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O BHeceHHHU H3MEHEHHil B epeyeHb HHAHKATOPOB PHCKA HApyIeHHUs
0053aTe/ILHBIX TPeGOBaHHI NPH OCylIeCTB/IeHHH (enepaibHOro
rocyJapcTBeHHOro KOHTPOJIsl (HaA30pa) Ka4ecTBa H 6e30NMacHOCTH MeAHLHHCKOH
IesiTeIbHOCTH, YTBepKIeHHbIH NpruKa3oM MuHHCTEpCTBa 3APaBOOXPaHEHHSI
Poccuiickoii @enepanuu ot 27 okTsiopa 2021 r. Ne 1018n

B cootBercTBum ¢ myHkToM | uwactu 10 cratem 23 PenepanbHOro 3akoHa
or 31 wiongs 2020 r. Ne 248-®3 «O rocymapcTBEeHHOM KOHTpoje (Han3ope)
H MyHHLHMIAIBHOM KoHTpone B Poccuiickoii ®exnepauuu», myHkroM 1 IlosoxeHus
0 MunucrepctBe 3apaBooxpanHeHus Poccuiickoit @enepaiuM, YTBEPKAESHHOTO
noctaHoBaenneM [IpasurensctBa Poccuiickoit @enepanun ot 19 urons 2012 r. Ne 608,
NpUKa3blBalo: ,

YyTBEpAUTh NpHIaracMple H3MEHECHHA, KOTOpble BHOCATCS B IepeveHb
MHIUKATOPOB pHCKa HapylIeHHs OoO0s3aTeNbHBIX TPeOOBaHMA MNpH OCYLIECTBICHUH
denepanbHOro rocyfapCTBEHHOrO KOHTpons (Haj3opa) KadecTBa M 0€30MacHOCTH
MEOMLIMHCKON  JeSITeNIbHOCTH, YTBEP>KICHHBIA npukasoM  MuHucTepcTBa
3npaBooxpanenusi Poccuiickoit ®enepaumm or 27 oktabps 2021 r. Ne 1018H
(3apeructpupoBan MumnuctepctBoM foctumuu Poccuiickolt ®@enepauvu 14 nexabps
2021 r., peructpauuoHHeli Ne 66312), ¢ M3MEHEHUSAMM, BHECEHHBIMU IPUKa30M
MunncrepcTsa 3apaBooxpanenus Poccuiickolt ®enepauun ot 26 urons 2023 r. Ne 322x
(zapeructpupoBaH MHuUHHCTEPCTBOM IoCcTULMH Poccuiickoit ®epepaunn 25 urons
2023 r., peructpaltoHHbIi Ne 74437).

MuHuctp M.A. Mypauiko




YTBEPXJIEHbBI
npukazoM MuHKCTEpCTBa 3paBOOXpaHEHHUA
Poccuiickoit @enepauyu
ot utokg 2024 Ne 2 £k

HA3menenus, KOTOpble BHOCATCS B NlepeYeHb HHAMKATOPOB PHCKA
HapyllleHMs 0083aTe/IbHBIX TPeOOBaHHH NPH ocynlecTBIeHUH (eaepabLHOrO
rocyJapcTBEHHOr0 KOHTPOJIs (HaA30pa) KauyecTBa H 06€30NaCHOCTH MeAHUHHCKOMH
AeSITeJIbHOCTH, YTBEP/KACHHbIH NpHKa3oM MuHHCTepCcTBa 3ApaBOOXPaHEHHS
Poccuniickoii @eaepaunu ot 27 okradps 2021 r. Ne 10181

JlononHUTH MyHKTaMHU 6 — 23 clieyIoMero ConepkaHus:

«6. PocT GOJTBHHYHOM JIETAIFHOCTH B MEAUIIMHCKOM OpraHu3aliny OT 3a00JieBaHmii
IBIXaTeNbHON CHUCTEMBI Oojiee 4eM Ha 2% 3a KBapTajl IO CPaBHEHHIO C TPEIBILYLIAM
KBapTaJloM.

