOOXOJMMOCTh TPOBEACHUS T'OCYJIAPCTBEHHOW pErucTpalid HOBOTO
MEJUIIMHCKOTO U3JIEHs B COOTBETCTBUU ¢ TyHKTOM 110 HacTosmux [Ipasu;
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1) HAJIMYUE HEIOCTOBEPHBIX CBEJACHHM B JOKYMEHTaX, COJIEep:KalluXcs
B PETUCTPAIMOHHOM JIOChE.

132. B cpok, He npebimaronuid 10 pabounx JHEW cO JHS MOJydeHUS
3aKJIIOYEHUS] O BHECEHUHM U3MEHEHHHl B  JOKYMEHTBI, COJepiKalluecs
B PETHCTPAllMOHHOM  JIOChE, PETUCTPUPYIOIIMA OpraH  OCYIIECTBIISET
CJIEIYIOIIME MEPOTIPUSATHUS

a) OllEHKAa 3aKJIIOYEHHUS O BHECEHHMM W3MEHEHMH B JIOKYMEHTHI,
coJiepKalluecss B PEruCTPAllMOHHOM JIOChE, ISl OINpPEAENIeHUs] COOTBETCTBHUS
3aJlaHUI0 Ha MIPOBEJICHHUE dKCIEepTU3bl. B ciiyyae ycTaHOBIIEHHSI HECOOTBETCTBHUS
3aKJIIOYEHUS] O BHECEHUHM U3MEHEHHHl B  JOKYMEHTBI, COJepiKalluecs
B PErUCTPAllMOHHOM JIOCh€, YKAa3aHHOMY 3aJJaHUI0 TaKOe 3aKJIIOYECHHE
BO3BpAI[a€TCSl B OJKCIEPTHOE YUYPEXKJEHHE Ha J0pabOTKy, CPOK KOTOPOii
coctaBisieT He Oosnee 2 paboyux JHEW €O JHS TOJYYEHHUS DKCIEPTHBIM
yUpexJICHHEM BO3BPAIICHHOTO 3aKJIIOUEHHUS;

0) B chnydae TMOJY4YEHHUs 3aKIOYEHUST O BHECEHWU HW3MEHEHUM
B JIOKYMEHTBI, COJIepKallliecsi B PErUCTPALIMOHHOM JIOChE, MPEAYCMOTPEHHOTO
nyHkToM 131 Hacrosmux I[lpaBun, He mo3aHee cieayroliero padboyero aHs
nocjie  TPOBENECHMS] OLEHKH TaKoro 3akKJIOUeHUs Uil OIpeesIeHUs
COOTBETCTBHS 3aJJaHUI0 Ha MPOBEJIEHUE IKCIEPTU3bl PETHUCTPUPYIONINI Oprat
pa3MelaeT JIEKTPOHHBIM 00pa3 ATOTo 3aKJIIOUEHUS B AJIEKTPOHHOM KaOWHETe
3asiBUTENS] W HANPABIAET COOTBETCTBYIOLIME CBEACHUS B EAUHBIA JIMYHBIN
KaOMHET 3asiBUTEIIS.

B Tteuenne 10 pabouux aHeW co AHS pa3MEUIEHUS B DIIEKTPOHHOM
KaOWHETe 3asiBUTENS 3aKJIIOUEHHS] O BHECEHHM W3MEHEHUW B JIOKYMEHTHI,
coJiepKalluecss B PETUCTPAIIMOHHOM JOChbe, YyKa3aHHOro B myHKTe 131
HacTosiimux [IpaBui, 3asBUTENh BIpaBE O3HAKOMUTHCA C 3aKIIOUYEHHEM
O BHECEHUWU H3MEHEHUW B JIOKYMEHTBI, COJIEp)Kallluecss B PEruCTPalliOHHOM
J0Che, W, MPU HATMYUU BO3PAXKEHUH, HANPABUTh BO3PAXKEHHUS IMOCPEIACTBOM
AJIIEKTPOHHOT0 KaOWHETa 3asiBUTEIIS.

B ciywyae nmocTyrieHus nocpeCcTBOM AJIEKTPOHHOIO KaOMHETa 3asBUTENS
B CpoK, He mnpeBbimawomuii 10 paGoumx JHEH, BO3paKEHUN 3asgBUTEIS
Ha 3aKJIOYEHHWE O BHECEHHMM UW3MEHEHH B JIOKYMEHTBI, COJiepiKalluecs
B PETUCTPAIMOHHOM JIOCh€, MpEeAyCMOTpeHHoe IyHKToM 131 Hacrosmmx
[IpaBun, peructpupyromuii opran B TteueHue 30 pabouumx gHEH coO JHSA
NOCTYIUUICHUSI BO3PaXEHUI paccMaTpPUBAET MX C IMPHUBICYEHUEM DKCIEPTHOTO
yUpexJICHHs], BEIHECIIETO TaKOe 3aKitoueHue. B ciyuyae eciu B yCTaHOBJIECHHBIM
CPOK BO3P@XKEHMs 3asBUTENII HE TMOCTYNWIH, PErUCTPUPYIONINI oOpras
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HacTosero nyHkra. [Ipu paccMoTpeHun BO3paKeHHUM PErUCTPUPYIOIINN OpraH
Py HEOOXOUMOCTH JJaUu MOSICHEHUH MPUBJICKAET 3asBUTES.

[Io wrToram paccMOTpEeHHS BO3PAKECHHH NPUHUMACTCS PEIICHHE
O TMPU3HAHUM BO3PAKEHUU TIOJTHOCTHIO WM YaCTUYHO OOOCHOBAHHBIMH,
KOTOpoe O(OpPMIISETCS] MUCBMOM PETUCTPUPYIOIIET0 OpraHa W HalpaBiIseTcs
B aJIpec AKCIEPTHOTO YUPEKJISHUSI C MPHIOKESHUEM 3aKIIOUYEHUs] O BHECEHUH
U3MEHEHUM B JIOKYMEHTBI, COJEp)KaIllMecs B PETHUCTPAIMOHHOM JIOChE,
npeaycMoTrpeHHoro nyHktoM 131 Hacrosmux [IpaBun, Ha q0pabOTKY, CpPOK
KOTOPOM HE TpeBbIIaeT S5 pabouux JHEH co JHSA MOJYy4YEHHUs DKCIEPTHBIM
YUPEKJICHUEM  BO3BPAIICHHOTO 3aKJIIOUYEHHS O BHECCHUHM HW3MEHEHUM
B JIOKYMEHTBI, COJIEpIKaIllUECs] B PETUCTPAIIMOHHOM JIOChe, JIMOO O MPU3HAHUH
BO3PKCHHI MOJIHOCThIO HE 000CHOBAaHHBIMU.

Bpems co mHA pa3MeleHuss perucTpUPYIOIIMM OPraHOM B 3JIEKTPOHHOM
KaOMHETEe 3asBUTENS 3aKJIIOYEHUS O BHECEHWHU HM3MEHEHUH B JIOKYMEHTHI,
CoJIepKallliecsi B PETHCTPAIIMOHHOM JIOChe, YyKa3aHHOro B TnyHkTe 131
HacTosmux [lpaBui, 10 NPUHATHS PEIICHHS [0 HWTOTaM PacCMOTPEHUs
BO3PKCHHUI HE YUUTHIBACTCS MPU UCUUCICHUH CPOKA MPOBEICHUS DKCIIEPTU3BI
KauecTBa, 3 (HEKTUBHOCTH U O€30MaCHOCTU MEJIUITUHCKOTO U3JIEIIHS;

B) IPUHATHE PEIICHHS O BO3MOXHOCTH (HEBO3MOXXHOCTH) BHECEHUS
U3MEHEHUM B JIOKYMEHTBI, COACPKAIINECS B PETUCTPAIIMOHHOM JI0ChE, KOTOPOE
obopMIISIETCST TIPUKA30M PETHCTPUPYIOIIETO oOpraHa, ¥ HWHOOPMUPOBAHUE
3aBUTENISI O MPUHATOM pEUIEHUH ITyTEM HAIPaBJICHHUS COOTBETCTBYIOILIETO
yBeJIOMJIEHUS B (hOpMe DJEKTPOHHOI'O JOKYMEHTA, MOANUCAHHOTO YCHJICHHOM
KBaTM(UIIMPOBAHHOM AJIEKTPOHHOMN IIOIITACHIO YIOJITHOMOYEHHOTO
JOJDKHOCTHOT'O JIMIIA, WJIM pa3MelIeHUs B €IMHOM JTUYHOM KaOWHETE 3asBUTEIIS
U DJICKTPOHHOM KaOWHETE 3asiBUTEIIS;

I') BHECEHHE H3MEHEHHMH B PEECTPOBYIO 3aluch (B cCilydyae HPUHATUS
pelieHrst 0 BO3MOXXHOCTH BHECEHHSI M3MEHEHHU B JIOKYMEHTHI, COACPKAIIUECs
B PETUCTPAIMOHHOM JIOChE).

