IMPABUTEJILCTBO POCCUHUCKOHN ®EJIEPAIINN
ITIOCTAHOBJIEHHUE

ot 15 cents6ps 2020 r. Ne 1440

MOCKBA

06 yrBepxaennu IlpaBui yHHUYTOKEeHHS H3BATHIX (PaTbCH(PHIHPOBAHHBIX
MeIHHUHHCKHX H3/1e/IHii, HeloOpoKauYecTBEHHbIX MeAHUHHCKUX U3e Uil
" KOHTpa(gaKTHBIX MEAMUHHCKHX H3JeJIHH

B coorBerctBUM ¢ uyacThio 19 cratbu 38 @DenepanbHOro 3akoHa
"O6 ocHOBax OXpaHbl 3J0poBbs TIpaxnaH B Pocculickoin ®Penepauun’
[IpaButenbctBo Poccuiickoil Penepalii N0 CTAHOBJI i€ T ¢

1. YrBepaute  npunaraemble  [IpaBuiia  yHHUUTOXEHUSI  U3BATHIX
banbcuPUIIMPOBAHHBIX ~ MEAHMLMHCKUX  HM3IENui, HeI0OpOKadyeCTBEHHBIX
MEIMIMHCKUX U3AEIUN U KOHTpa(aKTHBIX MEAUIIMHCKUX U3JICTUH.

2. Hacrosiiee mnocraHoBieHue BcTymaeT B cuiny ¢ 1 sHBaps 2021 r.
u neiicteyet 1o 1 suBaps 2027 r.
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YTBEPXJEHDbI

nocta"oByeHueM [ IpaButenscTBa
Poccuiickout Oenepauuu
ot 15 centsi6ps 2020 r. Ne 1440

IITPABHJA

YHHYTOKEHUS] HIBATHIX PaJIbCHPHIHPOBAHHBIX
MeAHIHHCKUX H3eJIHi, He100pOKAYeCTBEHHbIX
MeIMIHHCKHX H3/e/Hil 1 KOHTpahaKTHLIX MEAUIHHCKUX M3l

1. Hactosimue [IpaBuiia yctaHaBIMBAaIOT NOPSAOK YHUUTOXKEHUS U3BITBIX
(GanbcuUIUPOBAHHBIX ~ MEAMLUMHCKHMX  M3leNud, HenoOpOKaueCTBEHHBIX
MEIUIMHCKHAX M3AeNuid U KOHTpadakTHBIX MEIWUMHCKUX H3Aenuid (nmanee -
U3BSATHIE METMLIMHCKUE U3ENIHS).

2. KonTpadakTHple MeAMIMHCKHE  M3/eids  MOJIeXaT  U3BATHIO
u3 obpameHus Ha tepputopud Poccuiickoii ®epepauuu M MOCIEeAyIOLIEMY
YHUYTOXKEHHIO T10 PELUEHHIO Cy1a.

3. U3psaTble MEOULMHCKHE U3JeNus, SBISIIOLIMECS BELUECTBEHHBIMHU
JIOKa3aTeNIbCTBAMU 1O  YrOJOBHBIM  JejlaM 4 (Wid) 1o JaelaMm
00 aJAMUHHCTPATUBHBIX I[IPAaBOHAPYUIEHUSX, MOMJIEXKAT  YHUYTOKEHUIO
B IOpsAOKe, YCTAHOBJIEHHOM COOTBETCTBEHHO YTOJIOBHO-IIPOLECCYAIBHBIM
kozxekcoM Poccuiickoit ®enepaunu u (wim) Konexkcom Poccuiickoit denepaumnu
00 aIMUHUCTPATUBHBIX PaBOHAPYLLEHUSIX.

4. I3psAThle MEOULMHCKHE U3Jie/ls, MOMELICHHbIE MOJ TaMOXXECHHYIO
npouenypy  YHMYTOXEHHs,  TOAJEXaT  YHHYTOKEHHIO B TOpSIKe,
YCTaHOBJIEHHOM aKTamy, COCTaBJIAIOLIMMHU npaBo EBpazuiickoro
SKOHOMHYECKOTO COr03a, M 3akKoHojarenbcTBOM Poccuiickoit ®enepauuu
0 TAMO)XEHHOM pEeryJIMPOBaHHH.

