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Hacrosinuie MeToaudeckue peKoOMeH Iy pa3paboTaHbl:

- crnemuamuctamu ®I'BY «BHUMWMT» PocsapaBHan3opa: 3aMECTUTEIEM
reHepaJbHOTrO JUPEKTOpa, A.M.H. TapaceHko O.A., HaYaTbHUKOM OTJ€JIa SKCIIEPTU3BI
Hepcecsn T.M., 3aBepytomuM  Jaboparopvedl — HCIBITAHMM — MPOrpaMMHOIO
obecrieyenns MenuIuHCcKux usnenuii Kyrnaessim B.A.

PerensenTsl: TeHepanbHbeli aupektop PI'BY  «HanuoHambHbBIH HHCTHTYT
kadecTBa» PocsapasHanzopa Vsanos 1.B.

Mertonuueckde  pEKOMEHIAIMU  TIpeJHa3Ha4eHbl U1 HUCIIOJIb30BaHUs
SKCIIEPTHBIMH OpraHu3anusaMy PocsipaBHaa30pa, cenuanictaMu PocsipaBHansopa,
Jutst “HGOPMHPOBAHHS CYOBEKTOB OOPAIEHHS METUIIMHCKUX U3/ICIHH.

Her HMKAakux OrpaHWYeHHMH HaA BOCIIPOM3BE/ICHHE, PACIPOCTPAHCHUC WIIM
HCIIONB30BAHUE HTOr0 JOKYMEHTa, OJHAKO €ro BKIIOYCHHE, 4YaCTUIHO WU
MOJIHOCTBIO, B JII0OOH ApYyrod JOKYMEHT JOJDKHO COIIPOBOXIATHCA 00s13aTeIbHON
CCBUIKOM Ha aHHBINA JOKYMEHT.

DKcrepTHbIE OpraHU3aLiy:

- @efiepanbHOE TOCYIapPCTBEHHOE OFOJUKETHOE YUPEKICHHUE «Bcepoccuiickui
HAYYHO-FCCIEIOBATENBCKIHA ¥ UCIBITATENBHBIH MHCTUTYT MEJMLMHCKONW TEXHUKID
degnepanbHOl  CIyxObl 10 Hana3opy B chepe  30paBOOXpaHEHUS (OI'BY
«BHUMHUMT» Poc3npaBHanzopa);

- desiepanbHOe TOCYIAPCTBEHHOE OIOJDKETHOE YUPEKACHHE «HarmoHanpHbIN
MHCTHTYT KadecTBa» DenepanbHOl CIyObl IO HAI30py B chepe 3ApaBOOXPaHCHHS
(®I'BY «HaiuoHanbHbI HHCTUTYT Ka9eCTBa PocsapaBHamzopa).

HacTosimpe MeToaudeckue pPeKOMEHAAIMU pa3paboTaHbl B HONOJIHEHHE K
meiicTByronmM ~ MeTOOUYeCKUM — PEKOMEHJAAlMAM [0 OKCIepTHU3e  KadecTsa,
3G HEKTUBHOCTH M GE30MACHOCTH MEJMIMHCKUAX H3JENMH i rocyJ1apCTBEHHOMN
perucTpaiuu, yrBepxaeHHbBM OI'BY «BHUNUMT» PocsapaBuanzopa u1 ®PI'bY
«HannoHanpHbIA MHCTUTYT KauecTBa» Poc3apaBHaaszopa.



BBenenue
MeTonudeckre PEKOMEHIAMU DPa3pabOTaHbl M yTBEPKACHBI IS HeJen
peannsaunn CIIGH}’I-OHIHX I[OKyMeHT OB.

e  ®enepanbHbii 3ak0oH orT 21 HosiOpst 2011 Ne 323-@3 «O6 ocHoBax
OXpaHBI 3/I0pOBbs rpaxkaaH B Poccuiickoi denepanun»;

e  ®DenepanbHbIi 3aK0H «O MEPCOHATBHBIX JAHHBIX) OT 27.07.2006 Ne 152-
D3;

o @enepanpHbii  3akoH  «O6  wHpOpMaLMH, HHPOPMALIMOHHBIX
TEXHOJIOTHUSIX U O 3aluTe HHGOopMaLUu» OT 27.07.2006 Ne 149-®3;

o ®ecgepanbHbi  3ak0H  «O  TEXHHYECKOM  PETyJIMPOBAHHWK»  OT
27 nexabpst 2002 Ne 184-D3;

e Ilocranosnenue [IpaButenscrsa Poccuiickoit ®enepaimu ot 27 nexabps
2012 Ne 1416 «O6 yTBepxkaeHMH IlpaBUI TOCYIapCTBEHHOH PpErucTpanuy
MEJULIMHCKUX U3JICTUNY;

e TIlocranosnenne [IpaButensctsa Poccuiickoit ®enepanun ot 01.1 1.2012
Ne 1119 «O6 yTBepxaeHHH TpeOOBaHMM K 3aIlUTe NEPCOHANBHBIX NAHHBIX IIPU MX
00paboTKe B HH(OOPMAITMOHHBIX CHCTEMAaX MEPCOHANIBHBIX NaHHBIX);

e Ilocranosnenue IlpaBurenscta Poccuiickoin Denepalnny OT 12.04.2018
Ne 447 «O6 yrBepkiaenun IlpaBun B3aMMOJICHCTBHSA HHBIX HHGOPMALMOHHBIX
CHCTeM, IpeIHA3HAYeHHBIX Ui cOopa, XpaHeHHs, 0OpabOTKM M MNpeNOCTABICHM
nHGOpPMAIlMH, Kacalollehcs  IEesITeNBHOCTH — METULIMHCKUX OpraHM3alii H
MPEeOCTABNSEMbIX HMMU YCIOYr, C WHQOPMAIMOHHBIMM CHCTEMaMH B chepe
3IpaBOOXPaHEHUS U MEJMUMHCKUMI OPTraHU3aUAMID);

e ITocranosienue IlpaButenscrBa Poccuiickoit @enepaiuu OT 6 HIONs
2015 roma No 676 «O TpeOOBaHUSAX K MOPSAAKY CO3MaHHUsA, Pa3sBUTUA, BBOJA B
SKCILTYaTallMio, OKCIUyaTalldd M BBIBOJA M3 OKCILIyaTaludH TOCYIapCTBEHHBIX
MH(OPMALMOHHBIX CHCTEM M JaJbHEHIIEro XpaHeHHs cozepkaineiics B ux 0Oaszax
JAHHBIX THPOpMALUN»,;

e IIpuxa3z MuHuCTEpCTBA 3/PAaBOOXPAHECHHUS Poccuiickoit ®denepaiiuv OT
20 mapTa 2020 r. Ne 206H «O06 yTBEpKACHUM NOPAAKA OpPraHA3allii U HPOBEACHIA
SKCIIEPTH3bI KauecTBa, dOHEKTUBHOCTH 1 6€30IIaCHOCTH MEAMIIMHCKHIX 171631 (11717 DN

e [Ipukaz MuHHCTEPCTBA 3[PABOOXPAHEHHS Poccuiickoit @enepaniuv OT
06.06.2012 Ne 4u «O6 yTBepKICHHM HOMEHKIATYPHOH KJ1acCU(UKALUNA
MEIULIMHCKUX U3ICITUNY;



e [lIpukaz MunucrepcTBa 31paBOOXPAHCHHS Poccuiickoit @enepanun OT
16.05.2013 Ne 300H «O6 yTBEepKAeHUH TPeOOBaHUA K MEIUIMHCKMM OpraHU3alUsIM,
MPOBOISIIAM ~KITMHUYECKAE HCIBITAaHUA ~MEIUIUHCKUX U3EeNMi, W TopsaKa
YCTAHOBIEHHS COOTBETCTBHS MEIMIIMHCKIX OPraHU3alul 3TUM TpeOOBaHUAMY;

e IIpukas MuHucTepCTBa 3/paBOOXpaHenus Poccuickon denepanuu OT
09.01.2014 Ne 2 «O6 yTBepXXACHHUU MOpsKa MPOBEIEHHUSA OLEHKA COOTBETCTBHA
MEJUIAHCKAX W3eInil B (GopMe TeXHHYECKMX HCHBITAHHH, TOKCHKOJOTHYCCKHUX
HCCIIeOBaHMM, KIMHUUECKAX HCTIBITAHWM B IENSIX TOCYJapCTBEHHOH DPErdCTpaliy
Me TUITTHCKUX U3IETIHI»;

e [lIpukaz MunucrepcTBa 31paBOOXPaHCHUS Poccuiickoit @enepanuu OT
19 suBapst 2017 Ne 111 «O6 yTBepXIeHnN TPeOOBaHUH K CONEPIKAHHIO TEXHUYECKOU
1 DKCIUIyaTallMOHHON JOKYMEHTAIIUHN IPOU3BOUTEIIS (M3roTOBUTEJIS) METUIIMHCKOTO
U3 IEIIUSD).

HpI/I MMOATOTOBKE HACTOSAIIUX MeToau4ecKkux peKOMeHIIaLII/Ifl NPpUMCHSINCH, B
TOM YHCJIE, TOJOXEHUS HMXEIEPEUNCICHHBIX JOKYMEHTOB!

PykoBonsiuii nokymeHT (PJl) «ABTOMaTU3HPOBAHHbBIC CHCTEMBI. 3amura oT
HECAHKIIMOHUPOBAHHOTO JIOCTyIa K nHopMaLun. Knaccudukanus
ABTOMATH3HPOBAHHBIX CHCTeM M TpeboBaHWS IO  3alluTe uHpopMaLun»,
yTBEPKJACHHBIN PELICHUEM MpeCeaaTeNs ["ocyapCTBEHHOM TEXHUYECKON KOMUCCHH
npu [Ipe3unenre Poccuiickoii @eneparmu oT 30 MapTa 1992 rona;

Pykosomsmmiit  goxyment (PII) «Cpencrsa BBIYUCIIMTEIPHON TEXHHKHU.
3am@Ta OT HECAaHKIMOHHPOBAHHOrO JOCTyna K HHQOpMAaluH. IToxazarenu
3aIUINEHHOCTH  OT  HECaHKIMOHUPOBAaHHOTO  JOCTyna K uHOopMaLUny,
yTBEPKICHHBINA pelIeHHeM NpeceNaTeNs [CocynapCTBEHHON TEXHUYECKOH KOMUCCHH
npu [Ipesunente Poccuiickoit ®enepanuu ot 30 MapTa 1992 roxa;

Pyxosomsmmit  poxyment (PII) «Cpenctsa BBIYUCIUTEIbHOW TEXHMKH.
MeskceTeBble SKpaHbl 3alliTa OT HECAHKIIMOHUPOBAHHOTO OCTYyIA K uHOopMaLUH.
MokazaTey 3aIAIIeHHOCTH OT HeCAHKIMOHMPOBAHHOIO JOCTYNa K MHGOPMALMHY,
yTBEPKICHHBIH pelIeHHeM NpeceaTes [ocymapCTBEHHON TEXHUYECKOH KOMMCCHU
npu IIpesunente Poccuiickoit Penepaluyu OT 25 mrons 1997 roga,

PykoBoasumii nokyMeHT (PJI) «3aumra oT HECAHKIIMOHUPOBAHHOTO 0CTYTA
k uadopmanuu Yacts 1. TIporpammuoe oGecriedeHne CPEACTB 3aIIUThI nHpOopMaLUU
Knaccudukaiuss 1O YPOBHIO  KOHTPOIsS — OTCYTCTBHSL — HEACKIApUPOBAHHBIX
BO3MOKHOCTEI», YTBEpK/ICHHBIH peEIlICHUEM IPEeICCAATeIIA I"ocynapcTBEHHOR
TexHIIecKoil komuccuu npH Ipesunente Poccuiickoit Denepanyy OT 4 wrons 1999
roga Ne 114;



Pykopomsmmit  moxymenTt (PJ[)  «be3omacHOCTh HHGOPMALUOHHBIX
TeXHOJOrui. PyKOBOACTBO MO (OPMHUPOBAHUIO CEMEHCTB npoduiei 3aIuThY,
Toctexxomuccus Poccunm, 2003 rox;

TOCT 19.301-79 «Ejumas cucrema mporpamMmuoit nokymentaruu (ECTLI).
[IporpamMma ¥ METOJMKA UCTIBITaHUHA. TpeOOBaHHS K CONCPIKAHUIO 1 0(OPMIICHUION;

TOCT P UICO/MDK 9126-93 «Murdopmarmonnast texHonorus (UT). Omenka
IPOTPAMMHOM MPOIYKIHMHA. XapaKTepUCTHKM KadecTBa M PYKOBOACTBA IO HX
IPAUMEHEHUION;

TCOCT P UCO 9127-94 «Cuctemsl 06paboTku nHbopManyu. JJoKyMeHTalusA
ToNbp30BaTeNs ¥ MHOpPMALMS Ha YIAKOBKE I MOTPEOHUTENBCKHMX MPOrpaMMHBIX
IIaKEeTOBY;

TOCT P UCO/MDK 12119-2000 «Mudpopmarmonnas texuonorus (HT).
[Taxetsl nporpamMM. TpeGoBaHHs K KaueCTBY ¥ TECTUPOBAHUCY;

TOCT P UCO 14155-2014 «Knunnueckue wuccienopanus. Hamnexaras
KJIMHHYECKas IPAKTUKAY,

TCOCT ISO 14971-2011 «3penus MequnuHcKhe. IIppumMeHene MEHEUKMEHTa
pHCKa K MEAUITMHCKUM HM3/ICITUSIM»;

FOCT 28195-89 «OueHka KadecTBa NPOrPaMMHBEIX cpeacTs. Oobmiue
TIOJIOXKEHUS;

TOCT P 51188-98 «3amura unbopmauuu. McmpiTaHust MNPOrPaMMHBIX
CPECTB Ha HAlM4YUe KOMITBIOTEPHBIX BUPYCOB. THUIOBOE PyKOBOACTBO;

TOCT P 55544-2013/IEC/TR 80002-1:2009 «IIporpamMmmHoe obecrieueHne
MeauiHckux m3gennid. Yacts 1. PykoBOJICTBO IO NPUMEHEHHUIO NCO 14971 x
IPOrpaMMHOMY 0OECIIEUEHHIO U3/ICITHI»;

TOCT P 56430-2015 /GNTF/SG3/N18:2010 «Cucrema MEHEDKMEHTA
kadecTBa. M3menus MenuIMHCKHe. PyKOBOICTBO MO  KOPPEKTHPYIOMUM U
IPEeYTNPEXKIAONMM IeHCTBUAAM M CBA3aHHBIM IIPOLECCAaM CHCTEMbI MCHE/DKMCHTA
Ka4yecTBa»;

TOCT P MDK 62304-2013 «Mzgenust MenuuuHckue. [Iporpammuoe
obecnieuenue. [Tporiecchl )XU3HEHHOTO LIUKIIa»,

IMDRF/SaMD WG/N41 (PF):2017 «IIporpamMmHoe oOecredeHHe Kak
MmeauiHcKoe u3genue (SaMD); Knunudeckas OLIeHKa,

NubopmanronHoe mucsMo DelepaibHOMN cnyx0bl 10 Hau3opy B cdepe
3gpaBooxpanenus  (Poc3apaBHajsop) — OT 13.02.2020  Ne 0211-297/20  «O
IIPOrPaMMHOM O0€CIIEUSHUN;

JleticTBytompe MeToaudecKkie PEKOMEHJAUKM TI0 OKCHEePTH3C KadecTsa,
3p(EeKTUBHOCTH U OE30MAaCHOCTH MEIMIMHCKUX W3IeNUi Ui TOCyIapCTBEHHOU
peructpanuu, ytBepxjeHHsie OI'bY «BHUMHUMTy» Poczapasnamzopa u ®I'bY
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«HanuoHanpHBI WHCTHTYT KadecTBay Poc3gpaBHag3opa (mamee — OCHOBHBIC

MeTtoanudecKue peKOMeHIaIUN).