133. OcHOBaHMSIMU JIJIsE TIPUHSATHS PEIIEHUs 00 OTKa3e BO BHECEHUU
U3MEHEHUM B JIOKYMEHTBI, COJEp)KaIllMecs B PETHUCTPAIMOHHOM JIOChE,
SIBIISTFOTCSI:

a) MOJIy4eHUE PETUCTPUPYIOMIUM OPraHOM OT AKCHEPTHOTO YUPEKIACHUS
3aKJIOUYCHHST O BHECEHUM W3MEHEHHMH B JOKYMEHTBHI, COJIeprKaliuecs
B PETUCTPAIIMOHHOM JI0ChE€, CBUJICTEIIbCTBYIOIIETO O HEBO3MOKHOCTH BHECEHUS
U3MEHEHUM B JIOKYMEHTBI, COJEp)KaIllMecs B PETHUCTPAIMOHHOM JIOChE,
U (WIM) TPUHIATHE PETUCTPUPYIOIIUM OpPraHOM PEIICHUS O MPU3HAHUH
BO3PKCHHM 3asiBUTENISI HE 000CHOBAHHBIMU MOJTHOCTBIO WJIM YaCTUYHO;
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0) BBISIBIIGHUE  PETUCTPUPYIOIIMM  OpPraHoM 10 pe3yjbTaTam
(benepaibHOTO TOCYJApCTBEHHOTO KOHTpOJs (Haa3opa) 3a oOpalleHHeM
MEIUIIMHCKUX  M3JIeNIMA  HECOOTBETCTBUM JAaHHBIX 00 3(PGEKTUBHOCTH
1 0 0€30MaCHOCTH MEIUIMHCKOTO U3JIEUs JaHHBIM O MEIUIIMHCKOM H3JIEIHH,
collepKallUMCsl B 3asBJICHHMM O BHECEHHMM WM3MEHEHUW B JIOKYMEHTHI,
coJiepKaluecss B PETHCTPAlMOHHOM  JIOCh€, TPEeOYIOIIMX MPOBEICHUS
AKCIEPTU3bl KayecTBa, HPGEKTUBHOCTH U 0OE30MaCHOCTH MEIUIIMHCKOTO
U3JIeus, U IOKYMEHTaX, YKa3aHHbIX B myHKTe 120 HacTosmux [IpaBui.

VII. OcoGeHHOCTH BHECEHUS U3MEHEHUH B JOKYMEHTHI, COJIep KaInecs
B PETUCTPAIMOHHOM JIOChE Ha MPOrpPaMMHOE 00eCTieueHHne ¢ TPUMEHEHNEM
TEXHOJIOTUW UCKYCCTBEHHOTO MHTEIUIEKTA, SBJISIONICECS
MEJIUIIMHCKUM U3JIeTIUEM

134. Buecenue VU3MEHEHNAU B JNOKYMEHTBI, cozepKaIuecs
B PETUCTPALIMOHHOM JIOCh€ Ha NPOrpaMMHOE OOECHeYeHUE C NMPUMEHEHHEM
TEXHOJIOTMd  MCKYCCTBEHHOI'O  WHTEJUIEKTa, SBJIAIOIICECS  MEIULIHUHCKUM
U3JIETTUEM:

a) MIpH OTCYTCTBMM Yy MPOrPAaMMHOTO OOECHEYEeHHUS C NPUMEHEHHEM
TEXHOJIOTU HCKYCCTBEHHOI'O HHTEJUIEKTA, SBJIAIOMIErOCS MEIULUHUHCKUM
U3JIeTIMEM, BCTPOCHHOM (YHKUIMH aBTOMATUYECKON Iepesayd B MOPSJKE,
YTBEPKICHHOM  PErUCTPUPYIOLIMM  OpPraHoM, B  aBTOMaTU3UPOBAHHYIO
MHPOPMALIMOHHYIO  CHUCTEMY  PETHCTPHUPYIONIET0 oOpraHa uHGOpMaluu
00 oOpabaTeiBaeMbIX JAHHBIX, pe3yJbTaTax JEHCTBUS MIPOrPAMMHOTO
o0ecrieyeHrss C MPUMEHEHHEM TEXHOJOTUH MCKYCCTBEHHOTO WHTEIIEKTa,
ABJISIFOIIETOCS MEAUIIMHCKUAM U3JIEJIUEM, a TaKXKE€ CBEACHUM, PELYCMOTPEHHBIX
MOPSIIKOM ~ COOOIIEeHNsT CyObeKTaMu OOpaIieHus] MEAUIMHCKAX — W3JEIHM
000 Bcex cayyasX BBIABICHUS TMOOOYHBIX JEHCTBUH, OCYIIECTBISETCS
B COOTBETCTBUH c nyHkramu 110 - 133 HAaCTOAIINX [IpaBun
(10 MPUMEHUMOCTH);

0) B 4aCTM BHECEHUs HW3MEHEHUH B HYMEpALUUIO BEPCHH, KOTOPbIE
HE BIUSIOT Ha (YHKIUMOHAJIHLHOE HA3HAuYeHUE U (WIM) NPUHLIMUN JAEUCTBUS
[IPOrPaMMHOr0 00€CIeUeHUss C MNPUMEHEHHEM TEXHOJIOTUH HCKYCCTBEHHOTO
UHTEJUIEKTa,  ABJISIIOLIETOCS  MEAULMHCKUM  W3JEJMeM, NpH  HaJU4HuH
y TaKoOro MporpaMMHOI0 00ECHe4YeHHs] BCTPOCHHONW (PYHKIIMM aBTOMAaTUYECKOMN
nepefadyd B MOPSAAKE,  YTBEPKIACHHOM  PETHCTPUPYIOIIMM  OPraHoM,
B aBTOMAaTU3HUPOBAHHYIO HMH(OPMAIIMOHHYI0 CHUCTEMY PErHCTPUPYIOLIETO
oprana uHpopManuu 00 00pabaThIBA€MBIX IaHHBIX, pe3yJbTaTax IeHCTBHS
YKa3aHHOTO  MPOTPaMMHOr0  0OecredeHus, a  TaKXke  CBEJCHUH,
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OPEeIyCMOTPEHHBIX  MOPSAKOM  COOOIIeHHUs  CcyObekTamMu  oOpalleHus
MEIUIIMHCKUX M3JeINil 000 BCeX Ciyyasx BBISBICHHUS MOOOYHBIX JIEWCTBHIA,
OCYIIECTBJISIETCSI B COOTBETCTBUM ¢ myHKTamu 119 -133 wumu 135 u 136
HacTosiux [IpaBu.

135. Ins  BHeceHHs U3MEHEHUH B  JOKYMEHTBI, COJEpKalIUecs
B PErUCTPAIlMOHHOM JIOCh€ Ha MPOrpaMMHOE OOecredeHHe € MPUMEHEHHEM
TEXHOJIOTUM HMCKYCCTBEHHOI'O  HWHTEJIEKTa, SBIAIOIICECS  MEIUIUHCKUM
U3JIEJIMEM, B YaCTU BHECEHHUS M3MEHEHHUM B HyMEpAIMI0 €ro BEPCHH, KOTOpHIE
HE BJIUAIOT Ha €ro (PyHKIMOHAIbHOE Ha3HayeHue W (WJIM) MPUHIUI JEeHCTBHUS,
3asiBUTENb MMOCPEICTBOM €IMHOIO JIMYHOTO KaOMHETa 3asBUTENS MPEACTaBISET
B PETUCTPUPYIOIIMIA OpraH 3asBJICHUE O BHECEHUH H3MEHEHUU B JIOKYMEHTHI,
coJiepKallliecs B PETUCTPAIMOHHOM JOCh€ Ha MpOrpaMMHOE OOecredeHue
C TNPUMEHEHUEM TEXHOJOTUH HCKYCCTBEHHOIO MHTEIJIEKTa, SIBIISIOIIEECS
MEIUIMHCKUM U3/IeJINEM, B KOTOPOM YKa3bIBAIOTCSA CIEAYIOIINE CBEICHUS:

a) HAMMEHOBAaHUE MEJIUIIMHCKOTO U3JIEIHS;

0) cBelleHUs O PErucTpalluOHHOM HOMEpPE M JaTe TroCy/IapCTBEHHON
pEerucTpalid MEIUIIMHCKOTO H3/eNus (BHECEHUH W3MEHEHUN B JIOKYMEHTHI,
coJiep Kalluecst B perucCTPAllMOHHOM J0ChE);