5. U3bsAThIE banscuupoBaHHbIE MEIULUHCKUE u3Jenus
U HeJTOOpOKAYECTBEHHbIE MEIMLUHMHCKHE H3LENIHS MOMIEXAT YHHYTOXKEHHIO
B CJICAYIOIIUX ClIydasix:

a) Ha OCHOBAHWH pELLIEHUS Cy/a;

0) Ha ocHoBaHUU pelneHuss DenepanbHON Ciy>XObl 110 Hag30py B coepe
3PaBOOXPAHEHUsS, NPHUHATOIO MO pe3yabTaTaM TIOCYJapCTBEHHOIO KOHTPOJIA
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3a oOpallleHueM MEJULMHCKUX H3JeaHH, B Clydasx, HE MpPeLyCMOTPEHHBIX
nyHkToM 3 Hactoswux [1paBun.

6. Perienue  QenepanbHoil  chayxObl MO Ham3opy B cdepe
3[IPaBOOXPaHEHUs 00 YHHUTOKEHHH U3bATBIX MEJIULUHCKUX H3AETUN CONePKUT
Clenytolue CBENECHHS:

a) HAMMEHOBAHUA HU3BATBIX MEAULMHCKUX H3JENHH, UX CepHH, TapTHUH,
JIOTBI, UHBIE WASHTH(UKAIIMOHHBIE NPU3HAKH, KOJHUYECTBO, HH(pOpMALHs O Tape
U (HJI1) YIIAKOBKE,

0) CBeJIcHHUSI O JlaTe U HOMEpe TOCYJapCTBEHHOW PEerucTpaivi U3bSThIX
MeIULIHHCKUX U3AECITUH;

B) PEKBU3UTHl pEIIECHUS CyJa WIH JOKYMEHTOB O pe3yJibTaTax
roCyIapCTBEHHOIO KOHTPOJIS 3a oOpallleHueM MEeQUIUHCKUX u3fenuil (Homep,
aara);

') CPOK YHHUUTOXXEHUSI U3BSITHIX MEIULIMHCKUX U3/eNUM;

J) CBeICHUSI O BIaJieliblie M3BSATHIX MEIULUMHCKUX HU3AeNHil (ToJIHOe
U COKpallleHHOe (IpH HalM4YMKM) HaUMEHOBAaHHs, B TOM 4ucie (QupMeHHOe
HalMeHOBaHUE, OpPraHU3allMOHHO-TIpaBoBas ¢popMa IOPUHIECKOTO JTHIA, aipec
ero Mecra HaxoxJaeHdus nubo damunus, UM H OTYECTBO (NPH HAIUYMH)
WHIUBUYaJIbHOTO npeanpuHUMarens, PEKBU3UTEI JOKYyMEeHTa,
yIOCTOBEPSIOLIErO JIMYHOCTh, aApPeC MECTa JKUTEJIbCTBA, & TaKKe HOMEpa
TefehOHOB U aipeca 3IEKTPOHHOM MoYTh! (IIPH HAJMYUK) FOPUAAYECKOTO JIULA
UK UHIWBUAYAJTBHOTO NpeANpUHUMATENS);

€) CBeICHUS O TMpou3BoAUTENE (M3TOTOBUTEINE) U3BITHIX MENULIMHCKUX
u3genuid (MpU WX Hanuuuu) (MOJIHOE M COKpallleHHoe (Mpu HaJUYuH)
HAaUMEHOBaHUs, B TOM 4ucle (UPMEHHOEe HauMEHOBaHUEe, OpraHU3alMOHHO-
npaBoBasi ¢opMa IOPHIUYECKOrO JIMLA, aJpec €ro MecTa HaXOXACHHUs JIH0o
damunusg, UMg W oTdecTBO  (IIpM  HAJIMYMM)  HWHAUBUAYAIbHOTO
npeanpruHAMAaTENsl, PEKBU3UTBI JOKYMEHTA, yAOCTOBEPSIOLIETO JINYHOCTb, aJIpec
MECTa JKHTENbCTBA, a TaKXKe HoMepa TeledOHOB U aapeca 3JIeKTPOHHON TMOYTHI
(npu HaJIUYUH) IOpUIMYECKOTO nuua WK UHIUBUAYJTBHOTO
npeanpuHUMAaTEs);

’K) CBEJICHUSA O CIIOCO0E YHUUTOXEHUSI UIBATHIX MEIULUMHCKUX U3ICTHMN.

