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MockBa

00 yTBep:kIeHMH
Iopsaka ocyiiecTBIeHHA MOHHTOPHHIA 6e30NMacHOCTH
MeAHIHHCKHX H3eJIni

B COOTBETCTBHH C 4acThio 5 cTaThk 96 ®enepansHoro 3akoHa ot 21 Hos6psa 2011 .
Ne 323-®3 «O6 ocHOBaxX OXpaHbl 3I0pPOBbs TIpaxaaH B Poccuiickoi ®Pepepauym»
(Cobpanme 3akomozatenscTBa Poccuiickolt ®enmepaumu, 2011, Ne 48, cr. 6724)
u noamyHkroM 5.2.191 TlonoxeHus o MUHHCTepCTBE 3/paBOOXPAHCHUS Poccuiickoit
denepannn, yTBepXXIeHHOTO MocraHoBineHueM lIpaBuTenscrsa Poccuiickoit Pegepanuu
ot 19 mrons 2012 r. Ne 608 (CobGpanue 3akoHoxatenbcTBa Poccuiickoit Mepepaiu, 2012,
Ne 20, cT. 2528), mipu K a3 Bl Balo:

1. VYreepauts  mpunaraembii  [lopsmok — ocCyllecTBI€HHA  MOHHMTODHHIA
6e30MacHOCTH MEAUITUHCKUX U3EIUN.
_‘ 2. Hacrosmmii npukas BcrymaeT B cuiay ¢ 1 sHBaps 2021 roma u AeHcCTBYeT

1o 1 suBaps 2027 roza.

MunucTp / , M.A. Mypaiko




YTBEPXJEH
TprUKa3oM MHHHCTEPCTBA 3IPaBOOXPaHEHHU
Poccuiickoit @enepanuu
or« B » e M2 _2020T. Ne 7 (924

IHopsaaok
ocylllecTBJIeHHSI MOHHTOPHHIa 0€30MaCHOCTH MEAHIMHCKHX H3AeTHH

1. Hactosmuit Ilopsimok ycraHamiuBaer MpaBuia npoBeaeHus PenepanbHOH
cmyx00ii Mo Haazopy B cdepe 3apaBooxpaHeHus (naree — Ciyx6a) MOHHUTOpHHIA
0€30MacHOCTH MEAMUUHCKUX U3JeNi, 3aperdCTpPUPOBAaHHBIX B COOTBETCTBUH
¢ 3aKoHomarenbctBoM Poccumiickoit Pemepanuu’ H HaXOMAIIHXCA B OGpAIeHHH
Ha Tepputopun Poccuiickoit ®Denepanuy, 3a HCKIIOYEHHEM TEPPUTOPHH
MEXAYHApOOHOTO MEJHWIHUHCKOTO Kjiacrepa W TEPPUTOPHA HHHOBAIIMOHHBIX
HAYYHO-TEXHOJIOTHIECKHX LIEHTPOB (Jlajiee — MOHUTOPHHT).

IIpoBemenne  MOHHTOpHHra  0€30IAaCHOCTH  MEAMIMHCKMX  M3JeNui,
3apETUCTPUPOBAaHHBIX B COOTBETCTBHM C aKTaMH, COCTABJAIOMMMH IIPaBO
EBpa3uiickoro 3KOHOMHYECKOI'0 COK03a, U HaXOIAMIUXCA B OOpallleHuH Ha TepPUTOPUH
Poccuiickoit ®enepanuu, ocymectsisercs Ciryx60i B COOTBETCTBHM C PeieHuem
Komnerun EBpaswmiickoii sxoHOMHYecKoi komuccuu oT 22 nexabps 2015 r. Ne 174
«O6 ytBepxnenun I[IpaBun mpoBeleHHUS MOHUTOpPHHra O€30IMacHOCTH, KadecTBa
1 3 (beKTHBHOCTH MeIUIMHCKIX H3IEIHiDy .

