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Hacrosmue Meroauueckue peKoMeHAaluy pa3padoTaHbL:

— cneruamuctamu  ®I'BY «BHUMUMT» PocsapaBHaa3opa: 3aMecTHTENIEM
reHepaIbHOr0 AUpeKTopa, A.M.H. TapaceHko O.A., HAYaAIbBHUKOM OT/I€JIa IKCIIEPTU3EI
Hepcecsn T.M., 3aBenyrommum  nabopaTopWeil  HCNBITaHUN  IPOrPamMMHOIO
obecrieuenust MequHCKUX M3nenuii Kytuuessim B.A.

Penienzentsr: reHepanbHbll aupektop PI'BY «HanuoHaneHBIM HMHCTUTYT
kadecTBa» Poc3apasHasopa Meanos U.B.

Mertoauueckue  pEKOMEHAALMM  IpeAHa3’Ha4yeHbl Ul HCIIOJIL30BaHUA
SKCTIEPTHRIMU opraHu3auuamu Poc3zipaBHaazopa, cnienranucrtaMu Poc3apaBHansopa,
st “HGOPMHUPOBaHUS CyOBEKTOB 00pallleH!s] MEIULIMHCKUX HU3IEIIHM.

Her HMKakux OrpaHMYeHUN Ha BOCIPOU3BEACHHUE, PACIPOCTPAHEHHE WIIH
MCIIOJIb30BaHUE ATOTO JOKYMEHTA, OAHAKO €r0 BKIIOYEHHE, YACTHYHO HJIH MOJIHOCTHIO,
B mo0o# Apyroil JOKYMEHT HOJDKHO COIPOBOXIATHCS 00sS3aTENBHOM CCBUIKOW Ha
JIAHHBIA TOKYMEHT.

BKCHepTH bIC OpraHru3aI .

- MemepanbHOE rocylapcTBEHHOE OIOIKeTHoe yupexaeHwe «Bcepoccuickui
HAY4YHO-HCCJIEA0BATEIbCKAN M HCMBITATENbHbII MHCTUTYT MEIULMHCKON TEXHHKH»
MdenepansHOi ciy>K0BI 110 Ha/30py B cdhepe 3npaBooxpanenus (PI'BY «BHUMHUMT»
Poc3apasnanzopa);

- MenepalbHOE TOCY/IaPCTBEHHOE OroKeTHOe ydpexaeHue «HauuoHarsHBIH
MHCTUTYT KaudecTBa» DenepalibHON CIyXObI 10 HaA30py B cepe 3ApaBOOXpAHEHUS
(PI'BY «HamuoHanbpHbIi HHCTHTYT KadecTBa» Poc3npasHanzopa).

Hacrosimpe MeTogudeckue peKOMEHZALMU pa3paboTaHbl B JIOTMOJIHEHHWE K
nedcTByromuM MeToqudecKuM  peKOMEeHJAlUsaM IO  JKCnepTh3e  KadecTsa,
>(pdexTHBHOCTH W 0E30MacHOCTH MEIWIMHCKMX M3JENUA U1 rocyAapCTBEeHHON
peructparuu, yTBepkaeHHBIM ®PI'BY «BHMHUMMT» Pocsapasnanzopa u OI'BY
«HamuonansHBIH MHCTUTYT KadecTBa» Poc3apasHaasopa.



BBenenue

MBTOIIHTICCKHG PEKOMCHIallH pa3p360TaHBI H YTBCPXKIOCHblI IJIA ueneﬁ
peanu3aiiu ClIeayrIiniX 10KYMEHTOB.

e  DepmepanbHbii 3akoH OT 21 HOsIOpst 2011 Ne 323-D3 «O6 ocHOBaX OXpaHbI
310poBBA rpakaad B Poccuiickoi @enepanun»,

e denepaibHbii 3ak0H «O NepcoHaNbHbIX JaHHBIX» OT 27.07.2006 Ne 152-
D3;

e  depnepanbHEI 3aK0H «O0 uHbopManuu, HOOPMALMOHHBIX TEXHOIIOTHAX
0 3amure uapopmauun» ot 27.07.2006 Ne 149-@3;

e ®denepanbHbii  3akoH «O  TEXHHYECKOM  peryjiMpOBaHHUH»  OT
27 nexabpsa 2002 Ne 184-D3;

e Tlocranosnenue IlpaBurenscTBa Poccuiickoit @enepauuu ot 27 nexkadps
2012 Ne 1416 «O6 yrBepxkaeHud I[lpaBun rocysapCTBEHHOM pETrHCTpaLvM
MEUIMHCKHX HU3ISTU»,;

e [locranosuenue IlpaBurenscrea Poccuiickoit ®enepanun ot 01.11.2012
Ne 1119 «O6 yTBepkeHUHM TpeOOBAaHMH K 3alllUTe IIEPCOHANBHBIX NAHHBIX MPH HX
00paboTKe B ”HGOPMALIMOHHBIX CHCTEMaX I€PCOHANIBHBIX JaHHbIX»;

e [locranosnenue IlpasurenscrBa Poceuiickoit @enepaunu ot 12.04.2018
Ne 447 «O6 yreepxkaenund [TpaBun B3auMo1eiCTBH WHBIX HH(POPMAIIMOHHEBIX CHCTEM,
TnpeHa3HaueHHbIX Ajis c6opa, XpaHeHHs, 00paboTKH ¥ NpeJoCTaBIeH s MH(pOpMAIHH,
Kacalomeicsl NesiTelIbHOCTH MEIMIMHCKUX OpraHM3alMil U NPEefoCTaB/ISEMBIX HMH
ycIyT, ¢ MH(GOPMALMOHHBIMA CHCTEMaMH B cdepe 30paBOOXPAHEH NS i MEULHHCKAMHA
OpraHU3aLUsIMU»;

e [Jlocranosnenue IlpaBurensctBa Poccumiickoii ®enepanuu or 6 HrOis
2015 roma Ne 676 «O TpeOoBaHMSX K MOPSAKY CO3/aHMs, Pa3BUTHSA, BBOJA B
SKCIUTyaTallMl0, SKCIUTyaTallMd W BbIBOJA M3 OSKCIUIyaTauldM TOCYapCTBEHHBIX
nHGOPMAIIMOHHBIX CHCTEM M JaNbHEIIero XpaHeHHs colepKalneiics B uX 0Oasax
JNAaHHBIX WHHOPMAIIUA»;

e [Ilpukas MunucrepcTBa 31paBooxpanenns Poccuiickoit ®enepaunu ot 21
nexabps 2012 Ne 1353u «Ilopsimok SKCrepTH3bl KauecTBa, Q(EeKTHBHOCTH H
0e30IaCHOCTH MEIUITMHCKUX U3EIIHI»;

e [lpukas MunuctepctBa 31paBooxpanenus Poccuiickoit Penepauuu orT
06.06.2012 Ne 41 «O6 yTBEpsKAEHNH HOMEHKIIATYPHOI KIIacCH(UKALIMKA MEAUIIUHCKHAX
U3JICITAN»;

e [lpukas MunucrepcTBa 3/paBooxpaHenus Poccuiickon ®enepanuu oT
16.05.2013 Ne 3001 «O6 yTBepkIeHUHA TPeOOBAaHUM K MEJAUIIMHCKUM OpraHU3aLHIM,
IIPOBOMSAIIMM KJIMHHYECKHE HCIBITAHUA MEAMLUMHCKUX W3JeNMd, W Mopaaka
yCTAHOBJIEHHS] COOTBETCTBHS MEUIIMHCKAX OPTraHW3aluii 9THM TPEOOBAHMAM;




e Ilpuxaz MunucTepcTBa 34paBooxpaHeHus Poccuiickoit denepauyu OT
09.01.2014 Ne 28 «O0 yTBepkASHUH MOpsKa MPOBEJIEHUS OLEHKH COOTBETCTBHS
MEIULMHCKUX HW3Ienuid B (pOpMe TEXHUIECKUX HCMBITAHUM, TOKCUKOJIOIMYECKHUX
HUCCIIEOBaHUi, KIMHUYECKHUX HCHBITAHUNW B LENSAX IOCYJapCTBEHHOM pPErucTpalydu
MEIUUMHCKUX U3ACTIUI»;

e [Ipukas MuHnucrepcTBa 3apaBooxpaHenuss Poccuiickoii ®enepauuu OT
21.02.2014 Ne 811 «O6 ytBepxkaeHuu Ilepeuns: usMepeHuit, OTHOCAIUXCA K chepe
rocyJapCTBEHHOTO  peryJupoBaHusi  oOecredyeHUss  €AWHCTBA  W3MEPEHUH,
BBITIOJIHSIEMBIX TIPHU OCYIIECTBICHHH AESTENHHOCTH B 00JACTH 3IpaBOOXpaHEHUs, U
00s3aTEeNBHBIX METPOJOTHYECKUX TpeOOBaHWM K HUM, B TOM YHCIE ITOKa3aTeleH
TOYHOCTH U3MEPEHHI»;

e [Ipukaz MuHucTepcTBa 31paBooxpaHeHus Poccuiickoin @enepainuu oT
15.08.2012 Ne 89u «O6 yrtBepxnenun llopsiika nmpoBeneHUsI UCTIBITAHWH B ILENSX
YTBEPXKICHHUS THUIIA CPEACTB MU3MEpPEHHUM, a TaKkkKe IepedHs MEAULMHCKUX W3JIeIUH,
OTHOCHIIMXCSA K CPeICcTBaM U3MepeHH#l B cdepe rocy1apcTBEHHOIO peryiupoBaHHs
obecrieuyeHHs €IMHCTBA U3MEPEHHUI, B OTHOILIEHUM KOTOPBIX MPOBOSATCS HCIILITAHNUS B
LIeJIIX YTBEPI)KACHHS THIA CPEACTB U3MEPEHUI»;

e [Ipukas MunuctepcTBa 3apaBooxpanenus Poccuiickoit ®enepanyu ot 19
saBapsa 2017 Ne 111 «O6 yTBepIeHUH TpeOOBaHUM K COJAEPKAHUIO TEXHUYECKOU U
IKCIULYaTAIMOHHON JOKYMEHTALMH TPOU3BOAUTENS! (M3COTOBUTENSA) MEIULIMHCKOIO
H3OCITUA».

IIpu moaroroBke HacTOALMX MeTOOWYECKUX PEeKOMEHAALUNA NPUMEHSIINUCH, B
TOM YHCIJIE, TTOJ0KEHUSI HUXKETIEPEUUCIIEHHBIX JIOKYMEHTOB:

PykoBosammii 1okyMeHT (PJl) «ABTOMaTH3UpOBaHHBIE CUCTEMEI. 3alUTa OT
HECAaHKLIUOHUPOBAHHOTO nocTyna K uHpOpMaIUu. Knaccudukanus
aBTOMATU3MPOBAHHBIX CHCTEM U TpeboBaHMS MO 3alUTe HMH(OPMaUUU»,
yTBEPXKACHHBIN pellieHneM mpezacenaress ['ocy1apcTBEHHOM TEXHUYECKOW KOMUCCHHU
npu [Ipesunente Poccuiickoii @enepannu ot 30 mapra 1992 roaa;

Pykosonsmuii jokymenT (P/]) «ABTOMaTH3HpOBaHHbIE CHCTEMBI. 3alluTa OT
HECAaHKIIMOHUPOBAHHOT'O JIOCTyIa K UH(OpMaLHH. Knaccudukanms
ABTOMAaTH3MPOBAHHBIX CHCTeM ¥ TpeOoBaHMS 1O 3aluTe HHGOOPMALMU»,
yTBEPXKIEHHBIH pelieHueM npejceaarend ['ocy1apcTBEHHOM TEXHUYECKOH KOMHCCHU
upu [Ipesunente Poccuiickoii @enepanun ot 30 mapra 1992 roaa;

Pyxopopsmmii nokyment (P/]) «CpencTBa BEIMACINTENbHON TEXHUKH. 3alldTa
OT HECAaHKIIHOHMPOBAHHOTO AocTyrna K uH(popmanuu. IlokasaTenu 3alMIIEHHOCTH OT

HECAaHKIIMOHMPOBAHHOTO [OCTyNa K HHGOpPMalMK», YTBEPKIEHHBIH peLIeHHeM

5



npencenarens [ocynmapcrBeHHoM TexHudeckodt komuccuu 1npd  IIpesnnpente
Poccuiickoii @enepanuu ot 30 mapta 1992 ropa;

PykoBogsmuit  mokyment (PJ) «CpencrtBa BBIYMCIUTENBHOH TEXHHUKH.
MejxceTeBble 3KpaHbl 3alliTa OT HECAHKIMOHUPOBAHHOTO NOCTyNa K MH(OpPMALIMHU.
[Toka3zaTenu 3amMUINEHHOCTH OT HECAHKIIMOHUPOBAHHOIO OOCTYyMNa K MH(poOpMaLuu»,
YTBEPIKICHHBIN pelueHueM rpeacenarens ['ocyjapcTBeHHON TEXHUYECKOH KOMUCCHU
npu [Ipesunente Poccuiickoit @enepauuu ot 25 utong 1997 rona;

PykoBoasinuii nokyMeHT (PJ1) «3amura o1 HecaHKIIMOHUPOBAHHOIO 0CTYyTIa
Kk uHopmaruu Yacts 1. [IporpammHoe obecnieueHue cpeacTB 3allMThl MHPOPMALUU
Knaccudukanms 1o YPOBHIO KOHTPOIIS OTCYTCTBUSA
HEICKJIAPUPOBAHHBIX BO3MOXHOCTEI», YTBEepIXKJIEHHBIN pelleHueM IIpeaceaaTens
["'ocynapctBeHHON TexHU4Yeckor komuccuu npu Ilpesunente Poccuiickon Penepaunu
oT 4 utons 1999 ropga Ne 114,

Pykosomsmmii  mokymeHT (PJ/[) «be3omacHocTe  HMHGOpPMAaIIHOHHBIX
TEXHOJIOrHi. PykoBoacTBO mo (opMHUpOBaHUIO ceMeHCTB mNpoduieid 3amuThl»,
['octexxomuccusi Poceuu, 2003 rog;

I'OCT 19.301-79 «Egunas cuctema nporpammuoi nokymentanmu (ECITH).
[IporpamMma u MeToauKka ucnbITaHui. TpeGoBaHUs K COnEPKaHUIO U OOPMIIEHHIO»

I'OCT P UCO/MDBK 9126-93 «HMudbopmauuonnas texHonorus (UT). Ouenka
MPOrpaMMHOM TMPOAYKIHH. XapakTepUCTUKU KadecTBa M PYKOBOJACTBA MO UX
MPUMEHEHUIO»

['OCT P UCO 9127-94 «Cucremsl o6paboTkn uHpopManuu. JJokymeHTanus
nojib30BaTeNnss U WHGOpMalMs Ha yNaKoBKE IO/ MOTPeOUTENbCKHUX IIPOrPaMMHBIX
[IAKETOB»,

