IMPABATEJILCTBO POCCHUVICKOM ®EJEPAITAHA
ITIOCTAHOBJIEHHWUE

oT 15 cenrsops 2020 r. Ne 1440

MOCKBA

00 yTBepxkaeHnn [IpaBua YHHUTOXKEHHS U3BATHIX aJbcHPHIHPOBAHHBIX
MeAHUHHCKHX U3/le/Hii, HeoOpoKadecTBEeHHbIX MEIHUHHCKHX H3AeNH i
U KOHTPa(aKTHBIX MEIHIHHCKUX H31eTn i

B cootBerctBuM ¢ 4acTbio 19 cratbu 38 @epmepanpHOro 3aKoHa
"O6 ocHOBax OxpaHbl 310poBbs rpaxaaH B Poccuiickoii ®enepauun"
IpaButensctBo Poccufickoi Pepepaivi N0 CTAHOBJA S € T 2

1. YTBepaute  npunaraemble  IlpaBuia  yHUUYTOXEHHS  HU3BATHIX
¢banbcUGHUIMPOBAHHBIX ~ MEAMIMHCKUX  U3fenuil, HeXoOpoKaueCTBEHHBIX
MEMIIHCKIX H3IeNH 1 KOHTPa()aKTHBIX MEAUIIMTHCKUX U3EIHH.

2. Hacrosiiee TOCTaHOBIEHHe BCTymaeT B cuiny c 1 sHBaps 2021r.
u neticteyet no 1 suBaps 2027 r.

Ipencenarens [IpaBurens

Poccuiickoit Penepanu M.Muiryctus
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VTBEPXJIEHbI
rioctasoBienueM [IpaBurenscTBa
Poccuiickoii ®enepainu
ot 15 centsa6pst 2020 r. Ne 1440

IIPABUJOA

YHHUTOXKEHHS H3bATHIX $aNbCHPHIHPOBAHHBIX
MeIHIHHCKHX H3/eJInii, Hel00poKaYecTBEHHbIX
MeIHIMHCKHX HU31eHH H KOHTPa(haKTHBIX MEAHIHHCKHX H3eJIHi

1. Hacrosimue [IpaBuna ycTaHaBIMBAaIOT NOPSIIOK YHUUTOXKEHHUS U3BATBIX
GbanbCUPUIUPOBAHHEIX ~ MEIULMHCKHX — W34eNud, HeXoOpokaueCTBEHHBIX
MEAUIUHCKAX HU3OeIni W KOHTpadaKTHhIX MEIULMHCKUX H3denuil (manee -
U3BATHIE MEIUIMHCKHE U3IEITHS).

2. KoHnTpadakTHele  MEIMUMHCKHE  HU3A€IUS  HOMJIEXKAT  HU3BATHIO
u3 obpamenus Ha Ttepputopun Poccuiickoit denepaluu U MOCieAyIOLIEMY
YHHYTOXEHHIO N0 PELIEHHIO Cya.

3. 3paAThie MEIMLMHCKHE W3MEeJHA, SBJAIOUIMECS BEIIECTBEHHBIMH
JOKa3aTeNLCTBAMM 1O YTFOJNOBHBIM  JeaM M (W) 1o JejiaM
006 agMUHHCTPATUBHBIX IIPaBOHApPYLIEHUAX, MOMIEKAT  YHHUYTOKEHHIO
B MOpsAKe, YCTAHOBIEHHOM COOTBETCTBEHHO YTOJIOBHO-MPOLECCYaIbHBIM
xonekcoM Poccuiickoit @enepanuu u (mnn) Konexcom Poccniickoit denepauuu
00 aZIMUHUCTPATUBHBIX IPABOHAPYLIECHUSMX.

4. U3psAThIC MEAMIMHCKUE H3/eNMs, MOMEIICHHbIE MOJ TaMOXXEHHYIO
NpoLefilypy  YHHUTOXEHHS, TIOJUIeXAaT  YHHYTOXKEHUIO B  TIOpSJIKe,
YCTaHOBJICHHOM aKTaMH, COCTaBJISIOLIMMH npaBo EBpaszuiickoro
3KOHOMHMYECKOTO COl03a, M 3aKoHojarenbcTBOM Poccuiickoit denepanyu
0 TAMO)KEHHOM pEryJIMPOBAHHUH.