2. Llenpl0 MOHHTOPHHIA SBJIAETCH BBISABICHHE ¥ IpeAOTBpalleHHe MOOOYHBIX
INEHCTBUI, He YKa3aHHBIX B HHCTPYKUHH II0 TPUMEHEHHIO HIH PYKOBOZACTBE
00  OSKCIUTyaTallud  MEAUUMHCKOTO  M3JeNHs,  HeXeJaTeNbHBIX  peakLuil
IIpY €ro MPUMEHEHUH, OCOOCHHOCTEeH B3aUMOJICHCTBHIS MEAUIIMHCKUX U3JIENUN MEXIy
co00if, (akTOB U OOCTOATENHCTB, CO3JAIONIMX YIpo3y >XM3HM U 3I0POBBIO I'PaXIaH
H MEIMIHMHCKMX paOOTHHKOB IPH NPUMEHEHUMH H OHKCIUTyaTalud MeIULMHCKUX
W3IEIUHA.

3. MoHHTOpHHI' BKIIOYaeT B cebs cOop, oOpaboTKy, perucTpaluio U aHalu3
uHpOpMaIMK O MOOOYHBIX AEUCTBUSLX, HE YKa3aHHBIX B MHCTPYKIMH MO IPUMEHEHHIO
WIA PYKOBOJACTBE MO OKCIUTyaTallud MEeIUIIMHCKOTO M3JENus, HeXelaTelbHBIX
peakuuii TpH ero INpPUMEHEHHWH, OCOOEHHOCTEHl B3aMMOAEHUCTBHS MEIULMHCKHX
U3JIENHiA MeXOy co0o#, ¢akToB MW OOCTOATENLCTB, CO3JAIOLIUX YIPO3y KU3HU
Y 37I0POBBIO TPaXJaH U MEAUIMHCKUX pabOTHUKOB MPH NPUMEHEHHH U 3KCILTyaTaluH
3apErHCTPUPOBAHHBIX ~ MEAWIIMHCKHX  wW3lenudt  (mamee  —  uHGpopManus
0 HeOJIaronpHUATHBIX COOBITUAX), 1 IPUHATHE COOTBETCTBYIOIIMX PEIUEHHI.

! Mocranopnenus [paButenscTa Poccuiickoit ®enepaiun ot 27 aekabps 2012 r. Ne 1416 «O6 ytBepxaennu [Tpasin
roCyIapCTBEHHON perucTpalun MequImHCKuX maenuit» (Cobpanne 3akoHonaTensctBa Poccuiickoit ®epepanun, 2013,
Ne 1, ct. 14, 2020, Ne 12, c1. 1792), ot 3 anpens 2020 r. Ne 430 «O6 ocobeHHOCTAX 00palieHs MEIULMHCKAX H3CITHH,
B TOM YHCJIE TOCYAApCTBEHHON perucTpanyy cepu (HMapTum) MeAUIUHCKoro maemus» (CobpaHHe 3aKOHOAATENbCTBA
Poccuiickoit ®enepauun, 2020, Ne 15, cr. 2284, OdunmaneHeIi HMHTEPHET-NOPTAN MpaBoBoll HMH(pOpPMaLMK
http://www.pravo.gov.ru, 4 monsa 2020 r.).

% OduumansHbi caitr EBpasuiickoro 3koHOMU4ECKOro corosa http://www.eaeunion.org/, 30 nexabps 2015 r.
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4. Monutopuar ocyniectiseTcs Ciyx00i 1 ee TeppUTOPHATBLHBIMUA OpraHaAMK
Ha OCHOBaHUM WHGOPMAIUH:

1) 0 HeOMmaronpuATHBIX COOBITUAX, MOCTYNHBIIEH OT CyOBEKTOB oOpaleHwus
MEAMLMHCKUX M3IENNid B YCTaHOBJIEHHOM YIHoilHOMo4YeHHbIM [IpaButenncTBoM
Poccuiickoit Penepanuy (penepatsHbIM OPraHOM HCITONHHTEIBHOR BIACTH MOPAIKE ;