'OCT P UCO/MDBK 12119-2000 «Mudopmanmonnas texnonorus (UT).
[NakeTsl mporpaMM. TpeGoBaHMs K KaueCTBY U TECTUPOBAHHUE;

[[OCT P UCO 14155-2014 «Knunudeckue wucciemoBanusa. Hagnexarmas
KIIMHAYECKasi MPaKTHKa»;

I'OCT ISO 14971-2011 «U3penust menunuHckue. [Ipumenenre MeHeDKMEHTA

PHUCKa K MEIUITUHCKM H3IC/IAAM> |



I'OCT 28195-89 «Omenka kadecTBa IporpaMMHBEIX cpencTtB. OOmue
MOJIOXKEHUS»

I'OCT P 51188-98 «3ammura uadopmauuu. MicnbiTaHus NporpaMMHBIX CPE/ICTB
Ha HaJlU9he KOMIIBIOTEPHBIX BUPYCOB. TUIIOBOE PYKOBOJICTBO»;

['OCT P 55544-2013/IEC/TR 80002-1:2009 «IIporpammHoe obecrieueHue
MenunuHckux wmi3genmui. Yacte 1. PykoBomcrBo mo mpumeHeHuto MCO 14971 k
MPOTPaMMHOMY O0eCTIeYEHHUIO U3IeTU»;

I'OCT P 56430-2015 /GNTF/SG3/N18:2010 «Cucrema MeHeIXMEHTa
kauecTBa. WM3nemuss MeguuMHCKWE. PyKoOBOACTBO 10 KOPPEKTHPYIOIIMM U
IpeayNpeXIaloIiM ASHCTBUSIM W CBA3aHHBIM IIpolleccaM CHCTEMBI MEHEIKMEHTa
KauecTBa»;

'OCT P MBK 62304-2013 «M3pgenus wmepunuackue. IIporpammboe
obecneyeHue. [Iponeccsl JKU3HEHHOTO LIUKIIA»;

IMDRF/SaMD WG/N41 (PF):2017 «IIporpammHoe ofbecredeHne Kak
MeaguiuHckoe uzjenue (SaMD); KnuHaudeckas oLeHKa»;

Uudopmanmonnoe mucemo DepepanbHoli cioyxkO0bl IO Hagsopy B cdepe
3npasooxpanenus (Poczapasramsop) ot 13.02.2020 Ne 0211-297/20 «O nporpaMMHOM
o0ecrie4yeHun»;

HeiicTByrone MeToaudeckue peKOMeHJaluy II0 3KCHEepPTU3e KadecTBa,
>(pdexkTHBHOCTH ¥ 0E30MaCHOCTH MEAWIHHCKMX W3/IeNHd IUls TOCyAapCTBEHHOU
peructpauuu, yteepxaeHHele ®I'BY «BHUMMMT» PocsgpaBHamsopa u PI'BY
«HauuoHanbHBIM HWHCTHTYT KadecTBa» Poc3apaBHan3opa (Janee — OCHOBHBIE

MeToaudecKe peKOMeH 1AM ).



1 OO0nHe NoJIoKEeH s

1.1. Hacrosmme MeTtogudeckue peKOMeHIallMd, KakKk MW  OCHOBHBIE
MeTtoandeckne peKoMeHIalluy, TpeaHa3HauYeHb! A/ MCTIOIB30BAHUS ClIELMaliCTaMK
®OI'BY «BHUWUHUMT» Pocszgpasraazopa u ®IBY «HanuonanbHblii HHCTHTYT
KayecTBa»  Poc3gpaBHag30pa,  OCYIIECTBIBIIOIIMMHM  DKCIEPTH3Y  KayecTBa,
5>pdexTuBHOCTH M 06€30MACHOCTH MPOrpaMMHOrO OOECIEYeHHs], SBISIOLIETOCS
MEIULIMHCKUM M3JETHEM, IPOBOAUMYIO I LieJiell rocy1apCTBEHHON pPErcTpallui B
paMKax HalMOHAIBHOM CHCTEMBI.

1.2. Meronudeckne pekoMeHIaluu pa3paboTaHsl B LENsaX:

° yCTaHOBJIEHHUS €IUHO0OPAa3HBIX MOJXO0JI0B IIPH IPOBEAEHUH SKCIIEPTHU3BI
kadyecTBa, d(PQeKkTHBHOCTH W 0Ee30MacHOCTH MNPOrpaMMHOro  obecmedeHus,
SBJISIIONIEroCs MEAULUHCKUAM H3JIETTUEM;

° yHA(QHUKALMK OLEHKH COOTBETCTBHS IPOTPaMMHOIO oOOecrneveHus,
SIBIISIOLIErOCs MEIULMHCKHM HM3IEINeM, TpeOOBaHWSIM HOPMATUBHEIX JOKYMEHTOB B
YyacTH COCTaBa M COJAEp)KaHHUs JIOKyMEHTallUW, Ipe/ICTAaBJISeMOM Ha SKCIEpTHU3Y B
paMKax perucTpalOHHBIX NPOUENYP.

1.3. Cnucok cokpallleHHu, IpUMeHsieMbIX B MeToau4eCKuX peKOMEeHIALMX:

OBM — 31eKTpOHHO-BBIYHCIUTEIbHAA MallIUHA;

SaaS — auru. Software as a Service — mporpaMMHoe oOecrie4eHHe KaK yciryra st
yaalleHHOro («o01auHoro») UCIoib30BaHus;

Web Opaysep - TpHKIagHOe IporpaMMHoe obecredeHune Ui IPOCMOTpa
CTPaHHI, COJEPKaHUsi BeO-IOKYMEHTOB, KOMIBIOTEPHBIX (aillIoB M MX KaTajloros;
yIpaBJIeHHUs BeO-MPUIOKEHUAMH,

A]Jl — apTepuaiibHOE JaBJI€HUE,

YCC — gacToTa cepliedHbIX COKpPAlLlEHUM,

IIporpammHOe obecriedeHHe — IIPOrpaMMHOE oOOecriedeHue, siBISIOIICEcs

caMoOCTOATEeJIbBHBIM MEIHUITHHCKHUM U3CIIHCM.




2 OKcnepTH3a AJs  ONpelesieHHs BO3MOMKHOCTH (HEBO3MOKHOCTH)
npoBeaeHusi KAHHH4YecKHX HenbiTanui (3tan I) Ilporpammuoro obecneyenust

2.1 IIpuMeHstoTCs BCe MOJIOKEHUS OCHOBHBIX METOIMYECKUX PEKOMEHAaLUi ¢
HEKOTOPBIMHU JIOMIOJIHEHUSIMH H YTOUHEHHSIMU.

2.2 OTHeceHHe 3afIBJIEHHOT0 K PerdcTpauuy nporpaMMHoro obecne4enus
K MeIHIIHHCKHM H3eJTHsAM.

[Ipy oTHeceHWH  3asBIEHHOIO Ui TOCYJAapCTBEHHOW  perucrpaluu
nmporpaMMHoOro obecredeHusl K MEAHLIMHCKUM M3JEIUsAM IIPUMEHSETCs ONpe/ie/ieHne
nyakra 1 craten 38 ®enepanrpHoro 3akona ot 21 HoaOps 2011 r. Ne 323-®3 «O6
OCHOBax OXpaHBl 3I0pOBbs rpaxnaaH B Poccuiickoit PDenepauum» (mamee -
®enepanbrbiii 3akoH ot 21.11.2011 Ne 323-03).

B cay4asx, eclid mporpaMMHoe ofecriedyeHiue HEBO3MOXHO O/THO3HAYHO OTHECTH
K MEIUIMHCKUM H3JIEJIHsIM, OCHOBBIBAsICh Ha ONPEIENICHUM, cojepkamemcst B 4. 1
cT. 38 ®epepansuHoro 3akoHa or 21.11.2011 Ne 323-®3, pekoMeHayeTcs
PYKOBOJICTBOBAThECS WH(OPMAIMOHHBIM IHckMoM Pocsapasmamzopa ot 13.02.2020
Ne 02M-297/20 «O nporpaMMHOM oOecriedeHuu», coiepkaluum nos3umnuo Komuccuu
OI'BY «BHUMHUMT» Poc3apaBHaa3opa no Bblade 3aKIIOYEHHWM Ha 3allpoCHI,
CBS3aHHble C oOOpamieHHeM MEeIWLMHCKUX M3Je/lMid, II0 BOIPOCY OTHECEHHUs
IPOrpaMMHOTO o0eciedeH s K MeAUIMHCKIM U3jienusaM. CornacHo qaHHOMY MUChMY:

1. [TporpamMHoe obecrniedeHne ABISETCS MEIUIIMHCKUM U3/1eJIUeM MPU YCIOBUH
COOTBETCTBHS €0 BCEM CIIEIYIOLIUM KPUTEPHIM:

- npezacTaBisieT coboil mporpammy id OBM wim ee Moy BHE 3aBUCHMOCTH
OT HCHOJb3YyeMOH amnmapartHoi IuardopMel, a TaKKe CrNoco0OB pasMelleHHs
IPOrpaMMHOro obecriedeH s U IPeNOCTaBIeHuUs JIOCTyIIa K HeMy;

- He ABJSIETCS COCTaBHOM YacThIO APYroro MeIUIMHCKOro U3IeIus,

- NpeIHa3HAYEHO POU3BOJUTENEM ISl OKA3aHKs MEIMIIHHCKOW TOMOLLH;

- pe3yiasTaT [EWCTBHS NPOrpaMMHOIO OOECHeYeHHWs 3aKiio4aeTcs B
WHTEpIpPETAlii B aBTOMAaTHUYECKOM PEXUME, B TOM 4YHUCIIe C WCNOJIL30BAHUEM
TEXHOJIOTHII HWCKYCCTBEHHOIO HWHTEIEeKTa, WM 110 3aJaHHBIM MEIULIHMHCKAM

pabOTHUKOM MapaMeTpam, BIUIOIIMM Ha MPUHATHE KIMHHYECKUX PEIICHUH, Habopa
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JAHHBIX, MOJIy4YEHHBIX OT MEIHIMHCKUX H3JIeNIUH, AOMYIIEHHEIX K OOpalIeHUuI0 B
YCTaHOBIIEHHOM TOPSAKE WA BBEICHHBIX METUIIMHCKUMH PaOOTHUKAMH B LEJIX
OKa3aHMsl MEJUIIMHCKOM TTOMOIIIHA.

2. Tlpumepbl MeTOJOB M TEXHOJOTHHA, IIPUMEHAEMBIX B (QYHKUHIX
MpOrpaMMHOT0 o0ecredeHns, KOTOPEIE He SBISIIOTCS HHTEpIpeTalueld TaHHbIX:

- oTOOpa)keHUue JaHHBIX, MOJYYEHHBIX OT MEAULIMHCKOIO U3JIeNIHs, B TOM YUCIIe
B 3aJaHHOM (hopmare;

- pacyeT 1o 3aAaHHBIM (opMyTiaMm;

- IepeBOJl MEXTy €IMHUIIAMU U3MEPEHUs;

- IOCTPOEHHE CTATHCTHYECKUX OTYETOB U rpa)uKoB;

- pacTpOBBIH UITW BEKTOPHEIN pelaKTop U300paXKeHHUIH;

- CUrHaJv3alys OTKJIOHEHWW B JAHHBIX TPU HAIWAYUUA BO3MOKHOCTHU
0TOOpaXeHUsI UCXOAHBIX JaHHBIX M MPH YCIIOBUY 3aJaHUs N1apamMeTpoOB CUTHAIU3aluU
OTKJIOHEHMH MoJIb30BaTelIeM;

- (YHKLMH CO3aHUS SKpPaHHBIX (GopM, OM3HEC-ITPOLeCCOB, OTYETHOCTH B UHBIX
npe/iCTaBICHI, KOTOpPBIE MCIOB3YIOTCS [Jii aBTOMaTU3aldu OU3Hec- MpOoLIeCCOB
MEJUIIMHCKON OpraHU3alliy B MPOIIeCce IKCIUTyaTalluy POrpaMMHOIo odecrieueHus.

3. HexoTopsie mpuMephl NporpaMMHOro obecrnedenus (B TOM YHUCIE IIPUMEPHI
GYHKIMA, WCTOYHHKOB Habopa NaHHBIX, NpeJHa3HAYeHWid, riardopM, crocoboB
NIpeCTaBIeHUs JOCTya U T./1.), KOTOPOE OTHOCUTCS K MEJIULIMHCKUM U3/IETUSIM:

1) TlporpamMmmuoe obecredyeHue s IPOCMOTpa BpadoM HHIMBUIYalbHOM
aHaToMu4eckoi 3D-Moienu Ha OCHOBE U300paKeHU KOMITBIOTEPHON TOMOTrpaduu:

a) byHKIUS UHTEPNPETALUU - BEMUCICHHE JUCTAHLIMU MEXIY JBYMsl TOYKAMH
aHaToMuyeckon 3D-monenu;

6) ucTouHHK Habopa JAaHHEIX - KOMIIBIOTEPHBIN TOMOrpag;

B) TIpe/lHA3HAYEHUE - MCIOJIb30BaHUE BpauyaMHU-pPEHTIE€HOJI0IaMU, B TOM YHCIIE
NPy OKa3aHUHU 3KCTPEHHOHN MOMOILH;

r) anmaparHas MiaTgopMa — MOOWIBHBIE YCTPONCTBa (HampuMep, cMapThoH
WY IUTAHIIET);

1) croco® npeaocTaBieHns AOCTYIA - MarasiH NPUI0XKEeHHH.
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2) Ilporpammuoe obecrneueHye NoAAEP)KKH IPUHATHUSI BpadeOHbBIX pelleHu Tpu
HUHCYJIbTE:

a) GyHKIUsS UHTEpHpeTanuu - auddepeHnnanus MexXay HIIEMHUYECKUM U
reMopparu4eckKiuM WHCYIHTOM Ha OCHOBE IMATHOCTUYECKUX U300paKEeHHIH;

06) vucToyHUK Habopa JAaHHBIX - KOMMBIOTEPHBIM WM MarHATHO-PE30HAHCHBIN
ToMorpad;

B) IpenHa3HAY€HWE -  HCHONB30BaHHWE  BpadaMHU-peaHHMAaTOJIOraMu,
HEeWpOXUPYpPraMu U HEBPOJIOraMu B HeHpopeaHUMALUAX U COCYIUCTBIX LIEHTPaX, B TOM
4yclie IPU OKa3aHUHM 3KCTPEHHON NMOMOLIH;

r) annapaTtHas miatdopma - nrobdas ¢ noaaepxkoit Web Opaysepa;

o) crmoco0 TpemocTaBleHUs JOCTyna - HMHTEpPHET caWT mno SaaS mojenu
JILIEH3UPOBAHUSI.

