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HomeHknaTtypHaa knaccugurkauma MeaAULUMHCKUX U3nenuu

npuka3 Mux3dpaea Poccuu om 06.06.2012 2. Ne 41
8 ped. npuka3a om 25.09.2014 2. Ne 557H (¢ 06.01.2015)

= NO BuAaM - Ha ocHoBe Global Medical Device Nomenclature
(GMDN, > 22 Tbic. BuaoB nsgenui - www.gmdnagency.org)
www.roszdravnadzor.ru/services/mi_reesetr

[IpoepammHoe obecneyerue (M0O) dns yyema nayueHmos,
gedeHuss AMK, noddepxku aOMuHucmpamugHou
dessmesibHOCMU etc OTHECEHO K MeaUUMHCKUM uapenuam 1!

= NO Knaccam B 3aBUCMMOCTU OT NOTEHLUANbLHOrO pUCKa
npumeHeHna — Ha ocHose* FTOCT 31508, TOCT P 51088 (c 01.01.2015)
M0, npumeHAeMoe BmecCTe femexmnoﬁ (MT) umeet TOT Xe

Knacc pucka, uto u MT (4 kpiacca + 4 ons in vitro)

FOCT P UCO/TO 27809 - onn He noaxoaat ansa MO, ucnonb3yemoro

"otrgensHo" ot MT -> TOCT P UCO/TC 25238 — knacchl yrpo3
GesonacHocTu npumeHenua NO (5 knaccoe, pekomeHdayuu GHTF) 1?



OtHecenue MO x meauumHckum uspenuam (MA) ->

= 00A3aTenbLHaA OUeHKa COOTBETCTBUA — TEXHUYECKUe
UCNbITAHUA U KNUHUYECKUE UCNbITAaHUA (no HeobxoaUMOCTH )
(npuka3bi Mun3dpaea Poccuu om 09.01.2014 2. Ne 2h,
om 15.08.2012 2. Ne 89H, om 21.12.2012 2. Ne 1353H & peoO.
npuka3a om 03.06.2015 2. Ne 303H)
= FOCYAAPCTBEHHAA PerucTpauunf, BKIOYeHUe B rocpeectp
MeOULMHCKNX U3aenuu n opraHnsayuu, ocyLecTBRALWUX

MX NPOM3BOACTBO U U3rOTOBNEeHUe (nocmaHoesieHue
[lpasumenbcmea Poccuu om 27.12.2012 2. Ne 1416)

ConpoBoxaeHue, BHeceHne nameHeHuu B 10 -> noBTOPHbIE
ucnbITaHua, nepepeructpauma (2!) -> cpoku, poct 3atpar 11?2

Hannuune nabopatopun ana nposeaeHns UCNbITAaHUN "MeaULMHCKOro"
[0, akKpeaUTOBaHHbIX B HaLMOHANbLHON CUCTEME aKKpeauTauun 2!

Ceptudumkauus MO B CLLUA: B ONC - Bce, B FDA - kak megusgenve

®AC: zakupki.gov.ru/pgz/documenticrDownload?documentid=265303



Kak obecneuntb nerutumHyro akcnnyatauuo MAC,
pa3paboTaHHbIX A0 yTBepXaAeHUa HoBou HomeHknatypb! ?
Bce nu pyHKuMoHanbHbIe noacuctembl (moaynu) MUC
ABNAITCA (HaAo CYMTaTb ) MEAULMHCKUMU U3pgenuamm 2

TpeboBaHua Poc3apaBHaa3opa K AOKYMEHTaLUKN Ha
"MeauumHckoe" MO ana rocperncTpayum ?

Hago nu, 1 B Kakux cnyyvasx, opraHu3auum — pa3padoTymky
"MeguumnHckoro” MO nonyvyaTb NULIEH3UIO Ha OCYLLECTBEeHUe
0eATEeNbLHOCTU N0 NPOU3BOACTBY U TEXHUYECKOMY
006CNyX1BaHUK MeAULIMHCKON TEXHUKK ?

Hago nu npu onpeaeneHuun knacca noTeHUManbHOro pucka
NPUMEHEHNA MeaULIMHCKOro U3AeNnusa YYUTbIBaTb PUCKM,
cBfi3aHHble C ero kKnbepbe3onacHoCTLIO ?

HackonbKo ageKkBaTHbI AEUCTBYIOLME METOANYECKKE U
HOPMaTUBHO-TEXHUYECKME AOKYMEHTbI, onpeaensowme
TpeboBaHUA K NpoLeccam NPOeKTUpPoOBaHuUA, MPOU3BOACTBA U
ucnbiTaHuaM "meguumnHckoro” MO ?

