3apeructpupoBano B Muntocte Poccun 2 oktsa6ps 2020 r. N 60192

MUHHCTEPCTBO 3JIPABOOXPAHEHHSI
POCCUINCKOMN ®EJEPALIAUA

IIPUKA3
ot 31 uroasa 2020 r. N 785u

OB YTBEPXJIJEHUU TPEBOBAHU K OPTAHU3ALIUU
N NPOBEAEHNIO BHYTPEHHEI'O KOHTPOJIA
KAYECTBA U BE3OITACHOCTH MEJUIIMHCKOH
AEATEJIBbHOCTH

B cootBercTBumM co cratbeit 90 denepanbHoro 3akoHa ot 21 HosiOps 2011 r. N 323-®03 "O6
OCHOBaX OXpaHbl 370poBbsi TpaxnaH B Poccuiickoit ®enepauun" (CobOpaHue 3aKOHOJATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2018, N 53, ct. 8415) npuka3biBato:

1. YTBepI[I/ITB Tpe6OBaHI/IH K OpraHu3anuvu U MPOBCACHHUIO BHYTPCHHCTO KOHTPOJIA KadeCTBa U
0e301macHOCTH MEIUITTHCKOM IeITEILHOCTH COTIacHO IMPUITOKCHUIO.

2. Hacrosmuit npuka3 BcTynaet B cuily ¢ 1 ssuBaps 2021 roga.

Munucmp

M.A. MYPALIKO

Ilpunoscenue
K npuxasy Munucmepcmea 30pagooxpaHenuisl
Poccuiickoii @edepayuu

om 31 uronsn 2020 2. N 785u

TPEBOBAHUA K OPT’AHU3AIIMUA U MTPOBEJTEHUTIO
BHYTPEHHEI'O KOHTPOJISI KAYECTBA U
BE3OINTACHOCTU MEJUIINMHCKOMU JEATEJIBHOCTH

. O01mMe moJ1oKeHu s


https://normativ.kontur.ru/document?moduleid=1&documentid=367105#l463

1. BHyTpeHHHMII KOHTpOJb KadecTBa M O€30IMaCHOCTH MEIUIIMHCKON JeATelnbHOCTH (Janee -
BHYTPEHHUIN KOHTPOJIb) OCYIIECTBIISIETCS C LeNbi0 OOecrnedeHus IMpaB TIpa)xKIaH Ha IOJIy4YeHHE
MEIMIIUHCKOW TIOMOIIM HEOOXOJMMOro o0beMa M HAAJIeKAIIero KayecTBa B COOTBETCTBUHU C
NOpSAIKaMU  OKa3aHUs MEIMIIMHCKOW TIOMOINM, TMpaBUjaMH MPOBEIACHHUS JabOpaTOpPHBIX,
MHCTPYMEHTAJIBHBIX, ATOJIOI0-aHATOMUYECKUX U MHBIX BUJOB JIMAarHOCTUYECKHUX HCCIEIOBaHUI,
MOJIOKEHUAMU 00 OpraHu3aluyd OKa3aHWs MEIULMHCKONM MOMOIIM IO BHUJIAM MEAUIIMHCKON
MOMOILM, TIOPSIIKAMU OpTaHU3alMM MEJUIIMHCKOM peadwiIuTalnuu M CaHATOPHO-KYpPOPTHOTO
JIeYeHUs, MOPSAKAMHU TMPOBENCHUS MEAMIIMHCKUX JKCIEPTU3, AUCIIAHCEPH3alUH, TUCHAHCEPHOTO
HAOJIIOJICHUS, MEIULMHCKUX OCMOTPOB M MEIULMHCKUX OCBUIETEIBCTBOBAHUI, C Yy4eTOM
CTaH/JapTOB MEIUILIMHCKON IMOMOIIM M Ha OCHOBE KIMHMYECKHX peKoMeHaauui <1>, a Ttakke
coOrofeHMs 00s3aTEIBHBIX TPEOOBAaHUI K 00ECIICUECHUIO KayecTBa U OE30MACHOCTH METUITTHCKOM
JESTEIbHOCTH.

<1> Crartbsa 37 ®enepanproro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "OO6 ocHOBax OXpaHBI
310poBbs rpakaaH B Poccutickoit denepanun” (nanee - denepanbHblii 3akoH oT 21 HOs0ps 2011 r.
N 323-03) (Cobpanue 3akoHOomaTenbeTBa Poceniickoit denepanuu, 2011, N 48, ct. 6724; 2018, N
53, cT. 8415).

2. Opranuzanus 1 IpoBEJICHNE BHYTPEHHETO KOHTPOJISI C YYETOM BUa MEIUIIMHCKOW OpraHU3aIiH
<2>, BUJOB, yCIOBHHI H (POpM OKazaHHs MEIUUIUHCKON moMomu <3> u mepedHst padbor (yciyr),
YKa3aHHBIX B JIMIEH3UH HA OCYILECTBICHUE MEIULIMHCKOM NEATETbHOCTH <4>, HalpaBJeHbl Ha
pELIeHHE CIEAYIOUINX 3a4a4:

<2> [omnysHkT 5.2.4 Tlonmoxxenuss 0 MuHHUCTEpPCTBE 31paBooxpaHeHus Poccuiickoit denepamnmm,
yTBEp)KJeHHOTo nocraHosineHreM IlpaButensctBa Poccuiickoit @enepanuu ot 19 urons 2012 r. N
608 (Cobpanue 3akoHonarenbcTBa Poccuiickoit deneparuu, 2012, N 26, ct. 3526).

<3> Crarba 32 ®degepanbHoro 3akoHa oT 21 wHoa6ps 2011 r. N 323-03 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2018, N 53, cT. 8415).

<4> IlocranoBnenue IIpaBurennbcrBa Poccuiickoit ®@enepauuu ot 16 ampens 2012 r. N 291 "O
JMIIEH3UPOBAHUM MEAUIUHCKON JIeATENbHOCTH (32 HCKIIOYEHHUEM YKa3aHHOM JesTeIbHOCTH,
OCYIIECTBIISIEMON MEIUIIMHCKUMHU OpTaHU3alMIMU U JPYTUMH OpraHU3alWsSMU, BXOSIIMMU B
YACTHYI0 CHUCTEMY 3[paBOOXPAHEHUS, HAa TEPPUTOPUM HHHOBALMOHHOrO IeHTpa '"CKoiakoBo")
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2012, N 17, ct. 1965).

COBEPIIICHCTBOBAaHUE  TIOJXOJOB K  OCYIIECTBICHHIO  MEAUIIMHCKOW  JACATEIBHOCTH  JIS
MpEeAYNPEXICHHS, BBISIBIICHUS U MPEAOTBPAILLEHUS PUCKOB, CO3JIAIOIINX YIPO3Y KU3HHU U 3J0POBBIO
TpakJiaH, 1 MUHUMHU3AIUHU TIOCIIECTBUN UX HACTYIIJICHUS,

oOecrnieyeHre 1 OlleHKa COOJII0/IeHNUs TPaB rpakJaH B cepe OXpaHbl 310POBbs IPHU OCYLIECTBICHUN
MEIUIIUHCKON eATEeIbHOCTH;

obecrieueHre W OICHKA MPUMEHEHUS TMOPSAKOB OKa3aHUS MEIUITMHCKOW TTOMOIIH, IPaBUII
MpOBEJCHUS J1a00paTOPHBIX, WHCTPYMEHTAIBHBIX, MATOJOT0-aHATOMHYECKUX U WHBIX BHUJOB
JINarHOCTHYECKUX HCCIICIOBAHMM, MOJOKEHUH 00 OpraHU3alMd OKa3aHUS MEIMIIMHCKOW TMOMOIITH
M0 BUAAM MEIUIIMHCKON TIOMOIIM, TOPSIKOB OPraHU3allid MEAWIIMHCKOW peadbuiuTanuu U
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CaHATOPHO-KYPOPTHOTO JIEYEHUSI, CTAHAAPTOB MEAULIUHCKON MOMOLH;

obecriedeHHe W OIEHKAa COONIOJCHUS TIOPSAKOB TPOBEACHHUS MEAWIIMHCKUX JKCIEPTHU3,
JUCTIAHCEePU3AINK, JUCIAHCEPHOTO HAOIIOJEHUS, MEAMIIMHCKUX OCMOTPOB W MEAMIIMHCKHUX
OCBHUJICTEIILCTBOBAHUI;

ofOecrieueHre U OICHKa COONIOJCHUS MEOUIIMHCKUMHU pPAOOTHUKAMH M PYKOBOJIUTEISIMU
MEIUIIMHCKUX OpraHu3alliii OrpaHUYeHHM, HajaraéMblX Ha YKa3aHHBIX JIMIl TIPU OCYIIECTBICHUU
UMU TPOGECCHOHATBHOM NESITEIBHOCTH <5> B cOOTBETCTBUU ¢ DenepalbHBIM 3aKOHOM OT 21
HOs10pst 2011 1. N 323-@3;

<5> Crares 74 DenepanbHoro 3akoHa oT 21 wHosOps 2011 r. N 323-®3 (Cobpanue
3akoHOAarenscTBa Poccuiickoit @enepammm, 2011, N 48, cr. 6724; 2017, N 31, cT. 4791).

oOecrieueHne U OIEHKAa COOTBETCTBHS OKa3bIBAEMON MEIUIIMHCKUMU paOOTHHUKAMU MEAUIIMHCKON
MIOMOIIIM KPUTEPHSIM OIEHKH KayeCcTBAa MEJWIMHCKOW IMOMOIIM, & TaKXKE PACCMOTPEHHE MPUYUH
BO3HHMKHOBEHHUSI HECOOTBETCTBHUS KayecTBA OKa3bIBAEMON MEIMIMHCKOW TOMOIIM YyKa3aHHBIM
KpUTEPUAM <6>;

<6> Yactp 2 cratbu 64 depepanbHoro 3akoHa ot 21 nosops 2011 r. N 323-®3 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165).

