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MockBa

O BHeceHHH H3MeHEeHHH
B TPeOOBaHMA K COAEPKAHHIO TEXHHYECKOH H IKCILTyaTAIIHOHHOMH
AOKYMEHTAIHH HPOH3BOJAUTEIS (M3rOTOBHTEIN) MEIHIHHCKOrO M3/1e/I1sl,
YTBepXKAeHHbIe NpHKa30M MHHHCTepCTBa 31PaBOOXPAHEHHS
Poccuiickoil ®enepanuu ot 19 auBapsa 2017 r. Ne 11n

| B coorBerctBuM ¢ 4vacTeio 3 crathu 38 ®emepansHOro 3akona or 21 HosGps
20I1r. Ne323-03 «0O6 ocHOBax OXpaHbl 340pOBbS TIpaxJaH B Poccuiickoii
®enepanun» (Cobpanue 3akoHomarensctBa Poccuiickoit ®@enmepanum, 2011, Ne 48,
cr. 6724) u nommynkrom 5.2.192(1) ITonoxeHus 0 MUHHCTEPCTBE 3APaBOOXpaHEHHS
Poccmiickoit ~ Mepiepaiy,  yTBEPXKIECHHOTO  IOCTaHOBJIEHHEM IIpaBHTensCTBa
Poccuiickoit ®enepammm ot 19 mions 2012 Ne 608 (Cobpanue 3akOHOAATENHCTBA
Poccuiickoi ®enepanun, 2014, Ne 37, c1. 4969), npu K a3 bl B a 10:

1. VTBepmuTh mnpunaracMele H3MEHEHHs, KOTOpPHIE BHOCATCS B TpeGOBaHMA
K COACPXKAaHUIO TEXHMYECKOM M SKCILUTyaTallMOHHOM [JOKyMEHTAllMH MPOM3BOIMTENS
(M3roTOBUTENA) MEAMLMHCKOTO H3MENHS, YTBEp)KACHHBIE MPUKa3oM MUHHCTEPCTBa
3npaBooxpaneHus Poccuiickolt ®epepamuu ot 19 smBaps 2017 r. Ne 1lm
(3apeructpupoBaH MHUHMCTEPCTBOM [OCTHLMH Poccuiickoii ®enepauun 10 mapta
2017 r., perucrpaumonsbli Ne 45896), ¢ HM3MeHEHHSMH, BHECEHHBLIMH INIPHKa30M
MunucrepctBa 3apasooxpanenus Poccuiickoit ®enmepaunn or 22 ampens 2019 r.
Ne 2391 (sapermctpupoBan MuHMCTEpCTBOM IocTHUHMH Poccuiickoit ®enepanun
25 mons 2019 r., peructpanuonHsrit Homep Ne 55026).

2. Hacrosmmii npuka3s BcTynaet B cuiy ¢ 1 susaps 2021 roza.

MunucTp M.A. Mypaiiko




YTBEPXJIEHEBI
NpUKa3oM MHUHHCTEPCTBA 3paBOOXPaHEHHS
Poccuiickoii @enepanyn

oTd aa@'p_f 2020 1. Ne 72364

HU3meHenus,

KOTOpble BHOCATCH B TPeOOBaHHS K COAEPKAHHIO
TeXHHIECKOil H IKCILTYaTAHOHHOI JOKyMEHTAIHH
NPOH3BOAMTe/If (H3rOTOBHTEIS) MEJHIMHCKOTO H3/eJIH,
yTBepKIeHHbIe NPHKa3oM MunucTepeTBa 3ApaBooXpaHeHns
Poccuiickoii ®enepannu ot 19 susaps 2017 r. Ne 11n

1. B rnase II:

a) HaUMEHOBAaHHME IONOJHHTH CJIOBAMH «, 3a HCKIIOYCHHEM MPOrPaMMHOI0
obecrieueHus, ABIAIOMEroCs MEIULUHCKUM H3IEIHEM, B TOM YHCIIE IPOrPaMMHOI'0
obecrieyeHns ¢ IPAMEHEHHEM TEXHONOTHH HCKYCCTBEHHOTO HHTEJUIEKTAY;

6) B IyHKTe 4 TOCIIe CIIOB «PErUCTPALIHOHHOTO HOCHE HA MEAHIHCKOE H3JICTTHE)»
AOTOJIHUTH CIIOBAMH «, 332 HMCKIIIOYEHMEM IPOTPAMMHOTO 00ECIIeUeHHUs, SBIIAIOLIErOCs
MEMIMHCKUM U3JEIHEM, B TOM YHCJIE MPOTPaMMHOTrO 00ECHEYEHHs C MPHMEHEHHEM
TEXHOJIOTHH HCKYCCTBEHHOrO MHTENUIEKTa (Hajnee — IporpaMMHOeE obecneuenue,
SBIISIOIIEECS METUIMHCKUM H3IETIHEM )».

2. JIONOJIHATE I1aBoOi I CIETYIOLIErO COIEPKAHU:

«I1. TpeGoBanus k comepKaHUIO TEXHAIECKOH JOKYMEHTALHH
NPOM3BOAMTENS (U3TOTOBUTENT) Ha HPOTPaAMMHOE 00€CIICUEHHE,
ABJIAIOLIEeCs MEIUIIMHCKAM U3IeJIHEM

5'. Texuuueckas JOKYMEHTaIus MPOU3BOAUTEIS (m3roroBuTeENsN)
Ha IporpaMMHOe obecredeHue, ABISIONIEECS MEIULMHCKAM H3AeIueM (manmee —
TeXHMYECKass MOKyMEHTallHsi Ha MpPOrpaMMHOe oOecleueHne), IpeacTaBiseMast
TIPOU3BOAMTENEM (U3TOTOBUTENEM) IPOTPAMMHOTO OOeCIedeHHd, SBIIOMETrocs
MEULUHAHCKUM H3[Ie]IMEM, WM €ro YINOJHOMOYEHHBIM MpPENCTaBHTENIEM B COCTABE
PErHCTPallHOHHOIO IOChe Ha MporpaMMHoOe obecredeHue, ABIOMEeecs MeIHIMHCKIM
U3JIEIMEM, OJDKHA COEPIKATD: ‘

