O BHeCeHMn U3MeHeHUMN B NnepeyYyeHb UHAUKATOPOB PUCKA
HapyLweHus obsasaTenbHbIX TPeOOBaHUMA NPU OCYLLECTBJIEHUM
denepanbHOro rocysapcTBeHHOro KoHTposas (Hap3sopa)
KayecTBa U 6e30MacHOCTU MeAULUHCKON OeATEeNIbHOCTH,
YyTBEpPXAEeHHbIX NpUuKazoM MuHucTepcTea 34paBoOXpPaHEeHUsA
Poccumnckon Pepepauum ot 27 oktadbpsa 2021 r. Ne 1018H

Mpukas - Ne 289H - oT 04.06.2024 - MMHUCTEPCTBO 34PaBOOXpaHeHns - [lencTeyeT 6e3 n3mMeHeHun

MWHNCTEPCTBO IOCTULMM
Poccuinckon degepaunmn
3APEFMCTPUPOBAHO
PernctpauunoHHbii Ne 78696
oT 28 nioHa 2024 r.

MWHWUCTEPCTBO 3PABOOXPAHEHISA POCCUACKOI ®OEOEPALLAN
MPUKA3

MockBa

4 nioHs 2024 r. Ne 289H

O BHECEHUWN U3MEHEHUI B NepeYeHb NHOANKATOPOB pUCKa HapyleHns obsa3aTesbHbiX TpeboBaHWi npu
OCYLLEeCTBJIEHUN (helepasibHOro rocy4apCTBEHHO0 KOHTPOAS (Haa3opa) kayecTBa 1 6e3onacHOCTM
MeONLNHCKON AeATeNbHOCTU, YTBEP)KXAEHHbIN NPNKa3oM MUHUCTEPCTBa 34PpaBOOXpPaHeHUs Poccuinckom
®epnepaumm oT 27 okTabpa 2021 r. Ne 1018H

B cooTtBeTCTBUM C NYHKTOM 1 YacTn 10 cTaTbun 23 GepepanbHoro 3akoHa o1 31 mong 2020 r. Ne 248-03 "0
rocyZapCTBEHHOM KOHTpOJE (Haf30pe) M MyHULMNansHOM KOHTposie B Poccuiickon ®epepaLimmn”, myHKTOM
1 MonoxxeHns 0 MUHMCTEpPCTBE 3a4paBooOXpaHeHns Poccminckon ®egepaumm, yTBEPXKXAEHHOIO
noctaHossieHneM lMpasuTenscTea Poccunckon ®epepaumm ot 19 nioHa 2012 r. Ne 608 , npukasbiBalo:
YTBEPAUTbL NpuiaraemMble N3MeHeHNs, KOTOPbIE BHOCATCA B NepevyeHb NHONKATOPOB PUCKa HapyLLeHns
ob6s3aTenbHbIX TPe6OBaHUIA NPK OCYLWECTBAEHNN hefepanbHOr0 FroCy4apCTBEHHOO KOHTPOASA (Haa3opa)
KayvecTBa 1 6e30MacHOCTY MeANLMHCKON AeSTEeNbHOCTHY, YTBEPXAEHHbIN Npuka3oM MruHMCTepCTBa

3 paBooxpaHeHust Poccuinckon ®enepauun ot 27 okTs6ps 2021 r. Ne 1018H (3apermctpupoBaH
MuHncTepcTBoM tocTuLmMm Poccninckon ®epepaunn 14 nekabps 2021 r., pernctpaumoHHbin Ne 66312), ¢
N3MEHEeHUSMMW, BHECEHHbIMU NPUKa3oM MUHMCTEepCTBa 34paBooxpaHeHus Poccuinckon Gegepauun ot 26
nioHs 2023 r. Ne 322H (3apernctpmpoBaH MUHUCTEPCTBOM toCcTULMK Poccuinckon ®epepaumm 25 uona 2023
r., PermcTpaunoHHbIin Ne 74437).

