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(npf;ag?z%e;';iglfs)wmnbCTBa P® ot 01.04.2022 N 552 [okyMeHT npeagoctaBneH KoHcynbTaHTI0C

"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ... Hata coxparenua: 15.02.2026

NMPABUTENbLCTBO POCCUUCKON ®EQEPALIUN

NMOCTAHOBIJIEHUE
ot 1 anpens 2022 r. N 552

OB YTBEPXXOEHMU OCOBEHHOCTEN
OBPALLEHUA, BKINIOYAA OCOBEHHOCTU NOCYAAPCTBEHHON PETUCTPALIUM,
MEOWLUMHCKUX N3OENUA B CNTYYAE UX OE®EKTYPbI UMK PUCKA
BO3HUKHOBEHWUA OEPEKTYPbI B CBA3U C BBEAEHUEM B OTHOLUEHUN
POCCUNCKON ®EQEPALUN OTPAHUYUTENbHBIX MEP
OKOHOMMYECKOIO XAPAKTEPA

CIHHCOK U3MEHSIOIUX TOKYMEHTOB
(8 pen. [TocranoBnenwuii [IpaButenserBa PO ot 19.09.2022 N 1643,
oT 29.12.2022 N 2525, ot 21.12.2024 N 1851, ot 28.02.2025 N 240,
ot 26.12.2025 N 2158)

B cootBerctBuM c yacThio 5.1 crateu 38 DenepanbHoro 3akoHa "OO OCHOBax OXpaHbl 3710POBbS
rpaxnaal B Poccuiickoit @enepanun", nynkrom 3 yactu | crateu 18 denepanbHOro 3akoHa oT 8 MapTa
2022 . N 46-®3 "O BHeceHMH H3MEHEHHUH B OTHEJIbHBIE 3aKOHOHATEIbHBIE aKTHl POCCHHCKOH
Oenepanun" [IpaButenscTtBo Poccuiickoit denepannn mocTaHOBIISET:

1. YTBepauTh mpuiaraemMble 0COOCHHOCTH OOpAIleHHUs, BKJIIOYasi OCOOCHHOCTU TOCyIapCTBEHHON
perucTpanum, MEIMUUHCKUX U3JIEIUHA B ciaydyae uxX JeQeKTyphl WIH pUCKa BOSHUKHOBEHUS Je(EKTyphl B
CBA3U C BBEIEHHMEM B OTHoweHuu Poccuiickonn denepauv OrpaHUYUTENBHBIX MEP 3KOHOMHYECKOTO
Xapakrepa.

2. Yrparun cuiy ¢ 1 mapta 2025 rona. - [locranosnenue [IpaButensctea P® ot 28.02.2025 N 240.

3. Hacrosimee nmocTtaHOBJIEHHE BCTYMAeT B CHIIy CO JHS €ro OQHUIIMAIBHOTO ONMyOJIMKOBaHWS U
neiictByer 1o 31 nexabps 2028 r.
(8B pen. ITocranosnenuii [Ipasurensctea PO ot 19.09.2022 N 1643, ot 21.12.2024 N 1851, ot 26.12.2025
N 2158)

[Ipencenarens [IpaBurenbcTBa
Poccuiickoit @enepanuu
M.MHUITYCTUH

YTBepKICHBI
nocranoBieHueM [IpaButenbcTBa
Poccuiickoit @enepanuu
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

ot 1 anpensa 2022 r. N 552

OCOBEHHOCTHU
OBPALLEHUA, BKINIOYAA OCOBEHHOCTU NOCYAAPCTBEHHON PETUCTPALIUM,
MEOWLUMHCKUX U3OENTUA B CNTYYAE UX OE®EKTYPbI UMK PUCKA
BO3HUKHOBEHWUA OEPEKTYPbI B CBA3U C BBEAEHUEM B OTHOLUEHUU
POCCUNCKON ®EQEPALIUN OTPAHUYUTENbHBIX MEP
OKOHOMMUYECKOIO XAPAKTEPA

CIHHCOK U3MEHSIOIUX TOKYMEHTOB
(8 pen. [TocranoBnenwuii [IpaButenserBa PO ot 19.09.2022 N 1643,
0T 29.12.2022 N 2525, ot 21.12.2024 N 1851, ot 28.02.2025 N 240,
ot 26.12.2025 N 2158)

. O6wme nonoxeHns

l. Hacrosmuii JOKyMEHT B CBSI3U C BBEIEHHMEM B OTHoumeHUM Poccuiickoit ®Penepaunu
OTPaHUYUTENIBHBIX MEP SKOHOMUYECKOTO XapaKTepa OmnpeaessieT 0COOCHHOCTH 00paIIeHus] METUITMHCKUX
W3JIeIH, B TOM 4YKCle 0COOCHHOCTH TOCYAapCTBEHHOM PErucTpali METUIIUHCKUX H3AENUil, BHECEHUS
W3MEHEHUH B JOKYMEHTBI, COJEp’Kalllecsi B PETUCTPALMOHHOM JIOCh€ Ha MEIULMHCKOE W3JEIHe
OTEUYECTBEHHOT'O TPOU3BOACTBA (MEIMUIIMHCKOE H3JENMe, B PEECTPOBOM 3alMUCH B TOCYJapCTBEHHOM
peectpe  MEAMUMHCKMX  W3J€IMH M opraHu3auui  (MHIMBUIYaJbHBIX  IpeaIpUHUMATENEH),
OCYILIECTBISIONIMX MPOU3BOJCTBO M H3TOTOBJIIEHHME MEAMIMHCKUX H3JEeNui (Jajee COOTBETCTBEHHO -
peecTpoBasi 3aMuch, TOCYAApPCTBEHHBIN peecTp), MOATBEpKAAtoNIeH (akT rocy1apCTBEHHON PErHCTpaluu
KOTOPOro, JU0O0 B 3asBJIEHUH O TOCYAAPCTBEHHOM perucTpanuy KOTOPOro B KadecTBE MPOU3BOJUTENS
(M3roTOBUTENS) YKa3aHO HOPUIUYECKOE JIMLO WM (PU3MUECKOe JIUI0, 3apETUCTPUPOBAHHOE B KauecTBE
MHIVBUAYAJIBHOTO NPEIIPUHUMATENS, ABIAIOIUEC pe3uneHTamu Poccuiickoin @enepanyu, a TaKxke
MMEIOLUE MECTO IMPOU3BOJCTBA (IPOM3BOJCTBEHHYIO IUIOLIAAKY) Ha Tepputopun Poccuiickoit
®enepanuu (aanee - MEIUIIMHCKOE U3/IEJINE OTEUECTBEHHOTO MTPOU3BO/ICTBA).

(B pen. ITocranosnenuii [IpaBurennpcrea PO ot 19.09.2022 N 1643, ot 28.02.2025 N 240)

2. TocymapcTBeHHass perucTpalvs METUIUHCKUX U3JENUid B COOTBETCTBHUM C HACTOSIIUM
JTOKYMEHTOM ocytiecTBisieTcss denepaibHON ciy>k00H 10 HaA30py B cdepe 3apaBooXpaHeHus (naiee -
PETUCTPHUPYIOIINIA OpTaH).

3. @akT rocyJapCTBEHHON PErucTpalud MEIUIMHCKOTO W3JENHS B COOTBETCTBUU C HACTOSIIUM
JOKYMEHTOM IOATBEPKAAETCS PEECTPOBOM 3aNIMCHIO B TOCYIapPCTBEHHOM PEECTPE.

KoncynprantlIntoc: mpumedanue.

Beigannsie 10 30.12.2025 peructpanoHHbIE yIOCTOBEpEHMs cO cpokom aevctus mo 01.01.2028
nevictButensHbl 10 31.12.2028 6e3 3amens! ([loctanosnenne IlpaButensctBa PO ot 26.12.2025 N
2158).

l'ocynmapcTBeHHass peructpanys B COOTBETCTBHM C HACTOSIIMM JOKYMEHTOM JeWCTBYeT 10 31
nexabdps 2028 r.
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

(B pen. [locranosnenus IlpasurensctBa PO ot 26.12.2025 N 2158)
(n. 3 B pen. [locranosnenus [IpaBurenscta PD ot 28.02.2025 N 240)

4. TlepeueHb BHJIOB MEIUIMHCKHX U3ICTUH, MOIJIEKAIUX OOpAIIEHHI0 B COOTBETCTBUH C
HACTOAIMM  JOKYMEHTOM  (zajgee - TepeyeHb  MEAMIMHCKHX  W3JENHil),  yTBep)KIaercs
MEKBEJIOMCTBEHHON KOMHMCCUEH, B COCTaB KOTOPOM BXOJAT IpeACTaBUTENM MMUHHCTEpPCTBA
3apaBooxpanenusi Poccuiickoit @enepannu, MuHuCTEpCTBa MPOMBILIIJIEHHOCTA U TOProeiiv Poccuiickoit
Oenepannn, MunuctepctBa (unancoB Poccuiickori ®Denepanuu, MHHHCTEPCTBA IKOHOMHYECKOTO
pasButusi Poccuiickoii ®Depepanun, DenepaqbHOW aHTUMOHOMOJIBHOW  ciyxOb1, denepanbHOM
TAMOKEHHOUW CcIy)Obl, DenepalbHON HAIOTOBOW CIYXOBI, PErHCTPUPYIONIETO OpraHa, a TaKXKe
MPE/ICTAaBUTEIM WHBIX OPraHOB W OpraHU3alMil MpU HEOOXOAMMOCTH (Jajiee - MEXKBEIOMCTBEHHAas
KOMHMCCHS).

[TonokeHrne O MEXBEIOMCTBEHHOH KOMHUCCHHM, B TOM YHCIIE MOPSIOK OpPraHu3aluu ee paboThl,
MOPSZIOK ONpeeieHus NeHEeKTyphl MEIUIIMHCKAX W3JICINA WIM PUCKA €€ BO3HUKHOBCHUS, KPUTCPHH
BKJIFOYEHUSI MEIULIMHCKUX U3/I€TIUH B IIEPEUEHb MEAUIIMHCKUX U3/AEJIMNA U UCKIIFOUEHUS U3 HEro U COCTaB
MEKBEJIOMCTBEHHON KOMMCCUM YTBEPKIAIOTCS PETUCTPUPYIOIIMM OpPraHOM IO COIVIACOBAHMIO C
MunuctepctBoM 3apaBooxpaHeHus Poccuiickon depepannu, MHUHHCTEPCTBOM MNPOMBIIUIEHHOCTH U
toproBimu  Poccuiickoit  @enepanmu, MunucrepctBom  ¢uHaHcoB  Poccuiickoit  deneparum,
MuHuCTEpCTBOM ~ SKOHOMHMYECKOro  pasButusi  Poccuiickoit ~ ®denepanmu  u  DenepanbHoii
AQHTUMOHOIIOJBHOM CITY>KOOH.

(B pen. ITocranornenus [IpaButenscTBa PO ot 19.09.2022 N 1643)

B nepedyenb MEIMIIMHCKUX U3EIIHNA BKIFOYAIOTCS:
MEAWIIMHCKUE U3/IeTHUS B Cllydae HAIMYKS UX JePEKTyphl UM PUCKOB €€ BOSHUKHOBEHHS;

MCIUIHUHCKUEC HU3JCINA, B OTHOIICHUNW KOTOPBIX B MCEKBCIOMCTBCHHYIO KOMHCCHUIO IMOCTYIIUIA
MMPpEAJIOKCHUSA O MOCTABKE MCAUITNHCKUX I/IBI[GJ'II/Iﬁ 110 IICHC HUXXC CpC)IHCpBIHO‘lHOfI;

HWHBIC MCOAUIUHCKUEC U3ACITINA, OIIPCACICHHBIC MG)KBG)IOMCTBGHHOI\/’I KOMHCCHEH.

[TepeueHb METUIIMHCKUX U3ETUI pa3meraeTcs Ha O(QUIIHAIIEHOM caiiTe perucTpUpyIOLIero opraHa
B MH(OPMaLlMOHHO-TEIEKOMMYHUKAIIMOHHOM cetn "HMHTepHer" (manee - ceth "HMHTepHer") B Cpok, He
OpeBbILIAIOIMKA 2 paboyux JHA CO JHS €ro YTBEpXkJAeHUs (BHECEHMS B HEro HW3MEHEHH)
MEKBEJIOMCTBEHHON KOMHCCHEH.

5. B HacTosmem JAOKYMCHTC UCIIOJIB3YIOTC CIICAYIOIIUC OCHOBHBIC ITIOHATUA:

"3asBUTENL" - TPOU3BOAUTENH (M3TOTOBUTENH) MEAMIIMHCKOTO W3JCNUS, YHIOJIHOMOYCHHBIN
MpEeACTaBUTENb MPOU3BOAUTENS (M3TOTOBUTENS) WM JIUIO, OCYIIECTBISIONIEE BBO3 MEAUIIMHCKOIO
n3nenus B Poccuiickyro @enepanuio B LENISIX €ro ToCyJapCTBEHHON perucTpaluy;

"JIU10, OCYHIECTBIISIONIEE BBO3 MEIUMUIMHCKOTO u3aenus B Poccuiickyro denepaiuio B LENSIX €ro
roCy/1IapCTBEHHON perucrpanuu’ - IpUIUdecKoe JUIOo WK (HU3HUECKOe JUI0, 3aPETUCTPUPOBAHHOE B
KauecTBe WHJMBHUAYAJIbHOTO MNpeANpuHUMATENs, fABistonieecss pesuaeHToMm Poccuiickoit ®enepannu,
HeCyIee OTBETCTBEHHOCTDH 10 BCEM BOTPOcaM OOpaIlieHus] PETUCTPUPYEMOTO MEIUITMHCKOTO U3ACTUS 1
OCYIIIECTBISIONIEE 3aKYIKY, XpaHeHHUE, pa3JelieHne MPOAYKINK M0 00beMaM MapTUH, HE BIMSIONINE Ha
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

XapaKTePUCTHKU MPOIYKIIMH, WU TMPOAAKY TaKOW NMpOAYKIHHU Oe3 OKa3aHWs BIHMSHHS Ha €€ KauecTBO,
3¢ PEeKTUBHOCTD U OE30ITaCHOCT;

a63an yrpatun cuity ¢ 1 mapra 2025 roga. - [locranosnenne IIpaBurensctBa PO ot 28.02.2025 N
240.

WNHble TmMOHATHS, UCHOJIb3yeMble B HACTOSIIEM JOKYMEHTE, IPUMEHSIOTCS B 3HAYCHUSX,
onpezaeneHHbix [IpaBuiiamMu rocyaapcTBEHHOM perucTpanuyl MEAMIMHCKUX W3JIEIHH, YTBEP>KICHHBIMU
nocranoBieaneMm IlpaButensctBa Poccuiickort ®enmepanmu ot 30 HosiOps 2024 r. N 1684 "O6
yTBepkaeHUH [IpaBui TOCyaapCTBEHHOM pETrHUCTpaliiu MEIWIMHCKUX wu3naenui" (mamee - IlpaBuia
perucTpanmm).

(B pen. ITocranornenus IpaButenscTBa PD ot 28.02.2025 N 240)

6. ['ocynmapcTBeHHAsT perucTpamnus MEIUIWHCKUX HW3ICIUNA ¢ HU3KOW CTETICHBIO TOTEHI[UAIBHOTO
pHCKa MX MPUMEHEHHS (32 MCKIFOYEHUEM MEIUIIMHCKUX W3JCJIHiA, BBIITYCKACMbIX B CTEPHIBLHOM BHJIE),
BKIIFOUCHHBIX B TEPEYCHb MEIUITMHCKUX W3JICIHA, OCYIIECTBISICTCS 110 BBIOOPY 3asBUTEIS B
COOTBETCTBUM C MyHKTaMH 13 - 22 HACTOSIIEro HOKyMEHTa JMOO B COOTBETCTBMM C MyHKTamu 23 - 29
HACTOSIIETO JJOKYMEHTA.

7. Peructpupyromuii opraH IpUHUMAeT peUIeHHe 00 OTMEHE TrOCyIapCTBEHHOW pEerucTpalnuu
MEIUIMHCKOTO W3JIENHsl, 3apEruCTPUPOBAHHOIO C YYETOM IIOJIO)KEHHUH HACTOSIIEro JOKYMEHTa, B
coorBercTBUM c pazzaenoMm VIII IlpaBun perucrpanuu, 3a UCKIIOYEHHEM CIIy4aeB, MPEAYCMOTPEHHBIX
noanyHkramu "e" (mo mpumenumocTt) u k" myHkra 137 IlpaBun perucrpauuu, a TakxkKe B ciaydae
BBISIBJICHUS] PETUCTPUPYIOIIMM OPraHOM HEJIOCTOBEPHBIX CBEICHHUH B JIOKyMEHTaX M MaTepuajax Ha
MEIUIMHCKOE M3JeNne, MPEICTaBICHHbIX B MEKBEJOMCTBEHHYIO KOMHMCCHIO B IIEJISIX BKJIIOUEHUS BHJIA
MEIUIMHCKOTO0 U3JEJNs B NEPEUEHb MEIUIMHCKUX HW3JEIHH, MOBIUABLIMX HA PE3yNbTaTbl NPUHSITHA
TaKOIo peleHus.