IIPEAYNPEXKICHUE HAPYIICHUH PHU OKa3aHUU MEAUIMHCKON ITOMOIIH, SIBJIIOIIMUXCS PE3YIbTATOM:

HECOOTBETCTBHUSI OKa3aHHON MEAMIIMHCKOW IOMOIIM COCTOSIHUIO 37J0pOBbsl MAIlMEHTa C Y4YETOM
CTETIEHU TMOpPAXECHUs OpPraHoB M (WJIM) CHUCTEM OpraHu3Ma JMOO HapylleHuH ux QyHKIUH,
00yCIIOBJIIEHHOM 32001€BaHUEM UJTU COCTOSITHUEM JIMOO0 MX OCIIOKHEHUEM;

HCBBLITIOJIHCHHA, HCCBOCBPEMCHHOI'O HJIM HCHAIJICIKAIICTO BBIITOJIHCHUA HCO6XO,I[I/IMI>IX MaluCHTY
HpO(i)I/IJ'IaKTI/IT-IGCKI/IX, JUAarHOCTUYCCKUX, JIeueOHBIX U pea6I/IJ'II/ITaHI/IOHHBIX MepOHpI/ISITI/Iﬁ B
COOTBECTCTBUH C NOPpAAKAMU OKA3aAHUA MCHHHHHCKOﬁ nomomu, ¢ y4€toM CTaHAapTOB MCHHHHHCKOﬁ
INOMOIIN U Ha OCHOBEC KIIMHUYCCKUX peKOMeHHaHHﬁ;

HECOOJIIO/ICHHSI CPOKOB OKHMJIAaHWUSI MEIUIIMHCKOM ITOMOIIM, OKa3bIBa€MOW B IIJIAHOBOW (opme,
BKJIIOUAsl CPOKM OKHMJIAHUS OKa3aHUs MEAULUMHCKOM TMOMOIIM B CTAalMOHAPHBIX YCIIOBUSX,
MIPOBEICHUS OTJICTBHBIX JUATHOCTUUECKUX 00CIIeIOBAaHNN W KOHCYJIBTAIMK Bpauel-CIIeIIHaINCTOB;

OPUHATHE Mep M0 TMpeceyeHHIo U (WIM) YCTPAaHEHHWIO NOCIEACTBUA M NPUYMH HAPYLICHHH,
BBISIBJICHHBIX B paMKax (elepaibHOro rocyAapCTBEHHOTO KOHTPOJS KauecTBa M OE30MacHOCTH
MEIUIIUHCKON JIeATEIbHOCTH, BEJOMCTBEHHOTO KOHTPOJISI KauecTBa U OE€30MaCHOCTH MEIULIUHCKON
JEeSITEIbHOCTH, 00BEMOB, CPOKOB M YCIIOBUM OKa3aHUS MEAMIIMHCKONW IOMOIIM, BBISIBJICHHBIX B
paMKax KOHTpOJISi KayecTBa MEIMIMHCKOM momouM (GoHIaMU 00s3aTeIbHOI0 MEIHIIMHCKOTO
CTPaxOBaHMsI W  CTPaxOBBIMH  MEIWIMHCKMMH  OpPraHM3alUdsMHM B  COOTBETCTBUH  C
3akoHoIaTeNnbCTBOM Poccuiickoit deneparyu 00 00s13aTeTbHOM MEIUIITHCKOM CTPaxoBaHUU <7>;

<7> ®enepanbHbiii 3akoH 0T 29 HOs0ps 2010 r. N 326-®3 "OO6 00s3aTeIbHOM MEAUITUHCKOM
crpaxoBanuu B Poccuiickoit denepannu” (Cobpanue 3akononatensctBa Poccuiickoit deneparyu,
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2010, N 49, cT. 6422).

MPUHSATHE YNPABICHYECKUX PEIICHUH IO COBEPIICHCTBOBAHUIO IMOJXOJIOB K OCYILECTBICHUIO
MEIUIUHCKON JEATEILHOCTH.

3. BHyTpeHHUI KOHTPOJIb OCYILECTBIIAETCS OpraHU3alUsIMU IOCYJapCTBEHHON, MyHUIIMIIAILHOW U
YaCTHOM CHCTEM 31paBOOXpaHEHMs (Jajee - MEAMLMHCKHE OpraHu3allid) B COOTBETCTBHM C
HacTosmuMHu TpeGoBaHUAMM.

4. OTBETCTBECHHEIM 3a opraHu3anuio U IMpoOBEACHNUE BHYTPECHHETO KOHTPOJIA ABIACTCA PYKOBOAUTEIIb
MGI[HLIHHCKOfI OopraHu3anun 0o ynOJIHOMO‘-IGHHLIﬁ UM 3aMCCTUTCIIb PYKOBOOUTCIIA.

5. B 3aBucuMOCTH OT BHJIa METUIIMHCKON OpraHU3aliK M0 PEIICHUI0 PYKOBOIUTEINS MEIUIIUHCKON
OpraHM3alMi BHYTPEHHUN KOHTpOJb opranusyercss u npoBoautcs Komwmccuein (Ciyx00ii) 1o
BHYTpeHHeMy KoHTpomto (manee - Komuccus (Ciyx0a), BKItouyaronieil pabOTHUKOB MEIUITUHCKOM
opraHu3any, U (WIM) YHOJTHOMOYEHHBIM JIMIIOM IO KAa4eCTBY M O€30MacCHOCTH MEIUIIMHCKON
NESTENIbHOCTH (fasiee - Y OJIHOMOYEHHOE JIHIIO).

6. B nmenax opraHuzanuM M NPOBEAEHUS BHYTPEHHEr0 KOHTPOJS MEIUIMHCKOM opraHuzaunuei
pa3pabarbIBaeTCsl MOJIOXKEHHWE O MOPSAKE OpraHu3alud U MPOBEACHUS BHYTPEHHETO KOHTPOJISL
Ka4yecTBa M 0€30M1acCHOCTH MEUIIMHCKOM NesTeIbHOCTH, PErylaMeHTUPYIOIIEe:

¢ynkunu u nopsanok B3ammopeictBus Komuccnn (CimyxOb1) u (M) YIIOJTHOMOYEHHOTO JIHUIIA,
pykoBoauTenel ©  (MIM)  YIOJIHOMOYEHHBIX pabOTHUKOB CTPYKTYPHBIX  MOZpa3JesieHHUH
MEAMIMHCKOW OpraHu3alluy, BpayeOHOM KOMHCCHUU MEIUIIMHCKON OpraHu3alud B paMKax
OpraHMU3al1H U IPOBEJICHUS BHYTPEHHETO KOHTPOJISA;

LeJIb, 3aJ1a4H1 U CPOKHU IIPOBEICHNS BHYTPEHHETO KOHTPOJIS;

OCHOBAHU ISl IPOBEJICHUS BHYTPEHHETO KOHTPOJIS;

npaBa U 003aHHOCTH JIML, YYaCTBYIOIUX B OPraHU3allMU U MPOBEICHUN BHYTPEHHETO KOHTPOJIS;
MOPSIOK PErUCTPALIMM U aHAIIN3A Pe3YyIbTaTOB BHYTPEHHETO KOHTPOJIS;

MOPSIIOK MCIIOJIb30BAaHUS PE3yJbTaTOB BHYTPEHHETO KOHTPOJIA B LIEJISX YIPABICHUS KayeCTBOM U
0€30I1aCHOCTBI0 MEAULIMHCKOM JIeITEILHOCTH.

7. Ilo pemieHUI0 pyKOBOAMUTENS MEIULIMHCKOW OpraHU3alMM pa3padaThIBalOTCS MHbBIE JIOKAJIbHBIE
aKThl B paMKax BHYTPEHHETO KOHTpPOJS (CTaHAAPTHBIE ONEpPAlMOHHBIE IMPOLETYPHl, AITOPUTMBI
necTBUil paOOTHUKOB OpraHU3allMyd) B COOTBETCTBUH C HOPMATUBHBIMHU IPABOBBIMHM aKTaMH,
pPErJIaMEHTHPYIOUIMMHU  BOIIPOCHl OpraHW3allid MEAUIMHCKONW JEeATEIbHOCTH, B TOM YHCIE
MOpsIIKAMU  OKa3aHUs MEIMIMHCKOM IIOMOINM, a TAaKXe € Y4YeTOM CTaHJapTOB MEIULUHCKOU
IIOMOIIIA, Ha OCHOBE KJIMHWUYECKHX DPEKOMEHAAIMMN, KPUTEPHUEB OLICHKM KayeCcTBAa MEIULIMHCKOU
IIOMOLILIH.

8. Ilo PCHICHUIO PYKOBOJUTCIIA MCHHHHHCKOﬁ opranu3anvu Jis1 OCYIICCTBJICHUSA MepOHpI/IﬂTI/Iﬁ
BHYTPCHHETO KOHTPOJII MOTYT IIPHUBJICKATBCA HAYUYHBIC W HHBIC OpraHu3alrn, YUYCHBIC U
CIICIUaJInuCThI.

Il. Opranm3zanusi npoBeeHUsI MEPONPUSATHIA, OCYIIIECTBJIAEMbIX B
pPaMKaxX BHYTPEHHEr0 KOHTPOJIsI KauecTBa M 0€301MAaCHOCTH



MEJTUIUHCKOM JeITeJIbHOCTH
9. BHyTpeHHUI KOHTPOJIb BKIIIOYAET CIEAYIOLINE MEPOTIPUATHS:

OIICHKY KauecTBa U 0€30MacHOCTH MEIUIIMHCKOW JEATEIbHOCTH MEIUIIMHCKOM OpraHU3alllH, €€
CTPYKTYPHBIX MOJIpa3iesieHuii MyTeM MPOBEACHHUS IIJIAHOBBIX U LEJIEBBIX (BHEIIJIAHOBHIX) IPOBEPOK;

cOOp CTAaTUCTUYECKHX JaHHBIX, XapaKTEPU3YIOMIMX KAueCTBO M 0€30MacHOCTh MEAWIIMHCKOU
JIeATEIbHOCTH MEAUIIMHCKON OpraHu3alliy, U UX aHAJIN3;

yUeT HeKeNaTeNbHbIX COOBITHM MPH OCYHIECTBICHUM MEAMIMHCKOW AesITeabHOCTU ((aKkToOB H
00CTOSATENBCTB, CO3/JAIONINX YIrpO3y NPUUYMHEHUS WM TMOBJIEKIIMX MPUYMHEHUE BpeAa KU3HU U
3JI0POBBIO TPaKJaH U (WIKM) MEAUIIMHCKUX PAaOOTHUKOB, a TAaK)Ke MPHUBEALINX K YIIUHEHHIO CPOKOB
OKa3aHUsl MEIUIIMHCKON TTOMOIIIN);

