IMPABUTEJILCTBO POCCUHUCKON ®EJIEPAIINMN

ITOCTAHOBJIEHUE
ot 28 ¢espans 2025 r. Ne 240

MOCKBA

O BHeceHMH M3MeHeHHUI B nocrtanosaenne [lpaBurenscrBa
Poccuiickoit ®exepanuu ot 1 anpeas 2022 r. Ne 552

ITpaButenbcTBO Poccuiickon denepaiui MmO CTAHOBJA S € T ¢

l. YTBepaute  mpunaraéMele  HM3MEHEHUS,  KOTOpPBIE  BHOCATCS
B nioctanHoBieHue [IpaBurensctBa Poccuiickorn @enepamuu ot 1 anpens 2022 r.
No 552 "OO6 yTBepkJIeHHH OCOOCHHOCTEHW oOpallleHHs, BKJIIOYasi 0COOEHHOCTU
rOCYyJapCTBEHHOM  pEerucTpauuy, MEAULUUHCKUX  H3IEIUd B clly4ae
X AePEeKTypbl WIM PUCKAa BO3HUKHOBEHHUS NEe(EKTYphl B CBSI3U C BBEIACHUEM
B  otHomieHun  Poccuiickon ~— @enepauvud  OTPaHUYMUTEIBHBIX  MeEp
skoHOMHUYecKkoro xapakrtepa" (CoOpanue 3akoHOHATeNbCTBAa Poccuiickoi
Oenepanyu, 2022, Ne 15, ct. 2473; Ne 40, ct. 6806; 2023, Ne 1, ct. 325; 2024,
Ne 53, cT1. 8688).

2. YCTaHOBUTh, 4YTO TOCYJApPCTBEHHAas PEruUCTpalus MEIUIUHCKUX
U3JICNINM, a TaKXe BHECEHHE W3MEHEHHW B JIOKYMEHTBI, COJEpIKAIINECS
B PETHCTPAlMOHHOM JOCh€ Ha MEIUIMHCKOE W3ACIHE, OCYIIECTBISIOTCS
B COOTBETCTBUM C OCOOCHHOCTSIMH OOpalieHusi, BKJIIOYas OCOOEHHOCTH
rOCYJJapCTBEHHOM PpETUCTpalliM, MEIUIMHCKUX H3IENUNA B ClIydae HX
nedeKTypsl WM pUCKa BO3HUKHOBEHMS J1e€(EKTYypbl B CBSI3M C BBEJACHUEM B
oTHoleHnu Poccuiickon Penepann OTPAaHUUYUTEIBHBIX MEP SKOHOMHUYECKOTO
XapakTepa, YTBEPXKICHHbIMU mnocTaHoBIieHWEM [IpaBurenbcTtBa Poccuiickoi
OGeneparun ot 1 ampenst 2022 1. Ne 552 "OO6 yTBepKIeHUU OCOOCHHOCTEM
oOpamieHusi, BKJIOYasg OCOOCHHOCTH  TOCYJApCTBEHHOM  perucTpainuu,
MEIUIMHCKUX HU3JEIUil B ciaydyae MX JACPEKTypbl WJIA PUCKAa BO3HUKHOBEHUS
nedeKTypsl B CBSA3M C BBEIEHHEM B oTHomleHuu Poccuiickoit deneparuu



OTPaHUYMTENIBHBIX ~ MEp HIKOHOMHMYECKOro  xapakrtepa" (B  pemakuuw,
NEHUCTBOBABIIEH 10 JHS BCTYIUIEHMS B CHJIy HACTOSIIETO MOCTaHOBIIEHUS),
[0 TPEICTABICHHBIM B YCTAHOBJIICHHOM TNOPSIAKE [0 BCTYIUIEHUS B CHILY
HACTOSAILIETO MOCTAaHOBJICHUS TOKYMEHTaM M CBEACHUSAM JUISI TOCYIapCTBEHHOM
perucTpaury MEeIUUUHCKUX U3IEINA WM BHECEHUS] U3MEHEHHUH B JOKYMEHTHI,
COJZIEpIKAILECS B PETUCTPALMOHHBIX JOCHE HA METUIIMHCKHUE U3IETIH.

3. [IpusHaTe yTpaTMBIIMM CWJIY IOANYHKT X' ITyHKTa 2 W3MEHEHHH,
KOTOpBIE BHOCATCS B TnocTaHoBiieHHe IIpaBurensctBa Poccuiickonn denepanum
or 1 ampens 2022 r. Ne 552, yrBepxkaeHHbIX noctaHoBiIeHneM lIpaBuTenbcTBa
Poccuiickoit ®enepauun ot 19 centsadps 2022r. Ne 1643 "O BHeceHuu
W3MEHEeHH B 1octaHoBieHue IIpaBurtenscTtBa Poccuiickon ®enepanumn
or 1 ampemnss 2022r. Ne 552" (CobOpanume 3akoHOJATeIhCTBA Poccuiickoit
®depneparuu, 2022, Ne 40, ct. 6806).

4. Hacrosiee mocTaHOBJIEHHE BCTYIAET B crity ¢ 1 mapra 2025 T.
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YTBEPXJIEHbBI

nocra”oByieHueM [IpaBurenbcTBa
Poccniickoit @enepannn
ot 28 depaiist 2025 r. Ne 240

N3MEHEHMUA,

KOTOpbIe BHOCATCH B nocraHosyenue IlpaBurenbcrea
Poccuiickoit ®enepanuu ot 1 anpeas 2022 r. Ne 552

1. ITyHKT 2 npu3HaTh YTPATUBILIUM CUITY.

2.B O0COOCHHOCTSIX oOparieHusl, BKJTFOYAs OCOOCHHOCTH
rOCYJJapCTBEHHOM PpETrMCTpaluM, MEIMIMHCKUX HW3LENUNH B ClIydae HX
nedeKTypbl WM PUCKA BO3HUKHOBEHHMS Je(PEKTyphl B CBA3UM C BBEIACHUEM
B orHomieHnu  Poccuiickor ~— @enepanud  OrpaHUYMUTENBHBIX  MeEp
DKOHOMMYECKOTO XapaKTepa, yTBEPKIAECHHBIX YKa3aHHBIM IIOCTAHOBJIEHHUEM:

a) B MOyHKTe | cioBa "perucTpallmoOHHOM YJIOCTOBEPEHUH'" 3aMEHUTH
cloBaMHu '"pEeCcTpOBOM 3alMCH B TOCYJIAPCTBEHHOM PEECTPE MEIUIIMHCKUX
15631 (0707 SR ¢ OpraHu3anuu (MHIMBUAYAJIbHBIX  MpEAIpUHUMATENEH),
OCYILECTBIISIFOIIAX MPOU3BOACTBO M H3TOTOBJICHHE MEIUIMHCKUX W3ACIIHM
(mamee COOTBETCTBEHHO - pEECTpOBas 3aluCh, TOCYJApPCTBEHHBIN peecTp),
MOATBEPXKAAIOMIEeH (aKT rocy1apCTBEHHON PErucTpaIiuiu KOToporo,";

0) MyHKT 3 U3JI0KUTH B CIACAYIOIIEH peaaKIInu:

"3. @akT TOCYIApCTBEHHON PpETUCTpPAlUM MEAULHMHCKOTO  HW3ACIUs
B COOTBETCTBHM C HACTOAIIUM JOKYMEHTOM IOJITBEPKIAETCS PEECTPOBOM
3aIUCBHIO B TOCYITapPCTBEHHOM PEECTPE.

['ocymapcTBeHHast perucTpanuss B  COOTBETCTBUHM C  HACTOSIIUM
JOKYMEHTOM JercTByeT 10 | ssuBapsa 2028 r.";

B) B ITyHKTE 5:

a03a1] YeTBEPTHIM IPU3HATH YTPATUBILUM CUITY;

B aOzaie mstoMm cioBa "lIpaBunamMu peructparuu’ 3aMEHHUTH CIIOBAMU
"[lpaBusiaMu  rOCyJapCTBEHHOW  PErUCTpPAllMM  MEAULMHCKUX  H3JEIUl,
YTBEPXKJIEHHBIMU TnOocTaHOBJIeHUEM lIpaButensctBa Poccuiickont denepanuu
ot 30 HosiOpst 2024 1. Ne 1684 "OOG yrtBepxknenuun llpaBun rocygapcTBeHHOM
perucTpanuu MeIuuuHCKuX u3nenuit” (nanee - [IpaBuna peructpamum)";



r) B a03aile nepBoM IyHKTa 7 cioBa "moamyHkTamu "a" - "n" mynkra 57
IIpaBun  perncrpanmu”  3ameHuTh  crmoBamu  'pasmenom VIII - Ilpasun
perucTpanuu, 3a UCKIOUYEHUEM CIy4daeB, IPEAYCMOTPEHHBIX NOAIYHKTaMH "¢e"
(no mpumenumocTH) u "x" mynkra 137 IIpaBun peructpauun";