1) HamMeHOBaHMe NpPOrpaMMHOrO oGecredeHys, ABISIOWErocs MeaUIHHCKHIM
H3JIE/IHEM, W MHYI0 HH(OpMALHIO, NO3BOISIOUIYI0 MAEHTH(HIIUPOBATH MPOrpaMMHOe
obecrieyeHne, ABIAIOLICECS MENULMHCKHM  H3IEHEM, HallpUMep, BapHAHTEI
HCTIOJIHCHUH, BEPCHIO NPOTPaMMHOIO OGECledeHHs], SBIIOLIErocs MeIUIHHCKIM
U3IEITHEM.

TexHuueckas moKyMeHTauus Ha MPOrpaMMHOE OGeCIeYeHHe JOIKHA COAEpKAaTh
B TOM YHCJI€ pa3bsACHEHHUE NOPsA/IKa HyMepaLyii ero BEpCHi;

2) cBeleHHMS O Ha3HAYEHHH MPOrPaMMHOIO obecrnieueHrs, SBIAIOMETOCS




MEIULIMHCKHUM U3JeJIHeM, H MIPHUHIIUIIAX €r0 NeHCTBHUS;

3) wuHpopMalnMIO O IOTEHUHANTBHBIX IOTpeOHMTENIX (TOJB30BATENX)
IIPOrpaMMHOT0 00ecIieYeHu s, ABIAIOIIEr0CS MEHIMHCKHM H3EIHEM;

4) cBemeHWAd O OYHKUMH MHTEPIOpPETALHHM, MCTOYHHKE Habopa [OaHHBIX,
anmapaTHod miatgopMe, crocobe pasMelleHHS NPOrpaMMHOro obecredeHus,

ABJIAIOLIEroCs MEJUIIMHCKUM H3/EINEM, U IIPEJOCTaBICHHH JOCTYyIIa K HEMY;

5) unopmanuio o KaccupUKauy MPOrpaMMHOIO 00eCIIeYeH S, IBIISIOLIErOCs
MEIMLUMHCKMM H3/IEeIIMEM, B OTHOILEHHH Kilacca MOTEHUHUAIBHOr0 PHCKAa MpPHMEHEHUS
MEIWLIMHCKOTO H3JeNHus B COOTBETCTBMM C HOMEHKJIATYpPHOH KiaccubuKaiuei
MEJUIMHCKUX HU3NeNHi!, B TOM 4YHCIe C YKa3aHMEM 3HAYMMOCTH pe3yJbTATOB
HMHTEPIIPETalH IPOrpaMMHOr0 o0ecTiedeHUsl, ABISIOMIET0oCS MEAUIIMHCKIM H3/IeTTHEM,
M YCIIOBHH INpPHMEHEHHS NpOrpaMMHOIo obecrieueHus, SBIAIOMIErOoCS MeIUIHHCKHM
U3JIeNUEM;

6) cBemeHHsA O HaIW4UH (OTCYTCTBHH) B [POrPaMMHOM OOeCIeYeHHH,
SBJSIIOLIEMCS MEAMLIMHCKUM HU3JENINEM, TEXHOJIOTHH HCKYCCTBEHHOIO0 HHTEJLIEKTA,
U X ONMCAaHHE;

7) onMcaHMe COCTaBHBIX YacTeid, MOAyJIeii, 6JIOKOB IIPOrpaMMHOr0 obecreyeHus,
ABJAIONIETOCS ~ MEOMLIMHCKUM  M3JENIMEM, KOTOPOE€ MOXET  COIPOBOXAATHCS
CTPYKTYPHBIMH CXEMaMH apXUTEKTYPHI IIPOrPaMMHOT0 00ecIiedeHu s,

8) wmHboOpMamMIO O BO3MOXHBIX HM3MEHEHHSX MPOrPaMMHOrO OGecTIeueHHs,
SBIAIOLIETOCS  MEIUIMHCKMM  H3JeNIieM, KOTOpble BIHAIOT (HE  BIMSIOT)
Ha HEHW3MEHHOCTh €ro (yHKIHMOHAJIBHOrO HasHaueHWsd W (WIH) MPHHLHMIA JEHCTBHA
(Ip1 HUTHYHR);

9) mapopMamm0 0 cnocobe MOTydYeHHs IOJIB30BATEleM CBENEHHH O TEKyLUEH
BEPCHM IPOrpaMMHOro obecneueHus, SBISIOIIETOCSd MENMLIHHCKAM H3EIIHEM,
U TIopsAJKe ero OOHOBJICHHS,

10) xapakTepuCTHKM  OpPHHAAJIEKHOCTEH IMPOrPpaMMHOrO  obecreyeHus,
SBIIOIIETOCH MEIMIMHCKUM W3JEIMEM, MEIMUMHCKMX W3ICIMHA WM H3Jeluii,
He SABIAIOIMMXCS MEOUIMHCKUMHM, HO TPeIyCMOTPEHHBIX [UIS HCIOJb30BAHMS
B KOMOWHallMM C TPOTrpaMMHBIM OGeCreYeHHEM, SBISIOMMMCH MEIUIHMHCKUM
U3JIEJIMEM, a TaKKe OMHCaHMe CIIELMATIBHOro 00OpyZOBaHHSA M (MWJIH) MPOrPaMMHOTIO
obecrie4eHHs, TeCTOBBIX 0a3  HaHHBIX, pa3pabOTaHHBIX  MPOU3BOAUTENIEM
(M3roTOBUTENEM) JUIS MCIONB30BaHUS MPOTrPaMMHOTO OOECIeYEeHHs, SBIAIOIIErOC