2) IOMy4eHHOW  MpH  OCYHIECTBIEHHMH  TOCYJapCTBEHHOTO  KOHTPOJIS
3a oOpalleHueM MeIUITMHCKIX M3AeIHi;

3) pasMemeHHOM Ha ~ OQUIMANBHBIX  HMHTEpHET-caliTax  3apyOexHbBIX
PEryIATOPHBIX OpPraHoB (areHTCTB) B cdepe oOpalneHus MeAULMHCKUX H3IeIHH,
O HeONarompusATHBIX COOBITHAX, MPOU3OIIEAIIANX B HWHBIX TOCyJapcTBax,
C 3aperucTpUpOBaHHBIMH Ha Tepputopuu Poccuiickoit denepanun MeaUIIUHCKAMU
U3IETUSIMY;

4) o Oe3omacHOCTH MW KIMHHYeCKOW 5((EeKTUBHOCTH IIpH NPUMEHEHUH
MEIULMHCKUX H3JeNUil Kilacca MOTEHIMAJLHOTO pHUCKa IpPUMEHEeHHs 3, a Takke
UMIUIAHTUPYEeMBIX B OpPraHM3M 4YeJOBeKa MENUIIMHCKUX U3JeNHui  KJIacCoB
HOTEHLMAJIbHOTO pHCKa MpUMeHeHHs 20, MOJy4YeHHBIX OT IPOM3BOJIUTENEH
MEIULIMHCKUX U3JeNU#t (X YIIOJTHOMOYEHHBIX TpeicTaBUTeNEl);

5) o HeOMaronpUATHBIX COOBITHAX IO HMIUIAHTHPOBAHHBIM MEIHIMHCKUM
U3JENUAM, TOJMY9eHHOH W3 MOACHUCTEMBI BEICHUS CHELHUATH3UPOBAHHBIX PETUCTPOB
NAIlMeHTOB 110 OTAEIbHBIM HO30JOTHSAM M KAaTeropHsIM TpaKAaH, MOHUTOPHHIA
OpraHu3allii  OKa3aHUi  BBICOKOTEXHOJNIOTHYHOM  MEIUIMHCKOH  MMOMOIIH
M CAHATOPHO-KypOPTHOTO  JI€YEHUS, HHBIX  HMHQOPMALMOHHBIX  CHCTEM,
npeqHa3HaYeHHBIX [ cOopa, XpaHeHHs, OOpabOTKM U INPeIOCTaBICHHS
uHpopMaLuK,  Kacalolledcs  AeATeNBHOCTH  MENUIMHCKMX  OpraHH3aluif
M TpeJOCTAaBIAEMBIX HMH YCIyT', a Takke M3 (efepanbHOMl TocyHapCTBEHHOM
MH(POpPMaIIMOHHOM CHCTEMBI «Enunas aBTOMaTH3UpPOBaHHAs
BEPTHUKAIBHO-HHTEIPHPOBAHHASA MHPOPMALIHOHHO-aHATUTHYECKAs crcreMa
110 IPOBEIEHHIO MeHKO-COIHANEHOM SKCIIEPTH3IE

6) IpeoCTaBIEHHON IPOM3BOJUTEIIEM MeIULHCKOTO U3IENus
(ero  YHNONHOMOYEHHBIM MpeACTaBHTENeM) O  HeOGIarompusTHOM  COOBITHH,
O KOpPPEKTUPYIOUIMX JeHCTBHAX 10 0e30IacHOCTH MEIMLIMHCKOTO H3ACTHS,
yBeIOMJIEHHS TI0  0Oe30MacHOCTHM  MEAMLUMHCKOTO  H3JeNHs,  COOOIIeHUH
06 omubkax, JOMyIIEHHBIX TPH HCHONB30BAaHMM MEIWIUHCKUX U3JeINuil,
KOTOpble TMPHBEIH K CMEPTH WM CEPbe3HOMY YXYALICHHIO COCTOSHMS 3J0pPOBbS
HOJIB30BaTENs.