1. O0mue MoJI0KEeHUA

1.1. Hacrosmme MeToquyeckne peKOMEHIAlMi, Kak ¢  OCHOBHBIC
MeTomudecKre peKOMEeHIaliH, IpeAHa3HaYeHbl [JIs HCIIONIB30BaHNs ClIenaInCTaMu
®IBY «BHUMUMT» Poc3mpasHamsopa u OI'BY «HauwoHanbHBIA HHCTHTYT
KauecTBa»  Poc3apaBHam3opa,  OCYIIECTBISIONIMMHM  OKCHEPTH3y — KadecTBa,
>Q(heKTHBHOCTH M GE30[aCHOCTH HPOTPAMMHOIO 00ecredeHus, SBISIOLIerocs
MeIUIAHCKAM H3ZelIMeM, TPOBOJAUMYIO JUIsl LieNiell ToCyJapCTBeHHOU PEeriCTpaluy B
paMKax HallHOHAJILHOM CUCTEMBI.

1.2. Meroaudeckue PeKOMEH AU pa3paboTaHbl B LETAX:

®  yCTaHOBJEHHUS eIUHOOOPA3ZHBIX MOAXOJ0B MIPH NMPOBEICHUN SKCIICPTH3EI
kadecTBa, OJ(PdeKTUBHOCTH U  0OE€30IIaCHOCTH  HPOrPaAMMHOTO obecrnieyeHus,
ABJISIONIETOCS METULIMHCKUM U3JICITUEM;

e yHUGHMKAIMK OLEHKM COOTBETCTBUSA INPOrPaMMHOIO obecreyeHus,
SBJISIONIErocss MEIUIIMHCKAM H3JelIieM, TPeOOBaHUAM HOPMATUBHBIX JOKYMEHTOB B
YacTH COCTaBa M COAEPXKAHUs NOKYMEHTAIUM, NPEICTABIIeMON Ha SKCIEPTH3Y B
paMKax perucTpalMOHHBIX MPOLELYP.

1.3. CrHcOK COKpallleHHi, MPUMeHseMbIX B MeTOANIeCKUX PEKOMEHIAIIUAX:

DBM — 31eKTpOHHO-BEIYUCIIUTENbHAS MAIIMHA;

SaaS — anri. Software as a Service — mporpaMMHOe OOecIIeYeHre KaK yciyra
ISl yIAIEHHOTO («00IauHOr0») HCIIONB30BAHNUS;

Web 6paysep - NPHKIaJHOE IPOTpaMMHOE OOeCredeHHe s MPOCMOTpa
CTPaHHIl, COAEPKAHHUA BEO-IOKYMECHTOB, KOMIIBIOTEPHBIX GbaiiioB U UX KaTajoros;
yIpaBiIeH!s BEO-IIPUIOKEHUSIMU;

AJl — apTepHallbHOE J1aBIEHHE;

YCC — yacToTa Cep/IeYHBIX COKpaIEHUH;

[IporpaMMHOe OGecriedeHre — HPOTPaMMHOE OOecIedeHue, ABISIOIICeCs
CaMOCTOSITEIbHBIM METULIMHCKUM H3JCITUEM.



2. JkcmeprH3a IS ONpelesieHHs BO3MOKHOCTH (HEBO3MOXKHOCTH)
npoBeeHHs KJIMHHYECKHX HenbiTanuii (3ran I) llporpaMmmHoro odecneyenus

2.1. Ilpumensrorcs BCE TOJIOXKEHUS OCHOBHBIX MeToau4ecKux
PEKOMEH AN C HEKOTOPHIMU JOTIOTHEHUAMU H YTOUHEHHSMH.

2.2. OTHeceHne 3asiBJIGHHOI0 K  perucrpauyMv  NporpaMMHOro
oGecreYeHHusi K MeIMIHHCKHM H31eJTHsM.

[Ipy OTHeCeHWH 3asBICHHOTO [ TOCYJapPCTBCHHOM  PErucTpanuu
IPOrpaMMHOro obecredeHns K MEMIIMHCKUM H3CNHAM NIPUMEHSACTCS ONpe/IeIeHNe
nyukta 1 crateu 38 @emepanbHoro 3akoHa ot 21 mosOps 2011 r. Ne 323-@3 «O06
OCHOBaX OXpaHbl 3M0POBbsi TpaxnpaH B Poccuiickoin denepanum» (nanee -
denepanbHbli 3akon oT 21.11.2011 Ne 323-D3).

B chnydasx, eciii NpOrpaMMHOE OOecredeHHe HEBO3MOXHO OIHO3HATHO
OTHECTH K MEIUIIMHCKAM H3JEHsIM, OCHOBBIBAACH Ha OIPEJICIICHUH, CONEPKAEMCS
B 4. 1 cr.38 ®DexmepansHoro 3akona or 21.11.2011 Ne 323-@3, peKoMeHAYEeTCs
PYKOBOJICTBOBAThCS MH(GOPMALMOHHBIM TMcbMOM Poc3npaBHanzopa OT 13.02.2020
Ne 0211-297/20 «O mporpaMMHOM OGeCIIEYeHHI», COlepKalluM nouiuo Komuccnn
®I'BY «BHUMUMT» PociapaBHanzopa MO BblIade 3aKIOYEHHH Ha 3alpochl,
CBS3aHHBIE C OOpalleHHeM MEIUIUHCKMX M3JIENUi, ITI0 BONPOCY OTHECCHUS
POrpaMMHOTr0 o0ecnedeHrs K MEIULUHCKUM H3JICTHIM. CormacHO JaHHOMY
MHUCHMY:

1. TlporpammHOe oOecIieueHne SBISETCS MEAULUHCKMM M3ICIUCM  IIpU
YCJIOBHH COOTBETCTBUS €r0 BCEM CIICTYIOLINM KPUTEPUAM:

- mpencTaBiseT coboif mporpammy it OBM mmm ee Moxymu  BHE
3aBHCHMOCTH OT WCIIOJb3yeMOil amnmapaTHOH MIaThopMbl, a TaKkKe CrocoboB
pasMeIleH s IPOrPaMMHOTO 00eCIIeueH s U PEOCTABICHUS IOCTyNa K HEMY;

- He SIBISIETCS] COCTABHOM YaCTHIO APYyTroro MEIUIIMHCKOIO U3JEIHNS,

- [Ipe/JHA3HAYEHO POM3BOAUTENEM IS OKa3aHUsl MeJULIHCKOH MOMOIIH;

- pe3ynpTaT JEHCTBHS MPOTPaMMHOTO OOECIeYeHHs 3aKIOYacTCs B
MHTEpIpPETAllid B aBTOMAaTHYECKOM pEKHME, B TOM HHCIIE C MCIONB30BAHHEM
TEXHOJOTUH MCKYyCCTBEHHOrO UHTEIUIEKTa, WA [0 3aJaHHBIM MEIUIHMHCKUM
pabOTHUKOM TapaMeTpaM, BIMSIOMIUM Ha MPUHATHAC KIIMHIICCKHX petiieHuii, Habopa
JaHHBIX, TOJNYYEHHBIX OT MEIMIMHCKUX W3JeIHH, NOMyLIEHHBIX K oOpallleHuIo B
YCTaHOBJIEHHOM TIOPSAJIKE HJIM BBEJCHHBIX MEIULMHCKAMA paOOTHUKAMH B LENAX
OKa3aHHUs MEIUIIUHCKON ITOMOIILIH.

2. Tlpumepbl METOIOB M TEXHOJOTUH, NPHMCHAEMBIX B byHKIHAX
IPOrpaMMHOT0 00ecrieueH s, KOTOpbIe HE ABJISAIOTCS HHTepIpeTalyel JaHHbIX:

- 0TOOpaXkeHWe NAaHHBIX, MOIYYEHHBIX OT MEJMIMHCKOIrO H3AeNNs, B TOM
yucje B 3aJaHHOM GopMare;

- pacyer 1o 3alaHHBIM POpMyIam;



- TIEpEBOJT MEXKTy €IMHUIIAMHU U3MEPCHUS;

- [IOCTPOEHHME CTATUCTHYECKHUX OTIETOB U rPadHKOB;

- PACTPOBBIH WM BEKTOPHBIN PEIAKTOP M300paeHUH;

- CUrHaju3alys OTKJIOHEHWM B JaHHBIX IPY HaTUYUU BO3MOXHOCTH
OTOOpaXKeHHs WCXOIHBIX JAHHBIX M TpU YCIOBHM 3aJaHusi TIapaMeTpoB
CUTHAIM3AIIMK OTKJIOHEHUM I10J1h30BaTENIeM;

- GYHKIMH CO3/[@HHMs SKPaHHBIX (OpM, OU3HEC-NPOLECCOB, OTICTHOCTH H
MHBIX TPENCTaBIEHHH, KOTOpbIE WCIONB3YIOTCA JUIA aBTOMATH3ALMH om3Hec-
TIPOLIECCOB MEIMIIMHCKOI OpraHM3alvi B MPOLECCe IKCILIyaTaluu MPOrpaMMHOro
obecrieyeHus.

3. HekoTopble IPAMEpPHI TPOrPAMMHOT0 0becrieveHust (B TOM 9HCyIe IPAMEpSI
(QyHKIMH, MCTOYHUKOB Habopa AaHHBIX, npeaHasHaYeHHH, MIaTGopM, Ccroco00B
TIpe/ICTaBIeHHs OCTYIIa U T.J.), KOTOPOE OTHOCHTCSA K MEJMIMHCKIM H3/CITHAM:

1) IporpammHoe obecredeHne it MPOCMOTPa BPaioM WHIVBUTy aIbHOU
AHATOMHHUECKOH 3D-MOJeIH Ha OCHOBE H300pakeH i KOMIIBIOTEPHOH ToMorpaduu:

a) (YHKIUA HWHTEPIpPETAlliM - BBIYMCICHHE MUCTAHUMA MEXIy IBYMA
TouKaMH aHatomuueckoi 3D-monenw;

6) HCTOYHMK HabOpa JaHHBIX - KOMITLIOTEPHBIN ToMorpad;

B) MpeHA3HAYEHHE - UCIIOIb30BaHUe BpadaMU-PEHTTEHONOraMy, B TOM HHCIIe
Y OKa3aHWUH SKCTPEHHOH MOMOIIIH;

r) anmapartHas riardopma — MOOMIIbHbIE yCTPOHCTBA (manpumep, cMapTHOoH
WM ILIAHITET);

J1) CIIOCOG TIPeIOCTABIEHUS JOCTYIIA - MAra3vH IPHIOKECHHH.

2) IlporpamMmHOe obecrieueHre MOINCPKKU IPUHSATAS BpaueOHBIX PELICHUM
[IPH WHCYJIBTE:

a) GYHKIUS MHTEpIpeTaluu - JupQepeHIpanus MexAy HIIeMUYeCKUM H
reMopparuyecKuM MHCYIHTOM Ha OCHOBE JIMarHOCTHYCCKHUX nU300paXKeHUH;

6) UCTOUHHK HabOpa JAHHBIX - KOMIILIOTEPHBIH MK MarHMTHO-PE30HAaHCHBIM
Tomorpad;

B) mpeHa3HaueHHe -  HCIOJNB30BaHHE  BpadaMU-pCaHUMATOJIOTaMH,
HeMpOXMPYPraMy ¥ HEBPOJNOraMd B HEHPOpEaHMMAIMAX M COCYAHMCTRIX HNEHTPAX, B
TOM YHCJIE IIPY OKa3aHUU SKCTPEHHOW MOMOIIH;

r) anmapaTHas miaTGopMa - Mobast ¢ MOANePKKOH Web Opaysepa;

1) croco6 TpenocTaBieHus A0CTyNa - WHTEPHET CauT 10 SaaS mopenu
JUIIEH3UPOBAHUS.

3) TIlporpammHoe obecreueHre JUisi IIOMOIIM Bpady B AMArHOCTHKE
37I0Ka4eCTBEHHBIX HOBOOOPA30BaHMH:
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a) GyHKUUS WHTEpOpeTaldd - IOCTPOEHHE KapThl ITATOJNOIHYECKHX
M3MEHEHUI TOBEPXHOCTH KOXKH, BBIYHCICHUH HMX (pakTalibHOM pasMEpHOCTH [
OLICHKH CTEIEHH BEPOSITHOCTU UX 3JI0KaYECTBEHHOCTH;

6) HCTOUHMK Habopa NAHHBIX - MENHMIMHCKHE PabOTHHUKH IOCPENCTBOM
doTorpagupoBanus BCTPOSHHOI Kamepoi cMapThoHa;

B) IpelHa3HAYeHHE - MWCIIOJIb30BaHUE BpAYaMU-IEPMATOBEHEPOIOraMu Ha
[IEPBUYHOM TpUEME;

r) anmapaTHas miargopma — MOOHIBbHBIE YCTPOKRCTBA (Hanpumep, cMapThoH
VT TUTIAHILET);

1) CII0CcO0 IPeJOCTABIECHHUS IOCTYIIA - CAHT pa3paboTyHKa.

4) TlporpaMmmHOe o0ecrieueHHe JUisi MOMOLIM Bpadyy B JUAarHOCTHKE
TyO€epKyJIe3HOTO MIIA BUPYCHOTO MEHMHIUTA y ACTEH:

a) GyHKIMS WHTEpOpeTaldd - aHaiu3  JaHHBIX  CIIEKTPOCKONWH
CIIMHHOMO3TOBOM KHIKOCTH C LIEIBIO JHAarHOCTHKH TYyOEepKyJIe3HOIO MM BUPYCHOTO
MEHHUHTHUTA y JIeTEH;

6) MCTOYHMK Habopa AaHHBIX - clieKTporpad;

B) IIpe/IHa3HAYEHUE - UCTIONB30BaHIe METULIMHCKIM PabOTHUKOM;

r) anmnapartHas miat$popMa - IepCOHAIBHbBIN KOMIBIOTED;

1) cIocob IpemoCTaBlIeHHs JOCTyNa - TpUOOpeTeHHe IMIEH3MH |
3JIEKTPOHHOTO HOCUTEIIS.

5) TIporpaMmHOe oGecrieueH!e MOIIEPKKU MPUHATAS BpadeOHBIX peIleHHH
TI0 PUCKY Pa3BUTHUS KOJOPEKTAILHOIO paKa:

a) GYHKIUS MHTEPIPETALUH - OLIEHKA PHCKA PA3BUTHS KOJIOPEKTAIIBHOTO paKa
Ha OCHOBE HMMEIOIIMXCS NAHHBIX O MaIMeHTe U3 IPYIIbl BBICOKOIO pHCKa IpHU
pa3paboTKe ero MHAMBUIYAILHOTO TIaHa TPOQHUIAKTHYECKAX MEPOIPUATHH;

6) HCTOYHUK Habopa JaHHBIX - MEIUIMHCKHE PAOOTHUKU ¥ INArHOCTHIECKOE
obopyaoBaHuUE;

B) IpeJHA3HAYEHHE - MCIIONB30BAHME BPauyaMH PaslMYHBIX CIELHANbHOCTEH
Ha IIEPBHYHOM KM IOBTOPHOM IIPHEME;

r) anmaparHas IaThopMa - IepCOHATBHBIN KOMIBIOTED;

1) crocob MpemoCTaBIEHMs JOCTyHa - MPHOOpeTeHHE JMIEH3HH U
3JIEKTPOHHOTO HOCUTEIIS.