3) IlporpammHoe oOecnedeHue [ IIOMOIIM Bpady B JIMArHOCTHKE
3JI0KaY€CTBEHHBIX HOBOOOpPa30BaHMIL:

a) QyHKLMS WHTEPIIPETAlliH - IIOCTPOCHHME KapThl MATOJIOMMYECKHUX U3MEHEHN I
MOBEPXHOCTH KOXKH, BEIYUCIEHUH MX (hpaKTaibHON pasMEPHOCTH JIJIsl OUEHKU CTETICHH
BEPOATHOCTH MX 3JI0Ka4ECTBEHHOCTH;

©) ucTOYHMK Habopa HOaHHBIX - MEIUIUHCKHE pabOTHUKU IIOCPEICTBOM
doTorpadupoBaHus BCTPOSHHOMH KaMepoi cMapT(oHa,;

B) TNpeJHa3sHAaYeHHE - WCIOJIB30BaHWE BpavyaMM-JI€PMATOBEHEPOJIOraMH Ha
NepBUYHOM MPHEME;

r) anmaparHas Iar¢popMa — MOOUIBHBIE YCTpOiicTBa (HampuMep, cMapThoH
WIIH TUIaHIIET);

1) cnocod mpeaocTaBieHus JOCTyna - CalT pa3padoTUHKa.

4) Tlporpammuoe ofecrnieyeHue Ui [OMOIIM Bpadyy B JIMATHOCTHKE
TyOepKyJIe3HOTO UM BUPYCHOIO MEHMHIHUTA Y JI€TEH:

a) hYHKISI HHTEPIPETAIHY - aHAIN3 JaHHBIX CIEKTPOCKONHMH CIMHHOMO3TOBON
YKHIKOCTH C LIEJIBIO IMArHOCTHKHU TyOEepKYJIE3HOTO UIIH BUPYCHOIO MEHMHIUTA y JIETEH;

0) HCTOYHHK HabOpa JaHHbIX - CIIeKTporpad;

B) OpeAHa3sHAa4YCHUAE - UCITIOJIB30BaAHHEC MEIUITMHCKHUM paﬁ()THPIKOM;
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r) annapatHas miargopMma - IepcoOHaIbHBIN KOMIIBIOTED;

1) CrIoco0 ImpeIoCTaBIeHHS 1OCTyNa - MPUOOpEeTEeHHE JTULEH3UHU U IIEKTPOHHOTO
HOCHTEJISL.

5) IIporpamMmmHoe obecreyeHue MONAePIKKHA IPUHIATHS BpaueOHbIX pellueHui 110
PHUCKY pa3BUTHS KOJIOPEKTAJILHOIO paKa:

a) QyHKIMS WHTEpNpeTaluy - OEHKAa PUCKA Pa3BHTHs KOJOPEKTAIbHOIO paka
Ha OCHOBE HMEIOLIMXCs JaHHBIX O MAWEHTe W3 TPYIIbl BbICOKOIO PHCKA IIpU
pa3paboTKe ero MHAWBUIYAIBHOIO IUIaHA MPOMUIAKTHIECKUX MEPONPHSATHIA;

0) ucTOYHKWK Habopa NaHHBIX - MEOUIUHCKHE PaOOTHUKU M JUAlHOCTHYECKOE
obopyaoBaHue;

B) MpeaHa3HAYeHHe - UCII0NIb30BaHKE Bpa4aMHy pa3IMYHbIX CMELUAITLHOCTER HA
MEPBUYHOM HJIM IOBTOPHOM IIpUEME;

I) anmapaTtHas riar@opmMa - IepCoOHaIbHBIA KOMIIBIOTED;,

1) crioco0 MmpeaocTaBleHus JOCTyIIa - IPHOOpEeTeHHE TUIIEH3UH B JIIEKTPOHHOTO
HOCHTEIS.

6) ITporpamMmvHOe obecnieyeHre il IOMOLIM Bpady B TUATHOCTUKE apUTMUHU:

a) (yHKUWMS HWHTEpNpeTalyM - aHalu3 JaHHBIX O CEPACYHOM pPUTME IS
JIUarHOCTUKHU apUTMUH,

6) HMcTOUHMK Habopa MHaHHBIX — IIYJIBCOKCUMETPEI C HHTepdeicom
OecrnpoBOHOM NEepeayy JaHHEIX,

B) IpeHa3HA4YEHUE - MCIOJb30BaHue BpayaMH JF000H CIELMANbHOCTH, B TOM
YHCIIe IPH OKa3aHWH 3KCTPEHHON MOMOIIIH;

r) annapatHas margopma - MOOHIIbHbIE YCTPOKUCTBA (HAlpUMED, CMapThOH UITH
[IJIQHIIET);

1) cIoco0 mpeaocTaBiIeHUs JOCTYIIA - MarasuH INPHIIOKEHU .

7) IlporpaMMmHOe obecrieueHHe [1jisi IIOMOIIK Bpady B MJIaHAPOBAaHUW TEXHHKH
NIPOBEICHUS XUPYPIHIECKUX OTIepaLIHii:

a) GyHKIMS MHTEpHpeTaly - IOCTPOSHUE U BH3yanu3allus MHAMBUIYalIbHOH
aHaToMuUecKoil 3D-Mozielln Ha OCHOBE W300paKeHH KOMIBIOTEPHOM TOMOrpaduw,

MCIIONB3yeMOii [UISl OIpeielieHUsi MEeCT pa3MellleHHs KaTeTepOB Ha BHYTPEHHEH 4acTH
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OpOHXMANIBHOTO JlepeBa U B JIETOYHON TKaHU WM UL pa3MELIEHU MapKEpOB B MATKOM
JIETOYHOM TKAHH,

0) HICTOYHMK Habopa AaHHBIX - KOMIIBIOTEPHBII TOMOTpad;

B) MNpeaHa3HauYeHWe - MCIIONb30BaHUE BpadaMHU-XHpypramu (TOpakalibHas
XAPYPrusl, paAuOXUpyprus);

T) amnmapaTHas miat@opma - NepCcoHabHBINA KOMIIBIOTED;

1) cnoco® MpeocTaBlIeHUs JOCTyNa - MPHOOpeTeHHe MpaBa UCMOJb30BaHUS
MPOrpaMMEl B T€UYEHHE OJHOIO rofila ¢ BO3MOXHOCTbIO CKa4MBaHUA NUCTPUOYTHBA C
caiiTa pazpaboT4yuKa.

8) IlporpamMMHOe o0ecredeHue [UIsi IIOMOLIM Bpayy B  BLIINOJTHEHUH
MOpP(OMETPHAUESCKUX U3MEPEHUI:

a) GyHKIHS WHTEPHpPeTALMN - pacro3HaBaHue U300paxxeHUuH U MophomeTpus
[IUTOJIOTHIECKUX U TMCTOJIOTMYECKHUX IIPENapaToB,;

0) HCTOYHHUK HAOOpa JaHHBIX - U(POBEIE MUKPOCKOTIBI;

B) IIpeIHa3HAYEHHKEe - UCTIONBE30BaHUE MEAULIMHCKUM pabOTHHKOM,

I) anmapaTtHas niatdopmMa - IepcoOHaIbHBIA KOMIBIOTEP;

1) crmoco0 IpemocTaBIeHUsl J0CTyNa - MpUOOpeTeHue IpaBa MCIOIb30BaAHUS
IIpOrpamMMbl Ha HEOTPAaHHYEHHBIN CPOK ¢ BO3MOXKHOCTBIO CKaYUBaHUsA JUCTPUOYTHBA C
caiita pazpaboTUHKa.

9) TlporpamMHOe oOecrmedeHUE AMCTAHUMOHHOIO MOHMTOPHHIA COCTOSHUSA
3[I0pOBbS MOXUIBIX ITAIIUEHTOB ¢ KOMOPOUAHBIMHE XPOHMYECKUMHU 3a00JI€BAHUAMMU:

a) QYHKIHS HHTEPIIPETAIMU - aBTOMAaTHY€CKOe BBLIIBICHHE MAaTOJOTHMYECKHX
n3menenui AJl u UCC, mpu3HaKoB HapyIIEHUs] pUTMa C [IOCIEIYIOIUM OIIOBELIICHUEM
JIAI, OCYIIECTBISIONMMX HAONroAeHue H(MIIH) YXO 33 MalMeHTOM, [0 COOpaHHBIM H
MOJIy4EHHBIM Ha [IEHTPaIbHbIi cepBep IaHHBIM B aBTOMaTUYECKOM PEXUME,;

6) MCTOYHMK HaAOOpa OaHHBIX - TOHOMETPHI ¢ MHTepdeiicoM OecrnpoBOIHON
nepenavyu JaHHBIX;

B) NIpeiHa3Ha4YeHHe - UCII0JIb30BaHNe MEIUIUHCKUM PabOTHHKOM;

I') anmaparHas miaTgopMa - MEPCOHaIbHbIA KOMITBIOTEP;
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1) crnoco0 MpemocTaBleHUsl JOCTyIa - MpPUOOpeTeHHe MMpaBa UCIOJIb30BaHUs
IporpaMMbl Ha HEOTPAaHUYEHHBINH CPOK C BO3MOKHOCTBIO CKauUBaHUsl JUCTPpUOyTHBA C
caiita pazpaboTunka.

10) IlporpamMmmuoe obecriedeHue a1 pa3pabOTKH HHAUBUAIYAIBHON IPOTPaMMBI
peabuiuTaunm:

a) (yHKIMS UHTepIpeTaluyd - TNPOTHO3UPOBAaHWE M OLCHKAa CTeleHU
3aIJIaHUPOBAHHOIO pe3ylibTaTa Ha OCHOBE UMEIOIINXCS JAaHHBIX O MTalieHTe;

6) McTouHHMK Habopa AaHHBIX - MEAUIMHCKUE PaOOTHUKUA U JUATHOCTHYECKOE
o0opynoBaHue;

B) IpelHa3HauYeHHE - UCTIOIB3YETCs BpauyaMu-peabuIuToNoramu;

r) annaparHas niaatdopma - nepCcoHaNbHBIA KOMIBIOTED;

J) crioco6 npeaocTaBleHus 10CTya - MpruoOpeTeHne JTUIeH3UH U ANIEKTPOHHOTO
HOCHUTENS y pa3paboTyukKa.

11) IlporpamMHoe obecneuyeHue, MpUMEHSIEMOE MO Ha3HAYEHWIO Bpada, s
pacyeTra MalMeHTOM, CTPaJaloLIMM AUa0eTOM C BBICOKMM PHCKOM THIOTTIHKEMHUH,
0OJIIOCHOM 103b1 HHCYIIMHA Ha OCHOBE JaHHBIX O NOTPeOIeHUH YTIEBOIOB, 0JKH/IaEMOit
(U3U4YECKO aKTUBHOCTU U YPOBHE TJIFOKO3BI B KPOBH TIEpPE]T €I[0MH:

a) QyHKIMS UHTEpNpEeTaLUy - NOAOOP 036l NPAHTHATIBHOTO WHCYJINHA;

0) ucTouyHuK Habopa JaHHBIX - IAIIMEHT U THArHOCTUYECKOe 000py/10BaHHKE;

B) MpenHa3HAa4YeHUEe - MCIOJIH30BaHUE MAIMEHTOM I[10 HA3HAYEHUIO Jedallero
Bpaua;

r) anmnaparHas miatdopma - 1odast ¢ mogaepxkoir Web Opaysepa;

o) cmoco0 IpefocTaBIeHMsI JOCTyNa - HMHTEpPHET cadT mo SaaS wmopenu
JUNEH3UPOBAHUSL.

12) IlporpammHoe obecrieueHue pagdOIOTHIECKON CHCTEMBI apXWBAlMU W
nepenadyd  U300paKeHWHM JUIS  TIONy4YeHWs, XpaHeHus, Mepenadyd, o0paboTKu
(M3MeHeHUs KadecTBa U300pakeHus, CKATUS) U MPOCMOTpa U300paKeHH BpauoM:

a) GyHKUUA UHTEPNpPETALUU - ONpeaeieHne MOphoOMeTpUIECKUX TTOKa3arenen

U300paKeHus;
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0) ucToYyHMK HaOoOpa MAHHBIX - Pa3IMYHBIE BHUABI O0OPYHOBaHWS JTy4eBOMH
AUArHOCTHKH;

B) IpeaHa3HauYeHWE - MCIIONb30BaHME BpadaMu i OKazaHUs MeIULIMHCKOU
MTOMOIIIH;

r) annapaTtHas miatgopma - NepCcoOHANbBHEIN KOMITBIOTED;

1) cioco0 MpegoCcTaBlIeHus JOCTYIIA - IPUOOpeTeHne JULEH3UU U JIEKTPOHHOIO
HOcHTeNs y pazpaboTyuka.

4. Tlpumepsl mporpaMMHOro obecnedeHusi, KOTOpoe He OTHOCHTCS K
MEIULMHCKUM U3JeTUsIM:

1) IlporpammHoe obecredeHue, TMpeaHa3sHAYeHHOE [UIsI aBTOMAaTH3alliu
aAMUHUCTPATUBHO-XO3SMCTBEHHOH IeSTeNbHOCTU MEAULIMHCKON OpraHr3alliu.

2) [IlporpamMHOe oOecrmiedeHHe, BKJIIOYas MOOWIIbHBIE  TPHIIOKEHHS,
npeaHa3sHa4eHHOE IIPOU3BOAUTEINIEM JIIA iefieil COACMCTBHS 30pOBOMY 00pa3y KH3HU
U i (QOpPMHpOBaHUS y JIOJeH OTBETCTBEHHOI'O OTHOLICHHWS K COXPaHEHWIO W
YKPEIUIEHHIO  3[0pPOBbs, MOAAEpP)KaHWIO AaKTHUBHOTO  JONrOJIETHs, KOTOpoe
U3MepsIeT/pacCUMThIBAET KOJIMYECTBO IIaroB, CKOPOCTb X0abObl/Oera, myJkc,
KOJIMYECTBO IIOTPAYEHHbIX W/UIM MOTPeOICHHBIX KaTOPHU/KUIKOCTH, BEC, WHIEKC
Macchl TeNa U T.II.

3) Menuuunckue UHGOPMALHMOHHBIE CHCTEMbl MEIUIIMHCKON OpraHu3alliu,
nabopaTopHble HHPOPMAITMOHHBIE CUCTEMB], TPOrpaMMHOe oOecrieueHue /1715l BeIeHUs
3JIEKTPOHHBIX MEJMLIMHCKHX KapT, CHUCTeMbl apXWBHPOBaHMSI U Tepenadu
U300paXKeHU#l, ecld Takoe IporpaMMHOe oOecredyeHue He COAEePXKUT (YHKIUA
HWHTEpIIpeTaui JaHHBIX.

4) IIporpamMmmHoe obecriedeHre, BKIIOYasi ero 0OHOBIeHWE, IPUMeHsieMoe st
yIpaBIeHUs MEIMLIMHCKUM W3JIeJIMeM U KOHTPOJIS 3a ero paboTocrocOOHOCThIO.