) nyakt 112 mocie cioB "Ilepeuenb mpeacTaBisieMbIX" JOMOTHHUTH
cioBamu "B yupexaeHue";

€) B myHkTe 13:

ab3albl TEpBBIA - YETBEPTHIA 3aMEHUTh TEKCTOM  CIEIYIOIIETO
COAEPKaAHUS:

"13. JIns  rocymapCTBEHHOM pETUCTpallMd MEAUIUHCKOTO  M3JEIHS
3asBUTEIIb TMPEJICTABIISIET C HMCIOJIb30BaHUEM (ellepalibHONM TOCY1apCTBEHHOM
MHDOpPMAITMOHHON CHUCTEMBI "EnuHbIi nopTal rOCyJIapCTBEHHBIX
Y MYHUITUTATBHBIX yCIyT (QyHKIMA)" (1ajee - eIuHbIi mopTai) B SKCIEPTHOE
YUPEKIACHHUE CIEAYIOIINE JOKYMEHThI U CBEACHUS:

3asBJICHUE O TOCYJAPCTBEHHOM PETUCTPALMUA MEIULMHCKOTO W3AEIUs
B COOTBETCTBUU C TpeOOBaHMSIMU K COJCPKAHUIO TaKOTO 3asiBICHMUS,
ycTaHoBJeHHbIMU [IpaBunamu peructpauuu. B ciaydyae BBO3a MEIUIIMHCKOTO
m3genuss B Poccuiickyro @Denepanui0 B LENAX €ro0  TOCYAAPCTBEHHOU
pEerucTpauuy 3asBICHUE O TOCYJAAPCTBEHHOW PETUCTPALMU MEAUIHUHCKOTO
W31 TOJKHO COAEPXKATh CIECAYIOLIME CBEJICHUS O JIMIE, OCYIIECTBISIOMIEM
BBO3 MEAMLMHCKOTO n3nenusa B Poccuiickyto denepanuro:

B OTHOLICHUM IOPUIMYECKOTO JIMIA - T[OJHOE H© COKpPAlICHHOE
(Ipy  HaIMYMKM) HAUMEHOBaHUs (C TpaHCAUTEpaluen), OpraHu3aluOHHO-
npaBoBas  (Gopma, HUJICHTUDUKAIMOHHBIA  HOMEp  HAJOTOIUIATENbIINKA
(1 TIPOM3BOJMTEIICH, SABISIOMUXCA pesuaeHTamMu Poccuiickoit deneparun),
aJpec MecTa HaXOXKJICHHs, a Takke HoMep TeledoHa W aapec 3IEKTPOHHOM
MOYTHI;

B OTHOLIEHUM (U3UYECKOTO JIUIA, 3apPETUCTPUPOBAHHOTO B KAueCTBE
WHJUBUAYAJIILHOTO TpeAnpuHUMATens, - ¢aMuwius, UMiI W OTYECTBO
(npy  HanMUYMM), PEKBU3BHUTHI JOKYMEHTa, YIOCTOBEPSIOIIETO JIMYHOCTD,
UICHTU(DUKAITMOHHBIA HOMEpP HaJloroIuIaTeNbliuka (Uil TPOU3BOJUTENEH,
SBISIONIMXCS  pe3ugeHTamMu  Poccuiickoit  @Denepanuu), ajapec  MecTa
KUTENIBCTBA, a TAKKe HOMEp TeseoHa 1 ajpec dIEKTPOHHON MTOYTHI;

Kornusi  (KOMMHU)  JIOKYMEHTa  (JJOKYMEHTOB),  MOATBEPXKIAOIIETO
(MOATBEPXKIAOIIUX)  TOJHOMOYMS  YIMOJHOMOYEHHOTO  MPEACTABUTEIIS
MPOU3BOAUTENS (M3rOTOBUTENS) MO MPEICTABICHUIO UHTEPECOB MPOU3BOIUTENS
(M3roTOBUTES), HECEHUIO OTBETCTBEHHOCTH B YaCTHU OOpAIEHUSI METUITUHCKOTO
n3nenus Ha teppuropun Poccuiickor denepanuu, B TOM YHCIE [0 BOIIPOCaM
MPOLEAYP OLEHKH COOTBETCTBUS M TOCYAAPCTBEHHOM PErMCTpPALIMU, a TaKKe



M0 3aBEPEHUI0 JOKYMEHTOB MPOU3BOAUTENS (M3TOTOBUTENSA) U BCTYIHUBIIETO
(BcTymuBIIMX) B CWIy 10 OGOPMIIEHHS COOTBETCTBYIOIIUX JOKYMEHTOB,
MPEAYCMOTPEHHBIX HACTOAIIUM MYHKTOM (TI0 MPUMEHUMOCTH);

Kormusi  (KOmMM)  JTOKyMEHTa  (JOKYMEHTOB),  IOATBEPKIAOIIETO
(MOATBEPKAAIONIMX)  TIOJIHOMOYMS  JIWIIA, OCYILIECTBIISIFOIIETO  BBO3
MeIuIUHCKoro wu3nenus B Poccuiickyro ®enepannioo B LEIAX  €T0
rOCYJIJapCTBEHHOM PETUCTpAIMU, 0 3aBEPEHHUIO JIOKYMEHTOB IPOU3BOIAUTENS
(u3rotoBUTENS) W BCTYNMBIIETO (BCTYNMBIIMX) B CHIY 10 OQGOPMICHHS
COOTBETCTBYIOIINX JTOKYMEHTOB, MPEIYCMOTPEHHBIX HACTOSIIUM ITYHKTOM
(10 IPUMEHUMOCTH);";

B a03are OJMHHAAIIATOM CJIoBa '"yTBEpKIEHHBIM MMUHHCTEPCTBOM
31paBOOXPAHCHUS Poccuiickoit Oenepanun’ 3aMCHUTD CII0OBaMH
"ycranoBneHHbIM [IpaBunamu peructpanun';

a03a1] mATHAIIATHIA U3JI0XKUTH B CIEAYIONIEH PeIaKIUU:

"cBelleHHsT 00 yBEAOMJICHHSAX O BBO3€ MEIUIMHCKUX H3JCIHUA C IIENbIO
UX TOCYJApCTBEHHOW pErucTpanuy, IMOJAHHBIX B PETUCTPUPYIOLUIUN OpraH
(10 IPUMEHUMOCTH);";

a03a1] BOCEMHA/IIAThIN MPU3HATH YTPATUBIINM CHITY;

a03a11 ABaAIATHIA U3JI0KHUTH B CIEIYIONIEH pelaKIu:

"JIoKyMEHTBI TIPOU3BOAUTEINSI (M3TOTOBUTEINS), YKA3aHHBIE B HACTOSIIEM
NyHKTEe (32 MCKJIIOYEHHWEM JOKYMEHTOB, MIPEIyCMOTPEHHBIX ab3aramu
MATBIM U IIECTHIM HACTOAIIETO IIYHKTA), 3aBEPSIOTCS IMPOU3BOJUTEIEM
(M3roToBUTENEM) WM YIHOJHOMOYEHHBIM TMPEJACTAaBUTEIEM IPOU3BOIUTEIS
(u3roroButensi) (MO0 JUIOM, OCYIIECTBISAIONIMM BBO3 MEIUIIMHCKOTO
m3nemuss B Poccuiickyro ®Denpepanuro B LEIAX €r0  T'OCYJAapCTBEHHOU
perucTpauuy) IMpU YCIOBUM HAJIWYMS W TPEIACTABICHHUS B SKCIIEPTHOE
YUPEKICHHE TOKYMEHTa (1OKYyMEHTOB), MOATBEPKAAOIIETO
(MOATBEPKMAIOMIMX)  TOJHOMOYHS  YIOJHOMOYEHHOTO  TPEICTaBUTEIS
npousBoAuTeNs (M3roroButTens) (OO JMIA, OCYIIECTBISIONIETO  BBO3
MeIuIUHCKoro wu3nenus B Poccuiickyro ®enepannioo B LEIAX  €T0
rOCyJapCTBEHHOM pErucTpanu) IO WX 3aBEPEHUI0 U BCTYMNHBIIETO
(BcTynmuBIIMX) B CWiIy 10 O(QOpPMIICHUS JTOKYMEHTOB, MPEIyCMOTPEHHBIX
HACTOSIIIIUM MMyHKTOM.";

JOTIOJTHUTH ab3aliaMu CJIeAYIOIIETo COAep>KaHUS:

"[Ipy  momaue  3asABJEHUS O  TOCYJApPCTBEHHOM  peErucTpanuu
MEJIUIIMHCKOTO HU3AENHUS B COOTBETCTBUM C HACTOSIIUM ITYHKTOM ITOJTHOMOYHS
MPEACTABUTENS]  3asABUTENSl HAa I[0Ja4yy COOTBETCTBYIOLIEIO  3asBIICHUS



MOJITBEPXKJIAIOTCS C MCIIONBb30BaHUEM (DYHKIMOHANA TIAT(OPMBI MOJTHOMOYUN
€JUHOTO MopTaa.