7. Pemienue cyna unu peuieHue @enepanbHoil ciiykObl 110 HAA30PY
B cdepe 3ApaBOOXpaHEHUs1 00 YHHUYTOKEHUU H3BbATHIX MEAMLUHCKHX HU3AENTHN
HAMpaBisieTCsl  BIAAC/bLyY U3BATBHIX MEIMLMHCKHX H3ACIHA B CpOK,
He MpeBHIIAIIUN 5 pabounx AHEH co [HS BCTYIUIEHHS B 3aKOHHYIO CHILY
pellieHus] Ccyla, WM B CPOK, He MpeBbllaroluil 10 pabouux aHelt co aHs
npunsitus DenepalibHOM ciny00i 1O Ham3opy B cdepe 34paBOOXPaHEHUS
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pelieHHs] 00 YHHYTOKEHHUHM H3BATBIX MEJUMUUHCKUX M3AEIUH, 3aKa3HbIM
MOUYTOBBIM OTIIPaBIEHHEM C yBeJOMJIEeHHEM O BpydYeHUM und B ¢opme
3JIEKTPOHHOTO TOKYMEHTA, MOANKUCAHHOIO JJIEKTPOHHON MOANHUCHIO.

8. Brnagenel U3bATBIX MeJAULMHCKUX W3JENMUHA B CPOK, He MPEBbILLIAIOLIUN
30 pabounx JHeM co AHA nonyueHus peteHuss PenepanbHoll cnyxObl 110
Haa30py B cdepe 3ApaBoOXpaHeHHS 00 YHHUYTOXKEHHUU U3BATHIX MEAMIMHCKUX
u3aenui, obsi3aH MCIOJHHUTL YKa3aHHOE pELUeHHE WM COOOUIUTH O CBOEM
HECOTJIACUH C T10JIyYE€HHBIM PELIEHUEM.

B cinyuae Hecornacus ¢ peliendeM DenepanbHON CiyXObl 10 HAA30pY
B cdepe 3ApaBOOXPAHEHUS BiaAesel] U3bATHIX MEAULUHCKUX HU3ACIUN HUMeeT
npaBo Ha JocyneOHoe oOjkanoBaHWe AeHCTBUM (Oe3melcTBHA) M pPELIeHMH,
OCYIIeCTBICHHBIX (IPUHATBIX) AOJKHOCTHBIMH NHIaMU DenepanbHON ciyKObl
o Hajg3opy B chepe 3npaBooxpaHeHus. JKanoba paccmaTtpuBaeTcs B TEUEHHE
30 nHeli co nHA ee peructpauuu B MenepanbHoil city:kOe no Hag30py B cdepe
31paBOOXPAHEHUS.

MeguuvHCKUE — U3AeNus, KOTOpble  HaxoasaTcss B oOpalleHuu
Ha Tepputropun Poccuiickoli ®enepauvu U HUMEIOT HOMEpa Cepui, MapTui,
JIOTOB, UHBIE UIEHTU(PHKALMOHHBIE [IPHU3HAKU, COOTBETCTBYIOIIHE BBIABICHHBIM
darpcuULUHPOBAHHBIM, HEIOOPOKAUYECTBEHHBIM MEAMLMHCKUM  H3AENUsIM,
nmojjie)xaT BBIBO3y ¢ Teppuropuu Pocculickoit @Depepauun 3a cyer Juuna,
OCYLIECTBUBIIEr0 HX BB03 Ha Teppuroputo Poccuiickoit @Pepepanun,
WJIM YHUYTOXKEHHIO.