6) ITporpammuoe obecriedeHre il MOMOIIKM Bpady B MarHOCTHKE apUTMHH:

a) OYHKIMS MHTEPNpPETALMH - AHAIW3 JAaHHBIX O CEPAEYHOM DPUTME UL
JIMArHOCTHKH apUTMUMU;

6) wucroynuk Habopa J[JaHHBIX -— IYJIbCOKCUMETPHI C uHTepdericom
OeCIpOBOIHOM Mepeladyy JaHHBIX;

B) IIpeJHA3HAYEHHE - UCIIOIB30BaHNE BpauyaMH JF000# CIIeIHabHOCTH, B TOM

Yciie IPYU OKa3aHUM SKCTPEHHOM ITOMOIITH;
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r) ammapatHas iardopma - MOOMJIBHBEIE YCTPOHCTBA (HapuMmep, cMapTdhoH
WM TUTQHILET);

1) CII0CO6 MPETOCTABICHHUS JOCTYTIA - Mara3vH NPHI0KEHHH.

7) IporpamMHoe obecrieueHne i MOMOIIH Bpady B MIaHMPOBAHUM TEXHUKH
IPOBEICHUS XUPYPTUYECKUX OTEPAIMHL:

a) QYHKIIMS MHTEPIIPETALMH - IOCTPOCHUE U BU3yalH3alus UHIWBUIyaJIbHON
AHATOMIYECKOH 3D-MoJeNnu Ha OCHOBE M300pakeHmi KOMIIBIOTEpHOH Tomorpabui,
WCIIOJNIE3yEeMOH JIJIs OTIpesieNieHrsl MeCT pa3MeIlIeH s KaTeTepoB Ha BHYTPEHHEH 4acTH
OPOHXMANBHOrO JepeBa M B JIETOYHOW TKAaHWH MM JUlA PasMEIICHHUs MapKepoB B
MSATKOH JIETOYHOM TKAaHU;

6) HCTOYHHMK HAOOPa NAHHBIX - KOMITBEOTEPHBIH TOMOTpagd;

B) [peJHA3HAUEHHE - WCIIOJIb30BAHHE BPAavaMU-XUPYpPraMu (TOpaKajibHas
XUPYPrHsi, PaJrioXupyprus);

r) annapaTHas 1iatdopma - NepCOHATBHBIA KOMIBIOTED;

1) croco6 MpeNoCTaBlIeHus JOCTyNa - PUOOpEeTeHHe NpaBa MCIONb30BAHMA
IPOrpaMMBbI B TEYEHHE OJJHOTO rojia ¢ BO3MOXKHOCTBIO CKaYMBAHUS JUCTPUOYTHUBA C
caiita pa3paboT4HKa.

8) IlporpamMmuoe oOecedeHde [Jiss MOMOLIM Bpady B BBIIOTHCHHN
MOP(GOMETPHUECKUX U3MEPEHUH:

a) (yHKIHS MHTEPIPETALMY - PACO3HABAHNE M300paXKeHHH 1 MopdomMeTpus
[IATOJIOTHYECKUX ¥ THCTOJIOMMUECKUX MPEenapaTos;

6) ucTOYHMK HAbOpa JAHHBIX - IHPPOBBIE MUKPOCKOIIBL,

B) TIpe{HA3HAYEHHE - NCIIOJIb30BaHIEe METUIIMHCKIM PAOOTHHKOM;

r) anmnapaTHas Iiatgopma - HEpCOHATBHBIA KOMIBIOTED;

1) croco® MpeNoCTaBlIeHus JJOCTyNa - NPHOOpeTeHre NpaBa UCIOJIb30BaHM
TIPOrpaMMbl Ha HEOTPAHUYEHHBIA CPOK ¢ BO3MOXHOCTBIO CKaYNBAHU IUCTpUOyTHBA
¢ caiiTa pa3paboT4HKa.

9) IlporpaMMmHOe o0OecredeHne NUCTAHIHOHHOIO MOHHUTOPHHIA COCTOSAHHA
30pOBbS TOXKHUJIBIX [ALHEHTOB C KOMOPOMIHBIMU XPOHUIECKUMA 3200JI€BaHUSMH:

a) QyHKIUS WHTEPIPETANUH - aBTOMAaTHYECKOE BBIABICHNAE MATONOIUHCCKUX
mamenenmit AJl u YCC, mnpu3HaKoB HapylleHHs pHTMa C MOCICAYIOIINM
OTIOBEIIEHHEM JIMII, OCYLIECTBIAIOMUX HaboneHne U(Min) yxoJ 3a TAlUeHTOM, 110
COOpaHHBIM M TIOJNYYCHHBIM Ha LIEHTPAJbHBIA CepBep JaHHbIM B aBTOMATHIECKOM
peXUME;

6) MCTOYHMK HabOpa NAHHEIX - TOHOMETpPHI C HHTEphelcoM 0ecTpOBOIHOM
niepeiadyl JaHHBIX;

B) NpeIHA3HAYEHHE - MCTIOJIB30BaHNE MEIULIMHCKIM PaOOTHHKOM;

r) anmnapaTHas IaTopma - NePCOHANBHBIH KOMIIBIOTED;
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) Croco6 IPeNoCTaBIeHus JOCTyna - NpUoOpEeTeHHe NPpaBa MCIOIb30BAHM
IporpaMMbl Ha HEOTPaHMYEHHBIA CPOK C BO3MOXXHOCTBIO CKauHBaHHU IMCTpUOYTUBA
¢ caiiTa pa3zpaboT4uKa.

10) TIlporpammHOoe obecneueHue s pazpaboTku WHIUBUTY AIBHOU
IIPOrpaMMBbl peaOUIIUTALUN:

a) GyHKUMS HWHTEpIpeTalh - ITPOrHO3UPOBAHME M OUEHKA CTCNCHH
3aITaHAPOBAHHOTO Pe3yJIbTaTa Ha OCHOBE MMEIOIIMXCS IAHHBIX O MAlleHTE;

6) HCTOYHHK HaGOpa JAHHBIX - MEIUIUHCKAE PAOOTHUKU M THArHOCTHIECKOS
000pyOBaHHUE;

B) IpeHA3HAYEHHE - UCIIOIIB3YeTCs BpauaMu-peabrITONOTaMHy;

r) anmnapaTHas IaTGopMa - NepCOHATbHBIN KOMIIBIOTED;

1) crmocob TIpeloCTaBlIeHHMsT JOCTyNa - TNpHOOpeTeHHe JIMIEH3WH U
3JIEKTPOHHOTO HOCUTEJIS y pa3pabdoTYHKa.

11) IlporpaMmuoe obecrieueHre, IpUMeHseMoe 10 Ha3HAYeHUIO0 Bpada, A
pacdera TANMEHTOM, CTPAJAIOIIMM MabeTOM C BBICOKHM PHUCKOM IUNOTTHKEMUH,
GONIOCHOM 03Bl HMHCYJIMHA HA OCHOBE MNaHHBIX O TIOTpeOJICHHH YITIeBOJIOB,
OXHIAEMOH (U3MUECKOH AKTHBHOCTU U YPOBHE INTIOKO3BI B KPOBU IIEPeJl elI0K:

a) GYHKIMS UHTEPIPETANH - IIOA00P 036! IPaHANAIBHOTO HHCYIHHA;

6) HCTOYHHK HAaOOPa NAHHBIX - [ALMEHT U IHAarHOCTHYECKOE 000py/I0BAHKE;

B) NpeJHa3HaueHKe - KCIIOIH30BaHUEe MALMEHTOM MO0 HAa3HAYCHUIO JIeHaIlero

Bpauya;

r) armaparHas matdopma - mobast ¢ nopaepxkor Web Opaysepa;

) croco6 MpeoCTaBleHMs AOCTYNa - HHTEPHET CaliT 1o SaaS mojenu
JIMLIEH3UPOBAHHUS.

12) IMporpamMmMHoe oOeCIiEUYeHHE PaJHOJIOTHYSCKON CHCTEMbI apXWBalUK H
mepegayd  W300paKeHWH U1 MONYYeHUs, XpaHeHWs, Tepenadu, 00paboTku
(M3MeHEeHH s KadeCcTBa N300 pakeH s, CKaTHs) U IPOCMOTpa 1300pa)keHH BpauoM:

a) QYHKIMs MHTEPIPETALHH - OTpe/ieeHne MOPQOMETPUIECKUX rmokKaszaresyen
M300paKEeHU,

6) MCTOUHMK Habopa JaHHBIX - Pa3IUYHBIE BHIBI 00OPYNOBaHHMS JTy4eBOU
JTHArHOCTHKU;

B) IpeJHa3Ha4YeHUE - MCIONB30BaHNEe BpadaMu IS OKa3aHWs MeTUIAHCKOU

ITOMOIIIY;
r) anmapatHas aThopma - IIepCOHATBHBIN KOMITBIOTED;
1) cmocoG MpenocTaBieHMst JOCTynma - [MpUOOpeTeHHe JIMLEH3NH U

3JIEKTPOHHOTO HOCUTENS Y pa3paboTuKa.
4. TlpuMepbl TNPOrpaMMHOTO OO€CIEYeHHs, KOTOpOe HE OTHOCHUTCA K
MEIULMHCKAM U3IEIIUAM:
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1) IlporpamMmuoe oOecrieueHue, IpeJHa3sHAYeHHOe JJIsI aBTOMAaTHU3aLUU
aIMUHHACTPATUBHO-X035CTBEHHOH! JIESITEIbHOCTU MEAUIIMHCKON OpraHU3alyy.

2) IlporpamMmuoe ofecriedeHre, BKIIOYass MOOWIIbHBIE —IPHIOXKCHHUS,
NpeHa3HAYeHHOe IIPOM3BOAMTENIEM Ul Leled CONAeHCTBHSA 310poBOMY 00pasy
)KM3HU U 11 QOPMHPOBAHUS Y JIFO/Iell OTBETCTBEHHOTO OTHOIICHUSI K COXPAaHEHHUIO U
YKPEIUIEHHUIO ~ 37I0pOBbsl,  IOANCPKAHUIO  AKTUBHOIO  JIONTOJICTUS,  KOTOpOE
W3MepseT/pacCUMThIBAET ~KOJMYECTBO IIAroB, CKOPOCTh XOnpObI/Oera, MmylbC,
KOJIMYECTBO IIOTPAYEHHBIX W/WIM NOTPEONCHHBIX KaOPHH/KUIKOCTH, BeC, MHAEKC
MaccChl Tejla U T.II.

3) MenuuuHcKre MHQOPMAIMOHHBIE CHCTEMbI MEIUIMHCKOW OpraHM3allliM,
naGopaTopHele MHMOPMAIMOHHBIE CHCTEMBI, IIPOrPaMMHOE OOeCledeHHe UL
BEJIEHHs DJIEKTPOHHBIX MEIUIHUHCKUX KapT, CHCTEMBI apXWBHUPOBAHUA M IEpeNavn
M300paXKeHHH, ecld Takoe NpOrpaMMHOE OOecleueHHe HE CONEPKHUT (YHKIMH
HHTEpIpeTali TaHHbIX.

4) IporpaMmHOe o0ecIieueH e, BKIoUas ero 0OHOBJIEHHE, IPUMEHIEMOe i
YIIPaBJICHNS MEIUIMHCKAM H3JEMEM 1 KOHTPOJIS 32 €T0 PaboTOCTIOCOOHOCTEIO.

5) IlporpammHoe obecredeHre, KOTOpOe MCIONb3yeT NAaHHbIE, MOTyYCHHBIE
OT OJHOTO WJIM HECKOJbKHMX MEIMIMHCKUX W3JEeIUi, HO He MpETHA3HAuYCHO It
OKa3aHWs MeIUITMHCKON moMou. Hampumep, mporpaMMHoe OOecleYeHne, KOTopoe
umdpyer u(MIH) OOBENWHSAET JAaHHbE (B TOM 4HCIE U [aHHBIE MALKCHTOB),
MONydeHHbIe OT OJHOTO WM HECKONBKMX MEIMIMHCKAX M3JCNUH, i HX
JlaJIbHEUIIEeH IIepealmn.

6) ITporpaMMHOe obecriedeHue i 0OMeHa TeKCTOBBIMU H(UIIH) TONOCOBBIMU
COOOIIEHUSIMH, SIEKTPOHHBIMH TOKyMeHTaMH, (oTorpaguaeckuMu n300paxeHUsIMY,
BHUIO-, AyIUO- 3aAIUCSIMU/TIOTOKAMA M HMHBIMH JaHHBIMH MEXAy MEJULIUHCKAM
pabOTHUKOM W TAIMEHTOM, WX PErHCTPAlMH, XPaHEHUS U MPEJOCTABIEHUS K HUM
IOCTyNa NpY OKa3aHWH MEIUIMHCKON IOMOINK, B TOM YHCIE C TNPHUMEHCHUEM
TeIeMEeJUIUHCKUX TEXHOJIOTUMN, MIIH JUIS 3aIIMCH Ha ITPUEM.

7) Ilporpammuoe obecredeHne IJsd ydeTa, IUIAHHPOBaHUA M KOHTPOJ 32
BBIMIOJTHEHHEM MEpOTIPUATHI PETNIAMEHTHOTO TEXHHYECKOro OO0CIy)XHMBaHHS H
[UIAHOBOT'O PEMOHTA MEAULIUHCKUX U3JEITTHH.

8) ITporpaMmmHoe obecmieyeH e sl HeOTPaHMUEHHOTO Kpyra [oJIb30BaTeNcH B
06pa3oBaTeNbHBIX, HAYYHO-TIOMYJISPHBIX, CIPABOYHO-WH(QOPMALOHHBIX NENAX, B
TOM 4HCJIE [T BEIOOpa METULIMHCKOTO CIEIHAIUCTA.

2.3. Hasnauenne IIporpaMmmHoro odecrneveHus.
[Iposepsiercs HazHaueHue IIporpaMmHOro obecredeHus, yKa3aHHOE B
3agBlIeHNY, & TAKXKE ero COOTBETCTBUE JAHHBIM TEXHHYECKOH M DKCILTYaTalMOHHOH

JOKYMEHTAIMH.
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KpUTepHH HECOOTBETCTBHS ONPEIENSIOTCS IO OCHOBHBIM MeTomuiecKkum
PEKOMEHIAIHSIM C yJETOM CIIEYIOIIero:

- He KOHKPETH3HpOBAaHO HasHaueHue IIporpammHOro obecredeHus, B TOM
ypcne B YAaCTH OTCYTCTBUA HMHG(OpMauuud o mNpuMeHeHnd IIporpamMMHOro
obecrieuennss B MEIUIMHCKMX IMENAX WIM O €ro NpeaHa3sHauYeHHU I OKasaHM:
METUIIMHCKON MOMOIIY, CBeIeHH# 0 (QYHKUMH HHTEpIpeTaluu Habopa NaHHBIX U
BO3MOXKHOCTH €€ BIMSHHUS Ha Pa3HIHbIe METUIMHCKHE POLECCHI .