JIOKyMEHTBI, yKa3aHHbIE B HACTOSIIEM IIYHKTE, MPEICTABIAIOTCS
B (hopMe DIIEKTPOHHBIX JOKYMEHTOB HJIM DJIEKTPOHHBIX 00pa3oB TOKYMEHTOB,
MOANMHUCAHHBIX YCUJICHHOW KBaIU(UUUPOBAHHOW 3IEKTPOHHOM TMOJANHCHIO
WIM YCWJICHHON HEKBaTU(PHUIIMPOBAHHON 3JEKTPOHHOW MOAMHCHIO, cepTUhUKAT
KJII0Ya TPOBEPKM KOTOPOW CO3/1aH M HCHOJB3yeTcsd B HUH(QPACTPYKTYpeE,
o0ecrnieunBaromIen UH(POPMAIMOHHO-TEXHOJIOTUYECKOE B3aNMO/JICVCTBUE
MH()OPMAITMOHHBIX CUCTEM, VCIIOJIb3YEMBIX TUTSL IIPENOCTABIICHHUS
TOCYy/IapCTBEHHBIX M MYHHUIUNAIBHBIX yCIyr B JJIEKTPOHHOH (opme,
B ycra”HoBieHHOM IIpaBurtensctBoM Poccuiickot @enepauum mnopsake
(manee - ycuiaeHHas HEKBAIM(PUIIMPOBAHHAS 3JIEKTPOHHAS MOJAIHKCH), 3asIBUTEIIS.

JIOKyMEHTBI Ha OyMaKHOM HOCHTETE, cozeprKalmecs
B PErHCTPAIMOHHOM JI0CHE, 3JEKTPOHHBIE O0pa3bl KOTOPHIX MPEICTaBISIOTCS
3asIBUTEJIEM, JIOJKHBI OBITh 3aBEPEHBI B YCTAHOBICHHOM TMOPSIJIKE.

JIOKyMEHTBI, YyKa3aHHblE B HACTOSALIEM IYHKTE, JIOJDKHBI OBIThH
BBINIOJIHEHBI B MHOTOLIBETHOM (hopmate ¢ paspemieHueM He MeHee 300 Touek
Ha aoiiM B (¢opmare pdf ¢ TEKCTOBBIM CJIOEM C BO3MOXKHOCTHIO BBIJICIICHUS
Y KONMPOBaHUs OJIOKOB, a TAKK€ OCYLIECTBICHUS TOUCKA.

Pasmep mro6oro u3 (HailyloB pEeTrMCTPAIMOHHOTO JOChE HE JIOJDKCH
npesbimats 100 M6.

B kaxzoM mOKymMeHTe, colepXkKalleMcs B PETHCTPAlMOHHOM JOChE,
00s13aTeIBHO JOJDKHA OBITh yKa3aHa J1aTa ero Bhaaun.";

) ab3all BTOpoil myHKTa 14 1ONOTHUTH ciioBamMu "(B 3JIEKTPOHHOM opme
MyTeEM pa3MELIEHUsT B aBTOMAaTU3MPOBAHHOM HWH()OPMALMOHHOW CHUCTEME
PETUCTPUPYIOIIETO OpTraHa) v MyHKTOM 15 HacTosIero JokymeHnra';

3) B myHKTE 15:

a03a1] NepBBIM U3JI0KUTH B CIEAYIOLIEH PETAKIUU:

"15. B ciy4yae BBIABICHHMS OKCIIEPTHBIM YUYPEKICHUEM HEIOJIHOTHI,
U (um) HEJIOCTOBEPHOCTH, u (um) HEJIOCTATOYHOCTH, u (Win)
HEKOMILIEKTHOCTU JOKYMEHTOB W (WJIM) CBEICHMM, YKa3aHHbIX B IyHKTe 13
HACTOAIIETO JOKYMEHTA, SKCIIEPTHOE yUpEKJICHUE B T€UCHHE 5 pabouyux aHEH
CO JHS WX IOCTYIUICHUS HANPABISAET 3asABUTENIO IMOCPEACTBOM IIOJCHCTEMBI
€AMHOr0 JIMYHOTO KaOMHEeTa Ha €IWHOM NopTaje (Jajee - €IWHBIN JIMYHBII
KaOWHET 3asgBUTENSI) 3aMpoC O TPEACTABICHUW HEOOXOIUMBIX JTOKYMEHTOB
U (WIM) CBEJEHUM, YKa3aHHBIX B TyHKTe 13 HaAcTOSIIEro JTOKYMEHTA,
C YKa3aHUEM XapaKTepa 3aMeuaHuil U crnoco0a Ux ycTpaHeHus.";



JIOTIOJTHUTH a03a1ieM CIEAYIONIEro COAePKaHus:

"Bpems co nHSA HanpaBiEHUs 3aIpoca IKCIEPTHOTO YUPEKIAECHUS 10 THSA
IIOJIyYEHHsI OTBETA HA 3alpoC JKCIEPTHOTO YUYPEKICHUS WM YBEIOMIICHUS
O HENPEACTABICHWM OTBETa HA  3alpoC  OIKCHEPTHOTO  YUPEKIACHHUS
HE YYUTHIBACTCS MPU HMCUUCIECHUU CpPOKa MPOBEJIEHUSA HKCIEPTU3bl KAaYeCTBa,
3¢ hexTUBHOCTH 1 6€30MACHOCTH MEIUITMHCKOTO W3ACIHs.";

1) noAmyHKTHI "a" 1 "0" myHkTa 17 U3710XKUTH B CIEAYIONIEH peJakinu:

"a) IpUHATHE pEUIEHUsI O TOCYJAPCTBEHHON PErUCTPALMH MEIULIMHCKOTO
u3enuss win o0 OTKa3e B TOCYAAPCTBEHHOW PETUCTpAMM MEIULIMHCKOTO
U3JIeNHsi, KOTOpoe OQOpMISETCS MPHKA30M PETUCTPUPYIOIIETO OpraHa,
Y YBEJIOMJICHHE 3asBUTENISI O NPUHATOM PEIICHUM IOCPEACTBOM PA3MEIICHUS
COOTBETCTBYIOIIETO YBEIOMJIEHHS B (OpME BJICKTPOHHOTO JOKYMEHTa,
MOANMUCAHHOTO YCUJIEHHOW KBaNM(UIMPOBAHHON 3JIEKTPOHHON MOJANHCHIO
YIOJHOMOYEHHOI'O  JOJDKHOCTHOIO JIMIA, B €JUHOM JINYHOM KaOuHeTe
3asiBUTENS] M JIMYHOM KaOuHeTe 3asiBHUTENs B  aBTOMATU3UPOBAHHOM
MH()OPMAITMOHHOW CHUCTEME PETUCTPUPYIOLIEro opraHa (Jajee - 3JIEKTPOHHBII
KaOWHET 3asiBUTEIIA);

0) BHECEHHE pEeecTPOBOM 3allMCH B TOCYIapCTBEHHBIN peecTp.";

K) B yHKTE 19:

ab3albl TEpPBBIM - YETBEPThIM 3aMEHUTh TEKCTOM  CJEAYIOIIErO
COJIEp/KAHMUS:

"19. lng BHEceHUS B JOKYMEHTBI, COAEPKAIMMECS B PErUCTPAIMOHHOM
70Che, M3MEHEHWH, yKa3aHHBIX B al3ame mepBoM MyHKTa 18 HacTosmero
NOKYMEHTA,  3asBHUTENIb  IPEACTABIIET B PETMCTPUPYIOIIMH  OpraH
C UCITOJIB30BAHUEM €IMHOTO MOpTaja CIEAYIONUE JOKYMEHTHI:

3asBJIEHHE O BHECEHWHM W3MEHEHMU B JOKYMEHTBI, COJEpIKallnuecs
B PETUCTPAIMOHHOM JIOCh€ (Jajee - 3asBJICHUE O BHECEHUU HW3MEHEHUN),
oopmileHHOE B COOTBETCTBHHM C TPEOOBAaHHUSIMH K COJCP)KAHUIO 3asBICHUS
O BHECEHMM W3MEHEHUM, YyCTaHOBJIEHHbIMH [lpaBunamum perucrpanuu.
B cmydae BBO3a memunumHckoro usnenus B Poccmiickyro denepannio B Hesx
BHECEHHMS] W3MEHEHHIl B JIOKYMEHTBI, COJEpXKallhecs B PErHCTPAlMOHHOM
JOChE, 3asBJICHUE O BHECEHUM W3MEHEHUU JOJDKHO COJEpXkKaTh CIEAYIONIUE
CBEIICHMS O JMIE, OCYLIECTBIIIOIIEM BBO3 MEIWLIHMHCKOIO  W3JEIIHS
B Poccuiickyro @enepanuro:

B OTHOWICHUM IOPUAMYECKOIO JHMIA - TIOJIHOE U COKpalIeHHOE
(Ipy  HaIMYMKM) HAUMEHOBaHUs (C TpaHCAUTEpaluen), OpraHu3aluOHHO-
npaBoBass  (opma, HJICHTU(DUKAIMOHHBIA  HOMEpP  HAJIOTOIUIATENbIINKA
(nns mpoum3BOAMTEINEH, ABISIOIUXCA pe3uneHTamu Poccuiickoit dexneparun),



aZipec MecTa HaxXOXICHHs, a Takke HOMep TeleoHa M ajpec SICKTPOHHOMN
MOYTHI,

B OTHOIIEHHH (PU3NYECKOrO JIMLA, 3apETUCTPUPOBAHHOIO B KayeCTBE
WHANBUAYAIbHOTO TpPEANpUHUMATENS, - (QamMuins, UM H  OTYECTBO
(npu  HanUMYMM), PEKBU3HUTHI JOKYMEHTa, YJOCTOBEPSIOIIETO JIMYHOCTD,
UJICHTU(PUKAITMOHHBIN HOMEp HaJOroIiaTelblIuKa (I TMPOU3BOIUTENCH,
aBisomuxcst  pesugeHramu  Poccuiickoit ®Denepaumu), aapec  Mecta
KUTEIBCTBA, a TAK)Ke HOMEp TenedoHa U aApec IEKTPOHHOM MOYTHI;

Kornusi  (KOMMHU)  JIOKYMEHTa  (JJOKYMEHTOB),  MOATBEPXKIAOIIETO
(MOATBEpPKAAOMIMX)  TMOJHOMOYHUS  YIOJIHOMOYEHHOTO  IPEACTABUTEIS
MPOU3BOAMTENA (M3rOTOBUTENS) MO MPEICTABICHNUIO HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENS ), HECEHUIO OTBETCTBEHHOCTHU B YACTU OOPAIICHUS MEUIIMTHCKOTO
nu3nenust Ha tepputopuu Poccuiickoin denepannn, B TOM YMCIE IO BOIIPOCaM
MPOLIEAYP OLIEHKH COOTBETCTBHS M T'OCYJAPCTBEHHOM PETHUCTPALMM, a TAKKE
M0 3aBEPEHUI0 JTOKYMEHTOB IMPOU3BOAUTENS (M3TOTOBUTENS) M BCTYHHUBIIETO
(BcTynmuBImIMX) B CHUIy 10 O(OpPMIIEHHS COOTBETCTBYIOMIMX JOKYMEHTOB,
MIPETYCMOTPEHHBIX HACTOALIMM ITyHKTOM (IO IPUMEHUMOCTH);

Kornusi  (KOMMHU)  JIOKYMEHTa  (JJOKYMEHTOB),  MOATBEPXKIAOIIETO
(mOATBEPKIALOIITUX ) MOJTHOMOYHS  JIWIIA, OCYIIECTBIISIFOIIETO BBO3
MeIuuHCKoro wu3faenuss B Poccuiickyro  ®@enpepanuio B LHENSAX  €T0
rOCYJJapCTBEHHOM PETUCTPALMH, IO 3aBEPEHHUIO0 JTOKYMEHTOB IPOU3BOIAUTENS
(u3rotoBUTENS) M BCTYNMBIIErO (BCTYNMBIIMX) B CHIY A0 OQOPMIICHHS
COOTBETCTBYIOIIUX JOKYMEHTOB, NPEIyCMOTPEHHBIX HACTOSALUIUM ITYHKTOM
(mo mpumMeHuMocTn);";

a03a1bl BOCBMOM - AECATHIA MPU3HATH YTPATUBIIMMH CHIIY;

a03a1 ABEHAAAThIA IPU3HATH YTPATUBIINM CHITY;

JIOTIOJTHUTH a03a1iaMu CIEAYIONIEro COIePIKaHuU:

"Ilpu mnopaue 3asBICHUS O BHECEHUM W3MEHEHHWW B COOTBETCTBUU
C HACTOSAIIMM IIYHKTOM IIOJHOMOYMS MPEICTABUTENs 3aABUTENSI Ha MOAAYY
COOTBETCTBYIOIIETO  3asABJICHUS  MOJATBEPKIAIOTCA C  HCIOJIB30BAHUEM
¢byHKIIMOHANA TIATGOPMBI TIOTHOMOYUH €IUHON CHCTEMBI.

JIOKYMEHTBI, yKa3aHHbIE B HACTOAIIEM IYHKTE, MMPEACTABISAIOTCA B hopMe
ANEKTPOHHBIX  JIOKYMEHTOB WM  3JEKTPOHHBIX 00pa3oB  JOKYMEHTOB,
MOANMHUCAHHBIX YCUJICHHOW KBaIU(UUUPOBAHHOW 3IEKTPOHHOM TMOJANHCHIO
WIH YCUJIEHHOW HeKBATU(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOIMICHIO 3aBUTETIS.

JIOKyMEHTBI Ha OyMaKHOM HOCHTETE, cozeprKalmecs
B PErHCTPAIMOHHOM JI0ChE, 3JEKTPOHHBIE O0pa3bl KOTOPHIX MPEICTABISIOTCS
3asIBUTEJIEM, JIOJKHBI OBITh 3aBEPEHBI B YCTAHOBJICHHOM IMOPSIJIKE.



JIOKyMEHTBI, yKa3aHHbIE B HACTOSALIEM IYHKTE, JIOJDKHBI OBIThH
BBINIOJIHEHBI B MHOTOLIBETHOM (hopmate ¢ paspemieHueM He MeHee 300 Touek
Ha aoiiM B (¢opmare pdf ¢ TEKCTOBBIM CJIOEM C BO3MOXKHOCTHIO BBIJICIICHUS
Y KONMPOBaHMs OJIOKOB, a TAKK€ OCYLIECTBICHUS TOUCKA.

Pasmep mro6oro u3 (HailyloB pEerMCTPAIMOHHOTO JOChE HE JOJDKEH
npesbimats 100 M6.

B kaxaoMm [OKyMeHTe, coAepKalleMcs B PEruCTPallMOHHOM JOChE,
00s3aTeNbHO JOJIKHA OBITh yKa3aHa JlaTa ero Bblaau.";

1) moanyHkThl "a" u "0" myHkTa 20 U3JI0KUTH B CIEIYIONIEH PEelaKIUu:

"a) IpUHATHE pEIIEHUSI O BHECEHUUM HW3MEHEHUH B JIOKYMEHTHI,
CoJieprKallfecss B PETUCTPALMOHHOM J0Che, KOTOpoe O(OpMIISeTCs MPHUKa30M
PETHCTPUPYIOIIEr0  OpraHa, BHECEHHME B  TOCYJapCTBEHHBIM  peecTp
COOTBETCTBYIOIIMX CBEJICHUW WM TMPUHATHE pEUIeHUus O NpeKpalieHuu
JaTbHEUIIEr0 pACCMOTPEHUS 3as1BJICHUS] O BHECEHUU U3MEHEHUH U TJOKYMEHTOB,
MPEAYCMOTPEHHBIX IMTYHKTOM 19 HacTOSIIEro T0KYMEHTA;

0) yBeioMJIeHHE B TUCHbMEHHON (hopMe 3asBUTENS O MPUHATOM PEIICHUU
(HampaBieHue  yBeIOMJIGHHA B (QopMe  BJIEKTPOHHOTO  JOKYMEHTa,
MOANMUCAHHOTO YCUJIEHHOW KBaNM(UIMPOBAHHON 3JIEKTPOHHON MOJANHCHIO
YIOOJHOMOYEHHOI'O JIOJDKHOCTHOTO  JIMI[A, IIOCPEJACTBOM €ro pa3MenieHus
B €IMHOM JINYHOM KaOWHETE 3adBUTEIIS U SJIEKTPOHHOM KaOUHeTe 3asBUTENsA)."