B) B OTHOIIEHUU 3asBUTENSI - MOJIHOE M COKpAaIllEHHOE (MpU HATUYUU)
HAaUMEHOBAHHUA, OpraHU3allMOHHO-TIpaBoBast (Qopma, HIACHTUPUKAIUOHHBIH
HOMEp HaJloToIuIaTeNblluKa (MpYU HaJU4YUM), aJ[peCc MECTa HAXOXIEHUsS - JUIs
IOPUIMYECKOr0 JIMIa WiId (QamMuidsg, UM U OTuecTBO (NpU HAJTUYUH),
PEKBU3UTHI JIOKYMEHTA, YIOCTOBEPSIOUIETO JIUYHOCTh, WACHTHU(UKAIIMOHHBIN
HOMEp HaJororiaTeiblinKa (MpyU HAIWYUU), aJpec MEeCcTa >KUTEIbCTBA - JUIS
¢u3nyeckoro JuIa, 3apErMCTPUPOBAHHOTO B KA4YECTBE WHIWBUIYATIbHOTO
OpearnpuHUMAaTessi, a Takke HoMmep TeiedoHa M aipec JIEKTPOHHON MOYTHI
IOPUAMYECKOTO JIMIA WK (PU3NYECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B KAUeCTBE
WHAUBUYAJILHOTO MPEANPUHUMATEIIS;

r) uHopmalus 0 BEepCUU MPOrpPaMMHOr0 OOecreueHusi ¢ TPUMEHEHUEM
TEXHOJIOTUM HMCKYCCTBEHHOTO HHTEJUIEKTa, SBIAIOMIETOCS MEIUIUHCKUM
U3JIEJIMEM, CBEJCHUS O KOTOPOM JIOJDKHBI ObITh BHECEHBI B IOCYJApPCTBEHHBIM
peecTp;

1) CBEJICHUS, MO3BOJISIOIINE UACHTU(PUIIUPOBATH pe3yibTaThl
KJIMHUYECKUX HCIBITAHUN MPOTPAMMHOIO OOECHEYeHUs] ¢ TMPUMEHEHHEM
TEXHOJIOTUM HMCKYCCTBEHHOTO HHTEJUIEKTa, SBIAIOMIETOCS MEIUIUHCKUM
u3enueM (C yKa3aHHEeM HOMEpa, JaThl aKkTa KIMHUYECKUX HCIHBITAHUM
MEIUITMHCKOTO U3/IeNHs, a TAKKE HAUMEHOBAHUS MEIMIIMHCKON OpraHu3alim);
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€) cBejieHHsl 00 oIulaTe TrocCyJIapCTBEHHOM IMONUIMHBI (JaTa W HOMEp
IJIATEKHOTO MTOPYUYEHHUS);

) CBeIcHUs] 00 OTBETCTBEHHOCTH 3asBUTENS 32 JOCTOBEPHOCTh
U UJIEHTUYHOCTb HHGOpPMAIIMH, COJEp)Kalllelcs B PEruCTPAllUOHHOM JI0ChE
U 3asBJICHUM O BHECEHWH M3MEHEHUW B JIOKYMEHTBI, COJIEepKaluecs
B PErUCTPAIlMOHHOM JIOCh€ Ha MPOrpaMMHOE OOecredeHHe € MPUMEHEHHEM
TEXHOJIOTUA HCKYCCTBEHHOTO WHTEJUIEKTa, SBIAIOLIEECS  MEIUIIMHCKUM
U3JIEJIUEM.

136. B Teuenne S5 pabouux JHEH CO JAHS TOCTYIUICHHUS 3asBICHUS
O BHECEHUM H3MEHEHHI B JOKYMEHTBI, COJAEPKAIIUECS B PETUCTPALIMOHHOM
J0OChe Ha NPOrpaMMHOE oOOecredyeHue ¢ MPUMEHEHUEM TEXHOJIOTHA
UCKYCCTBEHHOI'O  HHTEJJIEKTa,  SABJISIONIEECS  MEAUIMHCKUM  U3JIEIIUEM,
PETUCTPUPYIOUIUN OpraH MNPOBOJUT MPOBEPKY IOJHOTHI U JOCTOBEPHOCTH
COJIEpKAIlIUXCA B HEM CBEJICHHWI, B TOM 4YHCIE IyTEM CPAaBHEHUS TaKUX
CBEJICHHII CO CBEIECHUSAMH, MPEACTABIECHHBIMU OpraHamMu TIOCYJapCTBEHHOM
BJIACTH B TOPSAJIKE MEXKBEIOMCTBEHHOIO0 MH(GOPMAIIMOHHOTO B3aUMOJIEHCTBUS
NOCPEICTBOM CHUCTEMBI MEXBEIOMCTBEHHOTO 3JIEKTPOHHOTO B3aMMOJECUCTBUS.
B tedenue 5 paGounx JHEH co JHS 3aBEPIICHUS YKAa3aHHOW MPOBEPKHU:

a)B Ciy4yae IMpEACTABJICHHUS HaJUIeKauuM o00pa3oM OQOPMIIEHHOTO
3asBJICHUSI O BHECEHMU M3MEHEHUW B  JIOKYMEHTBI, COJEpKaluecs
B PErUCTPAIlMOHHOM JIOCh€ Ha MPOrpaMMHOE OOecredeHHe ¢ MPUMEHEHHEM
TEXHOJIOTUA HCKYCCTBEHHOIO  WHTEJUIEKTa, SBIAIOLIEECS  MEIULIMHCKUM
U3JIEJINEM, PETUCTPUPYIOLIIMKA OpraH MPUHHMAET PEIIEHUE O BHECEHUHU
U3MEHEHUN B IOKYMEHTBI, COAEPKAIINECS B PETUCTPALIMOHHOM JI0ChE, KOTOPOE
oopMIIsieTCs TPUKA30M PETUCTPUPYIOUIET0 OpraHa, HHGOPMHUPYET 3asBUTEIS
O IPUHATOM PEUICHUHU IYTEM Pa3MEIIEHUS COOTBETCTBYIOLIETO YBEIOMIICHUS
B ¢dopMe  DIIEKTPOHHOTO  JIOKYMEHTa,  IOJIUCAHHOTO  YCHUJICHHOM
KBJIU(PUITMIPOBAHHOMN 3IEKTPOHHOMN MOATHUCHIO YIOJIHOMOYEHHOTO
JOJIKHOCTHOTO JIMIIA, B €MHOM JMYHOM KaOWHETE 3asBUTENII U DJIEKTPOHHOM
KaOWHEeTE 3asiBUTEIS], a TAK)KE BHOCUT U3MEHEHUS B PEECTPOBYIO 3aIHUCh;

0) B ciydae eciu B MPEACTABICHHOM 3asiBIEHUU O BHECEHUU W3MEHEHUU
B JOKYMEHTBI, COJAEPKAIIMECS B PErMCTPAIMOHHOM JOChE Ha IPOTrpaMMHOE
o0OecrieyeHUe C TMPUMEHEHHUEM TEXHOJOTUA HUCKYCCTBEHHOI'O WHTEIIEKTa,
ABJISIFOIIEECS] MEOUUMHCKUM HW3AEJIHEM, YKa3aHbl HEIOCTOBEPHBIE CBEJICHUS
aub0 CBeNleHUA, NpeaycMOTpeHHble NyHKTOM 135 Hacrosumx [IpaBui,
IPEJICTaBIEHbl HE B IMOJHOM OOBEME, PETUCTPUPYIOLIMKA OpraH MPUHUMAET
pelIeHrne O MPEKPAILEHUH JAJIbHEMIIETO PACCMOTPEHNUS 3asBJICHUS O BHECEHUU
U3MEHEHUM B JIOKYMEHTBI, COJIEpXALIUMECS B PETUCTPALMOHHOM JI0ChE
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Ha IMpOorpaMMHOC oOecrneyeHue ¢ INMPUMCHCHHUCM TEXHOJIOTUI HCKYCCTBCHHOT'O
HHTCIIJICKTA, ABJIAIOIMCCCA MCAHNIMHCKHUM HU3ICIHUCM, U I/IH(I)OpMI/IpyeT 00 >TOM
3as1BUTCIIA IMyTeM pasMCIICHUA COOTBCTCTBYHOLICTO YBCAOMIICHUA
C MOTHBHPOBAHHBIM 000CHOBaHHEM IMPUYHUH IPUHATHA YKA3aHHOI'O PCIICHHA
B (1)OpM€ QJICKTPOHHOT'O AJOKYMCHTA, IMOAIMMCAHHOI'O YCHHGHHOﬁ
KB&HPI(I)PIHI/IPOB&HHOI)'I BHCKTPOHHOﬁ IO AITUCBIO YIIOJIHOMOYCHHOTO
JOJDKHOCTHOI'O JIMla, B CIMHOM JIMYHOM KaOWHETE 3asgBUTCIA U SJICKTPOHHOM
KaOWHETE 3assBUTEIIS.