Dpumeuanue:

Hanpumep, ykazano «IIporpaMmmHoe obecriedeHre NpeIHa3sHauCHo A cbopa, XpaHEHHH,
APXMBUPOBAHMA M TIEpEZadd NAHHBIX», a JOJDKHO ObiTh ykasaHo «IIporpammuoe obecredyeHune
peJIHA3HAYeHo JUis cO0pa, XPaHEHHs, apXuBallii U TepeadH, aBTOMATHIECKOro paclio3HaBatHus
PEHTTEHOBCKMX M YJBTPA3BYKOBBIX H300paXCHHH H BBIABJICHHS aTaTOTHIECKHUX WU3MCHEHUH B
JIETKHX .

2.4. Bug (mau Buasl) [porpammuoro obecneueHHsl B COOTBETCTBHH C
neiicrpyromeii HomenkiatypHoii knaccupuxannedi MeIMIHHCKAX H3aeJuH 1o
BH/IaM, yTBepKIeHHO# npukazom Munsapasa Poccun o1 06.06.2012 Ne 4n

ITposepsiercs B IIporpaMMHOro obecreyeHus, yKa3aHHBIA B 3asBICHUH O
TOCYIApCTBEHHOM PErUCTpalliid, M B Clydae €CIIM BBISBISCTCS HECOOTBETCTBHC,
SKCIIepT YCTAaHABIMBAET APYroi BuA (WM BAIBI) MEIUIMHCKOrO H3ACTHA B
COOTBETCTBUH C JEHCTBYIOIIEH HOMEHKIATYPHOH Kiaccubukanuen (c obsi3aTenbHBIM
o6ocHoBaHUEM). IIpUMEHSIFOTCSI KPUTEPUM OTHECCHUS K BHAAM B COOTBETCTBHH C
OCHOBHBIMH MeTOINYECKUMU PEKOMEHIAISAMHU.

2.5. Knaccupuxanus IlporpaMmuoro ogecriedeHust

2.5.1. Kumace IIporpammHoro ob0ecnedeHHsi B COOTBETCTBHH ¢
neiicrBytomeii HomeHkaTypHoii kiaccupukanned MeIdUMHCKHX u3euil 1o
KjaccaM B 3aBHCHMOCTH OT TNOTEHHHAJTBHOrO0 PHCKa HX MNPHMEHEHH,
yTBep:KIeHHOl npukazom Muusipasa Poccun oT 06.06.2012 Ne 4u

[IposepsieTcst yKasaHHbIH B 3asgBICHMM KjlacC B  3aBUCHMOCTH  OT
TOTEHI[MANBHOTO DPHUCKA TPUMEHEHMsI MEJUIUHCKOTO H3/eNHs B COOTBETCTBHHU C
NEHCTBYIONMME ~ [IPaBHIAMH  KJIaCCHQUKalMH,  yTBEPKACHHBIMU  NPUKA3OM
MHUHHCTEpCTBa 3apaBooxpaHeHus Poccuiickoit deznepanuu OT 06.06.2012 Ne 41 «O6
yTBEPKACHAH HOMEHKIIATYPHOH KacCH(pUKaIi METUIHHCKIX U3,

B ciydae ecii BBISBISIETCS HECOOTBETCTBHUE, IKCIIEPT YCTAHABIMBACT Ipyrou
KIlacC B 3aBUCHMOCTH OT MOTEHIMATIBHOTO pHCcKa NpumeHeHust [IporpamMmHOro
o6ecIieueHns B COOTBETCTBHHY ¢ AeiiCTBYIONIeH HOMEHKIATYPHO} Knaccudukanuei (c
00s13aTeIbHBIM 000cHOBaHMEM). [Ipr 3TOM 0053aTeILHO YYUTHIBACTCS, YTO Pa3fieioM
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I «Knaccuduxanus MTPOrpaMMHOrO OOeCTeYeHus, SBIAIOMIETO MEAUIMHCKUM
n3ereM» HOMEeHKIaTypHOH KnaccuuKaluy METHIMHCKAX H3ASIUHI TI0 K1accaMm B
3aBUCHMOCTH OT MOTEHIMAIBHOTO PUCKA WX TPUMEHEHHUs, yTBEPKACHHON NPUKA30M
Mumnzapasa Poccun ot 06.06.2012 Ne 4H, yCTaHOBJIEHO CIEAYIOMISS:

«13. Tlpu xnmaccuuKauuy MPOrPAMMHOTO OOECIeUEHHs, SBIAIOLErOCs
MEIMIMHCKAM W3JeNMeM (mamee - I[POrpaMMHOE —oOOeCIedeHHe), Kaxroe
porpaMMHoe ofecrieueHne MOXeT ObITb OTHECEHO TOJNBKO K OJHOMY Kiaccy
[OTEHIMAJIBHOTO PUCKA IPUMEHEHHUS !

kiace | - mporpaMMHoOe oOecTedeHre ¢ HU3KOH CTEIIEHBIO PHCKA,;

KIace 2a - mporpaMMHoOe 00ecIieueHre CO Cpe/THeH CTENICHBIO PUCKa;

xacc 26 - IporpaMMHOe 00ecIieueHHe C TIOBBIIIEHHOH CTENICHBIO PACKA;

Kiace 3 - IporpaMmHoe obecriedeHre ¢ BBICOKOH CTENEHbIO PUCKa.

[IpucBoeHre Kiacca HNOTEHIMATLHOrO PHUCKA NPUMEHEHHUS TPOrpaMMHOMY
00ECIICUEHHIO B COOTBETCTBMM C HACTOSLIUM IIYHKTOM OCYIIECTBIISICTCA BHE
3aBUCAMOCTH OT KJjlacca IMOTEHI[MATBHOIO pUCKa IMPUMEHEHHUs TOro MEIUIMHCKOTO
W3/IeNUs, B COUETaHUH C KOTOPBIM OHO HCIIOJIb3YETCS.

14. Knaccuduxanus MpOrpaMMHOro oOecredeHus OCYIIECTBIACTCA Ha
OCHOBAHUH CJIENYIOLIUX KPUTCPUEB!

14.1. Bux uabopManyu (OTHECEHHWE K OJIHOMY U3 BHUJIOB rHpOopMaLUU
OCYIECTBIAETCS MCXOJs M3 OLEHKA CTENeHH BIMAHMA IOJYYCHHBIX DPE3yJbTaToB
paGoTHI MPOrPaMMHOTO 00ECTIEYSHHUSL):

14.1.1. Iepssiit Bua nadopmanyru. K 1aHHOMY BHy OTHOCHUTCA uHpopmanus,
He TpeOyrolnas YTOYHEHMs U (W) HOIONHEHHWs IS NMPHHATHA 000CHOBaHHOTO
KJIMHAYECKOTo (BpaueOHOro) pemieHds ¥ CBUIETENbCTBYIOMIAs O HEOOXOAUMOCTH
OCYILECTBIICHUS He3aMeUIUTENBHBIX U CBOEBPEMEHHBIX JeHCTBUN.

14.1.2. Bropoii Bux undopmanuu. K nanHHoMy BUy OTHOCHTCA uHpopmanus,
Tpebyromas yTOuHeHHMs M (WIM) JOTONHEHMsS JUIsi TPHHATHI 000CHOBaHHOTO
KJIHHIUECKOro (BpaueOHOro) pelIeHus.

14.1.3. Tpertuii Bun uubopmanuu. MudopMmarus, He CBUACTEIBCTBYIONMAT O
HEO6XOIMMOCTH OCYIIECTBIEHUs He3aMeJTUTEbHbIX AeHCTBHH.

14.2. YcnoBusi TpUMEHEHHMs IPOrpaMMHOIO 00ecreueHus (oTHeceHue K
KATErOPHH  OCYIIECTBISIETCA ~ MCXO/sl M3 TIpEJHAa3HAIeHMS  [POrpaMMHOIO
obecrieueHus):

14.2.1. VcioBust IpUMEHEHHUs IPOTPAMMHOrO OOeCreueHus OTHOCITCS K
kaTeropun "A", eciii IPOrpaMMHOE 00eCTIeIeHHE NPEAHA3HAYCHO:

- 717151 OKA3aHWS MEIMIMHCKOM MOMOLIH B 3KCTPEHHON popMe;

- JUTS IPUMEHEHMs [IPY TIPOBEJIEHUU XUPYPrUIECKOTO BMEIIATEILCTBA 1 (wnn)
KOMILIEKCHOM Teparmuy 1 (WIH) 1isl ONpesie/IeHns: HeOOXOMMMOCTH MX IPOBCACHH,
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- I JIMATHOCTHKY W (WiM) JedeHus 3abojieBaHus MM 3aboneBaHuid Jibo
COCTOSIHMI TAlMeHTa, WMEIOLIMX BBICOKHM PHUCK Ul OOIIECTBEHHOTO 370POBBS U
(uK) ¢ BBICOKUM MHIMBHUIY aTbHBIM PUCKOM.

IlprMeHeHHe TPOTrPaMMHOIO 0OeCredeHuss B YCIOBHAX KaTeTOpUH "A"
BO3MOYHO TOJEKO MEIUIHHCKAM PabOTHHKOM, MPOIIEAIINM HE0OX0muMoe 00y IeH e
IO KCIIOJIb30BAHMUIO TPOTPAMMHOI0 00€CTIEYEHHS.

14.2.2. YciaoBus TNpUMEHEHHsS MPOTPAMMHOIO O0eCTeYeHUsl OTHOCATCA K
kareropun "B", eciu mporpaMMHoe 00ecCrieueHue peiHa3HaYeHo:

- JUIs OKa3aHUs MEIUIIMHCKOM MOMOIIU B HEOTIOXKHON (opMme;

- TS OKa3aHUs MEJULIMHCKOM MOMOIIY 0e3 XUpPYyPrudecKoro BMEaTeabCTBa,

- JUIS JUATHOCTMKM W JIeueHMs 3a0oJeBaHusi WIM 3aboneBaHMi 1100
COCTOSIHUI TAIMeHTa, MMEIOIIUX YMEPEHHBIH PUCK I OOLIECTBEHHOTO 310POBhS.

IlprMeHeHHe OPOrpaMMHOro oOOecredeHuss B YCIOBHAX KaTeropuu "B"
BO3MOJKHO TOIBKO MEIUIIMHCKIM PabOTHUKOM, MPOLIEAIINM HE0OX0quMOoe 00ydeHHe
TI0 MCIIONB30BAHUIO IPOTPAMMHOI0 00eCIIeUeHHUS.

14.2.3. YcinoBus TNpUMEHEHHs MPOTPaAMMHOIO 00eCreyeHnst OTHOCATCA K
kateropun "B", eciiu mporpaMMHOe oOecTieueH e NpeiHa3HaveHo:

- JTS1 OKa3aHHUs MEJIUIMHCKOM MOMOIIY B INIAHOBOX bopme;

- IS OKa3aHWs MEIMIMHCKOW MOMOILM C HCIIOJIb30BAaHMEM HEWHBA3HBHBIX
METOJOB U (MJIH) IJIs IPUMEHEHHUs IIPY JIOJIFOBPEMEHHOM YXOIIE,

_ 7S JWACHOCTHKM WIMA JedeHHs 3a0oNeBaHusi WM 3aboneBaHud Jibo
COCTOSHUIM MareHTa, UMEIOIIUX HU3KUI PUCK JJIs1 00OLIECTBEHHOTO 310POBbA.

[IprMeHeHre TPOrpaMMHOIO OOeCIeUYeHns] B YCIOBUAX KaTeropHu "B"
BO3MOXKHO KaK MEIMIMHCKAM pabOTHUKOM, TaK W IIalM€HTOM JKOO HHBIM
QU3MUECKAM JIMIOM [0 Ha3HAYEHWI0O ¥ (WIM) IOJ KOHTPOJIEM MEAHIMHCKOro
paboTHHKA.

15. Ilpu oTHeceHHH MPOrPaMMHOIO obecreyeHus K KlaccaM B 3aBUCHUMOCTH
OT MOTEHIMAIHHOTO PUCKA IPUMEHEHHs YIUTHIBAIOTCS BUIBI HHGOPMALIUY U yCIOBUS
IPUMEHEHUSI TIPOrPaMMHOTO 00eCTIeYeHH S

15.1. B cnydae ecnu NpoOrpaMMHOE OOecredeHHe MPeJHA3HAYEeHO s
IPUMEHEHUSI B YCIOBHUAX, OTHOCSIIMXCA K KaTe€ropuu "A", u wuHbOpMaLus,
[TOJIyYeHHAs C MCIIOJb30BAHIEM IIPOrPaMMHOr0 00ECIeUeHHUs, OTHOCUTCS K IIEPBOMY
BUJIy, TO OHO OTHOCHTCS K KJaccy 3.

15.1.1. TIlporpammHoe oOecriedyeHne C  NPHMEHCHHEM TEXHOJIOTUH
FICKYCCTBEHHOTO MHTEJUIEKTa' OTHOCHTCA K Kyaccy 3.

D Tpumeuanme

B coorsercTBEE ¢ Ykasom [Ipesunenta Poccmiickoii @enepanuu ot 10 oKTsOps 2019 1. Ne
490 "O pa3BUTHH HCKYCCTBEHHOTO HHTEIIEKTa B Poccuiickoii ®enepanuu" (Cobpanue
3aKoHonaTenbcTBa Poccuiickoi ®eneparm, 2019, Ne 41, ¢1.5700).
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15.2. IIporpaMMHOe obecrieueHre OTHOCUTCS K Kllaccy 20, ecJii OHO:

15.2.1. TlpemnasHaueHO s HPUMEHEHHsS B YCJIOBHAX, OTHOCSINMXCA K
kateropun "A", U uHOPOpPMALMSA, TONYYCHHAs C HCIONB30BAHHEM IPOTPAMMHOIO
obecrieuenust, OTHOCUTCS KO BTOPOMY BUTTY.

15.2.2. TlpegnasHa4deHO [Jii NPHUMEHCHUS B YCJIOBHSX, OTHOCAIIMXCA K
kateropud "B", ¥ MHOpMaLMA, MOJYYCHHAs C MCHOJB30BAHHEM IPOrpaMMHOIO
oOecrieuennst, OTHOCUTCS K IIEPBOMY BHUITY.

15.3. IIporpamMmmHOe obecrieueHrne OTHOCUTCS K KIaccy 2a, €clii OHO:

15.3.1. TlpemnasHadeHO AJs NPUMEHEHUs B YCIOBHAX, OTHOCAIIMXCH K
kareropu "A", W HHpOpMAIHMA, TOJNYYCHHas C HMCIOJNH30BaHMEM IPOrpaAMMHOI0
oOecrieueHusi, OTHOCUTCS K TPETbEMY BULLY.

15.3.2. Tlpegna3HadeHO IJsi TPUMEHEHHS B YCIIOBUIX, OTHOCSIIMXCSA K
kareropur "B", u wHbOpMalMs, MOTy4YeHHAs C MCIOJNB30BaHHEM IPOrPAMMHOIO
obeclieueHust, OTHOCUTCS KO BTOPOMY BHILY.

15.3.3. IlpemnasHadeHo Ui NPUMEHEHHs B YCIOBHSX, OTHOCAIIUXCH K
kareropuu "B", u wH(bOpMaIus, MONy4YeHHAs C HMCIONb30BAHAEM IPOrpaMMHOIO
obecrieyeHusi, OTHOCUTCS K IIEPBOMY BUILY.

