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O BHeceHHH M3MEHEHHH
B NOPS/I0K Aa4H HH(POPMHPOBAHHOIO 100POBOJILHOIO COrJIaCHS
HA MEQHIHHCKOE BMEMATEJbCTBO H 0TKA3a OT MEIHIHHCKOTO
BMEIIATEIHCTBA B OTHOLIEHHH ONpeeJIeHHbIX BHI0B
MeIHIHHCKHX BMEIIATEILCTB, yTBePXKICHHBIA NPHKA30M
Munncrepcrsa 3apaBooxpaHenus Poccniickoii ®enepanuu
ot 20 nexa6ps 2012 r. Ne 1177n

IIpukaseiBalo:

BHecTH U3MEHEHHS B MOPSIOK Aa9y HHGOPMHUPOBAHHOTO lIOﬁpOBOJ‘IBHOI‘O coriacus
Ha MEOUIMHCKOE BMEIIATENIbCTBO M OTKasa OT METUILMHCKOr0 BMEIIATEIILCTBA
B OTHOIICHHH OIPEHENeHHbIX BHAOB MEIUIIMHCKHX BMEIIATEILCTB, yTBEP>KACHHBIH
IpPUKA30M MuHucTepcTBa 3IpaBOOXpaHEeHU Poccuiickoi Denepanuu
or 20 gexabps 2012 r. Ne1177u (3aperucTpupoBaH MHHHMCTEPCTBOM HOCTHULMH
Poccuiickoit ®eneparuu 28 urons 2013 r., perucTpanuoHHbINH No 28924), c ”3MEHEHUEM,
BHECEHHBIM IIpHKa3oM MuHucTepcTBa 3apaBooxpaHenus Poccuiickoii Pesepanyy
ot 10 aBrycra 2015 r. Ne 549H (3apeructpupoBad MUHHUCTEPCTBOM FOCTHIIMH Poccuiickoin
®enepamun 3 centsops 2015 r., perucTpanuoHHbii Ne 38783), cOrnacHO MPHUIIOKEHHIO.

Munuctp B.A. Cxsoprosa




TIpunoxxenue
K mpuKa3ly MHHHCTEPCTBA 31paBOOXPaHeHHUs
Poccuiickoit @egepanyu
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H3meHenusn,

KOTOpbIe BHOCATCS B NOPA/IOK Ja4H HH(POPMHPOBAHHOIO A00POBOJBLHOIO
COrJIACHS HA MeQUIIMHCKOE BMENIATEeJIbCTBO H 0TKA32 OT MEAHLIHHCKOr0
BMeIaTeAbCTBA B OTHOIIEHHH ONpefe/ICHHbIX BHA0OB MeAHLHHCKHX
BMeIaTe/1bCTB, YTBEPXKIeHHBIH NpnKka3oM MUHHCTepCTBA 31PaBOOXPAHEHH
Poccuiickoii ®enepannn ot 20 nexadps 2012 r. Ne 1177m

1. TTyakr 2 mocne cnoB «MH(OpMApOBaHHOE AOOPOBOIBHOE COIJIACHE HA BHIBI
MeIUIMHCKAX BMEIIATENLCTB, BKIIOUeHHBIX B [lepedeHn) OMOIHUATD cIoBaMH «(Janee —
MH(QOPMHPOBAaHHOE JOGPOBOILHOE COTIACHE)».

2.B nyHkrax 3-5 cnoBa «Ha BHIBl MEAULMHCKAX BMEIIATE/IECTB, BKIIOYCHHBIX
B [lepedeHb)» UCKIIIOYUTE.

