BHYTPEHHUH KOHTPO.1b KAYECTBA H
BE30OITACHOCTH MEJIHIIHHCKOH
JNEATEJIBHOCTH B MEJIHIIHHCKOH
OPITAHU3ALIHHU (CTAIIHOHAPE)

SIMNAEMHUOJOTMYECKASA BE3OITACHOCTD

(mpodunakTika HHPEKIUNA, CBA3aHHBIX C OKa3aHUEM MEIUIIMHCKOU
nomotu (MCMII))




denepanbHbiid 3aK0H OT 21.11.2011 Ne 323-D3
OO0 ocHOBax OxpaHbI 310pOBbs I'paxkaad B Poccuiickoit deneparuu

Cratbs 87. KonTpons kauecTBa 1 0€30I1aCHOCTHU
MEIUIIUHCKOU NEeATEILHOCTHU

1. KoHTpoJib KauecTBa U O€30MaCHOCTH MEIUIIMHCKON AEATEIHLHOCTH
OCYHIECTBIISIETCS B ClIeyOIuX (hopMax:

1) rocymapcTBEHHBIN KOHTPOJIb;

2) BEeAOMCTBEHHBIN KOHTPOJIb;

3) BHyTpEHHUN KOHTPOJIb.



denepanbHbiid 3aK0H OT 21.11.2011 Ne 323-D3
OO0 ocHOBax OxpaHbI 310pOBbs I'paxkaad B Poccuiickoit deneparuu

Crarbs 90. BHyTpeHHUN KOHTPOJIb Ka4yeCTBa U
0€30MaCHOCTH MEOUIIMHCKON IEeATEIbHOCTHU

Opranamu, OpraHu3alUsIMU TOCYIAPCTBEHHOW, MyYHUIIMNAIBHOM W YaCTHOM
CUCTEM 3IPAaBOOXPAHEHUsI OCYIIECTBISAECTCS BHYTPEHHUKW KOHTPOJIb KadyecTBa U
0€30MacHOCTH  MEAUIUHCKONM  JECATEIbHOCTH B MOPSAKE,  YCTAHOBJICHHOM

PYKOBOJUTENSIMHU YKA3aHHBIX OPTaHOB, OPTaHU3aIU .



OcHOBHBIE pa3faesibl BHYTPEHHEr0 KOHTPOJIA KadyecTBa M 0€30MaCHOCTH
MeTULNUHCKOM 1esiTeJIbHOCTH B MEAMIIMHCKONH OPraHM3aluu:

1. Cucrema YIIPaABJICHUA IICPCOHAJIOM, MCANINHCKHUC KaJAPbl, KOMIICTCHTHOCTDb 1 KOMIICTCHITNH.
2. HI[CHTH(l)I/IKaHI/IH JIMYHOCTH ITalTMCHTOB.

3.  OnumaeMuonoruyeckas 6e301macHoCTh (IpoduIakTUKa HHOEKIIUHI, CBI3aHHBIX ¢ OKa3aHUEM MEIUITUHCKON
nomoru (MCMII)).

4, JlexkapcTtBeHHas O0e3omacHOCTh. DapMaKoOHAI30p.
5.  KonTpoib kauecTBa 1 6€301aCHOCTH OOpaIeHNUs] MEIUITUHCKUX U3/ICITHI.

6. Opranuzaius SKCTPEHHON U HEOTIOXKHOM MoMoIu B ctaiinonape. Opranuzaiius paboThl TPEMHOTO
OTZICJICHUS.

7. TlpeeMCTBEHHOCTh MEIUIIMHCKOM TTOMOIIH. [lepenaua KIMHUYECKONW OTBETCTBEHHOCTH 32 MAI[MEHTA.
Opranuzanus nepeBojia narueHToB B pamkax onHord MO u tpancdep ux B apyrue MO.

8. Xwupypruueckas 6e3omacHoCTb. [IpoduiakTuka puckoB, CBSI3aHHBIX C ONIEPATUBHBIMHU BMEIIATEIHLCTBAMH.

9. [TIlpodunakrrika pucKOB, CBI3aHHBIX C MEPEITUBAHUEM IOHOPCKON KPOBH U €€ KOMIIOHEHTOB, IIPEMapaToB U3
JIOHOPCKOM KPOBH.

10. bezonacuocts cpenst B MO, opranu3aiiys yxo/ia 3a naiueHTamMmu, npoduaakTUKa MPOJIeKHEN U TTaICHHM.

11. Opraauzanus okazaHus MEIUIIMHCKOMN MOMOIIY HA OCHOBAHUU JAaHHBIX JOKA3aTeIbHON MEIUIUHBI.
CooTBeTcTBUE KIMHUYECKUM PEKOMEHAAIUAM (IIPOTOKOIAaM JICUEHHUS).