7. PocT 60PHUYHOH JIETANBHOCTH B MEQULIMHCKON OpTaHHU3aIKH OT 3a00JIeBaHHi
NUIIEBApPUTEIbHON CcUCTeMbl Oonee dem Ha 2% 3a KBapTajJl IO CPaBHEHHUIO
C MpeaBIIyIIUM KBApPTAJIOM.

8. VBenuyeHue uncna yMmepmnx OepeMeHHBIX, POXXEHHL M POIUIBHHLL
B MEIULMHCKON opraHusaiuu 6onee yem Ha 1% 3a rogz.

9. VBenuueHue uyucna yMeplMX AeTed B Bo3pacTe A0 | rojJa B MeAULIMHCKOU
opranuzanuy 0osiee ueM Ha 1% 3a rog.

10. IlocTymneHue B JHUECH3UPYIOIMUN OpraH 3asBICHHS O MPeIOCTaBICHUU
JIMLEH3UH Ha OCYIIECTBIECHUE MEIULIMHCKOM AEATEIbHOCTH WU O BHECEHHUH U3MEHEHU I
B peecTp JMLEH3WI OT COUCKATeNs JHMLEH3WH (IHMLEeH3HaTa), KOTOpOMY IpHUHAIJIEXAaT
Ha MpaBe COOCTBEHHOCTH UM HHOM 3aKOHHOM OCHOBaHHH, MPeAyCMaTPUBAIOLIEM [IPABO
BJIaJICHUs. U IpaBO IOJIb30BaHHs, MEJULMHCKHE u3Jenus (oOopynoBaHUE, ammaparsl,
puOOpEI, HHCTPYMEHTHI), HMEIOLIe HACHTH(GULUPYIOIIUE NPU3HaKH (HalMEHOBaHUe,
Mapka, MOAM(HUKaIUsA, 3aBOACKON (CepuilHBIN) HOMEp, INPOU3BOJUTEND), TaKXKe
NpUHAUIeKalue Ha IpaBe COOCTBEHHOCTH WIM HHOM 3aKOHHOM OCHOBaHHH,
IpeayCMaTpHBAIOIIEM IIPAaBO BJIAJCHUS U NPaBO IOJB30BAHUS, HHOMY JIMLIEH3HATY
(fmueHsuaraM), Haxondllemycs B UWHOM cybmexte Poccuiickoii ®enepanuu,
3a KaJIeHAApHBIH roA.

11. IMocTymieHne B JMIEH3WPYIOMIUM OpraH 3asBIEHHS O MPEIOCTABICHHH
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JULICH3UH Ha OCYLIECTBICHNE MEAULIMHCKON ACATEIFHOCTH MJIH O BHECEHUH U3MEHEHUH
B peecTp JIMIEH3HM OT COMCKATeNsd JHIEH3NH (JIMLEH3HaTa), KOTOPOMY MpPUHAMJIEkKAT
Ha TpaBe COOCTBEHHOCTH MJIM HHOM 3aKOHHOM OCHOBaHHUH, IPEyCMAaTPUBAIOILEM IIPABO
BJIaJICHHs U IIPAaBO MOJIL30BaHUS, 3AAHUSA, CTPOCHUS, COOPYKEHHA U (M/IH) MOMELLECHHS,
UCMONB3yeMBle Ul OCYIIECTBICHHS  MEAWLIMHCKONH  JEATENBHOCTH, TaKXKe
NpUHAJJIeKall¥e Ha IpaBe COOCTBEHHOCTH WIM HHOM 33aKOHHOM OCHOBaHUH,
IIpelyCMaTPUBAIOIIEM IIPaBO BJIAACHH U NPABO N10JIb30BaHUs, HHOMY JIMLIEH3HATY, IIpH
YCIOBHHM OTCYTCTBHUS B JIMLIEH3UPYIOIIEM OpraHe HalpaBJI€HHOTO TAKUM JIUIIEH3HATOM
3ajdBJICHHS O BHECEHMM M3MEHEHHMH B peecTp JIMIEH3WH B Cliyyae OCYIIECTBICHHS
MEIMIMHCKOM  JEATENbHOCTH 1O  ajpecy  MecTa  ee  OCYyILIeCTBIEHHH,
He MpPeAyCMOTPEHHOMY B peEecTpe JHMUEH3UH, 1M00 3asBiIeHUS O TNpeKpalleHun
MEIULMHCKON NeATEebHOCTH, 3a KaJleHAapHEI# rof.