3. ITyskThl 7 ¥ 8 M3TI0XKUTH B CIECAYIONMIEH peIaKIUu:

«7. VHdopMupoBaHHOe JOGPOBONBHOE COrNacHe oGopMIsSeTcs B BUAEC IOKyMEHTA
Ha 6ymMaXkHOM HocHuteire 1o (GopMe, MPeayCMOTPEHHON MPHIOKEHHEM Ne 2 x mpukasy
MunucTepcTBa 37paBooxpaHenus Poccuiickoit ®enepaumn ot 20 nexabps 2012 r.
Ne 1177H, HOANMCHIBAaeTC IPaXXHaHHHOM, OJHHMM M3 POAMTENICH WM HHBIM 3aKOHHBIM
MpeJICTaBUTENEM JIHLA, YKasaHHOro B IyHKTe 3 Hacrtosmero Ilopsjka, MEAMIHHCKHM
pabotHuKOM, GO opMHpyeTcs B (opMe IMEKTPOHHOro NOKyMEHTa, MOANHCAHHOTO
rpaXJaHMHOM, ONHMM M3 POIMTENEeH WIM HHBIM 3aKOHHBIM IPEJCTaBUTENCM JIMLA,
ykasaHHOro B myHkTe 3 Hacrosmero Ilopsaka, ¢ HCIOJIb30BaHUEM YCHIJICHHOM
KBATH(HIMPOBAHHON 3JEKTPOHHONW TWOAIKMCH WM IPOCTOH 3JEKTPOHHOM ITOANMCH
IOCPEJICTBOM TIPMMEHEHHS EAUHOM CHCTeMBl HACHTH(HKAIMH H ayTeHTUUKALUU
(manee — ECHA), a Takxe MEAULMHCKAM PabOTHHKOM C HCIOJIb30BAHHEM YCHJICHHOM
KBATMQHIMPOBAHHOM 3JIEKTPOHHOH TIOAIMCH, ¥ BKIIOYAeTCAd B  MCJUIHMHCKYIO
JOKyMEHTAaLUIO NallHeHTa.

8. UudopMHupoBaHHOe AOOPOBOJNBHOE COIJIaCHe, IOANMCAHHOS TPAXIaHUHOM,
OZHMM W3 pOIWTEIedl WIM HWHBIM 3aKOHHBIM IIPEACTABUTENIEM JHI@, YKa3aHHOI'o
B myHKTe 3 Hacrosmero Ilopsuka, Ha 6ymaXkHOM HQCHTENIC WU B (opMe INEKTPOHHOTO
IOKYMEHTa C HCIIOJIb30BaHHEM YCHJICHHOH KBanM(uIHPOBAHHOH 9JIEKTPOHHOH MOANKMCH
WM TPOCTOM DIIEKTPOHHOM MOANUCH MOCPEICTBOM NMPUMECHCHUA ECHUA, nelcTBATEIBLHO
B TeYeHHEe CPOKA OKA3aHMs IEPBHYHON MeMKO-CAaHMTapHOH MOMOIIA B BbIOpaHHOM
MEIUIITHCKON OpraHU3alHH.».

4, TTyukt 10 H3I0XHUTH B CIEAYIOMIEH PeAaKIHU:

«10. OTKa3 OT OJHOTO WM HECKOJHKHMX BHIOB BMEIIATENbCTB, BKIIOYEHHBIX
B [lepeueHs (nanee — 0TKa3 OT MEAULMHCKOTO BMeIIATENIbCTBA), 0GOPMIAETCA B BULE
JOKyMeHTa Ha  OymMaXHOM HocuTeire 1o  Qopme, IPeLyCMOTPEHHOM
npwioxenuem Ne3 K mpuKasy MunuctépcTa 31paBooxpaHeHus Poccuiickoi
®enepamun ot 20 gexabps 2012 r. Ne 11778, MOMUCHIBAETC TPaXTAaHUHOM, OJHUM
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U3 pOJMTeNeil HIM HHBIM 3aKOHHBIM NIPEACTABHTENEM JIMIIA, YKa3aHHOTO B IyHKTE 3
Hacrosmero Ilopsaka, MeIUIMHCKAM paGoTHHKOM, 1uGo dopmupyercs B (opme
3IeKTPOHHOTO NOKyMEHTa, OAINHCAHHOTO TPAXAAHHHOM, OJHHM M3 POAUTENeH HIH
MHBEIM 3aKOHHBIM INpEJCTABUTE]EM JIMIa, YKa3aHHOTO B IYHKTE 3 HACTOSLIETO
Ilopsiaka, C MCHOOJIb30BAHHEM YCHIICHHOH KBanlMQUIMPOBAaHHON 3IEKTPOHHOH
MOATIACH HMIH TIPOCTOH 3IEKTPOHHOW moxmucH mocpeacrsoM mnpumeneHus ECHA,
a  TaKKe MEIMIMHCKMM  pabOTHHKOM C  HCIONb30BAHHEM  YCHIICHHOH
KBaTM(UIUPOBAHHOM SNEKTPOHHONH TIOANMCH, M BKIIOYaeTcs B MEIUIHHCKYIO
JOKyMEHTAIHIO MallMeHTa.».