5) IlporpammHOe obecniedeHne, KOTOpOe UCTONb3yeT AaHHbIE, MOy4eHHbIE OT
OJHOIO UM HECKOJIBKUX MEAMLIMHCKUX U3AETUi, HO He MpegHa3HaYeHO s OKa3aHUsI
MeauuMHCKoN nomoumu. Hanpumep, nporpammuoe obecriedueHne, KOTopoe MubpyeT
u(nm) oObenuHsSeT NaHHbIe (B TOM YMCIe W JaHHbIE NMAIlUEHTOB), MONYyYEHHbIE OT

OJTHOT'O WJTH HECKOJIBKUX MEJIULIMHCKUX U3JIeNIUH, U1 UX JAIbHEHIIEH Nepenadu.
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6) IlporpamMmmHOe obecneueHue aJis oOMeHa TEKCTOBBIMH H(MIIH) TOJIOCOBBIMH
COOOILEHUSIMHU, 3JIEKTPOHHBIMU AOKyMEHTaMH, (ororpaduueckuMu U300paKeHUsIMH,
BUIIEO-, aAyOUO- 3aNUCSIMU/TIOTOKAMU W WHBIMH JaHHBIMU MEXIY MEeIULIMHCKUM
pabOTHUKOM U TAIlMEHTOM, UX PETUCTPAlMM, XpaHEeHUs U TMpPelOCTaBIEHUS K HUM
JOCTyNa IpU OKa3aHMHM MEIWLUHCKONM IOMOIIHA, B TOM HYHCIE C IIpUMEHEHHEM
TeleMeIMIUHCKIX TeXHOJIOTHI, U JJIs 3allMCH Ha IIpUeM.

7) TlporpammMHOe obecriedeHure nsl ydeTa, TMIIAHUPOBAHUS U KOHTPOJA 3a
BBINOJITHEHUEM MEPOTIPUATUM periaMeHTHOro TeXHMYEeCKOro oOCIyXuBaHUS W
IJIAHOBOI'O PEMOHTA MEAULIMHCKUX U3ETIHMN.

8) IIporpammHoe obecrnieueHue A1 HEONPAaHHUYEHHOTO Kpyra rnoJjib3oBareliel B
o0pa3oBaTeNbHBIX, HAYYHO-TIOMYJISIPHBIX, CIIPAaBOYHO-UH(GOPMAIIMOHHBIX LEISIX, B TOM

YHCIIC A1 BBIGOpa MENHITHHCKOT'O CIICHHAJIHCTA.

2.3 Haszna4yenme Ilporpammuoro obecneqenus.

IlpoBepsiercss HasHauenue [IporpammHoro obecnedeHusl, YyKa3aHHOE B
3asBIICHHM, a TAKXK€ ero COOTBETCTBUE JAHHBIM TEXHWYECKOW M DKCILTyaTalMOHHOM
JOKYMEHTAIIUH.

Kputepun HeCOOTBETCTBHS OMNPEAEISIOTCS IO OCHOBHBIM Meroaudeckum
peKOMEHIaUMsAM C YIE€TOM CJIEIyIOLIEro:

- He KOHKPETH3MPOBaHO HazHaueHue [ IporpammHuoro obecrieyenusi, B TOM 4UCIIe
B YaCTH OTCYTCTBUS uH(popmauuu o npumeHeHuu I[Iporpammuoro obecneueHus B
MEIUIIUHCKUX IMeNsSX HIM O €ero MnpeiHa3Ha4YeHWW i1 OKa3aHus MeIULMHCKOM
IIOMOLLIM, CBEIECHMH 0 (QYHKLMHU MHTeprpeTauun Habopa JaHHBIX U BO3MOXXHOCTH €€

BIIMSTHHAA Ha pa3jiIM4HbIE MEJUITHHCKHC HPOHGCCBT”.
DTIpumeuanue:

Hanpumep, ykazano «lIporpammuoe obecriedeHue mpeaHasHadeHo Ui cOOpa, XpaHeHHs,
ApXWBHPOBaHUs W Tepeladd JaHHBbIX», a NOIDKHO OBITE ykazaHo «l[Iporpammuoe obecrneuenue
npeaHasHavyeHo A cOopa, XpaHeHMs, apXHBallUA W TIEpeNad, aBTOMATHYECKOrO pacrio3HaBaHUs
PEHTTEHOBCKUX H YIBTPA3BYKOBLIX M300pakKeHHH W BBIABICHHs NATAJIOTHYECKUX H3MEHECHUH B
JETKUX».
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2.4 Bun (mmm Buawl) IlporpammsHoro obecnedyeHHss B COOTBETCTBHH ¢€
aericTByroueii HoMeHK/IaTypHOH KiaaccHpuKanuen.

[TpoBepsiercs Bua IIporpammHoro obecniedeHus, yKasaHHbIH B 3asBIEHUH O
roCyJapCTBEHHOM pPErHWCTpalluyd, U B cllydae eclIU BBIIBISETCS HECOOTBETCTBHE,
KCIIEPT YCTaHABIMBAaeT Jpyrod BUI (MWJIM BHUABI) MEIUIMHCKOIO W3JE/IHs B
COOTBETCTBUH C JAEHCTBYIOIIEH HOMEHKIATYPHOM Kiaccudukauueit (c o06s13aTenbHEIM
obocHoBaHueM). [IpuMeHSIOTCS KpPUTEpPUM OTHECEHMA K BHUAAM B COOTBETCTBHH C

OCHOBHBIMH MGTOL[PIT-IGCKHMH PEKOMEHOAILIUAMM.

2.5 Knace IIporpammHoro obecrneyenusi B COOTBETCTBHH ¢ JeficTBYOMeH
HomeHk1aTypHOH KiIaccHpuKanHel.

IIpoBepsieTcsi ykasaHHbINA B 3asiBIIGHMM KJIacC B 3aBUCHMOCTH MOTEHLIMAILHOTO
pHUCKa TIPUMEHEHHMS MEAMIIMHCKOTrO W3/eiusi B COOTBETCTBHH C JEHCTBYIOLIUMH
MpaBUJIaMU KJIaCCH(UKALIUH.

B crmydae ecnu BBISIBIISIETCS HECOOTBETCTBUE, SKCIEpPT yCTaHABIMBaeT APYIou
KJlacC B 3aBHCHUMOCTH IIOTEHLHANIBHOTO pucka mnpumeHeHus IIporpammuHoro
ofecrnieueHHs] B COOTBETCTBUH C ACHCTBYIOLIEH HOMEHKIATYpHOH Kiaccupukanuei (c
o0s3aTenbHEIM 000cHOBaHUEM). [Ipu 3TOM 00513aTENBHO YUUTHIBAETCS CAEAYIOLLEE.

B cootBercTBUM ¢ HoMeHKkIaTypHOU Knaccupukanueid MEAMLUHCKUX U3eIIAR
Mo KjaccaM B 3aBUCUMOCTM OT MOTEHLMANbHOIO pHCKAa HX IIPUMEHEHMS,
yTBepXAeHHo| mprKkazoMm Munszapasa Poccuu ot 06.06.2012 Ne 4u (myuxter 7 1 12)
YCTaHOBJIEHO, UTO:

- s CIeNWalbHOrO0  MporpaMMHoro  ofecredyeHwus,  SBISIOLIETOCSH
CaMOCTOATENBHBIM MPOAYKTOM H HCHOJIB3YEMOIro C MEIUIHHCKUM U3JlellieM,
yCTaHABJIIMBAIOT TOT )K€ KJIacc, YTO M NI CAaMOT0 MEJULIMHCKOIO H3/IETIHs;

B cootserctBuu ¢ I'OCT P MDK 62304-2013 IlporpamMHOe obecrieveHue
JIOMKHO KJTAaCCH(HUIIMPOBATHCS CIIETYIOIUM 00pa3zoM:

a) kaxnoi [IporpaMMHONH CHUCTEME H3rOTOBHTENL JOJDKEH MPUCBOUTE KiIacc

6e3onacHoctd (A, B wmm C) coryiiacHO BO3MOXHBIM BO3JEHCTBUAM Ha IAlMEHTa,
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[I0JIb30BATEIIS] MW MHBIX JIMLI, UCXO/Isl U3 OITACHOCTH, BOZHMKHOBEHHUIO KOTOPOI MOYKET
crioco0CcTBOBATH CUCTEMA IPOrPaMMHOI0 oOecIiedeHusl.

Kiaccel 6e30macHOCTH MpOrpaMMHOro obecreveHnst JOJDKHbI ObITh pa3ieieHbl
I10 CTEIIEHU TSXECTU CIEIYIOLIAM 00pa3oM:

- KJ1acc A: HeBO3MOXXHBI HUKaKH€ TPAaBMBI WM yIIepO 37J0POBLIO;

- Kiacc B: BO3MOXXHBI He3HaUUTEIEHBIE TPaBMBI,

- Kimace C: BO3SMOXHB] CEPbe3HbIE TPAaBMbI WJTH CMEPTb.

Ecii omacHOCTE MOXET NMPOMCXOAHTH M3-3a OTKasza B paGote IIporpammHoii
CHCTEMBI, TO BEPOSATHOCTE TAKOTO OTKA3a JOJDKHA ObITh MPUHSTA KaK CTOIPOLIEHTHAS.

3.30 CUCTEMA (SYSTEM): coBOKyIHast KOMIO3HUIIMS, COCTOSIILAS W3 OIHOIO
1M 6ojiee OpoOLIECCOoB, aNlapaTHLIX cpeacTs, [IporpaMmMmHOro obecrnedeHus, Toei u
CPeACTB, KOTOpas OOeCHeYMBAeT CHOCOOHOCTH YOOBJIETBOPHTH  3asBICHHYIO

NOTPeOHOCTE UITH LIENb.

2.6 Kon OKITJA2 no O6mepoccuiickomy KaaccH(puKaTOpy NPOAYKIHH MO
BHJaM 3KoHOMHYecKoi# aeaTenbHocTH OK 034-2014 (KITEC 2008) ¢ n3meHennem
25/2017 OKIIA2.

B ciy4ae eciiu BBISIBIIAETCS HECOOTBETCTBHE, HKCIEPT PEKOMEHIYET APYTOil KO
OKIII2 TlporpamMmHoro ofecredeHuss B COOTBETCTBHH C  JeHCTBYIOLIUM

KIaccu(UKAaTOpoM (¢ 00s13aTelibHBIM 000CHOBaHHEM ).

2.7 Onenka cBeeHHH 0 HOPMATHBHOM JOKYMEHTALMH.

Ilpu ouenke gokymeHTa «CBelleHHS O HOPMATHUBHOM JOKYMEHTAILIUH»
IIPUMEHSIOTCS] BCE IIOJIOXKEHUS OCHOBHBIX MeETOOUWYEeCKUX PEeKOMEHAAIWH C y4eToM
NepevHsi PeKOMEHAYEMBIX CTaHJIapTOB IS MPOBEIECHHS TEXHUYECKUX HCIIBITAHUU.
Ilepevens cTanIapToB, PEKOMEHJYEMBIX ISl ITOATBEP)KAEHUS COOTBETCTBUS TMpH
IIPOBEICHUU TEXHMYECKHX HCIBITAHUA B AaKKpPeJUTOBAHHOH HCHBITATEILHOMN
OpraHM3alli, TMpUBeJeH B pasneine DBeemeHwe HacTosAIMX MeTOoIUYECKUX

PEKOMEHIAIINA.
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2.8 Ouenka TexHnveckoii fokymenTanuu Ha IIporpammHuoe oGecnieuenue.

ITpumeHstOTCs MONIOXKEHUsI OCHOBHEIX MeTOoANYeCKUX peKOMEH IAINI ¢ YIEeTOM
npuMeHeHust Tpebosanuit k [lporpammHOMy ofOecriedyeHHio, B TOM YHCIIE
yCTaHOBIEHHBIX NpukazoM Munsgpasa Poccun ot 19 suBapst 2017 Ne 11H, a umeHHoO:

4. TexHuueckass JOKyMEHTallMs TMPOM3BOAMTENSA  (HM3rOTOBUTENS) Ha
MEAUIMHCKOe M3Jenue (hanee - TeXHHYecKas TOKYMEHTalus), MpeacTasisieMas
NPOU3BOAUTENEM (M3rOTOBUTENEM) MEIUITMHCKOTO M3JENHS WM YIOJHOMOYEHHBIM
IIpeICTaBUTENIEM NIPOU3BOAUTENS (M3rOTOBUTENS) MEAULIMHCKOTO M3MIeNUs B COCTaBe
PETHUCTPALMOHHOIO AOChE HA MEAMLUMHCKOE U3IEIIHNE, NOIKHA COJIepKaTh:

18) undpopMaumio o mporecce IpPOeKTHPOBaHHS, pa3spabOTKH W BaHIALUH
IIPOrpaMMHOI0 oOecredueHus], UCIONb3yeMOr0 B TOTOBOM MENUIIMHCKOM H3IeIud (B
cioy4yae HauW4dudsg B MEIMIMHCKOM HU3JelMM [pPOrpaMMHOTO olecriedeHms,
ofecrneunBaroOero ero MNpaBUIIBHYIO OJKCIUIyaTallu W (Uid) NpUMEHEHHWE 10
Ha3Ha4YeHHUIO),

Ilpu mnposepke, NpPeACTABIEHHOM B paMKaX TEXHHYECKOW JIOKYMEHTAllUM
UHQOpMAallMM O TIpoleccaX MPOSKTHpOBaHWS U paspaborku IIporpammuOro

ofOecrneueHus1, clenyeT y4MUThIBaTh pekomeHzauuu u TpeGoBanus 'OCT P MDK

62304-2013:

Norpelnoctv
; Jarazama
. YEORSETRODE

5% {mssoian MEHELDKMERT PUCKA) I

T MEHEDCMEHT PHCKA a o

00 OBECHEMENUA |

5.1 52 53 54 55 1] ¥
i A i i B Ve w Iposeces | Tporsamvan wier- Hmenm 58 -
EnatOTRe TEREC R AFX] Vithl HER PAIDEBOTKS PO PARARRIX BRI CC TERE Bamyon
N ® NG o 1] WW TTHRLOHM HHTATDS M no
l 8 POLECE 3 xoepurypaLsm TPOr PAMMHOTD OBECTIEUEHMS I

G MNporpamusasii TPOUECC pewermn npolinew NPOMPAMMHOND OECTIESEHMA I

Kpatkuii 0630p nporeccoB pazpaboTku
porpaMMHOro obecriedeHus: U paboT
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[IpoBepsieTrcss Hanuuume ©  colepkaHue (aiina MeHeIHKMEHTa pHCKa
[Iporpammuoro obecnieduenusi. B coorBercTBuu ¢ ['OCT P MOK 62304-2013:

3.14 TpoIecc (process): COBOKYITHOCTh B3aMMOCBSI3aHHBIX u
B3aMMOJIEHCTBYIOIIUX BUJIOB J€ATEIILHOCTH, Mpeodpa3yiolas BX0/ibl B BEIXOIbI.