! Ilpuxas Munnctepcrea 3apasooxpanenus Poccuiickoit ®enepaunn ot 6 wmons 2012 r. Ne 4u «O6 YTBEPXKIECHUH
HOMEHKJIaTypHO# KiaccH(puKaluy MeAUMUMHCKHX H3ienuit» (3aperucTpupoBan MHHHCTEPCTBOM KOCTHIMH PoccHiickoi
Qenepaunn 9 mwons 2012 r., peructpaunoHHblit Ne 24852), ¢ M3MEHEHHWAMM, BHECCHHBIMH NpUKa3amMu MUHHCTEPCTBA
3apaBooxpanenus Poccuiickoit @enepanuu ot 25 ceHTadpsa 2014 r. Ne 5571 (3apeructpupoBad MHHHCTEPCTBOM FOCTHLIMH
Poccuiickoii ®enepauun 17 pexabps 2014 r., peructpauuonHsii Homep Ne 35201) u or 7 mona 2020 r. Ne 686u
(3apeructpupoBan MuHucTepcTBOM IocTuumMu Poccuiickoit ®enepauuu 10 asrycra 2020 r., pericTpailMOHHBIN HOMeEp
Ne 59225).




MeAULIMHCKHUM U37ieNiieM (TP HAJTHYHN );

11) nmepedyenr pHCKOB, HACHTH(GUIHUPOBAHHBIX B IpoOIECCe aHalIM3a pPHUCKa,
M OIIMCaHHE CINOCOOOB YIIpaBICHUS OSTHMH pHCKaMH B LENAX CHIDKEHUS
UX JI0 IOMYCTHMOTO YPOBHS;

12) TexHMYeCKHEe XapaKTEPUCTUKH TPOTPaMMHOr0O obGecredeHus, SBISIOIIErocs
MEIUILNHCKHAM H3JIETHEM;

13) anmapaTHsbie CHUCTEMHBIE TpeboBaHu, HeoOX0IUMEIe
Ui PYHKIMOHHPOBAHHSA MPOrPaMMHOIO OOecredeHus, SBIAIOIErocs MEIUIIMHCKUAM
u3zenieM (MOAIEPKUBAEMBIE OIEPAIHOHHBIE CHCTEMBI, ammapaTHble IUIaTGOPMEL,
Tpebyemass  omepaTHMBHas  NamsaTh, TpedyeMoe  HHCKOBOE  IPOCTPAHCTBO,
JOTIONHUTENbHBIE TPeOOBaHU K IPOrpaMMHO-AIIapaTHEIM CpeACTBaM);

14) undopmammio o0 TmpoTOKONax OOMeHa JaHHBIMH I MCIIONb30BaHUS
IIPOrpaMMHOT0 O0ecreueHus, SABJAIOMErocs MEAULMHCKHM H3JeIHEeM, BMecCTe
C APYTUMH MEIVLMHCKUMH U3AETUAMH U (WIK) IPUHAIIEKHOCTIMH;

15) cBepgenmsa o mnpouenype WHCTAUIALHHA W JEHHCTAIUIALNN nporpaMMHoro
obecrnieueHns1, ABIAIOMEroCs MEAULIMHCKUM H3/IETHEM;

16) TpeGoBaHMA K MOATOTOBKE MIHM KBAUTM(PHUKALHWH JIHAL, OCYIIECTBIAIOLINX
YCTaHOBKY (MHCTAJUIALIMIO) MIPOrpaMMHOro obecreyueHus, ABIAIOMEerocs MeIuIMHCKUM
uzzgenueM (IIpy HAIMIUK);

17) npaHHBlE O MapKUpPOBKEe IIPOIPaMMHOIO oOOecledYeHHs, SBIIAIOLIEroCs
MEIVITHCKUM H3JIEJINEM, U €ro yIaKoBKe (MpH HAJTUYHH ),

18) cBenenuss o BepuduKalUy ¥ BaIMJAlMH NPOrpaMMHOro obecredeHwus,
ABISAIOIErocss MEAMLMHCKUM H3JeJMeM, B TOM 4YHCJIE OTYETHl O TECTHPOBAaHUU
porpaMMHOro obecrniedeHus, SBJIOIErocs] MEOUIUHCKAM H3AeNIHeM, U pe3yJIbTaThl
UCIBITAHUHA NPOrpaMMHOTO OOECIeueHus, SBJSIOLIErocs MEOUIIMHCKUM H3/eIHEM,
Ha TECTOBBIX 0a3ax JaHHBIX; | |

19) undopMmaruio o npoueccax XU3HEHHOTO LHUKJIA TPOrpaMMHOT0 obecrieyeHus,
ABJAIONIETOCS MEJUILMHCKUM H3JeJIHeM, BKIoYas HHPpOpMauo 06 OCHOBHBIX CTaJUIX
pa3paboTKH NporpaMMHOro obecreueHus, SBIAIOMIErocs MEOUIMHCKAM U3JIENUEM,
KOTOpasi MOJXKET COIMPOBOXAATHCA CXeMaMH, (ororpapuueckuMu H300paKeHUIMH,
pPUCYHKaMH, JUarpaMMaMH ¥ UHBIMU TTOSICHEHUSMU;

20) cBegeHus 00 aHAJIOTMYHOM IHPOrPaMMHOM OO€CIeYeHHH, SBISIOMEMCS
MeIULIUHCKHUM H3eJIHeM, JIH60 00 OTCYTCTBUU TaKHX CBEICHHUIH;