5. U3psaTeie ¢banscupuuMpoBaHHbIE MeIHLHHCKHe H3JIeNVs]
H Hel00pOKadeCTBEHHBIE MeIUIWHCKHE H3AeNUs TOJIeXaT YHHYTOXKEHHIO
B CJIEIYIOIIUX CIydasxX:

a) Ha OCHOBaHHMHM PELIEHHS CYy1a;

6) Ha ocHoBaHuM peuieHus: PepepansHOi ciyxO0bl 110 Hax30py B chepe
3[IPaBOOXPAHEHHUs], MPHUHATOTO IO pe3yNbTaTaM rOCYJapCTBEHHOTO KOHTPOJIS



[3S)

3a oOpaileHMeM MEAHIHMHCKUX M3IeNuM, B crydasx, He MpeayCMOTPEHHBIX
myHKToM 3 Hacroswmx IIpaBui.

6. Pemenne  @epepanpHoii  cnyxOst 1Mo Hamopy B chepe
31 paBOOXpaHeHUs 00 YHHUTOXKEHHH H3BATHIX MEIULMHCKUX H3ISTHN COAePKUT
cJIeyIoutue CBEICHHA:

a) HAaMEHOBAHUSl M3BATHIX MEIULUWHCKAX W3AeNuil, UX cepyuu, MapTHH,
JOThl, UHBIE HAGHTU(PUKAIMOHHBIC MPU3HAKU, KOIHYECTBO, HHpOpMALIHA O Tape
1 (UTM) YIAKOBKE;

6) cBeneHHs O JaTe W HOMepe [OCYNApCTBEHHOM perucTpalyid H3bATHIX
MEIMIMHCKUX H3JIENNH;

B) PEeKBU3MTHl peLIEHUS CcyJa WIH JOKYMEHTOB O pe3ylbTaTax
rOCyAapCTBEHHOTO KOHTPOJS 3a oOpallleHHeM MEAMLMHCKUX W3ZelHii (Homep,
nata);

F) CPOK YHHYTOXXCHUA U3BATHIX MEAULIHHCKHX H3I[e)1Hﬁ;

JI) CBeieHHs O BIajelblie M3BATHIX MEAULHHCKUX H3Aenuil (monHoe
M CcokpalleHHOe (MPH HalHYHUM) HAUMEHOBaHHs, B TOM 4ucie (UpMeHHOe
HaMMEHOBaHHe, OPTaHU3allMOHHO-IPaBoBas (HopMa IOPHIHIECKOTO JIHLA, aapec
€ro Mecra HaXOXIeHHs Nn6o QaMunusg, UMA M OTYECTBO (NPH HAJMYMM)
UHOANBUAYAJILHOI'O npeanpuHUMare, PEKBU3UTHL AOKYMEHTa,
YIOCTOBEPSIOILEro JHYHOCTh, aJpec MecTa XKHTENbCTBA, a TaKXkKe HoMepa
TenedoHOB U afpeca dNEKTPOHHON MOYTH! (MPH HAIMYMK) IOPUANYECKOTo JIULA
WU HHAUBUIYAJIBHOTrO npe;:[r[pmmma'renﬂ);

e) CBeleHUsl O Tpou3BoJHTENe (M3rOTOBHTENE) M3BATBHIX MEIUIMHCKUX
uznenuid (npu uX Hamuuuu) (MOJNIHOE K COKpalleHHOoe (Mpu HaJUYHM)
HAaWMEHOBaHMs, B TOM 4YHcle (QUPMEHHOE HAUMEHOBaHHE, OpPraHW3alUOHHO-
mpaBoBas (opMa IOPHINYECKOro JIHIa, apec ero MecTa HaxXoxAeHus JHOo
dbamwtusg, uMas W ort4ecTBO  (NPM  HAJIMYKH)  MHAMBUIYAILHOTO
TIpEATPHUHAMATENS, PEKBU3UTHI IOKYMEHTA, YAOCTOBEPAIOLIETO JIMIHOCTD, aJIpec
MeCTa JKUTENBCTBA, a TakkKe HoMepa Tele(OHOB U afpeca SJeKTPOHHOM MOYTHI
(ipu HaJIMYHH) IOPHJITYECKOTO nuna WK HUH/IUBUAYAJIBHOTO
NpeanpuHUMAaTENs);