<



OcHoBHbLIe HepocTaTKM knaccudguxauum no BUAaM

He onpeaeneHbl YeTKue Kputepumn otHeceHus MO K Tomy mnu
WHOMY HOMEHKNnaTypHomy Buay (Kpome BCTPOEHHOro B
MeLTeXHUKY cucteMHoro u npuknagHoro MO)

B pAge cnyyvaeB onucaHue "Bnpa” M0 nmeeTt TONLKO cCamMbiy
oOLLMI XapaKTep, onucaHua pa3nuyHbix Bugos MO
"nepecexkaroTca” No coctaBy (PYHKLUN -> HeNb3A 0AHO3HAYHO
onpeaenutb Ha3Ha4yeHue 10 n "naentTucomymposatsb Bua" MU

BO MHOrux cny4vasx B onmcanHum "suaa” Mo dpyHkumMm He
pa3geneHbl Ha "KNMHUYeCcKue", agMUHUCTPATUBHbIE, YY4ETHbIE
-> TPYAHO naeHTUMLMpoBaTb pUcku npumeHenus MO

HeKoTopble "BuAabl” 10 He COOTBETCTBYHOT OnpeaeneHuto
"MeauumnHckoro nsgenua” 1t

He onucaHbI NpaBuna onpeaeneHns Knacca noTeHUManbHoro
pucKa npumeHeHuna "meauumuckoro” MO



MeauuWHCKMMKU U3AENUAMM ABNAIOTCA NIOObLIe UHCTPYMEHTBI,
annapartbl, npubopbl, 000pyaAoBaHKUEe, MaTepuansl U Npo4une
u3genus, NPUMeHsieMble B MEAULMHCKNX LieNAX OTAENbHO UMK B
coyeTaHuu mexpy cobon, a Takxke emecme ¢ dpyaumu
NPUHadnexXHocCmMAMU, Heob6X00uMbIMU O/ NPUMEHEHUS
yKa3aHHbIX u3denuil no Ha3Ha4yeHUulo, 8KI0Yas cheyuanbHoe
npoz2pamMmHoe obecneyeHue, n npeaHa3Ha4YeHHble
npoussoauTenem Ana npodunakTMKu, UarHoCTUKK, NeYeHUs u
MeaULUHCKOWU peabunutauum 3aboneBaHMn, MOHMTOPUHTA
COCTOSIHMA OpraHM3ma 4YenoBeka, NpoBeAeHUS MeAULIMHCKNX
nuccrnenoBaHUN, BOCCTaHOBIEHUSA, 3aMeLLEeHUs, U3MEHEHUS
aHaTOMWUYECKOW CTPYKTYPbI UMK hU3NoNornyecknx hyHKUum
opraHvu3ma, npeaoTBpalLeHnUs UK NpepbIBaHUs 6epeMeHHOCT!,
(hyHKLUMOHaNbHOE Ha3Ha4YeHUe KOTOPbIX HE peanu3yeTcs NyTem
thapmakonornyeckoro, UMMyHoONOrM4ecKoro, reHeTU4eCKoro Unu
MeTabonnyecKkoro BO3AeUCTBUA Ha OpraHu3M YenoBekKa.

[cm. 38 3aKoHa Ne 323-03 "06 ocHosax oxpaHbl 300p06bA ..." ]



NporpammHoe usdenue (M) cneayet OTHOCUTb K MEAULUHCKUM
M30EeNUAM TOJILKO, €CJTN OHO NPUMEHSIeTCS:

= ANA ynpaBneHusa padoton megnunHckon texumkn (MT), B Tom
yucne ee HacTpouku, nposepkn u T.4. (B coctaBe ACY TI)

= coBmecTHO ¢ MT ansa npuema, 06padboTku n oTobpaxeHus
(AOKYMEHTMPOBAHUA ) U3MEPUTENbLHOW MH(pOpMaLIUK ->
Apauveepsbl, "Metponorunyeckue” moaynu (FOCT P 8.654)

= AnAa chopmupoBaHua, o0opaboTKM U aHann3a MeaULMHCKNX
n3o00paxeHnn, aHann3a aHaTOMUYECKUX LLYMOB U BbINOSTHEHUSA
usmepenun (3D-mopgenu, CAD/CAM etc) (B/)

= Ana (popMMpPOBaHUA ayanMoBU3yanbHOro NoTokKa npu
BbIMNOMHEHUM NeYedHo-anarHocTmyeckux npoueayp (BII)