* Yacts 3 crathu 96 ®enepansHoro 3akoHa oT 21 HoaGps 2011 r. Ne 323-®3 «O6 ocHOBAX OXpaHbI 3A0POBbA IPaXKaaH
B Poccuiickoit ®enepauumn» (Cobpanue 3akoHOoxaTeNnbeTBa Poccmiickoit deneparun, 2011, Ne 48, ct. 6724), NOAMyHKT
5.2.191 TMonoxenus o MunuctepcTBe 3apaBooxpaHeHust Poccuiickoit denepaiyy, YTBEPKACHHOIO MOCTaHOBICHHEM
[paButenscTBa Poccuiickoit ®enepauun ot 19 monsa 2012 r. Ne 608 (Cobpanue 3axoHopatenncTBa PoccHiickoi
®enepanmn, 2012, Ne 20, c1. 2528). .

4 ITynkr 4 pazgena III TlonoxeHus o eanHOM rocyrapcTBeHHOH HHYOPMAIMOHHOH crucTeMe B ciepe 31paBOOXpaHEHNs,
yTBepiKAcHHOro mocranosienneM [IpaButennctBa Poccuitckoiit ®enepammu ot 5 mas 2018 r. Ne 555 (Co6Gpanue
3akoHozaTenbcTBa Poccuiickoii Menepanmu, 2018, Ne 20, cr. 2849).

> Myskr 51 pasgena VI IlofoxeHHs O eIMHONW TOCYHapCTBEHHOH HMH(OPMALMOHHON cucteMe B cdepe
31paBOOXPaHCHIUA, YTBEPKACHHOTO noctaHoBNneHueM [IpaButenscta Poccubickoi @enepatmu ot 5 masg 2018 r. Ne 555
(Cobpanne 3axoHomatenscTBa Poccuiickoit deneparun, 2018, Ne 20, ct. 2849).
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5.1Ipu mocrymieHHH HHGOPMAIWH, YKa3aHHOM B IyHKTe 4 HAacCTOSILEro
ITopsanxa, Cimyxba:

1) peructpupyer noctynusuyio uabpopMaiuo B pasgene «HeGnaronpusTHere
COOBITHS MEIMIMHCKMX M3/ENIHIH» aBTOMAaTH3UPOBAHHOM MH(GOPMAIMOHHON CHCTEMEI
Cnyx06s1 (nanee — AUIC Ciy>x0b1) B IeHb €€ IIOCTYILICHHS,

2) B TeueHHe NATH pabouMx JHeH CO AHSA PErUCTpalUMH JaHHOH MH(OpPMAIHH
YBEJIOMJIE€T TPOHU3BOAUTENS MEAMLIHUHCKOTO u3fenus (ero YrnoJHOMOYEHHOIo
NpeNCTaBUTENsd) O HeoOXonuMocTH mpencraeieHus B Ciayx0y B TeueHHe HECATH
paboumx JHEeH cO [OHA IIOCTYIUICHWS YBEOOMIIEHHS MOTHBHPOBAHHOHM ITO3HLIH
I10 M3JI0XKEHHEBIM B COOOIEHUH (PaKTaM C MPUIOKEHHEM IIPY HEOOXOAMMOCTH OTUETOB
O HeOJIaroNpPUATHBIX COOBITHAX M KOPPEKTHPYIOLIMX AEHCTBHSAX;

3) HanpaBIseT NOCTYNMHBUIYI0 HHpopMaumio mnocpenctsoMm AMNC CuyxGsr
B (eliepanpHOE rocyJapcTBeHHOE GIOMKETHOE YUPEXKICHHE, HAXOMALIeecs B BEACHUH
Ciyx0bl1 (najlee — 9KCIIEPTHOE YUPEXKACHHE).