21) undopManuio 0 Mepax M CpeACTBaxX 3allUThl OT HECAaHKIHOHHPOBAHHOTO
JOCTyNa K IPOrpaMMHOMY OOECIEeHeHHIO, SBIIIONIEMYCS MEAMIUHCKAM HU3JeUeM,
1 06 obecnieyennu ero kubep6e30MacHOCTH, B TOM YUCIIE:

a) cBelleHHs 000 BceX BO3MOXXHBIX PHCKax B OTHOIIEHHMH KuOepOe30macHOCTH
(umeHTU(UKALMA AKTHBOB, yTPO3 M YA3BUMOCTEM, HHOE);

6) cBelleHHSA O MOPSAAKE OrpaHHYEeHHs AOCTYNa AJIA BCeX BO3MOXHBIX YPOBHEM




U METOJOB, KOTOPHIMH TaKoe OrpaHWYeHHE JOCTHraeTca (HOCTYN TOJBKO
OIS  JOBEPEHHBIX  IIONB30BaTeleH, JOCTYI  IIOCPEACTBOM  ayTeHTH(HUKALUU
II0JIB30BaTelIeH);

B) CTeneHb M  BO3MOXHOCTD  BIHAHHA Yrpo3 M  YSA3BHMOCTEl
Ha QYHKUHMOHATBEHOCTE YCTPOKCTBA M IIOTEHIHANBHBIX IOTpeduTeNei (I0/Ib30BaTe ek );

r) cBelleHHsd 00 WCIOJb30BaHUH AaBTOMAaTHYECKHX METOHNOB CHHXPOHHU3ALMH
JULs1 3aBEpIIECHUs CEaHCOB B CHCTEME, €CIIU 3TO HEOOXOAUMO IS Cpedbl HCIIOIB30BaHHs
IIPOrpaMMHOro obeceyeHus, SBIAIOMIEr0oCs MeJHIIMHCKUM H3EITHEM;

1) cBefeHMs 00 MCIOJNB30BAHHMHA MHOTOYPOBHEBOW MOJENM aBTOPH3ALMU
U nuddepeHnmaniy paB Ha OCHOBE POJIH MOJIb30BATENS HIIH POJIH YCTPOMCTBA;

€) CBEJICHHsI O TEXHUYECKUX M TMPOTPaMMHEIX CPEJCTBaX 3alllUThl, IPAMEHAEMBIX
B IPOTPaMMHOM 00eCTieueHIH, SIBISFOIIEMCS METUILIMHCKUM H3/Ie]IHEM;

XK) TOPSANIOK MNPOBENEHHsS MPOLEAYPH ayTEeHTU(PUKALMH IOJb30BaTENs Iepe]
pa3penieHHeM OOHOBIIEHHH MPOrPaMMHOT0 00eCIIeUeH s, ABISIOIIErocs MeIHLIMHCKUM
U3/IeJINEM, B TOM YHCIIE 3aTParMBarolliX ONEPALIOHHYIO CHCTEMY U IIPHIOKEHHS,

3) CBeJEHHd O HEOOXOAMMOCTH HCIIONB30BAHMS CHCTEMATHYECKHX IIPOLEIYP
AJIs1 aBTOPU30BaHHBIX MOJIb30BaTeNEH IPY HHCTAJUIALUH U OOHOBJIEHHH IPOrPaMMHOIO
obecriedeHus, ABIAIOMIETOCT MEAUIIUHCKMM H3/EIIHEM;

M) CBENEHHS O HEOOXOINMMOCTH  WCIIONB30BaHHS  CPEACTB  3AILMTEI
OT BPEJOHOCHBIX MPOrpaMM (aHTHBHPYCHOE IIPOTpaMMHOe oGecIedeHHe), eclii TaKUe
CpenCTBa HE MpPefyCMOTPEHb IPOM3BOAUTENEM (HM3TOTOBUTENEM) IIPOTrPaMMHOIO
obecrieueHus,  SBIAIONIETOCS  MEIMIMHCKUM  M3JIENTMEM, KOTOpPOE  JOJIDKHO
HCIIOJIb30BaThCS COBMECTHO C UHBIM MPOTrPaMMHEIM O0€CIIEUEHHEM;

K) CBelleHHs 00 MCHOJIb30BaHUM CPEACTB KPHUNTOrpadMuecKo 3allUThI
uHpopManyH (TIpH HATHYHH);

) CBElleHHs O HEOOXOAMMOCTH HCIONB30BaHHA (YHKUMH apXMBHPOBAHUS,
pe3epBHOr0 KomupoBaHMsl (ZyOIMpOBaHHS) [AaHHBIX Ha CepPBEpax OPraHM3aLUH
C IIOMOIIBIO ayTEHTH(HIIPOBAHHOTO IIPUBUJIETUPOBAHHOTO IIOJIb30BaTENS;

M) CBEIEHHSA O CpeACTBaX, MPHMEHSEMBIX Ul 3allUTHl OT HE3aKOHHOTO
pacripocTpaHeHus (IIpH HATHYKK);

- 22) uAdopMaIMIO O KITMHUYECKHX PEKOMEHIALMAX, HCTIONb3YEMBIX aIrOPUTMOM
MPOrpaMMHOro obecrnedeHus, SBIAIOIErocs MeJUIIMHCKAM H3edeM (TP HAaTHIHK);

23) nepeyeHb NPUMEHSEMBIX NPOU3BOIUTENEM (M3TOTOBUTENIEM) IPOrPAMMHOIO
obecrie4yeHus, ABJIAIOIIErocs MeIULIMHCKIM U3JIENTHEM, HAllMOHAJIBHBIX
1 MEXTOoCyJapCTBEHHBIX CTaHJApPTOB;

24) undopmanuio 0 NEPBOHAYANBHOM BBHIIYCKE MM MOCIEOHEM [IEPECMOTPE
TEXHUYECKOH JOKYMEHTAlMY Ha IPOrpaMMHOE 00eCIIeYeHHE. ».