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.02.2025 N 240)

OtMeHa FOCy,I[&pCTBGHHOfI peructpaiu MCIAUIUHCKOI0 H3JACINA HHOCTPAHHOI'O IPOU3BOACTBA,
3aperucTPUPOBAHHOTO B COOTBETCTBUHM C TpeOOBAHMSIMH 3aKOHOJAATelbcTBa Poccuiickoit denepanuu B
chepe TOCYIapCTBEHHON pErucTpaliui MEAUIUHCKUX W3JeINi, HAa OCHOBAaHWU TIPEJICTABIICHUS B
PETUCTPUPYIOMINI OpraH 3asBICHUS] TMPOU3BOIUTENS (M3TOTOBUTENS) MEIULMHCKOTO U3IENUsS WIH
YIOOJHOMOUYCHHOTO MPEACTABUTEIA IMMPOU3BOJUTCIIA (I/I3FOTOBI/ITCJ’I$[) MEIUIIMHCKOI'O U3ACIUs 00 oTMeHe
rocyJapCTBEHHOM pErucTpaluy MEAUIIMHCKOTO U3/I€NUs HE OCYILECTBIISETCS.

(n. 7 B pen. [locranosnenus [IpaBurensctBa PD o1 19.09.2022 N 1643)

8. ®depnepanbHBIE TOCYJAPCTBEHHBIE OIOKETHBIE YUPEKICHHS, HAXOJAIIMECSs B BEJICHUU
PETUCTPUPYIONIETO OpraHa (fajiee - HKCIEPTHOE YUPEKACHUE), MO JKEJaHUI0 3asBUTENEH 10 Hadaia
MPOLEAYPHl TOCYAAPCTBEHHOM PETHCTPALMU OCYIIECTBISIOT HA BO3ME3IHOW OCHOBE KOHCYJIBTUPOBAHHUE
[0 BOIpOCaM MPOLEAYpP, CBA3AaHHBIX C TOCYAApPCTBEHHON pPEruCTpaliel MEIUIIMHCKUX HU3JEIUN, B TOM
YUCIIe IPEABAPUTEIIBHBIN aHAIU3 U OLEHKY PETUCTPALMOHHOTO TOCHE.

KoHcynbpTupoBanme, ykazaHHOE B a03arie IEpBOM HACTOSIIETO IMYHKTA, HE SBJISIETCS 00s3aTEIbHBIM
JUTSl IOJTYYEHUsI TOCYJapPCTBEHHOM YCIYTH M0 TOCYAAPCTBEHHOM PEruCTPallui METUIIMHCKUX U3IEIHUM.

9. B nensx coOnrofeHHs] MPUHIUIOB HE3aBUCUMOCTH M OECHpPHUCTPACTHOCTH NIpPU TMPOBEAECHUU
HKCHEePTHU3bl KauecTBa, 3()(HEeKTUBHOCTH U O€30MaCHOCTH MEIUIIMHCKOTO M3JIeNHUs, a TaKXKe MCKIIOUEHUS
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

BO3MOYXHOCTH KOH()JIMKTa MHTEPECOB JOJDKHOCTHBIE JIMIIA SKCIIEPTHBIX YUPEKICHUH, OCYIIECTBISIBIIHIEC
KOHCYJIbTUPOBAHKE, IMPEIyCMOTPEHHOE IYHKTOM & HACTOSIIET0 TOKYMEHTa, HE MOTYT IPOBOJIUTH
JKCIIepTH3y KauecTBa, 3(PPeKTUBHOCTH U OE30MACHOCTH MEAMIIMHCKOTO U3JIENHs, MO KOTOPOMY
MIPOBOJIMIIOCH YKa3aHHOE KOHCYJIbTHPOBAHUE.

10. [Tpu oOpaieHuN MEAUIIMHCKUX U3/, KaK BKIFOYCHHBIX, TaK M HE BKIIOYCHHBIX B MIEPEUCHBb
MEJMIIMHCKUX HW3JICIHHA, HE JOMYCKAeTCs OrpaHHYCHHE B3aMMO3aMEHSICMOCTH MEIUIIUMHCKUX H3JICITHH
MyTeM WCIOJIb30BAHUS CICIUATBHBIX TEXHUYECKUX WM MPOTPAMMHBIX CPEACTB WIH APYTUMHU
croco0amu.

11. Bo3M0HO IpUMEHEHUE MEIUIIMHCKOTO U3EIUsl, TPOU3BOAUTENEM (M3TOTOBUTENIEM) KOTOPOTO
B OKCIUTyaTallUOHHOW JTOKYMEHTAllUHd YCTAaHOBJIEH OTPAaHUYEHHBIN NEpeYeHb PACXOJHBIX MaTEpPHAaJOB, C
PacXOJIHBIM MaTEpPHAJIOM HHOTO MPOU3BOAUTENSI (M3TOTOBUTENS), 3aPETHCTPUPOBAHHBIM B KauyeCTBE
MEIUIIMHCKOTO W3JeHs, €CIM MPOU3BOAUTENb (M3rOTOBUTENb) MOATBEPIMI B IPOIECCE €ro
rOCyIapCTBEHHOM PETUCTpaIllid BO3MOXKHOCTh COBMECTHOI'O TNMPHUMEHEHHSI C JaHHBIM MEIUIIMHCKUM
uznenveM. [Ipu 3TOM cCOBMeCTHOE MpPUMEHEHHE MEAMIIMHCKOTO H3JETHs C PAacXOJHBIM MaTepHaioM
OCYILIECTBIISIETCSI C YYETOM OCOOEHHOCTEH, YCTAHOBJEHHBIX B OSKCIUIyaTallHOHHOW JIOKYMEHTalUU
MIPOU3BOIUTENS (M3TOTOBUTENIS) HA PACXOAHBINA MaTepual.

11(1). [Homyckaercs HpOBEAEHHE TEXHUUECKOIO OOCIY)XKMBaHHUS MEIULUHCKUX W3JAEIU ¢
MCIOJIb30BaHUEM KOMIUICKTYIOUINX WM MPUHAAJICKHOCTEH, HE MPEeIyCMOTPEHHBIX B UX TEXHUUYECKOHN U
(un) SKCIUTyaTallUOHHOW JOKYMEHTAalMu MPOU3BOAMTENS (M3TOTOBMUTENS), €CiAM 0e30IacHOCTb
COBMECTHOT'O HCIOJIb30BaHHUS MOATBEPKICHA TEXHUUECKIUMH UCIIBITAHUSIMH U B Cllydae MPUMEHUMOCTH -
TOKCUKOJIOTMYECKUMHU UCCIIEJOBAHUSIMU, TPOBEJCHHBIMU (pe1epaJIbHBIM TOCYAAPCTBEHHBIM OOIKETHBIM
yupexaeHueM "Bcepoccuiickuii HayyHO-MCCIIEI0BATEIbCKUI U UCTIBITATENIbHBIA HHCTUTYT MEIUIIMHCKON
texHukn" denepanbHON ciyk0bI 110 HAA30pY B cepe 3paBOOXpaHEHUsI (Jlajlee - YUPEKACHHE), a TAaKKe
KJIIMHUYECKUMH HCIBITAHUAMH, IPOBEACHHBIMU B IOPSIIKE, YCTAHOBIEHHOM B COOTBETCTBHHU C YaCTHIO §
crarbu 38 DenepanbHOro 3akoHa "OO0 OCHOBaX OXpaHBI 3/I0POBBS TpaxkaaH B Poccuiickoii demeparim’.

Pemienue o HCO6XOI[I/IMOCTI/I NpEACTaBJICHUA PE3YJIbTATOB KIIMHUYCCKUX HUCIIBITAaHUN MMPUHHUMACTCA
YUPCKACHUEM B XOAC TIPOBCIACHUA TEXHHYCCKUX HCIBITAaHUH U B ciydya€ TIMPUMCHUMOCTHU -
TOKCHUKOJOTHYCCKUX HCCHCHOB&HHﬁ.

CBeneHuss O KOMIUIGKTYIOUIMX WM MPUHAMIEKHOCTAX  MEIULUHCKOIO  U3JENHs, He
NPEJYCMOTPEHHBIX B MX TEXHHYECKOHM M (MJIM) SKCIUTYaTallMOHHOW JOKYMEHTAllMM HPOM3BOJIUTENS
(u3roroBuTENs), MyOIUKYIOTCS HA OQULIMATIBLHOM caiiTe yupexaeHus B ceTu "Murtepuer".

(m. 11(1) BBenen Ilocranosnenuem IlpaBurensctBa PO ot 29.12.2022 N 2525)

11(2). IlepeveHb MPeNCTABISIEMBIX B YUPESIKACHHE JOKYMEHTOB U TPEOOBAHUS K MX COJACPIKAHUIO,
dopma 3aKiIOUEHHs O BO3MOXHOCTH (HEBO3MOXXKHOCTH) MCIIOJIB30BaHUS KOMIUIEKTYIOIUX —HJIH
MPUHA/JICKHOCTE MEIMIIMHCKOTO U3JENUs, He MPEeIyCMOTPEHHBIX B HUX TEXHUYECKOM U (WJIH)
9KCITYyaTallMOHHON JOKYMEHTAllMM IPOU3BOAMUTENS (M3rOTOBUTEINSA), A TAKXKE IEPEUYEHb CBEIECHUN O
KOMIUIEKTYIOIIUX WJIM MPHUHAJIKHOCTSIX MEAMIIMHCKOTO W3JENusl, HE TMPEeAyCMOTPEHHBIX B UX
TEXHUYECKOM M  (MIM) OKCIUTyaTallMOHHOW  JIOKYMEHTAllud  MPOM3BOIUTENS  (M3TOTOBHUTEINS),
nyOauKyeMbIXx Ha o¢uUuanibHOM caiiTe yupexnaeHus B cetu "HutepHer", yTBepknarorcs
PETUCTPUPYIOIIUM OPTaHOM.

(nm. 11(2) BBenen IlocranoBnenuem IIpaButensctBa PO ot 29.12.2022 N 2525; B pen. I[locranoBnenus
[IpaButenscTBa PD ot 28.02.2025 N 240)
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11(3). Ilo wuroraMm mpoBeneHUS TEXHUYECKUX MCIBITAaHUN, a B clydyae HIPUMEHUMOCTH -
TOKCHUKOJIOTHUECKUX HCCIEAOBAaHUNH U PACCMOTPEHHsI JTOKYMEHTOB, NMPEACTABICHHBIX B COOTBETCTBHU
nepeyHeM 1 GopMoid, yKazaHHBIMH B TTyHKTE 11(2) HacTOSAIIEro JOKYMEHTa, U Pe3yIbTaTOB KIIMHUYECKUX
UCIBITAaHUN yupekIeHHeM 0(OpMIISETCS 3aKIIF0UYEHUE O BOBMOKHOCTH (HEBO3MOKHOCTH ) HUCTIOIb30BAHMUS
KOMIUIEKTYIOIIUX WM HIPHUHAJIEKHOCTEH MEIUIMHCKOrO MW3JAENus, HE MPEeAYCMOTPEHHBIX B UX
TEXHUYECKOH U (MJIHM) SKCIUTYaTallMOHHOM TOKYMEHTALUU TPOU3BOIUTENS (M3TOTOBUTEIA).

(n. 11(3) BBenen [locranosnenuem IpaButensctBa PO ot 29.12.2022 N 2525)

12. TocynapcTBeHHas TONIJIMHA 32 COBEPIICHUE PETHCTPUPYIOIIMM OPTraHOM JICHCTBUM, CBI3aHHBIX
C TOCYIapCTBEHHOM pEruCTpalleil MEIUIMHCKUX W3JCNUN, YIJIAauMBaeTCsi B COOTBETCTBHH C
3aKoHOIaTenbCcTBOM Poccutickoit deneparuu o Hajorax u coopax.

Il. OcobeHHOCTN rocyaapCcTBEHHOM perucTpauum MmeauuMHCKNX
nu3genun, BKITKOYEHHbIX B NepeYyeHb MegULMHCKUX u3genum

13. Jlng rocyaapCTBEHHOM pErucTpaluyd MEAUIMHCKOTO H3ZENus 3asBUTENb NPEACTABISAET C
UCIOJb30BaHUEM (efepabHOH TrocyaapcTBeHHONM HHGOpMalMOHHON cucrtembl "EnuHblil mopTan
rOCy/lapCTBEHHBIX W MYHUUMNANbHBIX ycayr (pyHKuui)" (najsee - eQuHBIA MOPTal) B 3KCHEPTHOE
YUPEXIECHUE CIIeYIOIUe TOKYMEHTBI U CBEACHU:

(B pen. [locranosnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

3afBJICHHE O TOCYJAapCTBEHHOW PpErucTpalud MEAMLMHCKOTO U3JeIUs B COOTBETCTBUU C
TpeOOBAHUSAMH K COACPIKAHUIO TAKOTO 3asiBIICHUS, yCTaHOBICHHBIMHE [IpaBuiamu peructpamun. B ciaydae
BBO3a MEIUIIMHCKOro u3zenus B Poccuiickyro @enepaluio B LEISX €ro rocy1apcTBEHHON perucTpanuu
3adBJICHHE O OCYJapCTBEHHOW PErucTpaliy MEAMLIUHCKOrO M3AEIHs JOIKHO COJEpXkKaTh CIEAYIOLINE
CBEZICHHUS O JINLE, OCYILECTBIISIONIEM BBO3 MEIULIMHCKOTO u3aenus B Poccuiickyro denepanuto:

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

B OTHOLICHMU HOPUIUYECKOrO JIMIA - MOJIHOE M COKpalleHHOe (IpU HaJU4Wu) HAauMEHOBaHMS (C
TpaHcIuTepauuen), OpraHM3alMOHHO-TIPABOBAs dopma, UACHTU(PUKAITMOHHBIH HOMED
HaJIOTOIJIaTeNbINMKa (JIU1s1 TPOU3BOAMTENEH, SBIAIOLIMXCS pe3usieHTamMu Poccuiickoit denepanun), agpec
MecTa HaxOXKJEHHs, a TaKKe HOMep TeJaeoHa U aipec dJIEKTPOHHOM MOYTHI;

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.02.2025 N 240)

B OTHOIIEHWH (U3NYECKOrOo JIMIA, 3apETHCTPUPOBAHHOTO B KAyeCTBE WHIUBUIAYaIbHOIO
npeanpuHuMarens, - (amwinsg, UM M OT4YECTBO (NIPH HAJIUYMHU), PEKBU3UTHI JIOKYMEHTA,
YIOCTOBEPSIONIEr0 JINYHOCTh, UACHTU(PUKAIMOHHBII HOMEp HAJOTOIIaTeNbIIUKa (JIJIs1 TPOU3BOIUTENEH,
ABISAIOMIMXCS pe3usieHTaMu Poccuiickoit deneparuu), aapec MecTa JKUTENbCTBA, a TaKKe HOMEp
TenedoHa U aapec FICKTPOHHOU MOYTHI;

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

Komusi (KOTMHH) JTOKYMEHTa (JOKYMEHTORB), MOJTBEPKAAOMIETO (MTOATBEPKIAIOIMINX) TTOJTHOMOYHS
YIIOJTHOMOYEHHOTO TPEJCTaBUTENsT MPOU3BOAUTENs (M3TOTOBUTENSA) MO TMPEACTABICHUIO HHTEPECOB
MPOU3BOIUTENS] (M3TOTOBUTEINSI), HECEHUIO OTBETCTBEHHOCTH B YacTH OOpaIIeHUS MEIUIIMHCKOTO
u3enus Ha tepputopuu Poccuiickoit ®Pegepannu, B TOM YHUCIE IO BONPOCAM MPOIEAYp OLIEHKHU
COOTBETCTBHUSI M TOCYIapCTBEHHOW PETUCTPAIlMH, a TAKKE MO 3aBEPEHHIO JOKYMEHTOB MPOU3BOIUTEIS
(M3rOTOBUTENS) U BCTYNUBIIETO (BCTYMUBIINX) B CHIIY 1O ODOPMIIEHUSI COOTBETCTBYIOIINX JTOKYMEHTOB,
MPEAYCMOTPEHHBIX HACTOSIIINM ITYHKTOM (10 TPUMEHUMOCTH ),
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(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

KOomusi (KOMHMH) JTOKYMEHTa (JOKYMEHTOR), MOJTBEPXKAAOIIETO (IMTOATBEPKIAIOIMINX) MTOJHOMOYHS
JIMIA, OCYLIECTBIISIOIIETO BBO3 MEIMLMHCKOro wm3aenuss B Poccuiickyro Denepaunuio B LEIAX €ro
rOCy/IapCTBEHHOW pErucTpaluy, [0 3aBEPEeHUI0 JOKYMEHTOB IPOU3BOJIUTENS (M3TOTOBUTEINSA) H
BCTYMHBIIETO  (BCTYMHMBIIMX) B CWIYy J0 OGMOPMIEHHS  COOTBETCTBYIOIIUX  JOKYMEHTOB,
MIPEelyCMOTPEHHBIX HACTOSIIIUM MYHKTOM (TI0O TPUMEHUMOCTH);

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

JOKYMCHTEI, IMOATBCPKAAOIIUC IPHUHAIJIC)KHOCTD MEIHUIIMHCKOI'O us3aciuns jmny,
OCYHICCTBIIAOIICMY BBO3 MCAWLUMHCKOIO HU3ACIUA B POCCI/II\/JICKYIO CDe;[epaumo B OCIIIX €TI0
FOCYHapCTBeHHOﬁ pPEerucTpanuvu Ha 3aKOHHBIX OCHOBAHHAX (HO HpI/IMeHI/IMOCTI/I);

