O BHeCEeHMU U3MEHEeHUMN B NoOPAAJOK Aauyu UHPOPMUPOBAHHOIO
AO0OPOBOJILHOIO COrlacMA Ha MeAMLMHCKOe BMeLlaTeNbCTBO U
OTKa3a OT MeAMLUHCKOro BMellaTesIbCTBa B OTHOLLEHUHM
onpepesieHHbIX BUAOB MeAULUMHCKMX BMeLlaTes1bCTB,
YyTBEpPXAEeHHbIX NpUuKazoM MuHucTepcTea 34paBoOXpPaHEeHUsA
Poccumnckon Pepepauum ot 20 pekadbpsa 2012 r. Ne 1177H

Mpukas - Ne 538H - 0T 17.07.2019 - MMHUCTEPCTBO 34paBoOXpaHeHuns - YTpaTuia cuiy

MWHWUCTEPCTBO 34PABOOXPAHEHWS
POCCUNCKOWN ®ELEPALIAN

MPNKA3
MOCKBA

17 nonsg 2019 r. Ne 538H

O BHECEHUWN N3MEHEHUI B MOPSAOK AavM UHCOPMMPOBAHHOr0 A0H6POBOJIBHOrO COrlacs Ha MeaANLUNHCKoe
BMELLATENbCTBO U 0TKa3a 0T MEANLIMHCKOro BMELLATEeIbCTBA B OTHOLLEHWWN ONpeieNeHHbIX BUAOB
MeINLMHCKMX BMELLATENbCTB, YTBEPXAEHHbIA NPUKa3oM MUHUCTEPCTBa 3[paBooxpaHeHns Poccuiickoi
depepaummn ot 20 gekabpsa 2012 r. Ne 1177H

3aperncTpupoBaH MunHioctom Poccun 19 asrycta 2019 r.
PernctpaunoHHbIn Ne 55665

MNpuka3sbiBato:

BHeCTW n3mMeHeHns B NOPALOK Aa4n MHGOPMUPOBAHHOIO AOBPOBOLHOIO COrnacus Ha MeaNLNHCKOE
BMeLLaTeNIbCTBO M 0TKa3a OT MeANLUNHCKOro BMeLlaTe /ibCTBa B OTHOLLIEHUN orpeaesieHHbIX BUL0B
Me[MLMHCKMX BMELLaTeNIbCTB, YTBEPXXAEHHbIA NpuKa3oM MUHUCTepPCTBa 34paBooxpaHeHns Poccuinckon
®epepaumnm ot 20 gekabps 2012 r. Ne 1177H (3apeructpupoBaH MUHNCTEPCTBOM OCTULIMMN POCCUIACKON
®epnepaumm 28 noHa 2013 r., perncTpaumoHHbin Ne 28924), ¢ MU3MEHEHUEM, BHECEHHBLIM NMPUKa30M
MuHncTepcTBa 34paBooxpaHeHns Poccuinckon depepaumm ot 10 asrycta 2015 r. Ne 549+
(3apernctpupoBaH MnHNCcTEpCTBOM tOCTULMK Poccuinckon ®epepaunmn 3 ceHTabpa 2015 .,
perncTpaumnoHHbln Ne 38783), cornacHO NPUIOXKEHNIO.

MwuHuncTp B.N.CkBOpLOBa

MpunoxxeHne

K NpuKasy MMHUCTepPCTBa 34paBOOXpaHeHNS
Poccninckon ®egepaunmn

oT 17 miona 2019 r. Ne 538H

N3meHeHuns,

KOTOPble BHOCSATCS B MOPSA0K Aa4M MHDOPMMPOBAHHOI0 A0OPOBOILHOMO COrlacusi Ha MeaNLUHCKOoe
BMELLATENbCTBO 1 0TKa3a OT MeANLUHCKOro BMeLWlaTeIbCTBa B OTHOLLEHUN OnpeaesieHHbIX BUAOB
MeONLNHCKNX BMELLaTeNbCTB, YTBEPXKAEHHbIN NPNKa3oM MUHUCTEPCTBa 34paBOOXpaHEeHNs Poccniickom
®epepaumm ot 20 gekabps 2012 r. Ne 1177H

1. MyHKT 2 nocne cnos "NHGopMrpoBaHHoe f06POBOALHOE COracue Ha BUAbl MeAULUHCKUX
BMeLlaTeNbCTB, BK/OYEHHbIX B [lepeyeHb" A0N0JHUTL CaioBaMu "(ganee - UHHPOPMUPOBAHHOE
nobpoBonbHoe cornacue)".