3. B rnase III:

a) HaUMEHOBAaHHME MONONHHUTH CJIOBaMH «, 3a HCKIIOYEHHEM IIPOrPaMMHOTO
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obecriedeHu s, ABIIOILETr0oCs MEAULMHCKHM H3EITHEM;

0) B myHKTe 6 mocle CJIOB «PerucCTpallMOHHOTO JO0ChE Ha MEIULIMHCKOE H3/IETHE
JOIOJIHUTh CJIOBAMH «, 32 MCKJIIFOUYEHHEM IPOrpaMMHOI0 O0EeCredyeHHs, SBISIOMErOCs
MEAULMHCKUM HU3JETTHEM.

4. JlononHuts rnaBo# IV cnemyromero comepxanus:

«IV. TpeGoBanus k cofiepKaHHIO SKCILTYaTAHOHHOM JOKYMEHTAlUH
IpOM3BOAUTENS (M3rOTOBUTENA) HAa IPOrpaMMHOe obecriedeHue,
ABJIAIOIIEECs MEIULIMHCKHUM H3JETUEM

9. OKcmutyaTaMoHHas — JIOKyMEHTalUs  [POU3BOAMTENS  (M3rOTOBMTEIS)
Ha  IpOrpaMMHOe  obecriedeHHWe,  SABIAIOLIEECS  MEOMIMHCKAM  H3IETHEM
(mamee — OKCIUTyaTallMOHHas JOKyMEHTAlMs Ha [POrpaMMHOe OGecIeducHHe),
NpejcTaBisgeMas INPOU3BOAMTENEM (M3rOTOBHTENEM) MPOrPAaMMHOIO obecredeHus,
ABJIAIOLETOCS MEJULMHCKMM H3/ICJIMEM, HIM €T0 YIOJTHOMOYEHHEIM IIPEICTaBHTEIEM,
B COCTaBe PETHCTPAllMOHHOIO JOChE€ Ha IPOrpaMMHOE OOEeCIICUYEHHE, SBIIAIOIIEecS
MEIULMHCKUM H3IEJTHEM, TOJDKHA COEPXKATE:

1) HaMMeHOBaHHEe NPOrpaMMHOrO obecredeHHMs, SBJIAIOLIErOoCsS MEIULHHCKAM
H3/Ie/IMeM, M HHYIO WH(QOPMAIHIO, MO3BOJAIOIYI0 HACHTU(GHUUMPOBATE POrPAMMHOE
obecrieueHue, sBIAIOMEECS MEAMUMHCKAM  W3JeIMEM, HAIpHMEp, BapHAHThI
UCIIOJTHEHHH, BEPCHMIO IPOTPaAMMHOIO OO0eCreueH s, SBJIIIOLIErocs MeXUIMHCKHAM
U3JIETHEM.

OKCIUTyaTalldOHHas JOKYMEHTallusd Ha MporpaMMHOe obecledeHHe IOJDKHA
conepXxaTh B TOM YHCIIE pa3bsiCHEHHE MOPAAKA HyMepallHii ero BEpCHii;

2) cBemeHHA O pa3paboOTYMKE NPOrPAMMHOIO OOECIeUeHHS, SBISIOIIErOCs
MEIWLIMHCKUM H3JeNHeM, — MOJHOE M (B Clydae, €CIM HMEETCs) COKpPaIleHHOEe
HayMEHOBAaHUA, B TOM 4YHClie PUPMEHHOE HaMMEHOBaHHE, OPraHU3ALHOHHO-TIPABOBYIO
GopMy IOpHAMYECKOTO JHI[A, aJApeC MeCTa €ro HaxOXKIEHHMS I (GaMUIHIO,
uMs | (B Cllydae, €C/TH HMEeTcs) OTYECTBO, PEKBH3UTHI JOKYMEHTA, YIOCTOBEPSIOIIETO
JIMYHOCTH, aApEeC MECTa XMUTENLCTBA MHAMBUAYATHHOTO NpPEANPUHMMATENSA, a TaKkKe
HOMepa TelepoHOB M (B Cllydae, €CIH MMeeTCs) aApec >IeKTPOHHOH MOYTEHI
IOPUAUIECKOrO JIMIA MM HHAMBHAYAITBHOTO MPEANPUHHMATES;

3) cBemeHMA O NpPOHM3BOAMTENE (M3rOTOBHTENE) IPOrPaMMHOTO obecredeHus,
ABJIIAIOIIEIOC] MEIULMHCKMM H3[ENIMEM, — IOJHOe M (B cCly4ae, €CIM HMeeTcs)
COKpallleHHO® HaWMEHOBaHHJA, B TOM 4HclIe (UPMEHHOE HaMMEHOBaHME,
OpraHU3allMOHHO-TIPaBOBYIO (GOpMy IOpDHAWYECKOTO JIMLA, aJpec MeCTa ero
HaxXOXICHU WM (QaMHIMIO, MMA H (B ClIy4ae, €ClIM UMEETCS) OTYECTBO, PEKBH3UTHI
AOKYMEHTa, YAOCTOBEPSIOIIEro JIMYHOCTD, aIPeC MECTa JKUTENBCTBA MHAXBHYAILHOTO
npeanprHUMaTellsd, a Takke HoMepa TeleoHOB M (B Ciiydae, eClM HMEETCH) aapec
QJIEKTPOHHO#M II0YTHI FOPHUIUYECKOTO JIUIA MITH WHANBUIYAIBHOTO IIpeIIIPHHUMATES,