VIII. OTmMeHa rocy1apCTBEHHOM pEeTUCTpallii MEIULIMHCKOTO U3ETUs

137. Peructpupyromuii OpraH MNpPUHUMAET pernieHue o0 OTMeHe
rOCyJJapCTBEHHOM pErucTpalud MEIULIUHCKOTO U3JENIUs B  CIEAYIOIIUX
ClIyvasx:

a) mojjaya  3asgBUTENIEM TIOCPEJCTBOM E€JUHOTO JIMYHOTO KaOuHeTa
3asIBUTEIIS 3asIBJICHUS 00 oTMeHe rOCyJIapCTBEHHON  perucTpaluu
MEJIUIIMHCKOTO  W3JIENIUs,  COJIEPXKAILIEro  CBEJIEHHS B  COOTBETCTBUHU
¢ nyHkToM 138 HacTostmux [IpaBu;

0) BBIHECEHUE CYyJIOM pEIIeHUs O HapyIIeHUH MpaB MpaBooOIamaTess
Ha pe3yJbTaThl MHTEUIEKTYaJlbHON JESTEIbHOCTH M NPHUPABHEHHBIE K HUM
CpelICTBa MHAMBUAYATU3AINH MPU 00pAIIEHUNA MEIUIIMHCKUX U3ENHi (HIId eTo
Mozelen (MapoK);

B) IIPEJICTaBIICHHE YINOIHOMOYEeHHBIM [IpaBurensctBom Poccuiickoit
Oenepanuu deaepanbHBIM OPraHOM HCIIOTHUTENBHONW BJIACTH MO PE3yJibTaTam
OCYUIIECTBISIEMOTO UM (heIepaIbHOTO TOCYAAPCTBEHHOTO0 KOHTPOJsS (Haa3opa)
3a oOpaimieHreM MEIUIIMHCKUX HM3JEIHA CBEACHUH, MOATBEPKIAOIINX (DaKThI
U OOCTOSITENhCTBA, CO3/JAIOIIME YIPO3y IKU3HU W 3JI0POBBIO TpaxaaH
Y MEIUIMHCKUX PAaOOTHUKOB MPHU MPUMEHEHUH U DKCIUIyaTallud MEIUIIMHCKUX
WU3CIINH;

) BBISIBJIEHUE  PETUCTPUPYIOIIMM  OpPraHoM IO  pe3yjbTaram
(benepalbHOTO TOCYJAPCTBEHHOTO KOHTpOJsA (Haa3opa) 3a oOpalieHueMm
MEIUIMHCKUX  HW3JeIMA  HEIOCTOBEPHOCTU CBEIEHUHM B  JIOKYMEHTax,
COJIEpKAIlUXCA B PETUCTPALIMOHHOM JIOCh€, IPEJCTABICHHBIX 3asBUTEIIEM
U TOBIUSBIIMX Ha PE3yJIbTaThl JKCIEPTU3bl KadecTBa, J(PPEKTUBHOCTH
1 6€30MaCHOCTH MEJIUIIUHCKOTO H3ICIIHS;

1) IOJIyYEHUE PETUCTPUPYIOIIMM OpPraHOM 3aKJIIOYEHUS HKCIEPTHOTO
VUPEXKICHUS O TOM, YTO COJEpXKalluecsi B TOCYJAapCTBEHHOM pPEECcTpe
WHCTPYMEHT, ammapar, npudop, o0opyJoBaHUE, MaTepUal U MPOYUE H3ICIHS
no cBoeMy (GYHKIHOHAJIBHOMY HAa3HAYCHUIO U (WJIM) TPUHIMITY JEHACTBUS
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HE MOTYyT TPUMEHATHCS B MEAMIMHCKUX IedsIX U (WIh) He SBISI0TCS
MEIUIIMHCKUMH HU3JIETUsMU. 3aKIIOYEHHE SKCIIEPTHOTO YUYPEKIEHUS O TOM,
YTO COJIEpXKalllMecs B TOCYJApCTBEHHOM pPEECTpe HMHCTPYMEHT, armapar,
npubop, o000pynOBaHHME, MaTepual U T[POYUE U3JENIUs IO CBOEMY
(GYyHKIMOHATBHOMY Ha3HAYEHUIO | (WJIM) TPUHIMIY JEUCTBUS HE MOTYT
OPUMEHSTHCA B MEAMIIMHCKUX LENAX U (WIM) HE SIBISIOTCA MEAUIUMHCKUMHU
U3JICIUSIMU, TIPEACTaBIIIeTCs (HAMpaBIsAETCA) OKCIEPTHBIM  YUPEXKICHUEM
B pErucTpupylomuii opran B Teuenue 10 paboumx aHEW cO AHS MOCTYIUICHUS
B OKCIIEPTHOE YUPEXKICHHE COOTBETCTBYIOIIETO 3aJaHUsl PErUCTPUPYIOIIETO
opraHa ¢ MPWIOXKEHUEM JIOKYMEHTOB, COJEPXKAIIMXCA B PETHCTPAMOHHOM
JI0CheE.

B cayuyae mnocTymieHuss B PErUCTPUPYIOUIMN OpraH 3aKiIrO4YeHUs
AKCIIEPTHOTO YUYPEXKACHHs O TOM, UYTO MHCTPYMEHT, amnmapar, Mpuoop,
o0opy1oBaHue, MaTepuall W MpPOYME HU3JAENIUs MOTYT [PUMEHATHCS
B MEIUIMHCKUX UEIAX U (WIM) SBISTHCS MEAUIIMHCKUM H3JCIIUEM IOCIe
BHECEHUS M3MEHEHHMH B JOKYMEHTBI, COJEp)KallMecs B PEruCcTPallMOHHOM
nochbe, U (MIM) O TOM, 4YTO pEIIeHHEe O HEBO3MOXHOCTH TNPUMEHEHHUS
B MEIMIIMHCKUX IIeJISIX WHCTPYMEHTa, amnmnapara, npuoopa, o0opyaoBaHWs,
MaTepualla W MpPOYMX U3JAeAUi U (MIM) HEBO3MOXXHOCTH MX OTHECEHHUS
K MEIUIMHCKUM  M3JENHUsIM TNPUMEHMMO B  OTHOIIEHWHM HE  BCeX
3aperuCTPUPOBAHHBIX  MOJeNeil (Mapok)  MEIMIHUHCKOTO u3J1emus,
PErUCTPUPYIOIIMIA OpraH 10 NPUHATUS pelieHHus] 00 OTMEHE T'OCyIapCTBEHHON
perucTpalyu MEIUIMHCKOTO U3/1CIIHS:

YBEJOMJISIET 3asiBUTENSI MOCPEJICTBOM Pa3MENIEHUS] COOTBETCTBYIOIIETO
yBeZOMJIEHUS B (OpME 3JIEKTPOHHOTO JIOKYMEHTa, MOANMMCAHHOTO YCHUJICHHOM
KBJIU(PUITMIPOBAHHOMN AIEKTPOHHOMN MOJMUCHIO YIOJIHOMOYEHHOT'O
JOJIKHOCTHOTO JIMIA, B DJIEKTPOHHOM KaOWHETe 3asBUTENS, C MPUIIOKEHHEM
3aKJIIOYEHUS] OKCHEPTHOTO  YUYPEXKJEHUsS O TOM, 4YTO CoOJepiKaliuecs
B TOCYJapCTBEHHOM pPEEeCTpe WMHCTPYMEHT, ammapar, npuoop, o0opyaoBaHHeE,
MaTepuall M TpoYue H3JAeNUs N0 CBOEMY (YHKIIMOHAJILHOMY HAa3HAYEHUIO
U (WIM) MPUHUMUITY JEHCTBUS HE MOTYT NPUMEHSTHCA B MEIUIIMHCKUX LEJAX
U (WIK) He SIBISIOTCA MEIUIIMHCKUMU U3JENUSIMHU, O HEOOXOIMMOCTH BHECEHHUS
U3MEHEHHUU B JIOKYMEHTBI, COJEpKAIllMecs B PETHMCTPAIIMOHHOM JI0ChE, B CPOK,
He mnpeBblmaronmii 180 paboumx gHEH cO JAHS HampaBleHUs YKA3aHHOIO
yBEJOMJICHUS,;

NPUHUMAET PEIIEHUE O MPUOCTAHOBJICHUM JIEUCTBHS TOCYIapCTBEHHOMN
perucTpaldd MeIUIMHCKOro wu3nenuss Ha 180 pabounmx JgHed co AHS



80

HalpaBJIeHUs] YBEJOMJICHMS O HEOOXOJAMMOCTH BHECEHUS W3MEHEHHI
B JJOKYMEHTBI, COJIEpKAIIHUECS B PETUCTPALIMOHHOM JI0ChHE;