MOHUTOPUHT HAJIMYUS JIEKAPCTBEHHBIX MPENApaToOB U MEIULMHCKUX W3/IEIUN C yYETOM CTaHJapTOB
MEJIUIIMHCKOW MOMOIIM ¥ HA OCHOBE KIIMHUYECKUX PEKOMEHJALININ;

aHamu3 WHPOpPMAIMU O TOOOYHBIX JICHCTBUSAX, HEXKEIATEIbHBIX PEAKIUAX, CEPhE3HBIX
HE)KEIIATCJIbHBIX PEAKLUAX, HENPEABUACHHBIX HEXKEIATEIbHBIX PpEakUHAX IpU I[PUMEHEHUH
JIEKapCTBEHHBIX IMPENapaToB, 00 WHAWBUAYAIBHOW HETIEPEHOCUMOCTH, OTCYTCTBUH Y(PPEKTHBHOCTH
JIEKapCTBEHHbIX IpenapaToB, a Takke 00 HMHbIX (pakTaX M 0OCTOATENbCTBAX, MPEACTABIISIIOIIUX
YIpO3y JKM3HM WIM 310POBBI0 4YEJIIOBEKAa IPH IIPUMEHEHUHU JIEKapCTBEHHBIX IIPENapaTroB u
BBISIBJICHHBIX HA BCEX 3Talax oOpallleHus JIEKapCTBEHHBIX IpenapaToB, cOOOIaeMOil MeTMIIMHCKON
OpraHu3alei B yrmoJIHOMOUYEHHBIN (e/iepaibHbIi OpraH UCTIOTHUTEIEHON BIaCcTH <8>;

<8> Yactp 3 cratbu 64 PenepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-d3 "O6 obpamenun
nexapcTBeHHBIX cpencTB" (Cobpanue 3akoHomarenscTBa Poccuiickoit deneparuu, 2010, N 16, cr.
1815; 2014, N 52, ct. 7540).

aHanmu3 uHpopManuu 000 BCEX CllyyasX BBISBICHUS MOOOYHBIX JEHCTBMH, HE YKa3aHHBIX B
MHCTPYKIMU IO TPUMEHEHUIO0 WM PYKOBOJCTBE IO JKCIUTyaTallMM MEIULUHCKOTO H3JENHs, O
HE)KENNaTeNIbHBIX PEaKLUAX MPH €ro MIPUMEHEHNUH, 00 0COOEHHOCTSIX B3aUMOJEHCTBUS MEAUIUHCKIX
U3JIeNTUH MEXIy co00if, 0 (hakTax u 00 00CTOATENHCTBAX, CO3AAOIINX YIPO3Y KU3HHU U 370POBBIO
rpaxJIaH U MEAULUHCKUX PAOOTHUKOB MPH MPUMEHEHUH W SKCIUTyaTallud MEIUIIUHCKUX H3AEIIHH,
co00111aeMOi METMIIMHCKOM OpraHu3alnuell B yCTAaHOBJICHHOM YIOJIHOMOYEHHBIM [IpaBuTenbcTBOM
Poccuiickoit @enepannu ¢enepaibHbIM OpraHOM HCIIOJHUTEIBHON BIACTH MOpsAKe <9>;

<9> Yactp 3 crateu 96 @DenepanpHoro 3axkoHa ot 21 wHosOps 2011 r. N 323-®3 (Cobpanwue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2011, N 48, ct. 6724).

MOHHTOPHHT HAIMYUS Y MEIUIUHCKUX PAaOOTHHKOB JOKYMEHTOB 00 oOpa3oBaHHM U cepTu(dUKaTa
CIeIUAaIUCTa JIMOO CBUIETENHCTBA 00 aKKPEAUTAIINH CIICIIHATICTA.

10. IlnaHoBble MPOBEPKH MPOBOJATCS B COOTBETCTBUU C E€XKETOAHBIM IUIAHOM, YTBEP)KIAE€MBIM
PYKOBOAMTENIEM MEIULIMHCKON OpraHu3aliy, He pexe 1 pa3a B kBapral.

[Ipenmer mnIaHOBBIX M LENEBBIX (BHEIJIAHOBBIX) MPOBEPOK OIPENENAETCS B COOTBETCTBUU C
NyHKTOM 2 HacTosmux TpeGoBaHU.
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11. LleneBbie (BHEMIAHOBBIE) TPOBEPKU ITPOBOASATCS:

IIPY HAJIMYUU OTPULIATEIbHON JIMHAMUKU CTAaTUCTUYECKUX JAHHBIX, XapaKTEPU3YIOLIUX KauecTBO U
0€30I1aCHOCTh ~ MEAMLIMHCKOW  JESTENbHOCTH MEIUMIMHCKOM OpraHu3alud, B TOM YHUCIIe
YCTaHOBJIEHHOM B Pe3yjIbTaTe IIPOBEIEHUS IUIAHOBOM IIPOBEPKHY;

IIPU TOCTYIUICHUH a0 Ipa)</IaH Mo BONPOcaM KayecTBa U TOCTYMHOCTH MEIUIIMHCKON MOMOIIH,
a TaKXKe M0 HMHBIM BONPOCAM OCYIIECTBICHUS MEAMIIMHCKON JIeATETbHOCTH B MEIUIIMHCKOU
OpraHu3alyy, cojaepkammx uHpopMaluio 00 yrpo3e mpUUMHEHUs U (WIM) NPUYMHEHUH Bpenaa
JKU3HU U 3JJ0POBBIO TPAXK/IaH;

BO BCCX ClIydadax:
JICTAJIbHBIX UCXOO0B,

BHYTpI/I6OJ'ILHI/I‘IHOl"O I/IH(bI/II_II/IpOBaHI/IH nu OCJIO)I(HCHI/Iﬁ, BbI3BAHHBIX MCIUINHCKUM
BMEIIATCIBCTBOM.

12. IIpoBepkH, B 3aBHCHMOCTH OT IOCTaBJIECHHBIX 3aJay, BKJIIOYAIOT aHAIN3 CIIy4yaeB OKa3aHUs
MEAMIMHCKONW IOMOIIM, OTOOpPaHHBIX METOJOM CIIy4allHOM BBIOOPKM M (WMJIM) MO TEMaTHUYECKH
OJTHOPOJTHOM COBOKYITHOCTH CIIy4aeB.

13. IIpoBepka Mo TeMaTHYECKU OJHOPOTHOM COBOKYITHOCTH CIIy4aeB IMPOBOAMUTCA B OTHOIICHUU
OTIPE/ICIICHHOW COBOKYITHOCTH CITy4aeB, OTOOPAHHBIX 110 TEMATUYECKUM TPHU3HAKAM.

BBI60p TEMAaTUKU UL MPOBEACHUA IIPOBCPKU OCYIHICCTBIIACTCA HA OCHOBAHUUN PE3YJIbTATOB aHAJIN3a
CTaTUCTUYCCKUX  JAHHBIX, XapaKTCPUZYIOIIUX  KadCCTBO U 0€30I1aCHOCTD MEIUITUHCKOM
JESATEIbHOCTH MEIULIMHCKOM opraHuizalnunu, €€ CTPYKTYPHBIX HOI[paL’.I[CJ'IeHHﬁ.

14. Anamm3 CJIY4acB OKa3aHUs MCHHHHHCKOﬁ IOMOIIIH B XOAC IMJIIAHOBBIX M IICJICBbBIX (BHGHJ’IaHOBHX)
IMPOBEPOK OCYHMIECTBIACTCA JId OLUCHKH Ka4YeCTBa U 0e30macHOCTH MC}II/IHI/IHCKOﬁ JACATCIBHOCTU
MGHHHHHCKOﬁ OopraHu3alvy, B TOM YUCIIC JIs1 OUCHKH XapaKTepa, YaCTOThHI U IIPUYIHNH BO3MOKHBIX
HapymeHI/Iﬁ IIpru OKa3aHHUU MeI[HHI/IHCKOﬁ IIOMOINM TMAIUMCHTY, HNPUBCANIMX K YXYIAHICHUIO
COCTOAHUA 3JO0POBbA MMAMWCHTA, CO3JABHICTO PUCK MPOIrpeCCUPOBAHNA UMCHOUICTOCA 38.6OJ'ICB8.HI/I$[,
CO3JaBIIMX PHUCK BO3HUKHOBCHHSA HOBOTO 3360H€BaHI/I$I, MNpUBCAIINX K MWHBAJIWAU3AONH, K
JICTAJIBHOMY HCXOHY, a TaKKE€ K HeB(b(i)eKTI/IBHOMy HCIIOJIb30BAaHUKO PECYPCOB MCHHHHHCKOﬁ
opraHu3alnru, HEYJOBJICTBOPCHHOCTH IMalUCHTA MGI[I/IIII/IHCKOI\/'I IIOMOIIBIO.

15. Cpox mpoBeneHHs TUIAHOBBIX U I1ENEBBIX (BHEIJIAHOBBIX) TPOBEPOK YCTAHABIMBACTCS
PYKOBOJMTENIEM MEIUIIMHCKON OpraHu3anud Ju0O0 YIOJHOMOYEHHBIM WM  3aMECTUTETIEM
PYKOBOAMTENST B 3aBUCHUMOCTH OT TMpeAMeTa TMPOBEPKU U OCOOCHHOCTEH JesSTeIhbHOCTH
MEIUITMHCKOW OpTraHu3aIlii, HO He JOJDKEH IpeBbimath 10 pabounx THEH.

