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YBaxaewmele konneru! JobOpwit mneHb!

Bcd MemulMHCKad OedTEeNbHOCTL CBd3aHa C PUCKOM, IMONHOCTHIO U3BABUTLCH
OT KOTOPOI'O HEBO3MOXHO B CHIY BEPOITHOCTHOI'O XapakTepa OCHOBHOTO
«IIPOU3BONCTBEHHOIO» Mpollecca — Mpollecca OKasaHud MeOMLHUHCKOH [IOMOmH. B
TO Xe& BpeMd, HeMallad uYacCcTb HeOIaroNpPULaTHRIX COOBITHUM IPU OKas3aHUHU
MEOUIIMHCKOH I[OMOUIM MNPOUCKOOUT [0 YIPABIIEeMbIM NPHUYMHAM. HX MOXHO
NpenBUOEeTh U NPEeOOTBPAlaTh, OOHAKO uYalle MNPUXOIUTCY TOBOPUTHL 06 3TOM B
cocnaraTeilbHOM HAKIOHEHHH, C YacCTHLeH «O6bl» M C CcOoXalleHueM, I[IOPOK OUEHb
rny6oxuM. HemapoM MHOTHE IIOKOINEHHd BpaueH BopabaTbiBalyd IPUHIIMIIL
6e30MMacCHOro0 OKas3aHud MEeNUIIMHCKOH [OMOUM, KOTOPBIM Mbl ClHeIyeM U IIOHBIHE,
U OalbHEHINHUM PAa3BUTHEM KOTOPHBIX HBIGIOTCY MHOIHE U3 YCTAHOBIEHHBIX
HOPMATUBHBIMU [IPABOBBIMM AKTAMH ClelLHalbHBIX TpebOoBAaHUM K 0e30MacCHOCTH
MEOUIIMHCKOH HedTelNbHOCTH. TakuMm obpaszoM, CYIECTBYIOT KakK UYHCTO
npodeccHuoHalbHbBle, Tak W YCTaAHOBJIEHHbBE — TIOCYyOoapCTBOM, BEeINOMCTBOM,
PYKOBOIOCTBOM MEIOUIIMHCKOH OpPraHu3alluu CclelHalbHbole TpeboBaHud,
IPOBO3TNAMEHHON IENbI0 KAaXOOr0 U3 KOTOPHIX HBIIETCd MNPenOoTBpaleHue
HeOIaronpUdTHREIX COOBITHUM MPU OKAas3aHUM MEeIUIIMHCKOM I[IOMOIIH.

TpefoBauud MHOXATCH C TeueHHWEeM BpPeMeHu, OEeCCHUCTEMHO M He TOIbKO IIO0
NPpUUYUHAM, CBU3AaHHEIM C PealbHO YIPABIZEeMBIMH PHCKAMH, COIMPOBOXIAIIUMH
OCVyIIeCTBIEeHUE MEeIULHUHCKON NedTEeNbHOCTH, C INOIBIIEHHEM HOBBIX OMNACHOCTEH
unu c obHapyXeHUEeM paHee CKpPITHIX. Cepb&3Hoe yHopdmouuBaHue TpeboBaHuM
Ha demepalbHOM YPOBHE HAUANOCH [NUIbL HEeOAaBHO C pPedOopPMO¥ KOHTPOMNbLHO-—
HAO30PHOU OedTeNnbHOCTH. CHeluanbHble TpeboBaHUI K OO0eCleUYeHHO
6e30MaCHOCTH MEIUIMHCKOM OedTelNbHOCTH, Olaromapd STOMY YIOPIIOYHUBAHHUIO,
HauuHawT POPMUPOBATLCY B Oolee—MeHee JOTHUYHBIE [IPABOBHIE KOHCTPYKLIUHU B
npenenax OTHOCHUTENbHO CAMOCTOYTENbHBIX HANPABICHUH.

Cpenu BaxXHEHmMX HaNpaBleHUH obecrneueHud 0e30MNaCHOCTH, I'Ie HeOOXOIUMO
B IIEPBYIO OUuepelb OPraHU30BATL BHIIONHEHUE CIelHallbHbIX TpeboBaHub, MOXHO

C YBEPEHHOCTBIO BBIOENUTH :

— BIUOEMHUONOTHUECKYIO 6e30MacHOCThE ¥ COOMOmeHue CaHUTAPHO—
SIUOEMHUUECKOTO pPexXuMa;

— [IeXapCTBEeHHVIO 0Ee30MNacCHOCTh U dapMakoHAaO30p;

— 0Ee30MNaCHOCTL H3IOEeNHHM MeIOULMHCKOIO HAa3HAUEeHMHd, BKIIOUAd TEeXHHUUECKOoe
obCcnyXUBaHHUE MEIUIMHCKOM TEeXHUKH M METPOJOorHueckoe obecleueHHe CPeInCTB
U3MEpPEeHUH;

— XUPYPruueckyro 6e30MacHOCTh;

— TpaHcdy3HONOTHUUEeCKyIO 6e30MacHOCTh;

— uHQOPMALUOHHYIO 6&30MaCHOCTh;
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— 6e30mnacHOCTL Cpelbl B MENUIMHCKOW OpraHu3alluu;
- TexHukKy 6e30MacHOCTH U OXPaHy TpyIa;
— TOXAapHYIO 6e30MacCHOCTL.