€) OTCYTCTBUE BHECEHHS HW3MEHEHUH B JOKYMEHTBI, COJEpKalluecs
B PETUCTPAIMOHHOM J0ChE€, MOJITBEPKAAOUTUE TOTHOMOYHS YIIOJTHOMOYEHHOTO
IPEe/ICTaBUTEIIS MPOU3BOIUTENS (M3TOTOBUTENS) MO MPEACTABICHUIO HHTEPECOB
NPOU3BOAUTENSL (M3TOTOBUTENSI) M HECEHHWIO OTBETCTBEHHOCTH B YacTH
oOpalieHusi MeIMIIMHCKOr0 u3/ienusa Ha Tepputopun Poccuiickoit denepanuu,
B TOM YHCJIE 10 BOIIPOCAM IPOLIEYP OLEHKH COOTBETCTBHS U FOCYJapPCTBEHHOM
perucTpaiuy, MNpeayCMOTPEHHbIX MNOoAnyHKToM "a" wmm '"r" mynkra 111
HacTosiimux [lpaBun, B cpok, He mnpeBbimaromuii 90 pabounx gHEH cO aHS
OKOHYAHMSI CpOKa JCHCTBUS COOTBETCTBYIOILIEIO JIOKYMEHTA, WU OTCYTCTBHE
B PETUCTPAIMOHHOM JIOCh€ CBEICHM O HAa3HAYEHUH YIIOJIHOMOYEHHOTO
NpeJICTaBUTEIN MPOU3BOAUTENS (M3TOTOBUTEINS) B CPOK, HE MPEBBIIIAIOIIHIA
90 paGouux nHEW co AHS BCTYIUIGHHS B CHIIy TPEOOBaHHM, IPEIyCMOTPEHHBIX
ab3a1eM BTOpBIM IyHKTa 29 Hactosuux [IpaBui.

Jlo npuHsATHS penieHuss 00 OTMEHE TOCYJIapCTBEHHOM perucrpanuu
MEIUIIMHCKOTO U3JIEJUsl B cllyd4ae, MIpeayCMOTPEHHOM ab3aleM MepBbIM
HACTOSIIIIETO TMOAMYHKTa, PETHUCTPUPYIOMIMI OpraH NpPUHUMAET pEIIeHHe
O MPHUOCTAHOBJIEHUU JIEUCTBUSI TOCYJIapCTBEHHON PErUCTPAIMH MEIUIIMHCKOTO
uzzenus Ha 90 pabouux JHEH CO JHS OKOHYAHMS CpOKa JIEUCTBUS JOKYMEHTa,
MOJITBEPKIAIOLIETO MIOJIHOMOYHSI YIOJHOMOYEHHOT'O pe/ICTaBUTENS
NPOU3BOAUTENS (M3rOTOBUTENS) IO TIPECTABICHUIO HHTEPECOB MPOU3BOAUTEISI
(u3rotoBUTENS) UM HECEHMIO OTBETCTBEHHOCTM B 4YacTH  OOpalleHus
MEIUIIMHCKOTO M3/ienusi Ha Tepputopun Poccuiickoit denepanuu, B TOM YUCIE
0 BOMpOCaM IMPOILIEAYpP OLEHKH COOTBETCTBUSI W  TOCYJapCTBEHHOM
perucTpanuy, WM CO JHS HCTEUEHUs] CpPOKa, MPEIyCMOTPEHHOro ab3alem
BTOpbIM TyHKTa 29 Hacrosmux [IpaBui, ¢ OAHOBPEMEHHBIM YBEIOMIICHHEM
00 3TOM BceX YYacTHUKOB cdepbl oOpalieHuss MEIUIMHCKUX H3IEIHi
OCPEJCTBOM HH(POPMAIIMOHHOTO THUChMA, pPa3MEIIAeMOro Ha OQUIUMATHLHOM
caiiTe perucrpupymoiiero opraia B cetu "HMHTepHeT", a TakKe MOCPEACTBOM
AJNIEKTPOHHOTO KaOWHETa 3asiBUTENSI WJIM MYTEM HanpaBl€HUs MPOU3BOAUTEIIO
(M3rOTOBUTENIO) MEAMIIMHCKOTO H3JENHsl YBEJOMIICHHS O HEOOXOIUMOCTH
aKTyalu3upoBaTh HMHPOpMaIMIO 00  YINOJIHOMOYEHHOM  MpEACTaBUTENE
POU3BOAUTENS (M3TOTOBUTEINA);

’) OTCYTCTBHE B PEECTpe 3aKIIOYEHUH O COOTBETCTBUHM TPEOOBAHUSIM
K BHEJIDEHUIO, TOJACPKAHUIO U OIIEHKE CHCTEMbl YIIPABJICHUS KaueCTBOM
MEIUIIMHCKUX U3JIEINIA CBEJIEHUN O MPOBEJICHHOM NEPUOIUYECKOM (IIJITAHOBOM)
WHCIIEKTUPOBAHUU WM OTCYTCTBHE€ BHECEHUSI H3MEHEHUW B JIOKYMEHTHI,
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coJiepKalluecsl B perucTpallMOHHOM JI0Ch€, B COOTBETCTBUU C MOIIMYHKTOM "a"
nyHkta 111 Hacrosmux [IpaBun B cpok, He mpeBbimaromuii 90 pabounx JIHEH
CO JIHA OKOHYAaHUsl CpOKa JCHCTBUS OTYETAa O PE3yJIbTaTaX HMHCIEKTHUPOBAHUS
(mnmst MEOUIMHCKMX W3JEIUi, MPOIIEAIINX [EePBUYHOE HHCIEKTUPOBAHHE
OPOM3BOJCTBA, 32  WCKIOYEHHUEM  MEAMIIMHCKUX  M3JeIUil  Kiacca
NOTEHIIMAILHOTO PUCKA MPUMEHEHHUS | U HECTEPUIIbHBIX MEIUIIMHCKUX U3JIEIHI
KJIacca MOTEHIIMAJIBHOTO PUCKA IPUMEHEHHUS 2a).

Jlo npuHsATHS penieHuss 00 OTMEHE TOCYJIapCTBEHHOM perucrpanuu
MEIUIIMHCKOTO U3JIEJUsl B cllyd4ae, MIPeayCMOTPEHHOM ab3aleM MepBbIM
HACTOSIIIIETO TMOAMYHKTa, PETHUCTPUPYIOMIMI OpraH NpPUHUMAET pEIIeHHe
O MPHUOCTAHOBJIEHUU JIEUCTBUSI TOCYJIapCTBEHHON PErUCTPAIMH MEIUIIMHCKOTO
uznenuss Ha 180 pabouux JHEW cO JTHA OKOHYAHUS CpOKa JEHCTBUSI OTYeTa
0 pe3yibTaTax WMHCIEKTUPOBAaHUS JMOO cO JHS O(DOpPMIIEHHS OTPUIATEIHHOTO
3aKJIIOYEHUS] MO HWTOraM NEPHOJUYECKOTO (IUIAHOBOTO) WJIM BHEIUIAHOBOTO
MHCIIEKTUPOBAHUSA C OJJTHOBPEMEHHBIM YBEJOMJIEHHEM 00 3TOM BCEX YYACTHUKOB
chepbl 0OpallieHusT MEIUIMHCKUX H3JEUNA MOCPEICTBOM HH(OPMAIMOHHOTO
NUChMa, pa3MellaeMoro Ha OQUIHAIBLHOM CalTe PErUCTPUPYIOLIEro OpraHa
B cetu "MHTepHeT", a Takke MOCPEJCTBOM JIMYHOTO KaOMHETa 3asBUTENS WIH
NyTeM HaIpaBJieHUsI MPOU3BOJIUTENIO (M3TOTOBUTENIO) U YIMOIHOMOYEHHOMY
NPEICTABUTENI0 MPOU3BOJUTENS (M3rOTOBUTENSA) MEIUIIMHCKOTO — M3IEIIHS
YBEJIOMJICHUS O HEOOXOJUMOCTH MPOBEIACHUS NEPUOJUUYECKOTO (ILIAHOBOTO)
WJIX BHETUIAHOBOT'O UHCIIEKTUPOBAHMUS;

3) BBISIBJICHUE PETUCTPUPYIOIUM OpraHoM (akTa BHECEHMs] M3MEHEHUU
B JJOKYMEHTBI, COJIepKallluecsi B PETUCTPALIMOHHOM JOChE€ Ha MPOrpaMMHOE
o0OecrieyeHUe C TMPUMEHEHHUEM TEXHOJOTUA HUCKYCCTBEHHOI'O WHTEIIEKTa,
ABJISIIONIEECS  MEIUIIMHCKUM  M3JeHeM, [0  [pUYMHAM,  OTJIMYHBIM
OT MPEeAYCMOTPEHHBIX TYHKTOM 135 Hactosmux [Ipasu;

1) HeNpeICTABIICHUE B PEruCTpUPYIOIIHiA opras oTyera
N0 KIMHUYECKOMY MOHHUTOPUHTY MEIUIIMHCKOTO U3JIeTUsi B COOTBETCTBHUU
C TOPSJIKOM COOOIIeHHUs CyObeKTamMu OOpalieHus: MEIUIMUHCKUX H3/EIHi
000 BceX cIy4asiX BbISBIIEHUS MOOOYHBIX JEHCTBUM.