5. HomoaHuTh yHKTOM 11 ciiemyromero cogepxaHusi:

«11. UndopmupoBannoe  mobpoBoibHOe  cornacie M (WiM)  OTKa3
OT MEJHLHMHCKOrO BMEIIATENbCTBA OJHOTO U3 pOAMTENEH HIH HHOrO 3aKOHHOIO
IIPEeLCTaBUTENA JHIA, YKa3aHHOTo B IyHKTe 3 Hacrosmero I[lopsaxa, MOryT OBITH
c(hOpPMHPOBaHO B (OpME 3JIEKTPOHHOTO JOKYMEHTa NPH HAJMYAM B MEIAHLHHCKOH
JOKYMEHTAIMH MAI[HeHTa CBEJCHUH O €ro 3aKOHHOM IIpeJICTaBUTENE.

WndopMupoBaHHOE H0GPOBOIBEHOE COrlacue U (MiIH) OTKa3 OT MeJUIMHCKOTO
BMeNIaTENbCTBA B bopme 3JIEKTPOHHOIO JOKyMEHTa dbopmupyroTcs
C HCIOJIB30BaHHEM €IHHOH roCcy[apCTBEHHONW MHPOPMAIMOHHOH CHCTeMHl B chepe
3[[PaBOOXPAHEHHs, TOCYJapCTBEHHBIX HH(QOPMALMOHHEIX CHCTeM B  cdepe
3ApaBOOXpaHEHHUS cyObeKTOB Poccuiickoi ®depepanumy, MEJIUIUHCKHX
MHQOPMAIMOHHEIX CHCTEM MEIUIMHCKHX OpraHH3allii, MHBIX HH(OPMAIHOHHBIX
CHCTEM, NpeNHa3Ha4YeHHBIX i cOopa, XpaHEHHsA, oOpaGOTKH ¥ IPEeJOCTaBICHHA
uHpopManuy, Kacaromencs IeATeIbHOCTH MEIULIAHCKUX opraHu3anui
U TIPEeIOCTaBIAEeMbIX UMH YCIYT.

WubopMupoBaHHOe NOGPOBONBEHOE coriacue U (WiIM) OTKa3 OT MEIULHUHCKOro
BMEIIATENBCTBA B (POPME 3JIEKTPOHHOI'O JOKyMEHTA IOLMHUCHIBAIOTCA IPAXKIaHHHOM,
OJHMM M3 POJHUTENEH WIH HMHBIM 3aKOHHBIM IIpEICTaBUTENEM JIHIA, YKa3aHHOTO
B NyHKTe 3 HacTosmero Ilopsaxa, C HCIONB30BaHHEM MPOCTOH 3NEKTPOHHOH
noanucu mocpeactsoM npumeHeHus ECHA npu ycnoBuH, YTO NPH BBIAAYE KiKO4Ya
IPOCTOM 3JIEKTPOHHO MOANKCH €ro JIMYHOCTh YCTaHOBJIEHA IIPH JIMYHOM IIPHEME.».