BHYTPH BCEe 5THU HaANpPaBIEHUd COIEpPXaT MHOXECTBO TpeBOBaHWM, BHIIOIHEHUE
KOTOPBIX TpebyeT OT OTBETCTBEHHHIX IHIl KaXOOoH MEeOUIHWHCKOH OpraHu3aluu
HaWTU MHOXECTBO OPraHM3allMOHHLIX pemeHud, ¥ 6e3 NpPUBENeHUud BCeX HUX B
cucteMy uTo-nubo paborocnocobHoe COenaTh MNPakTHUYeCKM HEeBO3MOXHO. [Ind
TOro, uTOOBl CHUCTEMa YIPAaBIEHUd MEOUIMHCKOW opraHusalued B STOH YaACTHU —
T.e., CHUCTeMa BHYTPEHHETrO KOHTPONd XKaueCTBa MEOUIIMHCKOH MOMOIU U
6e30MacCHOCTH MEeIUIMHCKOM OedTelbHOCTH, Obima >ddPeKTUBHOHU, HeoBXOOoUMO,
npexne BCero, MNpoaHalu3WPOBATL MNPOILECCH MEeNUIMHCKOHW OpraHus3allvi, KaKuM-—
nubo obpasoM CBA3aHHLIE C yKas’aHHLIMM HANPAaBIEHUIMMH, ¥ BLIOEIUTH PUCKH,
KOTOPBIE TEHEePUPYIOTCd MO KaxXmoMy M3 HUX. 3aTeM, [MOId KAaXOoro BHOEIEeHHOTO
pucka crnenyeT npopaboTaTh npodunakTHyYecKHe Mepbl — NPenoTBpaleHud
HeBNnaronpudTHEIX COOBITHH, €CHM 5TO BO3MOXHO — T.e&., OId NPEeUMYyINEeCTBEHHO
IETEPMUHHUPOBAHHLIX MPOIIECCOB, HUIHM YMEHBLIIEHHWd BEPOITHOCTHU HUX
HACTYINEeHUS, CHUXEHUT TIXKECTHU BO3MOXHHEIX [NOCIENCTBUH — IId
NPEUMYIECTBEHHO BEPOITHOCTHHIX MNPOIIECCOB. BrpaBoTaHHbe npoduilaxkTHUuecKUe
MEPBl 3aKPEeNNdioTCd B JOKANbHHIX perilaMeHTax, HHCTPYKIHUGX, CTaHmapTax u
OIPYyTux moxyMeHTax. OHM, KOHEUYHO, NONXHEI COOTBETCTBOBATH YCTAHOBIEHHLIM
TpeBfoBaHUIM, €CHH Te CYHMEeCTBVIOT OId TOrO HUIM HHOTO PHUCKA, a MNPU HUX
OTCYTCTBUMU TPUOETCY paszpaboTaTb CcOOCTBEHHEIE.

Cnoxuo? la, HeUMOBEepPHO. HO U HeOoBXOOMMO, €CIH MEeOUIMHCKOM OpraHus3aluu
HyXHa peanbHad pabouad cucTeMa ofecCrneueHud KaueCcTBa MEeNUIMHCKOHW TTOMOIIH
U 6e30MacCHOCTH MENUIIMHCKOM HedTeNbHOCTH, a He «ByMaXkKu» Ha MONKY «IOd
NPOBEPIIONUX» . [loueMy MNPOeKT BHEeIPEeHUd HHTETPUPOBAHHOW CHCTEMEH
MeHeOoxMeHTa kxauectTtBa (CMK, HCMK) uMeeT onTHUMalbHBEE CPOKH pealu3alillH
rom — MONTOPAa, W IOUYEMY IOHMCKH «BCEeX HYXHBIX» M «TOTOBBIX» LOKYMEHTOB
obpeueHbl Ha NPOBAall. EINUHCTBEHHHIM BAPHAHT, KOrOa Takoe OONYyCTUMO -—
cMeméHHad «Touyka Bxoma» B npoekT HUCMK. EOWHCTBEHHLIH!