= AN WHTepnpeTaunuun KNMHUYeCKUX faHHbIX, POpMUpPOBaHUA
(BblYMCNEHMA) peKkoMeHAauMn niunu npeaynpexaeHnn
MeAULMHCKOMY pabOTHUKY MnK nauneHTy (CUCTEMbI NOAAEPKKM
KNMHUYeCKux (BpavyebHbIx) pewenun) (KU/1) 1?2

BctpoeHHoe O - 310 Bceraa coctaBHasa Yactb megusgenus !l



= B coctaBe "meguumHckoro” MO uenecoobpasHo BblAeNATb
"npubopHo-3aBUCUMbIE" U "KNMHUYECKN BaxHble" moaynu (Kak
anga "metponoruyeckoro” MO - cm. TOCT P 8.654)

HEOBXOAWUMO:

= Paspabotatb knaccudmkaymm umdpoBon MeaAULIMHCKON TEXHUKK
n "meauumuckoro” MO no ypoBHAM KnbepbesonacHOCTH

= OnpepenuTtb WKany puckoB npumeHeHus "meguumHckoro” MU Ha
ocHoBe TOCT P UCO/TC 25238 ¢ y4yeTOM pMCKOB peanunsayuu
yrpo3 knbepbesonacHoctu B cpeae npumeHeHua (MAUC),
npeaycMoTpeHHOU paspabotunkom (npoussogutenem) MU
(HyXHa oTpacneBas mogenb yrpo3 Ub \ knbepdbesonacHoctu) !

= Pa3pabotatb ¥ yTBEPAUTL TUNOBbLIE METOAUKU UCTbITAaHUN ANA
Pa3nMyYHbIX BUAOB MEAULMHCKMUX MPOrpaMMbIX U3aennu

TpeboBaHuA K MeQULMHCKOW MH(POPMALIMOHHOW CUCTEME
MeAWLMHCKON opraHn3auuu, Bepcusa 3.2 1?2

http://[portal.egisz.rosminzdrav.ru/materials/127, 29.04.2015



BuiBOALI M NpeanoXenun

Heobxopgnumo hopmanu3oBaTth U yTBEPAUTL KpUTEpUM
oTHeceHus 10 K MeANLMHCKUM U3AeNUAM U YCTaHOBUTb
eAMHble NpaBuna HauMmeHOBaHUS HOMEHKNATYPHbIX
eAvHUY (BMAOB NPOrpaMMHbIX MEAULIMHCKUX U3Oenun)

Uckniountb n3 HomeHknarypHou knaccudukaumum MO,
npegHa3HayeHHoe Anf BbINOSTHEHNA aAMUHUCTPATUBHbIX
U y4eTHbIX OYHKLUMIW, BEAEHUA PErucTpoB, yNpaBneHus
pecypcamu, BeaeHna meauunHckou aokymeHtauum (AMK)
n hbopMUPOBaHUA CTaTUCTUYECKUX OTYETOB

YCTaHOBUTD, YTO "MeQUUUHCKUE NPOrpaMMHbIe usgenusa’,
BBeAeHHble B 3KCMNyaTauuio A0 YTBEPXKAEHUS HOBOW
HOMEHKNaTypHOU Knaccudukauum, nognexar
rocperncTpalum TonbKo Npyu BHECEHUU B HUX U3MEHEHUN



[porpammHoe obecnevyeHune pna popMmupoBaHua ayano- u(unm)
BUAEO-MOTOKA NPU BbINOMHEHUU AUarHOCTUYECKUX U(Unn)
neyeOHbIX npoueayp npv 3aboneBaHUAX
<cucmema opaaHu3ma* | anamomuy4eckasi obrnacmb* | opean*>
[ c ucnonb3oBaHnem dmonornyeckon obpaTHon cessmn]?

[porpamMmmMHoe obecneyeHne ans [ AMCTaHLUMOHHOrO ]* MOHUTOPUHTrA
thmanonornyeckux napameTpoB opraHu3ma npu 3aboneBaHUAX
<cucmema op2aHu3ma* | aHamomuyeckasi obsracmb* | op2aH*>

[porpammHoe obecneyvyeHne ana npuema, oopadoTkn, oTodpaxeHus
(BU3yanusauuu, BOCNPOU3BeAEHUSA) M aHanu3a ouuthpoBaHHbIX
DAHHbIX <8U0d uccrnedosaHusi*> n nepepaym cooodLLEeHMI No
KaHanam cBA3u

[porpaMmmMHOe obecneyeHne AnNA NOCTPOEHUA (PEKOHCTPYKLMMK),
BU3yanu3auumn U aHanu3a UHANBUAYanbHON aHaTOMNUYECKOW
3D- unun 4D-mopenu npu 3aboneBaHuAX
<cucmema opaaHu3ma* | aHamomuy4eckasi obrnacmb* | opean*>

<...”>
10



1IN

KnaccudmkaymoHHbIn rpad) -> noTeHUMUaNbHbIN
PUCK NPUMEHEeHUA MeAULMHCKOro
nporpammHoro usgenusa (M)

9,12,13,14,15,17
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CINACMUBO !
BOINPOCHI ?