6. DKCriepTHOE  YUpeXIeHHe @pH MOCTYIUIEHHH HMH(OpMAlMy, YKa3aHHOM
B IIOANYHKTe 3 myHKTa 5 Hactosmero Ilopsaka, mpencrasmsier B CiyxO6y
MOCPEICTBOM 3amojiHeHusl pasfena «HeGnaronpustaeie COOBITHS MeAULMHCKUX
uznenuiny AMC Ciyx65l ¢ mocnenyromuM npeAcTaBieHHeM Ha 6yMaXHOM HOCHTEIIe:

1)B Tewenme Tpex pabouymx OHeH cO MAHA TOCTYIUIEHHS HHGMOPMALHH
3KCIIEPTHOE MHEHHUE O HAIMYHM IIPUYMHHO-CIICZICTBEHHOM CBSI3H MEXIy IPUMEHEHHEM
MEJULUHWHCKOTO H3MEIHs H Pa3BUTHEM BEBIABICHHBIX HeONarONPHATHBIX COOBITHIA,
a TaKkKe O HAIMYAM B MHCTPYKUMH 10 TPHMEHEHHI0 WM pPYKOBOJICTBE
MO 3KCIUTyaTalli¥ MEAMIMHCKOIO M3JENHs yKa3aHWH O PUCKE Pa3BUTHs BBIIBICHHBIX
HeOIaronpuATHBIX COOBITHIA;

2) npx HEOOXOAMMOCTH B TeYeHHE AecATH paboumx AHel co JHSA MOCTYILICHHS
MHGOPMALMH OKCIIEPTHOE 3aKIIOYEHHEe C PEKOMEHIALMAMH O HeOoOXOIMMOCTH
WIH OTCYTCTBUH HEOOXOAMMOCTH NPOBEIEHUS KOHTPOJIBHO-HAA30PHEIX MEPOIPHATHIA
U IIPHHATHSA PETYISTOPHBIX PELICHU B OTHOLIEHHH MEJUIIMHCKOrO U3AEIIHS.

7.11o pe3ynsraTaM pacCMOTPEHHS MOTHBHPOBAHHOM NO3ULMH IPOH3BOIHUTENS
MEJUIMHCKOTO U3JeNHsA (€ro YNOJHOMOYEHHOTO TPEACTABHTENS), 3KCIIEPTHOTO
MHEHUS U, IPH HAIWYUM, SKCIIEPTHOIO 3aKIIOYEHHSA OKCIEPTHOrO YUPEKIECHHUS
Cnyx0oli B TedeHHe JecATH pabOYMX [HEH CO OHA IOCTYIUICHHS IOCIEIHEero
IOKyMeHTa (MH(}OpManyy) NpUHUMAETCS PEllIeHHeE:

1) 0 mpoBeeHMM KOHTPONBHBIX MEPOLIPUATHI B COOTBETCTBHH ¢ DeepanbHpIM
3aKOHOM OT 26 nexabps 2008 r. Ne 294-03 «O 3amuTe mpaB HOPUAMYIECKHX JHI]
1 WHIUBUAYaJIbHBIX MNPEINpPHHUMATENECH IPH OCYHIECTBICHHH TIOCYIapCTBEHHOIO
KOHTposis  (Hajg3opa) H  MyHMOMOATRHOTO  KoHTposi»® u  I[lonokeHuem
O TOCYIapCTBEHHOM KOHTpoj€ 32 OOpalleHWEM MEIUIMHCKMX  M3ZeNHii,
YTBepXKACHHBIM  mocTaHoBneHueM IlpaBurensctBa  Poccmiickoit  Depepauuu
oT 25 centabps 2012 r. Ne 9707, 1160 06 OTCYTCTBUM OCHOBaHHH IS IIPOBEICHUS
KOHTPOJIBHBIX MEPOIPHUATHIA;