15.4. IIporpamMMHOe obecrieueHrne OTHOCUTCS K K1accy 1, ecnu OHO:

15.4.1. TlpemHasHaueHO Ui NPUMCHEHHsA B YCJIOBUSAX, OTHOCAIIMXCSH K
kareropus "B", W WHpOpMaLMsA, MOJyYeHHas C MCIONb30BAHUEM MPOrpaMMHOTO
obecrieueHusi, OTHOCUTCS K TPETheMY BUILY.

15.4.2. TlpemnasHadeHO Jjis NPUMEHCHWA B YCJIOBUSX, OTHOCAIIMXCH K
xareropun "B", ¥ uH(OpMauus, MONyYeHHas C HMCIOJNB30BaHHEM IPOTPAMMHOLO
obecriedeHtsI, OTHOCHTCS] KO BTOPOMY UJIU TPETbEMY BUILY.

16. Ecnu mpud OTHECEHWH MPOIPAMMHOrO OOecredeHMs K Kimaccy B
34BHCHMOCTM OT IIOTCHLMAJIBHOIO pHUCKAa IPUMEHEHHsS BO3MOXHO COYCTaHHC
pasnMYHBIX BHAOB HH(OpMaLNH, MONyYEHHONH C HCIOJIb30BaHUEM JaHHOTO
mporpaMMHoOro  obecriedenus, - (WIn) KaTeropvii yCJIOBUM, B KOTOPBIX OHO
IpUMeHseTcss, TO  YCTaHaBIMBaeTcs  Kjacc — MpOrpaMMHOIO obecrieueHus,
COOTBETCTBYIOIIMH HanGOJIbIIeH CTENEeH) MOTCHIMAIBHOTO PUCKA IPUMEHEHUA.».

2.5.2. Knace GesomacHocTu B coorBercTBum ¢ Tpedopanusmu 'OCT P
MDJK 62304-2013 «M3geauss Mmeamuunckue. IIporpaMmHoe obecneveHue.
IIpouecchl ;KU3ZHEHHOI0 HHKJIA»

[TpoBepsieTcst Kiacc 6e30MacHOCTU MEJULMHCKOTO U3JCTIHs B COOTBETCTBIN €
I'OCT P MDK 62304-2013:

«a) Kaxmo# mporpaMMHO CHCTeMe M3TOTOBUTEND JIOJDKCH IPHUCBOUTD KIIACe
6ezonacHoctd (A, B mwiu C) coriacHO BO3MOXHBIM BO3/ICUCTBUSIM Ha IAlAEHTA,
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[IOJIb30BATENs MM HHBIX UL, HCXOJd W3 ONACHOCTH, BO3HUKHOBEHHIO KOTOPOH
MOYKET CII0COOCTBOBATh CUCTEMA ITPOTPAMMHOI0 O0ECTIEUEHUSI.

Knacchl 6€30MACHOCTH  IPOTPaMMHOTO — O0eCIedeHus JOJDKHBI  OBbITH
pasJieNIeHbl 10 CTEMEHH TSDKECTHU CIeLyIomuM 00pasoMm:

- knace A: HeBO3MOXHBI HUKaKKe TPaBMBI WIIH YIIEPO 3M0POBBIO;

- xnacc B: Bo3MOXHBI He3HAYUTEIbHBIE TPABMBI;

- xiacc C: Bo3MOXHBI cepbe3Hble TPaBMEI HJIH CMEPTh.

EcM ONMacHOCTh MOXET MPOMCXOJIUTh M3-32 OTKa3a B paboTe MpOrpaMMHOM
CHCTEMBI, TO BEPOSATHOCTh TAKOTO OTKa3a JOJDKHA OBITh MPUHATA KaK CTONPOLCHTHAS.

Eci PHUCK CMEpPTH WIM CEPbe3HOM TPaBMbI, MPOUCTCKAIOMMA OT OTKa3a
IIPOrpaMMHOro oOecIeueHus, BIOCIECTBHH YMEHBIIAETCA JI0 JOIYCTUMOTO yPOBHS
(xax ompenesero B MCO 14971) ¢ moMouipio annapaTHeX Mep yIPaBICHUA PUCKOM
WIN CHIDKEHHWEM ITOCIECTBUI OTKa3a, WM CHIDKECHHEM BEPOATHOCTH CMEPTH HJIM
Cephe3HOM TPaBMBI, SBIAIOLIEHCS PE3yJTbTaTOM 3TOr0 OTKasa, Kiacc be3onacHocTH
IporpaMMHOro obecrieveHuss Moxer OpTh cHwkeH ¢ C 7o B; u eciu puck
HE3HAYMTENLHON TPaBMbl, MPOMCTEKAMOIIMI OT OTKa3a MPOTPAMMHOI0 ObecredeH s,
OJOGHBIM 00pPa30M yMEHBIICH IO JOIyCTUMOIO YPOBHS IMPH MOMOLIX anMapaTHbIX
Mep YIpaBlieHHs] PUCKOM, KjacC 0e30MacHOCTH IPOrpaMMHOTO obecrie4yeHUs] MOXKET
OBITH CHIDKEH ¢ B 10 A.».

B ciydae ecid BBIABISETCS HECOOTBETCTBUE, SKCIIEPT YCTAHABINBACT Ipyroi
Knacc 6e30macHoCTH (¢ 000CHOBAaHUEM H3MEHEHHS).

2.6. Kog OKIIJI2 no OGmepoccuiickoMy KiaccupukaTopy NpoayKUHH
[10 BHAaM dKoHOMHUYecKoii xesteabnocry OK 034-2014 (KITEC 2008)

B ciydae eciii BBISBISETCS HECOOTBETCTBHE, SKCIEPT PEKOMCHAYET pyrou
xkon OKIIJI2 IIporpamMMmHOro obOecreyeHuss B COOTBETCTBHH C JIEHCTBYIOIIUM
KJIacCH(PUKATOPOM (C 00s13aTeIbHBIM 000CHOBaHUEM).

2.7. OueHKa cBeJeHHI 0 HOPMATHBHOM TOKYMeHTallHH

Ilpu onenke pokymenta «CBeneHUs O HOPMATHUBHOM JOKYMEHTaLMN»
IIPUMEHSIOTCS BCE IOJTOXKEHHS OCHOBHBIX MeToquuecKux pPEeKOMEHAALMK C y4eTOM
TIepedHsl PEKOMEHYeMBbIX CTaHIapTOB Ul MPOBEICHUS TCXHHYCCKHUX HCTIBITAaHUH.
[lepedeHs CTaHIAPTOB, PEKOMEHIYEMBIX U MOIATBEPKACHUS COOTBETCTBHS IPHU
IIPOBEJIEHUH TEXHWYECKHMX HCIBITAHUH B AKKpEeJMTOBAHHON  HCIBITATENBHOM
OpraEW3alli¥, IpUBeNeH B pasuene «BpeneHue» HACTOAIIMX MeToauyecKux
peKOMEH Ialn .

2.8. Omenka TexHu4eckoii jgoxkymentanuu Ha  IIporpammuoe

odecreueHue
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[IpUMEHSIOTCS TIOJIOKEHHsST OCHOBHBIX METONMYECKHX PEKOMEHALMH ¢
y4eToM HpuMeHeHusi TpeGoBaumii K IIporpaMMHOMY OOECIEYCHMIO, B TOM YHCIE
ycTaHOBIeHHBIX Il 18 1. 4 mprkaza Munsapasa Poccun ot 19 siHBaps 2017 Ne 11m.

[Ipy mpoBepke, NpPEICTABICHHON B paMKaX TEXHHYECKOH JIOKyMEHTalUK
MHGOPMAIMM O Mpoleccax [POSKTHpoBaHMS W  paspaborku IIporpamMmHOro
obecrieyenys;, CleIyeT YIUThiBaTh pexomenpauud u Tpedbosanus ['OCT P MOK
62304-2013:

Bt gonraneuocs to paapaborss CUCTEMbE NPOTPAMMHOIO OBECNEMEHWR (prkean MEHEPKMEHT PUCKA)

i
i

7 MEHEIDKMEHT PYCKA 8 onsowesm TIPOTPAMMHOTD OBECTEMENMA

59 52 53 5.4 £ A 58 57
f P Pl i ¥ wapeseoks 1 Dlporpanissss wimr- Vlorsat s 58
peapetiovnt | vpefossnml | APXITERTYPBL | cas paxabona (PO PAMMEBIX poyan w ucessmom s | CHCTEMB Breryow (3
i % F10y T Ty MO YTEN TSR WHTRITIR G 0
8 NPOLECT B HOwEDMT Y PO PAMMHOTD OBEECTTEYEHNA
B Pl 1 TIPOUECC pewsissn npolines TIPOF PAMMHOID OBECTIEUEHMA

Kparkwuit 0630p IpoLeccoB pa3paboTKu
IIPOrpaMMHOT0 obecriedeHus 1 paboT

[IpoBepseTcss Hanudpe ¥ cojepkaHue (hailla MEHEIKMEHTa pHCKa
IIporpammuoro obecriederus (B coorsercteun ¢ FOCT P MDK 62304-2013).

Kputepuu HECOOTBETCTBHS - II0 OCHOBHBIM MeETOJUYECKUM PEKOMCHIANNAM
(M0 MPHMEHHMOCTH K KOHKpeTHoMYy IIporpammuomy o0ecneyeHuIn), C y4eTOM
CIIEIYIONIUX OCOOEHHOCTEMH:

a) OTCYTCTBYIOT CBeJIeHU, perjiiaMeHTUpYIoLIre KOHCTPYKIUIO
MeIUIIHCKOTO H3/ieNsi — [IporpaMMHOro obecriedeHns;

DIpumevanmus:

K CBejeHMsM, perTaMEeHTHPYIOIEM KOHCTPYKuuio IIporpamMmHOro obecrieueHus,
OTHOCHATCA:

- cocras IIporpaMMHOTO 0OeCTIeYCHH S, B3aMMOCBA3b YacTeil (MOy ek — K uX HAJITYUHN)
¥ IPOTPaMMHBIX DJIEMEHTOB KOH(PHUIypaInH;

- ONHCAaHHE KOHCTPYKTUBHBIX (apXHUTEKTYPHBIX) OCOOCHHOCTEH, B3aMMOCBA3b C JNPYrHMH
MEIUIUHCKUMHU U HC MECAUITUHCKUMH U3JCIUAMHA U JPpYyTI'UM HpOTp&MMHLIM 06ecnequHeM;

= 0COOEHHOCTH yhopaBJICHUS, UMCEIOIIHUECA IIOTCHIIUAJIBHBIC OIIAaCHOCTH (HpI/I
HEOOXOIUMOCTH),
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- uadopmanust o IIporpaMMHOM OOeCTICYCHUH (B TOM YHCIE O €r0 COCTaBHBIX YacTAX
(MOmyJISIX)) OJDKHA TO3BOJIATE OCYIIECTBIIATH OXHO3HAYHYTO HIACHTH(PUKAIHUIO;

- TEXHHYECKHE XAPAaKTEPUCTHKH, TPeOOBaHUA ¥ HOPMBI, ONPEICIAIONIME MOKa3aTe/H
KauecTBa, QYHKIIMOHATHHBIC H AKCIUTYaTAllHOHHBIC XapaKTEPUCTHKH ITporpaMMHOT0 00€eCTIEYEH NS,

- IepeueHb OMacCHOCTEH, CBA3aHHBIX C NPHMCHEHHEM [TporpamMmmHOTo OOECHEUEHHS, U
ONHMCaHHe Mep/CoCcOOO0B, MPHHSATHIX C LENBI0 00ECIeYeHHs JOMYCTUMOCTA OCTATOYHBIX PHCKOB
(aHaM3 PUCKOB);

- OCHOBHBIE IPUHIIUIBI METOJI0B KOHTPOJIS M TECTUPOBaHust [IporpaMMHOro obecrieueHus.

6) OTCYTCTBYIOT CBCICHNA, YCTaHaBJIUBAIOIIHUEC TEXHHUYCCKHC TpC6OBaHI/I$[,
JaHHBIC JJIA pa3pa60TK1/1 U IPOU3BOJICTBA, HANCI)KHOCTH (6630HaCHOCTB) U JAHHBIC OJIA
SKCILTyaTalunu (HpI/IMCHeHI/IH) MEeIUIHNHCKOI'O U3 acius — HpOl"paMMHOFO

obecrieueHus”;

DTIpumeyanue:

K TaxuMm CBeIEHHSIM OTHOCATCS:

- TpeGOBaHHS K TIOTEHIMAILHBIM BO3MOKHOCTAM H (yHKIIMOHATLHOCTH;

- (YHKIMOHATBHbIE XapAaKTEPUCTHKU [IpOrpaMMHOr0 0becredeHus JOJDKHBL COACPXKaTh
TpeGOBaHusl, BIUSIONIIE HA €r0 CIOCOOHOCTH ICHCTBOBATE N0 HA3HACHHIO;

- (usHYecKWe XapaKTePHCTHKH (Hampumep, $3bIK MAIIMHHOTO KOJa, miatdopmy,
OIIEPAlMOHHYIO CHCTEMY );

- KOMIIBIOTEpHBIE XapaKTCPUCTHKH (HAIpHUMED, anmapaTHble CPeICTBa, pasMep NaMATH,
IIPOLIECCOP, HHPPACTPYKTYPY CETH);

- HeoOXOIMMOCTb COBMECTHMOCTH C MOJEPHHU3AIMAMH MM APYIMMH BEpCHAMHU
[TporpaMMHOTO 00€ECTIEYEHUS,

- BXOJIHBIE H BBIXOJHBIEC TaHHbIe [IporpaMMHOr0 obecredeH s (CHCTEMBL);

- cpelcTBA  B3aUMOJACHCTBHSI MEXAY MOIYJISIMH (omementamu) IIporpaMMHOTO
obecnieyeHus U (MJIN) APYTUMH H3ICTHSIMU;

- TpeboBaHuUs K 3aluTe HHPOPMAIMH, B TOM YHCIIE B OTHOIICHUH KOH(MHUICHIHATBHOCTH
(HarpUMep, aBTOPH3ALHS, HICHTH(HUKAIHSA 10JE30BATENS, BEIEHUC XYPHANIOB IOCTYIIA 1 T.IL);

- ompeneneHHe NaHHBIX (6a3bl JaHHBIX) M TPeOOBaHHE K HAM (dbopMma, pa3sMEPHOCTD,
GyHKIMS U T.IL.).

- OIHCAHHUE YCTIOBUIA U 0cOBeHHOCTEH TpuMeHeH s [IporpaMMHOTO o0ecTieyeHHUs;

- IOPSIOK npuMeHeHnst [IporpaMMHOTO 00eCTIeYCHHUS.

B) OTCYTCTBYIOT CBEJICHUA O MEepax, npeanpuHUMacMbIX IIPOXU3BOAUTEIIEM IIPH
paspaboTke u mpousBoicTBe IIporpamMmMHOro obecnieuenus s obecredYeHus
nHQOPMAIMOHHOK Ge30nacHoCTH.”)