Cr04100B Anapeu IlaBioBu4
AP100Lbov@mail.ru

QD) o wWww. hsha.ru
oL, | YNIPABAEHMA ® ®

Chcios o | 3A\PABOOXPAHEHVEM

WHcdbopMaLMOHHO-M3MepUTenbHblie U YyNpaBnaLwme CUCTEMbI,
2015, N2 10 — cm. www.itm.consef.ru
www.armit.ru/news/indexnews.php?ELEMENT_ID=4134



157300 - MpuknagHoe MO UC ans BeaeHUA KapPTbl NALUEHTA —
NpUKNagHasa nporpamma, nognporpaMmmbl UMM aNfOPUTMbI AN
NPMMeHeHns B KayecTBe unu B coctaBe C ana anekTpoHHOro
nony4eHuns, coopa, XxpaHeHUs1, ynpaBreHUs, NOMOLLM B aHaNM3e,
oToOpaxeHus, BbIBeAEHUA U pacnpoCcTpaHeHNA AaHHbIX B
npeaenax unn mexay MeguUMHCKUMU YYPEXAEeHUAMU, YTOObI
noaaepXuBaThb ANEKTPOHHYIO perucTpauuio n BeaeHue
3NeKTPOHHbIX MCTopun 6onesHu naymeHToB. 10 no3Bonser
Men.pabOTHUKaM nepecmaTpuBaTb U OOHOBNATL 3aNUCKU B
MeZ.KapTax nalueHToB, pa3MeLiaTb npeanucaHna (Hanpumep,
ONA NeKapcTBeHHbIX CpeacTB, npoueayp, TeCTOB) U MHOrAa
KOMNJIEKCHbIe AaHHble, NONyYeHHbIe OT Pa3fINYHbIX
cneyuanucToB <...>

Cepmudgpukayusi 8 ®Cb cpedcme keanuguyuposaHHOl
anekmpoHHoU nodnucu 8 cocmase [10 dnsa pabombi ¢
meduyuHckumu dokymesmamu (cm. 10 3akoHa Ne 63-93) 1?



157610 - MpuknagHoe MO nHopMaLMOHHON aAMUHNUCTPATUBHOWN
CUCTEMbI Y4eTa NAUUeHTOB — NpuKNagHaa nporpamMmma <...>
YyTOObI NOAAEPKMBATL CNYXObI yyeTa nauneHToB. [laHHbIe
00bIYHO copepxaTt aemorpaduyeckyro uHdopmaLmio o

nauueHTte, o ero rpuemMe, Bobinucke, rnepesose v aM6y113TOpHOM
Nie4eHun <...>

182990 - lMNpuknagHoe MO ans xoAUPOBaHUA KNUHWYECKOW
WHgopMauun — NpuKnaaHasa KoOMNbLKTEepHaa nporpamMma <...>
ONA noaaepXaHnA agMUHUCTPATUBHOMW U KNUHUYECKON
[eATEeNbHOCTH, CBA3AaHHOMU C 3NIEKTPOHHOW perncrpaumen
LVArHo30B MauueHTa U NoNyyYeHHbIX UM npoueayp. faHHbIe
UCNONb3YHTCA ANA BHECEHUSA NONPaBoOK B Aemorpadunyeckue u
KNUHWYECKUe AaHHble, onpeaeneHns rpynmnbl CXOAHOro
AMarHo3a v YpoBHS KIMHUYECKOMN CIOXXHOCTHU NaLuueHTa <...>