2. B nyHKTax 3 - 5 cnosa "Ha BUAbI MEeOULMHCKMX BMELlaTeNbCTB, BKJIIOYEHHbIX B [TepeyeHb" UCKII0YNTD.
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3. MyHKTbI 7 1 8 N3/10XKNTb B CNeayoLLen peaakunm:

"7. NHhopMmpoBaHHOe f06pOBOJIbHOE Corflace opopMNfeTCs B BUAe LOKYMEHTa Ha ByMaxHOM HocuTene
no opme, NpeaycMoTpeHHon npunoxxeHmem Ne 2 K nprukasy MMHUCTEpPCTBa 34paBoOXpaHeHns Poccminckon
®epepaumnm ot 20 gekabps 2012 r. Ne 1177H, NOAANCLIBAETCS FPaXKAaHUHOM, O4HUM U3 POAUTENEN UK
WHbBIM 3aKOHHbIM MpefCTaBUTeNIeM 1L, yKasaHHOro B NyHKTe 3 HacTosLwero Mopsaaka, MeANLUHCKUM
paboTHrKoM, b0 hopMmpyeTca B PopMe 3NEKTPOHHOIr0 OKYMEHTA, MOAMUCAHHOIO FPpaXKAaHVHOM,
OOHVM U3 POAUTENEN NN UHLIM 3aKOHHbLIM NPeACTaBUTEeNEM NNLA, YKa3aHHOMO B MyHKTE 3 HacTosLLero
Mopsiika, C MCMOJIb30BaHUEM YCUIEHHOW KBAIMPULUPOBAHHON 31EKTPOHHOW NOAMMCY AN NPOCTON
3NEeKTPOHHOW MOANUCY NOCPESCTBOM NPUMEHEHUA €AUHON CUCTEMbI MAEHTUPMKALUN 1 ayTEHTURUKALUN
(manee - ECWA), a Takxxe MeANLMHCKAM pabOTHUKOM C UCMO/b30BaHNEM YCUNEHHOW KBaNMULNPOBAHHON
3NEKTPOHHON NOAMWUCHK, N BKJIIOYAETCH B MEANLIMHCKYIO OKYMEHTALUMIO NaLMeHTa.

8. NHopMmmnposaHHoe fLo6poBOLHOE COrfacue, NOAMMCAHHOE FPaXKAaHUHOM, OLHMUM U3 poanTenen nau
MHbIM 3aKOHHbIM MpeLCTaBUTeNEM MLA, YKa3aHHOro B NyHKTe 3 HacTosAwero Mopsaka, Ha 6yMa>kHOM
HocuTesie uan B hopMe 3/1IeKTPOHHOIr0 JOKYMEHTa C UCMOJIb30BaHWEM YCUJIEHHOW KBAaNN(pULNPOBaHHON
3NEKTPOHHOW MOAMUCY WK NPOCTON 3JIEKTPOHHOW NoANNCY NOCpeacTBOM npumeHeHns ECUA,
NENCTBUTENBHO B TEYEHME CPOKA OKa3aHNsA NEPBUYHON MeANKO-CaHUTaPHON NOMOLLN B BbIOpaHHON
MeONLUHCKON opraHmnsaumm.".