4) ceeneHMs 00  YNONHOMOYEHHOM  IIPEACTAaBHTENE  HPOM3BOIUTENS
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IPOrpaMMHOr0 o0ecredeHHs, SBJIAIOMIEroCs MEIUIMHCKUM H3JeHeM, — IOJHOe
U (B ciydae, eclii MMEETCsA) COKpallleHHOe HauMEeHOBaHHe, B TOM 4HClie (pUpPMEHHOe
HaMEHOBaHHE, OPraHU3alHOHHO-TIPABOBYI0 (OPMY HOPHAWYIECKOTO JIMIA, aapec €ro
MeCTa HaXOXACHHA WiIH ¢GaMWwinio, UMA U (B ciydae, €CIM HMeEEeTCs) OTYECTBO,
PEKBU3UTHl JOKYMEHTa, YJOCTOBEPSIONIET0 IJHYHOCTh, aJgpeC MecTa KHTEJIbCTBA
WHAUBUAYAIBHOTO NpeANpHHUMATEN, a Takke HoMepa TeledoHOB U (B CiIydae, eciid
UMeeTcsl) ajpec 3JIEKTPOHHOM IMOYTHl IOPHOUYECKOro JIMIA WIM HHAWBUIYAJIBHOTO
IpeanpUHUMATEIS;

5) cBemeHus O Ha3HaYeHHMH IIPOTPAMMHOrO OOeCMeueHHs, SBISIOIErocs
MEIUIIMHCKUM H3/IEJIHEM, U MPUHIIUIIAX ero JeHCTBHS;

6) undopMalMi0O O  TNOTEHIMANBHBIX  NOTpebUTensx  (IONB30BATENAX)
IIPOrpaMMHOro 0becneqyeHus, BIAIOLIEerocs MEIUIIMHCKAM H3eTHeEM;

7) cBemeHMs O (YHKIMH HWHTepUpeTalldH, HCTOYHHKE Habopa [JaHHBIX,
anmapaTtHoi Iuatgopme, crnocobe pasMelleHHs HPOrpaMMHOro obecreyeHus,
SABJIAIONIETOCS MEIUIIMHCKAM H3/IeTHEM, H IIPEAOCTABICHHH OCTYIIa K HEMY;

8) uHpopMaLUMIO O KJIaCCH(HKALHN POrPaMMHOr0 00eCIIeYeHHUs, IBIISIOIIErOCT
MEIMLMHCKAM H3J€HEM, B OTHOIIEHHH KJIacca MOTEHIMAIBHOIO PUCKA MPHMEHEHHUA
MEJMLMHCKOTO HW3JeNUsi B COOTBETCTBUH C HOMEHKIATypHOW KiaccH(uKaimeii
MEJMLUMHCKAX HM3ACIHH, B TOM YHCIE C YKa3aHHEM 3HAa4YHMOCTH pe3yJIbTaToOB
HHTEPIIPETALMM MPOrpaMMHOr0 obecriedeHns, ABJIAIOIIEroC] MEAULIMHCKHM H3Je/INEM
U YCIIOBUH INPMMEHEHHA NMPOrPaMMHOro o0ecreyeHus, SBIAIOLIEroCs MeIMLIMHCKAM
U3JeNIneM; '

9) cBemeHus o HamWuUM (OTCYTCTBHH) B IIPOIPAMMHOM OO€ECIIEYEHHH,
ABJIAIONIEMCS MEIMIMHCKMM H3J€IHEM, TEXHOJOIMH HCKYCCTBEHHOTO HWHTEJUIEKTa,
U UX ONHCaHHE; .

10) omnucaHme COCTaBHBIX 4YacTed, MOAyJiei, OJOKOB MPOrpaMMHOIO
obecrieyeHus, ABISTIONIErOCS MEMLHCKAM H3/IeITHEM,;

11) mnbopManu0o O BO3MOXKHBIX HM3MEHEHHSX IPOTPaMMHOIO OOeCHeUYeHus,
SBIAIONIETOCS ~ MEJWLMHCKAM  HM3/IeTHEeM, KOTOpble BIUSAIOT (HE  BIIHSIOT)
Ha HEM3MEHHOCTb €ro (PYHKI[MOHAILHOIO Ha3HaveHWs M (WIH) NPUHIMIA JeHCTBUA
(ipu HATTUYHK);

12) undopmamuio o crnocobe moiyueHHs IONB30BATENEM CBEJEHHM O TeKylen
BEPCHHM IPOrpaMMHOro oOecmeyeHHs, SBISIOLIETOCS MEIUIMHCKHM H3JeIHEM,
Y TIOpSAIKE €ro OOHOBIECHHUS;

13) xapakTepuCTHMKM NPHHAUIEXHOCTEH  IPOrPaMMHOrO  OOeCIeyYeHus,
SBJISIOIIETOCS MEAMIMHCKMM H3JEJMeM, MEIMUMHCKUX WU3lenuii WM u3znenui,
HE SBISAIOIMXCA MEAMUUHCKMMHM, HO NPEIYCMOTPEHHBIX IS HCIIOJB30BaHUSA
B KOMOMHAlMH C TMPOrpaMMHBEIM oOOecreueHueM, SBISIOIIUMCH  MeTUIUHCKUM
M3JEJIUEM, A TAKOKe ONMCAHHME CIENMANbHOro o6opynoBaHMS U (MIHM) IPOrPaMMHOIO



obecrie4eHHs, TECTOBBIX 0a3  JaHHBIX, pa3paboTaHHBEIX  IPOHU3BOAMTENIEM
(M3roToBHTENEM) A HCIIOJB30BaHUA NPOrPaMMHOIO OOECII€dEHHs, SBIIAIOLIETOCs
MEAULMHCKHAM H3IelHeM, (pH HAJMYHH);

14) nepedyeHp pPUCKOB A8 MOTpeOHTENss, UACHTUGUIMPOBAHHEIX B IIpolecce
aHaJIu3a PHUCKa;

15) TexHHYeCKHe XapaKTEpPUCTHKH IPOrpaMMHOro obecrieueHus, SBIAIOLIErocs
MEIUITHCKUM H3JEIHEM;