Jlo npuHsATHS penieHuss 00 OTMEHE TOCYJIapCTBEHHOM perucrpanuu
MEIUIIMHCKOTO U3JIEJUsl B cllyd4ae, MIpeayCMOTPEHHOM ab3aleM MepBbIM
HACTOSIIIIETO TMOAMYHKTa, PETHUCTPUPYIOMIMI OpraH NpPUHUMAET pEIIeHHe
O MPHUOCTAHOBJIEHUU JIEUCTBUSI TOCYJIapCTBEHHON PErUCTPAIMH MEIUIIMHCKOTO
uznenus Ha 30 pabouux JHEH CO JHS, YCTAaHOBJIEHHOTO MOPSJIKOM COOOIIEHUS
cyObeKkTamMu oOpallleHuss MEIMIUHCKUX U3/l 000 BCEX ClIydasiX BbISABICHHUS
NOoOOYHBIX JIEHCTBUM C OJHOBPEMEHHBIM YyBEJAOMJIEHHEM OO0 3TOM BCeX
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YYaCTHUKOB c(epbl OOpailleHuss MEIUIMHCKUX U3JIeJTUH  MOCPEACTBOM
UH(GOPMAIIMOHHOTO  TMUChbMa, pPa3MENaeMoro Ha OQUIMAIBLHOM  cailTe
peructpupyponiero opraHa B cetu "HMHTepHeT", a TakXke IMOCpPeICTBOM
AJIEKTPOHHOIO KaOWHETa 3asBUTENS WIM IyTEM HANpPABJICHUS 3asBUTEIIO
YBEJOMJICHUS O HEOOXOJMMOCTH NPEICTaBICHUS OTYETa IO KIMHUYECKOMY
MOHHUTOPUHTY MEIUIIUHCKOTO U3JIEIIHNS;

K) BBISIBJIGHUE DPETHCTPUPYIOIIMM OpPraHOM HEIOCTOBEPHBIX CBEJCHUMN
B JOKYMEHTaX, NPEJICTABICHHbIX 3asBUTEJIEM B paMKax MOPOUEIAYpPHI
rocyJapCTBEHHOM PErucTpalui MEIUIIMHCKOTO U3eIINs;

J) OTHECEHUE paHee 3apEerUCTPUPOBAHHOIO MEAMIIMHCKOTO HW3JeNus
K 4YHCIy MEIMUIIMHCKUX W3JCNUNA, NPEeIyCMOTPEHHBIX MyHKTOM 5 uactu 5
ctatbu 38 denepanbHoro 3axkoHa "OO6 OCHOBax OXpaHbI 3J0POBBS TpaxaaH
B Poccuiickoii ®enepanun.

138. B 3asBneHun 00 OTMEHE TOCYJAapCTBEHHOW  perucrpanuu
MEJIMIIMHCKOTO U3JEJUsl, MPEeayCMOTpPEHHOM mnoAnyHkTom "a" myHkra 137
HacTosiiux [IpaBui, yka3siBatoTCs CIAEAYIOIINE CBEICHUS

a) HAMMEHOBaHUE MEJUIIMHCKOrO u3Jenusi (C YyKa3aHHeM Mojienei
(Mapok) MEIMIMHCKOTO W3JENHs, HMX COCTaBa U MNPUHAIIECKHOCTEH,
HEOOXOUMBIX JUIsl MPUMEHEHUS MEIUIMHCKOTO W3JIEIUs WM €ero MoJenei
(Mapok) 1o Ha3HAYCHMIO (TTPU HAJTUYHH);

0) B OTHOILIEHUH MPOU3BOAUTENS (M3rOTOBUTEINS) METUIIMHCKOTO M3ACTUS -
MOJTHOE M COKpalleHHOoe (ITpY HAJIMYUHU) HAaMMEHOBaHUS (C TpaHCIUTEpaluei),
OpraHu3allMOHHO-TIPABOBAS dbopma, UACHTU(PUKAIIMOHHBIN HOMEp
HaJoromiateiabivka (Ipy HAJIWYWHU), aJpec MeCcTa HaxOXJIeHUus - JUIs
IOpUAMYECKOro Juna wid ¢GaMuiausi, UMs U OT4YecTBO (IIPU HAJIUYHUH),
PEKBU3UTHI JTOKYMEHTA, YAOCTOBEPSIONIETO JIMYHOCTh, WJICHTU(PUKAIIMOHHBIN
HOMEp HaJOroIuiaTeNblMKa (MpU HAJUYHMH), aapec MecTa >KUTENbCTBA - JUIS
¢u3nyeckoro JuIa, 3apErMCTPUPOBAHHOTO B KA4YECTBE WHIWBUIYATIbHOTO
OpearnpuHUMAaTessi, a Takke HoMmep TeiedoHa M aipec JIEKTPOHHON MOYTHI
IOPUAMYECKOTO JIMIA WK (PU3NYECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B KAUeCTBE
WHAUBUYAJILHOTO MPEANPUHUMATEIIS;

B) B OTHONIEHWU YIOJHOMOYEHHOTO MPEJCTABUTENS MPOU3BOJAUTEIIS
(M3roTOBUTENSI) - MOJHOE M COKpalleHHOE (MpU HAJIUYMK) HAUMEHOBAHUS,
OpraHU3allMOHHO-ITPABOBAs dbopma, UJCHTU(UKAITMOHHBIN HOMEP
HAJIOTOTUIATENbIINKA, aJJPeC MECTa HaXO0XKJICHUS - I FOPUANYECKOTO JIUIA UIH
damunus, UM M OT4eCTBO (IpU HAJIMYMM), PEKBU3UTHI JOKYMEHTAa,
YIO0CTOBEPSIOIIETO JUYHOCTB, UIEeHTU(OUKATTTOHHBIN HOMEP
HAJIOTOTUIATETIBIINKA, aJpec MecTa MKUTENbCTBA - JUIA (U3UYECKOro JIHUIIa,
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3apETUCTPUPOBAHHOTO B KAaueCTBE WHJAMBUIYAJIBHOTO MpEANpUHUMATENS,
a Takke HoMmep TenedoHa U aApec IEKTPOHHOM MOYTHI OPUIUYECKOTO JHUIlA
WM (PU3NYECKOTO JIUIA, 3aPETUCTPUPOBAHHOTO B KA4€CTBE WHJMBHUIYATHHOTO
npeAnpUHUMATEIS;

r) JaTa TOCYJapCTBEHHOM  pErucTpaiud  MEIUIMHCKOrOo  U3JeIus
(BHECEHMS! M3MEHEHUW B JOKYMEHTBI, COJEpKallUeCs B PErUCTPALIMOHHOM
JI0OChE) U €ro PErUCTPAllMOHHBINA HOMED;

n) uHpopManuss O TOpPUYMHAX [OJauyu  3asaBleHUs 00 OTMEHe
rocyJAapCTBEHHOM PErucTpalud MEIUIMHCKOTO U3EIIHs;

€) cBeleHUsI 00 OTBETCTBEHHOCTH 3asgBUTENS 3a JOCTOBEPHOCTD
U UJICHTUYHOCTh UH(GOPMAITNH, COJIEPKAIICHCS B MPECTABIECHHBIX IOKYMEHTaX
¥ 3asIBJICHUU 00 OTMEHE rOCyAapCTBEHHOM PErucTpaliii MEAUIIMHCKOTO U3/IEIHS.