4. MyHKT 10 n3n0XX1Tb B CedyoWwen pegakumm:

"10. OTKa3 OT 04HOr0 WM HEeCKOJIbKMX BULOB BMeLIaTebCTB, BKAOYEHHbIX B [epeyeHb (fanee - oTkas oT
MeAULMHCKOr0 BMeLlaTeIbCTBa), 0hOPMNAETCA B BULE LOKYMEHTa Ha ByMa)kHOM HocuTesne no dopme,
npefycMoTpeHHON npunoxxeHmem Ne 3 K npukasy MrHUCTepCTBa 34paBooOXpaHeHns Poccunckon
®epepaumnm ot 20 gekabps 2012 r. Ne 1177H, NOAANCHIBAETCS FPaXKLaHUHOM, OAHUM U3 poauTeNen nin
WNHBIM 38KOHHbIM MPeLCTaBUTENIeM NNLE, YKa3aHHOro B NyHKTe 3 HacToALlero Mopaaka, MeAULNHCKUM
paboTHMKOM, NMBO hopMUpyeTCsa B (hOpMe /IEKTPOHHOI0 LOKYMEHTA, MOANUCAHHOMO FPaXXAaHWHOM,
OOHVM U3 pOAUTENIEN UIIN UHBIM 3aKOHHbLIM NPeCTaBUTEeNEM NNLA, YKa3aHHOM0 B NMyHKTe 3 HacToALero
Mopsagka, ¢ UCNoJsib30BaHWEM YCUJIEHHOW KBAaNN(ULNUPOBAHHOW 3/1eKTPOHHOW NOAMMUCK WX NPOCTON
3NEKTPOHHOW MOANMUCY NOCpPeacTBOM npumeHeHusa ECUA, a Takxe MeanUNHCKMM paboTHMKOM C
NCMNOJIb30BaHNEM YCUNEHHON KBANNMULMPOBAHHOW 3IEKTPOHHOW NOAMNUCK, 1 BKIIIOYAETCA B MEAULMHCKYIO
JOKyMeHTauuo naumeHTa.".

5. JononHnTb NyHKTOM 11 cnegytowero cogepXxaHus:

"11. UHopmMumpoBaHHoe f06pOBONALHOE cornacme v (unm) 0TKas oT MeAULMHCKOrO BMeLlaTebCTBa OLHOM0
13 poauTenen UAn NHOro 3aKOHHOro NpeAcTaBUTENA NIMLA, YKa3aHHOro B NyHKTe 3 HacToswero Mopsaaka,
MOryT 6bITb CHOPMUPOBAHO B (POPME 3EKTPOHHOIO AOKYMEHTA NPU HAaANYUN B MEAULUHCKOW
LOKYMEHTaLMW NnauneHTa CBeleHNA 0 ero 3aKOHHOM npeacTaBuTene.

WHdopmMmpoBaHHoe A06POBOALHOE corlacme u (Man) 0Tkas 0T MeAULMHCKOrO BMellaTeNbCTBa B hopme
3N1eKTPOHHOr0 AOKyMeHTa (hOPMUPYIOTCA C MCMOJIb30BaHUEM €MHON roCyAapCTBEHHON MHGOPMALMOHHOW
CUCTEMbI B C(hepe 34paBOOXPaHEHMS, roCylapCTBEHHbIX MHPOPMALIMOHHBIX CUCTEM B Cepe
34paBooxpaHeHns cybbekToB Poccuinckon degepauum, MeAULUHCKUX MHHOPMALMOHHBIX CUCTEM
MeLMLMHCKMX OPraHn3auunin, NHbIX MHOPMALIMOHHBIX CUCTEM, NpefHa3HavYeHHbIX aas cbopa, XxpaHeHus,
06paboTKM 1 NpefocTaBAeHNS NHPOPMALIAN, KacaloWENCs AesATeNbHOCTY MEAULNHCKUX OpraHn3aumi n
npefocTaB/sieMblX UMU YCIYT.

WHdopmMmpoBaHHoe A06POBOALHOE COorflacme u (Man) 0TKas 0T MeAULMHCKOrO BMeLlaTebCTBa B hopme
3N1eKTPOHHOr0 AOKYMEeHTa NOAMUCHIBAIOTCS FPaXKAaHUHOM, O4HUM U3 POAUTENEN AN UHBIM 3aKOHHbLIM
npeacTaBMTesNIeM ML, YKa3aHHOro B NyHKTe 3 HacTosLero MNopsaaka, C MCNoJib30BaHWEM MPOCTON
3NEeKTPOHHOW MOANUCY NOCPencTBOM npumeHeHna ECUA npu ycnosum, 4To nNpu Bbiade Kida npocTon
3N1eKTPOHHON NOAMNUCK ero IMYHOCTb YCTAaHOBAEHA NPU JINYHOM npueme.".
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