TCXHUYCCKAasd AJOKYMCHTALUs IMPOU3BOAUTECIIA (I/ISFOTOBI/ITGJDI) Ha MCAUMIIMHCKOEC HU3ACIHUC,
COOTBETCTBYIOIIAs TPeOOBAHMSIM, YTBEPKACHHBIM MUHUCTEPCTBOM 3ApaBooxXpaHeHus Poccuiickoi
®denepauuu;

AKCIITyaTallMOHHAS JOKYMEHTAIUsl MPOU3BOJUTENS (M3TOTOBHUTENS) HA METUIIMHCKOE W3JeTHe,
COOTBETCTBYIOIIAsl TpeOOBaHUAM, YTBEPKICHHBIM MUHUCTEPCTBOM 3apaBooxpaHeHusi Poccuiickoi
®enepanuu;

¢dororpapuueckue  u300pakeHHs  OOLIEro BUJAa  MEIUMLMHCKOIO  M3JEJIHUS  BMECTE C
IPUHAIIICKHOCTAMHU, HEOOXOAUMBIMU JUIl TNPUMEHEHHUs MEIULUHCKOIO H3JeNUs 10 Ha3HauYeHUIo
(pazmepom He MeHee 18 Ha 24 caHTHMeETpa);

dororpaduueckue U300pakeHHUsT DIEKTPOHHOTO HOcUTelns MW uHTepdelica MPOrpaMMHOIO
obOecrieuenus (eciau umeetcsi) (pasmepoM He MeHee 18 Ha 24 caHTMMeTpa) - IS MPOTPAMMHOTO
o0ecrieueHus, SBISIONMIETOCS MEAUIIMHCKUM H3IETUeM, B TOM 4YHCIIe MPOrPaMMHOTO OOECIeueHHus ¢
MMPUMCHCHUCM TEXHOJIOTUH HNCKYCCTBCHHOT'O MHTCIIJICKTA,

JIOKYMEHTBI, NOJITBEPKIAIOIIUE PE3YJIbTAaThl TEXHUYECKUX HCHBITAHUN MEIUIUHCKOTO H3JAEIHUs
(nanee - TEXHUYECKUE UCIIBITAHNA), TOKCUKOJIOTMYECKUX UCCIIEJOBAHUN MEIULIMHCKOTO U3/1eTus U (WIIH)
MIPUHAJIEKHOCTE K MEIMLIMHCKOMY W3IEIUI0, MPSIMO WM OINOCPEJOBAHHO KOHTAaKTUPYIOLIUX C
MTOBEPXHOCTHIO TeJla YEJIOBEKAa, €ro CIU3UCTHIMU 000J0YKaMU, BHYTPEHHUMHU CpellaMy opraHusma (1is
KOTOPBIX YKa3aHHOE B3auMO/JIeiicTBHE (KOHTAKT) SBJIsETCS HEOOXOAMMBIM ISl BHIOJIHEHUS UX (DYHKIIMN)
(manee - TOKCUKOJIOTUYECKUE UCCIIEAOBAHNS ), KIMHUYECKUX UCTIBITAHUI METUIIMHCKOTO U3Aenus (najiee -
KJIIMHUYECKUE HCIBITAaHUS), MPOBEACHHBIX B COOTBETCTBUM C THUIIOBOW IPOTrPaMMOM HCIIBITAHUN B
3aBHUCHUMOCTH OT BHJa METUIIMHCKOTO HW3JEeHs, pa3padOTaHHOM HSKCIEPTHBIM YyuUpexJeHueMm (naiee -
TUIOBAasl MPOrpamMma) U OMYOJUMKOBAaHHON Ha O(UIMATBHOM CaiTe SKCIEPTHOTO YUPEXKIEHHUS B CETH
"UnTepuer" (Mo NOPUMEHUMOCTH), JHOO JOKYMEHTHI, NOJTBEP)KIAIOLINE OLEHKY COOTBETCTBUS
MEIULMHCKOTO H3JeNus B (OpME TEXHUYECKHX HCIBITAHUH, TOKCHUKOJIOTMYECKHUX HCCIeI0BaHUH,
KJIMHUYECKUX HCIBITAaHUM B LEIAX FOCYJApCTBEHHOM PErHUCTPALMM MEIULHUHCKUX W3JEIUN B MOPSIKE,
YCTaHOBJIICHHOM MHUHKCTEPCTBOM 3/1paBooxpaHeHus Poccuiickoit denepanuu.

(B pen. [locranosnenus IlpasurensctBa PO ot 19.09.2022 N 1643)

TexHn4YecKne UCTBITAHUA U TOKCUKOJIOIMYECKUE HUCCIEAOBaHUSl MO THUIIOBOW IMpOrpaMMe JIO0KHbI
OBITh TPOBEJICHBI B AaKKPEAUTOBAHHOW B HAIMOHAJIBHOM CHUCTEME aKKpPEAWTAIMH WCIBITAaTeIbHON
naboparopun  (LEHTPE), OCYIIECTBISIONICH MPOBEIECHWE TEXHUYECKUX HUCIBITAHUH U (WUIIN)
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TOKCUKOJIOTHYECKUX HCCIEAOBAHUMN, C yIEeTOM 00JacTH €€ aKKpeIUTAINH, KIMHUISCKUE UCTIBITAHUS TI0
TUNIOBOM TIpOrpaMMe - B MEIWIIMHCKOW OpraHM3allid, OTBEYANONIEH TpeOOBaHMIM, YCTaHOBJICHHBIM
[TpaBmiaMu perucTpanuu, U MPOBOISAIICH KIMHUYSCKUE UCTIBITAHMSL.

(8B pen. ITocranosnenuii [IpaBurenasctea PO ot 19.09.2022 N 1643, ot 28.02.2025 N 240)

Jnst MeIMIMHCKUX W3/ OT€YECTBEHHOI'O0 MPOU3BOACTBA (32 MCKIIOUEHHEM HUMILIAHTUPYEMBIX
MEIUIMHCKUX H3JCIUHA W MEIUIMHCKUX W3JICJUH, BBITYCKAEMBIX B CTEPUIBLHOM BHJE) IIPH
rocyJapCTBEHHOM PErucTpaluy Mo BHIOOPY 3asBUTEINS MPEACTABISAIOTCS JOKYMEHTBI MTPOU3BOAUTEINS U
(W) opraHM3anui, OCYIICCTBIISIONIMX IPOBEICHHE TEXHUYECKHX HCIBITAHUN, TOKCHKOJOTHYECKHUX
ucciaeoBaHui (pe3ybTaThl COOTBETCTBYIOIIMX HCHBITAHUI), MO3BOJSIONIUE OILICHUTH MPUMEHSIEMbIC
MeTOoAbI (METOJIMKH) U TIEPEUYEHB UCITOJIH3YEMOT0 UCIIBITATEILHOTO 000Dy I0BaHHUS.

JUiss MeAMIMHCKUX U3JEJIMA MHOCTPAHHOIO NPOM3BOACTBA (32 HMCKJIIOYEHHEM IIPOrPaMMHOIO
o0ecreyeHus, SBISIOMErocss MEIUIMHCKAM H3JEIHeM, B TOM 4YHCJIE IPOrpaMMHOI0 oOecredeHus ¢
MPUMEHEHHEM TEXHOJIOTUH MCKYCCTBEHHOTO MHTEIIICKTA, ¥ MEAUIMHCKUX M3CTHNA ISl TUarHOCTHKH in
Vitro) mpu roCyAapCTBEHHOH pPErucTpalud MO BBIOOPY 3asBUTENIE MOTYT OBbITh NPEACTaBIEHbl KOIUHU
JOKYMEHTOB, OJITBEPKAI0IIUX (PAKT pErucTpalluy METUIUHCKOTO U3/1€JIUsl B YCTAHOBICHHOM IMOPSIIKE
B CTPAaHE-NIPOU3BOJUTENIC, C MPUIOKEHUEM JOKYMEHTOB, IOATBEPKIAIOUIMX  KIMHUYECKYIO
3¢ (HEeKTHBHOCT, ¥ 0E30MACHOCTh PETHCTPUPYEMOT0 MEAHWIIMHCKOTO WU3Jenus. B TakoMm ciydae
pe3yJIbTaThl KIMHUYECKUX MCHBITAHUM MEIMLUHCKOIO W3JENHsl, IPOBEIEHHBIX Ha TEPPUTOPUU
Poccuiickoit ®denepanuu B COOTBETCTBUM C IOPSAKOM, YCTAaHOBJIEHHBIM IIpUKa3oM MuHHCTEpPCTBA
3npaBooxpaHeHus Poccuiickoit ®enepannn, He PEACTABIAIOTCS;

JIOKYMEHTBI, TOJATBEP)KIAIOLINE pPE3YJAbTaThl MCHBITAHUN MEIUIMHCKOTO U3JeNUs B  ILENIIX
YTBEPXKACHUS THUIIA CPEACTB HM3MEPEHHUH, B OTHOLIEHWH MEIULMHCKUX W3ACIUH, OTHOCALIMUXCA K
CpeICTBaM M3MEpEeHHH B cpepe Trocy1apCTBEHHOIO PETYIUPOBaHUs 00eCIedeH sl €IMHCTBA U3MEPEHUH,
nepevyeHb KOTOPBIX yTBepkaaeTcs MUHUCTEPCTBOM 31ipaBooxpaneHus Poccuiickoii denepanuu (nanee -
WCIBITaHUS MEAUIIMHCKOTO U3JIENHS B LIEJISX YTBEPKACHUS TUIIA CPEICTB U3MEPEHUN );

(8B pen. IlocranoBnenus IlpaButenscrBa PO ot 19.09.2022 N 1643)

CBeZIeHHsI 00 YBEIOMJICHHSX O BBO3€ MEIMLMHCKUX M3AENUN C LEIbl0 MX TOCYIapCTBEHHOU
perucTpanyy, NoJaHHbIX B PETUCTPUPYIOIINNA OpraH (110 MPUMEHUMOCTH);
(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

JIOKYMEHTBI, TOATBEP K 1a0II1e BO3MOKHOCTh OCYIIECTBICHHUS MTPOU3BOJICTBA 10 apecy (aapecam),
yKa3aHHOMY (YyKa3aHHBIM) B 3asBJICHHU O TOCYIapCTBEHHOW PETHCTPAllMM MEIAMIIMHCKOTO W3AeNus
(mpou3BOACTBeHHAs TIUIOMIAAKa (TIPOM3BOJACTBEHHBIC IUIOMAAKH) (JIOKYMEHTBI, TOATBEPKIAIOIIHE
HaJU4he yCIOBUW MPOW3BOJICTBA, W (WJIM) KOTTMH CEPTH(PUKATOB COOTBETCTBHS CHCTEMBI MEHEKMEHTA
kauecTBa TpeboBanusaM crapaapta [OCT ISO 13485 "Uznenus meauimHckue. CUCTEMBl MEHEKMEHTA
KadecTBa. TpeOoBaHUs JUIsl IIEJIEM pEryJupoBaHUA" WJIHM COOTBETCTBYIOMIETO MEXIYHAPOIHOTO
crarnapta ISO 13485) (mpu Hanmuun);

UHBIE JIOKYMEHTBI, XapaKTepU3yIolIle KauyecTBO, 3(PPEKTUBHOCTh U OE30MACHOCTh MEAUIIMHCKOTO
uzaenus (Mpu HAIUIHUHN);

a63am yrpatun cuiy ¢ 1 mapta 2025 rona. - [loctanosnenue [IpaBurensctBa PD ot 28.02.2025 N
240.
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

B CJIydac €CJIM YKAa3aHHbIC JOKYMCHTBI COCTABJICHBI HA MHOCTPAHHOM A3BIKC, OHU MPCACTABIIAIOTCA
C 3aB€PCHHBIM B YCTAHOBJICHHOM IIOPAAKE IIEPEBOJAOM HaA pYCCKI/Iﬁ SA3BIK.

JIOKyMEHTBI POM3BOAUTENS (M3rOTOBUTEINS), YKA3aHHbIE B HACTOSLIEM ITyHKTE (3a MCKIIOYEHHEM
JOKYMEHTOB, IpPEIyCMOTPEHHbIX a03allaMy ISTBIM M IIECTHIM HACTOALIET0 ITyHKTAa), 3aBEpSIOTCS
IIPOU3BOJIUTENIEM  (M3TOTOBUTEIEM) WM  YIOJIHOMOYEHHBIM  IMPEACTABUTEIEM  IIPOU3BOIUTEIS
(u3rotoBuTens) (MO0 JIMIOM, OCYIIECTBISIIOIIMM BBO3 MEAMLMHCKOro wusfenuss B Poccuiickyro
@denepanyio B LEIAX €0 T'OCYJAapCTBEHHON pEerucTpanuu) Ipu yCJIOBUM HAJUYMs U NPEICTABICHUS B
SKCHEPTHOE  YUPEXAEHUE JOKyMEeHTa (JOKYMEHTOB), IOATBEP’KAAOLWETr0  (MOATBEPKIAAIOIINX)
MOJTHOMOYHSI  YIIOJIHOMOYEHHOTO TPEACTABUTENsl TMPOU3ZBOAMTENS (M3rOTOBUTENS) (nMubo nwmua,
OCYILIECTBIISIOLIET0 BBO3 MeAMUMHCKOro wu3zaenusa B Poccuiickyto @Denepanuio B ILEniX €ro
rOCy/lapCTBEHHON pErucTpaluy) IO HX 3aBEPEHUI0 U BCTYMUBIIETO (BCTYNMBIIMX) B CHILY [0
oopMieHHs: JOKYMEHTOB, IPEAYCMOTPEHHBIX HACTOSALIUM ITYHKTOM.

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

[Tpu momave 3asBJICHUS O TOCYJAPCTBEHHON PErHMCTPAIMU MEAUIIMHCKOTO U3/IENUs B COOTBETCTBHH
C HACTOSIIIIUM TYHKTOM TIOJHOMOYHS TIPEACTABUTEIS 3asABUTENSI HA TIOJAa4y COOTBETCTBYIOIIETO
3asBIICHHS TOATBEPXKIAIOTCS C HCIOJIb30BaHMEM (YHKIMOHANA TUIATPOPMBI TOJHOMOYHH €IUHOTO
nopTarna.
(a63arn BBeneH [loctanosienuem I[IpaBurensctBa PO ot 28.02.2025 N 240)

JIOKyMEHTBI, yKa3aHHbIE B HACTOSAILIEM ITYHKTE, NPEACTABISIIOTCA B (opMe DIIEKTPOHHBIX
JOKYMEHTOB WJIM 3JIEKTPOHHBIX 00pa3oB JOKYMEHTOB, MOJIMMCAHHBIX YCUJICHHOW KBaTU(MUIIUPOBAHHOM
AJIEKTPOHHOH TTOAIMCHIO MM YCUJICHHOW HEKBATH(HIMPOBAHHON 3JIEKTPOHHOM MOIMHCKHIO, cepTU(dUKaT
KII0Ya TPOBEPKH KOTOPOM CO3/laH U  HCIONB3yeTcs B  HHEQpAcTpyKType, oOecreuynBaromei
MH(OPMALIMOHHO-TEXHOJIOTUYECKOE B3aMMOJEHCTBHE HH(OPMALMOHHBIX CHUCTEM, HCHOJIb3YEMBIX IS
MPEJOCTABIICHUS TOCYJapPCTBEHHBIX M MYHUIMIAIBHBIX YCIYT B 3JEKTPOHHOM (hopMe, B yCTAaHOBIEHHOM
[IpaBurensctBOM Poccuiickoit ®enepanuu mopsiake (manee - yCHICHHas HEKBATU(DUIIMpPOBaHHAS
3JIEKTPOHHAs! MOJITUCH), 3asBUTEIIS.

(a63arn BBeneH [loctanosnenuem [paBurensctBa PD ot 28.02.2025 N 240)

JlokyMeHThl Ha OyMa)kKHOM HOCHTEJE, COAEpIKAIlIUecs B PErHMCTPAIlMOHHOM J0ChE, DJIEKTPOHHBIE
00pa3bl KOTOPBIX MPEJICTABIISFOTCS 3asSBUTEIIEM, JODKHBI OBITh 3aBEPCHBI B YCTAHOBIICHHOM ITOPSIJIKE.
(a63am BBeneH I[locranosnenuem [IpaButenscta PO ot 28.02.2025 N 240)

JIOKyMEHTBI, yKa3aHHbIE B HACTOALIEM IYHKTE, JTOJDKHBI OBITh BBIMIOJHEHBI B MHOTOIIBETHOM
¢dopmare ¢ paspemieHueM He meHee 300 Toyek Ha oM B Qopmare pdf ¢ TEKCTOBBIM ciloeM C
BO3MOJKHOCTBIO BBIJICJICHHS ¥ KOITMPOBAHUS OJIOKOB, a TAK)KE OCYIIIECTBIICHUS ITOMCKA.