6 Co6panme 3akoHomarenscTBa Poccuiickoit ®eneparmu, 2008, Ne 52, c1. 6249; 2020, Ne 14, ct. 2028.
7 Co6panmue 3akoHozaTenbcTBa Poccuiickoit @eneparum, 2012, Ne 40, c1. 5452; 2019, Ne 47, cT. 6667.
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2) 0 HeoOXOAMMOCTH IPUHATHA Mep IO NMPEAOTBPALIECHUIO IPHYNHEHHS Bpea
XKHW3HH M 3[0POBBIO I'paXJaH MpH NpPUMEHEHHWH MEIULUHCKOTO H3JeNIUA Ha CpOK,
HEOOXONMMBIH A OCYIIECTBICHHUS HPOBEPKH, MOCPEICTBOM IPUOCTAHOBIECHHS
IPUMEHEHHUS:

MEIULUHCKOrO M3JeNus, €cid HHGopMalus O HeOJaronmpUATHBIX COOBITHAX
NOCTyNyJa B OTHOLIEHHMM JBYX U Oojiee Mozeneil (BapHAaHTOB) MCIONHEHMS
MEULITHCKOTO U3/1eTIH;

MOJieSN (BapUaHTa) HCIIONHEHUS MEIUIMHCKOTO W3IeNUs, €CIH HHGpOpMAIHs
O HeOJNaronpHATHBIX COOBITUSX IIOCTYNIWIAa B OTHOUIEHHWH ABYX U Oojiee mNapTuif
(cepuit) MEIUIIMHCKOTO U3AEIHUS OHOW MoeH (BapHaHTa) HCIIOTHEHMNS,

NapTUM WIH CEepUM  MENUIMHCKOTO  H3JeNHsA, €eClIH  HH(pOpMAaIus
O HeONarompuUATHBIX COOBITHAX IIOCTYIIMJIAa B OTHOIUEHUH MApTHH (CEpHH)
MEIULMHCKOTO U3AETHSL.

8. B ciydae, eciii B Xo/ie KOHTPOJNBHBIX MEPOMPHUATHIA TOATBEPKIEHBI (DAKThI
IpPUYMHEHHS Bpela KU3HU U 3J0pPOBBIO IpakJaHaM IPH MPUMEHEHHUH METUITHHCKOTO
U3NENus, NpPOU3BOAUTENb MENUIIMHCKOro Hu3lenus (ero  yIOJHOMOYEHHBIM
IpPEeICTaBUTENb) B CPOK, HE MPEBBIIIAIOIINN JeCATH pabovuX AHEH C JaThl ONyUEHHS
uHpopmauuu ot CiyxObl, pa3pabateiBaeT M HampasiseT B Ciyx0y, B TOM 4YHCIeE
gyepe3 AMC  Cunyx0pl, 18  corjacoBaHus  IpOrpaMMy  MEPOIIPHSATHIA
0 TMpeJoTBpallleHHI0 [pPUYUHEHHS Bpela JKH3HM MW 340POBBI0  TpaKaaH
U MEIUIMHCKUX paboOTHUKOB TIpM MPUMEHEHMH MEIUIUHCKOrO  H3JeiHs
(mnanee — IIporpamma).

Ilporpamma gomkHa BKIIOYAaTh B ceOs MeEpONPHUATHSA [0 ONOBEIIECHHUIO
CyObeKTOB oOpaleHuss MeOUUMHCKUX H3IENHN, BKIIOYas T'paXJaH M MEIUIHHCKHX
pabOTHUKOB, O HAJIMYHMU Yrpo3bl NPHYMHEHHS Bpela >XU3HU W 3[0POBBIO IpaXKaaH
OpH [PUMEHEHWM MEAMLUHCKOTO H3JeNusd, aHalu3 TpPUIHH HACTYIUIEHHS
HeONarompusATHOrO COOBITHS C YYeTOM paHee BBIABJIEHHBIX  COOOIICHHIA
0 HeONaronpuATHBIX COOBITHAX, crmoco0ax NpelOTBpAIlleHUs YKa3aHHOI'O Bpeja,
a TaK)Ke CPOKH pealu3allii TaKUX MEPOIIPUATHH.