3) [Ipumeuanue:
K TaxuM cBEeIE€HUSIM OTHOCSTCS:

- BO3MOYHBIC PHCKH IIPH MCNOJB30BaHHH [IporpaMMHOro 06ecreueHus o Ha3HAUCHUIO B
YCIIOBUSIX, IPEIYCMOTPEHHBIX TPOU3BOTUTENCM;

- HeoGXOMMBIe JAHHBIE JUIS IPHMEHEHHs, 0OOCHOBBIBAIONIME KAYECTBO, OE30I1aCHOCTh U
s¢dextrBHOCTS [[POrpaMMHOr0 00€ECTICUCHNS;
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- He IpeJICTaBJIeHb! HOPMYIUPOBKI HANEKHOCTH (3aIUTA IIPOTHB CEPHE3HBIX MOCTIEICTBUM
OIMIMOKHA MOJIBb30BaTeNs, BOCCTAHOBIEHHE NpPH OLIMOKAX, IPOBEPKH JOCTOBEPHOCTH HCXOAHBIX
JAQHHBIX H T.I1.);

- OTCYTCTBYIOT yKa3aHds O MOpAAKEe MACHTUQUKALMA M TPOBEPKA IMOIIHMHHOCTH
MOJTb30BATENIE C CAHKIIMOHUPOBAHHBIM JOCTYNIOM IPH BKIIIOYCHHH (mauano/ KOHEI PaboThI)
[IporpaMmHOro obeciiedeHusl M0 HueHTHUKATOPY (KOZY) H TApOIMO  yCIOBHO-IOCTOAHHOTO
JIEHCTBHS, OLIPE/IeIAEMOT0 IPOU3BOAUTEIeM [IporpaMMHOTo 00ECICYCHHUS;

- OTCYTICTBYIOT yKa3aHHsi O HOpsAJIKE PETHCTPalMU BXOJa (BBIXO1a) TIOJIB30BATENIEH C
CAHKIMOHHPOBAHHBIM JOCTYTIOM IpPH BKIIOYEHHH (Ha4ano/ KOHEI| pabotsl) IIporpammuoro
obecredeHnst, 160 PerucTpalys 3arpy3Ky 1 HHEIHaTu3auy [[porpaMMHOro oOecrneyeHus;

r) OTCYTCTBYyeT HH(OpMalHUs O TOATBEPXACHUM KaveCTBA JOCTATOYHOCTH
CpEeJICTB 3alIUThl HHYOPMALIUH.

I[TpousBonutenb IIporpaMMHOro oOecredeHus IOJDKEH IO BO3MOXHOCTH
MAKCUMaTbHO  OOECTeddTh  NpPUMEHEHHE Takoil  COBOKYIHOCTH  YCJIOBH,
BO3HMKAIOIIMX B TIIpoliecce pa3pabOTKH, IPOM3BOACTBA, a B JaJbHEUIIEM H
SKCIUTyaTalliyl B pe3yJibTaTe B3aMMOJEHCTBHUS MOJb30BaTeNel, HHTEPHET CEPBHUCOB,
TEXHOJIOTMUECKUX YCTPOWCTB M CETEBBIX CBA3CH, IIPU KOTOPBLIX BCE COCTaBIIAIOLIME
3aIAIEHS] OT MAKCHMAJIBHO BO3MOXHOIO YHCJa YIpo3 M BO3ICHCTBUH C
He)KeJIaTelIbHBIMU TOCIIEICTBUAMU.

I[Ipoussoautens [IporpaMMHOro obecredeHus MIpH pa3paboTke H3Ienus U
TEXHUYECKOHW  [JOKYMEHTAIlMM  MOXET  PYKOBOJICTBOBAThCS — JEHCTBYHOIMMHU
HOpPMATUBHBIME TOKyMEHTaMH U IE€HCTBYIONIMMHU CTaHIapTaMU B 4aCTH obecrnieyeHus
MHGOPMAI[OHHON 3alIMThI, HAMpUMEp, yKa3aHHbIMH BO «BBeeHUn» HACTOSIIUX
METOIMYECKUX PEKOMEHIALIMH.

[TpousBoauTENb MOJDKEH CaMOCTOSTEIBHO OIPENETUTh PACIPOCTPAHCHHE
TpeGoBanuii ®enepansHoro 3axona or 27.07.2006 Noe 152-®3 «O mnepcoHalIbHBIX
NAHHBIX», DenepallbHOIO 3aKOHA OT 27.07.2006 No 149-®3 «O06 wundbopManuy,
MH(GOPMALMOHHBIX TEXHOJOTHSX U O 3allHTe UH(GOpPMALIMKN» U IOCTAaHOBJICHUSA
[paBurenscTBa Poccuiickoii @Pemepaluu OT 01.11.2012 No 1119 B oOTHOIICHUHU
[TporpaMMHOT0 0OecneveH¥ s, MPEeJCTaBICHHOTO IS roCyJJapCTBEHHOM PETUCTPALIUH.
[Ipu ompejieleH|H PaclpoCTPaHeHHs TPeOOBAHMH YKA3aHHBIX denepalbHBIX 3aKOHOB
Clie/lyeT YYHUTBHIBAaTh CIEAYIOLIHE OCHOBHBIC IOHSATHS CTaThHU 3 No 152-@3, B ToM
qyucie:

- IepcOHAIBHBIE JaHHBIC - JI00as HHPOPMALUs, OTHOCAIIASICS K IPAMO KK
KOCBEHHO OIPEIeTIEHHOMY IJIM OIpenenseMoMy (QU3MIeCKOMY JIHIY (cyoBeKTy
[IEpCOHATIBHBIX JJAHHBIX ),

- WHQOPMALMOHHAS CHCTEMa IEPCOHATBHBIX JaHHBIX - COBOKYIHOCTDH
cozepKaimuxcs B 0a3aX JaHHBIX MEPCOHANILHBIX MAHHBIX M 00ecreurBarOIuX UX
06paboTKy HH(POPMAIIOHHBIX TEXHOJIOTUH U TEXHUYECKUX CPEACTB.
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[Tpy omnpedeNeHHy pacpocTpaHeHns TpeboBaHMi yKasaHHbBIX DejiepanbHbIX
3AKOHOB CJIEyeT YUMTHIBATH CIIELYIOLIMe OCHOBHbIE ITONIOKEHHUs ¥ TIOHATHS CTaThy 1
u cratbu 2 denepalbHOIO 3aKOHa OT 27.07.2006 No 149-®3, B TOM 4YHCIE TO, YTO
deiepanbHbIi 3aKOH PEryIUpyeT OTHOILEHHsI, BO3HUKAIOLIME IIPU:

- OCYINECTBJIEHUM IIpaBa Ha IOMCK, IOJy4YeHHe, nepejnady, MPOU3BOJICTBO U
pacmpocTpanenue HHpopmaruu (11 1);

- obecriedeHnN 3aUThl HHPopMaImu (1.3).

B Crarbe 2 ®exmepansHoro 3akona ot 27.07.2006 Ne 149-@3 mpuBesneHs!
OCHOBHBIE TIOHSTHS, UCIIOJIB3yeMble B HacToseM PenepalbHOM 3aKOHE:!

- uHbOpMaLKs - CBeJeHUs (COOOIIeHNs, aHHbIe) HE3aBUCHMO OT bopMBI UX
Ipe/ICTaBICHUS;

- uH(OPMAIMOHHAs CHCTEMa - COBOKYIIHOCTE COJlepyallercs B 6a3ax NaHHBIX
HHQOPMALMH U 0OECTIEYMBAIONINX ee 00paboTKy MH(OPMal[MOHHBIX TEXHOJIOTUN U
TEXHUYECKUX CPEJICTB;

- pacnpocTpaHeHre HHPOPMALUK - JEUCTBHS, HAIPABICHHbIE HA MOJNY4CHUE
uHGOPMAI[MK  HEONpEJeNeHHBIM KpPYyroM JHMI WIM [epeaady uHbOopMaLuU
HeonpeAeIEHHOMY KpYTy JIHII.

B n. 8 Crarem 14 ®enmepamsnoro 3akona ot 27.07.2006 Ne 149-@3
OnpefeeHo, YTO «TEXHMYECKHE CpeNCTBA, TNPeJAHa3HAYCHHbIC LI 00paboTKH
rHGMOPMAIIIH, COJIEPKALlENCs B IOCYAapCTBEHHBIX MHPOPMAIMOHHBIX CHCTEMAX, B
TOM YHCIIE IPOrPAMMHO-TEXHUUYECKUE CPEICTBA M CPEICTBA 3alUThl HH(pOpMAIIUHY,
JOJKHBI COOTBETCTBOBATh TPeOOBaHMIM 3aKOHOJaTeNNbcTBa Poceuiickon Denepaiyn
0 TEXHUYECKOM PEryJIUPOBAHHUIY.

B Crarbe 4 ®enepansHoro 3akona ot 27 mekabps 2002 roma Ne 184-03
yKa3aHO «QejepaibHble OPraHbl MCIOIHUTENBHOM BIACTH HAJCICHBI [PaBOM
W3aBath B cdepe TEXHUYECKOTO PerylipoBaHHs aKThl 00A3aTe/IbHOTO XapaKTepa, B
CIly4asix, yCTaHOBJIEHHBIX CTaThEM S».

Cratbst 5 @eniepanbHOTo 3aKoHa OT 27 nexabpst 2002 Ne 184-®3 kacaercs, B
TOM YKCIIe ¥ TPOLYKIMH, MCIIONB3yeMON B IENAX 3allUThl CBEACHHUH, OTHOCHMBIX K
OXpaHSEMOM B COOTBETCTBHM C 3aKOHoJaTenbcTBoM Poccuiickon denepanun
MHQOPMAIMH OTPAHAYEHHOTO HOCTyHa (B TOM YHMCIE «CIyXeOHas uHdopmanus
TrOCOPTaHOBY).

VIOJHOMOUEHHBIM  OpPraHOM,  HAJEeNEHHBIM  TPaBOM  yCTaHABIIUBAaTh
00si3aTenbHble  TpeOOBaHWs MO 3aluTe HH(OpPMANWH, B COOTBETCTBMU CO cT.15
®enepanbHOTO 3aK0Ha 0T 27.07.2006 Ne 149-03 spisiercs PenepanbHas ciyx0a 1o
TEXHIYECKOMY 1 dkcriopTHOMY KorTpoumo (PCTIK Poccun).

B  cimywae, ecid  IPOU3BOJMTENb  YCTAaHABIMBAET  BO3MOXHOCTD
B3auMOJieHCTBIS  [IpOrpaMMHOr0  OGeCIiedeHrsl C MHBIMH HH(QOPMAIOHHBIMH

CUCTEMaMH (onpeﬂeneHHe «UHBbIX HH(bOpMaHI/IOHHBIX CHUCTEM)» HPHUBEACHO B
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noctanoBnennu IIpaBurensctsa Poccuiickoit @eneparuu ot 12.04.2018 Ne 447), on
JTOJDKEH 00ECIeunTh 3AIUTy CBOET0 MEAMIIMHCKOrO M3/eNus OT BO3MOXHBIX yrpo3
CO CTOPOHBI TAKHX HHBIX HHGOPMAIMOHHBIX  CHCTEM. 3amura JOJDKHA
oGecIieurBaThCs C yUeToM TpeOoBaHuil ocTaHoBNeHus [IpaBuTenbCTBa Poccuiickon
denepanmu ot 01.11.2012 Ne 1119.

JInsg TOATBEP)KAEHUS KauecTBa M JOCTAaTOYHOCTH  CPE/CTB  3allUTHI
[IporpaMmHoro  obecliedeHHsl ~ HEOOXOIMMO  TPEJOCTaBUTH  CBCIACHUA  OT
yronHomo4enHoro IIpaButenscTBoM Poccuiickoi Depepanyn GpenepalbHOTO OpraHa
BJIACTH.

B ciydae ecld BBISABISETCS HECOOTBETCTBUE (B TOM YHCIE ONEYATKA U
HETOYHOCTH), DKCIIEPT yKa3blBaeT 00 3TOM B TOM IIyHKTE 3aKIHOYCHHUS KOMHCCHH
SKCIIEpPTOB, KOTOPBIH COAEPIKUT aHAIM3 COOTBETCTBHSL TEXHHIECKOH JIOKYMEHTALIHH.

2.9. OueHka 5KCILIyaTAlMOHHON JokymeHTanuun Ha Ilporpammmuoe
obecrneyeHue

[IpUMeHSIOTCS TOJIOKEHHs OCHOBHBIX MeTOnNYeCKHuX pEeKOMEHalul ¢
ydeToM npuMeHeHHs TpeboBanui K IIporpamMMHOMY obecIieueHUI0, B TOM YHCIIE
yCTaHOBIEHHBIX MprkaszoM Munsapasa Poccuu ot 19 sHBaps 2017 Ne 11n:

1. 6: DKcILIyaTallMOHHas NOKYMEHTAIMs POU3BOIUTENIS (¥3roToBUTENA) HA
MeUIIMHCKOE U3jIeiue (fanee - SKCIUTyaTalMoHHas TOKYMEHTAllKsT), IpeiCTaBlseMas
Ipou3BoAMTENEM  (M3TOTOBUTENEM) WA  YIOJIHOMOYEHHBIM  MPEACTABUTENIEM
IPOU3BOAUTENS  (M3rOTOBUTENSA), B COCTABe PErMCTPAlMOHHOrO  J0Che  Ha
MeIULIAHCKOE M3eNne, JOJDKHA COIepXKaTh:

n. 11: wuadopManuio A1 DPOBEPKM MPABHIBHOCTH yCTAHOBKU (MoHTaXa)
MeJTHIIMHCKOTO W3NS M ero TOTOBHOCTH K 0e30macHOi paboTe IKCILTyaTaluu,
BKmoyas (mm. 6): mepedeHb MPEeAOCTaBICHHBIX NPOU3BOAUTEICM (M3roTOBUTENIEM)
MEIWIIMHCKOTO M3JEIMs CBEISHHH, KIIOYeH, rmapojeld J0CTyla, Mporpamm,
HEOOXOMMMBIX JUIA MOHTaXa, HalalKkd, OKCIUTyaTalludh M TEXHHYCCKOIo
06CITy’)KMBaHUS MEIULUHCKOTO U3CIIUA.