2.56 - lNpoune BCnoMoratenbHbie U 00WE60NLHNYHbIE
MeAVUWHCKWe U3aenua

14



325070 - MpuknagHoe nporpaMmHoe obecneyeHue ana nopaaepKKu
KNWHUYECKOro BeAeHUA NaUueHTa Ha OCHOBe BeG-NPUNOXEHUN —
[puknagHas nporpamma npeaHasHavyeHa ans odbecnevyeHus
MPUHATUA PeLleHUN, KacatoWnXca KIIMHUYECKOro BeaeHus
nauueHTa, Ha OCHOBE NOSy4YeHUA CTPYKTYPUPOBAHHbLIX AaHHbIX
O NauueHTe U3 INEKTPOHHOU ncTopumn bonesHn (Hanpumep,
pemorpaduyeckue AaHHble, AMArHOCTUKA, pe3ynbTaThbl
nabopatopHbIX MccneaoBaHUN) n Bo3BpalLeHua MHopmauum o
KnUHM4YeckoMm yxoae (Hanpumep, HAaNOMUHAHUA, peKOMeHAAL MK
U CCbINTIKN Ha PyKOBOASALIME YKa3aHMA ) MeAULIMHCKOMY
PabOTHUKY, OCYLLECTBNAIOLWEMY KOHTPONb 32 nauneHToM. OHa
TaKke n3BecTHa Kak M0 ansa nopaepXKu NPUHATUA KNUHWYECKNUX
pewenun. OHa hyHKLIMOHUPYET Kak Beb-cnyxba (nporpamma,
paboTarowas Ha Beb-cepBepe, B3aUMOAEUCTBYHOLWAA C APYTUM
nporpaMMHbIM obecneyeHnem, HO He UMerLas COOCTBEHHOrO
nonb3oBaTtenbLCcKoro uHtepdenca) -> Saas (e EFMC3)

15



06 ocHoBax oxpaHbl 340poBbA rpaxaaH B Poccunckon ®eaepaumu,
Ne 323-®3 om 21.11.2011

O nepcoHanbHbIX AaHHbIX, Ne 152-03 om 27.07.2006

06 uHdopmaLmm, MHGHOPMALMOHHBLIX TEXHONOIMAX U O 3alLuTe
undopmauuu, Ne 149-03 om 27.07.2006

06 anekTpoHHou noanucu, Ne 63-3 om 06.04.2011
O TexHnyeckom perynupoBaHuu, Ne 184-03 om 27.12.2002
O crangaptusauumn B Poccunckon ®@epgepauum,
Ne 162-®3 om 29.06.2015 (pewctayert ¢ 01.07.2016) 11
06 obecneyeHnn egnHcTBa usmepenun, Ne 102-#3 om 26.06.2008

06 akkpeguTauMu B HaLUMOHANLHON CUCTEME aKKpeaUTaLUu,
No 412-#3 om 28.12.2013

Global Harmonization Task Force (GHTF) — www.imdrf.org

16



[lpaBuna rocyaapcTBeHHOU perucTpaumm MeauUuMHCKUX U3aenuu,
nocmaHosJsieHue lpasumenbcmea P® Ne 1416 om 27.12.2012

[lonoxeHue 0 rocyaapCTBEHHOM KOHTpOJIe 3a obpalyeHuem
MeAULNHCKUX n3penunu, nocmaHoesieHue llpasumenbcmea P®
Ne 967 om 25.09.2012

[TonoxeHne 0 NULIEH3UPOBaAHNK AEATENLHOCTU NO NPOU3BOACTBY U
TEeXHMYECKOMY 00CNYyXUBaHUIO (3a MCKMOYEHUEM Cryyas, ecrnu
Tex.odcnyxuBaHue ocyluecTBnseTcs anA obecnevyeHus
COOCTBEHHbIX HYXA, ...) MeAULIMHCKOWU TeXHUKWU, nOCmaHoe8JIeHue
[Ipasumenbcmea P® Ne 469 om 03.06.2013

[opapok ocywecTBNEeHUA MOHUTOPUHIA 6e30NaCHOCTU MeAULIMHCKNX
usgenuu, npukas Munizdpaea Poccuu Ne 1754 om 14.09.2012

Mopsapok NpoBeAeHUsA UCNbITAHNI B LIENSIX YTBEPXAEHUA Tuna cpeacTB
U3MEepeHun, a TakKe nepevHs MeaMLMHCKUX U34eNNIA, OTHOCALLMUXCS
K cpeAcTBaM U3MEPEHUH ... B OTHOLLUEHMM KOTOPbIX NPOBOAATCS
UCNbITAHNSA B LeNAX YTBEPXKAECHMA TUNA CPEeACTB U3MEPEHUN,
npuka3 Mux3dpaea Poccuu Ne 891 om 15.08.2012

17



FOCT P UCO 15225-2014 (1SO:2010) CtpykTypa AaHHbIX
HOMeHKnaTtypbl MmeguumHckux usgenuun (¢ 01.09.2015)