Inudemuonozuueckan d6ezonacnocmos (npounaxmuka unekyuil, c6A3AHHBIX C OKA3AHUEM
meouuunckou nomowiu (MCMII)) — nokazamenu oueHku

Opranu3zanus cucTeMbl CTepUIM3anuu MeauuHcKuX ugenuii (M) B MeanuuHCcKol opranu3zanuu
(MO):

1. Hanuuue uentpanuzoBanHoro crepuimnzanuonHoro oraeneHus (L{CO), B coorserctBum ¢ n. 10.20 CanlluH
2.1.3.2630 — 10 (Bx;1rO4as HATUYUE TPEX 30H: TPSA3ZHOMN, YUCTOU U CTEPUIILHOM);

2. Hanuuue napoBbIX POPBAKYYMHBIX CTEPUIM3ATOPOB;

3. Hanuuue TeXHUKU AJI1 CTEPUIIN3ALNUU SH0CKOTMYECKOT0 000pyI0BaHUS U OpraHu3aius 00padoTKu
sHAO0CKomHuecKkoro ooopynoanus B cootBercTBur ¢ CanlluH 3.1.3263 — 15 («IIpodunakrrka nHGEKITMOHHBIX
3a00JIeBaHUH MPU YHAOCKOIMMYECKUX BMemaTenbcTBax») 1 MY 3.1.3420-17 («ObecneueHue
AMUEMHUOJIOTMYECKON O€30MTaCHOCTH HECTEPMIIBHBIX SHI0CKOTTMYECKUX BMEIIATEIbCTB Ha YKEITYI0YHO—
KHUIIIEYHOM TPAKTE U JBIXaTeIbHBIX MY TIX»);

4. Tlopsnmok oOecrieueHus OpraHU3aIliu CTEPUIILHBIMU MaTepuaiamu B ciaydae orcytcTBus LICO;

5. KoHTposnb KauecTBa CTEPUIIU3AIIUN U €T0 PE3YAbTaThl B COOTBETCTBUU C HOPMATUBHBIMU JIOKYMEHTAMU;

6. CooTBeTCcTBHE YyIAKOBKH, YCIOBUI U CPOKOB XpaHEHUs, COOIOIEHNE aCeNTUKY MPHU paboTe co
CTEPHWJIbHBIMU MaTepUaiaMy, HaJTM4YHe UHIUBUAYATbHBIX CTEPUIBHBIX YKIAI0K;

7. Perynspuslil ayqut crepunuzanuu MU — onieHka nopsika KOHTPOJIS CTEPUIN3ALNU MEAUIIUHCKUX U3ETUN.



Inudemuonozuueckan d6ezonacnocmos (npounaxmuka unekyuil, c6A3AHHBIX C OKA3AHUEM
meouuunckou nomowiu (MCMII)) — nokazamenu oueHku

Cucrema o0ecneuenus 010J10rn4ecKoil 0e30MaACHOCTH Cpebl:

1. Hanuuue u ucripaBHOCTH CIIEIMAIBHOTO 000pyI0BaHUs (MOSUHO—IE3UH(PEKIIMOHHbBIE MAIIUHBI, CYTHO-
MOEUHBIE MAllIMHbI, 1€3UH(PEKIIMOHHBIE KAMEPHI);

2. [IpoBenenune kamepHot e3UHGEKIINH MOCTENbHBIX TPUHAICKHOCTEH;

3. OueHka KOHTPOJIS 1e3uH(DEKINY;

4. Hanuuue anroputMa BeIOOpa AE3UHPUIIUPYIONIUX CPEIACTB, 000CHOBAHHOCTH BHIOOpA
NE3UH(PUIUPYIOIIUX CPEJCTB U TAKTUKH J1€3UH(DEKINY;

5. Hanuuwue cuctemsl pacuera norpednoctu MO B e3MHGUIUPYIONINX U aHTUCETITUYECKUX CPEICTBAX;

6. Hannuue ne3smHGUIupyronmx 1 aHTUCENITUYECKUX CPEACTB B COOTBETCTBUH C PACYCTHBIMHU
MOKa3aTesIMU;

7. Hanuuue o6opynoBaHust st 1e3UH(PEKIINN B COOTBETCTBUU C HOPMAaTUBHBIMU JJOKYMEHTAMH;

8. Hannuue cuctempl kimHuHra, BKItodas Hanunane COIloB yOopku moMeneHnii pa3TuyHbIX BUIOB;

9. Hanuume cucTeMsbl O6paIHCHI/I$I C 0TXO0JaMU B COOTBCTCTBHUH C HOPMATUBHBIMU JJOKYMCHTAMMU.



Inudemuonozuueckan d6ezonacnocmos (npounaxmuka unekyuil, c6A3AHHBIX C OKA3AHUEM
meouuunckou nomowiu (MCMII)) — nokazamenu oueHku