Kputepuu HECOOTBETCTBHS - 110 OCHOBHBIM METOAMYECKMM PEKOMCHIALHMAM
(mo mpuMeHuMOCTH K KoHKperHomy IIporpammuomy o0ecneYyeHuIo), ¢ y4eTOM
CJIEIYIONINX OCOOEHHOCTEMN:

a) OTCYTCTBYIOT CBEJCHHMS, PErJIAMEHTHPYIOIIHE KOHCTPYKIHMIO, YCIOBHA U

npaBuia sKcTyaTanuu [IporpaMMHOro obecreuenus’;

Yllpumeyanve:

- B COOTBETCTBHH C HpHMeanHeM” nyakrta 2.8 HacTosmux MeToauuecKux
PEeKOMEHIALIMIA;

- B onucanuu [IporpaMMHOro 0O€eCIieuCHUs HE ONPEICIICHBI BCC LIE/ICBBIC pabouue 3a1a4H,
KOTOPBIE MOTYT OBITH BHIMOJHEHBI JAHHBIM [TporpaMMHBEIM 00€CTIEUCHUEM;

- He ompeieNieHa CUcTeMa (TEXHUYECKUE U NPOrpaMMHbIC CPEACTBA U HX KoH(pHUTYpaLus),
HeobxomuMast Uit BBoAa IIporpaMMHOro o0OecredeHust B 9KCIUTYaTalllio, BKIIOYas HAMMCHOBAHIA
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H3rOTOBUTENECH M 0003HAYEHHs THIIOB BCEX €€ YacTeld, HalpuMep: MPOLECCOphl, 00beM OCHOBHOH
(OTIepaTHBHOM) MAMSTH, THIIBI M 0OBEMBI (IIAMSTH) nepruepuifHBIX 3aIOMUHAIOMIUX YCTPOUCTB,
06opyIOBaHHE BBOJA M BBIBOJA, CETEBOE OOOPYHOBAaHHE, CHCTEMHBIC W IPOYHC MPOrPAMMHBIC
CPEJICTBA;

- He yKa3aHBl IPOrPAMMHBIE CPEJICTBA YNPABICHUS HPEAYNPEKACHUEM U ONOBCIICHHEM
oreparopa;

- He ompejeNeH Kakuplil (u3ndecKuii KOMNOHEHT IIporpaMMmHOro obecrieyeHus, B
YaCTHOCTH, BCE NEYaTHBIE JOKYMEHTBI U BCE HOCUTENIN JAHHBIX;

- HEe MpPEeLyCMOTPeHO (WM HEIOCTATOYHO TIPENYCMOTPEHO) yI0OCTBO H IIPOCTOTA
HCIIONIB30BaHUs (DKCIUIyaTalluOHHAs HPHIOJHOCTh), KOTOPbIC YYBCTBHUTENIBHBI K HCIOBEUCCKAM
ommbKaM 1 00yUeHHIO (OMLIEPKKa OTEPALHil, BHITIOTHAEMBIX BPYUHYIO, B3aUMOJCHCTBUE MEXKIY
YETOBEKOM M O0DOPYNOBaHHWEM, OrPaHWYEHHs B OTHOLICHUM II€PCOHANA, CBEIACHUSA O TOM, IJE
Tpe6yeTcs IPACTATBHOE YETOBEYECKOE BHUIMAHHE);

- He yCTaHOBNeH (He ompejeneH) IUaH (WIM TUIAHBI) TEXHHYECKOH MOIEPIKKH
[IporpaMmMHOro obecredeHus, I BBITIONHEHHs JEATENBHOCTA M 3a7ad Hpouecca TEXHUYECKON
TIOICPKKH;

- He TIPeJICTABJICHBI CBEICHMS O TIOPSIKE HHCTALTALUHU IIporpaMmmuoro obecrneyenus;

- He npmBeieH o630p ¢yskumit IIporpaMMHOro  00OECHEYEHHMS,  BBI3BIBACMBIX
0JIb30BaTENIeM, HEOOXOAUMBIX JUUISI HUX JaHHBIX M MPEOCTaBIIAEMbBIX CPEIICTB;

- He YCTAaHOBJIEHBI TPAHMYHbIC 3Ha4YeHHs [IpOrpaMMHOro 0OeCIeUCHHS (MUHUMAJIBHBIE WIIH
MAaKCHMANIbHbIE 3HAYEHHUS, JUTHHBI KIIF0UEH, MAKCUMAIBHOE YHCIIO 3aliceil B (aiine, MaKCUMalIbHOE
YHCIIO0 KPUTEPHEB TIOUCKA, MUHAMAIBHBIN 00BeM BBIOOPKH H T.I1.);

- HE OIpe/eNeHbl KOHKPETHBIC 3HAHUS, KOTOPbIe HEOOXOAUMO YCBOUTD MONb30BATEIO UL
IPEMEHEHHs COOTBETCTBYIOLIEr0 IIporpaMMHOro —obecreyeHus (3HaHWE COOTBETCTBYIOILEH
TEeXHHYECKON 00JIacCTH, 3HAHHE OIEPAIlHOHHON CHCTEMBI, 3HAHHWS, IOJydaeMble B pPE3yJbTaTe
CHEUATBHOTO OOYUYEHHs, 3HAHKUE S3BIKOB, OTIMYHBIX OT s3bIKA, HA KOTOPOM HAllMCAHO OIHMCAHHE
MPOJIyKTa;

- He yKa3aHbl MHCTPYMEHTIbHBIC CPEJCTBA JUIs MPOBENCHHS HACTPOHKH [IporpaMMHOTO
obecrieuenst (B CIIydae, eciii BO3MOXKHA HACTPOHKA MOIb30BaTENIEM) U YCIIOBUS UX PUMCHCHNS.

6) OTCYTCTBYIOT CBEJCHUS O HAINYMWM, HAUMCHOBAHUM M MECTOHAXOXICHHH
Ha Tepputopuu Poccuiickoii @enepany  YIOJIHOMOYEHHOTO  MPE/CTABUTEIA
IPOM3BOIUTENS, B TOM YHCJIE aBTOPU30BAHHOTO CEPBUCA;

B) OTCYTCTBYIOT CBEJICHHS O Mepax, MPEeANPUHUMAEMBIX II0JIB30BATE/ICM
IIporpaMmHoro obecredeHus L odecredenns HHOPMALOHHOK 6e30MacHOCTH. )

) [pumedanme:
K Tak¥M CBEJIEHUAM OTHOCATCS:

- HE€ YyKazaH HOpAIOK IIPUMCHCHUST UMCIOMUXCA KJTIoue JOCTyIla, a TakKXe MOPsAoK
OIIpEACIICHUS IIOJIB30BaTEIeH C CaHKIIMOHUPOBAHHBIMU TOCTYIIOM;

- OTCYTCTBYIOT CBEJE€HHsI 00 ypOBHE KOH(HICHIHMATBHOCTH uHdopMaIK, B TOM YHUCIIE
pH(OPMAIHH O TIAIMEHTE, IPUMEHAEMOH 1T OCYIIECTBICHAS ¢yuxnuonnpoBanus IIporpaMMHOTO
obecrieueHus;
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- OTCYICTBYIOT CBEJGHHS O HAUICKalleM KOJIMPOBAaHUH (IIpH HEOOXOIUMOCTH)
pHGbOPMAIlUY, TpPEeAHA3HAYCHHON Ul Mepefadd MO HHTEPHET-CETAM OTKPBITOTO  J0CTyla
(HarpuMep, B PEXKMUME TEIEMETUIMHCKAX KOHCYIbTALHH);

- OTCYTCTBYIOT CBEACHHUA O ITOPAJKC obecrieueHus MOJIL30BAaTEIEM 3aIlUThI I/IH(bOpMaIII/II/I,
HpCI[HaSHaquHOﬁ JJIA JJIATCIIBHOIO XpaHCHUs, OT HECAHKIIMOHHUPOBAHHOT'O YAAJICHU,

- OTCYTCTBYIOT KpUTEPUU OLICHKH BO3MOJYKHOT'O MMOBPEXKACHUA U HapYIICHUA APXUTEKTYPbL
HpOFp&MMHOI‘O O6€CHC‘I€HI/I$I, JIJIA CBUACTEIBCTBA IIOIIBITKH HECAHKIIMOHHPOBAHHOTO NOCTYIA.

B  cmydae, ecid  IPOM3BOAWTENb  YCTAaHABIMBAaCT  BO3MOXHOCTB
B3aMMOJieicTBYSL  [IporpaMMHOro OOeCHiedeHHs C MHBIMH HH(pOPMAIOHHBIMH
cucteMaM (ompejeiieHHe «WHBIX MH(OPMAIMOHHBIX CHCTEM» NPHUBEICHO B
noctaHoieHuu IIpaButensctBa Poccuiickon denepanuul oT 12.04.2018 Ne 447), oH
JOJDKeH MH(POPMHPOBATH MOTPEOHTENS O BO3SMOXHBIX YIPO3aX CO CTOPOHBI TAKUX
MHBIX MHQDOPMAIMOHHBIX cucTeM. VH(GOpMHpOBaHHe MOTPEOMTENd  JIOJDKHO
oGecreunBaThes ¢ yueroM Tpebopanuii nocranosnenus IIpaputenscra Poccuickon
®epeparyu ot 01.11.2012 Ne 1119.

2.10. Ouenxa ororpadpuyecKux H300pakeHHil MeTHIMHCKOr0 U3/1e/IHsl.

I[Tposepsercss Haimuuue ¢oTorpaduii, MpPeAyCMOTPEHHBIX TOMMYHKTOM «I»
myHkra 10 [TpaBui rocy1apcTBEHHON PErUCTpaliu.

B xauecTBe (oTorpaduit [IporpaMMHOro obeciedeHus pacCMaTpUBAOTCS:

a) dororpaduueckoe U300paKeHUe MAaTePUATIBHOIO HOCHTEILS (Ipu TIOCTaBKe
[IporpaMMHOro ObecreueHysl Ha MaTepHalbHOM HOCUTEIe);

6) doTorpadudeckoe n3o0pakeHre (CKPUHINOT) 9KpaHa, B CJIy4ae MOCTaBKY
ITporpammHOro obecrieueHns 0e3 y4acTus MaTEpHaNbHOr0 HOCHTENA (mo cetu
HHuTepHeT).

dortorpadust TODKHA NO3BOJATH YETKO U OJHO3HAYHO HIEHTADUIIMPOBATD
I[TporpammMHoOe oOecriedeHre U er0 MapKUPOBKY, BKIIOYas ero BEPCHIO/AATy BBIILyCKa.

2.11. Ounedka o0beMa H TMOJHOTHI IPOBEIEHHBIX TEXHHYECKHUX
ucnbiTanuii IIporpaMmmHoro odecneyeHus.

[IpEMeHSIOTCS  TOJIOXKEHNs OCHOBHBIX MeTONMIEeCKUX peKOMEHAALUNA €
ydeToM mpuMeHeHHs TpeGoBanmi K IIporpammuHomy obecnieuennio. IlepeueHn
CTaHIAPTOB, PEKOMEHIYEMBIX AJis MOATBEPXKIACHUS COOTBETCTBUS IPU NPOBEICHUH
TeXHAUECKUX HCIBITAHHA B AKKPEJUTOBAHHOW MCIIBITATENBHOM OpraHM3alluH,
IpHUBEIEH B pa3zee BpeneHne HACTOSIINX METOAMIECKHX pPEKOMEHTallhM.

JIyist IpOBEIEHHS HCTIBITAHUMI cUCTeMbI [IporpaMMHOro 0becnedeH s NOIDKHBL
OBITH ONpENENEHBl U BBIIONHEHbI UCIBITAHWS, BBIPAKEHHBIC KaK BXOIHBIC TAHHBIC,
OKH[aeMble PEe3yJbTaThl, KPUTEPHH HNPMEMKH M MPONEHYPHI, C LEIbI0 yHdeTa BCeX
Tpebosanuit [IporpaMMHOro 0OeceyeHus..

KpuTepin HECOOTBETCTBHSA - 10 OCHOBHBIM MeTOIMYECKAM PEKOMEHIALNAM

(M0 MPHMEHHUMOCTH K KOHKperHomy IIporpammuomy o0ecneYeHu1o), ¢ y4eToM
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CeylomuX OCOOCHHOCTEH, B PE3yJBTHPYIOMHUX JOKYMEHTax MO TEXHMYCCKHM
WCTIBITAHUSAM:

- He OIpeJesieHbl TecTHpyeMble (GYHKIUH, TECTOBBIE NaHHBIE, MPOLCAYypa
TECTHPOBAHUS, CPeJia TECTUPOBAHKS M Jpyrue yCinoBus (yTOYHEHHE KOH(UTYypaluu
CPEJICTB HCIILITAHUH ¥ [IOJrOTOBUTENbHAs paboTa);

- He NPeJCTaBJIEeHBI CBEIEHHs O MPOrPAMMHBIX MOJYJIAX, KOTOPBIC NOJDKHBI
OBITH HHTETPUPOBAHBI B IPOTPAMMHEIE 3JIEMEHTHI U IPOrPAMMHBIE CHCTEMBI,

- He oIpe/eleHbl W He UCIBITaHBI allaparHble 3JNEMEHTHI, MPOrpaMMHBIC
SNeMeHTsI ¥ TOANEpXKKAa pYYHOro ympaBieHWs (Hampumep, —HHTepdeiic,
TIPUCTIOCOOIEHHBIM [Tl 4eTOBEeKa, IUAIOrOBBIC MEHIO IIOJICKA3KH, PACIO3HABAHWE
peuM, pedeBoe yrpaBieHHe CUCTEMOM ), HHTETPHPOBAHHbIE B CUCTEMY;

- He TIpPHMBEJEHBl Pe3yJbTATHI TECTHPOBAHUS KOMOMHAIMH TpeOOBaHUH, IS
cIy4aeB eCli MeXITy TPeOOBaHUAMH CYIIECTBYIOT 3aBUCUMOCTH.

2.12. Ouenka NpoBeACHHS TeCTHPOBAHHUSA uHGpopMaHOHHOH
0e30MmacHOCTH

[long wuHpOpManMOHHOW Oe3omacHocThiO  IIporpammHOro obecriedyeHus
[OHMMAeTCs  COCTOSHHME COXPAaHHOCTH  MOJHOTHI,  [EJOCTHOCTH, TOYHOCTH
[IOJTyYEeHHBIX TAHHBIX W KOHOHISHIMAILHOCTH IPH Mepeade, XpaHCHNH M aHaIA3e
IAHHBIX MaluenToB. HeBepHblil aHANM3 WX HapylIeHHas Mepejada HHPOpMAUK O
aLMeHTe MOXKeT [PUBECTH K HENPABIIBHON WM HECBOCBPEMEHHOH JIHATHOCTHKE U
TeparuH.

IIpu TIPOBEICHAHM OLCHKH HH(OPMAIMOHHOM 0E30MacCHOCTA PEKOMCHIYeTCA
ormpathea Ha monoxerus I'OCT P 51188-98 «3ammra uapopmanuu. Vcneitanus
MPOTPaMMHBIX ~ CPEICTB Ha HAIMYMe KOMIBIOTEPHBIX — BHpPYCOB. Tunosoe
PYKOBOJCTBOY. MCIIBITaTeNbHAs OpraHM3alys MOXKET MPUMEHSTh I TeCTUPOBAHU
sammimenHocty [IporpaMMHOro obecredenys U Apyrue JeiCTBYIOIMe HOPMAaTHBHEIC
JIOKYMEHTbI U CTaHJIAPThl, B COOTBETCTBUM CO CBOEH 0OIACTHIO aKKPEIUTALIUH.

[IpoBepsIOTCS ~ pe3yJbTaThl TEXHHYECKUX  HCIBITAHUH [IporpamMMHOro
obecrieueHrss Ha  HajdW4yhe  OLEHKH,  IPEJCTaBIEHHOW  MPOM3BOAMTEIIEM
(M3rOTOBHTENEM) TEXHUIECKOH 1 SKCIUTYaTallHOHHOH JIOKyMEHTalllH B 9aCTH:

- coOmomeHns HOpPM HMH(pOPMALMOHHON O0€30MacHOCTH IIPH COXPaHCHUH
HeO6XOIUMOro 00BEMa U CBOEBPEMEHHOMN TOCTYITHOCTH HHPOPMALIIH;

- Hamuuus UAeHTH(UKAIME M BHEAPEHHs 6e30MacHbIX U (HopManti30BaHHbIX
CII0COO0B TIOTydYeH s, XpaHeHH s, Ipeodpa3oBaHus U NepeNain NTaHHBIX;

— HCIIONB30BAHMS HAIIEKAIUX MEP KOHTPOJIS AJIs 00eCIeueHuUs IeIOCTHOCTH
JAHHBIX B TeX CIydasxX, KOrja JOCTYI K oOued WHpOpMAIHH OCYyIIECTBIACTCS
HECKOJBKUMH BHamMu [IporpaMMHOro obecnevdeHus;

- ompeleneHMs BCeX BO3MOXHBIX ~ ONAcCHOCTEH  MpH OOHOBIIEHUHU

[IporpaMMHOTr0 0OeCIIEYeHNs;
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- obecreyenns 3aIUThl KOHQUIEHIMATBHON MHPOPMALUK, B TOM YHUCIIC B
YacTH JOCTATOYHOrO KOHTPOJSA JOCTylla M COOTBETCTBYIOIMX OrPaHMYCHUi
CHUCTEMHBIX HaCTPOEK U IIPOLIECCOB;

_ obecrieueHnss ¥ ydeTa BO3MOXHBIX HEOIArompHATHBIX B3aUMOJEHCTBUM
IIporpaMmHoro  obecreyeHus ¢ JIDyTHMH ~ CHCTeMaMd € BKIIOYCHHMEM
COOTBETCTBYIOIIUX MEpP YCTOMYMBOCTH M HAZIC)KHOCTH.