16. Ilpu npoBeieHNY TUIaHOBBIX U 1I€JIEBBIX (BHEIIaHOBBIX) poBepok Komuccust (Ciy:x0a) u (uim)
YI10JIHOMOUYEHHOE JIMII0 UMEIOT MPaBo:

OCYIIECTBIISATh MOJIyueHue, cOOp U aHaIM3 CBEACHUN O AESITEIbHOCTU CTPYKTYPHBIX MOJpa3ieIeHHM
MEAMIMHCKON OpraHu3alliy;

3HAKOMUTBCA C JOKYMEHTaMH, CBS3aHHBIMM C LEISAMH, 3aJadyaMd U IPEIMETOM BHYTPEHHETO
KOHTPOJIsI, B TOM YHCIE C MEAMIMHCKOW JOKYMEHTallMeW, CHUMAaTh KOIMU C YKa3aHHBIX
JOKYMEHTOB, a TaKXe NpPOM3BOJUTH B HEOOXOAMMBIX cCllydasix ()OTO- U BHUACOCHEMKY IpH
OCYILECTBJIEHMH OCMOTpa U 00CIeJOBaHuS;

S3HAKOMUTLCA C PC3YJIbTATAMU AHKCTHUPOBAHUS U YCTHBIX OIIPOCOB MAIIUCHTOB U (I/IJII/I) HUX 3aKOHHBIX



MPE/ICTABUTENICH, YICHOB CEMbH NAIlMeHTa, Pa0OTHUKOB MEIWIIMHCKON OpraHu3allii, a TaKke
pe3yJibTaTaMy aHalu3a kKajiod u oOpallleHui Tpaxk/aH;

JI0CTyIa B CTPYKTYPHBIE IIOAPA3ACICHUS MEAULIMHCKON OpPraHU3alliy, a TAKXKe B 3JaHUs, CTPOCHMUSI,
COOpY>KEHHsI, TOMEUICHHUS, K HCIIOJIb3YeMOMY 000pYJOBAHUIO U TPAHCIIOPTHBIM CPENICTBAM;

OpTraHHU30BbIBATH IIPOBCACHUC HCO6XO,I[I/IMBIX I/ICCJ'ICIIOBaHI/If/'I, OKCIICPTU3, AHAJIIN30B U OLCHOK.

17. TlnaHoBbIe W TiesieBbie (BHEIUIAHOBBIC) MPOBEPKHU, OCYIIECTBIIIEMbIE B PaMKax BHYTPEHHETO
KOHTPOJISI KauecTBa M OE30MACHOCTH MEIWIIMHCKOW JESTeTbHOCTH, B 3aBHUCHMOCTH OT BHJA
MEIUIIUHCKOW OpTaHW3alluy, BUJIOB, YCIOBHA B (POPM OKa3aHUs MEIUIUHCKOW ITOMOIIH, MEPEUHS
pabot (yciyr), yKa3aHHBIX B JIMIEH3MM Ha OCYIIECTBICHUE MEAUIMHCKON JIeATEeIbHOCTH,
npeyCMaTpUBAIOT OIICHKY CIIEAYIOIINX ITOKa3aTelNei:

1) Hanmu4Me B MEIUMIIMHCKON OpraHU3alii HOPMAaTUBHBIX IPABOBBIX AKTOB (B TOM YMCJIE M3/IaHHBIX
denepanbHBIMM  OpraHaMM TOCYJapCTBEHHOM BJAacTH, OpraHaMH TIOCYJapCTBEHHOH BiIacTu
cyobekToB Poccuiickoii denepannu, opraHaMu MECTHOTO CaMOYIIPABIICHUS), PETJIAMEHTUPYIOLIHX
BOIPOCHI OPraHN3aLUU MEJUIIMHCKOM e TeTbHOCTH, BKIIOYAs:

MPECEMCTBCHHOCTb OKa3aHUA MeﬂHHHHCKOﬁ IIOMOIIIM Ha BCCX JTallax,
OKa3aHuc MG[[HLII/IHCKOﬁ IIOMOIIIH, B TOM YHCJIC B YCIIOBUAX tIpe3BI)I‘Iaf/'IHLIX chyauHﬁ;

MapuipyTHu3alyilo ManucHTOB, BKJIOYas OPraHU3aluio KOHCYJILTaIII/H\/JI, JOITIOJITHUTCIBHBIX MCTO/10B
06CJ'I€I[OBaHI/I$[ B UHBIX MCAUIIHMHCKUX OPraHHU3alHgX

NepeBoJa MnanuceHTa B JAPYruc€ MCIAUIHMHCKUC OpraHu3alri, BKIOYad IMMEPCUCHb MCIHIMUHCKHX
MOKa3aHui u MCIUIHUHCKUC OpTraHu3allun JJIsd IICPEBOAA,

2) obecrieueHre OKa3aHMsI MEAUIIMHCKONW TTOMOIIM B MEIUIIMHCKON OpraHU3alliid B COOTBETCTBUU C
MOpSIIKAMH ~ OKa3aHHWs MEIUIIMHCKOM TOMOIIM, TMpaBWIaMU TPOBEACHHS J1aOOPaTOPHBIX,
MHCTPYMEHTAJIbHBIX, MATOJIOr0-aHATOMUUYECKUX U MHBIX BHUJIOB JUArHOCTUYECKUX HCCIEIOBAHUM,
MOJIOKEHUSIMH 00 OpTraHM3allMi OKa3aHWUsS MEAMIIMHCKON TMOMOINM TO BHUIAM METUIIMHCKOU
MOMOIIM, TOPSAKAMH OpTraHHU3alMd MEIUIMHCKON peadWiIuTallid W CaHATOPHO-KYypOPTHOTO
JICYEHUsI, MOPANKAMH MPOBEACHUS MEIMIMHCKUX 3IKCHEPTH3, NUCIIAHCEPU3alMU, JUCIIAHCEPHOTO
HAOMIO/IEHUsI, MEIUIMHCKAX OCMOTPOB M MEIUIIMHCKUX OCBUACTEIHCTBOBAHHUM, C Yy4ETOM
CTaHJapPTOB MEIUIIMHCKOM MOMOIITH, HA OCHOBE KIIMHUYECKUX peKoMeHaanu <10>;

<10> Crarpa 37 ®enepanbHoro 3akoHa or 21 wnHosOps 2011 r. N 323-®3 (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2018, N 53, c1. 8415).

3) oOecrieueHne B3aMMOJICHCTBHS MEIUIIMHCKON OpPraHu3aIlii ¢ MEIUIIMHCKAMH OpPTaHU3AIHsIMHU,
OKa3bIBAIOIIMMH CKOPYIO, B TOM YHUCJIE CKOPYIO CHEUUAIM3UPOBAHHYIO, MEIUIIMHCKYIO ITOMOILb,
[EHTpaMHU MEIUITMHBI KaTacTpo(d, B TOM YHCIIE:

nepeaada I/IH(bOpMaIII/II/I U3 MCAMIIMHCKHX opraHmauHﬁ, OKa3bIBarOIX CKOPYHO, B TOM YHCIIC
CKOPYIO CliCUAJIM3UPOBAHHYIO, MCAULTUHCKYIO ITOMOIIb, HEHTPOB MCAUIIUHLL KaTaCTpO(I);

BEJICHWE MEIUIIMHCKON TOKYMEHTAIIMH MEIUIIMHCKUMH PaOOTHUKAMH CKOPOM, B TOM YHCJIE CKOPOM
CHEIUAIM3UPOBAHHON, MEIUITMHCKOW MOMOIIIH, IIEHTPOB MEIUIIUHBI KaTacTpod M MEIUIIUHCKUMU
pabOTHUKAMU MEAMIIMHCKON OpTraHM3aIlid, B KOTOPYIO OCYIIECTBIISACTCS MEIUIIMHCKAs dBaKyarlus
MAIMEeHTa, BKIII0Yas )KYPHAIIBI MOCTYIUICHUS (B JIEKTPOHHOHN (hopMe TpU HATUYHH ),
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4) cobmoneHne 0e30MacHbIX YCIOBUM MPH TPAHCIIOPTUPOBKE MAlMEHTA (B Mpeienax MeAULIUHCKON
OpraHM3aluy U (WIN) IEPEeBOIC B APYTYIO MEAUIIMHCKYIO OPraHU3aIHIo);

5) obecrieueHre TPEEMCTBEHHOCTH OKa3aHUs MEIUITMHCKOW MOMOIIY Ha BCeX ATamax (B TOM YHUCIIE
MIpU MEePEBOJIC MALMEHTA, BBIMHCKE M3 MEAMIIMHCKON OpraHM3alluu, repeaade AeKypCTBa M MHBIX
00CTOSATENTHCTBAX) C COOMIOICHUEM TPEOOBAHM K BEACHUIO MEIUIIMHCKON TOKYMEHTAIIHNH;

6) oOecrieueHue MONy4YCHHsS] WH(OOPMHUPOBAHHOTO JOOPOBOJIBLHOTO COTJIACHS TPAXKIAHHMHA WIH €0
3aKOHHOTO IMPEACTAaBUTENs] HAa MEIUIIMHCKOE BMEUIATEILCTBO HAa OCHOBAHMM IPEIOCTABICHHOU
MEAUIIMHCKIM PaOOTHUKOM B JIOCTYITHOU (popMe MOTHOW MH(POPMAIIH O LETSX, METOIaX OKa3aHUs
MEAMIMHCKOW TIOMOIIM, CBA3aHHOM C HHUMH pPHUCKE, BO3MOXHBIX BapHaHTaX MEAMIIMHCKOIO
BMEIIATENLCTBA, O €ro IOCIEJACTBUSAX, a TakkKe O MpeArnojaraeMbiXx pe3yiabTaTax OKa3aHUS
MEIUITMHCKON nmoMomu <11>;

<11> Yacte 1 crateu 20 denepamsHoro 3akona ot 21 HosOps 2011 r. N 323-03 (Cobpanwue
3akoHo1aTrenbcTBa Poccuiickoit ®deneparuu, 2011, N 48, cT. 6724).