3.20 ¢aiin meHemxmeHTa pucka (risk management file): coBokynHocTh 3anucei
U IPYTUX JOKYMEHTOB, CO3JaBaeMbIX B IIpPOliecce MEHEe DKMEHTA PUCKa.

Kputepun HecOOTBETCTBUSI - IO OCHOBHBIM MeTOAMUYECKUM pEeKOMEHIALUsIM
(BCE MO NPMMEHUMOCTH K KOHKpeTHOMY [Iporpammuomy obGecnevueHHnIo), C y9eToM
CJIEAYIOLIUX OCOOEHHOCTEMH:

a) OTCYTCTBYIOT CBEACHUS, pPErIaMEHTHPYIONIHE KOHCTPYKIIMIO MeAUIMHCKOTO

uznenus — [Iporpammuoro obecrniedenus ',

Dl pumeyanus:

K crenermnsam, permaMeHTHPYIOMHM KOHCTPYKIHIO [IporpamMmHoTo obecrieueHHsI, OTHOCSITCS:

- coctae [Iporpammuoro obecnedenus, B3auMOCBA3E YacTel (MOJIyIIel — IIPH X HAJIWYHH) |
MPOTPaMMHEIX 3JIEMEHTOB KOH(HUrypanuu;

- ONHMCaHHE KOHCTPYKTHBHEIX (ApXHTEKTYPHBIX) O0COOCHHOCTEH, B3aWUMOCBS3b C JPYTHMH
MEIULUMHCKUMH U HE MEUIUHCKUMH HU3AEIHAMH U IpyTuM ITporpamMmMHBIM ofecnieueHneM;

- 0COOEHHOCTH YIIpaBJIeH!s, UMEIOLIMECS TOTEHIUAIILHEIE ONACHOCTH (MIPU HEOOXOIUMOCTH),

- uadopMarus o IIporpamMmmHOM oOecriedyeHHH (B TOM YHCJIE O €ro COCTaBHBIX YacTAX
(MOIyISX)) IOJDKHA MO3BOJISTE OCYIIECTB/ITH OJHO3HAYHYIO HAESHTH(UKAIIHIO;

- TEeXHUYECKUE XapaKTEepUCTUKHU, TpeOOBaHUA M HOPMEI, OMPEAEISIONINE TIOKa3aTelu
Ka4yecTBa, (pyHKIIHOHATBHEIC U KCIUTyaTallHOHHEBIE XapakTepHceTuku [Iporpammuoro obecrieueHus;

- TEpeYeHb OINAaCHOCTCH, CBA3aHHBIX ¢ mpuMeHeHHeM IIporpamMMHoro ofecrnieueHus,
OIMCaHHE Mep/croco00B, MPUHATHIX C LEeNpl0 obecrnedeHus JOMYCTUMOCTH OCTATOYHBIX PHCKOB
(aHaJIU3 PUCKOB);

- OCHOBHBIE IIPHHLMUIIEI METOJIOB KOHTPOJIs U TecTupoBanus [Iporpammuoro obecrnieuenus.

6) OTCYTCTBYKOT CBC€ACHHA, YCTAHABIIHMBAIOIIHKE TCXHHUYICCKHE TPGGOBaHHH,
JaHHBIC IJIA p‘dSpaﬁOTKI/I H IIPOU3BOACTBA, HAJACKHOCTD (6630HEICHOCT]:) W JaHHBIC OJ1A

SKCILTYaTaluH (HpHMeHEHHﬂ) MEIOHUITHHCKOI'O H3OCIIHUA - HpOI"paMMHOFO

obecneyeHusn>

;

Dllpumevanue:

K Takum cBeieHUsSIM OTHOCSITCSL:

- TpeOOBaHUs K MOTEHIMAJILHBIM BO3MOKHOCTIM U (yHKIIMOHAIIBHOCTH;

- (¢yHKIHOHANBHBIE XapaktepucTuku [IporpammHoro obecnedeHus A0JIKHBI COAEPKATH
TpeOOoBaHHA, BIUSAIONINE HAa €r0 CIIOCOOHOCTH NeHCTBOBATH N0 HA3HAYECHUIO;

- (u3uYecKHe XapaKTepUCTHKHA (HAmpuMep, S3BIK MAMIMHHOIO KoJa, Iuiardopmy,
OTIEPAllHOHHYIO CUCTEMY);

- KOMIIBIOTEPHBIE XAPAKTEPUCTUKU (HAMpPUMED, allllapaTHBIE CPEICTBA, pa3Mep [aMSTH,

npoueccop, HHPPaCTPYKTYpy CETH);
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- HeoOXOJUMOCTH COBMECTHMOCTH C MOJEPHH3AUAIMH WIH JPYTAMH BEpPCHIMH
[IporpammHuoro obecrnedeHuS;

- BXOOHBIE B BEIXOJHBIE NaHHEIe [IporpaMvHOro obecrieueHNs (CHCTEME]);

- CpeJICTBa B3aMMOJICHCTBUS MeXay Monynsmu (3nemeHTamu) [Iporpammuoro obecreueHus
4 (MNH) OpYTUMH H3AETHSIMHU,

- TpeboBanus K 3amuTe WH(OpMAUKMK, B TOM YHUCIE B OTHOIMICHNH KOHMUIACHIMATLHOCTH
(HampuMep, aBTOpU3alNs, HACHTHGUKALNS IIOJIE30BaTeIs], BeACHUE XXYPHAJIOB JOCTYIIA U T.IL);

- onpeseneHue NaHHbIX (6a3b! naHHBIX) U TpeOoBaHMe K HUM (popma, pasMepHOCTL, DYHKIIHS
H T.I1.).

- OIIMCaHHE yCIOBHH U ocobeHHOCTeH TpuMeHeHus [IporpammHuoro obecrnedenus;

- nopsAok npuMeHeHus [IporpaMMHoro obecnedeHust.

B) OTCYTCTBYIOT CBEJICHHUS O Mepax, MpealpUHAMAaeMbIX MPOU3BOJAUTEIEM [IPH
paspabotke u mnpousBoacTBe I[IporpamMmHOro ofecmedeHuss I oOecredeHus
uH(OpMaIMOHHOM 6e3onacHocTy. "

b [Ipumeyanwne:
K TakuM cBEeICHHIM OTHOCHATCH:

- BO3MOMKHBIE PHCKH IIPH HCIIOJIE30BaHHH HPOT PaMMHOTO obecrieyeHHd M0 HA3HAYCHUIO B
YCIIOBH3X, OPEOAYCMOTPEHHBIX IPOU3BOOHUTEIICM,

- HEe0OXO0/IMMbIE MAaHHbIE 1JIsI TPUMEHEHUs, 00OCHOBBIBAIOIIIME KAYE€CTBO, 0€30IAaCHOCTL M
s¢¢pextuBHOCTE [Iporpammuoro obecnedenus;

- HE IpeJcTaBieHb! GOPMYIHPOBKH HANSKHOCTH (3alUUTa IIPOTHB CEPLE3HEIX MOCIEACTBHI
ommOKH TIO/TE30BaTeNs, BOCCTAHOBJIEHHE [PH OmMMUOKAax, MPOBEPKH JOCTOBEPHOCTH HWCXOIHBIX
JaHHBIX | T.IL.);

- OTCYTCTBYIOT YKa3aHMs O MOpsfAKe WICHTU(QHKALIMM W NPOBEPKH [MOLTHHHOCTH
IIOJBL30BaTENe C CaHKIMOHMPOBAHHBIM JIOCTYIOM IIPH BKIIOYeHWH (Hawamo/ KoHer| paboTsl)
IIporpammuoro obecriedeHuss mo HjeHTH(HKaTOpy (KOAY) M MAapoOM0 YCIOBHO-TIOCTOSHHOTO
JEeHCTBH, olpeseisiemoro npoussoauteneM llporpammuoro obecnieueHnst;

- OTCYTCTBYIOT YyKa3aHHsl O INOpsJIKE PEerHCTpanud BXoaa (BEIX0Ja) TOJb3oBaTeleil ¢
CaHKIIMOHMPOBAaHHbIM [OCTYIIOM IpH BKIIOYCHMHM (Hadano/ kKoHeln padoTsl) I[Iporpammuoro
obecrniedenust, 1100 perucTpanys 3arpy3ku U MHAIHATH3au [IporpaMmmHaoro obecrieueHus;

r) OTCYTCTBYyeT HWH(OpMamus O MOATBEPKIEHUU KayecTBa JTOCTATOYHOCTHU
CPEIICTB 3alIUTHI HH()OpPMAIIHH.

IIpousBoautens IlporpamMmHoro oOecrnedeHUs] MODKEH II0 BO3MOXKHOCTH
MaKCUMaJIBHO  OOEeCIeduTh TIPUMEHEHHWe TaKoW  COBOKYITHOCTH  YCIIOBHUH,
BO3HMKAIOIMUX B IIpolecce pa3pabdOTKH, TIPOM3BOACTBA, @ B JalbHEWIIEM WU
SKCIUTyaTallii B pe3yJibTaTe B3aWMMOIEWCTBHS MOJB30BaTelield, HHTEPHET CEPBHUCOB,
TEXHOJIOTMYECKHUX YCTPOMCTB M CETEeBBIX CBS3€H, NPH KOTOPBEIX BCE COCTABIISIOLLUE
3alMIIEHBI OT MAaKCHMAJIBHO BO3MOXXHOIO HHCJIAa Yrpo3 M BO3JEHCTBHHA C

HeXXeJlaTeJIbHBIMH I0CIEACTBUSIMH.
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[IpomsBoautens IlporpammMHoro obecrnedeHus npu pa3paboOTKe U3AENHS U
TEXHUYECKOW  JOKyMEHTallUMd  MOXKeT PYKOBOJICTBOBAThCS  IAEHCTBYIOIIMMHU
HOPMaTUBHBIMH JOKYMEHTAMH U JIeHCTBYIOLIMMH CTaHIAPTaMH B 4acTU o0ecreueHns
MH(OPMALIMOHHOM 3alMTHl, HAIPUMEpP, yKa3aHHBIMA BO BBeIeHHMH K HaCTOSIIIUM
METOJAMYECKMM PEKOMEHAALUSM.

[IpouzBoauTene AOMKEH CaMOCTOATENBHO ONpPEACNIATh PaclpoCTpaHEeHHe
TpeboBanuii PenepansHoro 3akoHa ot 27.07.2006 Ne 152-®3 «O nepcoHaibHBIX
JNaHHbIX», PenepanpHoro 3akona ot 27.07.2006 Ne 149-®3 «O6 wundopmaiuu,
MH(POPMAIIMOHHBIX TEXHOJOTHSAX U O 3alluTe HHPOPMAIMH» W ITOCTAHOBJICHMS
IIpaBurensctBa Poccuiickoit ®epepamuu ot 01.11.2012 Ne 1119 B orHOmEHHH
[Iporpammuoro obecnedenus, MpeaCcTaBIEHHOro s roCyJapCTBEHHON PerucTpaliu.
[Tpu onpenenenuu pacnpocTpaHeHHs TpeOOBaHHUH YKa3aHHBIX (he/iepaibHbIX 3aKOHOB
CJieAyeT YYUTHIBATh CIEAYIOIHEe OCHOBHbIE MOHATUA cTaThH 3 Ne 152-D3, B Tom unce:

1) nmepconaneHeie AaHHbIe - M00as WHGOpPMALK, OTHOCAIIAACA K MIPSIMO HITH
KOCBEHHO OIpeAEICHHOMY MM onpenensieMoMy Gu3ndeckoMy JHIY (CyOBEKTy
[IepPCOHANbHbIX JAHHBIX);

10) uHpOpMamMOHHAs CHCTEMa IEPCOHANBHBIX JAHHBIX - COBOKYIIHOCTE
cogepKalmxcss B 0a3ax JaHHBIX MEPCOHANBHBIX JaHHBIX M O0ECHEYHBAIOIIUX HX
00paboTKy HH(POPMAIIMOHHBIX TEXHOMOIHH U TEXHHYECKUX CPEJICTB.

Ilpn onpeneneHuu pacrpocTpaHeHus TpeOOBaHME yka3zaHHBIX PenepanbHBIX
3aKOHOB CJI€yeT YYUTBHIBATh CIEAYIOIIUE OCHOBHBIE MONOXKEHUS U MTOHATHS CTAThH |
u cratbu 2 Ne 149-®3, B Tom uucie 1o, uro DenepalibHEBINA 3aKOH DPEryJIMpyeT
OTHOLLEHHSI, BO3HUKAIOIUE MIPU:

1) ocymecTBiieHMH NpaBa Ha MOUCK, MOJyueHHUE, Mepenady, MPOU3BOJICTBO H
pacnpocTpaHeHue uHhOpMallUH;

3) obecrnieueHnu 3aMUTH UHGOPMALIHH.

Cratbs 2. OcHOBHBIE MOHATUS, HCIOJB3yeMEIe B HacTosmieM PenepalbHOM
3aKOHE:

uH(pOpManus - cBeAeHHs (coobOlieHus, HaHHBIE) HE3aBUCHMO OT (OPMBI HX

MpeaCTaBICHUS,
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3) nH(poOpMaIMOHHAasl CUCTEMA - COBOKYITHOCTh cojiepxalleiics B 6a3ax JaHHBIX
uHpopMaLmK U oOecreyuBaroIUX ee 00paboTKy MH(MOPMAITMOHHBIX TEXHOIOTHH U
TEXHUUYECKUX CPELCTB;

9) pacnipocTpaHenue MH(OpPMaIUU - ASWCTBHS, HAlIpaBlIeHHBIE HA MOJy4YEeHHE
MH(QOpMAallMM HEOINpe/eeHHbBIM KPYyroM IMI[ MM Tepeaady HHGOpMAIUH
HEeOoNpe/leNeHHOMY KpYTy JIULI.

Crates 14. I'ocynapctBeHHble HH)OPMALHOHHEIE CHCTEMBI:

8. TexHuW4eckHe cpejcTBa, NpegHa3HauYeHHblE I 00paboTKu uHbOpMAIHH,
COoAEpXKAIIEHCss B TOCYJapCTBEHHBIX HH(OPMALMOHHBIX CHCTEMAaxX, B TOM YHCIE
IPOTPaMMHO-TEXHUYECKHE CPEJCTBA W CPEelCTBAa 3allUThl MHGOPMALMH, IOJDKHEI
COOTBETCTBOBaTh TpebOBaHMAM 3aKoHOAarenbcTBa Poccuiickoir Denepaiuu o
TEXHUYECKOM PeryJIMpOBaHUH.

B ®enepanbaom 3akoHe ot 27 aekabpst 2002 roma Ne 184-®3 B craThe 4 yKazaHo
«(penepanbHbie OpraHbl HCIOMHUTENBHON BIACTH HaJeIeHBl IPABOM M3/1aBaTh B cdepe
TEXHUYECKOI0 pEryJupOBaHMs akTbl 0043aTeIBRHOTO XapakTepa, B Ciy4asx,
YCTaHOBJIEHHBIX CTAaThel S5».