MuHucTp M.A.Mypaluko

YTBEPXKIEHbI

npuka3omM MyHUCTepCTBa 3 paBOOXPaHEHMS
Poccuiickon depepauun

oT 4 nioHs 2024 r. Ne 289H

/I3MeHeHUs, KOTOpble BHOCATCA B MEpeYeHb MHANKATOPOB pPNCKa HapyLleHns obs3aTenbHbIX TpeboBaHui
npw oCyLLeCTBAEHNM heflepanbHOro rocyJapCTBEHHOr0 KOHTPOAS (HafA30pa) KayecTBa 1 6e30nacHOCTU
MeONLNHCKON 0esATeNbHOCTH, YTBEPXKAEHHbIN MPMKa3oM MUHUCTEPCTBA 3[4paBoOXpaHeHns Poccumnckom
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®epnepaumm ot 27 okTabps 2021 r. Ne 1018H

JOnoNHNTL NYHKTaMKM 6 - 23 crefytowero CoaepXaHus:

"6. PocT 60/IbHNYHOWN NETaNbHOCTM B MEAULNHCKOWN opraHn3aumm oT 3aboseBaHnin AblxaTelbHON CUCTEMBI
6oniee 4eM Ha 2% 3a KBapTaJl Mo CPAaBHEHMWIO C NPeabIAYLLMM KBapTaJIoM.

7. PocT 60/1bHNYHONM NIETaNbHOCTM B MEANLIMHCKOW OpraHmM3aumnmn oT 3aboneBaHMin NULLLEBAPUTENLHON
cucTembl bosiee 4em Ha 2% 3a KBapTasl MO CPABHEHMIO C MPeablayLUM KBapTasioMm.

8. YBenmyeHmne 4yncna ymepumnx 6epemMeHHbIX, POXXEHUL, 1 POAWJIbHULL B MEOULIMHCKON OpraHm3auun bonee
yeM Ha 1% 3a rog.

9. YBesiMyeHne 4Yncaa ymepLumnx neTen B Bo3pacTe Ao 1 roga B MeQULIMHCKOM OpraHu3auunm bonee 4em Ha
1% 3a rog.

10. MocTynaeHne B MNLEH3NPYIOLWLNIA OpraH 3asBAeHUs 0 NPeAoCTaBIEHNMN JIMLLEH3UN Ha OCYLLLECTBIEHNE
MeONLNHCKON AeATENbHOCTU U O BHECEHUWN N3MEHEHWIA B PEECTP JIMLEH3NI OT COMCKATENS NINLLEH3MM
(MueH3mnaTa), KOTopoMy NpuHaanexaT Ha npase COBCTBEHHOCTU UAN NHOM 3aKOHHOM OCHOBaHWU,
npenycMaTpUBAIOLLEM NPaBO BIafleHNs 1 NMPpaBo N0Jb30BaHUs, MeanLUHCKue n3penmsa (obopynoBaHue,
annapaTbl, Npubopbl, MHCTPYMEHTLI), UMeloLWMe NAEHTUDULMPYIOLWLNE NPU3HAKKN (HAMMEHOBaHMeE, MapkKa,
MoamndurKaums, 3aBoACKON (CEPUIAHBIN) HOMEpP, MPOM3BOAUTENb), TaKXXe NPUHaAAeXallne Ha npase
CcobCTBEHHOCTU NN NHOM 3aKOHHOM OCHOBaHMWM, NPeayCcMaTpUBaloLLEM NPABO BAaLEHMSA 1 MPaBO
MoJIb30BaHWs, MHOMY JINLIEH3MATY (AnLUEH3MaTaM), HaxoasALIEMYCS B MHOM cybbekTe Poccuinckon
®epepalimm, 3a KasleHLapHbIA rof.