9. YHUUTOXKEHHE U3BATHIX MENUIUHCKUX W3JEIUH OCYIIECTBIsAETCS
¢ coOmtoneHueM TpeOOBaHUH 3aKOHOAATENbCTBA B  OOJACTH  OXPAaHBI
OKpYJ)Kalollled cpejibl, 3aKOHO/aTellbCTBa B cepe OXpaHbl 3/I0POBbs, a TAKXKe
3aKOHOIATeNbCTBAa B 00JacTH obecrneyeHuss CaHMUTapHO-3UAEMHUOJOTHYECKOro
0J1aromnoayyns HaceJIeHHUs.

Pacxonp!, CBA3aHHBIE ¢ YHHYTOXXEHUEM U3BATBIX MEAULMHCKUX HU3IENIHH,
BO3MEIIAIOTCS BIaJENbIIeM U3bATBIX MEJIHLIMHCKUX HU3JAEIUH.

10. VHUYTOXKEHHUE U3BATHIX MEIMLMHCKUX M3JAeNUN NOATBEepKAACTCA
akToM 00 YHHUYTOXKEHUM U3BIATBIX MEIUWLHUHCKUX H3JIENUHA, B KOTOPOM
YKa3bIBAKOTCS:

a) cBeZIeHUst 00 OCYLIECTBISIOMIUX YHHUTOKEHUE UIBITBIX MEJULUHCKUX
W3CIMA  OpraHu3alMid WIM HHIUBULYAJbHOM MpeallpuHUMaTene (I0JIHOe
U COKpallleHHOe HauMEHOBaHMs ([pU HAJHW4YUH), B TOM 4Hcle (PUpMEeHHOe
HAaMMeHOBaHNe, OpPraHHW3allMOHHO-IIpaBoBas (opMa IOpUIUYECKOro JINLA, ajpec
ero MecTa HaxoxHeHus nubo (amMunus, UM U OTYECTBO (MpU HAJIUUYUM)
WHJIMBUYaJIBHOTO IpeIpUHUMATEA, PEKBU3UTHI IOKYMEHTA,
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YJIOCTOBEPSIIOIIEro JHYHOCTb, aJpec MecTa JKHUTeNbCTBa, a TakXke HoMmepa
TeneOHOB U apeca IeKTPOHHOHW MOYTHI (IIPHU HATHYHM) IOPHUAHYECKOTO JINUa
WM MHIMBUAYATBHOTO TIPEATIPUHUMATESS);

0) OCHOBAHUS YHUYTOXEHHS U3bATHIX MEIUIMHCKUX HU3ENUN (pelleHHE
cyna win  peuiende @eniepanbHOM  cmyxObl MO Ham3opy B cdepe
3/IpaBOOXPaHEHHs C yKa3aHHeM PeKBHU3UTOB JIOKYMEHTOB);

B) HAUMCHOBAHUS H3BITHIX MEIUIUHCKUX M3JEJIUH, UX Cepud, MapTHuH,
JIOTbI, UHBIE UICHTHDHUKALMOHHbBIE MPU3HAKK, KOJTHYECTBO, MHPOPMAIHS O Tape
U (M) YIIAKOBKE;

') CBEIEHHUS] O MPOU3BOJAUTENIE (H3rOTOBUTENE) H3BATHIX MEIUIUHCKHX
u3nenuit (mpu MX HalM4yuK) (MOJHOE M COKpallleHHoe (MpH HaluynH)
HauMEHOBAHUs, B TOM 4YHCiIe GUPMEHHOE HaMMEHOBaHUE, OPraHU3allHOHHO-
npaBoBas (opMa HOPUIUUECKOTo JIHIlA, aJpec ero Mecra HaxOXKIACHHs JHOO
dbamuidg, ©“MS M OT4ecTBO  (IpU  HAIWYMU)  UHIAUBUOYAIbHOTO
npearprUHUMATEN S, PEKBU3UTHI JOKYMEHTA, yIOCTOBEPSAIOILET0 IHYHOCTD, apec
MecCTa JKHTEJIbCTBA, a TaKKe HoMepa Telle(DOHOB U ajjpeca dNeKTPOHHOM TMOUTHI
(npu HaJUIHHN ) IOPUIUYECKOTO TuLa WU HWHIUBUAYATHEHOTO
NpeAnpUHUMATes );