Crares 5 ®enepansHoro 3akoHa ot 27 nekadbps 2002 Ne 184-®3 kacaercs, B TOM
YUCIIe W MPOAYKLHWH, HCHOIB3yeMOW B IeNIsAX 3alIUTHl CBEIEHHH, OTHOCHUMBIX K
OXpaHsJEeMOW B COOTBETCTBUM C 3aKOHOHATeIbCTBOM Poccuiickoii ®epepanyu
MH(GOPMAaMK OrpaHHYEHHOro AOCTyHma (B TOM 4HCIE «CIyXeOHas uHbOpMarms
rOCOPIraHOB»).

YOonHOMOYEHHBIM ~ OpPraHoM,  HaJeJIeHHbIM  [paBOM  yCTaHABIMBATh
o0s3aTeNbHbBIe TpeOOBaHMS 110 3aIITE HH(POPMALIUH, B COOTBETCTBHMHU ¢O cT.15 Ne 149-
@3 sBnserca PenepanbHas CiIyk0a MO TEXHMYECKOMY W 3KCIIOPTHOMY KOHTPOIIIO
(®CTIK Poccunm).

B ciy4ae, eciy IpoU3BOAUTENb YCTAHABINBAET BO3MOXXHOCTE B3aHMOIEHCTBHS
IIporpammuoro ofecrneueHuss C  WHBIMH  HHGOPMAIMOHHEIMH  CHCTEMaMH
(orpeneneHHe «MHBIX MH(MOPMAIUOHHBIX CUCTEM» NPHBEICHO B IOCTAHOBICHHH
IIpaBurensctBa Poccuiickoit @emepammm ot 12.04.2018 Ne 447), oH pnoipkeH

obecneunTh 3alllUTY CBOCTO MEOUITHHCKOI'O U3I€JIHs OT BO3MOXKHBIX YIPO3 CO CTOPOHBI
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TaKMX WHBIX HH(GOPMALMOHHBIX CHCTEM. 3alluTa A0JDKHA 00ecrneduBaThCs ¢ y4ETOM
tpeboBaHuii moctanosneHus lpaBurensctBa Poccuiickoit ®enepamyu ot 01.11.2012
No 11109.

Jns  mongTBep)KAEHMsT KadecTBa M JAOCTaTOYHOCTH  CPEJACTB  3aAILMTHI
[Iporpammuoro  ofecrneueHuss  HEOOXOAMMO  MPEAOCTABUTH  CBEIEHUs  OT
ynoaHoMmoueHHoro IIpaButensctBoM Poccuiickoi @enepanuu denepanbHOro opraHa
BIIACTH.

B ciydae ecnu BBIBISIETCS HECOOTBETCTBHE (B TOM 4YHCIE OMEYaTKd U
HETOYHOCTH), IKCIEPT yKa3biBaeT 00 3TOM B TOM IyHKTe 3aKIIOUYE€HHUS KOMUCCHHA
JKCIEPTOB, KOTOPbIA COJAEPKUT aHAIM3 COOTBETCTBUS TEXHUYECKON JIOKYMEHTaIluu
(ITpunoxxenue A 0oCHOBHBIX MeTOIMYECKUX pEKOMEeH1alluil).

2.9 OneHka HKCIVIyaTANHOHHOH AokymeHnTanun Ha IIporpammuoe
obecneyeHmue.

[ IpuMeHsIOTCS ONOXKEHHS] OCHOBHBIX MEeTOAMYECKUX PEKOMEHIAUNUH C yHETOM
npuMeHeHuss TpebosaHuii Kk IlporpammuHOMy ofecnedeHHto, B TOM 4MCIIE
YCTaHOBJIEHHBIX IpuKka3zoM Munszapasa Poccum ot 19 ssuBaps 2017 Ne 11a:

6. DkcIulyaTallHOHHAs JAOKYMEHTAIMs TMPOU3BOAUTENsS (M3TOTOBUTEINSI) Ha
MeIMLMHCKOe H3/iefre (Jasee - SKCIUTyaTallMOHHAs JOKyMEHTalus), IpecTaBiseMas
npou3BoAuTeNEM  (M3rOTOBHUTENIEM) MM  YIOJIHOMOYEHHBIM  IIPEACTaBUTEIIEM
[IPOU3BOAUTENS (U3rOTOBUTEIIS), B COCTABE PErUCTPALlMOHHOTO JOCHE Ha MEAULIMHCKOE
U3JIENINE, TOJDKHA COAEPKaTh:

11) wadopmanuio [l MPOBEPKH NPaBHIBHOCTHM YCTAaHOBKM (MOHTaXa)
MEIUIIMHCKOro H3Jieliusi U ero roTOBHOCTH K Oe3omacHoi paboTe 3KCIUTyaTalWu,
BKJIIOYAs:

6) rmepedeHb  MOPENOCTABIIEHHBIX  TMPOU3BOAUTENEM  (U3rOTOBUTENEM)
MEIMIIMHCKOTO W3[eNIUsl CBEAEHUM, KIo4Yel, mnaposied JOCTyIa, Iporpamm,
He00XOAMMBIX /ISl MOHTAXa, HAaMaKH, IKCILTyaTallii U TEXHUYECKOro 00C1y)KUBaHUS

MeIALHHCKOI0 U3JeNus;
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Kputepur HECOOTBETCTBUS - 10 OCHOBHBIM MeTOAWYECKHMM PEKOMEHIAlUAM
(BC€ MO NPUMEHHMOCTH K KOHKpeTHOMY IIporpammuaomy obecnie4eHH10), C y4eTOM
CIIe IYIOIIUX OCOOEHHOCTEN:

a) OTCYTCTBYIOT CBEAEHHS, PErilaMEHTUPYIOIIWE KOHCTPYKLMIO, YCIOBHS U

npasuiia skcrutyaraiuu [Iporpammuoro obecriedenus';

UTMpnamevanne:

- B COOTBETCTRHH C HpHManHHeM” TyHKTa 2.8 HacTosuux MeToIMYeCKUX PEKOMEH TAIUIA;

- B onucanuu [IporpaMmuoro obecriedeHus: He ONpeneNieHbl BCE IeeBbie pabodne 3amaqu,
KOTOpBIE MOTYT OBITE BBIIIOJIHEHBI JaHHBIM [ IporpamMmMHbIM 0OecrieueHueM;

- HE ompelielieHa cUCTeMa (TEXHUYECKUE M IpOorpaMMHBIE CPEINCTBA M UX KOH(HUTYpALH),
HeoOxoaumas Juis BBoja [IporpammHoro obecneyeHus B 3KCIUTyaTallHMIo, BKITIOYAsS HAWMEHOBAHUS
H3TOTOBHTENEH H 0003HAUYCHUS THIIOB BCEX €€ YacTeH, HalpuMep: IPOUeccopbl, 00beM OCHOBHOM
(onepaTHBHOM) namsATH, TUIBI H 00BEMBI (TaMATH) NepH(pEpPUHHBIX 3alIOMHHAIOIIMX YCTPOWCTB,
obopynoBaHHe BBOJA W BbIBOJA, CeTeBOoe O00OpyHOBaHUE, CHCTEMHBIE W TIPOYHE MPOTPaMMHBIE
CpENCTBa;

- HE yKasaHbl [pOrpaMMHBIE CPEJICTBA YIPABICHUS TMPEIYyIPEKICHHEM H OINOBEHIICHHEM
oreparopa;

- He ompeaeied Kaxabii pusnyeckuit kommonenT [IporpaMmMHoOTo o0ecieueHusl, B YaCTHOCTH,
BCE IIeYaTHBIE NOKYMEHTBI M BCe HOCHTE/IH JAaHHBIX;

- HE IpelyCMOTpeHO (MM HENOCTAaTOYHO [PEeAYCMOTPEHO) yHoOCTBO W TMPOCTOTa
MCIIONIb30BaHUs (JKCIULyaTalMOHHAs IIPHATOAHOCTH), KOTOPHIE YYBCTBHUTEIbHBI K HEIOBEYECKUM
omuOKkamM H 00y4eHHUIO (OAAEpMKKa ONMepanuii, BRIMOMHASMBIX BPYUHYIO, B3aUMOIECHCTBHE MEKIY
4EJOBEKOM M 000pyJOBaHHEM, OrpaHHYEHHS B OTHOIICHHMW II€PCOHANA, CBEICHHS O TOM, e
TpeOyeTCsl MPHUCTATBHOE YeJIOBeUeCcKoe BHUMaHHe);

- HE YCTAaHOBIIEH (He ONpeAeieH) IJIaH (MM IJIaHbl) TEXHUYEeCKOU mo imepkku [[porpaMMHOTO
obecriedeHus, I BEIOJIHCHHS eATeIbHOCTH | 3a/1a4 IIPOIEcca TEXHUIECKOH TTOICPIKKH

- HE IIpEICTaBIICHB] CBEACHUS 0 TIOpsiAKe uHcTaULiuun [IporpaMMmeaoro obecrieueHus;

- He npuBeieH 0030p ¢yHKkwmit ITporpamMmmHOro obecneueH s, BLI3LIBAEMBIX [I0JIL30BATEIEM,
HEOOXOIUMBIX Ul HUX JJAHHBIX U MPeIoCTaBIIAEMBIX CPE/ICTB;

- HE YCTaHORBJICHbI I'paHU4HbIe 3HadeHus [Iporpammuoro obecniedenus (MEHUMAaIbHBIC WITH
MaKCHMaJIbHbIE 3HAYCHUS, JUIMHEI KIIOYell, MaKkcCHMaIbHOE YHCIIO 3amuced B Qaiine, MakcuMaibHOe
YMCJI0 KPUTEPHEB [1OUCKA, MUHUMATILHBIA 00BEM BEIOOPKH | T.I1.);

- HE OIpPEEC/IEHBl KOHKPETHBIE 3HAHMUA, KOTOPBIE HEOOXOIMMO YCBOMTH MOJIb30BATENIO JUIs
OpUMEHEHHA cooTBeTcTBylomero IIporpamMHOro olecnedeHuss (3HaHHME COOTBETCTBYHOLIEH
TEXHMYECKOH 00J1acTH, 3HAHME OIEPAIMOHHON CHCTEMBI, 3HAHUS, MOJIydacMbIe B DPE3Y/IbTATE
CIIeNIMANbHOro 00y4YeHMs!, 3HAHUE SA3BIKOB, OTJIMYHLIX OT 53bIKa, HA KOTOPOM HAIMMCAHO OMHCAHUE
MPOAYKTa;

- HE yKa3aHbl MHCTPYMEHTAIBHBIE CpelcTBa Il NpoBeaeHus HacTpoiiku [Iporpammuoro
obecnieyeHus (B ciydae, €CJIM BO3MOXHA HACTPOMKA NOJIL30BATENIEM) U YCIOBHS MX IPUMCHEHUS.

0) OTCYTCTBYIOT CBe[ieHHs O HATMIWW, HAUMEHOBAaHUU ¥ MECTOHAXOX/IeHUH Ha
teppuropunt  Poccuiickoii =~ ®Depepanud  yNOIHOMOYEHHOTO  IPEICTAaBUTENS
MPOU3BOAUTES], B TOM YHCJIE aBTOPH30BaHHOIO CepBUCa;

B) OTCYTCTBYIOT CBEAEHUS O Mepax, IpPEeIlpUHUMAEMBIX I10Jb30BaTElIEM

ITporpamMHOTro obecnedenus s obecnedeHnss ”HGOPMALMOHHOM Ge3zonacHocTh. "
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b [Ipumeuanue:
K Takum cBegeHHAM OTHOCATCSH:

- HE YKa3aH NopaidoK MNPHMCHCHHS HMCIOLIHXCA Kiodeld jgocrymna, a Takxke IMOPAIOK
ONpCOcICHAA MoJib30BaTesiel ¢ CAHKITHOHHUPOBAHHBIMH JOCTYIIOM;

- OTCYTCTBYIOT CBeJIeHHA 00 YpoBHEe KOH(HACHIHAILHOCTH HMHGOPMALIMH, B TOM YHUCIE
uH(pOPMAIMHK 0 NalneHTe, NpUMEHsieMo Ut ocyiiecTBieHus GyHkmuonnpoBanus [Iporpammuoro
obecreueHns;

- OTCYTCTBYIOT CBEIEHHS O HaAJIekKALIEM KOAUPOBAHHH (IIpH HE0OOX0AUMOCTH ) MHDOPMALTIH,
NpeJHa3HAUYCHHON IS Iepejayd 110 MHTEPHET-CETAM OTKPBLITOrO JOCTyHa (HAlmpuMep, B pekHMe
TeNeMENULUHCKHX KOHCYIBTAIHM);

- OTCYTCTBYIOT CBCICHHA O MOPAOKE oOecrnieueHUs] MOIL30BATEIIEM 3aIHUTEI Hl‘l(l]OpMaLlHH,
]'Ipe,I[HaBHa‘IEHHOH A1 AIUTENBHOI O XpanCHH|A, OT HECAHKIHOHHPOBAHHOI'O YAAJIEHHUS,

- OTCYTCTBYIOT KPHTEPHH OLIEHKH BO3MOXKHOTO IOBPEKICHHS U HApPYLICHUS apXUTCKTYPHI
ITporpammuoro obecneveHns, Ul CBHISTENbCTBA TONBITKA HECAHKIITHOHUPOBAHHOIO AOCTYIIA.

B cnyuae, ecniu npon3BoaUTENs yCTaHABIUBAET BO3MOXKHOCTD B3aUMOIEHCTBHUS
IIporpaMmMHOro oOecreueHMss C€  WUHBIMH  HHGOPMANMOHHBIMUA  CHCTEMaMH
(onpeneneHue «HHBIX HMH(OPMALMOHHBIX CHCTEM» NOPHUBEIEHO B IIOCTAHOBJIEHUU
[lpaBurensctBa Poccuiickoit ®epeparunn ot 12.04.2018 Ne 447), oH pomkeH
MH()OPMHPOBATE MOTPeOUTENsT O BO3MOXHBIX Yrpo3aX CO CTOPOHBI TAKHX HMHBIX
HH(pOpMANMOHHBIX cucTeM. MIHGOpMUpOBaHue mOTpeGUTE sl JOIKHO 00ECIIeunBATHCS
¢ yderom TpebOoBaHMI mnocraHoBieHus IIpaButenbcrBa Poccuiickoit Menepaiuu OT
01.11.2012 Ne 1119.

2.10 Ounenka dororpaduuecknx H300paKeHHH MeAHIHHCKOI0 H3/1e/TH.

IIposepsercss Hanuuue ¢otorpadguii, IpPeayCMOTPEHHBIX MOAIMYHKTOM «J)»
nyHkTa 10 IlpaBun rocy1apcTBeHHON peruCTpaliuy.