16) amnmaparHbie CHUCTEMHBIE TpeGoBaHus, He0OX0IUMEIE
s GYHKIMOHMPOBAHHUSA MPOTPaMMHOI0 OOecreveHus, SBISIOLIErOCs MEIULIMHCKUM
u3genneM (Imoanep)KuBaeMble ONepallMOHHBIE CUCTEMEI, IIOJAeP>KHUBAaEMBIE allllapaTHLIC
iathopMel, TpeOyeMas omepaTHBHas NMaMATh, TpeOyeMoe AHCKOBOE IIPOCTPaHCTBO,
IOIOJHUTEIbHBIE TPeOOBaHHS K IPOrpaMMHO-aNNapaTHEIM CPEICTBaM);

17) uHdopManmio © TPOTOKONAX OOMEHa JaHHBIMH JUISI HCIOJIb30BAHMS
OpOrPpaMMHOr0 oOecredYeHHs, SBIAIOLMIEroCs MEJUIMHCKUM H3JelHeM, BMeCTe
C IPYTrMMH MEQWIIMHCKAMH H3/ENIUAMH U (WIH) IPUHAJISKHOCTAMH;

18) cBemeHus o0 mpoleaype HHCTAUISALUMH W JEMHCTAUISIUH [POrpPaMMHOTO
obecrieyeHus, ABJIAIOUIETOCT METUIIUMHCKUM H3IEIHEM;

19) TpeGoBaHHMA K TOATOTOBKE WIH KBATU(GUKALMHK JIHI, OCYIIECTBISIOLINAX
YCTaHOBKY (MHCTAJUIALIHIO) IIPOrPaMMHOTO 0OecIieYeHus, ABIIOIIErocs MeIUUHCKIM
uznenueM (IpH HATUIUK);

20) paHHBIE O MAapKHUPOBKE TMPOrpaMMHOro o0ecreyeHus, SBISIOLIErocs
MeAULIMHCKHUM H3/eJIHeM, U ero yrakoBKe (IIpU HaJIU4UK);

21) wundopmammio, HeoOXOAMMYIO MiS MAEHTH(QUKAIMU IPOrPaMMHOIO
obecrieueHus, SBIAIOMIErOCS MEIULMHCKAM H3JENHeM, C MeNbl0 TONIy4eHHUs
O6e3omacHOi KOMOMHaUMH, M HHQOpMaUHIO OO0 M3BECTHHIX OrpPaHUYEHUSAX
II0 COBMECTHOMY HCIOJB30BaHUIO IIPOTPaMMHOr0 OOecledeHUs, SBISIOIIErocs
MEJHULMHCKUM H3JenueM (Ui NporpaMMHOro obecreyeHHs, NMpeAHa3HAYeHHOIo AJIs
HCIOJIb30BaHUS BMeCTe C JPYrUMH MEAMLUHCKUMH HM3OeNusMH U (WiIH)
IIPUHAJIE)KHOCTIMM ),

22) uHbOpMalMIO O Mepax MNpPeJOCTOPOKHOCTH, NPUHHUMAEMBIX B ClydYae
BOBMOXKHBIX OMMOOK M cOOEB IpOrpaMMHOrO OO€CIEeueHHMs, SBISIOIIETocs
MEAUIIHHCKUM H3JETTHEM;.

23) wuHpopMmanuio 06 0OOCTOSTENBCTBAX  (TMOCIENCTBHSAX) IPUMEHEHUS
IporpaMMHOro obecrneueHus, SBIAIOLIErocs MEIUIMHCKUM H3JeNHeM, IIpU KOTOPBIX
II0Ib30BaTeNb JOJDKEH IPOKOHCYJIBTHPOBAaThCA C MEAUIMHCKUM pPabOTHHKOM
WM CITy)KOO0H TeXHUYECKOH MTOAEPIKKH; ‘_

24) wHQoOpMaLMIO O HOPSAKE OCYIUECTBICHHS TEXHHUYECKOIO COIIPOBOXKICHMS
H IIOJIEPXKKH [IPOrPaMMHOI0 06eCTIeYeH s, SBISIOIErocs MEIULUHCKUM H3IEUEM;

25) uHpopManHI0 O Mepax H CpPEACTBaX 3alIMTHl OT HECAaHKLMOHHPOBAHHOTO




JIOCTYIIa K IIPOrpaMMHOMY OO€CIEeYEeHHIO, SBIAIOIIEMYCS MEOULMHCKAM H3IEIHEM,
H 00 obecrieueHNH ero KuOepO6e30macHOCTH, B TOM YHKCIIE:

a) CBeJieHUs 000 BCEX BO3MOXHBIX PHCKAaX B OTHOIIEHMHM KuOepOe3omacHOCTH
(MaeHTHUHUKANMS aKTHBOB, YTPo3 U YA3BUMOCTEH, HHOE);

0) CBelcHHS O MOpsIKe OrPaHWYEHMS JOCTyNa AJA BCEX BO3MOXKHBIX YPOBHeEH
M METOJOB, KOTOPDHIMH TaKO€ OrpaHH4YeHHE JOCTHraercs (ZOCTYH TOJBKO
JUIs  JIOBEpPEeHHBIX IMOJb30BaTeNeil, JOCTYH IOCPEICTBOM  ayTeHTU(UKAUUU
oJIb30BaTeneit);

B) CTeNeHb M  BO3MOXHOCTH BIHSHMS Yrpo3 H  ysS3BUMOCTeH
Ha (PYyHKIIMOHAIBHOCTD YCTPOHCTBA M TIOTEHLIHAIBHEIX MOTpeOuTenei (moap3oBareneil);

r) cBeleHHd OO0 MCIOJL30BAaHUM aBTOMATHYECKUX METOJOB CHHXPOHHU3ALUHU
VTS 3aBEPIICHUS CEAaHCOB B CHCTEME, €CJIH 3TO HEOOXOAUMO JUIS Cpebl HCIIONb30BaHUg
MPOrPaMMHOT0 00eCIIeYeH s, SIBJIAIOLIETOCS MEJUIIMHCKUM H3JeIHeM;