UTO MBI MIOHMMaeM IMOI «CMEmEHHOM TOUKOW Bxoma B mnpoekT HUCMK»: B
npoluecce peanusaluy MHOI'MX NpoekToB HCMK B pasnMuHBEIX MEeOUIMHMHCKHUX
opraHuszanudgx (a OBYX ONMHAKOBHIX MEOUIIMHCKUX OPraHu3alui He CYIEeCTByeT)
Y KOHCYIbTAHTOB—DKCIEPTOB HapabaThBaAaeTCd HEe TOIbKO OILIT PYKOBOLCTBA
co3maHueM HeOOXONMMEIX NOKYMEHTOB HAaIlleXamero kadecTBa, HO M Macca
COOCTBEHHOTO LEHHOI'O MNPakTHUYeCKOro MaTepuana. B OCHOBHOM, KOHEUYHO, 3TO
CTPOr'O HHOUBUOYANBHBEE pa3paboTku, OIHAkKO HekoTopad (B LENOM IIO
npoexTaM — BecbMa Hebonbmadg) uYacTb Takor'o MaTepHala IIPEUMYMECTBEHHO
omuUpaeTCd Ha OeHUCTBYVIONIHE HOPMATHUBHLIE MPABOBHEIE akTh QelepalbHOTO YPOBHYI
U B DTOM CBY3U MOXET CIYXUTb OCHOBOH NONd THUPAXUPYEMBIX pPemeHud. U3 s5ToH
YaCcTH YCIOBHO YHHBEPCANbLHBIX MAaTEPHANOB IO UTOTaM aHANUTHUUECKOH paboTh
MOXHO POPMHUPOBATE TeMaTHuueckue cOOpku, obnamarume XapakTepUCTUKAMU
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yYKasaHHOMW BHIIE «IOOMNYCTUMOCTH»: H3HAUANBLHO 3alOXeHHAad B HUX
HHTerpupyeMocTs B CMK, dCHOCTb HeOOXOOUMOCTH [OalbHeHmux maros k CMK u
KOMIIIEKCHOCTL peleHud, a Takxe HaléxHad olopa Ha OelCTBYIIMue
HOPMAaTHBHEIE IIPABOBEE akKTh PenepalnbHOI'o YpOBHA. T.e., BHEIPEHHE TAaKHX
«CcOopoKk» clenyeT PAacCLeHHMBATHL KAaK 9Tal OBUXeHUd K HCMK, [OTO3BOIIKIUNH
30ech U ceHuac OpraHu3oBaTh pPaboTy B TOM UM MHOM HAMNPABIEHUU B IIOINHOM
COOTBETCTBHUU C YCTAHOBIEHHBIMHM TPEOOBAHULIMU, KOTOUTBCH OT IPOBEPIAIINUX,
a TakXe CSKOHOMHUTHL BPEMH U IOEHLI'M 3a CUYET TOrO, UYTO Takue CcOOPKH
3aBTpPa, NOPpU Heu3bBeXHOM BCTYNIeHUWH B npoekxT HUCMK, He MONEeTdT B KOP3UHY.

Danee, moruuecku ClIenyeT BHIBON O HEOOXOINMMOCTH BHHUMATENbLHO
HCCIIegOBaTb He TOIBbKO COCTAaBEI IIOABIAKIIHUXCHI npennoerHﬁ, HO H
IIpenioCBlNIKKY HX TIO4BIIEHHMYA — HM3 HHUX BHIOHEBEI IIE€PCIIEKTHBEL. BaEaBaﬁTe BOITPOCEHI
paspaborunkxaM — OHH abCONIOTHO IIPaBOMEPHB, O TOM, OTKyda STH IIPOLYKTH],
KTO HX CO3naill, Ha OCHOBAHHH KaKOI'O OIlblITa U T.II. [IicaTes 06 3TOM
IIPpUXOOHUTCYd Ip4dMO, Koninerwm, T.XK. Mbl ITIOCTOYAHHO BBaHMOﬂeﬁCTByeM C BaMHy,
UMMM M 3a4YacCTVYIO YXe He e€IOHHOXIEBI 06XermmuMucd «BCEMH HYXHBIMU» H
«Tr'OTOBEIMH», HO He BCerpna IIOJIe3HEIMM B IOelle OOKYMEHTAMHU.

35TU COBETH B IIONHOW Mepe KacaloTCd MNPeniOXeHUH, NPenCTAaBIEHHBIX B
KaTanore pemedwd 30paB.Bus, BOIPOCOB Mbl He 6ouMcd. BMecTe C TeM, KO
BPEMEHH HYXHO OepeXHO OTHOCHUTLCH, I[OSTOMY MBI C NapTHEPaAMU CTapaeMcd IO
BO3MOXHOCTH PACKPBIBATL CYThb AKTYAlbHEIX NPOO6IeM OpraHus3aluyd MeOUIIMHCKOH
OEedTEeNbHOCTU ¥ HUX PEHeHUH — T.e., NPAakKTHUECKYIO OCHOBY HAMX

paspaboTox, B nybnukalLUgxX Ha cawTax 3IopaB.Bus ¥ 2xcrnept3npaBCepBUC.