7) HaJIM4YUE JIOKAJIbHBIX HOPMATUBHBIX AKTOB, PErJIAMEHTUPYIOIIUX padOTy MPUEMHOrO OTAEJIECHHUS
MEIUIUHCKOW OpPTraHW3allii, B TOM YHCJIC MPH OKa3aHWU MEIUIIMHCKONH MOMOIIU B AKCTPEHHOMN
dbopme (¢ yueToM 0COOCHHOCTEHN ACATENHHOCTH CTPYKTYPHBIX IMOPa3ICICHH);

8) ocylecTBIeHHE COPTUPOBKH MAIUEHTOB MPH MOCTYIUIEHUU U (WJIH) OOpallleHUU B 3aBUCUIMOCTH
OT TSDKECTHU COCTOSIHUS Y TIEPEUHSI HEOOXOTUMBIX METUIIMHCKUX BMEIIATEIIbCTB;

9) obecrnieueHue CBOEBPEMEHHOTO OKa3aHMUsS MEAMIIMHCKOW MOMOIIM MpPHU MOCTYIUIEHWH U (WJIH)
oOpallleHNH NalKeHTa, a TAK)Ke Ha BCeX Talax ee OKa3aHus;

10) obecrieyeHre SKCTPEHHOTO OMOBELIEHUS M (WiIM) cOOpa METUIMHCKUX pabOOTHUKOB, HE
HaXOJIALIMXCS Ha 1eXKYpCTBE (MIPH HE0OXO0AUMOCTH);

11) obecnieueHre BO3MOXKHOCTH BBI30Ba MEIMIIMHCKHX PAOOTHUKOB K MAI[MEHTaM, B TOM 4YHCIIE B
aJIaThl;

12) oOecnieueHne oOKazaHUs TpakJaHaM MEIUIUHCKOW MOMOIIM B 3KCTpeHHOH Qopme <12>,
BKJIFOYAs TIPOBEACHUE PETYISIPHOrO0 0Oy4YeHHS (TPEHUHTOB), HATUYNE B MEAUIIMHCKON OpraHu3aIiiu
JIEKapCTBEHHBIX IMpenapaToB M MEAWLUUHCKUX H3AEIMHA A OKa3aHUS MEAMIMHCKOW TMOMOIIM B
9KCTPEHHOH (popMe;

<12> Ilynkr | uactu 1 crateum 79 depepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-03
(Cobpanue 3axkonomarensctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

13) oOecneueHMe  BO3MOXXHOCTH  KPYIJIOCYTOYHOTO  TNPOBEACHHMS  JaOOpaTOpPHBIX U
HHCTPYMCHTAJIbHBIX I/ICCHG}IOBaHI/Iﬁ B MCIUIMHCKHUX OpraHU3aluAX, OKa3bIBAIOIMHNX MCIUIHNHCKYIO
MOMOIIlb B CTAI[MOHAPHBIX YCIOBHSX (B COOTBETCTBUU C MOPSAKAMU OKa3aHHUS MEIUIIMHCKON
HIOMOIIH, TIPaBUJIaMH MPOBEJCHUS JTaOOPATOPHBIX, HHCTPYMEHTAIBHBIX, MaTOJIOr0-aHATOMHYECKHUX
Y WUHBIX BUJIOB IMAarHOCTHYECKUX UCCIICIOBAHU);

14) opranmzamms  0€30MaCHOM  JNEATENIBHOCTH  KJIMHHUKO-IUATHOCTHYECKOW  J1abopaTtopuu
(oTHeneHus), HAIMYME CUCTEMBI UACHTU(DHUKAIIMUA 00PA3LIOB U MPOCICKHUBAEMOCTH PE3yJIbTAaTOB;
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15) obecneyenue coOmrofeHUsT BpaueOHOM TaillHBI, B TOM 4HCIEe KOH(PUICHIHMATBHOCTU
NEepCOHANBHBIX  JAHHBIX, HCIOJB3YEMBIX B MEIUIMHCKUX HMH(OPMALMOHHBIX CHCTEMax
MEIUIUHCKUX OpraHu3auii <13>, mpu OCyIIeCTBICHUN METUIIMHCKOMN e TeIbHOCTH;

<13> Ilynktr 4 yactu 1 crateu 79 ®DepepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-®3
(Cobpanue 3axkononarensctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

16) coOmromeHne TMpaB IMMAIMEHTOB MPU OKa3aHUU MEIUIMHCKOW IIOMOINM, B TOM 4YHCIIE,
obecrieueHre KOM(OPTHBIX YCIOBUN TpeObIBAaHUS TNAIMEHTOB B MEIUIIMHCKUX OPraHU3alUsX,
BKJIFOYAs OPraHW3allMI0 MECT OXHUIAHUS JJIA IMalMeHTOB, 3aKOHHBIX IPEACTABUTEIICH U WICHOB
ceMeH IaIleHTOB;

17) ocymiecTBieHue MEpOIPHUITUN 1O OpraHu3aluu Oe30MacHOr0 MPUMEHEHHUs JIEKapCTBEHHBIX
IIpenapaToB, B TOM YHCJIE:

obecriecucHue KOHTPOJIA CPOKOB I'OJHOCTH JICKAPCTBCHHBIX IPCIIapaTOB;

o0ecrieyeHre KOHTPOJIA YCIOBUH XpaHEHMs JIEKapCTBEHHBIX IPENaparoB, TPEOYHOIUX OCOOBIX
YCJIOBUM XpaHEHUS,

XpaHEHUE JICKaPCTBCHHBIX MPENapaToB B CHCIHAILHO 000PYIOBAHHBIX MMOMEIICHUAX U (W) 30HAX
JUIS XpaHEeHus,

coOnrofieHre TpeOOBaHUN K HAa3HAYEHUIO JIEKAPCTBEHHBIX IPENapaToB, a TAKXKE Y4ET PUCKOB IpU
NPUMEHEHUH JIeKapCTBEHHBIX IMIpernapaTtoB (B TOM YHCIE aJJIEproJorMyeckoro aHamHesa,
O0COOEHHOCTEH B3aMMOJIEHCTBUS UM COBMECTUMOCTH JIEKAPCTBEHHBIX IIPENapaToB) C BHECEHHEM
COOTBETCTBYIOIIUX CBEIECHUHN B MEUIIMHCKYIO TOKYMEHTALUIO);

OCYHICCTBJICHUEC KOHTPOJIA Ka4€CTBa NMCbMCEHHBIX HazHa4YeHUH JICKApCTBCHHLBIX IIPCIIapaToB, B TOM
YHUCJIC UCITIOJIB30BAHUC YHI/I(bI/IIII/II)OBaHHBIX JJUCTOB Ha3HAYCHMU,

OpraHu3alysl JIEKApCTBEHHOTO0 O0eclevyeHusi OTIENbHBIX KaTeropuil TpakiaaH, B TOM 4HCIe
MIPEIOCTABIIEHUE CBEJCHUI O TakuX rpaxkaaHax B denepasbHbIN PEruCTp JUL, WHOULIHUPOBAHHBIX
BUPYCOM MUMMYHO/e(huIuTa yenoBeka, denepanbHblil perucTp Juil, OONBHBIX TyOepKyne3om <14>,
@enepalibHbIl  perucTp  JIMI,  CTPAJAIOUIMX  KU3HEYTPOXKAIOIMIMMH U XPOHHYECKHUMH
IPOTPECCUPYIOIIUMHU  pelKUMHU (OophaHHBIMH) 3a00J€BaHUAMHU, MPUBOAALIMMHU K COKpAIICHHUIO
MPOAOJKATEIIBHOCTH KU3HHM TPaXKJaH WM MX MHBAIUIHOCTU <15>, denepanbHblid PErUCTp JIUII,
O0NBbHBIX TeMo(duiaMel, MyKOBHCUUIO030M, THINOGHU3apHBIM HaHU3MOM, OozesHbto ['ormre,
37I0Ka4€CTBEHHBIMH HOBOOOPa30BaHUSAMU JTUMQPOUTHONU, KPOBETBOPHOU M POJACTBEHHBIX UM TKaHEM,
paccesiHHBIM  CKJIEPO30M, TI'€MOJUTUKO-YPEMUUECKUM CHHAPOMOM, IOHOIIECKMM apTPUTOM C
CUCTEMHBIM HayayioMm, Mykomnoiucaxapunozom |, Il u VI Tunos, ammactuyeckoil aHemwuein
HEYTOYHEHHOM, HacnencTBeHHbIM aepunurom dakropoB Il (pubpunorena), VII (mabunsHoro), X
(Ctroapra-Ilpayspa), mull mocie TpaHCIJIAaHTAIMU OPTaHOB M (WJTH) TKaHen <16>;

<14> TlocranoBnenue I[IpaBurensctBa Poccuiickoit @enepamuun ot 8 ampens 2017 r. N 426 "O6
yrBepxkaeHun IlpaBun Benenus @DenepanibHOro perucTpa Jul, HHPHUIMPOBAHHBIX BHPYCOM
UMMYyHoJepHIMTa YenoBeka, 1 DeaepanbHOro perucTpa jaui, 0oapHBIX TyoepKynezoMm" (CoOpanue
3akoHo1arenscTBa Poccuiickoit deneparuu, 2017, N 16, cT. 2421).

<15> IlocranoBnenue IlpaButenscrtBa Poccuiickoit @eaeparuu ot 26 ampens 2012 r. N 403 "O
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nopsinke BeaeHus @DenepallbHOTO pErucTpa  JIHI, CTPAJAIONINX JKU3HEYTPOKAIOIUMU |
XPOHUYECKHMH TMPOTPECCHPYIOIUMU PEAKUMHU (OppaHHBIMU) 3a00JICBAaHUSAMH, MPUBOASIIUMU K
COKPAIIEHUIO MPOJOHKUTEIHLHOCTH KU3HU TPAXKIAH WIH WX WHBAUIUTHOCTH, U €T0 PErHOHATBHOTO
cermenTa" (CoOpanue 3akoHonaTenbcTBa Poccuiickoit denepanun, 2012, N 19, cr. 2428; 2020, N
24, ct. 3795).

<16> Ilocranosnenue [IpaBurensctBa Poccuiickoit @enepanuu ot 26 Hosiops 2018 r. N 1416 "O
MOPSJIKE OpraHu3alry OOecTeyeHus JeKapCTBEHHBIMU IpernapaTamMy JIHil, OOJbHBIX TeMOpUIHEH,
MYKOBUCIIHJIO30M,  THUMO(QU3apHBIM  HAHU3MOM, Oone3npto  [omie,  37I0KaYeCTBEHHBIMHU
HOBOOOpa30BaHUSAMHU JHUM(OUTHONW, KPOBETBOPHOM M POJCTBEHHBIX MM TKaHEH, pacCessHHBIM
CKJIEPO30M, TEMOJHMTUKO-YPEMUYECKUM CHHIPOMOM, IOHOUIECKMM apTPUTOM C CHCTEMHBIM
HavyayioM, MykonojucaxapumozoMm I, Il m VI Tumos, ammactuueckoil aHeMueld HEYTOYHEHHOM,
HacneACcTBeHHBIM — nepunurom  daktopoB |l (pubpunorena), VIl (mabunbnoro), X
(Ctroapra-Ilpayspa), nui mocie TpaHCIUIAHTAIlMM OPTraHoB M (MJIM) TKAaHEH, a TakKe O MPU3HAHUU
YTPaTUBIIMMH CHJy HEKOTOphIX akToB IIpaBurembctBa Poccuiickoit @enepamun" (Cobpanue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2018, N 49, ct. 7620; 2020, N 14, ct. 2101).