FOCT 31508-2012 U3penua meanumnHckue. Knaccucbmkaums B
3aBMCUMOCTM OT NOTEHLMANBLHOro pucka npuMmeHeHus. Oowme
TpeboBaHua (¢ 01.01.2015)

FOCT ISO 14971-2011 U3penusa meguuuHckue. NMpumeHeHue
MeHeAXXMeHTa pUCKa K MegULMHCKUM U3aenusam

FOCT P UCO/TC 25238-2009 Knaccucpmkaums yrpo3 6e3onacHoCcTv oT
MeaULMHCKOro nporpammHoro odecneyenus (MN0O)

TOCT P UCO/TO 27809-2009 Mepbi no obecneyeHuo 6e30nacHOCTH
nauueHTa npu Mcnonb3oBaHuMn meauuuHckoro MO

TOCT P UCO/TO 22790-2009 ®yHKLUMOHANbHbIE XapaKTePUCTUKU
CUCTEM NoAaepKKM Ha3HaYeHUN NeKapCcTB

FOCT P 8.654-2009 TpeboBaHus K nporpammHoOMy 0becrne4yeHuro
cpeacTB M3MepeHuu

FOCT P MCO/MIK 25021, 25040, 25041-2014 CuctemHas u

nporpamMmMHas nHxeHepus. TpeboBaHUA M OLIEHKA Ka4yecTBa CUCTEM U
nporpammHoro odecneyenusa (c 01.06.2015)

18



FOCT P 55544-2013 MNporpammHoe obecnevyeHne meauLMHCKNX
usgenuun. Yactb 1 Pykosoacteo no npumeHexuto UCO 14971 k
nporpaMmHomMy obecneyeHuto usgenum (pea. 19.08.2014)

FOCT 30324.0.4-2002 N3penua meguUMHCKUE aNeKTpUYecKue.
TpeboBaHMA 6€30NaCHOCTU K MporpaMmmupyeMbiM MeAULIMHCKUM
3NeKTPOHHbIM CUCTEMAM

FOCT P M3K 62304-2013 Uspenua meguumHckue. NMporpaMmmHoe
obecneyeHue. lpouecchbl XM3HEHHOrO LMKNa

FOCT P 56033-2014 / Pykosoacteo UCO/MIK 63:2012 no pa3paboTtke
U BKIOYEHUIO aCMeKToB 6e30MaCHOCTU B MeXAYHaPOAHbIe
CTaHAapTbl Ha meauunHckue usgenua (¢ 01.06.2015)

FOCT P 55746-2013, 56032-2014 A3penusa meguLUMHCKuUe.
Wepapxunyeckas CTPyKTypa KogoB Ans Heb6naronpuaTHbIX
cobbiTK. Yactb 1 Koabl TMnoB cobbiTun. YacTb 2 Koabl oueHku

FOCT P MAK 62366-2013 Uspenua meauumHckue. NMpoekTupoBaHue
MeANLUHCKUX U3AeNnIN C yYeTOM 3KCNyaTauuoHHON
MPUrogHOCTH

19



FOCT P UCO/MIK 25021, 25040, 25041-2014 CuctemHas u
nporpaMMHas uHxeHepus. TpedboBaHMA U OLIEHKa KayeCcTBa
cuctem u nporpammHoro obecneyenua (SQuaRE). 1) AnemeHTbl
nokasartens kayectsa. 2) lpouecc oueHku. 3) PykoBoaCcTBO No
OLIeHKe AN pa3paboTuynkoB, npuodpeTaTenen U He3aBUCUMBbIX
oueHwwukoB (¢ 01.06.2015)

FOCT P UCO 9241, TOCT P 55241.1-2012 -> TpeboBaHuA K
aproHomuke B3amumogenctaemsa ¢ IBM - nnrepcency KoHe4yHoro
nonb3oBatensa (cepua ctaHaapToB "03abunutn”)

FOCT P UCO/MOIK 15504-1, 2, 3-2009, 4-2012 UHchopmaumoHHasn
TexHonoruA. OueHka npouecca. Yactb 1 KoHuenuus v cnoBaps,
YacTb 2 [poBeaeHune oueHkn, Yactb 3 PykoBoacTBO No
npoBeAeHunIo oueHku, Yacts 4 PykoBoACTBO N0 NPUMEHEHUIO ANS
ynyyweHns U OLeHKM BO3MOXHOCTEN npouecca

FOCT P 55681-2013 / ISO/TR 26122:2008 MHdbopmauus u
LOKYMeHTauus. AHanu3 npoueccoB paboThbl C TOYKU 3PeHUs
ynpaBneHnsa AOKYMeHTaMu