12. YBenu4eHne 4ncia HOBOPOXIEHHBIX, KOTOpbIE YMePJH B nepBeie 168 yacos
H3HHU, Oosee ueM Ha 1% 3a rop.

13.  OcywectsieHne BbIBOZa M3 000pOTa JIEKapCTBEHHOrO Iperapara
IJIi  MEIUUHUHCKOTO  IPUMEHEHHUS C  MEXAYHApOAHBIM  HEMATEHTOBAHHEIM
HauMeHOBaHHEeM «Mudenpucron» (manee — «Mudenpucron») B MeIULMHCKOM
OpPraHM3alyi [0 JaHHBIM CHCTEMBl MOHHTOPDHHIA JIBID)KEHHS JIEKAPCTBEHHBIX
NPENapaToB Ui METUIMHCKOrO IPHMEHEHHS NpPH OINHOBPEMEHHOM OTCYTCTBHH
Yy MeIUUHMHCKOM OpraHu3allid JIMIEH3WM HAa OCYIIECTBICHHE MeIUIIMHCKOM
NeATEIBHOCTH, TpellyCMaTpUBaoLeH paboTy (yciyry) Mo aKylepcTBy W rHHEKOJIOTHH
(MCKyCCTBEHHOMY IIpEepHIBAaHUIO 6EPEMEHHOCTH).

14. OcymmecTBIeHHe NPHEMKHM MeIMIMHCKON OpraHm3alueil «Mudenpucrtonar
II0 [JaHHBIM CHCTEMBI MOHMTOPHMHIA [BH)KEHHS JIEKapCTBEHHBIX IIperapaTroB
IJIsE MEOUIIMHCKOTO IIPUMEHEHHS NMpPH OJHOBPEMEHHOM OTCYTCTBHH Y MEIHIIMHCKOMH
OpraHusalli¥ JIMLEH3MM Ha  OCYILECTBJIEHHE  MEOWLMHCKOH  JesATEIbHOCTH,
npenycMmarpuBaiomiel  pabotry  (yciayry) 1o aKywlepcTByY W THHEKOJIOTHH
(MCKyCCTBEHHOMY IIpepBhIBaHUI0 GepeMEHHOCTH).

15. VBenuuyeHue KonM4ecTBa BO3BPATOB 3aperMCTPUPOBAHHEIX HAampaBlICHHMA
Ha MeIHKO-COLHAIBHYIO SKCIIEPTH3Y B MEIULMHCKYIO OpraHU3aluIo U3 GI0po MeIuKo-
COLIMAJIbHOM JKCNEPTHU3bl B ropofiax M paiOHaX, ABJIOMIMXCA (HIHAIaMH TJIaBHBIX
0X0pO MEAMKO-COLUAILHOM SKCTIEPTHU3HL, 110 IIPHYHHE OTCYTCTBUS JAHHBIX O PE3yJIbTaTax
IIPOBEACHUS NOJHOro 06BbeMa MEAULUHCKUX 00CIeJOBaHUH 10 MEPETHIO MEAUIMHCKUX
obcnenoBanuil, MpeyCMOTpeHHOMY ab3aneM TpeTbUM IyHKTa 17 [IpaBus mpusHaHuUs
NMIa HWHBAJIHIOM, YTBEPXKIEHHBIX IOCTaHOBNIeHHeM IlpaBurensctBa Poccuiickoit
@enepaunu ot 5 anpensa 2022 r. Ne 588 «O npu3HaHuM NMULa MHBATHIOMY, 6ojiee dyeM
Ha 5% 3a OTUeTHBIH MepPHO..