11. NMocTynneHue B ANLEH3VPYIOLWNIA OpraH 3asaBiaeHns 0 NPeoCTaBleHUN ANLEH3MN Ha OCYLLIECTBAEHNE
MeOMUNHCKON 0eATENbHOCTU NN O BHECEHUN U3MEHEHUI B PEECTP JINLEH3NIN OT COMCKATENS INLEH3UN
(MueH3mnaTa), KOTopoMy NpuMHaaneXaT Ha npaBe COBCTBEHHOCTU UAN NHOM 3aKOHHOM OCHOBaHWMU,
npegycMaTpuBaloLWEM NPaBo BNaJeHNs U NPaBO N0JIb30BaHUS, 30aHUS, CTPOEHUS, COOPYXXEHUS 1 (1n)
MOMeLLLEeHNS, NCMOJIb3yEMble A5 OCYLLECTBAEHNS MEAULMHCKON OeATEeNbHOCTM, TakXXe NpuHagnexalme
Ha npaBe CO6CTBEHHOCTW WM MHOM 3aKOHHOM OCHOBaHMUK, NpeayCcMaTPUBAIOLWLEM NPaBO BAALEHUS 1 MPABO
NoJIb30BaHMWs, NHOMY JINLIEH3MATY, NPU YCJIOBUM OTCYTCTBUS B JINLIEH3MPYIOLLLEM OpraHe HarnpaBieHHOro
TaKUM NNLLEH3MAaTOM 3aABEHNS O BHECEHWN U3MEHEHWIN B PEECTP JINLLEH3MI B C/lyYae OCyLLeCTBeHMA
MeOMLUNHCKON 0eATeNbHOCTM MO aipecy MecTa ee OCyLLECTBEHUS, He MPeayCMOTPEHHOMY B peecTpe
mueH3un, nnbo 3aaBneHns 0 NpekpalleHnn MegnLMHCKON OeaTeNbHOCTK, 3a KaleH4apHbIN rof.

12. YBennyeHue 4ncaa HOBOPOXKAEHHbIX, KOTOpPbIE yMEPAUN B NepBble 168 4acoB xu3Hu, bonee 4em Ha 1%
3arog.

13. OcywiecTBneHne BbiBoAa 13 060poTa NeKapCTBEHHOIrO NpenapaTa 414 MeAULNHCKOro NpUMeHeHmns ¢
MeXAyHapo4HbIM HeEMNAaTEHTOBAHHLIM HauMeHoBaHMeM "MudgenpucTton" (ganee - "MudgenpuncTon") B
MeONLNHCKON OpraHn3aumy no AaHHbIM CUCTEMbI MOHUTOPWHIA ABVMXXEHWS JIeKapCTBEHHbIX MpenapaToB
AN MEANLWNHCKOrO MPUMEHEHNS NMPX 0JHOBPEMEHHOM OTCYTCTBUMN Y MEAULMHCKON OpraHn3aLmnm anLeH3nm
Ha OCYLLEeCTBIEHNE MEANLNHCKON AeATeNIbHOCTY, NpeaycMaTpuBatoLen paboTy (ycayry) no akyLwepcTBy K
FMHEKOJIOrnn (MCKYCCTBEHHOMY MpepbiBaHMi0 bepeMeHHOCTK).

14. OcywecTBaeHME NPUEMKN MEONLIMHCKON OpraHu3aumnen "MudgenpmucToHa" no gaHHbIM CUCTEMbI
MOHUTOPUHIa ABMXXEHUNSA IeKapCTBEHHbIX NPeNapaToB A1g MeANLMHCKOr0 NMPUMEHEHNS NpW
0A4HOBPEMEHHOM OTCYTCTBUMN Y MEAULMHCKON OPraHn3aunn JNLEH3MN Ha OCYLLECTBJIEHNE MEANLIMHCKOW
AeATenbHOCTU, NpedycMaTpuBatowen paboTy (ycnyry) no akyLepcTBY U TMHEKONOr KN (MCKYCCTBEHHOMY
npepbiBaHNO BepeMeHHOCTK).

15. YBennyeHne KoamyecTBa BO3BPATOB 3apPErnCTPUPOBAHHbLIX HanpaBaeHUA Ha MeAUKO-COLMANbHYIO
3KCNepTU3y B MEAULMHCKYIO OpraHmnsaumio u3 6iopo Megnko-counasbHON 3KCNepTn3bl B rOPoAax 1
panoHax, SBASIOWNXCSA Puananamm rnaBHbix 610po MeONKO-COLMANBHOM 3KCNEPTU3bl, MO NPUYNHE
OTCYTCTBUS LaHHbIX O pe3ynbTaTax NPoBeAeHNA NOAHOr0 06beMa MeaNUNHCKNX 06CnegoBaHnin No
nepeyHo MeauLmMHCKuX obcnenoBaHUn, NpeaycMoTpeHHOMY ab3auem TpeTbM NyHKTa 17 MpaBun
NPW3HaHNA NnLa MHBANNAOM, YTBEPXKAEHHLIX NOCTaHOBAeHMEM lMpaBuTenbCTBa Poccuiickon Pepgepaunmn
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oT 5 anpens 2022 r. Ne 588 "O npu3HaHuy nuua MHBanuaom", 6onee 4yem Ha 5% 3a OTHETHbLINA NepuoA.