18) ocyiecTBiIeHHE MEPOIIPHUATHI 10 00ECIIEUEHUIO AMHUIEMUOIIOTHYECKOi Oe3omacHocTH <17>, B
TOM YHUCIIE:

<17> IlocranoBneHnue ['MaBHOro rocyaapcTBEHHOro caHuTapHoro Bpaua Poccuiickoit @enepannu
or 18 wmags 2010 1. N 58 "O06 yrBepxkaenmmm  CanlluH  2.1.3.2630-10
"CaHUTApHO-’NIUJEMHUOJIOTHYECKHE  TpeOOBaHUS K  OpraHu3alysM,  OCYIIECTBIISIOLIIM
MEAMIMHCKYIO JIeATeNbHOCTE" (3apeructpupoBaHo MuHucrepcTBoM toctunuu  Poccuiickoit
Oeneparnn 9 aBrycra 2010 r., peructpamuonssii N 18094) ¢ u3MeHeHHSMH, BHECEHHBIMH
MOCTAaHOBJICHUSAMU [ JTaBHOTO TOCYIapCTBEHHOT'O CaHUTAapHOTO Bpaua Poccuiickoit denepanuu ot 4
mapta 2016 r. N 27 (3apeructpupoBano MunHucTepcTBoM tocTuMK Poccuiickoit ®@enepanuu 15
mapta 2016 r., peructpauuonsusiii N 41424), ot 10 utonsa 2016 r. N 76 (3apeructpupoBaHO
MunucrepcTBoM octurmu Poccuiickoit ®epepartuu 22 utons 2016 r., peructparmonnsiii N 42606).

npopmIakTika WHQEKIHA, CBA3aHHBIX C OKa3aHHEM MEJWIWHCKOW MOMOIIM (B TOM YHCIE
BHYTPHUOOJIbHUYHBIX UH(DEKIU);

MPOBEJICHNE MUKPOOHUOIIOTUYECKUX HCCIENOBaHUM (BKIIOYas ciaydau IMOJ03pEHUS U (UJIH)
BO3HUKHOBEHUS BHYTPUOOIbHUYHBIX HHPEKIIHI);

OpraHu3aIys Ae3UH(EKIUN U CTePIIN3ANN MEAUIIMHCKUX U3/IEINN;

o0OecrieyeHre SIUIEMHOJIOTHYECKOH 0e30macHOCTH cpeabl (BKIIOYas pacueT MOTpPeOHOCTH B
Ne3UHQHUIMPYIOMIUX W AHTHCENTHYECKUX CPEJCTBaX, KOHTPOJIb MX HAIWYMs B MEAULUHCKOU
OpraHM3aliy; palMOHAIbHBINA BHIOOP AE3UHOUIUPYIOIINX CPEACTB M TaKTUKH JAE3MH(EKLIUU;
oOpaileHue ¢ OTXOAaMH);

CO6J'IIOI[CHI/IC TEXHOJIOTUI MPOBCACHUA HHBA3NBHBIX BMCHIATCIILCTB,

o0ecrieyeHne YCIIOBUI OKa3aHHsS MEIUIIMHCKON MOMOINM IMalMeHTaM, TPEOYIOIMIMM W30S (C
WH(DEKIHUSIMH, TTePeIalONIMMUCS BO3TYIIHO-KAeIbHBIM TTyTeM, 0000 OMacHBIMU MH(MDEKIUSIMH), B
COOTBETCTBUHM C TIOPSIIKAMH OKa3aHWs MEIUIIMHCKON ITOMOIIH, CaHUTapHO-TUTHECHHYECKUMHU
TpeOOBaHUSMHU;
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COOJIOZICHHE MPABUJI TUTHCHBI MEAUIIMHCKUMH pa0OTHUKAMH, HATHUME 00O0PYHIOBAHHBIX MECT JJIs
MBIThSI 1 00paOOTKH PYK;

npodunakTika WHQGEKIMH, CBA3aHHBIX C OCYIICCTBICHHEM MEIUIIMHCKOW JEATebHOCTH, Y
MEAMIIMHCKUX PAOOTHUKOB (BKIIFOUYAs UCTIOIB30BAHNE MHIUBHIYAIBHBIX CPEIICTB 3aIUTHI);

paloHaIbHOE  HCMOJb30BAaHME  AHTUOAKTEPUATbHBIX  JICKAPCTBEHHBIX  MPErnapaToB  JUid
npOo(QUIAKTUKHY U JICYCHHSI 3a001eBaHMiA U (MIIN) COCTOSTHHIA,

IPOBEICHUE TPOTUBOSMUIEMUYECKUX MEPOIPUATHI ITPH BOZHUKHOBEHUH CTy4ast HHPEKIUH;

19) mnpoBeaecHME MOHUTOPHMHTA JUIMTEIBHOCTH TPEObIBAaHWSA MaleHTa B MEIUIIMHCKOMN
OpraHu3aIiy, OKa3bIBAOIIEeH METUIIMHCKYIO TOMOIIb B CTAIMOHAPHBIX YCIOBUSX;

20) moATBEpXKIEHUE COOTBETCTBUS Ha BCEX ATalax OKa3aHMWs MEAMIMHCKOW MOMOIIM (BKIJIIOYas
MPUMEHEHUE JIEKAPCTBEHHBIX IpENaparoB U MEAMIMHCKUX H3JENHi) JIMYHOCTU MAllMeHTa ero
NEPCOHATBHBIM JAHHBIM, COJIEPKAIIUMCS B TOM YHCIE B IOKYMEHTAX, YIOCTOBEPSIONINX JTMIHOCTh
(pammunus, UMs1, OTYECTBO (IIPU HATMYKH), TIOJ, BO3PACT), U B MEIULIMHCKON TOKYMEHTAIIUH;

21) ocyiiecTBI€HHE MEPOIPUATHI 110 0€301aCHOMY MPUMEHEHUI0 MEAUIMHCKUX n3enuil <18>, B
TOM YHCIIE:

<18> Yactp 3 crateu 38 DenepanbHoro 3akona ot 21 HosOps 2011 r. N 323-03 (Cobpanwue
3akoHoarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2013, N 48, c1. 6165).

MpPUMEHEHWE MEIUIIMHCKUX W3JIeTUH COTJIACHO TEXHUYECKOW U (WIM) SKCIUTyaTallmOHHOM
JOKYMEHTAllMX, B COOTBETCTBUU C KOTOPOW OCYILIECTBIISIOTCS IPOU3BOJACTBO, H3TOTOBJICHHE,
XpaHEHHE, TPAHCIOPTUPOBKA, MOHTAX, HalaJKa, NMPUMEHEHHE, JKCIUTyaTalus, B TOM YHUCIE
TEXHUUYECKOE OOCIYy)XMBaHHE, a Tak)K€ PEMOHT, YTHWIHM3AIUs WIM YHUYTOKCHHE MEIUIIMHCKOTO
W3EIHNS;

oOydeHrne pabOTHHKOB MEIUIIMHCKON OpraHu3alvyd MPUMEHEHHIO, SKCIUTyaTallid MEIUIIMHCKUX
A30SIINH;

22) oCcyILIECTBIEHNE MEPONPUATUN MPU XUPYPIUUECKUX BMEIIATENIbCTBAX (ITOArMOTOBKA MAaIlMEHTa K
OIEpaTUBHOMY BMEILATENbCTBY, BEJIECHUE IAlMEHTa B IEPUONEPALlMOHHOM IIEpUOJE, B Najiare
NpOOYXACHHUS W TOCIEONEpPallMOHHOM MEepHoje, IPU MPOBEICHUH MEPEeBSI30K) U MpoduIaKkTUKa
PHUCKOB, CBSI3aHHBIX C HUMH, B TOM YHCJIE HA OCHOBE KIIMHUYECKUX PEKOMEHIALIN;

23) KOHTPOJIb 332 TPAXEOCTOMUUECKUMHU U 3HJIOTPaXeaJTbHbIMU TPYOKaMU;

24) ocy1iecTBlieHHE MEPONIPUATHI 10 00JIer4YeHnI0 00JIH, CBA3aHHOH ¢ 3a00JIeBaHUEM, COCTOSIHUEM
U (WIM) METUIIMHCKUM BMEIIATebCTBOM, METOJIaMH U JIEKAPCTBEHHBIMU IIpenapaTaMy, B TOM YHCIIe
HAapKOTHYECKUMH  JICKQPCTBEHHBIMH  IperapataMd H  [ICHXOTPOIHBIMH  JIEKAPCTBEHHBIMU
npenaparamu <19>;

<19> Ilynkt 4 yactu 5 cratbu 19 ®DepepanbHoro 3akona ot 21 wHosiOps 2011 r. N 323-®3
(Cobpanme 3akononarenscTBa Poccuiickoit @enepanuu, 2011, N 48, cr. 6724; 2019, N 10, cT. 888).

25) ocyIiecTBIEHUE MEPOIPHUATHI N0 OOpAlICHUIO JOHOPCKOW KPOBU M (MJIM) €¢ KOMIIOHCHTOB B
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MEJIULIMHCKOM OpraHu3aluu, B TOM YHCIIE:

aHaJU3 CIIy4aeB PEaKIMid M OCIIOKHEHWH, BOZHHUKIIUX B CBSI3U C TpaHC]y3uel (mepenuBaHHEM)
JIOHOPCKOM KPOBHU U (MJIM) €€ KOMITOHEHTOB <2(0>;

<20> IoamyHkT 5.2.44 Tlonoxenuss o MunucrepcTBe 3apaBooxpanenusi Poccuiickoit deneparnmm,
YTBEp)KJIEHHOTO nocTaHoBieHueM [IpaButenbctBa Poccuiickoit @enepanuu ot 19 mrons 2012 r. N
608 (Cobpanmue 3akonomarenbcTBa Poccuiickort denepanuu, 2012, N 26, cr. 3526; 2013, N 20, cT.
2477).