M) B myHKTE 21:

B MOJNyHKTe "r" cioBa "KOMNHUS PErHCTPALIMOHHOTO YJIOCTOBEpEeHUS u'"
UCKITIOUNTB;

MOANYHKT "A" MpU3HATh yTPAaTUBIINM CHILY;

H) a03a1] NepBbIid MyHKTA 22 U3JI0KUTH B CIEAYIOIIEH PeIaKIUu:

"22. B mepuoa IeMcTBUS rOCYJapCTBEHHOW PErucTpalii MEAUIIMHCKOTO
W3JIeNINsI, OCYIIECTBICHHOW B COOTBETCTBUMHU € MyHKTamu 13 - 21 Hacrtosiiero
JOKYMEHTa,  NPOU3BOJAUTENb  (M3FOTOBUTEIb) WM  YIOJIHOMOYEHHBIN
IPEACTABUTENb  MPOU3BOAUTENST  (M3TOTOBUTENA)  BIpaBe  IPEACTABUTH
B PETUCTPUPYIOIIMIA OpraH 3asBI€HHE O TOCYJAPCTBEHHOM pErucTpaluu,
0(QOpMJIEHHOE B COOTBETCTBUM C TPEOOBAHMSIMU K COJEPKAHUIO TaKOTO
3asBJICHUSI, YyCTaHOBJEHHbIMU [IpaBunamm perucrtpauud, H JOKYMEHTHI,
npenycMoTpeHHsle  [IpaBunamMu  peructpauuy B HEJSIX  [POXOXKICHUS
IpOLEYypbl  TOCYJApCTBEHHOM  pErucTpanud  MEIULUHCKOrO  U3JEIus
B cootBercTBUM C pasgenom III wmm paszmenom IV IlpaBun perucrpanun.
Ceenmenusi 00 yBEIOMJICHUSIX O BBO3€ MEIWIIMHCKOTO HM3ACTHUS C LEIBI0 €ro
roCyJapCTBEHHOW pErucTpaluy, TMOJaHHBIX B PErUCTPUPYIOUIUMN Opra,
B 3a5BJICHUHU O TOCYJAPCTBEHHOM PETHCTPALMU TAKOTO MEAULUHCKOTO HU3IEIUS
HE yKa3bIBalOTCA.";



0) B ITyHKTE 23:

ab3albl TMEpPBBIM - YETBEPTHIM 3aMEHUTh TEKCTOM  CJIEAYIOIIEro
COAEPKAHUS:

"23. JIns  TOCYapCTBEHHOW pErucTpaudi MEAULIHUHCKOTO  U3AEIUs
C HU3KOU CTENEHBIO MOTEHIIUAILHOTO PUCKA €r0 MPUMEHEHUS (32 UCKIIFOYEHUEM
MEJIUIIMHCKUX HW3JCNHM, BBIMYCKAEMbIX B CTEPUIBLHOM BHJIE), BKIOUYEHHOTO
B nepevyeHb MEIUIMHCKUX U3JIeIIUH, 3asIBUTEJIb MPECTaBIISIET
B PETUCTPUPYIOIIUI OpraH C HCMOJb30BAaHUEM €IUHOr0 JUMYHOTO KaOWHeTa
3asBUTEJIS CJICIYIONINE IOKYMEHTBI U CBEJICHUS:

3asBJIEHUE O TOCYJAPCTBEHHOM PETUCTPALMU MEIUIIMHCKOTO U3ICIUS
B COOTBETCTBUU C TpeOOBaHMSIMU K COJICP)KAHUIO TaKOTO 3asiBJIICHHUS,
ycTaHOBJICHHbIMU [IpaBuiiamu peructpanuu (3a HCKIOUEHUEM CBEJCHUH,

p
peructpanuu). B ciaydae BBO3a MemMIIMHCKOro wusaenuss B Poccuiickyto

n.n nyn

MPEAYCMOTPEHHBIX ~ MOANYHKTaMH "M" - u "x" nysnkra 64 IlpaBun
Qenepaurio B LENAX  TOCYJApCTBEHHOM — perucTpaluu  3asiBICHHE
0 rOCYJJapCTBEHHOM perucTpauud MEAUIMHCKOIO U3JEIUs JIOJKHO COJIEpPXKaTh
CJIEIYIOLME CBEICHUS O JIUIIE, OCYLIECTBISIONEM BBO3 MEAUIIMHCKOTO U3EIHS
B Poccuiickyro denepanuto:

B OTHOIICHUM IOPUIUYECKOTO JUIA - T[OJHOE M COKpaIIeHHOE
(Ipy  HaIMYMKM) HAUMEHOBaHUs (C TpaHCAUTEpaluen), OpraHu3aluOHHO-
npaBoBass  (opma, HJIECHTU(DUKAIMOHHBIM  HOMEp  HaJOTrOIUIaTEeNbIINKA
(nns mpoumsBoauTeneH, ABisitoUMXcs pesusienTaMu Poccuiickoit denepanun),
aZpec MecTa HaXOXJICHMs, a TakXke HOMep TeleoHa U aapec 3JIEKTPOHHOM
MOYTHI;

B OTHOIIEHUH (PU3UYECKOrO JIMIA, 3apPETUCTPUPOBAHHOIO B KayecTBE
WHIUBUYAIIBHOTO  MpeAupuHUMaTens, - GamMuwidsg, UM W  OTYECTBO
(npy  HanMYMM), PEKBU3UTHI JOKYMEHTa, YJOCTOBEPSIOIIET0 JIMYHOCTD,
UICHTU(UKAIIMOHHBIA HOMEpP HaJlororuiatenbliuka (IUisli MpPOU3BOAMUTENEH,
aBisomuxcs  pesugeHtramu  Poccuiickoit ®Denepaumu), aapec  Mmecta
KUTENbCTBA, a TAK)XKE HOMEP TesleOoHa U aJpec FJIEKTPOHHON MOYTHI;

Kormus  (KOmMWHU)  JIOKYMEHTa  (JJOKYMEHTOB),  MOATBEPXKIAOIIETO
(moaTBEpKAAOMIMX)  MOJHOMOYHUS  YIOJHOMOYEHHOTO  MpPEACTaBUTEINS
MPOU3BOAUTENS (M3rOTOBUTENS) MO MPEICTABICHUIO UHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENS ), HECEHUIO OTBETCTBEHHOCTH B YACTU OOPAIIEHUS METUIIMHCKOTO
nuznenus Ha teppuropuu Poccuiickoii denepanuu, B TOM YUCIE [0 BOIPOCaM
MpOLEyp OLEHKA COOTBETCTBUS M TOCYJApPCTBEHHON PErucTpaluu, a TakxKe
M0 3aBEPEHHUI0 JIOKYMEHTOB MPOU3BOAUTENS (M3TOTOBUTENS) U BCTYHHUBUIETO



(BcTynmuBImIMX) B CHUIy 10 O(OpPMIIEHHS COOTBETCTBYIOMIMX JOKYMEHTOB,
MIPETYCMOTPEHHBIX HACTOALIMM ITYHKTOM (10 TPUMEHUMOCTH);

Konusg  (KOMMHM)  JOKYMEHTa  (JJOKYMEHTOB),  IOJTBEPXIAIOILIErO
(mOATBEPXKIALOIITUX ) MOJTHOMOYHS  JIWIIA, OCYIIECTBIISIFOIIETO BBO3
MeIuuHCKoro wu3faenuss B Poccuiickyro  ®@enpepanuio B LHENSAX  €T0
rOCYJJapCTBEHHOM PETUCTPALMH, IO 3aBEPEHHUIO0 JTOKYMEHTOB IPOU3BOIAUTENS
(u3rotoBUTENS) M BCTYNMBIIErO (BCTYNMBIIMX) B CHIY A0 OQOPMIICHHS
COOTBETCTBYIOIIUX JOKYMEHTOB, NPEIyCMOTPEHHBIX HACTOSALUIUM ITYHKTOM
(10 MPUMEHUMOCTH);

KOIMSL JTOTOBOpA, 3aKJIKOYEHHOIO0 C YUYPEXKACHUEM, Ha IIPOBEICHUE
TEXHUYECKUX HCIBITAHUN, TOKCHUKOJOTMYECKUX HWCCIEAOBaHUM, HWCIBITAHUN
B II€JISIX YTBEPXKIEHUS TUIA CPEICTB U3MEPEHUH (II0 MPUMEHUMOCTH);";

a03a1 AeCAThIA IPU3HATH YTPATUBIINM CHIIY;

a03a1 ABEHAAAThIA IPU3HATH YTPATUBIINM CHITY;

JIOTIOJTHUTH a03a1iaMu CIEAYIONIEro COIePIKaHuU:

"[I[pp  nomade  3aABIEHUS O  TOCYJAPCTBEHHOM  PErucCTpalnu
MEIUIUHCKOTO M3JI€TUsl B COOTBETCTBUU C HACTOSALIUM ITYHKTOM IOJHOMOYHS
MIPEACTABUTENSL  3aABUTENS HAa I0Ja4y COOTBETCTBYIOLIEIO  3asBJICHUS
MOJITBEPXKJIAIOTCS C MCIIONb30BaHUEM (DYHKIMOHANA TIAT(OPMBI MOJTHOMOYUN
€JUHOTO MopTaa.

JIOKyMEeHTBI, YyKa3aHHblE B HACTOSALIEM IYHKTE, MPEACTABISAIOTCA
B (hopMe DIIEKTPOHHBIX JOKYMEHTOB HJIM DJIEKTPOHHBIX 00pa3oB TOKYMEHTOB,
MOANMHUCAHHBIX YCUJICHHOW KBaIU(UUUPOBAHHOW 3IEKTPOHHOM TMOJANHCHIO
WIH YCUJIEHHOW HeKBATU(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOIMICHIO 3aBUTETIS.

JIOKyMEHTBI Ha OyMaKHOM HOCHTETE, cozeprKalmecs
B PErHCTPAIMOHHOM JI0CHE, 3JEKTPOHHBIE O0pa3bl KOTOPHIX MPEICTaBISIOTCS
3asIBUTEJIEM, JIOJKHBI OBITh 3aBEPEHBI B YCTAHOBJICHHOM IMOPSIJIKE.