(a03am BBesieH [locranoBnennem [IpaBurensctBa PO ot 28.02.2025 N 240)

Pa3zmep mo6oro u3 ¢aitioB perucTpaliMOHHOTO JOChE HE TOJDKEH npeBbimarh 100 MO.
(a63ar BBeneH IlocranoBnenuem IIpaBurensctea PO ot 28.02.2025 N 240)

B kaxaoM JOKyMeHTe, CoAep)KameMcsl B PETHCTPAIlMOHHOM JIOChe, 00sS3aTelbHO JIOJDKHA OBITh
yKa3aHa JaTa ero BblJIayu.
(a63ar BBeneH [loctanoBnenuem [paBurensctBa PO ot 28.02.2025 N 240)

14. DkcnepTHOE yupexJeHHe B TedeHue 15 pabouux IHEW co JHS MOCTYIUICHHS JTOKYMEHTOB,
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

yKa3aHHbIX B IIyHKTe 13 HacTosIero AOKyMEHTa, IPOBOJUT OLIEHKY WX IIOJHOTHI, a TaKXke
JOCTOBEPHOCTH COZEPXKALIMXCS B HHUX CBEIEHUH, NOCTATOYHOCTH M KOMIUIEKTHOCTH, B TOM 4YHCIIE
JOCTaTOYHOCTH 00BEMa MPOBEIECHHBIX TEXHHUECKUX HCIBITAHUH, TOKCHKOJOTHUYECKUX HCCIECI0BAHUM,
KJIMHUYECKUX WCHBITAaHUH, UCHBITAHUA MEIULIMHCKOTO M3AEIHsS B LENAX YTBEPXKICHHUSA THUIIA CPENCTB
U3MepeHui, opopMIIsIeT 3aKITI0OUEHIE O BOZMOKHOCTH (HEBO3ZMOXKHOCTH ) TOCYAAPCTBEHHOM pEerucTpanuu
MEIULMHCKOro u3enus 1no Qopme, ycraHoBieHHOW MMHUCTEPCTBOM 37apaBooxpaHeHus Poccuiickoit
denepanuu 718 HeNei SKCepTu3bl KadecTBa, 3PPEKTUBHOCTH U 0€30MaCHOCTH MEIUIIUHCKOTO U3/IeNIHs,
U HaIlpaBJIeT €ro B peruCTPUPYIOLINIA OpraH.

(B pen. [locranosnenus IlpasurensctBa PO ot 19.09.2022 N 1643)

K 3akimioueHHIo SKCIEPTHOTO YUpEeKJIEHUs, YKa3aHHOMY B a03alle MepBOM HACTOSLIETO IyHKTAa,
MIPUJIAraloTCsl TOKYMEHTBI, TIPEICTABICHHBIC 3asBUTEIIEM B COOTBETCTBUM C MYHKTOM 13 HacTOsIIEro
JTOKyMeHTa (B SJEKTPOHHON (opme myTeM pa3MelleHHs B aBTOMATHU3MPOBAHHOW HHQPOPMAIIMOHHOM
CHUCTEME PETUCTPUPYIOIIETO OPraHa) U MyHKTOM 15 HacTOSsIIero JOKyMeHTa.

(B pen. ITocranornenus IIpaButenscTBa PO ot 28.02.2025 N 240)

15. B ciay4ae BBISIBICHUS SKCIIEPTHBIM YUPEKACHUEM HEIMOJHOTHI, U (WIH) HEIOCTOBEPHOCTH, U
(unM) HEAOCTATOYHOCTH, U (WMJIM) HEKOMIUIEKTHOCTH JOKYMEHTOB M (WJIM) CBEIEHUM, yKa3aHHBIX B
nyHKTe 13 HacTOALIETro MOKYMEHTAa, SKCIIEPTHOE YUPESKICHHE B TeUeHHE 5 paboumx THEH co THS HX
MIOCTYIUICHHUS HaIIPABIISIET 3asBUTEIIO TIOCPEICTBOM MOJCUCTEMBI €AMHOTO JTUYHOTO KaOMHETa Ha €UHOM
noprane (Jajee - €AWHbIM JIMYHBIA KaOWMHET 3asBUTENsI) 3alpoc O IMPEACTaBICHUM HEOOXOIMMBIX
JOKYMEHTOB W (WJIM) CBEICHHH, YKa3aHHBIX B IyHKTE |3 HAcTOSIIEro JOKYMEHTa, C YKa3aHHEM
XapakTepa 3aMe4aHuil u crnoco0a uxX yCcTpaHeHUs.

(B pen. ITocranornenus IpaButenscTBa PD ot 28.02.2025 N 240)

3asBuTeNnb 00s3aH MPEACTaBUTh OTBET HA 3alpoC HKCHEPTHOTO YUYPEKACHUS B CPOK, HE
npesbimatomuid 30 pabounx AHEH cO JAHSA HaNpaBlIeHMs 3ampoca. DKCIEPTHOE YUPEXJEHHE TOTOBUT
3aKJIIOYEHHE B T€YEHHE 5 pabOUMX JHEH CO JIHS MOCTYIUIEHUS OT 3asBUTENSI OTBETA Ha 3aIpoc.

B cnywsae HempencraBneHuss no ucredyeHun 30 paboumx AHEH 3asBUTENEM OTBETa Ha 3arpoc
AKCIIEPTHOE YUPEKJIEHUE MOArOTaBIMBAET 3aKJIIOUYCHHE Ha OCHOBAaHUM JOKYMEHTOB, UMEIOIIUXCS B €ro
pacropsKEHUH.

BperI CO OHA HaIlpaBJICHUA 3aIllpoca SKCICPTHOro YUYpPCKIACHUA OO JHA IMOJIYYCHHSA OTBCTA Ha
3aMpoc SKCIEPTHOTO YUPEKICHUS WU YBEOMIICHHUS O HEMPEACTaBIEHUU OTBETA Ha 3aMpOC SKCIEPTHOTO
YUPCKACHUA HC YUYUTBIBACTCA TIPpU  HCUYHUCICHHH CpOKa TIPOBCACHUSA OKCHCPTU3BI Ka4dY€CTBaA,
3¢ (HEeKTHBHOCTH M 0€30MaCHOCTH MEIUIIMHCKOTO U3/IEIHS.

(a63ar BBeneH [loctanoBnenuem I[IpaBurensctBa PO ot 28.02.2025 N 240)

16. 3akmioyeHHe O HEBO3MOXXHOCTH TOCYAAPCTBEHHOM PETUCTPAllMM MEIUIMHCKOTO H3IeNnus
oopmiisieTcss IKCHEPTHBIM YUIPEKJACHUEM TP HATUYAHA CISAYIONUX OCHOBAaHUH (OJHOTO WA
HECKOJIbKHX ):

a) OTCYTCTBYIOT JIOKa3aTeJIhCTBA COOTBETCTBUS MEAMIIMHCKOTO HW3JETUs  TpeOOBaHUIM
JOKYMEHTAI[UHU TPOU3BOAUTENS (U3TOTOBUTEIS);

0) OTCYTCTBYIOT JOKa3aTelbCTBa KaudecTBa, U (wiM) 3ddexTtuBHOCTH, W (WIK) OE30MACHOCTH
MEIULUHCKOTO U3IEIHS;
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

B) PUCK NPUYMHEHHUS Bpeda 3A0POBBI0 TPAXJaH M MEAMLIMHCKUX pPAOOTHUKOB BCIIEACTBHE
IIPUMEHEHMS MEAULIMHCKOI0 U3/eus NpeBblaeT 3G GEeKTUBHOCT €ro NpUMEHEHMS;

') MEIUIIMHCKOE U3/IEINE OTCYTCTBYET B IEPEUYHE MEAUIIMHCKUX U3/CIINA;

1) JOKYMEHTBI, YKa3aHHbIE B MyHKTe 13 HacTosero JOKyMEHTa, HE IMPEACTaBICHbl B IMOJIHOM
o0beMe, B TOM YHCIE B paMKax IyHKTa 15 HACTOSIIEro JOKYMEHTa, W (WJIM) B HUX BBISBICHBI
HEJIOCTOBEPHBIE CBEACHUS.

17. Peructpupyromuii opran B Te4eHHe 7 paboO4YMX IHEH CO JHS TOCTYIUICHUS 3aKITFOYCHUS,
YKa3aHHOTO B ITyHKTEe 14 HAcTOAIIEro JOKyMEHTA, OCYILECTBIISIET:

a) MPUHSITHE PEHICHUSI O TOCYAAPCTBEHHOM PErHCTPallui MEIUIIMHCKOTO U3JIEIUs Wik 00 OTKa3e B
rOCy/IapCTBEHHOW  PETUCTpAllMd  MEIULUHCKOTO  H3AeNus, KOTopoe odopMisieTcss MpPUKa30M
PErUCTPUPYIOIIETO OpPTraHa, U YBEAOMIICHUE 3asBUTEIISI O IPUHITOM PEIICHUU MOCPEACTBOM Pa3MEICHUS
COOTBETCTBYIOIIETO yBEAOMJICHUS B (hOopMe DIIEKTPOHHOTO JOKYMEHTa, MOANUCAHHOTO YCHIIEHHOU
KBUTM(DHUIIMPOBAHHON JJICKTPOHHOW IMOANMKUCHIO YIIOJTHOMOYEHHOTO JOJDKHOCTHOTO JIMIA, B CIUHOM
JTUYHOM KaOWHeTe 3asSBUTENS U JTUYHOM KaOUHEeTe 3asBUTEN B aBTOMAaTU3UPOBAHHON MH(DOPMAIIMOHHOM
CUCTEME PETUCTPHUPYIOIIETO OpraHa (Jajiee - 3JCKTPOHHBIN KaOUHET 3asBUTEIIA);

(. "a" B pen. [locranonenus [IpaButenbcTBa PO ot 28.02.2025 N 240)

0) BHECEHHUE PEECTPOBOI 3aIUCH B TOCYJaPCTBEHHBIN peecTp.
(mm. "6" B pex. [locranoBnenus [IpaButensctBa PO ot 28.02.2025 N 240)

18. B oOTHOmEHMHM MEOUIMHCKUX W3JEIHM, yKa3aHHbIX B IMEpPeYHE MEAMIMHCKUX W3JEINH,
JOIYCKAeTCsl BHECEHUWE W3MEHEHHMHM B JOKYMEHTBI, COJEp)KALlMeCs B PETUCTPAlMOHHOM JOChE Ha
MEIUIMHCKOE U3/I€TIHNE, 10 OCHOBAHUSAM, IPETyCMOTPEeHHbIM [IpaBuiiaMu peructpanuu U He TpeOyroImuM
MIPOBE/ICHUS HKCIEPTH3bI KauecTBa, 3P(HEKTUBHOCTH U O€30MaCHOCTH MEAMLIMHCKOTO M3/IEHs, a TAaKXKe B
Cllydae M3MEHEHHs CBEIEHUM O JMIE, OCYILECTBISAIOMEM BBO3 MEAMIMHCKOro usnenus B Poccuiickyro
@denepanuio B UENAX €ro rOCY1apCTBEHHON PETUCTPALUU.

BaeceHnne B JTOKyMEHTHI, COAEpIKallMecs B PErHMCTPALMOHHOM J0ChE€ Ha MEIUIIMHCKOE H3JEeNue,
3apeTUCTPUPOBAHHOE B COOTBETCTBUU C HACTOSIIIUM JOKYMEHTOM, U3MEHEHU, TpeOYIOIUX MpOBEICHUS
SKCIIEPTHU3bl KadecTBa, 3P(PEKTUBHOCTH U OE30MaCHOCTH MEAUIIMHCKOIO H3JENNs, OCYLIECTBISIETCS B
nopsijike, npeaycMoTpeHHoM [IpaBuiamu perucrpannu, B CpoK, He NMPeBBIIAONINA 25 pabounx JHeH co
JIHS. TOCTYIUIEHUs 3asBJIEHUS O BHECEHWU HM3MEHEHHH U KOMIUIEKTa JOKYMEHTOB, IPEIyCMOTPEHHBIX
[IpaBuiiamMu perucTpanuu.

19. Jlna BHeceHUs B JOKYMEHTHI, COAEpKAaIIMecs B PETUCTPALIMOHHOM JOChE, H3MEHEHUH,
yKa3aHHbIX B a03alle MepBOM IMyHKTa 18 HAcTOSMIEro JOKYMEHTa, 3asBUTENb IMPEACTaBISET B
PETUCTPUPYIOLINNA OpPraH ¢ UCMOIb30BAHUEM €AMHOTO MOpTaja CIEAYIOINE TOKYMEHTHI:

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

3a5BJICHUE O BHECEHUM W3MEHEHHUU B JTOKYMEHTBI, COJEpXKAIIMeCs] B PETHCTPALMOHHOM J0ChE
(manee - 3asBIEHHE O BHECEHHM H3MEHEHMIi), O(OpPMIIEHHOE B COOTBETCTBHUHM C TPEOOBAHUSAMH K
COJIEpKaHUIO 3asBJICHHS O BHECEHHH U3MEHEHM, yCTaHOBIEHHbIMU [IpaBunamu perucrpannu. B cioyqae
BBO3a MEIULMHCKOro usnenus B Poccuiickyro denepanuio B LENIIX BHECEHUs U3MEHEHUN B JOKYMEHTHI,
coJiepKalecs B PErMCTPAlMOHHOM JOChE, 3asABJICHHE O BHECEHWH W3MEHEHUN OJDKHO COJIEP/KaTh
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

CIIEAYIOIIME CBEACHUS O JHIE, OCYIIECTBISIONIEM BBO3 MEAMLMHCKOrO usnenus B Poccuiickyro
denepanuio:
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 28.02.2025 N 240)

B OTHONICHUU IOPUAMYECKOTO JIMLA - MOJHOE M COKpallleHHOe (IIpY HaJU4uu) HAauMEHOBaHUs (C
TpaHCIUTEpaLuen), OpraHU3alMOHHO-TIPaBOBas dopma, UICHTU(UKAITTOHHBIN HOMeEp
HaJIOTroIIaTeNbIINKA (1S MPOU3BOAUTENCH, aBstomuXcs pesuaeHTamu Poccuiickoit denepanun), anpec
MecTa HaXOXKJCHHUS, a TAaKXKe HOMep TeiedoHa U aipec HIeKTPOHHON TOYTHI,

(B pen. ITocranornenus [IpaButenscTBa PO ot 28.02.2025 N 240)

B OTHOIICHUM (UBUYECKOTO JIUIA, 3aPETHCTPUPOBAHHOTO B KAYeCTBE WHIUBUIYATHHOTO
npeanpuHuUMarens, - (amunus, UMig H OTYeCTBO (NPU HAJIUYMU), PEKBU3HUTHI JOKYMEHTA,
YAOCTOBEPSIONIETO JTUYHOCTD, UACHTU(UKAIIMOHHBIA HOMEP HAJIOTOIIATENbINNKA (JJIs1 POU3BOIUTENCH,
ABIAIOIIMXCS pe3uaeHTamu Poccuiickoit denepanuu), apec MecTa >KUTEIbCTBA, a TaKKe HOMEP
TenedoHa U aJIpec FICKTPOHHOM MOUTHI;

(B pen. ITocranornenus IlpaButenscTBa PO o1 28.02.2025 N 240)

Komusi (KOMHUH) JTOKYMEHTa (JOKYMEHTOB), MOJTBEPKAAIOMIETO (MTOATBEPKIAIOMINX) MTOJHOMOYHS
YIIOJTHOMOYEHHOTO TPEJCTaBUTENSl MPOU3BOAUTENS (M3rOTOBUTENSA) MO MPEACTABICHUIO HHTEPECOB
MPOU3BOIUTENST (M3TOTOBUTEINSI), HECEHUIO OTBETCTBEHHOCTH B YacCTU OOpaIIeHUS MEIUIIMHCKOTO
u3nenust Ha Tepputopun Poccuiickoit denepanuu, B TOM 4YHCIE MO BOMPOCAM MPOLEAYP OLEHKH
COOTBETCTBHUSl M TOCYIapCTBEHHOW PETUCTPALlUU, a TAKKE MO 3aBEPEHHUIO JOKYMEHTOB IPOU3BOJUTEIS
(M3roTOBUTENS) U BCTYIUBIIETO (BCTYMUBIINX) B CHILY O O(DOPMIIEHHUSI COOTBETCTBYIOLIUX JOKYMEHTOB,
MPEAYCMOTPEHHBIX HACTOSIIINUM ITYHKTOM (110 TPUMEHUMOCTH);

(8B pen. ITocranoBnenus IlpaButensctBa PO ot 28.02.2025 N 240)

Konusi (KOMHMM) JOKYMEHTa (JIOKYMEHTOB), MOJATBEPKIAIOIIETO (IOATBEPKAAIOIINX) TTOJTHOMOYUS
JMIa, OCYLIECTBIIAIOIIET0 BBO3 MEAMIMHCKOro m3nenuss B Poccuiickyro ®enepanuio B LENSAX €ro
rOCy/lapCTBEHHOM pErucTpaluy, [0 3aBEPEHUI0 JOKYMEHTOB IPOU3BOJAUTENS (M3rOTOBUTENSA) H
BCTYNUBIIETO  (BCTYMMBIIUX) B CHWIy J0 O(QOPMIIEHHMS  COOTBETCTBYIOIMX  JOKYMEHTOB,
MPEyCMOTPEHHBIX HACTOSIIIUM ITYHKTOM (110 IPUMEHUMOCTH);

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.02.2025 N 240)