B xagectBe doTorpaduii [IporpammHOro obecrieueHus: paccMaTpUBarOTCS:

a) Gororpaguueckoe M300pakeHUe MaTEepPUATHLHOIO HOCHTENS (NPU MOCTABKE
IIporpaMmMHOro obecneveHus: Ha MaTepUAILHOM HOCUTENE);

0) dotorpaduueckoe uzoOpakeHHe (CKPHHILOT) KpaHa, B Cliyyae IIOCTABKH
IIporpammuoro obecrnedeHuss 6e3 ydacTHs MaTepUalbHOTO HOCHUTeNs (MO CeTH
Hurepuer).

@otorpadusi AomMKHA I[O3BOJIATh YETKO M OTHO3HAYHO HACHTH(OUIHPOBATH

HpOI‘paMMHOG 06CCHG‘-ISHI/IG, BKJIIOYas ero BepCHIO/,[I,aTy BBIITYCKA.
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211 Owunenka o6beMa H NOJHOTHI TNPOBEAEHHbLIX TEXHHYECKHX
ucnbiTanuii [Iporpammuoro obecneuenus.

[IprMeHsItOTCs MOJI0XKEeHUs OCHOBHBIX MeToIM4YecKUX peKOMEHIAluM C y4ETOM
npuMeHeHus1 TpeboBanuii Kk IIporpammuomy obecneuenuto. Ilepedwens cranmapTos,
PEeKOMeHyeMbIX /I NMOATBEepPXKIEeHUsI COOTBETCTBUS MPHU MPOBEAEHUU TEXHUYECKHX
WCMBITAHUNW B aKKPEIMTOBAHHOMN UCNBITATENBHOW OpraHu3aliy, IPUBEIEH B pa3lele
BBezaeHue HaCTOSLLMX METOJAUYECKMX PEKOMEHIALHM.

st mpoBeneHust ucnbiTanuil cuctemsl 1IporpaMMHOro obecrieyeHus AOKHEI
OBITH OIpe/ie/IeHbl U BbINOJIHEHb! UCIBITAHUS, BBIPa)KEHHBIE KaK BXOJHBIE JTaHHEIE,
0)KHIAEMBIE pPE3yJIbTAaThl, KPUTEPUH IMPHUEMKH M MPOLeAYypbl, C LeNbl0 y4eTa BceX
TpeboBanuii [IporpammMuOTro 0becmedeHus.

Kpurepuu HecOOTBETCTBUS - 10 OCHOBHbBIM MeTOAMYECKHMM peKOMEHIaLUsIM
(BC€ MO NPUMEHHUMOCTH K KOHKpeTHOMY [IporpammuaomMy obecniedeHHIo), C yIeTOM
CIeIyIONIMX OCOOEHHOCTeH, B pe3yJbTUPYIOIIMX [OKYMEHTaX II0 TEeXHUYECKUM
HCTIBITAHUSIM:

- HE ONpeleNeHbl TecTUpyeMble (YHKIMH, TECTOBBIE JaHHBIE, Mpoleaypa
TECTHPOBAaHUs, Cpe/la TECTMPOBAaHUA U JIpyrHe ycioBus (YTOUHEHHe KOH(pUrypauuu
CPeICTB UCIMbITAHUN U TTOATOTOBUTENbHAS paboTa);

- HE NIPEJICTABIICHEI CBEIEHUSA O [IPOTPAMMHBIX MOYJISIX, KOTOPBIE 10JI%HbI OBIThH
WHTETPHPOBAHEI B IIPOTPAMMHBIE 3JIEMEHThI U [IPOrPaMMHBIE CUCTEMBI;

- HE OmnpeJeNieHbl M HE HWCOBbITaHBl alnapaTHBIE JJIEMEHTHI, MPOrpaMMHEIE
3JIEMEHTbl M MOAAEpP)XKKa Ppy4yHOro yIpaBileHusi (Hampumep, uHTepdeiic,
IPUCIIOCOOIIEHHBIN IS YelnoBeKa, AWAJOrOBhIE MEHIO TMOJCKa3KW, paclio3HaBaHUE
peyu, peueBoe yIpaBiIeHUe CUCTEMON ), HHTErPUPOBAHHEIE B CHCTEMY,

- He TpUBEAEHBI PE3yJIbTAaThl TECTHUPOBAHUS KOMOWHAIUUN TpeOOBaHUH, IS
CllydaeB eciid Mexay TpeOOBaHUSMU CYLIECTBYIOT 3aBUCHMOCTH.

2.12 Ouenka npoBedeHHsA TeCTHPOBaHHS HH(pOPMALHOHHOH
0e30MacHOCTH.

[lon undopmanuonHoi 6Oe3zonacHocThio IlporpammHoro obecnedenus

IIOHUMAETCH COCTOAHHUE COXPAHHOCTH ITOJTHOTHI, HEJIOCTHOCTH, TOYHOCTH ITOJTYHEHHBIX
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JaHHBIX M KOH(QUAEHUHUANBHOCTH IpU Iepenade, XpaHeHWM W aHalu3e JaHHBIX
nanprenToB. HeBepHBIH aHallU3 WM HapyIlleHHas nepefada UHGOpMaLUU O MalueHTe
MOJKET TIPUBECTH K HEMPABUIILHOMN UM HECBOSBPEMEHHOM JUArHOCTUKE U Tepalluu.

[Ipy npoBeneHHHM OLEHKH HHGOPMAIMOHHONW 0e301MacHOCTH pPEKOMEHIyeTCs
onupatbes Ha nonoxeHuss OCT P 51188-98 «3ammra undopmauuu. Mcnsitanus
MPOrPaMMHEIX  CpPEICTB HAa HaJlU4he KOMIIBIOTEPHBIX BHPYCOB. [HIIOBOE
pykoBoJcTBO». McnbITaTenbHas opraHu3alus MOXKET MPUMEHSTH JJISI TECTUPOBaHUs
3amquuieHHocTy [IporpaMMHoro obecnieueHus U qpyrue 1edcTBYOMINE HOPMATHBHbBIE
JOKYMEHTHI U CTaHAAPTHL, B COOTBETCTBUH CO CBOEH 00JIaCThIO aKKPEIUTALIMH.

IIpoBepsitoTcss  pe3ylbTaThl  TEXHUYECKUX  ucnblTaHuid  [IporpammnOro
oOecrieyeHydss Ha  HaJW4Me  OLEHKM, TPEACTaBICHHOW  IIPOU3BOIUTENIEM
(M3roTOBUTENIEM) TEXHUYECKOM U SKCIUTYaTAlIMOHHOM JTOKYMEHTALIUU B YaCTH:

- cobmoaeHuss HOpM HHpOPMAMOHHOK 0e30MacHOCTH MPH COXpaHEHUH
Heo0XouMoro o0béMa ¥ CBOEBPEMEHHOM JOCTYITHOCTH HHPOPMAITHY;

- Hajauyusl MICHTU(UKALMU U BHeIpeHHs Oe3omacHbIX U (opmanin3zoBaHHBIX
croco0oB mosydeHusi, XpaHeHHsI, IpeoOpazoBaHusl U nepeaaiu JaHHbIX;

- UCIIOJIb30BAHUS HaJIeXkKalluX Mep KOHTPOJIS Il oOecrnedeHus LIeIOCTHOCTH
JAHHBIX B TeX ClyyasX, Korja AocTyn K oOmeid WH(GOpMalluH OCYIIECTBISETCS
HECKOJIbKUMU BHJaMH [ [porpamMmHuoro obecnieuenus;

- olpenesieHUs] BceX BO3MOIKHBIX OMacHOCTEH 1pu oOHoBIeHHH [IporpaMmHoro
obecnieueHus;

- obecrieueHus 3aUThl KOHQUASHITHATEHON HH(MOPMALUH, B TOM YHCIIE B HaCTH
JIOCTaTOYHOIO0 KOHTPOJISI JOCTyNa M COOTBETCTBYIOIUMX ONPaHWUYEHUN CUCTEMHBIX
HacTpOEK U MpPOLIECCOB;

- ofecnieyeHHUss M yuyeTa BO3MOXHBIX HEOIArONMPUSATHBIX B3AUMOEHCTBUM
[lporpammuoro  obecnedeHuss ¢  JpYTHMH  CUCTEMaMHM C  BKIJIIOUEHHEM
COOTBETCTBYIOLLMX MEp YCTONYHMBOCTH U Ha/Ie)KHOCTH.

2.13 OmneHka JOKYMEHTOB, NOATBEP:KIAIOIIHX Pe3yJbTaThl HCNbLITAHHMH
MEIHIHHCKOr0 H3JeJii B HeJAX YTBep:KIeHHs THIA CpPeICTB H3MepeHHH

(B OTHOIEHHH MEAHIHHCKHX HBHEHHﬁ, OTHOCHIIINXCH K cpeacTBaM Hamepenm‘i B
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cepe rocysapcTBeHHOro peryjiHpoBaHHsA ofecnevdeHHs €IHHCTBA H3MepeHMH,
nepeYeHkr KOTOPBIX yTBepxkaaercs MHHHCTEpCTBOM  3ApPaBOOXpaHEHHs
Poccuiickoi @egepanun).

IIpuMeHnstOTCS MOJNOXKEHUSI OCHOBHBEIX MeToIn4ecKuX peKOMEHIALIMA.

2.14 Odopmienne pe3yaIbTaTOB IKCHEPTH3EI.

Pesynbrathl 3KCIEepTH3Bl OQOPMISIOTCS B COOTBETCTBUM C OCHOBHBIMH

MeTtoauuecKuMHu PEKOMEHAAIIUAMH.
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3 JIKenepTHUsa MOJIHOTHI H pe3yibTaToB NMpoBeJeHHBIX
TeXHHYEeCKHX HCIObITAHWH, KUHHAYECKHX HCNLITAHMI, a TaKKe HCNLITAHHH B
HeJifiX yTBep:KAeHHsl THHa cpeacTB uiMepenui [IporpammMHoro otGecneueHusi
(»ran II)

3.1 ITpumensitoTCst BCe MONOKEHUS OCHOBHBIX MeTOIHYECKHX PEKOMEH AN ¢
HEKOTOPBIMU JONOJHEHUAMHU U YTOYHEHUSIMU.

3.2 OueHka pe3yibTaTOB TEXHUYECKHX HMCTIBITAHUM M UCIBITAHUN IS Ieiei
YTBEPXJEHHs THUIIA CPEACTB M3MEPEHMH IPOBOJMTCS B COOTBETCTBHH C pasjelioM 2
HacTOSLIMX MeToINYeCKUX peKOMeH a1,

3.3 IlporpamMHOe obecrnieueHre - MEOUIIMHCKOE U3JIeNUe JODKHO MPOXOIUTh
KIMHUYECKHE HCCIIeOBaHus, LEJbI0 KOTOPBIX JOJDKHO CIYXHTh MOATBEpPXKIAEHUE
3 PeKTUBHOCTH, O€30MacHOCTH MCIIOJL30BAHUsA, 4 TaKXKe COOTBETCTBHE €ro
XapaKTEePUCTUK UCIIOIB30BAHUIO 110 HA3HAYEHUIO, YKAa3aHHOMY H3TOTOBHTEJIEM.

3.4 B xone KIMHHUYECKUX MCCIEOOBAaHUM [OIDKHA OBITH NaHAa KIWHAYECKas
OLIEHKa KIIMHUYECKOH CBSA3M (Hay4yHOM 00OCHOBAHHOCTH), T.€. CTENEHH aJ€KBATHOCTH
noabopa JaHHBIX U CHCTEMBI MX aHaluu3a (KOHUEMIHs, W3MEPEHHs, 3aKI04YeHHE)
LieneBOMy HazHa4yeHUI0. OLeHKa KIMHUYEeCKON 3HAUMMOCTH MOJKET TIOATBEP/IUTh, UTO:

- IlporpaMmMmHoOe of0ecrneueHre HMEET YCTOWMYHBYIO KIMHHUYECKYIO CBS3b,
Oazupyromyrocss Ha JOKYMEHTAJIbHO MOATBEPKAEHHEIX pe3yabTaTaX, Kak 3TO
OINpENESIEHO B KIMHUYECKAX PEKOMEHAANUAX, KIMHUYECKUX HCCIEeIOBaHUAX B
PELEH3UPYEMEIX JKypHalax, COIrllaCMM Ha ucnois3oBaHue [IporpamMmmuoro
obecneueHus, MeXIyHapOJHBIX CIPABOYHBIX MAaTepHanax WM APYTUX IMOJ00HBIX
XOPOIIO 3apeKOMeHA0BaBIINX ce0s NaHHBIX;

- IlporpammHoe ofecrnieyeHne HMeEET HOBYIO KIMHHYECKYIO 3HAYHUMOCTB,
Oasupyrolyrocs Ha CIOCOOHOCTH UCIIONB30BaTh HOBBIE BXOAHEIE NaHHBIE, allTOPUTMEI
UIIA Pe3yJIbTaThl, HOBYIO LIEJIEBYIO TPYMITY WM HOBOE IpeaHa3HAYEHHE.

3.5 OnpeneneHne  KJIMHUYECKOrO  3HAYEHHUS  SABJSETCS  HEOOXOAMMBIM
KOMITOHEHTOM KJIMHHYECKON OLeHKH s jtoboro Ilporpammuoro obecrieueHus u

MOXKET OBITh NMPOAEMOHCTPHUPOBAHO CCHIIIKAMH!

30



a) Ha CyIIECTBYIOIME [laHHble MCCIEHOBAaHMM, MPOBEIEHHBIX [JISI TOTO JKe
MPeAnoaraéMoro UCIioab30BaHus,

0) Ha CylUeCTBYIOILIME [aHHBIE HCCIIEAOBAaHUI, NMPOBEIEHHBIX Ui JPYroro
OperoiaraéMoro MCIoIb30BaHus, Ile MOXeT ObITh OIpaB/iaHa SKCTPANOJISLHSA TAKKX
JaHHBIX;

B) reHepalte U ONpesieNIeHHeM HOBbIX KIMHHIECKUX JaHHBIX A/ KOHKPETHOTO
npeanoiaraeMoro ucnoias3oBanus [IporpaMmmuoro obecrneuyenusi.

3.6 HeoGxonuMocTh IpoBeJieHUs KIMHWYECKHX HWcmbITanuii [IporpamMmmeOro
obecriedeHys ¢ y4acTHEM 4YelOBeKa B KayecTBE CyOBEKTa YCTAHABIHMBAECTCS B

COOTBETCTBUU C KpuTepusiMd mnyHKra 37 Ilopsigka, yCTaHOBIEHHOTO MPUKA30M

Munsapasa Poccun ot 09.01.2014 No 2H.