16. Poct noCyTOYHOM JIETAIBHOCTH B MEAMIMHCKOW OpraHu3aluu Ooyiee uem
Ha 10% B roa.

17. Hanuume wuHGoOpMamud Ha caliTe MEIWUUHCKOM  OpraHM3alMu
B HHQOPMALIOHHO-TEIEKOMMYHHKAIUOHHOH ceTd «HTEpHET» O BO3MOMKHOCTH
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IPOBEIECHUS OJKCHEPTU3Bl BPEMEHHOH HETPYJOCIOCOOHOCTH NPH  OTCYTCTBHH
HHPOPMALIUK O HAJMYUHU JIMLEH3UM Ha OCYUIECTBIEHHE MEIUIMHCKOH JeATeTbHOCTH,
npexycMaTpUBalOeH paboty (ycayry) o 9KCIIEepTH3e BpPEMEHHOH
HETPYAOCIIOCOOHOCTH.

18. VBenuuenne B MEOUIWHCKOM opraHusauud Oonee dyem Ha 10%
3a MOJIyTOIE CIy4aeB CMEPTH OT CTapPOCTH II0 CPAaBHEHHIO C MPEeAbLAYIIUM IOIyTOJUEM.

19. VBenuueHnwe KonM4YecTBa OTKa30B OT [MpoOBeNeHHA Mammorpaduu
MpU MTPOXOXAECHUHU NEpBOro 3Tana AUCIAHCEPU3allUU OIPEeNeHHbIX IPYII B3POCIOro
HaceJeHHs Ha 5% 3a KBapTaJ [0 CPaBHEHHUIO C MPEIBIIYIINM KBapTajIoM.

20. YBenu4eHue KOIUYECTBA OTKA30B OT UCCIIEIOBAaHHUS Kajia Ha CKPBHITYIO KPOBb
UMMYHOXUMHYECKUM Ka4eCTBEHHbIM 70 %1 KOJINYECTBEHHBIM METOI0M
IPU IPOXOXACHUH IEPBOro 3Tala JUCIAHCEPU3aLUK OIpeAeTeHHBIX IPYIII B3POCIOro
HaceJleHUs Ha 5% 3a KBapTaj 10 CPaBHEHUIO C NPEbIAY LM KBapTAJIOM.

21. VBenuueHue 3a ron 6Gonee uyeM Ha 10% [ONM NAIMEHTOB, YMEPILUX
OT 3JIOKaYeCTBEHHOr0 HOBOOOpPa30BaHMS [0 HCTEYEHHS rofa CO OHS YCTaHOBJICHHS
JMArHo03a, OT YMCNIA MALMEHTOB, KOTOPHIM BIIEpBHIE B XH3HH YCTaHOBIEH JHWATHO3
3JI0KAaYECTBEHHOTO HOBOOOpPa30BaHUS W KOTOPBIM YCTAaHOBJIEHO [HUCIAHCEPHOE
Ha01roieHHe B OTYETHOM Iofy.

22. Yenuyenue 3a rop 6osee yeM Ha 10% nonu ymepinx ot 60one3Hel cucTeMsl
KpoBoOOpalieHuss OT 4ucia JIUI ¢ GONe3HsIMH CHCTeMBI KpOBOOOpPALIeHHUs, KOTOPHIM
YCTaHOBIIEHO A¥CIIaHCEpHOE HabmoaeHue. |

23. IlpesbilleHHe 1O HUTOramM roza obmero KodQQUIMEeHTa CMEPTHOCTH
o0CiTy>)kKMBaeMOro MeIOUIMHCKON opraHusanued Hacenenms (Ha 1 000 vacemeHus)
N0 CpaBHEHHIO C OOLIMM KO3()(PUIMEHTOM CMEpPTHOCTH MO cyObekTy Poccuiickoii
@enepaunu (Ha 1 000 HaceneHus).».