JIOKYMEHTHI, MOATBEPXKJAIOIINE  TPUHAIICKHOCTD MEUITMHCKOTO W3IeNUs  JIMILY,
OCYUIECTBJISIIOIIEMY BBO3 MeAUIMHCKOro wusnenuss B Poccuiickyto ®enepanuio B IHEmsIX €ro
roCyJIapCTBEHHOM pPErucTpaIiii Ha 3aKOHHBIX OCHOBAHUSX;

JIOKYMEHTBI, TOJITBEPKIA0IIIe BO3MOXKHOCTh OCYIIECTBICHHS MTPOU3BO/ICTBA 10 aJipecy (aapecam),
yKa3aHHOMY (yKa3aHHbIM) B 3asBJI€HMM O BHECEHUU H3MEHEHHH (MpPOM3BOACTBEHHAs IUIOMIAJIKA
(MpOM3BOJICTBEHHBIE IUIOIMIAAKK) (JOKYMEHTBI, MOATBEP)KIAIOIIME HATUYMEe YCIOBUH MPOM3BOACTBA, U
(unn) KOomMM CepTHU(PUKATOB COOTBETCTBHSI CHUCTEMbl MEHEKMEHTA KauecTBa TpeOOBaHHUSAM CTaHIapTa
I'OCT ISO 13485 "Uznenus meaunuHckue. CUCTEMBl MEHEIKMEHTa KadecTBa. TpeOoBaHus A 1enen
perynupoBaHus" WM COOTBETCTBYIOIIETO MeXKAyHapoaHoro ctanaapra ISO 13485) (nmpu Hanuuun);

JOKYMEHTbl M CBEJIEHHS O COOTBETCTBYIOIIMX HM3MEHEHHUSAX, B TOM YHUCIE JOKYMEHTHI,
MOJITBEPKTAIOIIIE N3MEHEHHUSI M CBUIETEIILCTBYIONINE O TOM, YTO BHECEHHE 3TUX M3MEHEHUH HE BIICUET
3a co0OW W3MEHEHMs CBOWCTB M XapaKTePUCTUK MEAMLMHCKOTO W3JENUs, BIUAIONIMX Ha €ro
0€30MacHOCTb, Ka4eCTBO U 3PPEKTUBHOCTD, WM COBEPUICHCTBYET €r0 CBOMCTBA M XapaKTEPUCTHKHU MpPU
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

HEU3MEHHOCTH (DYHKIIMOHAILHOTO Ha3HAYCHUS U (UJIN) PUHIIUIIA JEHCTBHUS MEIUIIMHCKOTO U3ICITHUS;

a03a1bl BOCKMOM - IecaThI yTpatwiu cuity ¢ 1 mapta 2025 roaa. - [loctanonenue [IpaBurenscTBa
P® ot 28.02.2025 N 240.

B citydae eciu yka3aHHbIE JOKYMEHTHI COCTABJIEHBI HA HHOCTPAHHOM SI3bIKE, OHU IIPEACTABISAIOTCS
C 3aBEPEHHBIM B YCTAaHOBJICHHOM IIOPSIKE IIEPEBOJOM HA PYCCKUU S3BIK.

Ao03art yrpatun cuity ¢ 1 mapra 2025 roga. - [loctanoBnenue IIpasutensctBa PO ot 28.02.2025 N
240.

[lpu mnonmave 3asiBiCHWsST O BHECCHMHM HW3MEHCHHMH B COOTBETCTBUM C HACTOSIIUM ITYHKTOM
MTOJIHOMOYUS TPEACTABUTENS 3aSBUTENSI HA MOJady COOTBETCTBYIOIIECTO 3asIBICHUS TOJTBEPIKIAIOTCS C
UCIIOJIb30BaHUEM (PYHKITMOHAIA TUIAT(OPMBI TIOJTHOMOYHIA €IMHOM CUCTEMBI.

(a63an BBeneH [locranosnenuem I[paBurensctBa PO ot 28.02.2025 N 240)

JIOKyMEHTBI, YKa3aHHbIE B HACTOSIIEM ITYHKTE, NPEACTaBISIFOTCS B (OpME DIEKTPOHHBIX
JOKYMEHTOB WJIM JJIEKTPOHHBIX 00pa30B JOKYMEHTOB, MOJIMCAHHBIX YCHUJICHHOW KBaTH(PHUIMPOBAHHON
AJIEKTPOHHOU TIOANMKCHIO WK YCUIICHHON HEKBAIM(UIIMPOBAHHOM JIEKTPOHHON TOIKUCHIO 3asBUTEIIS.
(a63an BBeneH [loctanosnenuem I[IpaBurenscta PO ot 28.02.2025 N 240)

JIOKyMEeHTbI Ha OyMa)KHOM HOCHTEJIE, COJIEpIKAIUECs] B PErHCTPALIMOHHOM JIOChE, JIEKTPOHHBIC
00pa3bl KOTOPBIX MPEIICTABIISFOTCS 3asBUTEIIEM, JOKHBI OBITh 3aBEPECHBI B YCTAHOBICHHOM ITOPSIJIKE.
(a63ar BBeneH [loctanosienuem I[paBurenscTtBa PO ot 28.02.2025 N 240)

JIOKyMEHTBI, yKa3aHHBIC B HACTOSIIEM ITYHKTE, JOJDKHBI OBITh BBITIOJHCHBI B MHOTOIIBETHOM
dopmare ¢ paspemennem He MeHee 300 Touek Ha mroiiM B ¢dopmare pdf ¢ TEKCTOBBIM cioeM c
BO3MOYXHOCTBIO BBIJICTICHUS ¥l KOITUPOBAHUS OJIOKOB, a TAK)KE OCYIIICCTBIICHHUS TTOUCKA.

(a63an BBeneH I[locranosnenuem [IpaButenscta PO ot 28.02.2025 N 240)

Pazmep nro60ro u3 ¢hailoB perucTpalioOHHOTO TOChe HE JT0hKeH npeBbimaTts 100 MO.
(a63an BBenen [locranosnenuem [IpaButenscta PO ot 28.02.2025 N 240)

B xaxmaoM OKyMEHTEe, COAepKamleMcsi B PETHCTPAIIMOHHOM JIOChe, 00s3aTelbHO JODKHA OBITH
yKa3aHa JaTa ero BblJayu.
(a63arn BBeneH [loctanoBnenuem [paBurensctBa PO ot 28.02.2025 N 240)

20. B Teuenue 15 pabGoumx AHEW cO JIHSA TOCTYIUIEHHUS 3asBJICHUS O BHECEHUH M3MEHEHUH u
JOKYMEHTOB, IPEIYCMOTPEHHBIX IYHKTOM 19 HacTosAmero TOKYMEHTa, PETUCTPUPYIOIIHUM OpraH
IIPOBOJHUT IIPOBEPKY IOJTHOTHI U JOCTOBEPHOCTH COJAEPIKALIUXCS B HUX CBEICHUN U OCYILIECTBIISET:

a) MPUHATHE PEleHUs] O BHECEHUH U3MEHEHUH B JJOKYMEHTBI, COJEpIKaIINecs B PErUCTPAlMOHHOM
J0Che, KOTOpoe O(OpMIIIETCS MPUKAa30M PETUCTPUPYIONIEr0 OpraHa, BHECEHHE B TOCYIapCTBEHHBIN
peecTp COOTBETCTBYIOIIMX CBEACHMM WM TPUHATHE pELIEHUS O TMpeKpalleHuu JallbHEeHIIero
pacCMOTPEHMsI 3asBJIIEHUS O BHECEHMM W3MEHEHUH M JOKYMEHTOB, NPEIYCMOTPEHHBIX IYHKTOM 19
HACTOSILETr0 TOKYMEHTa;

(nm. "a" B pen. Iloctanosnenus [IpaBurensctBa PO ot 28.02.2025 N 240)

www.consultant.ru Crpanuua 14 u3 24
HageXHasa nNpaBoBas noaaepXkKa


https://www.consultant.ru/
https://www.consultant.ru/
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100061&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100062&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100063&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100065&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100066&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100067&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100068&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100069&field=134&demo=2
https://login.consultant.ru/link/?req=doc&base=LAW&n=499994&date=15.02.2026&dst=100070&field=134&demo=2

MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

0) yBeooMJeHHE B NHCbMEHHOW (hopMe 3asgBUTENS O NPUHATOM pEUICHUU (HaIlpaBICHHUE
yBEIOMJICHHS. B (hOpME 3JIEKTPOHHOrO JOKYMEHTa, MOANUCAHHOIO YCHJICHHOM KBaaM(pUUUPOBAHHOMN
JIEKTPOHHON MOJANHUCHIO YINOJHOMOYEHHOI'O JOJKHOCTHOIO JIMIIA, MOCPEICTBOM €ro pasMeElleHHs B
€IMHOM JIMYHOM KaOMHeTe 3asBUTEIIS U SJICKTPOHHOM KaOUHETe 3asBUTENs).

(. "6" B pen. [Tocranosienus [IpaButensctBa PD ot 28.02.2025 N 240)

21. Peructpupyromuii opran GopMUpYyeT PEerUCTPallMOHHOE JOChE Ha MEIULMHCKOE H3JeNne U3
CIIEYIOIUX TOKYMEHTOB:

a) 3as4ABJICHHUEC O FOCYHapCTBeHHOﬁ perucTpanuu MU Ipujiara€Mbl€ K HEMY JOKYMCHTBI, 4 TAKXKC
3asBIICHUE O BHECCHHHU M3MECHEHHUI 1 npujaracMbI€ K 3asiBJICHHUIO O BHCCCHUU U3MEHCHHI AOKYMCHTBI,

0) 3aKJII0UYeHHE O BO3MOXHOCTH (HEBO3MOXHOCTH) FOCYAAPCTBEHHOW PETUCTPALIMU MEIUIIMHCKOTO
HU3JIENNS;

B) pEIICHHE O TOCYIapCTBEHHOW PEruCTpalldi METUIIMHCKOTO H3JeHs, 0pOPMIIEHHOE MPUKA30M
PETUCTPUPYIOIIETO OpraHa;

I') KOIMH YBEJOMJICHUH, 0()OPMIIEHHBIX PETUCTPUPYIOIIUM OPraHOM;
(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

n) yrpatui cuiy ¢ 1 mapta 2025 roga. - [Tocranosienue [IpaButensctBa PO ot 28.02.2025 N 240.

22. B nepuo neicTBUS TOCYJapCTBEHHON PErUCTpallii MEAULIMHCKOTO U3/1€IIHs, OCYILECTBICHHON
B COOTBETCTBUM C MyHKTamu 13 - 21 HacTosIero JAOKyMEHTa, MPOM3BOAUTENb (M3TOTOBHUTENb) HIIU
YIOJHOMOYEHHBI  MPEACTaBUTENb  NPOU3BOAUTENS  (M3TOTOBUTENS) BIOpaBe MPEICTaBUTh B
PETUCTPUPYIOIIUI OpraH 3asBJICHHE O TOCYAAPCTBEHHOM perucTpannu, opopMIeHHOE B COOTBETCTBUU C
TpeOOBaHUSAMU K COAEPKAHMIO TAKOIO 3asBJICHMs, yCTaHOBIEHHbIMU [IpaBuiamMu perucrpanuu, u
JOKYMEHTBI, TpeaycMoTpeHHble IIpaBunmamu perucrtpauuu B LEISAX IMPOXOXKAEHUS IPOLELYPHI
rOCYJIapCTBEHHOW PETUCTPALMM MEIUIIMHCKOTO M3AENHS B COOTBETCTBHM ¢ pazaenom Il wim paznenom
IV IlpaBun peructpauuu. CeneHust 00 YBEIOMIIEHUSX O BBO3€ MEIMIMHCKOIO M3/EIHS C LENbIO €ro
roCy/1apCTBEHHON PErUCTpalvy, MOJAAHHBIX B PETUCTPUPYIOLINI OpraH, B 3asBJICHUH O TOCYAapCTBEHHOU
pPETUCTpALMK TAKOI'O0 MEAULIMHCKOTO U3/IENINS HE YKa3bIBAKOTCSI.
(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

B nenax rocynapcTBEHHOM PETHCTPALMM TaKUX MEAMIMHCKUX M3JEJINN 3KCIEPTU3a 3asiBIICHUS O
roCy/1lapCTBEHHON PErUCTpalluy MEIULMHCKOTO U3AENus U JOKYMEHTOB, IpeaycMoTpeHHbIX [IpaBunamu
pPETUCTpALMK, OCYILECTBISETCSI OJHOBPEMEHHO C NPOBEACHHUEM JKCIEPTU3BI MOJHOTHI M PE3YJIbTAaTOB
MIPOBEJICHHBIX TEXHUUECKHUX UCIBITAHUHN, TOKCUKOJIOTUYECKUX UCCIIEJOBAHUN, KIMHUYECKUX UCIBITaHUH,
a TaK)Ke UCIBITAHUH B LENAX YTBEP)KJICHUS TUIIA CPEACTB U3MEPEHUM.

(m. 22 B pen. Ilocranosnenus [IpaButenscta PO ot 19.09.2022 N 1643)

lll. OcobeHHOCTU rocyaapCTBEHHOMW perucTpauum MeamuMHCKNX
n3nesnium ¢ HU3KOW CTeNeHbI NOTeHLMaNbHOro pucka ux NPMMeHeHus
(3a ncknroYeHnemM MegULMHCKUX U3aernun, BbinyckaeMbix
B CTEPUSIbHOM BuAae), BKNOYEHHbIX B NepeyYeHb
MeAULIMHCKUX u3aenum
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

23. Jlng rocylapCTBEHHOW perucTpalvy MEIULIUHCKOTO M3JEJNs C HU3KOM CTENEHBIO
MOTEHIMAJIBHOIO PUCKA €ro INPUMEHEHHs (332 UCKIIIOUEHHEM MEAMLMHCKUX H3JeNIUH, BBITYCKAEMBIX B
CTEpUIBHOM BHUJE), BKIIOUEHHOIO B IEPEYEHb MEIULMHCKUX W3JEIHUM, 3asBUTENb NPEICTABIAET B
PETUCTPUPYIOIMI OpraH ¢ MCIOJIB30BAaHUEM €IMHOrO JIMYHOIO KaOWHeTa 3asBUTEINs CleAyrollue
JIOKYMEHTBI U CBEICHMUSL:

(B pen. [Tocranornenus [IpaButenscTBa PO ot 28.02.2025 N 240)

3asBJICHHE€ O TOCYIAapCTBEHHOW PETUCTPALlUd MEAULMHCKOIO U3JEIUsl B COOTBETCTBUU C
TpeOOBaHUSMU K COJAEP)KAHUIO TAaKOrO 3asiBICHHUSA, yCTaHOBJICHHbIMH [IpaBuimamu peructpanuu (3a
UCKJIIOUEHUEM CBEACHUN, MPEAyCMOTpEeHHbIX moamnyHkrtamu "mM" - "p" m "Xx" nynkra 64 IlpaBun
peructpauuu). B ciydae BBo3a MmeauunuHckoro wusnenus B Poccuiickyro ®enepanuio B LesuX
roCy/1lapCTBEHHON pEerucTpanuy 3asBJIE€HUE O TOCYJapCTBEHHON PETrUCTpalliyd METULUHCKOTO H3/ENus
JOJKHO COJIepKaTh CIEAYIOIINE CBEIACHHS O JUIE, OCYIIECTBISIONIEM BBO3 MEIUIIMHCKOTO WU3/ETHS B
Poccuiickyro ®@enepanuro:

(B pen. ITocranornenus IIpaButenscTBa PO ot 28.02.2025 N 240)

B OTHOLICHUU IOPUAMYECKOTO JIMLA - MOJHOE M COKpallleHHOE (IIpY HaJU4MM) HAaUMEHOBaHUs (C
TpaHcIuTepanuen), OpraHu3aIMOHHO-TIPaBOBas dopma, UACHTU(PUKAIIMOHHBIH HOMEp
HaJIOroIuIaTeNbIIuKa (7151 TPOU3BOAUTEIICH, IBIIAIOMINXCS pe3ugaeHTamu Poccuiickoit @enepanun), aapec
MeCTa HaXOXJCHHS, a TAaK)Ke HOMep TeJaedoHa U apec dIEKTPOHHOM MOYTHI;

(B pen. [locranosnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

B OTHOIICHWU (UBUYECKOTO JIUIA, 3aPETHUCTPUPOBAHHOTO B KAayeCTBE WHIUBUAYATHHOTO
npeanpuHuMarens, - (amwinds, UM W OTYeCTBO (NPH HAJIMYWHU), PEKBU3UTHI JIOKYMEHTA,
YJOCTOBEPSIOLIETO JINYHOCTh, UICHTU(UKALMOHHBIH HOMEp HAJNOTOIIaTeNbIINKa (U1 POU3BOAUTEINEH,
SBISIIOIUXCS  pesupeHTamu  Poccuiickoit ®eneparuu), agpec MecTa KUTEIbCTBA, a TaKXKe HOMED
TenedoHa U ajipec SEKTPOHHOH MOYTHI;