BIOK-CXEMA
IPOBEJEHHA KIHHHYECKOH OIIEHKH

KopperTHO M1t

JOCTOBEpHad OporpaMMHOE ' HaMeueHHax Henb
KIBHHHYECKAR CBA3D ofiecniegenne B cBoeii nenenoii
MeRIy ¢ - ofpadaTsiBaer | NOUYIAOEEB
PE3YILTATAMI I | BXOHBIC JaHHBIC KOHTEKCTE

LedeBBIM o JUIS CO3/AHNS | negeduoit paboter

KIIIEIMEcKHM
COCTOSHHEM

HaJeKHEIX brarogaps
IICTIOIB30BAHHIO

OpPOrPaMMHOro TOYHBIX I
obecnieuenmn? HaJIeHEHbIX
BBIXOIHBIX

| naHHABIX? )

3.7 PesynpraThl KIMHHYECKUX UCTIbITaHMii [Iporpammuoro obecrneuenus (Kak u
11000ro Apyroro MeJULMHCKOTO H3EIHsl) AOJDKHBL OBITH OOPMIIEHEI B COOTBETCTBUH

¢ Ilpunoxxenusamu K npukasy Munsnpasa Poccun ot 09.01.2014 Ne 24.
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3.8 Jlns npoBefeHUs KIMHAYECKUX HCIBITAHHH HEOOXOAMMOCTh HHCTALISLIMY
[IporpammHoro obecrieyeHHsi ¢ NPUMEHEHUEM TEXHUYECKHUX CPEICTB KIMHUYECKOU
OpraHM3allMy ONpeAeNsaeTCs MWCHLITATEIbHOM KIMHWYECKOM OpraHu3alnued u
otpaxaercs B [IporpamMe npoBeieHNs] KIIMHUYECKUX UCITBITAHUM.

B cnyuae wHCTANNAUMHU (A€ WHCTAUISILMM) MPOrPAMMHOIO OOecledeHus Ui
IPOBEAEHUS KIMHUYECKHX MCIBITAHUA MEIWLWHCKOM OpraHuM3aluuu Ccleayer
PYKOBOACTBOBAThCS IIOJIOXKEHUsMH ItocTaHoBieHusi IlpaBurensctBa PoccHiickoit
®enepauuu ot 6 utoas 2015 roma Ne 676.

3.9 Ilpu oueHke pe3ynbTaTOB KIMHUYECKUX HCHBITAHHN CIEAYET YYUTHIBATH
CIEIYyIOLICE:!

- IIpY IIPOBEJIEHUHU KIIMHUYECKUX UcrbITanui IlporpaMmmuoro obecrieueHus Kak
MEJMUMHCKOIO M3JeNMs IJIsL JUArHOoCTHUKM in vitro [Iporpammuoe obOecredeHue
IIpoBepsIeTCs C I[pPUMEHEeHHeM Heobxomumoro obopyaoBaHus (B TOM 9HUCHE
MEIUMUMHCKUX HW3enuil, 0a3 [aHHBIX), NpedHa3HAUYeHHOIro [UIss obecredeHus
Hajuexamei pabots! ITporpammuoro obecnieuenus;

- NPpA NPOBEIEHHWHM MCHIBITAHWUM C y4HacTUeM dYeJOBeKa B KadeCcTBe CyOBeKTa
[TporpammMHOEe oObOecriedeHHE TIpOBepsieTCss C MPUMEHEHHEM HeoOXOIMMOro
obopynoBaHus (B TOM YHUCIIe MEAMLMHCKHX H3AENNi, 6a3 JaHHBIX), IpeIHa3HAa4YeHHOTO
U1 obecneveHus HauIexkallel pabotsl [IporpaMMHoro obecrnedyeHus;

- B TIpoIecce TPOBEJECHUS KIMHHUYECKHMX HcnblTaHui IIporpamMmmuoro
oOecriedeHHs KaK MEAUIMHCKOrO U3JeNus I JUArHOCTHKY in Vitro WIIH UCTILITAHUM
C y4acTHEeM 4eJIOBEKA B Ka4eCTBE CyOBbeKTa JOJKHBI OBITh 3a16iCTBOBAHEI BCE MOIY/TH
IIporpammHoro obGecnedeHusi (Ipu MOAYIBHOM apxXUTEKType), OIpoOOBaHbI BCe
(GyHKUMM, yKa3aHHBIE TPOU3BOAMTENIEM B SKCIUTYyaTaLUMOHHOH OOKyMEHTauuu (B
ClIydae HEBO3MOXXHOCTU TaKOIro onpoOOBaHUS HOJDKHEI MPENCTABIATHECS MOAPOOHEIE
NOsICHEHUS IIPUYHMH);

- B CBA3U ¢ TeM, uTo [IporpamMmMHoe obecnieueHue st NpOBEACHHUS KITMHUYECKHAX
UCTOBITAHUN  MHCTAJUTUPYETCS (ycraHaBIMBaeTcs ) Ha  COOTBETCTBYIOLIEM
0o0OpyIOBaHUU [0 IIOINYYEHHUs] PErucTpalMoOHHOrO yaoctoBepeHus, B IIpoTokone

KIAHAYECKUX MCIBITAHUN MEIMIIMHCKUX H3JeJMi U1 JUArHOCTUKU In VItro HiIu
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MCITBITAHNN C yJacTHeM 4elloBeKa B KadecTBe CyObeKTa NOJDKHEI OBITH CBEAEHHUS O
nenHcTauanuu [IporpammHoro odecrnevdeHus;

- MpH MPOBEASHUH KIMHUYECKUX ucnbITanul [IporpamMmmHaoro obecneuenus 6e3
y4acTUsl 4esjoBeKa B KayecTBe CyObekTa HO/DKHBI OBITH OLIEHEHBI BCE ITO3HIHH
JloKazaTenpbHBIX 0a3  (KIMHMYECKHMe JaHHBIE, aHaJU3  B3aWMO3aMeHsSIEMbIX
MEAULUUHCKUX U3AENUH U T.11.), IPeCTaBIeHHBIX MTPOU3BOAUTENIEM (M3TOTOBHTEIIEM) B
MEIMLUMUHCKYIO OpraHU3alHuIo;

- NIpU MNPOBEACHUM KIMHUYECKUX ucnbiTaHui [IporpammHOro obecneueHus
(nm00BIX) uCHBITaTENbHAsT MEOUIMHCKAs OpraHu3anusi B 00S3aTEIBHOM TOPSIKE
OLIEHMBAET 3KCILIyaTallHOHHBIM JOKYMEHT (PyKOBOACTBO IIOJIB30BATEllsl) W [eJlaeT
BBEIBOJ KaK O TOM, YTO COAEp)KaHHe JOKYMEHTa JOCTYIIHO M MOHSATHO CHEeLMaTuCTam
COOTBETCTBYIOIIETO MNPOQUIs, TaK U O TOM, 4TO €ro cojepxaHue obecrieurBaeT

Hajuiexailee 3¢ pexTuBHOE U HezonacHoe MeAMLIMHCKOE IIPUMEHEHHE.
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4 JkcnepTH3a  KavecTBa, 3¢dexTHBHOCTH H  0e30macHOCTH
IIporpammuoro  ofGecnedenusi (MeamnHHCKoro m3genmsi) 1 kiacca
MOTEeHIHAJLHOI0 PUCKA H MeAMUMHCKHX H3JeJTHH /I THATHOCTHKH In vitro.

4.1 TIpuMeHsIOTCSI BCE MONI0XKEHUSI OCHOBHBIX MeTOIuYeCKUX pPeKOMEeH Iallnii
C HEKOTOPBIMH JOTIOJTHEHUSAMM M YTOYHEHHAMHU.

4.2 Jins ws3pemuit 1-ro Kiacca IMOTEHIIHAIBHOIO PHUCKA M MeIMIMHCKMX
W3JIeIAY Il IMarHOCTHKM 1N Vilro OCYIIECTBISIETCS JKCIEPTH3a 3asBIEHUS O
perucTpaudd M IOKYMEHTOB, ykasaHHbIX B IyHkTe 10 IlpaBunm rocynapcrBeHHOM
pPErucTpanyu, NONHOTEI M PE3YNbTATOB IPOBEIAEHHBIX TEXHUYECKUX HCIBITAHUIMA,
TOKCHMKOJIOTHYECKUX UCCIENOBAHNM, KITMHUYECKUX HUCIIBITAHUM, @ TAK)KE UCIILITAHUMN B
LeJSIX YTBEePIKAEeHHs THIIA CPEICTB H3MEPEHHIA. '

Mpumeyanne: B ciIy4ae, ecinu TporpaMMmMHoe obecliedyeHHe JUJId JIMAarHOCTHKH in Vitro
(ranipumep, Jlabopatopras nadopmaunonnas cucrema (JIMC) ¢ GpyHkpeit uATEpIpeTaliy TAHHEIX)
BXOJIUT B COCTaB (KaKk MOIY/b) APYroro NporpaMMHOIO oOecmedeHHs, MMEIOIIEro B HA3HAYEHNH,
KpOME JHAarHOCTHKHM in vitro, ¥ apyrue Qyskuum (Hampumep Meaunuuckas wHGOpMALMOHHAS
cucrema (MUC)), To k HeMy He NpUMEHSIOTCS Nosioxkerus [IpaBui perucTpaluy, yCTaHOBICHHbIS
I MEAWIWHCKUX HW3NENWH JUIS JHArHOCTHKH in VItro B YacTH OAHOSTANIHOCTU OJKCHEPTH3EI, a
SKCTIEPTH3a BEIIOIHSIETCS Ha 00IMX OCHOBAHHSAX, B [1BA DTAIA.

4.3 PesynbTaThl O3KCIepTH3bl OQOPMISIOTCS 3aKIIOYEHHEM KOMHCCHH
IKCIIEPTOB B COOTBETCTBHHM ¢ (opmoii [lpunoxenus 3 Tlopsaka nposeneHus
DKCIEPTH3BI, TTOPSIOK 3aroNHeHus (opMbl 3aknioueHus npuBeeH B [Ipunoxkenuu A
OCHOBHBIX MeToIUYeCKUX peKOMEHIALIHH.

4.4 Dxcreprusa  JOKyMEHTOB, yKa3aHHBIX B  nymkre 10  Ilpasun
roCy/1apCTBEHHOM PErMCTPALlMU, OTHOTHI M Pe3yJIbTaTOB ITPOBEAEHHBIX TEXHHYECKUX
UCOBITAaHUN, TOKCUKOJOTMYECKHX HCCIIEJOBAaHUM, a TaKXXe MWCHOBITAHUA B IesSX
YTBEPXKJIEHHUSI TUMA CPENCTB U3MEPEHMI OCYIECTBISETCS B MOPAAKE, YKa3aHHOM B
paszese 2 HacTosux MeToau4ecKuX peKOMeH Ialuii.

4.5 Dxcmeprusa TOJIHOTBI W pPE3y/ibTaTOB IIPOBEINEHHLIX KIMHUYECKHX
WCIIBITAHUI OCYIIECTBISETCS B TMOPSAKE, YKa3aHHOM B paszene 3 HacTOSIIMUX

MeTtoauueckux peKOMEH AWM.




> JKenepTH3a /ISl ONpeleieHHs] BO3MOXKHOCTH (HEBO3MOXKHOCTH)
BHECEHHS] M3MEHEeHHH B JOKYMeHTbl, BXOAsINHE B PerHCTPAllHOHHOE J0Che HA
IIporpammHoe obecniedyenue

5.1 IlpumeHsIOTCS BCE IIONIOXKEHUS OCHOBHBIX METOAMYECKMX PEKOMEHIALIMA.

5.2 B cootBercTBuHU ¢ myHkTOoM 39 [IpaBuin rocy1apCTBEHHOM PETHCTPAllUd U
[TopsiaikoM npoBeieHUs IKCNIEPTU3BI, SKCIIEPTH3a KOMILIEKTa JOKYMEHTOB MPOBOAUTCS
B IOpSAKe, AHAJOMYHOM TOpAAKY TIPOBEACHHUS OKCHEPTU3Bl  KauecTsa,
3¢ dexTuBHOCTU U 0€30MaCHOCTH MEIULIMHCKOTO M3ACNHs A €ro rocydapCTBEHHOM
PETUCTPAIIUH CO CIHEAYIOIMAMH AOTIOTHEHUSAMU:

5.2.1 IIpouszBoauTenb (M3rOTOBUTEND) MPEAOCTABISET CBEACHUSA 00 H3MEHEHUN
B JIOKYMEHTallUM PpEerucTpallioHHOro 1ocke (IpeXkae BCEero, B TEXHUYECKOH H
OKCIUIyaTallMOHHON  JOKyMEeHTaluu) B ciydae oOHoBieHust I[IporpammHoro
obecrieueHus, €Clii Takoe OOHOBIEHUE 3aTParuBaeT:

—  TIOpAJOK yCTaHOBKM (MHcTayusinuu) I IporpaMMmHoro obecneuenus;,

—  (yHKUHMOHalIbHbIE TEXHUUECKUE XapaKTEPUCTUKHU (HAIPUMED, paclIupeHue
¥ (MnM) yMeHblIeHne QyHKLINH);

—  BHEWHUN BUJ dpliblKa (3Hayka), OOBIMHO pacrojiaraéMoro Ha «padodem
crosne» [IporpaMmMHoOro obecrneyeHus;

— mopsgok pabotel ¢ [IporpammubiM oObOecmieueHneM (B 3TOM cliiydae
HEeoOXOIMMO MpeloCTaBIeHWe HOBOM BEepCHMM pPYKOBOJCTBA IOJB30BATENsl C
UAEeHTU(DUKALIMOHHBIM HOMEPOM BEPCUM);

— moOble [pyrue U3MEHEHHs, KOTOphle HeoOXOOUMO IIPUHHUMATE BO
BHUMaHUe M0JIb30BaTeO0 (B TOM YHCJIe MEIULIMHCKONW OpraHu3alyy) Ipy NPUMeHeHUH
ITporpammHoro obecrnieueHus.

5.2.2 Ilpow3BojauTens (HW3rOTOBUTENb) NPENOCTABISET CBEICHHS B Clydae
usmeHeHnuss  Hocutens  I[Iporpammuoro  ofecneueHMss M NPEIOCTaBISIET
COOTBETCTBYIOLIME (hoTorpaduyeckue U300paxeHus.

5.3 B cootBercTBUU C¢ nmyHKTOM 39 [IpaBui rocyaapcTBEeHHON perucTrpamuu

pCFHCTppr}OLLI,Hﬁ opraHn O(bOpM.]IHeT H BBIJACT 3aJaHUE Ha NMPOBCACHUE SKCIIEPTH3BI
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KayecTBa, 3(P(PEKTUBHOCTH M 0€30MacHOCTH MEIMLIMHCKOIO HU3LENHs SKCIIEPTHOMY
YUPEXKISHHUIO.

5.4 PesynpraTbl 3KCIEPTH3Bl OQOPMISIIOTCS B COOTBETCTBHH C (OpMOH
IMpunoxxenus 4 [Topsinka mpoBeIeHAs ONICHKH. JleTamm3npoBaHHEI TIPAMED U TIOPSIOK
3anoyiHeHUsT GopMbl  3akioueHuss npuBegeH B [IpunokeHuM A OCHOBHBIX

MeTtoanyeckux peKOMeHIaluH.
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