20



Npobnemui kubepbeszonacHOCTH B 3APABOOXPAHEHNN

= AKTUBHOE NPUMeHeHue KOMNbTepoB U UHTepHeT B
MeLULMHCKOWN HayKe U NpakTuke, "uudpoBusayma”
MeguULUMHCKON TeXHUKku (MT)

= POCT KOnMYyecTBa MHUMAEHTOB, CBA3aHHbIX C HapyLleHUeM
pPaboTOCNOCOOHOCTHN LNhpoBON MESULIMHCKON TEXHUKM,
YyTEYKOU M NOTEPEN NePCOHANbHbIX U KITIMHUYECKUX AaHHbIX
B MUC n3-3a HeCaHKLMOHUPOBAHHOIO BHELLHEro
Bo3genucTeua (HCB) Ha komnblOTepHbIE CUCTEMBI

CLUA: moHuTOpUHI MHUMAEHTOB KnbepbesonacHocTn (Kb)
mepuumHckon TexHuku (FDA, ¢ 2013 ropa)

FOCT 31508-2012 U3penua meauumnHckue. Knaccucbmkaums B
3aBUCUMOCTU OT NOTeHUUanbLHoro pucka npumeHeHua (c 01.01.2015)

FOCT P 56044-2014 OueHka meanumnHckux TexHonorum (c 01.06.2015) -
C Y4E€TOM PUCKOB MX NPUMEHEHUS
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KnaccudmkaumoHHbIn rpad -> onpeaeneHue
MT YPOBHSA UCXOAHOI 3awmieHHocT MT ot HCB

d8MOHOMHO

e cucmeme

-> Knacc knbepbesonacHoctn MT

JKCnepTHas oLeHKa PUCKOB B
yCNoBMUAX HeonpeaeneHHOCTH ->
Fuzzy-meTtpuka -> NMHrBUCTUYECKASA
wKana -> q)yHKuuMa XappuHrToHa ->
YyuCneHHas oLeHKa -> BO3MOXHOCTb
CpaBHeHUSA

OueHka - ¢ y4eToM cpeabl NPUMEHEHuS,
npeaycMoTpeHHou npoussogutenem MT

OC - onepauunoHHasa cuctema
CnOC - cneumnanbHaa OC

OKI > MH CtOC - "crangaptHaa” OC

) BC3 - BCTpoeHHbIe cpeAcTBa
Kananwi 3aWmThl (QOBEPEHHON 3arpy3ku)
4 3K - 3awmieHHbIe KaHanbl
A~ — - —~ OK - oTKpbITble KaHanbl
| v Hcxoonan 1VK, oAV | MH - mMawmnHHbIe HocuTenu
\B 3AUWUUEHHOCHD C H/ B - Bbicokas, C - cpeaHss,

H - HU3Kas




FOCT P 51583-2014 3awwuTta nHcpopmavuu. Mopsaaok cosnanus
aBTOMaTM3MPOBaHHbLIX CUCTEM B 3aLUMLLEHHOM UCMONTHEHUN.
O6wwme nonoxeHuna (c 01.09.2014)

FOCT P UCO/MIK 27002-2012 Csop HOpM U NnpaBui MEHEAXKMEHTA
uHdopmaumoHHon 6esonacHoctu (¢ 01.01.2014)

FOCT P UCO/MIK 18045-2013 MeToaonorus oLeHKn 6e3onacHoOCTH
HdopmaLmOoHHbIX TexHonorun (¢ 01.07.2014)

FOCT P NCO/MIK 15408-3-2013 Kputepuu oLeHku 6e3onacHoOCTH
UH(POPMALMOHHBLIX TexHonornn. Yacte 3 KOMNOHeHTLI AoBepUS K
be3onacHoctu (¢ 01.09.2014)

FOCT P NCO/M3IK 29100-2013 UHchopmaLMOHHAA TeXHOMOrUS.
MeToab! u cpeacTBa obecneyeHusa 6eszonacHocT. OCHOBBLI
obecneyeHuns npusatHocTH (¢ 01.01.2015)

FOCT P UCO/MOIK 27034-1-2014 UndropmaLMOHHAsA TEXHOMOrKSI.