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

Konusl (KOMHMM) JOKYMEHTa (JOKYMEHTOB), MOJTBEPXKAAIOUIET0 (MOATBEPKAAIOIIMX) MOJIHOMOYHNS
YIOJHOMOYEHHOI'O NPEJCTaBUTEN MPOU3BOAUTENS (M3TOTOBUTENS) MO IMPEACTABICHUI0 HHTEPECOB
MPOU3BOAUTENSL (M3TOTOBUTENS), HECEHUIO OTBETCTBEHHOCTH B 4YacTH OOpalieHHs MeIUIIMHCKOIo
n3nenus Ha teppuropun Poccuiickoi ®Pexepanuu, B TOM 4YHCIE II0 BOIPOCAM MPOLEAYP OLICHKH
COOTBETCTBHUSI M I'OCYJAapCTBEHHOW PETUCTPALMU, a TAKXKE 10 3aBEPEHHUIO JTOKYMEHTOB IPOU3BOJUTEIS
(M3roTOBUTENSA) U BCTYIUBIIETO (BCTYNUBILINX) B CHIIY 10 O(DOPMIIEHUSI COOTBETCTBYIOUINX JIOKYMEHTOB,
IPEYCMOTPEHHBIX HACTOSIIUM ITYHKTOM (110 TPUMEHUMOCTH);

(B pen. [locranosnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

Komusi (KOMHMH) JOKYMEHTa (JOKYMEHTOB), TOJTBEPKIAIONIETO (MOATBEPKAAOIINX) TOTHOMOYHUS
JIMIIA, OCYLIECTBJISIONIETO BBO3 MEIUIMHCKOrO u3Aenus B Poccuiickyro dDenepanuio B LEIAX €ro
rOCy/IapCTBEHHOW PETUCTpAIlMU, [0 3aBEPEHUI0 JOKYMEHTOB MPOU3ZBOJIUTENS (M3TOTOBUTENSA) H
BCTYNUBIIETO  (BCTYNMHWBIIUX) B CHIy 10 OQOPMIIGHHS  COOTBETCTBYIOIIMX  JOKYMEHTOB,
MPEeIyCMOTPEHHBIX HACTOSIIIUM ITYHKTOM (110 TPUMEHHUMOCTH);

(B pen. [locranosnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

KOIIUs JI0r0OBOpa, 3aKIKOYEHHOIO C YYPEXKICHUEM, Ha IPOBEIACHUE TEXHUYECKUX HCIIBITAHUN,
TOKCHUKOJIOTHYECKHUX HCCIEAOBAHUN, UCTBITAHUI B LIENSAX YTBEP)KICHHUS THUIA CPEJCTB U3MEpeHHH (1o
MPUMEHUMOCTH);
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

JIOKYMEHTHI, MTOATBEPIKIAIOIIINE MIPUHAIC)KHOCTh MEIULIMHCKOr0 U31eIIus JUIYy,
OCYILECTBJISIOIIEMY BBO3 MEAUMUMHCKOro wu3aenuss B Poccuiickyro Penepauuto B ULEIAX €ro
roCyJIapCTBEHHOM PErucTpaIiii Ha 3aKOHHBIX OCHOBAHUSX;

TEXHUUYECKass JOKYMEHTalUsl [pPOU3BOAUTENS (M3rOTOBUTENs) Ha MEAMIMHCKOE H3JEINE,
COOTBETCTBYIOIIAs TpPeOOBaHUSIM, YTBEPKACHHBIM MUHUCTEPCTBOM 37ApaBooxpaHeHus Poccuiickoi
®denepauuu;

SKCILJTyaTallMOHHAS JOKYMEHTAIUsl NPOU3BOJUTENS (M3rOTOBHUTENS) HA MEIUIMHCKOE W3JeTue,
COOTBETCTBYIOIIAsl TPeOOBAaHUSAM, YTBEPKIECHHBIM MUHUCTEPCTBOM 3apaBooxpaHeHus Poccuiickoii
®enepanuu;

¢dororpapuueckue  u300pakeHHs  OOLIEro  BUJAa  MEIULMHCKOIO  M3JEJIHUS  BMECTE C
IPUHAIIICKHOCTAMU, HEOOXOJUMBIMU JUIl TNPUMEHEHHs MEIULUHCKOIO H3JeNUs 10 Ha3HAuYeHUIo
(pazmepom He MeHee 18 Ha 24 caHTUMeETpa);

dortorpaduueckue H300paKeHUsT DICKTPOHHOrO HOCUTeNnss M uHTepdeiica IporpaMMHOTO
obecrieuenust (ecinm umeercsi) (pasmepoM He MeHee 18 Ha 24 caHTHMeTpa) - A MPOTPaMMHOTO
o0ecrieueHus, SIBISIOIIETOCS METUIIMHCKIM U3/IEIIHNEM;

a63an yrpatun cuity ¢ 1 mapra 2025 roga. - [loctanosnenue [IpaBurensctBa PO ot 28.02.2025 N
240.

B CJIydac €CJIM YKa3aHHbIC JOKYMCHTBI COCTABJICHBI HA MHOCTPAHHOM A3BIKC, OHU MPCACTABIIATOTCA
C 3aBCPCHHBIM B YCTAHOBJICHHOM IMOPAJKE IICPEBOAOM Ha pYCCKI/Iﬁ A3BIK.

A63an yrpatun cuiy ¢ 1 mapta 2025 rona. - [loctanosnenue [IpaButenscta PO ot 28.02.2025 N
240.

HpI/I mogayc 3asiBJICHUSA O FOCY)IapCTBeHHOI\/'I perucTpaivi MEANIUHCKOTO U3ACIINA B COOTBETCTBUU
C HACTOSIIUM TYHKTOM TIOJHOMOYHS TPEACTABUTENS 3asiBUTENS] Ha TOJa4y COOTBETCTBYIOIIETO
3asIBJICHUS TMOATBEPXKAAIOTCS C HCIOJb30BaHHWEM (yHKIMOHAIA TIATPOPMBI MOTHOMOYMUN €IMHOTO
noprasna.
(a63arn BBeneH [loctanoBnenuem [paBurensctBa PO ot 28.02.2025 N 240)

JIOKyMeHTBI, yKa3aHHbIE B HACTOSIIEM IYHKTE, TMPEACTaBISAIOTCI B (QOpME DIEKTPOHHBIX
JIOKYMEHTOB WJIM 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB, MOJIMCAHHBIX YCHUJIEHHOW KBaJTU(UIIUPOBAHHOM
ANEKTPOHHON MOJIMUCKHIO WIH YCUIICHHONW HEeKBAIM()UIIMPOBAHHOMN SJIEKTPOHHOM MOAMUCHIO 3asIBUTEIS.
(a63ar BBeneH [loctanosnenuem [paBurensctBa PO ot 28.02.2025 N 240)

JlokyMeHThl Ha OyMa)kKHOM HOCHTEJE, COAEpIKAIINECs B PErHMCTPAIlMOHHOM JOChE, DIIEKTPOHHBIE
00pa3bl KOTOPHIX MPECTABISIOTCS 3asBUTENIEM, JOJDKHBI OBITh 3aBEPEHBI B YCTAHOBIICHHOM TOPSIIKE.
(a63am BBeneH [locranosnenuem [paButenscta PO ot 28.02.2025 N 240)

JIOKyMEeHTBI, yKa3aHHBIE B HACTOAIIEM IYHKTE, IOJKHBI OBITh BBIMIOJHEHBI B MHOTOI[BETHOM
dopmare ¢ paspemennem He MeHee 300 Touek Ha mroiiM B ¢dopmare pdf ¢ TEKCTOBBIM cioeM ¢
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

BO3MOYXHOCTBIO BBIJICTICHUS ¥ KOIUPOBAHUS OJIOKOB, a TAK)KE OCYIIICCTBIICHHUS TTOUCKA.
(a63ar BBeneH [loctanosienuem I[paBurensctBa PD ot 28.02.2025 N 240)

Pa3zmep nro6oro u3 (aidaoB perucTpauoHHOTO JO0Che HEe A0JKeH npesbimars 100 MO.
(a63ar BBeneH [loctanosienuem I[IpaBurenscTtBa PO ot 28.02.2025 N 240)

B xaxaoM IOKyMEHTE, COAEpXKAlleMCs B PETUCTPAIIMOHHOM JOChe, 00s3aTeNbHO JOKHA OBITH
yKa3aHa JaTa €ro BbIJIauu.
(a63an BBeneH [loctanosnenuem [paBurensctBa PO ot 28.02.2025 N 240)

23(1). TocymapcTBeHHast perucTpamuss MEAUIIMHCKOTO HW3JAENUs C HHU3KOM  CTENEHbBIO
MOTEHIIMATBLHOTO PUCKA €r0 MPUMEHEHHUs (32 UCKIIOUYCHUEM MEAMIIMHCKUX W3JCNIUN, BBITYCKAEMBIX B
CTEpWIHHOM BHUJE), BKJIIOYCHHOTO B IMEPEYCHb MEAMIIMHCKHUX H3JENUN, MPOBOJUTCS OJHOKPATHO B
OTHOIIEHWHU OJIHOTO HAUMEHOBAHUS MEAUITMHCKOTO U3/ACIIUS OJHOTO MPOU3BOIUTENS (M3TOTOBUTEIIS).

(n. 23(1) BBenen [locranornenuem IlpaButenscta P® ot 28.02.2025 N 240)

24. B cpok, HE TPEBBIMIAIOIIMA 5 paboyux JHEH CO JHS TOMy4YeHUS 3asBIICHUS U JIOKYMEHTOB,
MPEAYCMOTPEHHBIX MYHKTOM 23 HACTOSIIETO TOKYMEHTA, PErUCTPUPYIOLIMKA OpraH MPUHUMAET PELEeHUe
0 TOCYIapCTBEHHOW PETUCTPAIMU MEIUIMHCKOTO H3/eNs, 0popMIIieMoe MPUKA30M PErUCTPUPYIOMIETO
opraHa, BHOCUT PEECTPOBYIO 3allUCh B T'OCYAAPCTBEHHBIM PEECTpP, YBEAOMIISIET 3asBUTENS O MPUHATOM
pelieHny (HaMpaBICHHE YBEIOMIICHUS B (JOPME SJICKTPOHHOTO JOKYMEHTA, MOAIMKMCAHHOTO YCHIICHHOM
KBTM(UIIUPOBAHHON AJIEKTPOHHON MOJIMKUCHI0 YMOIHOMOYEHHOIO JIOJKHOCTHOTO JIMIA, MOCPEACTBOM
€ro pa3MeIIeHUS B SIMHOM JINYHOM KaOWHETE 3asBUTEIIS U AJICKTPOHHOM KaOWHETE 3asBUTEIIS).

(B pen. ITocranornenus IpaButenscTBa P® ot 28.02.2025 N 240)

B cnydae ecian 1OKyMEHTBHI, yKa3aHHbIE B IyHKTE 23 HACTOSILEro JOKYMEHTa, U (WJIM) CBEJCHUS,
coJiepKallrecs B yKa3aHHbBIX JOKYMEHTax, MpeACTaBIeHbl HE B OJHOM o0beMe, U (WIK) Hel0OCTaTOYHBI,
1 (WJIM) HEKOMIUIEKTHBI, U (MJIM) HEOCTOBEPHBI, YKa3aHHbIE JOKYMEHTHI PETUCTPUPYIOIIUM OPraHOM HE
IIPUHUMAIOTCS, O YEM PErMCTPUPYIOUIMI OpraH yBEJOMJIAET 3asBUTENS (HAIpaBICHHUE YBEAOMIICHHS B
¢bopMe DIEKTPOHHOIO JIOKYMEHTa, IOJNUCAHHOIO YCHUJIEHHOW KBaJU(UUIUPOBAHHON 3IEKTPOHHOU
MOJAIHUCHIO YITOJIHOMOYEHHOIO JOLKHOCTHOTO JIMLA, ITOCPEACTBOM €0 Pa3MEIICHHs B €IUHOM JIMYHOM
KaOuHeTe 3asBUTEINS U AJIEKTPOHHOM KaOMHETe 3asiBUTENs).

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.02.2025 N 240)

OTBETCTBEHHOCTh 3a AOCTOBEPHOCTDH I/IH(bOpMaIII/II/I, HpeﬂCTaBHCHHOﬁ B PETUCTPALITMOHHOM OOCHE,
HECET 3asBUTEINb.
(a63arn BBeneH [loctanornenuem [paBurensctBa PO ot 19.09.2022 N 1643)

25. 3agBuUTENb B CPOK, HE MPEBBIIAIOMNN 5 pabouux AHEH CO JHS BHECEHUS PETUCTPUPYIOIIUM
OpraHOM B TOCYIAapCTBEHHBIA PEECTp PEECTPOBOM 3amuCH, MOATBEPKIAOMeld (akT rocynapCTBEHHOU
perucTpany MeIUIUHCKOTO M3AETHUs ¢ HU3KOW CTENEHbIO MOTEHIUAIBHOTO PUCKA ero MpUMeHeHHs (3a
WCKJTFOYEHUEM MEIMIMHCKUX W3JIENINH, BHIITYCKAEMBIX B CTEPHILHOM BHUJIE) B COOTBETCTBHH C ITYHKTOM
24 wHacroAlIero TOKYMEHTa, 00s3aH B COOTBETCTBMHU C 3aKIIOYEHHBIM JIOTOBOPOM IIPEACTAaBUTH B
yapexaeHue oopazer; (00pasipl) MEIUIIMHCKOTO W3ACNUS I MPOBEICHUS TEXHHUYECKUX HCIBITAHUM,
TOKCHKOJIOTMYECKHX MCCIIEOBAHUM, UCHBITAHUNA B LENSAX YTBEpXKJIEHHS THUIA CPEJCTB HU3MEpEeHUil, a
TaKXKe OTUIATHTD YCIYTH YUPEKICHUSI.

(8B pen. ITocranoBnenuii [IpaBurensctea PO ot 19.09.2022 N 1643, ot 29.12.2022 N 2525, ot 28.02.2025
N 240)
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

26. YupexnaeHue B CpoK, He mpeBblmatonmii 50 paboumx mHEW co AHA MOIXydeHus oOpasia
(006pa31oB) MEIULMHCKOIO M3/ENUs C HU3KOM CTENEeHbIO MOTEHIMATIbHOTO PUCKA €ro MpUMeHeHHs (3a
HCKJIIOYEHUEM MEIUIIMHCKUX W3/CNIUNA, BBIMTYCKAEMBIX B CTEPUIILHOM BHUJE), IPOBOJUT HCHBITAHUS U
UCCIIEIOBaHMs, YKa3aHHble B IIYHKTE 25 HAcCTOSIIEr0 JOKYMEHTa, B COOTBETCTBUU C THUIIOBOM
IporpaMMoil B 3aBHCHMOCTM OT BHJA MEAMLMHCKOTO W3JENHs, pa3padOTaHHOW OSKCIEPTHBIM
YUPEKIECHUEM U OMyOTMKOBAHHOW Ha O(UIIMATILHOM CalTe SKCIEPTHOTO yupekaeHus B cet "MHTepHeT"
(110 MPUMEHUMOCTH), ¥ OCYILIECTBIISCT:

(B pen. ITocranosnenus IIpasurenscrea PO ot 19.09.2022 N 1643)

a) odopMIIeHHE H BBIAAYY 3agBHTENIO JOKYMEHTOB, MOJITBEPKAAIOUINX PE3YIbTaThl UCIBITAHUNA U
UCCIIEJOBAaHHM, YKA3aHHBIX B IIYHKTE 25 HACTOSAIIETO TOKYMEHTA;
(nm. "a" B pen. [loctanosnenus IlpasurensctBa PO ot 19.09.2022 N 1643)

0) HampaBlieHME B PErMCTPUPYIOUIMH OpraH JOKYMEHTOB, IOATBEPXKIAIOIIUX pPE3YIbTaThl
UCIBITAHUN U UCCIEIOBAaHUM, YKa3aHHBIX B IMYHKTE 25 HACTOSIIETO JOKYMEHTA, U COIPOBOAUTEIHLHOTO
IUCbMA C YKa3aHHWEM CBEIEHUH 00 yCTaHOBIEHMM (HEYCTaHOBJIEHHMHM) (AKTOB MU OOCTOSATENHCTB,
CO3/IAI0ILUX YIPO3y KM3HU M 3/10pPOBBIO I'pa)JaH U MEIULIUHCKUX PAOOTHUKOB NpU NPUMEHEHUH U
9KCIUTyaTaluy MEIULUHCKOTO U3EIIN.