9.Cayxba B cpoK, He TMpPEBBIHAIONINA JOeCATH pabodux JHEH ¢ JaThl
noctyruieHus [Iporpammel, HanpasiseT ee mocpeacTBoM AUC CiyxObI B 3KCIIepTHOE
yUpeXACHHE JUIs BBIHECEHUS B CPOK, HE IPEBHIIAOMIMN MATHANIATH paboduux mHei
C JaTel mocTyIuieHus llporpaMMel, 3aKiO4eHHS O JOCTATOYHOCTH IIpeIiaraeMbIX
MEpOIPUATHIA I TNpeNOTBpallleHHs Bpelda JKU3HM W 3J0pPOBBIO  TIpaKIaH
U MEIUIMHCKUX paOOTHUKOB IIPU NPUMEHEHUH MEIUIITHCKOTO H3IEII .

10. Cnyx6a B CpOK, HE MPEBHINAIOMIAN JeCATH paboYuX JHEH ¢ JaTh
MOCTYIUICHHS 3aK/IIOYEHHUs, YyKa3aHHOro B myHKTe 9 Hacrosmero Ilopsaxa,
HanpaBnsieT B ToMm 4Hciae mocpeactBoM AWMC Ciyx6bl NpOHM3BOAUTENIO
MEJUIMHCKOr0 u3enus (ero yNoJHOMOYEHHOMY TMpEACTABUTENI0) YBeIOMIICHHE
o comacoBanuu IlporpaMMbel 160 yBeZOMJIEHHE O HEOOXOAMMOCTH BHECEHHS
u3MeHeHui B IIporpaMMy ¢ ykazaHUeM TaKHUX W3MEHEHHH.

11. IIpousBoauTrens  MeAMIUHCKOTO  u3fenus (ero  yHOJHOMOYEHHBIH
MpPe/ICTaBUTENb) IPH TOJNydeHHH YBEJOMIIEHHS O HeOOXOJUMOCTH BHECEHHS
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u3meHeHniit B [IporpaMMy B CpOK, He IIPEBBILIAIONIMNA JiecsITH pabodux JHEH
CO [HA IMOJyYeHUS HaHHOTO YyBeXOMIeHHs, o0s3aH npenctaBute B CiyxOy
IIporpamMmy ¢ y4eToM BHECEHHBIX U3MEHEHHUH ISl IOBTOPHOT'O COTNACOBAHUS.

12.B mepuox nmpoBeleHHUs KOHTPOJIBHBIX MEpOIPHUATHH, YKa3aHHBIX
B moxnyuakre 1 myHkta 7 Hactosmero [lopsmka, pa3paGoTku M coriacoBaHHS
IIporpaMmsl, TPOU3BOAMTEND MEAUIMHCKOTO MU3AenHs (ero YIOJIHOMOYEHHBIH
IpeACTaBUTENb) MPUHUMAaeT Mepsl Ui TOro, 4YTOOBl Bpel, CBA3aHHBIM
¢ obpalleHHeM JaHHOTO METUIIMHCKOTO U3/IENHs, HE yBETUIHIIC.

Ha Beck mepuoa pefictBus IIporpaMMbl Ipon3BoIUTENs (€70 YIIOJIHOMOYEHHBIN
NpeaCcTaBUTENb) 00s3aH obecreyuTs npuolperareNsiM B TOM 4HHCJE€ HNOTpeOHTENIsIM
BO3MOXHOCTh TIOJIyYeHHsI ONlepaTHBHON MH(OpPMaIUU O Mepax, YKa3aHHBIX B ab3alle
nepBoM MyHKTa 12 Hactosiero Ilopsaka.