Peanusauug npoexkxToB HUCMK, Tpebyiomasd GONbIMX BPEMEHHBIX BIOXEHUH BCEX
YUaCTHUKOB XaXIOr'o MNpoexTa, TakuM ofbpa3oM, HEe HCKIIOUaeT IIOMOIb
KonneraMm, XeNarmUuM BOCIOIb30BATbCH BO3MOXHOCTBIO BOHUTHU B NpoekT HUCMK
[IIaBHO, CO «CMEMmMEHHOH TOUKOM BXOma». M3 aHOHCHUPOBAHHHEIX pPaspaboTok, IIo
BHINIE PACKPBITEIM MNPUYMHAM, HAUOONBLIIMHE HHTEepec ce’uac BHI3LHIBAIOT, Oa30BLIH
[IakeT IO OpraHHu3allM¥ BHYTPEHHEI'O KOHTPONYd Ha OCHOBE aBTOPCKHX
TEeXHONOTUH OT 3mpas.Bus, kxomnnekTsl COIOB U MHaxkxeTh cCepud «Be30macHOCTh
MEOUIIMHCKOH HedTEeNbHOCTH» OT Halled KOMIAaHUU «IKchnepT3npasCepBUCH.

C 20 amnpeng 2019 roma BpeMeHHO (C OTKPBITOM OATOHM OKOHUAHMI) Ha 4
rnakeTra Ccepuu «Bes3OoNMacCHOCTh MEIUIMHCKOM OedTelbHOCTHU» OeHCTBYET
creuuanbHOe MNpeniioXeHue. B HEero BKIIOUEHBl MaKeTh:

«TexHuueckoe chnyquaHHe MEeIHUIITMHCKOT' O O@OngOBaHHH %1 MeTQOHOFquCKOG
obecrneueHre CPEeINCTB H3MEPEHWM B MENUIIMHCKOW OpraHu3aluu. KOHTPONb
KauecTBa UM 6e300acHOCTL M3IENHUHE MEIMIIMHCKOIO HasHaudeHud» (BMH);

«MOHUTOPHUHT KauecTBa M 6e300acHOCTH obpalleHud JeKapCTBEHHBIX CPENCTB U
M3IEenvyd MEeNUIMHCKOrOo HasHaudeHud» (BIC);

«2nupemMuonoruyeckad 6e300aCHOCTL B MEINMUUHCKOU opraHusanuu» (9B);
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«BesomnacHble VCIOBHY Tpyla, OXpaHa Tpyla U HOoxapHad 6e300acHOCTbL B
MENUIIMHCKOU oprauusauuu» (OTIB) ;

Packmnam Takow:

BasoBad CTOMMOCThL Hakertos BMH, BJIC, OTIB, 2B: 12000 py6bne#/l maker.
CooTBeTCcTBEeHHO, 0OaszoBad leHa 4-x mnakeToB cocTaBndgeT 48000 pybnei/4
naketa. C yu&TOM CKHUIOKH NpU ObicTpoM HpuHdTHuu pemenusd 48000p.-10%
=43200 py6neu 3a 4 nakera.

KoMmnnexcuoe mnpennoxeuue: 36000 pybnew 3a 4 mnakera.

Ong umamux xnuentoB (c 01.01.2019): 32000 pybnewm 3a 4 mnakera.

Ong HamMx [IOCTOYHHBIX KiueHToB: 24000 pybnew 3a 4 nakera.

YxXxa3aHHBIE IIakKeTbl OTBEYAIOT MH3IOXEHHBEIM BbIle TPeOOBAHUAM: OHHM CO3OAHBEl B
npolecce peanusanuuu npoexktos HUCMK u uMHTerpupyemMocThb B CMK M3HauyanbHO B
HUX 3alloXeHa, B IPOlLleCCe HUX BHENPEeHHd COBEPIIEHHO d9CHa HEeOOXOIUMOCTH
IDanbHEeHmero mnepexomna X nonHoueHHo#w CMK, pemeHud KOMINEKCHBE U He

comepxaT BHYTpU cebd NPOTUBOPEYMUH, ONUPAadCh Ha HEeHUCTBYVIONUE HOPMATHBHLIE
IPpaBOBEIE akTh PemepalbHOI'O YPOBHI.

O6cynuTes B Temerpawm
O6cynuTet BKOHTAaKTe

KaTanor pemeHu# 3npas.Bus.

Bcerma Bamu, KoMaHIDa 3Opak.Bus u Aunpet TaeBCKUH.
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