16. PoCT 0OCYTOYHOWM NETaNIbHOCTU B MEAULMHCKON opraHu3auunn 6onee yem Ha 10% B rog.

17. Hann4une nHgopmaumm Ha canTe MeaMLMHCKOW OpraHn3aumnmn B MHOpMaLMOHHO-
TeNIeKOMMYHWKaLMOHHON ceTn "VIHTepHeT" 0 BO3MOXXHOCTU NPOBEeLEeHNSA 3KCMepTU3bl BpEMEHHON
HeTPYLAOCNOCOBHOCTN NPY OTCYTCTBMM MHADOPMALMMN O HANNYUM INLEH3UN Ha OCYLLECTBJIEHNE
MeOULNHCKON AesTeNbHOCTU, NpeaycMaTpuBatowen paboTy (ycayry) no akcnepTu3e BpPeMeHHOM
HeTpyZAocnocobHocTH.

18. YBennyeHue B MeanuUMHCKON opraHmn3aunm 6onee yem Ha 10% 3a nonyrogue ciayyaes CMEPTU OT
CTapoCTN NO CPABHEHMIO C MPeabIAYLNM NOAYro4NeM.

19. YBeninyeHue Kom4ecTBa 0TKa30B OT NPOBeAeHUS MaMMorpadum npu npoxoXX4eHnUm nepeoro stana
AVcCrnaHcepu3aLmm onpefeneHHblX rpynn B3p0oCaoro HaceneHns Ha 5% 3a KBapTan no CPaBHEHUIO C
npeabigyLwmm KBapTaom.

20. YBenmyeHme Koam4ecTsa 0TKa3oB OT UCCNeA0BaHNA Kana Ha CKPbITYIO KPOBb UMMYHOXMMUYECKNM
Ka4yeCTBEHHbIM NN KOJINYECTBEHHLIM METOLOM MPU NPOXOXXAEHUN NEPBOro 3Tana AUCnaHcepu3aLmm
onpegfeneHHbIX rpynn B3pOCa0ro HacesneHns Ha 5% 3a KBapTan No CPaBHEHWUIO C MPeAbIAYLLMM KBapTa oM.
21. YBenunyeHue 3a rog 6onee yem Ha 10% 00K NALMEHTOB, YMEPLUNX OT 3/10KaYeCTBEHHOIO
HOBOODOpa30BaHNS L0 UCTEYEHMA FOfa CO OHSA YCTAHOBEHMSA AMarHo3a, OT Ync/ia NauueHToB, KOTOPbIM
BMEpPBbIe B KW3HWN YCTAHOBEH AMarHO3 3/T0Ka4eCTBEHHOr0O HOBOOOPa30BaHMSA N KOTOPbIM YCTaHOB/IEHO
AncnaHcepHoe HabnogeHne B OTYETHOM rogy.

22. YBenuyeHne 3a rog 6onee yem Ha 10% ponm ymepLumx oT 6one3Hen cnctemsl KpoBoobpalleHus ot
yucna nuny, ¢ 6ones3HAMU CUCTEMbI KPOBOODpaLLLEHNS, KOTOPbIM YCTAHOBEHO AMCMNaHCepHOe HabnoaeHme.
23. MpeBblWweHne no ntoram roga obuiero KoagduumeHTa CMepTHOCTH 06Cy)KMBAEMOr0 MEAULMHCKON
opraHusauuen Hacenenus (Ha 1 000 HaceneHns) No CpaBHEHUIO C 0BLWLMM KO3(PDULNEHTOM CMEPTHOCTM MO
cybbekTy Poccuinckon ®egepauun (Ha 1 000 HaceneHus).".

Cka4aHo Ha canTe «3aKoHbl PO» — https://actrf.ru Ctp.3m33