I) cBeleHHs OO0 WCHOJIB30BaHUM MHOTOYPOBHEBOH MOJIENH aBTOPH3AILUU
U auddepeHnranyy NpaB Ha OCHOBE POJIH MOJIB30BATeNs WIIH POJIA YCTPOHCTBA;

€) CBeleHHS O TEXHMYECKHX U IPOrpaMMHBIX CpeICTBaX 3alUTHI, IPUMEHIEMbIX
B IIPOrpaMMHOM O0eCTIeYeHIH, SBISIOIEMC MEAUIIHHCKUM HU3JIEIHEM;

) MOPAHOK IpOBENEHHS MpOLEeAyphl ayTeHTHQUKAIMH II0JIL30BaTeNsd Iepen
pa3penieHreM OOHOBJIEHHH MPOrpaMMHOr0 o0ecredeHus, BIIIOUIErocs MEIUIUHCKUM
U3JIeIMeM, B TOM YHUCJIE 3aTParuBaioliX ONEPallMOHHYIO CUCTEMY U IPUIIOKEHHUS;

3) CBeleHHSA O HEeoOXOAMMOCTH HCIIOJIb30BaHHS CHUCTEMAaTH4ECKHX IpOLEIyp
JUI aBTOPHU30BaHHBIX MOJb30BaTeNei NpY UHCTAUIAIMN U 0OHOBIEHHH IIPOrPaMMHOTO
obecrnieyeHus, SBISIOIETOCT MEIULIUHCKUM H3JEIIHEM;

M) CBeNeHHA O HEOOXOZMMOCTH  MCIONB30BaHUS  CPEACTB  3alUTHI
OT BPEIOHOCHBIX NporpaMMm (aHTHBHPYCHOE MporpaMMHOe obecriedeHHe), eclii TaKue
CpeICTBa He TIpPeAyCMOTPEHBI IPOM3BOAUTENEM (MU3rOTOBUTENIEM) MPOrPaMMHOTO
obecrieyeHus,  SBIAIOMIETOCS  MEIWIMHCKAM  M3JIENMHEM, KOTOpPOE  JIOJDKHO
HCIIOJIb30BAaThCS COBMECTHO C MHBIM NIPOrPaMMHBIM obecriedeHueM;

K) cBelleHHS OO0 WCHONB30BaHUU CPEJICTB KPHUITOTpadUIEecCKOr 3aIlMTEI
“HPOpMAIIMK NTPOrpaMMHOr0 obecrieueHus, SBIAIOIIErocs MEIULIMHCKHM HU3JeNUeM
(npu HanU4MR);

J) CBeJEHHS O HEOOXOOUMOCTH HCHONb30BaHUSA (QYHKUHH apXWBHPOBAHMS,
pe3epBHOro KomupoBaHHs (IyOnupoBaHWs) MAAaHHBIX Ha cepBepax OpraHU3alUU
C TIOMOIIBIO Ay TEHTU(PHUIIMPOBAHHOI'O IIPUBUJIETUPOBAHHOTO [10JIb30BATEIS;

M) CBeIEHHS O CpeICTBaX, NPHUMEHSAEMBIX [UIS 3alluThl OT HE3aKOHHOIO
pacrpocTpaHeHus (IIpy HAJIU4KK); |

26) vHGOPMALHIO 0 KIHHHYECKHX PEKOMEHIAUMSX, UCIIOIb3yEMBIX AITOPUTMOM
[IPOrPaMMHOI0 00eCIIeYeH s, IBIIAIOLIEr0Cs MEJUIIMHCKUAM H3aenreM (IIpy HaJIM4YuK);

27) nepedyeHb NPHMEHAEMBIX POU3BOJMTENEM (M3TOTOBUTENEM) IPOrPAMMHOTO




obecneyenus, SIBJISIOIET OCH MeIUITHCKHM U3JIeTNEM, HaIlMOHAJIBHBIX
¥ MEXTOCyJapCTBEHHBIX CTAHAAPTOB,;

28) undopMauui0 O NEPBOHAYAILHOM BBIIYCKE MM IOCIEIHEM IepecMOTpe
SKCIUTyaTALMOHHOM JOKYMEHTAIUH Ha IIPOrpaMMHOe obecrieyeHue.

10. DkcIUTyaTallMOHHas [OOKYMEHTalMd Ha IIPOrpaMMHOE obecreveHHe
IIpefOCTABIAETCS /i O3HAKOMJICHUS IOTpeOHTeMo Ha GyMaXKHOM HOCUTele (BMecTe
C IPOrpaMMHBIM obecriedeHHEM, SIBISIOMUMCA METUIIMHCKUM U3[eTIHEeM, HITH OT/EIbHO
or Hero) u (win) B (opMe DIEKTPOHHOTO JOKYMEHTAa MOCPEACTBOM pa3sMeIeHHs
B MH(OPMAIIMOHHO-TEIEKOMMYHHKALMOHHOH ceTH VIHTepHeT ¥ (WiIK) Ha 3IeKTPOHHOM
HOCHUTEJIE.

DKCILTyaTalMOHHAs JOKyMEHTALHMs Ha [IPOrpaMMHOE obecIeueHne MOXeET ObITh
NpeaocTaBjieHa MOTpeOUTeNMO sl 03HAKOMIICHHS B (pOpPME DIIEKTPOHHOIO JOKYMEHTa
IOCPEJCTBOM pa3MelleHns Ha SKpaHe, ABIIIOIIEMCS 9aCThi0 MEAUIIUMHCKOTO U3/IeIHSL. ).