MeTtoabl 1 cpeacTBa obecneyeHnsa 6esonacHocTu. besonacHoCTb
npunoxeHnn. Yactb 1 0630p u obwme nonatua (c 01.06.2015)
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FOCT P NCO/MIK 15288-2005 UHdhopmaLmMOHHAA TeXHOMOrUS.
[pouecchbl XXU3HEHHOrO LKA MHGOOPMaALUOHHBLIX CUCTEM

FOCT P UCO/MIK 12207-99 Mpouecchbl XXM3HEHHOTO LIMKNa
NMPOrpamMMmHbIX CPeAcTB

FOCT P UCO/MIK TO 15271-2002 PykoBoACTBO MO NPUMEHEHUIO
FOCT P UCO/MIK 12207 (TunoBble fOroBopbI, CornawieHue o
kayecTBe obcnyxusanusa - Services Level Agreement, SLA) I

FOCT P UCO/MIK 14764-2002 ConpoBoxaeHne nporpaMmHbIX
cpeacTs

FOCT 34.602-89 TexHnuyeckoe 3agaHue Ha co3gaHue AC 1!

FOCT 24.202-80 TpeboBaHuA K copepKaHUO AOKYMeHTa "TeXHUKo-
3KOHOMMYeckoe 060CcHoBaHue co3pgaHus ACY"

FOCT 24.702-85 3dhheKTUBHOCTL aBTOMATU3UPOBAHHbLIX CUCTEM
ynpaBneHus

FOCT P 51583-2014 3awuTta nHcpopmauuu. NMopsaaok cozaaHus

aBTOMaTU3MPOBAHHbLIX CUCTEM B 3aLUULLEHHOM UCMOSTHEHUM,
O6wwme nonoxenuna (c 01.09.2014)
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232550 — Cuctema TenemeauLMHCKaA ANA ANarHOCTUYECKOU
BU3yanu3auuu — KOMNAEeKT n3aenuu anAa aneKTpoOHHOU
nepega4v LM poBbIX PaAUONIOrMYECKMX N300paXKeHUH,
Hanpumep, MarHMTHO-Pe30HAHCHOE N300paXeHue, PEHTreH,
yNbTpa3ByK, 3HAOCKONUA UMK KOMNbIOTEPHasa Tomorpadus, a
TaKxe TenepeHtreHorpachuna. O6bI4HO MHOPMaLMA nepeaaeTcs
No obLenoCTYNHbIM KaHanam, Tefie(POHHbIM JINHUAM UK
MUKPOBOJSIHaM. Cuctema u3Ha4yanbHO OTIIMYAETCSH OT CUCTEMbI
apxuBauuu u nepegauu nsodpaxeHunsa (CAMNMU) obLemom namaTtu
KOMMbIOTEPA U UCNOnb3oBaHUeM no HasHavyeHuto. CAIU - ato
00bLEMHAA cucTema 3anoOMUHAKLMX YCTPOUCTB, KOHTPONUPYEMOTO
XpaHeHusa annoB 1 N3BIeYeHUA TbICAY 0OPa3oB, TOraa Kak
TenepeHTreHorpaduyeckas cuctema uMeeT 00LEM NaMATH,
paccynTaHHbIV Ha MeHee YeM 1000 n3obpaxeHun

CAIN = PACS (Picture Archiving and Communication System)
MpuknagHoe MO cuctemMbl XpaHeHUs ¥ nepeaayn n3obpaxeHuun B
pepmatonoruu (130760), ana BupTyansHoun 6poHxockonum (293280)
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234250 — Cuctema Ana nposeaeHUA Buaeokongepenuun ana
TenemeauuUMHbI — YHUBepcanbHasa CUCTeMa, UCMOoNb3yemas

BHYTPW TeneMeAULMHCKON 30HbI ANA AUCTaHLIMOHHOrO OKa3aHus
NpakTU4ecKou MeaULMHCKON NOMOLLU B peXnMMe peanbHoro
BPEMEHU C UCMOSIb30BaHUEM KOMMbKOTEPHbLIX CETEU U CPeACTB
BMAEOKOH(epeHLICBA3W BHYTPU OONLHULLI, MeXay

GonbHUUAMK, a TaKKe 0N HaYUOHaNbHbLIX U MeXOYHAPOOHbIX
KoHghepeHYuu.

BupeokoHdepeHuma ¢ yyactuem cyonekta (MeapaboTHUKa,

napamepguka, nauMeHTa), HaxogsLerocs BHe MeaAULIMHCKON
opranusaumu (6onbHuubl) 17?2

BknoyaeT Bugeokamepy, ayanoobopynosanme ( MUKPOGOH,
OWHAMUK ), NporpammHoe obecnevyeHune, TeNeKOMMYHUKaLMHHOE
ob6opyaoBaHue, kKomnbiotep 1?
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