’K) CBE/IEHHS 0 CocoOe YHUUTONKEHUS U3BATHIX MEAULMHCKIX U3JICIHA.

7. Pemenue cynma unm pemeHue @PenepanbHoii CIy:ObI MO Ham30py
B cdepe 30paBOOXpaHeHUs! 00 YHUUYTOKEHHH H3BATHIX MENULMHCKUX W3AENHi
HaTpaB/sieTcss BMAleNblly H3BATHIX MEIULMHCKUX H3AeNHid B  CPOK,
He MpPEeBBINANIHE 5 pabouux IHell cO JHA BCTYIUIEHHS B 3aKOHHYIO CHILY
pelleHys cyjia, WM B CPOK, He mpeBblaroiuii 10 paGounx aHeit co mHs
npunaTtus DenepanbHoil ciayx0oii Mo Han3opy B cdepe 3ApaBOOXpaHeHUsS



pelieHus 00 YHUYTOXKEHHH W3BATBIX MEJULUMHCKUX H3/eNui, 3aKa3HbIM
MOYTOBBIM OTIIPaBIeHHEM C YBEJOMJICHHEM O BpydeHUH WIH B ¢opme
3JIEKTPOHHOIO JOKYMEHTa, TTOAMMCAHHOrO 3IIeKTPOHHOM MOAIICEEO.

8. Bnagenel U3bATBIX MEIUIIMHCKUX U3/CTHH B CPOK, HE MPEBBIIIAIOMIUN
30 pabounx pnHed co mHA monyueHus pewleHus PenepanbHol cimyxObl MO
Han3opy B cdepe 3IpaBOOXpaHEeHHS 00 YHHUITOXEHHUH HIBATHIX MeTUIHHCKUX
u3zenuid, o0s3aH HUCIOMHUTHL yKa3zaHHOE peIIeHWe WU COOOIIUThL O CBOEM
HECOTJIACHH C TIOJTyYEHHBIM pelICHHEM.

B cnyuae Hecornacus ¢ peleHHeM DenepaibHON CilyObl IO Ha30py
B cepe 3ApaBOOXpaHEHUS BajeNell M3BATEIX MEIWIHHCKUX H3[eiuil nmeer
npaBo Ha pocynebHoe o6kanoBaHue meifcTBuit (Oe3nelcTBHsS) M pelIeHHH,
OCYILIECTBICHHBIX (IPUHATBIX) JODKHOCTHBIME nunamu PenepanbHoil cimykOb
no Hax3opy B cdepe 3apaBooxpanenus. JKamoba paccMarpuBaeTcs B TeHeHUE
30 nHeit co aua ee peructpauun B @eaepansHolt ciayxbe mo Ham3opy B chepe
3IpaBOOXPaHEHHS.

MeanuvHCKHE — U3[eNHs, KOTOpble  HaxomiTcss B oOpalleHHH
Ha Ttepputopun Poccuiickoli demepaurd W HUMEIOT HOMepa cepui, maprTui,
JIOTOB, HHble MICHTU(QHUKALUOHHBIE [IPU3HAKH, COOTBETCTBYIOIE BbIABIEHHBIM
tdanbcuULHPOBAHHEIM, HEJOOpPOKadeCTBCHHBIM MEIUIMHCKUM  H3JEHsIM,
MoAJie’KaT BBIBO3Yy ¢ Tepputopuu Poccuiickoit Pepepaunn 3a cuer nwIa,
OCYLIECTBUBIIEr0 MWX BBO3 Ha Tepputoputo Poccuiickoit ®epepanum,
WITH YHUYTOXXEHHIO.