Obecneuenne HNNUAEMUOJIOTHIECKOH 0€30NACHOCTH MEAUIIUHCKUX TEXHOJIOTHii (P MHBAZUBHBIX
BMeIIATeIbCTBAX):

1. Hamuuune wu perynasipHoe oOHoBiaeHue COIloB wunHBa3zuBHbBIX mnporenyp. CoorBerctBue COIllos
(benepabHBIM KIIMHUYECKUM PEKOMEHJAIUSIM/TIPOTOKOJIaM/CTaHAapTaM, PETYIIPHOCTh OOHOBICHUSI.

2. Hanuuue u ucnosHeHue anropurma npoGuIakTUKy HHGEKIIUU TP KaTeTepU3aliu COCYI0B.

3. Hanuuue u ucnoiHeHue anropuTMa npoGuiIakTuKy HHGEKIIUU MPU KaTeTeprU3allui MOYEBOTO Ty3bIpS.

4. Hanuuue U UCTIOJHEHHUE AITOPUTMA TPOPMIAKTUKYA HHMEKIIUU TTPHU ONEPATUBHBIX BMEIIATEIbCTBAX.

5. Hanuuue M UCHONHEHUE SMHUAEMHOJIOTHYECKH O€30MacHOro aJrOpUTMa yXO/a 3a IMOCIeopIepaluoOHHOMN
paHo.

6. Hamuuue u ucCHomHEHWE AMUAEMHUOIOTUYECKH OE30MaCHOTO aIropuTMa MPOPUIAKTUKA WHOEKIUU TpH

NBJI.



Inudemuonozuueckan d6ezonacnocmos (npounaxmuka unekyuil, c6A3AHHBIX C OKA3AHUEM
meouuunckou nomowiu (MCMII)) — nokazamenu oueHku

Iopaaok oxkazanus NOMOLIU NANMEHTaM, TPeOyIOIUM U30Jsuiu (¢ uHPEeKIUAMU, NepelaoIUMuCH

BO3AYUHIHO-KaANEC/JIbHBIM IYTEM, OITAaCHBIMMUT l/IH(l)eKlll/IﬂMl/I):

1.

Hanuure m30isaTopoB (C OTpULIATENBHBIM JaBI€HUEM BHYTpHW manatel, n. 3.12, m. 6.19, n. 6.20 CanlluH

2.1.3.2630-10).

2.

3
4.
5

Hannune 60KCcoB n 6OKCI/Ip0BaHHBIX ImajaaTrT B COOTBCTCTBHUH C HpO(l)I/IJIeM OTACJICHUS.
Hanuuwue AJI'OpUTMa U30JIOUHN ITallUCHTA IIPH OTCYTCTBHUH HU30JIATOpA.
Hanuuwue HMHAWBUAYAJIBHBIX CPCACTB 3allIUThI B JOCTATOYHOM KOJINYCCTBC.

Hanuuwue AJITOPUTMOB U IIPAaBUJIbBHOC HCIIOJIb30BAHUC IICPCOHAJIOM MHANBHUAYAJIBbHBIX CPCACTB 3alllUTHI IIPU

YXOAcC 3a ITauCHTAMMU, Tpe6y}OHII/IMI/I HU30JIALNH.

6.

O]_IeHKa CUCTCMBI KOHTPOJISA CUCTEMBI OKA3aHHA IIOMOIIH ITAITUCHTAaM, Tpe6y101HI/IM HU30JIA0HUH.



Inudemuonozuueckan d6ezonacnocmos (npounaxmuka unekyuil, c6A3AHHBIX C OKA3AHUEM
meouuunckou nomowiu (MCMII)) — nokazamenu oueHku

Cobaronenue NEPCOHAIOM AJATOPUTMA UCNOJIB30BAHUA MHAUBUAYAJAbHBIX CPEACTB 3alllUThI:

Hanuuue u ucnoiaHeHne NepcoOHaIOM alrOPUTMOB UCIIOJIb30BaHMS HHAUBUAYAJIbHBIX CPEJICTB 3alMTHI,
BKJIFOYAS:
*  Ilepuarku (cTepHJIbHBIE U HECTEPUIILHBIE)
*  (Cpencrsa 3anuThI J1a3 U U1
*  Macku
*  Pecnuparopsl
e Xauatel 1 papTyku
*  Yaudopma u 00yBb

Hanmuumne CpeacTB HHI[HBHI[y&J'IBHOfI 3aIIUTHI B JOCTATOYHOM KOJIMYCCTBC.



" CIIACHUEBO 3A
BHUMAHME!