(nm. "0" B pea. [locranoBnenus Ilpasurenscrea PO ot 19.09.2022 N 1643)

27. B cpok, He mpebimapmuid 150 paboumx mHEH co AHS TOCYAapCTBEHHOW pErucTpanuu
MEIUIIMHCKOTO U3/EJNs C HU3KOM CTENEHbI0 MOTEHIIMAIBHOIO PUCKA €0 MPUMEHEHUS (32 UCKIIIOUYEHUEM
MEIUIMHCKUX U3JENUN, BBITYCKAEMBIX B CTEPUILHOM BHJIE), BKIIIOUEHHOTO B MEPEYCHb MEIUIIMHCKUX
W3JIEeIUH, MPOU3BOAUTENb (M3rOTOBUTENB) WM YIOJHOMOYEHHBIM MPEICTaBUTENb IPOU3BOIUTEIS
(u3rotoBuTens) 00s3aH NPEACTAaBUTh B PETUCTPUPYIOIIMN OpraH 3asBi€HHE O TOCYJapCTBEHHOMN
perucTpalM M KOMIUIEKT JIOKYMEHTOB (32 MCKJIIOYEHHEM [OKYMEHTOB, yKa3aHHBIX B IyHKTe 23
HACTOAILIETO JTOKYMEHTA, U JOKYMEHTOB, NMOATBEPKAAIOIINUX PE3YJIBTAThl UCIBITAHUN W UCCIIEIOBaHUM,
YKa3aHHBIX B MyHKTE 20 HACTOSILEro JTOKYMEHTa, B Cllydyae OTCYTCTBUS BHECEHHS B HUX M3MEHEHHH U
(M) mpoBeIeHUs TOTIOHUTENbHBIX UCTIBITAHUN U (MJIM) UCCIIEI0BaHMI), TPETyCMOTPEHHBIX Pa3/ieioM
Il wim pasgenom [V IlpaBun peructpaumu, A HPOXOXKACHUS MPOLEAYpPbl TOCYIapCTBEHHOU
pErHCTpalM MEIULUHCKOTO H3JEIUS U BHECEHUS PETUCTPUPYIOIIMM OPraHOM B TOCYAApCTBEHHBIN
peecTp peecTpoBOM 3alucH, MOATBEPXKIAIONMICH (PaKT TroCyJapCTBEHHOW PErHCTpallid MEIUIIMHCKOTO
uznenuss B coorBercTBUM ¢ IlpaBunamu peructpamuu. CBelneHuss 00 YBEAOMIIEHHSIX O BBO3€
MEIUIIMHCKOTO W3JIEHs C LEeJbI0 €ro rOCyJapCTBEHHOM perucTpaliy, NOJaHHBIX B PETUCTPUPYIOMIMM
OpraH, B 3asBJICHUHU O FOCYIapCTBEHHON PETUCTPALUU TAKOTO MEIULIMHCKOTO U3EIUS HE YKa3bIBAIOTCS.
(B pen. [locranoBnenus IlpaBurenscrBa P® ot 28.02.2025 N 240)

B mensx rocyaapcTBEHHOM perucTpalud MEAMLMHCKUX W3JEIMH, yKa3zaHHBIX B alzale MepBoM
HACTOAIIET0 MyHKTAa, SKCIePTU3a 3asBJICHUSI O TOCYIapCTBEHHON pErucTpalyi MEIUIUHCKOTO U3JIENNs U
JOKYMEHTOB, TPEAYCMOTpeHHBIX IIpaBmiiaMm perucTpanuy, OCYIIECTBISETCS OJHOBPEMEHHO C
MIPOBEJIEHUEM OKCHEPTU3bl TOJHOTHI M  PEe3yJbTAaTOB MPOBEACHHBIX TEXHUUYECKUX HCIBITAaHUM,
TOKCUKOJIOTHUECKUX MCCIEAOBAaHMUN, KIMHUYECKMX WCHBITAHUN, a TaKKe HWCIBITAHUW B LEIAX
YTBEPKACHUS TUIIA CPEJICTB U3MEPEHUI.

(B pen. I[locranosnenus IlpasurensctBa PO ot 19.09.2022 N 1643)

A63an yrpatun cuity ¢ 1 mapta 2025 rona. - [loctanosnenue [IpaButenscta PO ot 28.02.2025 N
240.
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

28. BHeceHue U3MEHEHU B JOKYMEHTBI, COJIEPKALINECS B PETUCTPALIMOHHOM J0ChE MEAUIIMHCKOIO
U3JIeNINS C HU3KOM CTENEHbIO MOTEHLUAIBHOIO PUCKA €0 IMPUMEHEHHUS (32 UCKIIIOUEHUEM MEIUILIMHCKUX
U3JI€JUH, BBITYCKAEMbIX B CTEPUJIBHOM BHJIE), BKJIIOYEHHOI'O B IE€PEUEHb MEAMLMHCKUX H3JEIHM,
OCYILIECTBIISIETCS MOCIIE PUHATHUSA PEIICHUS O F'OCYAAPCTBEHHOW PEruCTpaluy MEJUIIMHCKOTO U3JEIINs B
cooTBeTcTBUH C [IpaBmiiamu perucrpanuu.

29. OcCHOBaHMSMM [l IPUHATUS PETUCTPUPYIOLIMM OpPraHOM pelIeHHs 00 OTMeHe
roCy/1apCTBEHHON PETUCTPALMU METULIMHCKOTO U3ENUs C HU3KOW CTENEHbIO MOTEHIIUAIbHOTO PUCKA €r0
IPUMEHEHHs (32 MCKJIIOYEHHEM MEIUIMHCKUX M3AEIHH, BBIIYCKAaEMbIX B CTEPHIIBHOM BUJE),
BKJIFOYEHHOT'O B TIEPEUCHb MEIUIMHCKUX W3JCNUi, SBISIOTCS OCHOBAHUS, YKa3aHHBIE B ab3ale MmepBoM
IIYHKTa 7 HACTOSIILETr0 JOKyMEHTa, a TAKXKe:

(B pen. [locranosnenus IlpasurensctBa PO ot 19.09.2022 N 1643)

a) 3aKJII0YEHUE SKCIEPTHOIO YUPEXKICHHS M0 Pe3ysibTaTaM 3KCIEePTU3bl KauecTBa, 3(ppekTuBHOCTH
u 0e30MacHOCTH MEIUIIMHCKOTO W3NS, CBUACTEILCTBYIONIEE O TOM, YTO KadecTBO, W (WJIN)
3¢ GeKTUBHOCTb, U (WiIK) O€30MaCHOCTh MEAMLMHCKOTO H3JeNus HE MOATBEP)KICHBI IOJy4YCHHBIMH
JaHHBIMU, U (WIN) O TOM, YTO PUCK IPUYUHEHUS Bpeja 3J0POBbIO MPAXAaH U MEIULIMHCKUX PAaOOTHUKOB
BCJIEJICTBHE ITPUMEHEHHS] METUIIMHCKOTO U3eNus NpeBblaeT 3p(HEeKTUBHOCTh €ro MPUMEHEHUs, U (UIIN)
O TOM, YTO MEIMULMHCKOE H3JEUE HE COOTBETCTBYET TpeOOBaHMSIM HOPMATHBHOM JOKYMEHTALUH,
TEXHUYECKOH U (WJIN) SKCIUTyaTallMOHHOM JJOKYMEHTAIUH [TPOU3BOANUTENIS (M3TOTOBUTENS);

0) BBISIBJIGHHE PErMCTPUPYIOLIMM OpPraHOM [0 pe3ysibTaTaM TOCYAApCTBEHHOTO KOHTpPOJS 3a
oOpalleHneM MEIUIUHCKUX H3JeIMi HEeCOOTBETCTBHs JaHHBIX 00 3(deKkTuBHOCTH M 0e30MacHOCTH
MEIUIIMHCKOTO U3/ENUs JaHHBIM O MEAUIIMHCKOM U3EJINH, COAEPKAIIMMCS B JOKYMEHTaX U CBEICHUSX,
IIPE/ICTABICHHBIX 3asBUTENIEM B COOTBETCTBUH C IIYHKTOM 23 HACTOSIIErO JOKYMEHTA;

B) HENpEACTaBJIE€HUE TMPOU3BOAUTENEM (M3TOTOBUTENIEM) MEIULMHCKOTO M3JENus WIU
YIIOJIHOMOYEHHBIM NPEICTaBUTEIEM MPOU3BOIUTENS (M3TOTOBUTENS) MEUIIMHCKOTO U3/IENIUs B CPOK, HE
npesbimatomuii 150 pabounx gHEH co JHSA TOCYJapCTBEHHON perucTpanuy MEIUIUHCKOTO W3/AETHus C
HU3KOH CTENEeHbI0 MOTEHIUATBHOTO PUCKA €r0 MPUMEHEHHUs (3a UCKIIOUEHHEM MEAMLIMHCKUX H3JIeNnH,
BBIIIYCKAEMbIX B CTEPUJIBHOM BHJE), BKJIIOYEHHOTO B I€pPEUeHb MEAMIMHCKUX W3JEIHi, B
PErUCTPUPYIOIUN OpraH 3asBJICHUS O TIOCYJAapCTBEHHON pPEruCTpallMd U KOMIUIEKTa JOKYMEHTOB,
npeaycMoTpeHHbIX [IpaBmiiaMm  perucrpanuu, AId NOPOXOXKICHUSA IPOLEAYPHl TOCYIapCTBEHHOU
pEerucTpanyuy MEIULMHCKOTO U3JIeIus B COOTBETCTBUH ¢ [IpaBunamu perucrpanuu;

I) MOJIY4EHHUE OT YUPEeXJCHUs CBEIEHUIN 00 yCTaHOBIEHHUU (DAKTOB U OOCTOSITENIBCTB, CO3/IAIOLIUX
yrpo3y *KHU3HH U 370POBBIO TPaXkJAaH U MEIUIMHCKUX pAaOOTHHUKOB NMPH NMPUMEHEHHH U SKCIUTyaTalluu
MEIUIIMHCKOTO H3JIENHs MO pe3ysibTaTaM IMPOBEJACHHBIX B COOTBETCTBHHM C IMYHKTOM 26 HACTOSIIETO
JOKYMEHTA HCIIbITaHul;

1) HEBBITIOJTHEHUE TPEOOBaHUH, MPEAYCMOTPEHHBIX TYHKTOM 25 HACTOSIIETO TOKYMEHTA;
(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

€) NPUHIATHE PETHUCTPUPYIOLIMM OPraHOM pEUIeHHs O MPEeKpPALIeHUH JalbHEHIIEr0 pacCMOTPEHUs
3asIBJIEHUS O TOCYJAapCTBEHHOM PETHCTpalMM MEAULIMHCKOTO U3/ENNS U NPEACTABICHHBIX JOKYMEHTOB B
cooTBeTcTBUM ¢ [IpaBunamu perucrpanuu;
(nm. "e" B pen. [loctanosnenus [IpaBurensctBa PO ot 28.02.2025 N 240)
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

’K) BBISIBJICHUE PETUCTPUPYIOIIUM OpPraHOM HEJAOCTOBEPHBIX CBEJACHUM B JOKYMEHTaXx,
MPEACTABICHHBIX 3asBUTEJIEM B COOTBETCTBHM C IIYHKTOM 23 HACTOSILIETO JOKYMEHTa, B CpPOK, HE
npeBbimarommii 60 pabounx JHEW co JHS MX MPEICTABICHUS B PETUCTPUPYIOIINUNA OPTaH.

(mm. "x" BBeaeH IlocranoBnenuem [IpaButensctBa PO ot 19.09.2022 N 1643)

IV. Oco6eHHOCTN BHECEHUA N3MEHEeHUN B AOKYMEHTbI,
cogepXxawmecsi B perucTpauMoHHOM A0Cbe Ha MegULMHCKOe usgenuve
OTe4yeCTBEHHOro Npou3BoACTBa

30. K u3MeHeHMsAM, BHOCUMBIM B JOKYMEHTBI, COZEp)KalIMecs B PErHCTPAMOHHOM JIOChE Ha
MEIUIIMHCKOE HU3/eJINE€ OTEYECTBEHHOI'O INPOM3BOJACTBA KaK BKJIIOYEHHOE, TaK M HE BKJIIOYEHHOE B
NepeYeHb MEIUIMHCKMX M3JeIMH, 3aperucTpUpOBaHHOE B  COOTBETCTBUHM C  TpeOOBaHUAMU
3akoHomaTenbcTBa Poccuiickoii ®enepanym B cdepe ToCyqapCTBEHHON PETUCTPAMKA METUIIMHCKHX
u3genui, TpeOyrolMM IpPOBEACHUS SKCIEpTU3bl KadecTBa, 3(dekTuBHOCTH U 0€30MacCHOCTH
MCIUIMHCKOI'O U34CJIHA, OTHOCATCA U3MCHCHUS CIICAYIOINX CBGI[CHI/If/'Il

CBCACHUSA O MOKYITHBIX U3ACIUAX, CBIPbC, MATCpHUAIaX U KOMIIJICKTYIOIIUX,
CBCACHUA O COCTABHBIX YaCTAX, 3alIaCHBIX YaCTAX U MPUHAJICIKHOCTAX.

Cpok JAeiicTBHUS TOCYAapCTBEHHOW PErHCTpallMUd MPH BHECEHMHM W3MEHEHUU, MPEeIyCMOTPEHHBIX
HACTOALIUM IIYHKTOM, HE U3MEHSETCS.
(B pen. ITocranornenus IpaButenscTBa P® ot 28.02.2025 N 240)
(. 30 B pexn. Ilocranosnenus [IpaButenscta PO ot 19.09.2022 N 1643)

31. lna BHECEHMs] M3MEHEHUN B JOKYMEHTBHI, COAEP)KAILMECS B PETUCTPALIMOHHOM JIOChE, IO
OCHOBAHUSIM, IIPETyCMOTPEHHBIM TYHKTOM 30 HaCTOSIIIEro JOKYMEHTA, 3asBUTEIb HE TI03/IHEE YEM Uepe3
30 paboumx JHEH co JHA M3MEHEHHsS COOTBETCTBYIOLIMX JAHHBIX NMPEJICTABISET B PETUCTPUPYIOIIUI
OpraH ¢ UCIOJb30BaHUEM €IMHOTO JINYHOTO KaOMHEeTa 3asBUTEIS CIEAYIOIINE TOKYMEHTHI:

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 28.02.2025 N 240)

3asIBIICHHE O BHECEHUU M3MCHCHUN B JAOKYMCHTHEI, Oq)OpMJ'IeHHOG B COOTBETCTBHH C TpC6OBaHI/I${MI/I K
COACPIKAHUIO TaKOT'O 3asBJICHUA, YCTAHOBJICHHBIMU HpaBI/IJ'IaMI/I perucTpanuu,

Konusi (KOMHMM) JOKYMEHTa (JIOKYMEHTOB), MOATBEPKIAIOIIETO (MOATBEPHKAAIOIINX) TTOJTHOMOYUS
YIIOJIHOMOYEHHOTO MPEJCTaBUTEN NPOU3BOAUTENS (M3TOTOBUTENS) MO MPEICTABICHHUIO HHTEPECOB
MIPOU3BOJUTENS (M3TOTOBUTENS), HECEHMIO OTBETCTBEHHOCTHM B YacTU OOpalleHUs] MEIUIIMHCKOTO
n3nenuss Ha tepputopun Poccuiickoit ®denepannu, B TOM 4YMCIE MO BOMNPOCAM IPOLEAYP OLEHKH
COOTBETCTBHUSI M TOCYAAPCTBEHHOM PETUCTpPALIMU, a TaKXKe 10 3aBEPEHHI0 JTOKYMEHTOB IPOU3BOIUTEINS
(M3roTOBUTENS) U BCTYNMBILIETO (BCTYNHBILUX) B CUIY 10 OPOPMIICHUS COOTBETCTBYIOIIUX JOKYMEHTOB
(0 IPUMEHHUMOCTH);

(B pen. [locranoBnenus IlpaBurenscrBa PO ot 28.02.2025 N 240)

JIOKYMEHTBl M CBEACHUA O COOTBETCTBYIOIIUX M3MEHEHUSX, B TOM YHCJIE€ JIOKYMEHTHI,
MOATBEPKIAIOIIME U3MEHEHHS U CBUAETEIBCTBYIOLIME O TOM, YTO BHECEHHUE dTUX U3MEHEHUI HE BIIEUET
3a co0OM W3MEHEHUs CBOWCTB W XapaKTEPUCTHUK MEAMIIMHCKOTO W3JCNUs, BIUSIOMHUX Ha €ro
0€30MacHOCTh, KaueCTBO U 3PPEKTUBHOCTD, WIH COBEPIICHCTBYET €r0 CBOMCTBA M XapaKTEPUCTHKHU TPHU
HEU3MEHHOCTH (QYHKIIMOHAITHHOTO Ha3HAYEHUS U (WIJIM) IPUHITUTIA JCHCTBUS METUIIMHCKOTO H3JIEIIHS;
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[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

ab3an yrpatun cuiy ¢ 1 mapra 2025 roga. - [locranosnenue IIpaBurenscrBa PO ot 28.02.2025 N
240;

JAOKYMCHTBI IIPOU3BOAUTCIIA U (I/IJII/I) OpF&HH?;&L[HfI, OCYHICCTBIIAOMINX MNPOBCACHUC TCXHUYCCKUX
I/ICHHTaHI/II‘/’I, TOKCHUKOJIOTMYCCKUX PICC.]'ICI[OB&HPIIZ, KIIMHUYCCKHX HCIIBITAaHHUI (pe?)y.]'II)TaTBI
COOTBCTCTBYIOIIHUX I/ICHBITaHI/If/'I), MOATBCPIKAAOIIUEC, YTO BHCCCHUC 3asABJICHHBIX W3MEHCHHI HE BJICUET
H3MEHEHHUS CBOMCTB U XapaKTCPUCTHUK, BIIHMAOMIMX Ha Kad€CTBO, B(l)q)eKTI/IBHOCTI) 1 0e30IacHOCTh
MCIUIIMHCKOI'0 HU3ACINA, WJIM COBCPIICHCTBYCT CBOICTBA H XAPaAKTCPUCTUKU TIIPU HCU3MCHHOCTHU
(bYHKI_[I/IOHaJ'II)HOFO Ha3sHA4YCHHUA H (I/IJ'II/I) IIpUHIUIIA HeﬁCTBHH MCIUIIMHCKOI'O M3ACIHNA, a TaKXE
ITO3BOJIAOIIUC OLCHHUTDH MMPHUMCHACMBIC MCTOJbI (MGTOI[I/IKI/I) u MEpCUCHb HCIIOJIB3YCMOI'O
HUCIBITAaTCIBHOTO 060py,I[OBaHI/IH;

a63an yrpatun cuity ¢ 1 mapta 2025 roga. - [loctanosnenue [IpaBurensctBa P® ot 28.02.2025 N
240.