9. YHHYTOXEHHE U3BATBIX MEOULMHCKMX HU3IEAHH OCYIIeCTRIsAETCS
¢ cobmogpeHHeM TpeOoBaHMH 3aKOHOJATENbCTBA B  OOJIACTH  OXpaHbI
OKpy»xarouet cpefipl, 3aKOHOAATENBCTBAa B chepe OXpaHbl 370POBBS, a TAKKE
3aKOHOZATeNIbCTBa B 001acTH obecneyeHus CaHUTAPHO-3IUAEMHONOTHIECKOTO
61aromoNy s HaceleHHUs.

Pacxonpl, cBSI3aHHbIE ¢ YHHYTOXKEHUEM M3BATHIX MEIHUILMHCKHUX H3JEIuii,
BO3MEIIAIOTCS BafebLEM H3BATHIX MEAHIUHCKUX U3AETHH.

10. YHHUTOXEHNE U3BATHIX MEJAULIMHCKUX U3JENUil OATBEpXAACTCS
aKToM 00 YHHYTOXXEHHUH WU3bATBIX MEAWIWHCKHX W3JeNNi, B KOTOpOM
YKa3bIBalOTCA:

a) cBeIeHUs 00 OCYIIECTBISIOLINX YHHUTOXKEHUE UIBSITHIX MEIULUHCKUX
W3leNuii OpraHM3alliM WIM WHIUBUAYAIbHOM IIpeIlpMHUMaTene (II0JIHOE
U COKpallleHHOe HauMEHOBaHHUs ([IpH HaJIMYMH), B TOM 4YHcle (QUpMEeHHoe
HAaMEHOBaHUe, OpPraHU3alMOHHO-IIpaBoBast Gopma IOPHANUECKOro LA, afpec
€ro Mecta HaxoXpeHus nubo damMuiaMs, MMs M OT4ecTBO (IIpH HaJUYUH)
UHIUBUIYAIBHOTO IpeAnpHHHMATE, PEKBH3UTEL JOKYyMEHTa,



YIOCTOBEPSAIOLIETO JIMYHOCTb, aJpec MecTa JKHTeNbCTBa, a TaK)Ke HoMepa
TeneOHOB ¥ afpeca 3JIEKTPOHHON MOYTH (TIPH HANIHWYKU) IOPUAMIECKOTO JTHIa
WJIM HHAWBUAYAJIBLHOTO NPSANPHHAMATENS);

6) OCHOBaHHS YHUITOXEHHUS! U3IBATHIX MCAULMHCKUX H3JeNuii (pelueHue
cyna wnu peurenne @epepansHoil cnyxOb  mo  Hamsopy B cdepe
3IpaBOOXPAaHEHHs C yKa3aHUEM PEKBU3UTOB 1I0KYMEHTOB);

B) HAUMEHOBAHUSI M3BSATHIX MEAHIMHCKUX H3JeNHi, UX CepHH, MaPTHH,
JIOThI, UHBIE UACHTH(UKALIMOHHbBIE MPU3HAKH, KOJIIMYECTBO, HHOpMALUs O Tape
¥ (MJIH) YNaKoBKe;

) CBeJeHHSI O MPOU3BOAUTENe (U3TOTOBUTENE) H3BATHIX MEIULHHCKHAX
usgendit (mpy WX HaNMYWK) (MOJHOE W COKpalleHHOe (NpH HalU4uu)
HAaUMEHOBaHHUSA, B TOM YHCle (UPMEHHOE HAaWMEHOBaHHE, OPTaHU3AlMOHHO-
npaBoBas (opMa IOPUAWYECKOro JIMIA, aJPpec ero Mecta HaXOXAeHWs Imbo
damuinsg, ¥UMS M oTdecTBO  (IPW  HAIMYMM)  WHIUBHIYaJIBHOrO
[peanpUHUMATENs, PeKBU3UTHI JOKYMEHTA, YAOCTOBEPSIOLIECTO IUYHOCTE, aJipec
MecTa KUTeJIbCTBA, a TakkKe Homepa Teje)OHOB U afpeca 3MEKTPOHHOM MOUTH
(mpu HaJUYHH) IOPUAUYECKOTO LA 2011 HHIUBUIYATHHOTO
TIpeaIpHHUMATEN);