JIOKyMEHTBI, YyKa3aHHblE B HACTOSALIEM IYHKTE, JIOJDKHBI OBIThH
BBINIOJIHEHBI B MHOTOLIBETHOM (hopmate ¢ paspemieHueM He MeHee 300 Touek
Ha aoiiM B (¢opmare pdf ¢ TEKCTOBBIM CJIOEM C BO3MOXKHOCTHIO BBIJICIICHUS
Y KONMPOBaHUs OJIOKOB, a TAKK€ OCYLIECTBICHUS TOUCKA.

Pasmep mro6oro u3 (HailyloB pEeTrMCTPAIMOHHOTO JOChE HE JIOJDKCH
npesbimats 100 M6.

B kaxzoM mOKymMeHTe, colepXkKalleMcs B PETHCTPAlMOHHOM JOChE,
00s13aTeIBHO JOJDKHA OBITh yKa3aHa J1aTa ero Bhaaun.";

1) JOMOJHHUTH MyHKTOM 23! ClIeAyIoIIero coaepKaHus:

"23!, T'ocyaapCTBEHHAsT PETUCTPAIMsl MEIUIIMHCKOTO H3ACTUS C HH3KOM
CTENEHBIO TOTEHIIMAIBHOIO PHCKAa €ro MNpPUMEHEHHS (32 HCKIIOYEHUEM
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MEIUIUHCKUX HW3JI€TUH, BBITYCKAEMBIX B CTEPHJIBHOM BHUJE), BKIOUYEHHOTO
B IIEPEUYCHb MEIULMHCKUX H3AENIUNA, MPOBOJUTCA OJHOKPATHO B OTHOUIEHUH
OJTHOTO HAMMEHOBAHUS MEAMIMHCKOTO M3JENHs OJHOTO IMPOU3BOIUTEIS
(u3rotoBuTens).";

p) B MyHKTE 24:

B al3alle mepBOM cJIOBa 'HANpaBIISIET 3asBUTENI0 PETUCTPALMOHHOE
YAOCTOBEPEHUE HA MEIUIIMHCKOE W3/eJIME 3aKa3HbIM MOUYTOBBIM OTIIPaBICHUEM
C YBEAOMJICHHMEM O BpYYEHMH HIM B (opMe SIEKTPOHHOTO JOKYMEHTa,
MOANMUCAHHOTO JJICKTPOHHOM TMOAMUCHIO, JTUOO B SIEKTPOHHOU dopme
M0 TEJEKOMMYHUKAIIMOHHBIM KaHajlaM CBSI3M, BHOCUT B TOCYJapCTBEHHBII
peecTp CBEICHUS O 3aPETHUCTPUPOBAHHOM MEJIUIIMHCKOM W3AEIUU' 3aMEHUTH
CJIOBAaMH "BHOCHT PEECTPOBYIO 3alMCh B OCYIaPCTBEHHBIN PEECTP, YBEIOMIISIET
3agBUTENSI O TPUHATOM pEIICHWW (HAMpaBlIeHWE YBeIOMJIeHHs B ¢opme
ANIEKTPOHHOTO JIOKYMEHTa, MOJINHUCAHHOTO YCHJIEHHON KBaau(pUUUPOBAHHOMN
ANIEKTPOHHOM MOANKMCHIO YIOJIHOMOYEHHOI'O JIOJKHOCTHOTO JIMIA, ITOCPEACTBOM
€ro pa3MeIleHHUd B €IUHOM JIMYHOM KaOWHETe 3asBHUTENS MU SIEKTPOHHOM
KaOUHeTe 3asiBUTENsA)"

a03a1l BTOPOM M3JIOKUTH B CICAYIOIICH pelaKIUn:

"B ciywae ecim IOOKYMEHTBHI, YKa3aHHbIE B IIYHKTE 23 HACTOSIIETO
JOKyMEHTa, W (WIM) CBEIEHHUs, COJAEpKaIIUecs B YKa3aHHBIX JIOKYMEHTaX,
MpeACTaBIeHbl HE B  TMOJHOM o00beme, # (WIU) HEJAOCTATOYHHI,
U (WIM) HEKOMIUIEKTHBI, U (WJIM) HEIOCTOBEPHBbI, YyKa3aHHbIE JIOKYMEHTHI
PETHCTPUPYIOIIMM OPraHOM HE MPUHHUMAIOTCS, O YEM PETUCTPUPYIOUIUNA OpraH
YBEIOMIISIET 3asBUTENs (HAIpaBJICHHE YBEIOMIJIEHHS B (DOpPME 3IEKTPOHHOTO
JOKYMEHTa, MOANMCAHHOTO YCWJICHHOW KBAJIU(DUIIMPOBAHHON 3JIEKTPOHHOMN
MOANMKUCHI0  YIOJIHOMOYEHHOIO JIOJDKHOCTHOTO — JIMIA, IOCPEICTBOM — €ro
pa3MelleHns B €JMHOM JUYHOM KaOWHETEe 3asBUTENS U DJIEKTPOHHOM KaOWHEeTe
3asBUTENIA).";

C) B MyHKTe 25 ciioBa "MOJYyYEHHs] PETUCTPALMOHHOIO YJOCTOBEPEHUS
Ha MEJIULMHCKOE H3JENHE C HU3KOM CTENEHBIO MOTEHUHUAJIBHOTO PHUCKA €ro
NpUMEHEHUs1 (332 HCKIIOYEHUEM MEIULUMHCKUX U3JIEIUH, BBITYCKAEMbBIX
B CTEpWJIbHOM BHZE)" 3aMEHUTH CJIOBAaMH '"BHECEHUS PETHCTPUPYIOIIUM
OpraHoM B T'OCYJIapCTBEHHBII PEECTp pPEEeCTPOBOM 3alHCH, MOATBEPKAAIOLIECH
bakT TroCyZapCTBEHHOW pEruCTpali MEAWIIMHCKOTO W3ACTUsS C HHU3KOH
CTENEHBIO TOTEHIIMAIBHOIO PHCKAa €ro MNpPUMEHEHHS (32 HCKIIOYEHUEM
MEIULUHCKUX HU3EJHI, BBIMYCKAEMBbIX B CTEPUJIBHOM BHJE) B COOTBETCTBUH
C IyHKTOM 24 HacTOSIIEro JOKyMeHTa';
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T) B IyHKTE 27:

a03a1] epBBIM U3JI0KUTH B CIEAYIOLIEH PETAKIUU:

"27.B cpokx, ©He mpeBbmmarommii 150 pabGoumx gHEH co AHS
rOCYJJapCTBEHHOM PErucTpaldd MEIWIUHCKOTO M3IEIUS C HU3KOM CTENEHBIO
MOTEHIIMAJIBHOIO PHCKAa €ro MPUMEHEHHs (32 HMCKIOYEHUEM MEIUIIMHCKUX
U3JIETUH, BBIIYCKAaEMBIX B CTEPUIIBHOM BHUJE), BKJIIOYEHHOTO B IEpEUYEHBb
MEIULUHCKUX U3AENIUNA, TPOU3BOIUTEND (M3TOTOBUTENH) WM YIIOJTHOMOYEHHBIN
MPEJACTABUTENIb ~ MPOU3BOAUTENST  (M3TOTOBUTEINS)  00s3aH  MPEJCTABUTh
B PETUCTPUPYIOIIMK OpraH 3asBIEHHE O TOCYJAPCTBEHHOW pPETHCTpaLuu
U KOMIUIEKT JOKYMEHTOB (32 MCKIIOUYEHHEM JOKYMEHTOB, YKa3aHHBIX
B IMyHKTE 23 HACTOSIIEro JOKYMEHTa, W JOKYMEHTOB, NOJATBEPKIAIOIINX
pe3yJIbTaThl UCIIBITAHUN U UCCJIEAOBAHUM, YKA3aHHBIX B MyHKTE 26 HACTOAIIETO
JOKYMEHTa, B CJydae OTCYTCTBHUS BHECEHHS B HHMX HW3MEHEHUH WU (WIIN)
MPOBEJCHUSI  JIONMOJHUTENBHBIX  UCHBITAHUM W (WIM)  HCCIIeIOBaHUM),
npenycMoTpeHHslx paszpenoM Il mmm pasmemom IV IlpaBun peructpamum,
JUTSL IPOXOKJIEHUS TIPOLEAYPbl TOCYJApCTBEHHOM PErncTpanuy MeIULMHCKOTO
W3JIENIASI M BHECEHUS PETMCTPUPYIOIIMM OPTraHOM B T'OCYJApCTBEHHBIM peecTp
pPEEeCTpOBOM 3alMCH, MOATBEPKAAIOIIEH (aKT rocyJapCTBEHHOW perucrpanuu
MEINLIMHCKOTO HW3Aenus B cooTBeTcTBUHM C [IpaBunmamMm perucrpanumn.
CBenenust 00 yBEAOMJIEHHSX O BBO3€ MEIMIMHCKOTO H3JAEIHS C LEJbI0
€ro TOCYJAapCTBEHHOW pETUCTpaly, MOJAHHBIX B PETUCTPUPYIOLIMNA Opra,
B 3a5BJICHUM O T'OCYJAPCTBEHHOM PETHCTPALMU TAKOTO MEAULMUHCKOTO HU3IEIUS
HE yKa3bIBalOTCA.";

a03a1l TpeTUil MPU3HATH YTPATUBIINM CHIIY;

y) B yHKTE 29:

B MNOAMYHKTe "na" cmoBa ", a Takke HE3aKIKYEHHE J0TOBOpA,
MPEyCMOTPEHHOTO MMYHKTOM 25 HACTOSIIIEr0 JOKYMEHTA'" UCKIIIOUNTD;

MOJITYHKT "e" U3JIOXKUTH B CIEIYIOUIEH PEJAKIINN:

"e) IpUHATHE PETUCTPUPYIOIIUM OpPraHOM pEIICHHS O MpeKpalieHun
JNAIBHEUIIEr0 PAaCCMOTPEHUs 3asBIICHHS O TOCYAAapCTBEHHOW pPETHCTpALUU
MEIUIMHCKOTO M3IENHsI M TPEICTABICHHBIX JOKYMEHTOB B COOTBETCTBUH
¢ IIpaBuitamu perucrpanny;';

¢)B abOzame uyerBeproM nyHKTa 30 crnoBa "perucTpanMOHHOIO
YAOCTOBEPEHUS' 3aMEHUTH CIIOBAMHM 'TOCYIAPCTBEHHOM PETHCTPALMN";

X) B myHKTe 31:

a03a1] NepBBIM U3JI0KUTH B CIEAYIOLIEH PETAKIUU:

"31. lmg  BHECEHMS HU3MEHEHMM B  JOKYMEHTBHI, COJep Kaluecs
B PETUCTPALIMOHHOM JIOChE, M0 OCHOBAHUSM, MPEAYCMOTPEHHBIM IYHKTOM 30
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HACTOSIIIEr0 JOKYMEHTa, 3asBUTENb HE IMo3aHee yeM uepe3 30 paboumx aHei
co JUHS N3MEHEHMS COOTBETCTBYIOIIIMX  JIAHHBIX NPEACTABISET
B PETUCTPUPYIOLIMNA OpraH € HMCIHOJb30BAaHUEM E€IMHOIO JIMYHOTO KaOuHeTa
3asBUTENA CIIEAYIOIINE IOKYMEHTHI: "

a03a1l TPETHI U3JI0KUTH B CIEAYIOLIEH PEIAKIUU:

"komust  (KOomMU)  JOKyMEHTa  (JOKYMEHTOB), IOJTBEPKIAIOIIETO
(MOATBEpPKAAOMIMX)  TMOJHOMOYHUS  YIOJIHOMOYEHHOTO  IPEACTABUTEIS
MPOU3BOAMTENA (M3rOTOBUTENS) MO MPEICTABICHNUIO HHTEPECOB MPOU3BOIUTENS
(M3roTOBUTENS ), HECEHUIO OTBETCTBEHHOCTHU B YACTU OOPAIICHUS MEUIIMTHCKOTO
nu3nenust Ha tepputopuu Poccuiickoin denepannn, B TOM YMCIE IO BOIIPOCaM
MIPOLIEAYP OLICHKH COOTBETCTBUS M I'OCYIAPCTBEHHOM PETHUCTPALIMM, & TAKXKE I10
3aBEPEHHUIO JIOKYMEHTOB MPOU3BOJAUTENS (M3TOTOBUTENS) W BCTYHHUBLIETO
(BcTynmuBImIMX) B CHUIy A0 O(OpMIEHHS COOTBETCTBYIOIIUX JOKYMEHTOB
(mo mpumMeHuMocTn);";

a03a1l NATHIN NPU3HATH YTPATUBLINM CHUILY;

a03a1l ceAbMO MpU3HATh YTPATUBLIUM CHUILY;

JIOTIOJTHUTH a03a1iaMu CIEAYIONIEro COIePIKaHuU:

"Ilpu mnopaue 3asBICHUS O BHECEHUM W3MEHEHHWW B COOTBETCTBUU
C HACTOSIIIUM ITyYHKTOM IIOJJHOMOYMS NPEACTABUTENS 3asBUTENS HA TMOJMAYy
COOTBETCTBYIOIIETO  3asABJICHUS  MOJATBEPKIAIOTCA C  HCIOJIB30BAHUEM
¢dbyHKIIMOHANA TIATGOPMBI TOJTHOMOYUH €IMHOTO TOpTaa.

JIOKYMEHTBI, yKa3aHHbIE B HACTOAIIEM IYHKTE, MMPEACTABISAIOTCA B hopMe
ANEKTPOHHBIX  JIOKYMEHTOB WM  3JEKTPOHHBIX 00pa3oB  JOKYMEHTOB,
MOANMHUCAHHBIX YCUJICHHOW KBaIU(UUUPOBAHHOW 3IEKTPOHHOM TMOJANHCHIO
WIH YCUJIEHHOW HeKBATU(DUIIMPOBAHHOMN 3JIEKTPOHHOM MOIMICHIO 3aBUTETIS.

JIOKyMEHTBI Ha OyMaKHOM HOCHTETE, cozeprKalmecs
B PErHCTPAIMOHHOM JI0CHE, 3JEKTPOHHBIE O0pa3bl KOTOPHIX MPEICTaBISIOTCS
3asIBUTEJIEM, JIOJKHBI OBITh 3aBEPEHBI B YCTAHOBJICHHOM IMOPSIJIKE.

JIOKyMEHTBI, YyKa3aHHblE B HACTOSALIEM IYHKTE, JIOJDKHBI OBIThH
BBINIOJIHEHBI B MHOTOLIBETHOM (hopmate ¢ paspemieHueM He MeHee 300 Touek
Ha aoiiM B (¢opmare pdf ¢ TEKCTOBBIM CJIOEM C BO3MOXKHOCTHIO BBIJICIICHUS
Y KONMPOBaHUs OJIOKOB, a TAKK€ OCYLIECTBICHUS TOUCKA.

Pasmep mro6oro u3 (HailyloB pEeTrMCTPAIMOHHOTO JOChE HE JIOJDKCH
npesbimats 100 M6.

B kaxzoM mOKymMeHTe, colepXkKalleMcs B PETHCTPAlMOHHOM JOChE,
00s13aTeIBHO JOJDKHA OBITh yKa3aHa J1aTa ero Bhaaun.";
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1) TyHKT 32 IOMOJIHUTH a03allaMU CIIEYIOIIETO COJIePIKAHMUS:

"B ciiyyae BBISBIEHHMS 3KCIEPTHBIM YUPEKIECHUEM HEMOIHOTHI, U (HJIN)
HEJIOCTOBEPHOCTH, U (WJIM) HEAOCTATOYHOCTH, WU (MJIM) HEKOMIUICKTHOCTH
JOKYMEHTOB, IPEIyCMOTPEHHBIX MYHKTOM 31  HacTOsAmEro IOKYMEHTAa,
U (WIM) CBEACHUM, COAEpKAUIMXCS B YKa3aHHBIX JIOKYMEHTax, SKCIEPTHOE
YUpPEXKICHUE HAIIPABISAET 3aPOC O MPEACTABICHUN HEOOXOIUMBIX IOKYMEHTOB,
MPEAYyCMOTPEHHBIX MyHKTOM 31 HacTosero JOKyMeHTa, U (WiIu) CBEICHUH,
COIEpKAIIMXCA B YKa3aHHBIX JOKYMEHTax, B PErUCTPUPYIOLIMN OpraH,
BBIJIABIIMI 3a/JaHHE€ Ha MPOBEJAEHUE 3KCHEPTHU3bl KauecTBa, 3(P(EKTUBHOCTH
¥ 0€30MacHOCTH MEIUIIMHCKOTO H3AENHUs. 3alpoc SKCIEPTHOTO YUPEKICHUS
JOJKEH COJIep KaTh UCUEPIBIBAIOIINN ITepeYeHb JOKYMEHTOB U (WMJIM) CBEJCHUH,
HEOOXOAMMBIX JKCIIEPTHOMY YUPEKIEHUIO [UII MPOBEACHHS 3KCIEPTU3BI
KauecTBa, 3QPeKTUBHOCTH U 06€30MaCHOCTA MEAUIIMHCKOTO U3IEIHSL.