NpeNyNpexIeHUe Pa3BUTHS pEaKkUUd M OCIONKHEHHH, BO3ZHUKAIOIIMX B CBA3M C TpaHchysuen
(mepenuBaHMeM) TOHOPCKOW KPOBHU U (WJIM) €€ KOMIIOHEHTOB;

26) OCYIICCTBICHUE MEPOIPHUATHA TIO0 OpraHu3aluyd Oe30MacHOW Cpeabl JUIs TMAIMeHTOB U
pabOTHUKOB MEIUIIMHCKOM OpraHU3alliy, B TOM YHCIIC:

CO3JJaHME PALMOHAIIBHON IUIAHUPOBKHM CTPYKTYPHBIX MOJAPA3JIEICHUN MEAUIMHCKON OpraHU3alMH
(BKJTFOYAst KX pa3MeIlIeHne JPYT OTHOCUTENBHO ApyTra, IIIAHUPOBKY MOMEIICHUH BXOAHOMN TPYIIIBI U
IIPUEMHOI'0 OTJEJIEHNUS, IUIAHUPOBKY BHYTPU CTPYKTYPHBIX IOJIpa3iesieHuil);

IPOBEICHUE MEPONPUSATHI 110 CHIYKEHHUIO PUCKA TPaBMaTH3Ma U MPo(eCcCHOHANBHBIX 3a00JIeBaHUI;

obecrieueHre 3aIuThl OT TPABMHPOBAHUS 3JIEMEHTAMU MEIUIIMHCKUX M3l <21>;

<21> Ilynakr 13 dvactu 1 cratem 79 ®epepanpHoro 3akoHa ot 21 nHosiOps 2011 r. N 323-03
(Cobpanue 3akonogarenscTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724).

OCHAIIIEHNE MEAUIIMHCKOW OpraHu3aluu oOOpyIOBAaHUEM JUIsl OKa3aHUs MEIHULMHCKON MOMOIIY C
y4eToM OCOOBIX MOTpeOHOCTEH MHBAIWAOB M JPYTUX TPYNIN HACcEICHHs C OrpaHUYEHHBIMH
BO3MOXKHOCTSIMU 37I0POBbsI <22>;

<22> Ilyskr 9 crareu 10 ®enepanbHoro 3akoHa ot 21 nHosOps 2011 r. N 323-®03 (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2014, N 49, ct. 6928).

HaJM4HE U UCTIPABHOCTh CUCTEM KHU3HEeOOecredeH s (BKIII0Yast pe3epBHOE AIEKTPOCHAOKEHNE);
COOJTIOZICHHE BHYTPEHHETO PACIIOPSIKA MEIUITMHCKOW OpraHN3aIiy;

oOecrieyeHre OXpaHbl U OE30MAaCHOCTH B MEAMLMHCKOW OpraHu3anuu (BKJIIOYas OpraHHU3alUIo
JOCTyNa B MEIULMHCKYIO OpPraHU3alUI0 U €€ CTPYKTYpHBIE IMOJApAa3JeNeHUs, MPEeIOTBpalIeHHEe U
OpUHATHE Mep B CiIydasx HalaJeHus Ha METUIMHCKUX paOOTHUKOB, yrpo3ax CO CTOPOHBI
NAlMEHTOB WM OCETUTENEH, B CIIyJasX CyUINA);

COOJIIOICHNE MEPOTPUATHA TIO0 oOecreyeHnto Oe30MacHOCTH TPH yrpo3e W BO3HUKHOBCHHH
YpE3BbIUAHBIX CUTYALIUH;

obecrieueHne OCCIPEISITCTBEHHOTO TOABE3/Ia TPAHCIOPTA I MEAWIIMHCKOW DJBaKkyallud Ha
TEPPUTOPHUIO0 METULIUHCKOM OpraHu3aluu;
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coop u aHanm3 MHPOpMaAUMU 000 BCeX Cllydasx HapyLIeHHs Oe30MacHOCTH Cpeibl (BKIOYas
NaJICHNS TAMEHTOB) B MEIUIIMHCKOW OpPraHU3aIiH;

27) ocylecTBIEHHe MEPONPHUATHI 1O 00ECIEUEHUIO YX0/1a MPU OKAa3aHUU MEIUITUHCKOW ITOMOIIH
<23>, B TOM 4ucCIe:

<23> Ilyskt 3 yactu 1 cratbu 6 deaepanbHoro 3akoHa ot 21 HosiOps 2011 r. N 323-D3 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

OIICHKA PUCKA BO3HUKHOBEHHUSI MPOJICKHEH;

MIPOBEICHUE MEPONPHUATUHN 1O MPODUIAKTHKE U JICUSHUIO TPOJICIKHEH;
aHau3 UHQPOPMAIIMH O CITydasx MpPOJIeKHEN;

OCYLIECTBJIEHUE yXO0/a 3a APEHAKaMU U CTOMaMHU;

KOpMJICHUE TAI[MEHTOB, BKJIFOUAst 30H/I0BOE TUTAHUE;

28) opraHuW3amUs MEPONPHUSATHH 10 TPOPWIAKTHKE HEHH(PEKIMOHHBIX 3a00JIeBaHUN U
(dbopMUPOBAHUIO 30POBOTO 00pa3a >KM3HU COOTBETCTBYIOUIMMH CTPYKTYPHBIMU IMOAPA3ICICHUSIMU
MEWIIMHCKONW OpraHu3anuu (oTAeiacHrueM (KaOWHETOM) MEIUIUHCKONH TPOQUIAKTHKH, IICHTPOM
3JI0pOBBS, LIEGHTPOM MEIUIUHCKON MPO(UIAKTUKK), B TOM 4YHciIe WHOOPMHUPOBAHHE MAI[UEHTOB O
MeToJ[aX MPO(IIAKTUKH HeMH(EKIIMOHHBIX 3a00JIeBaHUI, OCHOBAX 3JJ0POBOT0 00pa3a )Ku3Hu <24>;

<24> Yacrtu 2, 3 cratbu 30 ®enepanbHoro 3akoHa oT 21 HostOps 2011 r. N 323-03 (Cobpanue
3akoHoaarenbeTBa Poccuniickoit deneparuu, 2011, N 48, ct. 6724).

29) opraHusaiys MEpPOINPHUSTHN 1O PaHHEMY BBISBICHUIO OHKOJOTHYECKHUX 3a00JI€BaHUN, B TOM
17 (W) (K

CO3JaHuUC yCJ'IOBI/Iﬁ AJIs1 paHHETO BBISIBJICHUA OHKOJIOTHYCCKUX 3a6OHeBaHI/II>’I;

IMPOBEACHUC O6y‘ICHI/I$I MCIHUIIMHCKUX pa6OTHI/IKOB 0  BOIIpOCaM  PAHHCTO  BBISABJICHUA
OHKOJOTHYCCKHX 3360HCB3HHﬁ;

MOHHTOPHHT CBOEBPEMEHHOCTH YCTAaHOBIIEHHUS IMArHo3a OHKOJIOTUYECKOTO 3a00JeBaHUS, aHAIU3
3¢ (PEKTUBHOCTH ACSATEIHHOCTU IO PAaHHEMY BBISIBJICHUIO, JICUCHUIO OHKOJIOTUYECKHX 3a00JIeBaHUH,
JTUCTIAaHCEpHOMY HAOIIOICHUIO 3a AIIMEHTaMU C OHKOJIOTHYECKUMHU 3200JI€BaHUSIMH,

MH(OPMUPOBAHHE MALMEHTOB 10 BOIPOCAM PAHHETO BBHISBICHHUS OHKOJOTHYECKHX 3a00JIeBaHUN U
JIMCTIaHCEPHOTO HAOIIOACHUS;

30) opranu3zarust paboThl perucTpaTypsl <25>, BKIIOYas:

<25> Ilynkt 1 yactu 1 crateu 37 ®DepepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-®3
(CoOpanme 3akoHomatenbcTtBa Poccuiickoit ®enepanuu, 2011, N 48, cr. 6724; 2018, N 53, cr.
8415).
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NeSITeIbHOCTh CTPYKTYPHBIX MOApa3ACICHUNA PerucTpaTypel, B TOM 4yHcie "cToiku nHpopmanun',
"(hpouT-oduca", "KapToxpaHunuiia", KOHTaKT-eHTpa, "call-enrpa";

o(opMIIeHHE JTUCTKOB BPEMEHHON HETPYIOCIOCOOHOCTH, UX YUYET U PerucTpanus <26>;

<26> Cratbs 13 denepanbHoro 3akona ot 29 mekabps 2006 r. N 255-®3 "O6 obs3arenpHOM
COLIMAJILHOM CTPaXOBaHUU Ha Cliydall BPEMEHHOW HETPYAOCIOCOOHOCTH W B CBS3H  C
matepuHcTBoM" (CoOpanue 3akoHomarenscTBa Poccuiickoit @enepamuu, 2007, N 1, ct. 18; 2009, N
30, ct. 3739).

NpEaABapUTEIIbHYIO 3alIMCh IMTAlIUEHTOB HA IIPUEM K Bpady,
IMpHUEM U PCruCTpairioO BbI3OBOB HA 10M;

coOJIIoIeHNE TIOPsiIKa BHIOOpA TPKIAHWHOM MEIUIIMHCKOW OpraHu3aliid NpH OKa3aHWU eMy
MEAMIIMHCKOW TTOMOIIM B PaMKaX MPOrpaMMbl FOCYAapCTBEHHBIX TapaHTUN OECIIaTHOTO OKa3aHUs
rpakJaHaM MEIUIMHCKON moMoIu <27>;

<27> Cratbs 21 ®enepanpHoro 3akoHa oT 21 wHosOps 2011 r. N 323-®3 (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

CHUCTEMAaTH3allUI0 XPAaHEHHUsS MEAUIUHCKONH JOKYMEHTAalluh U €€ JOCTaBKM B KaOWMHEThl NpHeMa
Bpadeii-CeualInCTOB;

obecrieueHre HAaBUTAIIMOHHOW MH(OpMAaNUU i1 MAUEHTOB C yYETOM XapakTepa pachoioKeHUs
IMOMEIICHHIA,

B3aUMOJICCTBUE PETUCTPATYPHl CO CTPYKTYPHBIMHU TMOAPA3IACICHUSIMU TOJMUKINHUKHA, JETCKOU
MOJUKINHUKHA <28>;

<28> Ilynkr | wactu 1 cratem 37 DepepanmpHoro 3akoHa oT 21 HosOps 2011 r. N 323-03
(Cobpanme 3akoHomatenscTtBa Poccuiickoit ®enepanuu, 2011, N 48, cr. 6724; 2018, N 53, cr.
8415).