139. 3asBienue 00  OTMEHE  TOCYJApCTBEHHOW  perucrpanuu
MEJIUIIMHCKOTO U3JIeNs, MNpPeIyCMOTPEHHOE MNoAnyHKToM "a" myHkTa 137
HacTosimmx [IpaBuii, MOXET OBITH MOJIAHO YHOJHOMOYEHHBIM IMPEACTABUTEIEM
POU3BOAUTENS (M3TOTOBUTEIISA) IPU OJJHOBPEMEHHOM BBITIOIHEHUH CJIETYIOLIUX
YCJIOBUN:

a) HAIMYME B PETUCTPAMOHHOM JIOCh€ aAKTYaJbHOIO JIOKYMEHTa,
MOATBEPAKIAOIIETO MOJIHOMOYHS YIOJIHOMOYEHHOT'O pPEACTAaBUTEIIS
POU3BOAUTENS (M3TOTOBUTENS) MO MPECTABICHUIO HHTEPECOB MPOU3BOIUTEINS
(M3roTOBUTENSI), HECEHUIO  OTBETCTBEHHOCTH B  4acTu  oOpalieHus
MEIULUHCKOr0 nu3aenus Ha teppuropun Poccuiickon @enepanuu, B TOM YUCIE
[0 BONpPOCaM IMPOLEAYpP OLIEHKM COOTBETCTBUS U  TIOCYJAapCTBEHHOMU
perucTpauuy, a TakkKe [0 3aBEpEHHI0 JIOKYMEHTOB  IPOU3BOIAUTENS
(u3rotoBUTENS), BCTYIHUBIIETO B CHIY J0 O(OPMIIEHHS COOTBETCTBYIOIIUX
JIOKYMEHTOB, WU MPEJICTaBICHUE TAKOTO JOKYMEHTA B PETUCTPUPYIOUIUNA OpTraH
B COOTBETCTBHHM C TpeOoBaHHMsIMU MyHKTa 53 Hactrosamux [IpaBunm BmecTte
C 3asBlIE€HHEM OO0 OTMEHE TOCYJapCTBEHHOW PErucCTpalli MEIUIIUMHCKOTO
U3JIEeTUs;

0) mpe/CcTaBlIeHUE B PETUCTPUPYIOIIMI OpraH BMECTE C 3asBJICHUEM
00 OTMEHE TOCYJapCTBEHHOM PETUCTpPAIMd  MEIMUIIMHCKOTO  H3JCIHs
CIEAYIOUIUX TIOKYMEHTOB:

NUCBMO  MPOM3BOJAUTENS  (M3rOTOBMUTENSA), MOATBEPXKIAIOIIEE  €ro
HaMEpEHUE OTMEHUTH I'OCYIAPCTBEHHYIO PETUCTPAIUI0 MEAUIIMHCKOTO U3EIIHS
(B cimywae momauu 3asBiIeHUS 00 OTMEHE TOCYJapCTBEHHOW pPErucTparfu
MEIULIHUHCKOIO HW3AENHS YIOJHOMOYEHHBIM TMPEICTABUTEIEM IPOU3BOIUTEIIS
(M3roToBUTENSN);

KON (xomun) JIOKyYMEHTa (TOKyMEHTOB), MTOATBEPIKIAIOIIETO
(moaTBEpKAAOIINX ) MOJITHOMOYHUSI ~ YIOJHOMOYEHHOIO pPEACTAaBUTEIIS



84

MPOU3BOAUTENS (M3rOTOBUTENS) MO MPEICTABICHUIO HHTEPECOB MPOU3BOIUTEIS
(M3roTOBUTEIIS), HECEHUIO OTBETCTBEHHOCTH B YacTHU OOpallleHUs MEAUIIMHCKOTO
n3nenus Ha teppuropun Poccuiickorn denepanuu, B TOM YHUCIIE IO BOIPOCAM
OpoLeAYp OLEHKHM COOTBETCTBUSI M  TOCYAApPCTBEHHOW  pPETrUCTpalUU
MEJIUIMHCKOTO HW3JIeNUs, a TakXKe IO 3aBEPEHMI0 JIOKYMEHTa (JIOKYMEHTOB)
MPOU3BOJUTENS (M3TOTOBUTENS), BCTYNUBILIETO (BCTYNUBIIMX) B CHIY [0
oopmileHHsT  COOTBETCTBYIOIUMX  JOKYMEHTOB (B Cllydae  OTCYTCTBHS
aKTyaJbHOTO JOKYMEHTa B PErHCTPAIIMOHHOM JI0Che) (IOKYMEHT (JIOKYMEHTHI)
SABISIETCA (SBJISIIOTCS) 00s3aTeNbHBIM  (00s3aTEIbHBIMU) JJIsI MHOCTPAHHBIX
poU3BOAMTENEH  (M3rOTOBHUTENEH), OTEYECTBEHHBIMU  MPOU3BOAUTEISAMU
(M3roTOBUTENSIMH) TIpeAcTaBisieTcsl (NMPEACTABIAIOTCA) B Cllydae HaJIUYUS
YIOJHOMOYEHHOTO MPEICTABUTEINSI POU3BOIUTENS (M3TOTOBUTENS).

140.B cayuyae ecnu 3asgBieHME 00 OTMEHE TOCYJIapCTBEHHOMN
perucTpauvd  MEIUUMHCKOIO  HW3JeNus MPEACTABIEHO C  HapyUIEHUEM
TpeboBanmii myHKTa 139 Hacrosmmx [lpaBun, wu (unm) mnpeacTaBICHHBIC
JOKYMEHTBl O0OpPMJICHBI C HapyIICHHWEM TIOJIO)KEHUM MYHKTOB 53 - 55
Hactosimmx IlpaBun, uw (wim) B 3asdBleHUH 00 OTMEHE TOCYJAapCTBEHHOM
perucTpaury MEIUIMHCKOTO U3/IETUs U MPEACTABIEHHBIX JOKYMEHTaX YKa3aHbl
HEJIOCTOBEpHBbIE  CBEIEHMs, W (WIM) JOKYMEHTBI, IPEIyCMOTPEHHBIE
nyHkToM 139 nactosiimux [lpaBun, mnpeacraBiieHbl HE B TOJHOM 00beMme,
PETUCTPUPYIONIUHN OpraH B TeUeHUE 7 pabo4uX JIHEHW CO THS MOCTYIJICHUS TaKUX
3asiBJIEHUS] U JOKYMEHTOB IPUHUMAET PEIICHHUE O MPEKpPAlUICHUHU JalbHEHUIIEro
pPacCMOTPEHUs YKa3aHHOI'O 3asBICHHUS C MOTHUBUPOBAHHBIM OOOCHOBAaHHEM
OPUYUH OPUHATHS TAKOTO PELICHUS.

141. Peructpupyromuii oprai B TedeHHE 7 padouMx JHEH cO JHS
HACTYIUIEHUS OJHOT'O U3 CIy4aeB, yKa3aHHbIX B yHKTe 137 Hactosmux [Ipasuit:

a) IpUHUMAET pelieHne o0 OTMEHE TOCyJAapCTBEHHOM perucrpaiuu
MEJIULMHCKOTO U3JEIU;

0) BHOCUT 3amuchb 00 OTMEHE TOCYJApCTBEHHOW  perucrpanuu
B F'OCYJIApCTBEHHBIN PEECTD;

B) HHPOPMUPYET 3asBUTENST 00 OTMEHE IOCYAapCTBEHHOW perucTpaiuu
MEIULIHUHCKOTO U3JEIUs IyTEM Pa3MELIEHUS] COOTBETCTBYIOIIETO YBEIOMIICHUS
B (GopMe  DIEKTPOHHOIO  JIOKYMEHTa,  MOJNUCAHHOTO  YCHUJIEHHOM
KBaJIN()ULIPOBAHHON AIIEKTPOHHOMN MOAIUCHIO YIIOJJTHOMOYEHHOT O
JOJHKHOCTHOTO JIMIA, B €JMHOM JINYHOM KaOMHETE 3asBUTENS U 3JIEKTPOHHOM
KaOWHEeTe 3asiBUTEISL.




[MTPMJIOXKEHUE
K [IpaBunam rocyrapcTBeHHOM
perucTpauuy MEJUIUHCKUX U31ETUI

(bopma)
MunucrtepcTBo 3apaBooxpanenus Poccuiickon @enepanuu
COBET IIO OTHUKE
[arta npoBeaeHus 3aceanus copera mo 3tuke " " 20 1.
JAKJNIOUYEHUE
00 3TH4YEeCKOii 000CHOBAHHOCTH IPOBEIEeHUSA
KJIHHUYECKHUX UCTIBITAHNH MeIMINHCKOT0 U3/1e/IUs
Ne or" " 20 T

1. HaumenoBanue MEIULIMHCKOr O W3JEIINS (c yKa3aHUuEM

MPUHAJICKHOCTEH, HEOOXOAUMBIX JUIS TMPUMCHEHHUS MEIMIIMHCKOTO H3JICIIHS
110 Ha3HAYCHUIO)
2. IIpousBoauTe s METUIIMHCKOTO M3/ICITHUS

(TomHOE W COKpaleHHOe (TIPX HATAIHH )

HaMMEHOBaHU, OPraHU3alMOHHO-IIPaBoBas (popMa FOPHIMIECKOTO JINIA, aPEC ero MeCTa HaXOXKICHHUS HIIH
(hammis, IMSL M1 OTYECTBO (TP HAJIMYHHN), AAPEC MECTA KHUTEINbCTBA (PH3MUECKOTO JINIIA, 3apETUCTPHUPOBAHHOTO
B Ka4eCTBE HHANBHAYAJIBHOTO IPEIIPHHIMATEIIS)

3. 3agBUTEND
4. Penrenue:

(YKa3bIBaIOTCS CBEACHUS 00 STHUECKOW 000CHOBAHHOCTH MPOBEICHHS

KIMHAYECKNUX UCIIBITAaHUN MEQUIUHCKOI'O U3ACITNUA, IPUINHBI

TIpU IPUHATHUN PEHICHUS O HEBO3MOXHOCTHU MMPOBEACHU S KIIMHNICCKUX

HCIIBITAHUNA MEAUITMHCKOTO HU3]IEIIVIS)

IIpencenarens coBera

(¢.n.0.) (moamnuce)

DKcnepThl

(p.m.0.) (moamuce)




[MTPMJIOKEHUE

K noctanoByieHuto [IpaButenscTBa
Poccuiickon ®@enepanuu
oT 30 Hos10ps1 2024 1. Ne 1684

IHEPEYEHD

yrpatuBiux cuiy akroB IlpaBurtennbcrBa Poccuiickon @enepanuu

1. IlocTaHoBIEHHE [IpaBuTenbcTBa Poccuiickoit denepanuun
ot 27 nexadbpst 2012 r. Ne 1416 "O6 ytBepxknenuu [IpaBun rocynapcTBEHHOM
peructpanuu  MeguimHckux — m3aenui"  (CoOpaHue  3aKOHOJATENHCTBA
Poccutickoit ®eneparuu, 2013, Ne 1, ct. 14).