Peructpupytoiuii oprad B TeueHUe 2 pabounx JHEU CO JHS MOCTYIUICHUS
3ampoca  JKCHEPTHOTO  YUPEXKACHUS  HAIPaBIsIET  3asBHUTEIIO  3alpocC
O MPEJICTaBICHUU HEOOXOIUMBIX JTOKYMEHTOB U (WJIHM) CBEACHUN C yKa3aHHEM
XapakTepa 3aMeyaHuil U crnocoda MX YCTpaHEHHUs. 3almpoc PErHCTPUPYIOLIETO
OpraHa HampaBIIsI€TCS OJHOKPATHO M TIEepelnaeTcss 3asBUTENI0 B ¢opme
ANIEKTPOHHOTO JIOKYMEHTa, MOJINHUCAHHOTO YCHJIEHHON KBaau(pUUUPOBAHHOMN
AIEKTPOHHOM MOJANUCHIO YITIOJTHOMOYEHHOTO JOJDKHOCTHOTIO JIMIA, TOCPEACTBOM
€ro HaNpaBJICHUS HA DJIEKTPOHHYIO NOYTY 3asBUTEIS, aIpec KOTOPOM yKa3aH B
3asBJICHUU O BHECEHHH M3MEHEHUH, THO0 MOCPEICTBOM pa3MEIICHHS B €IHHOM
JUYHOM KaOMHETE 3asBUTENS U JIEKTPOHHOM KaOWHETE 3asiBUTEIIS.

3asBUTENh 00s13aH MPEACTaBUTh OTBET HA 3alpPOC PErUCTPHUPYIOLIETO
OpraHa TIOCPEICTBOM €IWHOTO JIMYHOTO KaOWHeTa 3asBUTENs B CPOK,
He npesbimamui 30 pabouux THEH cO AHS HAMPaBICHUS TaKOTO 3aIpoca.

B Teuenue 2 paGoumx AHEH CO AHS MOCTYIUIEHHS OT 3asABUTENSI OTBETA
Ha 3aIpoC PErUCTPUPYIOLIETO OpraHa PEruCTPUPYIOLIMN OpraH HalpaBiIseT
OTBET B DKCIIEPTHOE YUPEKICHNUE.

B cmnywae HempeactaBieHuss mo ucrtedeHun 30 pabouux aHEH
3asBUTEJIEM OTBETAa HA 3alpOC PErMCTPUPYIOLIETO OpraHa PEruCTPUPYIOLIUN
opraH B TeueHHE 2 pabo4yuX AHEW HampaBisieT B JIKCIEPTHOE YUPEKIACHHUE
YBEIOMJICHHE O  HENPEIACTAaBICHUM  3asBUTEIIEM OTBETa HA  3ampoc
PETUCTPUPYIOLIETO OpraHa Juisi ITOATOTOBKM  3aKJIOYEHHUS OIKCIIEPTHOTO
YUPEXKIACHUS O BO3MOXKHOCTH (HEBO3MOXXHOCTH) BHECEHMS HW3MEHEHUH
B JOKYMEHTBI, COAEpP)KAIIMECH B PErUCTPAlMOHHOM J0ChE HAa MEIULMHCKOE
W3JeNINe, Ha OCHOBAaHMM JOKYMEHTOB, MMEKOIIMXCSI B PACHOPSHKECHUU
DKCIEPTHOTO YUPEKIACHHUS.
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BpeMms co aHsS HampaBieHHUs 3ampoca PEerucTpPUPYIOUIEro OpraHa A0 JIHA
MOJIyYeHUs] OTBETa 3asBUTENS Ha 3alpOC PETUCTPUPYIOLIErO0 OpraHa WiIn
HaIlpaBJICHUSI PETUCTPUPYIOIIUM OPraHOM YBEJOMIIEHHS O HEIpPEACTaBICHUHU
OTBETA Ha 3aIllPpOC PETUCTPUPYIOLIETO OpraHa HE YYUTHIBAETCA NIPH UCUUCICHUHN
CpOKa TPOBEACHUS IKCHEPTU3Bl KadecTBa, 3(PPexkTUBHOCTH M OE30MacHOCTH
MEIUIUHCKOTO U3EIIHS.

B ciyyae BbBIABICHHSI PETHCTPUPYIOIIMM OPraHOM HEIMOJHOTHI, U (WIJIH)
HEJIOCTOBEPHOCTH, U (WJIM) HEAOCTATOYHOCTH, WU (MJIM) HEKOMIUICKTHOCTH
MIPE/ICTABIICHHBIX 3asBUTEJIEM B OTBET Ha 3allpoC PErMCTPUPYIOLIETO OpraHa
JOKYMEHTOB, MPEIYyCMOTPEHHBIX MyHKTOM 31 HacTosmero JOKymMeHTa, U (Hin)
CBEJICHUH, COJEPKAIMXCSA B YKA3aHHBIX TOKYMEHTaxX, pErUCTPUPYIOUIUN OpraH
B TeueHue 2 pabounx THEH HampaBisieT (B ¢opMme 3JIEKTPOHHOTO TOKYMEHTA,
MOANMUCAHHOTO YCUJIEHHOW KBaNM(UIMPOBAHHON 3JIEKTPOHHON MOJANHCHIO
YIOJHOMOYEHHOI'O JIOJDKHOCTHOTO JIMI[A, IOCPEJACTBOM €ro pa3MelieHus
B €IMHOM JMYHOM KaOWHETE 3asABUTENIA U JIEKTPOHHOM KaOWHETE 3asiBUTEIS)
YBEJOMIICHHE O BO3MOXHOCTH TOBTOPHOTO MPEICTaBICHUS 3asiBUTEIEM
no wucreuenuss 30 paboumx gHEH CO JHSA  HAMpaBlieHHWs  3arpoca
PETUCTPHUPYIOMIETO OpraHa JOpabOTaHHBIX TOKYMEHTOB, MPETyCMOTPEHHBIX
nyHKTOM 31 HacTosIIero JIOKyMEHTa, | (WJu) CBEACHHWH, COAEpPKAIUXCS
B YKa3aHHBIX JOKyMeHTax. IIpu HempeacTaBle€HUM 3asBHUTENIEM B YKa3aHHBIN
CPOK 3aIpalllBacMbIX JOKYMEHTOB W (MJIM) CBEIEHUM HKCIIEPTU3a KadyecTBa,
3¢ (HEeKTUBHOCTH W 0€30MacHOCTH MEAUIIMHCKOTO U3JENUs TMPOJOIIKAETCS
0 HAXOJAIIMMCS B PACIHOPSIKEHUM DKCIEPTHOTO  YUPEKIEHUS paHee
MPEJCTABICHHBIM 3aBUTENIEM JOKYMEHTaM M CBEIEHUSAM, COJEPKAIIUMCS
B PETUCTPALMOHHOM J10ChE.";

9) moAnyHKTHI "a" 1 "0" myHKTa 33 U3I0XKUTH B CIEAYIONIEH peJaKlnu:

"a) 3aKJIFOUEHHS] 3KCHEPTHOrO YUPEKIEHUS O BO3MOKHOCTU BHECEHMS
U3MEHEHUH B JOKYMEHTBI, COJEp)Kalluecs B PETUCTPALMOHHOM JIOChE
Ha MEIUUMHCKOE H3JeNue, NPUHUMAEeT pEUIeHWe O BHECEHUU W3MEHEHUI
B JOKyMEHTBI, COJAEpXKallMecs B PETHCTPAlMOHHOM JI0ChE, KOTOpPOE
oopmiisieTcss TPUKA30M PETHCTPUPYIONIETO OpraHa, U BHOCHUT PEECTPOBYIO
3alMCh B TOCYJApCTBEHHBIM peecTp, YBEAOMIISIET 3asBUTENS O MPUHATOM
pelieHny (HampaBJICHHE YBEAOMJICHHS B (OpMe S3JIEKTPOHHOTO OKYMEHTa,
MOANMUCAHHOTO YCUJIEHHOW KBaNM(UIMPOBAHHOM 3JIEKTPOHHON MOJANHCHIO
YIOJHOMOYEHHOI'O JIOJDKHOCTHOTO JIMI[A, IOCPEJACTBOM €ro pa3MenieHus
B €IMHOM JINYHOM KaOMHETE 3aABUTEIIS U 3JIEKTPOHHOM KaOWHETE 3asiBUTEIS);

0) 3aKJIFOYEHUSI IKCIIEPTHOTO YUPEKICHUS O HEBO3MOXXHOCTH BHECEHHS
U3MEHEHUH B JOKYMEHTBI, COJEp)Kalluecs B PETUCTPALMOHHOM JIOChE
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Ha MEIMIMHCKOE W3JeNue, NMPUHUMAET pelleHHe o0 OTKa3e BO BHECEHUH
M3MEHEHHUU B TOKYMEHTBI, COAEPKAIIMECSA B PETUCTPALMOHHOM J10ChE, KOTOPOE
odopmiiseTcs MPUKa30M PErUCTPUPYIOLIETO OpraHa, U HAIMpPaBISAET 3aSBUTEIIO
MOTHBHPOBAHHBIA OTKa3 B ()OpMe AIIEKTPOHHOTO JOKYMEHTA, MOAMMCAHHOTO
YCUJIEHHON KBAIM(PUIIUPOBAHHON AJIEKTPOHHOMN MOJMUCHIO YIOJTHOMOYEHHOTO
JNOJDKHOCTHOTO JIMIA, ITOCPEACTBOM €ro pa3MENICHUs B E€IWHOM JINYHOM
KaOWHETe 3asBUTEINS U DJIIEKTPOHHOM KaOMHeTe 3asiBUTENs.".