KOMMYHHKAIIMIO pPa0OTHUKOB DPETUCTPATyphl C MNAlMEHTaMHM, B TOM YHCJIE€ HaJIUuue ''peueBbIX
MoOJyJei" Ha pa3Hble THUIbI B3aUMOACWUCTBUS, MOPSAIKA JECHCTBHS B ClIydae Kajo0 MalUeHTOB U
KOH(JIMKTHBIX CUTYaIIHii;

31) opranu3zanus ynpaBjieHHs IOTOKaMH MallMEHTOB, B TOM YHUCJIE IPU MEPBUYHOM OOpallleHUU:

pacripesielieHie MOTOKOB MAaI[MeHTOB, TPEOYIOIINX OKa3aHUs MEJIMLIMHCKOW MOMOIIM B IJIAHOBOIA,
HEOTJIOKHOM U SKCTPEHHOH opmax;

HaIpaBJICHUE TAIMEHTOB B APYTHe MEAUIIMHCKUE OPTaHU3aIiu;

MapUIpyTU3alus TMAlHeHTOB B OCOOBIX CIIydasX: B MEPHOJ JMUASMHUA TPUIIA, HMHBIX OCTPBIX
pECIIUPATOPHBIX BUPYCHBIX HH(EKINI U JPYTruX HHPEKIUOHHBIX 3a00JI€BaHUH;
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MOPSIIOK 3alFCH U OTMEHBI 3allMCH MAIMEHTOB HAa MPHUEM NpPHU HEMOCPEACTBEHHOM OOpaIlieHUH B
MEJUITMHCKYIO OpPraHU3allhio, Mo TeaedOHY C HCIOIb30BAaHHUEM MEAUITMHCKONW WH(OpMAIMOHHON
CHCTEMEL,

MOPAAOK YBCAOMIICHHSA IMAIITUCHTA 00 oT™MeHe nprueMa 1o MHUIHUATHBE OPraHu3aluun;

32) obecneyeHue (GyHKIIMOHUPOBAHHUS MEIMIIMHCKONH HHGOPMAIIMOHHONW CHUCTEMBI MEIUIIMHCKOM
opranm3anmuu  <29>, BKIIOYas HWHPOPMAIIMOHHOE B3aUMOJICHCTBHE C TOCYAapCTBEHHBIMH
nH(GOPMallMOHHBIMU CHCTeMaMu B cdepe 37paBooxpaHeHus: cyobekToB Poccuiickoit @enepanuu u
€IMHOM TOCYAapCTBEHHOW MH(POPMALIMOHHON CHCTEMOH B cepe 3ApaBOOXpPAHEHUS, pa3MEIICHHE B
HUX CBEJICHUI B COOTBETCTBHHM C 3aKOHOAATENbCTBOM Poccuiickoit @eaepanuu;

<29> Crates 91 ®enepanpHoro 3akoHa oT 21 wHosOps 2011 r. N 323-®3 (Cobpanme
3akoHoarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2017, N 31, c1. 4791).

33) mpoBeneHue nHGOPMHUPOBAHUS TPAKIAAH B JOCTYITHOW (HOpME, B TOM YHUCIIC C UCIIOJIb30BAHUEM
cetu MHTEpHET, 00 OCYIIECTBIAEMON MEIUIIMHCKON AEATEeIbHOCTH U O MEAUIIMHCKUX PabOTHHKAX
MEIUIIUHCKON OpTraHu3aIny, 00 ypoBHE X 00pa3oBaHus 1 00 nx KBamuduramuu <30>;

<30> Ilynkr 7 wactu 1 crarbu 79 @enepanpHoro 3akoHa oT 21 Hoabps 2011 r. N 323-03
(Cobpanue 3akonomatenbctBa Poccuiickoir ®eneparuu, 2011, N 48, ct. 6724; 2017, N 50, cr.
7563).

[TocranoBnenue IlpaButenbctBa Poccuiickoit @enepaunn ot 4 oktsa6ps 2012 r. N 1006 "O6
yrBepxkaeHuH [IpaBui mpepocTaBieHUs MEAMLMHCKUMHU OpraHU3alMsIMU IUIATHBIX MEIMIIMHCKUX
yeyr" (Cobpanue 3akononatenbcTBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

34) opraHuzanus OpoBeIeHHUs NPOPUIAKTUYECKHX MEIUIUHCKHUX OCMOTPOB, AMCIAHCEPU3ALMH,
JTUCIIAaHCEPHOT0 HAaOII0ICH), B TOM YHCJIE 3a )KEHILIMHAMU B IIepuoJ1 6epeMeHHoCcTH <31>;

<31> Yactb 7 crateu 46 depepanpHoro 3akoHa oT 21 nosiOps 2011 r. N 323-03 (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2016, N 27, c1. 4219).

35) opranuzamusi TPOBEACHUS BaKIMHAIIMM HACEJICHHWS B COOTBETCTBHH C HAlMOHAIBHBIM
KaJleHaapeM MNpoQHUIAKTUYECKUX TPUBUBOK M KalleHAapeM MPOPHIAKTHUYECKUX TMPUBUBOK TIO
SMUJIEMUYCSCKAM IMOKa3aHusIM <32>;

<32> Yactb | crateu 30 depepansHoro 3akoHa oT 21 nosiOps 2011 r. N 323-03 (Cobpanue
3akoHo1arenscTBa Poccuiickoit ®eneparuu, 2011, N 48, cT. 6724).

36) oOcCylecTBICHHE MEpPONPUATUNH 1O OOECHedeHHI0 MPOPECCHOHATHHONW  IMOATOTOBKH,
NEPENOArOTOBKH ¥ TOBBIIICHUS KBATU(HUKAIMH MEIUITMHCKHX PaOOTHUKOB B COOTBETCTBUHU C
TPYAOBBIM 3aKOHOATeNbCTBOM Poccuiickoit Penepanun <33>;
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<33> Ilynkr 8 wactu 1 crateum 79 depepanpHoro 3akoHa ot 21 HosOps 2011 r. N 323-03
(Cobpanue 3akonomarensctBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724).

37) obecnieueHue nocTyna pabOTHUKOB MEAMIIMHCKON OpraHu3aiuu K MHGOpPMAIMH, COJIepKaIleH
KIIMHUYECKHE PEKOMEHJALMM, TOPSIKA OKa3aHUs  MEAMIIMHCKONM TOMOILIM, CTaHIapThl
MEJUITMHCKOM TTOMOIIH, & TAKKE OCYIIECTBICHUE MEPONPHUATHI MO0 HHPOPMUPOBAHUIO PAaOOTHHUKOB
MEAMIIMHCKOW OpraHu3aiii 00 OmyOJMKOBAaHWHM HOBBIX KIMHUYECKUX PEKOMEHIAIHMA, MOPSIKOB
OKa3aHUs MEIUITMHCKON MTOMOIIN U UX TIEPECMOTPE.

18. MOHMTOPHHT HalIM4us JEKAPCTBEHHBIX MPENapaToB U MEIULUHCKUX U3JEINUN NPOBOJUTCS IO
PELICHHIO PYKOBOJUTENS MEAUIIMHCKOW OpraHU3aliy, HO HE peke 4eM | pa3 B KBapTall.

19. Ananu3 uHpopmauuu, ykazaHHOW B a03alax LIECTOM M CEIbMOM IyHKTa 9 HaCTOSALIMX
TpeboBanwmii, mpoBoautcss Komuccueii (Ciryxx60ii) u (Wim) YTOJTHOMOYEHHBIM JIMIIOM HE pexe |
pasa B KBapTall.

I11. Opopmiienne pe3yjbTaTOB NPOBEAEHUS MEPONPUSTHIA
BHYTPEHHEr0 KOHTPOJIsl Ka4ecTBa U 0€30MACHOCTH MeIUIMHCKOM
e TeIbHOCTH

20. Ilo pe3ynpTaTam IUIaHOBBIX M IIeJeBbIX (BHEIUIaHOBBIX) MpoBepok Komuccuein (CayxOoit) u
(unr) YTHOJIHOMOYEHHBIM JIMIIOM COCTaBIISI€TCSI OTYET, BKJIIOYAIOMIMHA B TOM 4YHCIE BBIPAOOTKY
MEPONPUIATHA MO YCTPAaHEHWIO BBIABIEHHBIX HApyUIEHUWH W  YIYYIIEHUIO JESTebHOCTH
MEIUIUHCKON OpraHU3alMy U MEJUIIMHCKUX paOOTHUKOB.

21. Ilo uroram IMPOBCACHHBIX MepOHpI/IHTI/Iﬁ BHYTPCHHCTO KOHTPOJISA OCYIICCTBIIAKOTCA:

pa3paboTKa TMPEIJIOKEHUM TI0 YCTPAHCHHIO U MPEAyNpexIACHUI0 HapyIIeHWH B Mpolecce
JTUATHOCTHKY U JICYSHUS MAIMEHTOB U UX pealln3allus;

aHaJIN3 PE3yJIbTATOB BHYTPCHHCI'O KOHTPOJIA B HEIAX UX HUCIOJB30BAHUA OIS COBEPHICHCTBOBAHUA
MoAXO0Ja0B K OCYIICCTBIICHHIO MEIUITUHCKOM JACATCIIBHOCTH,

obecrneucHue pcaj3anui MEpP, MPUHATHIX 110 UTOraM BHYTPCHHETO KOHTPOJIA.

22. Komuccueii (Crnyx6o0ii) u (uau) YIOIHOMOYEHHBIM JIMIIOM He pexe 1 pasa B moiyromue, a
TaK)Xe MO UTOTraM roaa (popMupyeTcs CBOJIHBIN OTYET, CoJepKamuidi WHPOPMAIHIO O COCTOSHUU
KauecTBa M 0OE30MaCHOCTH MEIUIIMHCKON JIeATEIbHOCTH B MEIUIIMHCKOW OpraHU3aluu, Ha
OCHOBaHHUM KOTOPOTO PYKOBOJHWTEIEM MEIWIIMHCKONW OpraHW3alMh TPHU HEOOXOIUMOCTH
YTBEPKIAETCS MEPEYEHb KOPPEKTUPYIOIIHUX MEP.

23. Uadopmanus, ykazanHas B myHKTax 21 u 22 Hactosimux TpeboBaHUM, JOBOIUTCS 10 CBEICHUS
COTPYIHUKOB MEIHMIIMHCKOW OpraHU3alliu MyTEM MPOBEACHHs COBEIIaHWM, KOH(EpEeHIIH, B TOM
YUCJIe KIMHUKO-aHATOMHUYECKUX, KIIMHNYECKUX pa300pPOB M MHBIX OPTaHU3AIMOHHBIX MEPOTIPUITHA.
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