Jl) CBEEHUsT O BJIAJENbIle M3BATHIX MEIUIMHCKUX W3Jenuil (ITOJIHOoe
U COKpailleHHOe (MpY HaJHYUKM) HAaUMEHOBaHWUS, B TOM YHcCIe (QUPMEHHOE
HaHMEHOBaHHE, OpraHU3alMOHHO-TIpaBoBas GopMa IOPHUANYECKOro JIMIA, afgpec
ero MecTa HaxoxjeHus 0o GdaMunus, UMs U OTYECTBO (MpPU HAJTUYHH)
WHIHUBHIYaTbHOTO npearnpuHuMarers, PEKBU3UTHI NOKYMEHTA,
yIOCTOBEPSIIOLIEr0 JINYHOCTB, aJpec MecTa JKUTeNbCTBA, a TaKkKe HoMepa
TeaeOHOB U aapeca AEKTPOHHOH MoYThI (MPU HAIWYUU) IOPUIHIECKOTO JIULA
WM UHIWBUAYQJIBHOTO TMpEANpPUHUMATENS) WX €ero  yrnoJHOMOYEHHOM
npecTaBuTeNe (C yKazaHUeM MecTa ero paboThl U JOJKHOCTH);

€) 1aTa, MeCTO U CMOCO0 YHUUTOKEHUS U3bIATHIX MEIUITUHCKUX U3/IETHE.

11. AKT 00 YHUUTOXEHHUH U3BATHIX MEAUIUHCKUX U3JeTui oQopMiseTcs
B 3 osx3emmuisipaXx. OJHUH 3K3eMIUIApP XPaHUTCS Yy BlajeNblla HU3IbITHIX
MENUUUHCKUX H3IeJuil, BTOpPOH - B OpraHM3aldd WM Yy HHAWUBHIYaTHHOTO
npeanpuHUMaTess, OCYILECTBUBIIMX YHUYTOXKEHHE H3BATBIX MEIULMHCKUX
U3, TPEeTUH SK3EMIUISIp B TedeHHe 5 pabouux HEeH co AHS YHUUYTOXKEHHUS
U3BATBHIX  MEIWIMHCKUX H3JeJUH TpeAcTaBiseTcs HX BIajeNbleM B
DenepanpHylo cnyk0y mo Hag3opy B cdepe 3ApaBOOXPAHEHHUS JUYHO WIH

HamnpaBsieTCss  3aKa3HbIM  IOYTOBBIM  OTIPABIEHHEM C  YBEJOMJIEHUEM
O BpyY€HHUHU.
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12. KoHTposiIb 32 YHUYTOXKEHHUEM M3BIATBIX MEAUILMHCKUX U3IEITHH
ocyumectsisieT PenepanbHas ciayx0a Mo Ham3opy B cdepe 3ApaBOOXPaHEHMUS
B paMKax [pOBEIeHUs] TrOCyNapCTBEHHOIO KOHTpOJsi 3a oOpalleHueM
MeIULUHCKUX HU3NSIHH.

13.B ciuydae ecnu Bnageneln M3BATHIX MEIULMHCKUX  HU3JENUN
He wucronHun peuiedde @enepanpHoil ciyxk0bl 1O  Haa3zopy B cdepe
3JIpaBOOXPAaHEHHUS! 00 YHUUTOXKEHUHM U3BATBIX MEIULMUHCKUX M3AENHH, a TaKKe
ecii OH He CcooOWMI O IIPHHATBHIX Mepax HJIX O CBOEM HeCOrJacuu
C TIOJIyYEHHBIM pEIIeHHEM B COOTBETCTBHM € MyHKTOM 8 HacTosimx [IpaBu,
depepanbHas cinyx0Oa 110 Ha/130py B cdepe 3ApaBOOXpaHeHUs 0OpalaeTcs B CyI

¢ TpebOoBaHHEM O MOHYXJEHMHM UX Blajenbla K HCIOJIHEHHIO YKa3aHHOTO
peLieHusl.
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