2. IloctaHoBiieHue [IpaBuTenbcTBa Poccuiickoit denepanuun
or 17 oktsa6ps 2013 r. Ne 930 "O BHeceHMM H3MEHEHHUH B ITOCTAHOBJICHHE
[IpaButensctBa Poccuiickoit ®eneparuun ot 27 gexadbps 2012 r. Ne 1416"
(CobOpanue 3akonomarenbcTBa Poccuiickoit @denepanum, 2013, Ne 43, ct. 5556).

3. ITocranosnenue [IpaButensctBa Poccuiickoit @eneparuu ot 17 utons
2014r. Ne 670 "O BHeceHun wu3mMeHeHud B IIpaBuna rocyaapCTBEHHOM
peructpanuu  MeguimHckux — m3aenui"  (CoOpaHue — 3aKOHOJATENHCTBA
Poccuiickoit @eneparuu, 2014, Ne 30, ct. 4310).

4. IlocTaHoBJIEHUE [IpaBuTenbcTBa Poccuiickoit denepanuun
or 10 deppasst 2017 r. Ne 160 "O BHeceHMHM H3MEHECHHH B ITOCTAHOBJIICHHE
[IpaButensctBa Poccuiickort ®enepanuu ot 27 mexadbps 2012 r. Ne 1416"
(CobOpanmue 3akonomarenbcTBa Poccuiickoit denepanum, 2017, Ne 8, cr. 1233).

5. I[locranosnenne IlpaButensctBa Poccuiickoit @epeparuu ot 31 mas
2018 r. Ne 633 "O BHeceHuun wusMeHeHuid B I[lpaBwiia TroCyJapCTBEHHOM
peructpanuu  MeguimHckux — m3aenui"  (CoOpaHue — 3aKOHOJATENHCTBA
Poccuiickoit @eneparuu, 2018, Ne 24, ct. 3523).

6. [Tocranosnenue IIpaBurensctBa Poccuiickoit @exnepanuu ot 18 mapra
2020r. Ne299 "O BHeceHuun wusMeHeHuid B I[lpaBuiia TOCyJapCTBEHHOM
peructpanuu  MeguimHckux — m3aenui"  (CoOpaHue — 3aKOHOJATENHCTBA
Poccuiickoit @eneparuu, 2020, Ne 12, ct. 1792).



7. IlocTanoBnenue [IpaBuTenbcTBa Poccuiickon denepannn
or 1 centsbps 2020 r. Ne 1335 "O BHeceHMM HW3MEHEHHUS B IYHKT 2
[IpaBui roCyJJapCTBEHHOM perucrpanuu MEIUIMHCKUX u3aenuin”
(Cobpanue 3akoHonatenscTBa Poccuiickoit @epepanuun, 2020, Ne 36, ct. 5637).

8. IlocTanoBieHue [IpaBuTenbcTBa Poccuiickon denepannn
or 24 Hosi6ps 2020r. Ne 1906 "O BHecenun wusMmeHeHuid B IlpaBuiia
rocyJlapCTBEHHOW  peructpanuu  MmeaunuHckux — m3aenuit"  (CobOpanue

3akoHoAaTenbcTBa Poccuiickoit denepanun, 2020, Ne 49, ct. 7897).




YTBEPKXJIEHBI

noctaHoBieHueM [IpaBurenbcTBa
Poccuiickon ®@enepanuu
oT 30 Hos16pst 2024 r. Ne 1684

N3IMEHEHMUA,

KOTOpbIe BHOCATCH B aKkThI [IpaBuTenbcrBa Poccuiickoin deaepauuu

1.B  mnocranoBnenun IIpaBurensctBa  Poccuiickonn — @enepauun
ot 31 nekadps 2020 r. Ne 2467 "OO yTBepXKIAEHUM NEPEUYHS HOPMATHUBHBIX
MPaBOBBIX AKTOB W TPYIIl HOPMAaTUBHBIX MpPaBOBbIX akToOB IIpaBuTenbcTBa
Poccniickont ®enepanuu, HOPMATHBHBIX IIPAaBOBBIX AaKTOB, OTIEIBHBIX
MOJIOKEHUI HOPMATHBHBIX MPABOBBIX AKTOB W I'PYII HOPMATUBHBIX MPAaBOBBIX
aKkTOB (eAepantbHBIX OPraHoOB HCIOJIHUTENbHOM BIIACTH, MPABOBBIX aKTOB,
OTHEIBHBIX IOJOKEHUH TMPaBOBBIX AaKTOB, TIPyHI MPaBOBBIX  aKTOB
WCIIOJIHUTENBHBIX W PAaCIOPSAUTENbHBIX OPraHoB TOCYJApCTBEHHOM BJIACTH
PCOCP wu Cowza CCP, pemenuii I'ocygapcTBEHHOW  KOMHCCHH
M0 paguoyacToTaM, COJAEpKalluX 00s3aTelbHble TPeOOBaHMS, B OTHOILIEHUU
KOTOPBIX HE MPUMEHSAIOTCA NOJOXKEHMs dvacter 1, 2 wm 3 crarem 15
@enepanpHoro 3akoHa "OO o0s3aTenbHBIX TpeOoBaHusx B Poccuiickoit
Oenepanuu"  (Cobpanme  3akoHoAaTenbcTBa  Poccuiickoit  Denepanmw,
2021, Ne2, cr.471; 2022, Ne23, ct.3785; 2024, Ne25, cr.3505; Ne 33,
cT. 5163; Ne 38, c1. 5651; Ne 40, c1. 5981; Ne 42, c1. 6257; Ne 44, c1. 6619):

a) B myHkTe 10 mudpset "637," UCKITIOUUTD;

0) B mepedyHe HOPMATUBHBIX NPABOBBIX AKTOB W TPYINI HOPMATHUBHBIX
nmpaBoBbIX akToB IIpaBurensctBa Poccuiickonn ®enepannuv, HOPMATUBHBIX
[IPaBOBBIX AKTOB, OTAEJIbHBIX IOJOKEHUH HOPMATHUBHBIX IPABOBBIX AKTOB
U Tpynonm  HOPMATHBHBIX  MPAaBOBBIX  aKTOB  (efepalbHBIX  OPTraHOB
WCITOJIHUTENIbHON BIIACTH, MPABOBBIX AKTOB, OTIEIBHBIX MOJOKEHUHA MPaBOBBIX
aKTOB, IPYIII [IPABOBBIX AKTOB UCIOJHUTEIBHBIX H PACIIOPSAUTEIbHBIX OPTaHOB
rocyaapcteeHHor Biractu PCOCP u Coroza CCP, pewmennii ['ocygapcTBeHHOM
KOMHUCCHUH 10 pPaJuoyvacToTaM, CoOJepKallux oOs3aTenbHble TpeOoBaHUS,
B OTHOILIEHHUH KOTOPBIX HE MPUMEHSIOTCS MOJI0KeHus yacteu 1, 2 u 3 craten 15
@enepanpHoro 3akoHa "OO oOs3aTenbHbIX TpeOoBaHusx B Poccuiickoit
®enepanun”, yHKT 637 UCKIIOUYUTS.



2.B a0zame BTOpOoM TMyHKTa 6 UW3MEHEHHH, KOTOPbIE BHOCSTCS
B mnocraHoBiieHue I[lpaButennbctBa Poccuiickoit ®denepanuu ot 31 nexabps
2020 1. Ne 2467, yTBep)IeHHBIX MOcTaHOBIeHUEM [IpaBurenscTBa Poccuiickoit
Oenepanyu ot 12 uronst 2024 r. Ne 792 "O BHeCeHUM U3MEHEHUN B HEKOTOPHIE
akthl [IpaBurensctBa Poccuiickoit @enepanun" (CoOpaHue 3aKOHOAATENHCTBA
Poccuiickoit @enepanuu, 2024, Ne 25, ct. 3505), uudpst "637," UCKIIOUUTD.