13. O13b1B pemennii Ciyx05bl, yKa3aHHBIX B MOJIYHKTE 2 IIyHKTa 7 HaCTOSIIEro
Iopsnka, ocymectBisercs Ciryx00if B TOM dUHcle MO pe3yibTaTaM COTrJIacoOBaHUS
Cnyx0o0if oT4eTa MPOU3BOAMTENS MEAMLMHCKOrO H3JeNHs (€ro YIOJTHOMOUYEHHOTrO
IIpeACTaBUTENA) 06 HCIIOJTHEHUH [Tporpammei, c MPUII0KEHUEM
K Hel IOJNTBEPKIAOIIMX AOKYMEHTOB, B TOM 4MCJI€ HCHBITAaHUA MEIUIIMHCKOTO
U3IEeNHs, TPOBEJEHHBIX B 1abopaTopuu, aKKpeIUTOBAaHHON B HallMOHAJIBHON cUcTeMe
aKKpeIUTALHH .

14.B cnyyae HENPUHATHA NPOU3BOAMTENEM MEIUIMHCKOTO  H3JENHA
(ero ymoJaHOMOYEHHBIM MpeACTAaBUTENEM) Mep, YKa3aHHBIX B MMyHKTe 12 Hacrosinero
Iopsinka, Ciayxba BIpaBe MPHUHATH pelieHHe 00 U3bATHH U3  obparieHus
MEIUIITHCKOTO H3/ETHs, €r0 MOJAeNH (BapiaHTa) UCIIOTHEHMS], TAPTHH UM CEPHH.

15. IIpu nocrymienud B Cinyx0y MHPOpMaUuu O HeOIAronpHATHOM COOBITHUH
B COOTBETCTBHM C IMOAMYHKTamMHu 2-6 myHkTa 4 Hactosuero llopsaka MOHUTOPHHT
OCYIIECTBIILETCS B COOTBETCTBUH C IOAMYHKTOM 3 MyHKTa 5, MyHKTaMu 6-14, 16 u 17
Hactosero [lopsaka.

16. Undopmamus o pemenusax CiyxObl, CBS3aHHBIX C OCYILECTBICHUEM
MOHHTOPUHTa 6€30MacCHOCTH MEIUIIMHCKUX H3JeNui, pa3MeliaeTcs Ha O(pUIHaIbHOM
caiite Ciayx06sl B WHGOPMAIMOHHO-TEJIEKOMMYHHUKAIIMOHHOM ceTH «VHTepHeT
c coOoieHIeM OTrpaHUYEHU, YCTaHOBJIEHHBIX 3aKOHOATEIbCTBOM
Poccuiickoit  ®emepaui 0  MEpPCOHANBHBIX  JAaHHBIX,  KOMMeEpPYECKOH
1 (WJIHM) TOCYAapCTBEHHOM TaiiHe, ¥ (MIM) MHOM OXpaHIeMOH 3aKOHOM TaWHEI.

17. HenpeacraBnenue B CyxOy [Iporpammel, uHbopMaluy,
peaycMOTpeHHOl HacrosimuM llopsizkoM, a Taxke IIpelOCTaBI€HHE 3aBEJOMO
HEeJ0CTOBEpHO# HH(pOpMalKH, BiedeT 3a cO00M aIMUHUCTPATUBHYIO OTBETCTBEHHOCTD
B coorBerctBUM co crateed 19.7.8 Kogekca Poccuiickoii ®@enepanuu
06 aIMHHUCTPATUBHbIX IPaBOHAPYIICHHSX .

8 ®epepaibHbiil 3ak0H OT 28 gexadbps 2013 r. Ne 412-03 «O6 akkpeAHTaLUH B HAIHOHAILHOH CHCTEME aKKpeIHTaLMU»
(Cobpanmue 3akoHonarenscrsa Poccuiickoit @enepamun, 2013, Ne 52, ct. 66977; 2018, Ne 31, ct. 4851).
° CoGpanue 3akoHogatenbcTBa Poceniickoit ®enepanun, 2002, Ne 1, e1. 1; 2013, Ne 48, cT. 6165.