B CJIydac €CJIM yKa3aHHbIC JOKYMCHTBI COCTABJICHBI HA MHOCTPAHHOM A3BIKC, OHU MPCACTABIIATOTCA
C 3aB€PCHHBIM B YCTAHOBJICHHOM IOPAJKE IICPEBOAOM Ha py'CCKI/Iﬁ SA3BIK.

[Ipn mogave 3asBICHWS O BHECCHHMHM W3MEHCHHH B COOTBETCTBHHM C HACTOSIIHUM ITYHKTOM
MOJTHOMOYHSI MPEJICTABUTEINS 3asBUTEIIS HA T0Ja4y COOTBETCTBYIOLIETO 3asBICHHS TOITBEPIKIAIOTCS C
MCIOJIb30BaHNEM (YHKITMOHAJA IIAT(OPMBI IIOJTHOMOYUH €IUHOTO MOPTaja.

(a63arn BBeneH [loctanosienuem I[IpaBurensctBa PO ot 28.02.2025 N 240)

JIOKyMEHTBI, yKa3aHHbIE B HACTOSAILIEM ITYHKTE, NPEACTABISIIOTCA B (opMe DIIEKTPOHHBIX
JOKYMEHTOB WJIM 3JIEKTPOHHBIX 00pa30B JOKYMEHTOB, MOJINMCAHHBIX YCHUJICHHOM KBaIM(pUIUPOBAHHOMH
AJEKTPOHHON MOJIUCHIO WIH YCUJIEHHOW HEKBaM(ULIMPOBAHHOMN 3JIEKTPOHHOM MOANKCHIO 3asBUTEIS.
(a63an BBeneH I[locranosnenuem [IpaButenscta PO ot 28.02.2025 N 240)

JIoKyMeHThI Ha OyMa)KHOM HOCHTEJE, COACpKAIINECS B PETHCTPAIIMIOHHOM JIOChE, JICKTPOHHBIC
00pa3bl KOTOPBIX MPEICTABISIOTCS 3asBUTENIEM, JOHKHBI OBITh 3aBEPEHBI B YCTAHOBIEHHOM TOPSIJIKE.
(a63arn BBeneH [loctanosnenuem [paBurensctBa PD ot 28.02.2025 N 240)

JIOKyMeHTBI, yKa3aHHbIE B HACTOAIIEM IYHKTE, JOJDKHBI OBITh BBHIMOJIHEHBI B MHOTOIBETHOM
dopmare ¢ pazpemennem He MeHee 300 Todyek Ha mpoiM B ¢gopmare pdf ¢ TeKCTOBBIM cioeM c
BO3MOYXHOCTBIO BBIIETICHUS M KOTIUPOBAHUS OJIOKOB, a TAK)KE OCYIIIECTBICHHUS TTOUCKA.

(a63ar BBeneH [loctanoBnenuem [IpaBurensctBa PD ot 28.02.2025 N 240)

Pazmep nro60ro u3 (haioB perucTpalMoOHHOTO I0Che He AOJKeH mpesbimars 100 MO.
(a63ar BBeneH [loctanosnenuem [paBurensctBa PO ot 28.02.2025 N 240)

B xaxaoM MOKyMeHTe, coAepiKalieMcsi B PETMCTPAIIMOHHOM J0Che, 00s3aTeNbHO JOKHA OBITH
yKa3aHa JaTa ero BhIJIauu.
(a63am BBeneH [locranosnenuem [paButenscta PO ot 28.02.2025 N 240)

32. DOkcmeptm3a KadecTBa, A((PEKTUBHOCTH U OE30MACHOCTH MEAWIIMHCKOTO W3JAETUs 0
OCHOBaHMSIM, MPEAYCMOTPEHHBIM MYHKTOM 30 HACTOSIIEro JOKyMEHTa, IPOBOJUTCA B CPOK, HE
MIPEBBIMIAOIINN 5 pabodnx MHEW CO THS MOTYyYEHHUS DKCIEPTHBIM YUPEKICHUEM OT PETrHCTPHPYIOMIETO
opraHa COOTBETCTBYIOILEIO 3aJ]aHus, a TAK)KE JTOKYMEHTOB, MPEyCMOTPEHHBIX MYHKTOM 31 HacTosero
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JIOKYMEHTA.

B ciiyuae BbISBIEHUS HKCHEPTHBIM YUPEKICHUEM HENOJIHOTHI, U (WIM) HEAOCTOBEPHOCTH, U (MIJIH)
HEJ0CTaTOYHOCTH, U (MJIM) HEKOMILJIEKTHOCTU TOKYMEHTOB, IIPEyCMOTPEHHBIX IIYHKTOM 31 HacTosIiero
JOKYMEHTa, U (WJIM) CBEJCHMH, COAEP)KAIIMXCS B YKa3aHHBIX JOKYMEHTaxX, HKCIEPTHOE YUpexkaeHue
HampaBisIeT 3alpoc O MPEICTaBICHUH HEOOXOIMMBIX JOKYMEHTOB, MPEAYCMOTPEHHBIX IyHKTOM 31
HACTOSIILIErO JOKyMEHTa, M (WIM) CBEJCHMH, COIEpXKALUIMXCS B YKa3aHHBIX JIOKyMEHTax, B
PETUCTPUPYIOIIUI OpraH, BHIJABIINI 33/laHUE HA MPOBEJCHHUE SKCIIEPTU3BI KauecTBa, d3PPEKTUBHOCTH U
0€30IIaCHOCTH MEIMLMHCKOr0 U3JeNnus. 3anpoc H3KCIEPTHOIO YUPEXKICHHs JODKEH COAEp)KaTh
MCYUEPIIBIBAIOIINI TIepeueHb JOKYMEHTOB U (MJIM) CBEIACHUN, HEOOXOIUMBIX SKCIIEPTHOMY YUPEKICHHIO
IUIs IPOBEIEHUS SKCIIEPTU3bI KauecTBa, 3(pPEKTUBHOCTU U 0€30MACHOCTH MEJULIMHCKOTO U3/1EIHA.
(a63an BBeneH [locranosnenuem I[paBurensctBa PO ot 28.02.2025 N 240)

Peructpupyronmii opra B TeueHHe 2 pabouux JHEH CO JIHS MOCTYIUICHHUS 3arpoca dKCIEPTHOTO
VAPEXKICHUS HAIPABIISICT 3asABUTEIIO 3alpPOC O TMPEACTABICHUH HEOOXOTUMBIX JTOKYMEHTOB W (WJIH)
CBEJICHMI C yKa3aHHEM XapakTepa 3aMe4aHuil U crmocoba MX yCTpaHEHHs. 3ampoc PEeruCTPUPYIOLIETO
OpraHa HampaBJII€TCSI OAHOKPATHO M TMEPENaeTCs 3asBUTENIO B (OpPME 3IIEKTPOHHOTO JOKYMEHTa,
MOJIMMCAHHOTO  YCHJICHHOH  KBaJIM(HUIMPOBAHHOW  DJIEKTPOHHOH  MOJIKMCHIO  YIOJIHOMOYEHHOTO
JOJDKHOCTHOTO JIMIIA, IOCPECTBOM €r0 HAIPaBJICHUS HA JIEKTPOHHYIO IOYTY 3asiBUTENS, aJpec KOTOPOi
yKa3aH B 3asBJICHHM O BHECCHWU W3MEHCHHM, JIMOO IMOCPEJCTBOM pa3MEIICHUS B EAMHOM JINYHOM
KaOWHETE 3asBUTEIS M YJICKTPOHHOM KaOWHETE 3asIBUTCIIA.

(a63ar BBeneH [loctanosienuem I[paBurensctBa PO ot 28.02.2025 N 240)

3asiBUTEINb 00sI13aH MPEICTABUTh OTBET HA 3alIPOC PETUCTPUPYIOMIETO OpraHa MOCPEJACTBOM EIHMHOTO
JUYHOTO KabWHeTa 3asBUTENs B CPOK, He TpeBblimanmuid 30 pabounx AHEH co HS HapaBlIeHUS TaKOTO
3arpoca.
(a63an BBenen [locranosnenuem [IpaButenscta PO ot 28.02.2025 N 240)

B Tteuenme 2 pabGoumx JHEH cO JAHS TOCTYIUIEHMSI OT 3asBUTENs OTBETa Ha 3ampoc
PETUCTPUPYIOILEr0 OpraHa perucTPUPYIOIINI OpraH HaIllpaBIIsieT OTBET B AKCIEPTHOE YUPEKICHUE.
(a63arn BBeneH [loctanosnenuem [paBurensctBa PO ot 28.02.2025 N 240)

B cnyuae HempencraBneHusi mo ucreueHun 30 pabouux IHEH 3asBUTENEM OTBETa Ha 3ampoc
PETUCTPUPYIOIIETO OpraHa PErucTPUPYIOUIMKA OpraH B Te4YeHHe 2 pabouumx JHEW HalpaBiseT B
OKCIIEPTHOE YUPEXKJCHUE YBEAOMJICHHE O HEMPeICTaBICHUHM 3asBUTEJIEM OTBETa Ha 3ampoc
PETUCTPUPYIOUICTO OpraHa IAjid MOATOTOBKH 3aKIIOUYCHHUA OSKCICPTHOI0 YYPCKIACHHUA O BO3MOXHOCTHU
(HEBO3MOXKHOCTH) BHECEHHs] M3MEHEHHI B JOKYMEHTHI, COJIEPKAIHECs B PErHCTPAIMOHHOM JIOChEe Ha
MEIWIIMHCKOE W3JIee, Ha OCHOBAaHWUU JOKYMEHTOB, HMEIONIUXCS B PACHOPSHKCHHH SKCIIEPTHOTO
YUPEKICHUS.

(a63ar BBesen [locranosnenuem [IpaBurensctea PO ot 28.02.2025 N 240)

Bpemsi co nmHsS HampaBlieHUs 3ampoca PETUCTPUPYIONIETO OpraHa M0 JHS IOJy4eHHUs OTBETa
3asBUTENII Ha 3alpOC PETHUCTPUPYIONIETO OpraHa WM HAaIPaBJICHUS PETHCTPUPYIONIUM OpPTraHOM
YBEIOMJICHHSI O HETIPEICTABICHUH OTBETa HA 3alpOC PETUCTPUPYIOIIETO OpraHa HE yYUTHIBACTCSA MPH
HUCUYHCIICHUHU CPOKa MPOBECACHNA SKCIICPTU3bI KAaUCCTBA, 3(1)(i)eKTI/IBHOCTI/I 1 0e30I1acCHOCTH MEOUIITMHCKOT'O
W3JICTHSL.

(a63ar BBeneH [loctanoBnenuem I[paBurensctBa PO ot 28.02.2025 N 240)
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MNoctaHosneHwue lMpasuTtenscrea PO ot 01.04.2022 N 552
(pen. ot 26.12.2025)
"06 yTBEPXAEHNM 0COBEHHOCTEN 06palleHns, BKIoYas ...

[JokymeHT npepoctasneH KoHcynbTaHTI0C
[aTta coxpaHeHus: 15.02.2026

B cnydae BbIsIBIIEHHS] pETUCTPUPYIOLIUM OPraHOM HEMOJHOTHI, U (MJIM) HEAOCTOBEPHOCTH, U (WIIH)
HEJO0CTaTOYHOCTH, W (WJIM) HEKOMIUIEKTHOCTH THPEJCTABICHHBIX 3asBUTEIIEM B OTBET Ha 3ampoc
PErUCTPUPYIOIIETO OpraHa JOKYMEHTOB, IMPEIYCMOTPEHHBIX IMYyHKTOM 31 HACTOAILIEro JOKyMEHTa, U
(unu) cBeAeHM, coAepKalluXCsl B YKa3aHHBIX JIOKYMEHTaxX, PETUCTPUPYIOLIUN OpraH B TEYCHHE 2
pabounx pgHeW HampapnseT (B (opMe dJIEKTPOHHOIO JOKYMEHTA, IMOAMUCAHHOTO YCHIICHHOU
KBIM(UIIUPOBAHHON AJIEKTPOHHON MOJINUCHI0 YMOJIHOMOYEHHOIO JIOJKHOCTHOTO JIMIIA, MOCPEACTBOM
€ro pasMelleHUus B €IMHOM JIMYHOM KaOWHETE 3asiBUTENS M DJIEKTPOHHOM KaOMHETEe 3asBUTEIIS)
yYBEJIOMJICHHE O BO3MOXKHOCTH MTOBTOPHOTO MPEJCTaBICHUA 3asBUTeIeM 10 ucteueHus 30 pabouux gHei
CO JHS  HampaBJeHHsS 3alpoca  PEruCTPUPYIOMIET0  OpraHa  J0pabOTaHHBIX  JOKYMEHTOB,
MPEIyCMOTPEHHBIX MYHKTOM 31 HacTrosiero AOKyMeHTa, U (WJIM) CBEICHUN, COAEpXKAIIUXCS B
yKa3aHHBIX JOKyMeHTax. [lpum HempencTaBieHUM 3asBUTENIEM B YKAa3aHHBIM CPOK 3alpallidBacMbIX
JOKYMEHTOB U (WJIM) CBEICHHI 3KCHepTH3a KauecTBa, 3(H(HEeKTUBHOCTH U 0€30MaCHOCTH METUIIMHCKOTO
W3NS TPOAODKACTCS MO HAXOASMIIMMCS B PACHOPSHKEHUM OJKCIEPTHOTO  YUPEXKICHUS paHee
MIPE/ICTABJICHHBIM 3asBUTEJIEM IOKYMEHTAM U CBEACHHSM, COAECPIKAIIUMCS B PETUCTPALIMOHHOM JOCKE.
(a63an BBeneH [loctanosnenuem [IpaBurensctBa PO ot 28.02.2025 N 240)

33. Peructpupyromuii oprad B Te4eHHe 7 paboynx JHEH cO IHS MOCTYIUICHHUS:

a) 3aKJIIOYEHMS] SKCIEPTHOTO YUYPEKIEHHS O BO3MOXHOCTU BHECEHUS M3MEHEHUN B JTOKYMEHTHI,
CoJiep KalIiecs B PETUCTPALIMOHHOM JOChE HAa MEJUIMHCKOE U3JIe/Iue, IPUHUMAET PEelIeHUEe O BHECEHUU
M3MEHEHHH B JJOKYMEHTBI, COACPIKAIINECs] B PETUCTPALIMOHHOM JI0ChE, KOTOPOEe OPOPMIISIETCS TPUKA30M
PETUCTPUPYIOILEr0 OpraHa, U BHOCUT PEECTPOBYIO 3allUCh B TOCYAAapCTBEHHBIH PEECTp, YBEAOMIIET
3asgBUTENS O MPUHSATOM pEIICHHH (HANpaBJIeHHWE YBEAOMIICHHS B (POpPME SJIEKTPOHHOTO JTOKYMEHTA,
MOJIMCAHHOTO  YCWJICHHOM  KBaJM(UUUPOBAHHONW  3JIEKTPOHHOM  MHOJNHMCHIO  YHOJHOMOYEHHOI'O
JOJDKHOCTHOTO JIMIIA, MOCPEACTBOM €ro pasMELIeHUs B €IMHOM JIMYHOM KaOWHETe 3asBUTENS U
3JIEKTPOHHOM KaOMHETE 3asiBUTEN);

(nm. "a" B pen. Iloctanosnenus [IpaBurensctBa PO ot 28.02.2025 N 240)

0) 3aKJIIOYEHUs SKCIIEPTHOIO YUPEXkKAECHUS O HEBO3MOXKHOCTU BHECEHUS M3MEHEHUIl B JOKYMEHTHI,
COJIepKaIIecs B PETUCTPALIMOHHOM JI0Che Ha MEULIMHCKOE U3/IeIHe, IPUHIUMAET PElIeHue 00 0TKa3e BO
BHECEHUU M3MEHEHUH B JOKYMEHTHI, COJIEpKAIINECcs: B PETUCTPALIMOHHOM JI0ChE, KOTOpoe 0hopMIIsIeTcs
MIPUKA30M PErUCTPUPYIOIIETO OpraHa, M HaIpaBliIeT 3asBUTENI0 MOTHUBUPOBAaHHBIM OTKa3z B (opme
3JIEKTPOHHOIO JOKYMEHTa, MOJNMCAHHOTO YCHJIEHHOW KBAaJM(HUIMPOBAHHON 3JEKTPOHHOH IMOANHUCHIO
YIOJIHOMOYEHHOI'0 JOJDKHOCTHOIO JIMIIA, MOCPEACTBOM €ro Pa3sMEUICHHs B €IMHOM JHMYHOM KaOHHETe
3asBUTEIIS U DJICKTPOHHOM KaOWHETe 3asBUTEIS.

(nm. "0" B pea. [locranoBnenus IlpaBurenscrea P® ot 28.02.2025 N 240)
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