) CBeJIeHUS O BIIajesiblle W3IBATBIX MEJUIMHCKUX W3/Aenuil (ToJHoe
U CokpalleHHOe (MpU HATUYMH) HAUMCHOBAaHHA, B TOM ducie GHPMEHHOE
HaMMEHOBaHUe, OpraHH3alHOHHO-TIPaBOBas (HhopMa IOPUAHYECKOTO JIHLA, afipec
ero Mecra HaxoxaeHus Ju6o damunus, uMs M OTYECTBO (NPH HAIUYHH)
UHIWBKHIYaNbHOIO npearpuHuIMaTes, PEKBU3UTHI JIOKYMEHTa,
YIOCTOBEPSIIOLLEr0 JIMYHOCTh, aJpec MecTa MXXHUTEeJIbCTBa, a TaKkKe HoMepa
TeneOHOB U afpeca IMEKTPOHHOU IMOYTHI (TIPH HANHYNU) FOPHINYECKOTO JIULA
WM HUHAMBHAYAIBHOIO MpeANpUHHMATENS) HWIH ero  YMOJHOMOYEHHOM
npeacTaBuTele (C yKazaHueM MecTa ero paboThl U JOJKHOCTH);

) AaTa, MECTO U CNOCO0 YHHUTONEHUS H3BATHIX MEAULINHCKIX H3eHi.

11. AKT 06 YHHUTOXXEHHH H3BATHIX MEJUUHUHCKHX U3ASIUN opopMiseTcs
B 3 »sx3emmisipax. OAHH D3K3eMIUIAP XpaHUTCA Y BradeNnblia U3BATHIX
MEIULUHCKUX H3Aenuii, Bropoft - B Opranuzally WIM y HHIUBHIYATHHOI'O
MpeIIPHHIMATeNs, OCYIIECTBUBIINX YHWUYTOXEHHE H3BATBIX MeIULIMHCKUX
U3/IeNAN, TPETHH 3K3EMIIIP B TeueHUe 5 pabouux AHEH co QHS YHUYTOXKEHUS
U3BSTBIX MEIMIMHCKAX HM3JeIHH TIpefcTaBlseTCS WX BIageibleM B
Oepepaibryo ciyx0y o Hajasopy B cdepe 31paBOOXPaHEHHS JIMYHO WIH
HapaBiseTcsl 3aKa3HbIM TIOYTOBBIM  OTIPaBIEHHEM C  yBEJOMJICHHEM
O BpYUE€HHUH.



12. KOHTposb 3a YHUYTOKEHHUEM H3BATBIX MEIHUIIMHCKUX —H3AeIUi
ocyuectBisier ®PenepanpHas ciryxba no Hagsopy B cdepe 31paBOOXpaHEHHA
B pamKax IIpOBEIEHHs FOCy[JapCTBEHHOTO KOHTpONs 3a oOpalnieHueM
MeINLUUHCKUX U3JeNHH.

13.B cumydae ecnd Biajesen] H3IBATHIX MEAULMHCKAX  HM3AENuil
He wucrnonHmi peureHue @enepanpHoilt CiyxObl no  Ham3opy B cdepe
3[paBOOXpaHeHNs 00 YHHUTOXKEHUH H3BATHIX MEIULIMHCKUX W3MENHH, a TaKKe
eciii OH He CoOOWMI O MpUHATBHIX Mepax MM O CBOEM HecorjlacHu
C MOJIyd4eHHbIM pELIeHHeM B COOTBETCTBUM C MyHKTOM 8 Hacrosumx Ilpasui,
depnepanbhas cnyxba 1o Haazopy B cdepe 30paBoOXpaHeHust oOpalaercs B Cy

¢ TpeOoBaHMEM O NOHYXIEHHHM MX Biajeibla K HCIOJHEHHIO YKa3aHHOTO
pelieHus.
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