2.13. OdopmJieHHe pe3yabTaTOB IKCHEPTH3bI

Pe3yssTaThl SKCIEPTH3bl OQOPMISIOTCS B COOTBETCTBUM C TPEOOBAHHAMHU
IIpukaza MuHMCTEpCTBa 31paBooxpaHenus Poccuiickoit Denepanud OT 20 mapra
2020 r. Ne 206 «OO6 yTBep)XKIEHUH IOpsAKa OpraHU3alMi MU TPOBEICHHA
3KCIEPTH3BI KauecTBa, 9P (HEKTHBHOCTH U O€30IIaCHOCTH MEIMIMHCKAX 171631 (S5 1508
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3. DkcneprH3a MOJIHOTHI u pe3yabTaToB NMPOBeeHHbIX
TeXHHYEeCKHX  HCObITaHMii, KJiuHu4Yecknx HcnbiTanui  IIporpammuoro
obecnneuenus: (3ran II)

3.1. IIpuMensioTcs  Bce  MOJOXEHHS  OCHOBHBIX  MeToAMYecKux
pEeKOMEH AN C HEKOTOPBIMU JOIIOJHEHUSIMUA U yTOUHCHUAMMU.

3.2. OmeHka pe3yldbTaTOB TEXHUYECKUX HUCIBITAHUA IPOBOAUTCA B
COOTBETCTBHH C Pa3[eNoM 2 HACTOSMNX MeToIUUeCKHX PEKOMEHAALH.

3.3. IlporpammHoe obecliedeHWe - MEAUIMHCKOS U3JIeJHE  JOJDKHO
IPOXOAUTH KIMHMYECKHE HCCIEJOBAaHMUs, LENbI0 KOTOPBIX JIOJDKHO  CIIYXXHTb
noaTeepxkaeHre  P(PEKTHBHOCTH, O€30IIaCHOCTH  HCIONB30BaHMA, a  TaKKe
COOTBETCTBHE €ro XapaKTePHCTHUK HKCIONL30BAHUIO IO HAa3sHAYCHHMIO, yKa3aHHOMY
HU3TOTOBUTEJIEM.

3.4. B xoje KIMHAYECKUX HMCCIEAOBAaHUM JODKHA OBITH JaHa KIIMHUYeCcKas
OLIEHKa KJIMHUYEeCKOH CBA3M (Hay4HOM 0OOCHOBAHHOCTH), T.€. CTENECHH aeKBaTHOCTH
nmonbopa JaHHBIX M CHCTEMbl HX aHaim3a (KOHLENUUs, H3MEPEHHS, 3aKITIOUCHNE)
neseBoMy HaszHaueHuio. OIEHKa KIMHMYECKOW 3HAYMMOCTH MOXET TOATBEPAUTD,
4TO:!

- TIporpamMMHOe oOecrieueHUE HMEET YCTOMYHMBYIO KIMHUYECKYIO CBS3b,
0a3UPYIONIYIOCS Ha JOKYMEHTAalbHO IOATBEPXKASHHBIX pe3yJbrarax, Kak I3TO
ompeleseH0 B KIMHWYECKUX PEKOMEHIANMsAX, KIMHUYECKHX HCCIEOBaHIAX B
pelleH3UpYeMbIX ~ JKypHaNaX, COIJIaCHH Ha HMCrojb3oBaHue  lIporpamMmHOro
obecreueHus, MEeX/yHAPOJHBIX CIPABOYHBIX MaTepHanax MM JPYruX MOAOOHBIX
XOPOIIIO 3aPEKOMEH/IOBABIINX ce0s1 TaHHbIX;

- IlporpamMmHOe ofecriedeHHE HMEET HOBYIO KIMHMYECKYIO 3HAYHUMOCTb,
0a3UpYIOUIYIOCS Ha CIHOCOOHOCTH —HCIIOJb30BAaTh HOBBIE BXOJHBIC JlaHHBIC,
aJrOPUTMBI WM PE3YJIBTAThl, HOBYIO LEJIEBYIO IPYIILY MM HOBOC NPETHA3HAYCHUE.

3.5. OnpeneneHuie KIMHAYECKOTO 3HAYCHUS  ABIACTCS HEO0OXOIUMBIM
KOMIIOHEHTOM KJIWHWYECKOM OLEHKH s yoboro IIporpaMMmHOro obecredeHus U
MOYET OBIThH IIPOIEMOHCTPUPOBAHO CCHLIKAMM:

a) Ha CyLIECTBYIOIHE AaHHbIE UCCIENOBAHHMH, MPOBEICHHBIX JUIL TOTO Xe
IpeaIoIaraeMoro UCIoib30BaHus,

6) Ha CYIIECTBYIOLIAE JAaHHBIE HCCIIEJIOBAHUM, NMPOBEACHHBIX IJI1 APYroro
TIPe/IIOIaraeMoro HKCIIONB30BAHMSA, TJ€ MOXeT OBITh ONPaBlaHA OSKCTPAlOJALI
Tak¥uX JJaHHBIX;

B) TeHepauyedl W OIpeleleHMEM HOBBIX KIMHHYECKUX JAHHBIX s
KOHKPETHOTO TIPEJIIOaraeMoro ucnonp3oBanust [ IporpaMMHOro obecrieueHus.

3.6. Heo6x0quMOCTh NPOBEEeHHs KIMHUYECKUX UCIbITaHu#i [IporpaMMHOro
obecriedeHsl C ydacTHEM 4YejloBeKa B KadecTBe CyObeKTa YCTaHAaBIMBAETCS B
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BJIOK-CXEMA

COOTBETCTBHM ¢ KpuTepusmu IyHKTa 37 Ilopsinka, yCTaHOBJIEHHOTO
Mumnsapasa Poccun ot 09.01.2014 Ne 2.

IIPOBEAEHHA KJIMHAYECKON OUEHKH

KJIMHITIECKAS)
OIIEHKA

1.

IOCTOBEPHAS
KIIIHITIECKAS
CBS3b.

/e X
CymecTByeT I

o WY

KoppekTHO IH Jocturaercs mi
JOCTOBEPHAg IPOTrpPaMMHOe HaMedeHHas Helb
KITHHITYECKasd CBA3b obecriedcHue B cBoeil HeneBoil
MEKIY ofpabaTriBactT Oy IAIHI B
Pe3VIBTATAMH I BXO/IHBIC AQHHBIC KOHTEKCTS

IEJCBBIM

01 CO3TaHns

neqebuoil paboTnl

TIPHKA30M

KIHMHTIECKIM HajeKHBIX 6naromaps
COCTOHIIEM BBIXOJHBIX HCIIOB30BAHHIO
TIPOTPAMMHOIC JaHHBIX? TOYHBIX H
obecmeueHua? HATEKHBIX
BBIXOZHBIX
JAHHBIX?
B o A /

3.7. Pe3synpTarhl KIMHHYECKHMX HcHbITanui IIporpaMMHOTO obecriedyeHus
(kak u JFOOOro JpPYroro MeAWIUHCKOrO W37eNus) JOJDKHBI OBITH O(OPMIIEHBI B
cooTBeTcTBHH ¢ [Ipunoxkenusmu K npukasy Munsapasa Poccun oT 09.01.2014 Ne 2H.
3.8. Jusa
WHCTAUIIUE 1IporpaMMHOTO oOecredeHus ¢ MPUMEHEHHEM TEXHHYICCKUX CPEICTB

IpOBefieHHsl  KIMHHYECKMX  MCIIBITaHHH HEOOXOIUMOCTh
KIVHHUYECKOW  OpraHM3allii  OINpenessieTcs MEIUIIMHCKOM  OpraHu3anuen
orpaxaercs: B [IporpaMmMe npoBeAeHUS KINHUIECKUX WCTIBITAHUH.

B cilydae HHCTAIUIALME (1€ HHCTAUISALMK) IPOrPaMMHOTO obecrnieyeHus s
NpOBeJeHNs] KIMHAYECKUMX HCIIBITAaHUH MEIUIMHCKOM OpraHu3aiuyd clienyer
PYKOBOJCTBOBATLCS MOJIOXKEHUAMM ITOCTAHOBJICHHA [IpaBurtenscTBa Poccuiickoi
®enepauuu oT 6 urons 2015 roxa Ne 676.

3.9. Ilpu oneHKe pe3yNbTaTOB KIMHUIECKUX VCIIBITAaHUN CllelyeT YYUThIBATh
clenyoluiee:

- NpY TPOBENEHUH KIMHMYECKAX HMCIBITAHHH [TporpaMMHOTrO OOeCIeYeHUS
KaK MEIULMHCKOTO M3IeMs Ui JWarHOCTHKH in vitro ITporpammuoe obecrieueHue
poBepseTcss ¢ NPUMEHEHHEM HEOOXO0IUMOTOo obopymoBaHust (B TOM HYHCIe
MEIWIMHCKUX U3Aenui, 6a3 IaHHBIX), MNpeIHa3HaYeHHOTO i obecrieueHus

HajIexalei pabotsl [IporpaMMHOro odecreyeHus;
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- IIPY TPOBEJICHUU HCIBITAHMA C y4acTHEM 4eloBEeKa B Ka4eCTBE cyOBeKTa
[IporpamMMmHOoe — obecriedeHHe MpOBEpsieTCs € NPUMEHEHUEM Heo0X0aUMOT0
obopymoBanust (B TOM  YHCIe  MEIMIHMHCKUX u3nenui, 0a3  JaHHBIX),
IpeHA3HAYEHHOro Il oOecredyeHus —HaeKalen pabotel  IIporpammuoro
oOecIieyeHus;

- B IIporiecce IIPOBENEHHUS KIMHMUYECKHX ucnpiTanuii  [IporpaMMHOIO
obecedeHns KaKk MEIUIMHCKOr0 W3IeIHs /IS IMArHOCTHKY in Vitro Wil MCTIBITaHUH
C yJacTHeM dYejoBeKa B KadyecTBe CyOBeKTa OJDKHBI OBITh 3aJ€WCTBOBaHBI BCE
Monynu IlporpammHuoro obecriedenus (IpH MOIYBHOM apXUTEKType), OMPOOOBAHBI
Bce (PYHKIIMH, yKa3aHHbIE NPOU3BOIUTENIEM B SKCIUTyaTal[MOHHOM TOKyMeHTaluuu (B
clydae HEBO3MOXHOCTH TaKOTrO ONpPOOOBaHMS OJKHBI NMPENCTABIATHCA OAPOOHBIE
NIOSICHEHHSI IPUYMH);

- B ciydae ecni [IporpaMMHOe oOecrnieueHue UL NPOBEACHUS KINHIICCKHX
WCIBITAaHMM  ObUIO  MHCTANIMPOBAHO  (YyCTaHOBIEHO) Ha  COOTBETCTBYIOUIEM
000pYIOBaHUM IO MOJNYYeHUs PETUCTPAIOHHOTO YIOCTOBEPEHUS, B [TpoTokone
KIIMHAYECKHX UCIIBITAaHUM JOJDKHBI OBITh OTPaXKEHbI CBEAECHMS O €r0 JEUHCTALIAINY;

- TIpU NPOBEJCHHUH KIMHUYECKMX WCIBITAHUI IIporpaMMHOrO obecreueHus
6e3 ydacTHsl YesioBeKa B KadecTBe CyObeKTa OJDKHBI OBITH OLIEHEHBI BCE MO3ULUU
JIO0Ka3aTeNbHBIX  0a3  (KIMHWYEeCKHe JaHHble, aHAIM3  B3aMMO3aMCHICMBIX
MeUIIMHCKUX U3JENHUN | T.11.), IPEACTaBIEHHBIX MPOU3BOAUTEIEM (M3roTOBUTENEM)
B MEIMIMHCKYIO opranusanuio. O(QEKTHBHOCTH IPOrpaMMHOIO obecrieyeHus
JIOJKHA WCIIBITHIBATECS U TOATBEPIKAATCA Ha BepH(UIMPOBAHHOM MeQUITHHCKOU
opranuzanyeil 6ase JaHHBIX;

- TIpW TIPOBEJEHMM KIMHUYECKHX WChbITaHud ITporpaMmHOTO obecrieueHus
(F06BIX) MEIMIMHCKAsl OpraHu3alis B 00s3aTENBHOM TMOpPAIKE  OLCHHBACT
SKCIUTYyaTAlOHHYIO JOKYMEHTALMIO W JieJlaeT BBIBOJ KaK O TOM, HTO COACPIKAHWE
JOKYMEHTa JOCTYITHO ¥ MOHATHO CHNELHAINCTaM COOTBETCTBYIOLIETO npoduis, TaKk u
0 TOM, 4TO €TI0 COJepKaHue obecreunBaeT HaijexKalee 3¢ dexTHBHOE U Oe30I1acHOE
MeQUIIMHCKOE TPUMEHEHHE.
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4. DkcmepTh3a  KadecrBa, OJ(dexkTHBHOCTH M 0e30mMacHOCTH
IIporpaMmmMHoro  obecneveHus (MEIHUMHCKOTO  M3eJIHs) 1 KJjIacca
NOTEHIHAJIBHOIO PHCKA H MEIHIIHHCKHUX H3JeJUH /i1 AHATHOCTHKH in vitro

4.1 TIpuMeHSIOTCS BCe MOJNOKEHUS OCHOBHBIX MeTonnIeCKuX peKOMeHJalui
C HEKOTOPBIMHU JOIOJIHEHUSAMU U YTOYHCHUAMH.

4.2 Jlna wmsgenuii 1-ro Kjacca IOTEHIMAIBHOIO pPUCKA W MEAUIMHCKUX
W3JeNUi JUIS OUArHOCTHKH in Vitro OCYINECTBIISICTCS OSKCIEpTH3a 3asBJICHHA O
perucTpalii ¥ JOKYMEHTOB, YKa3aHHBIX B ITYHKTE 10 IlpaBun rocynapCTBEHHON
pervcTpanyy, MOJHOTBL M Pe3yJbTaTOB INPOBENCHHBIX TCXHMICCKHX HCTIBITAaHUH,
KITMHAYECKHUX ACTIHITaHMM.S)

%) [Ipumedanne: B Ccilydae, el OPOTPaMMHOE OO€CIEYCHHE IS JMATHOCTAKH in vitro
(sanpumep, JlabopaTopHas HMH(OPMAIIMOHHAS CHCTEMA (JIMC) ¢ dyHKIMer HHTEPIpPETALHU
JAHHBIX) BXOAUT B COCTaB (KaK MOJYJb) IPYroro MPOTPAMMHOIO O0OCCHEdEHHs, AMEIOLICro B
HA3HAYEHWH, KpOME IMAarHOCTHKHM in vitro, u jpyrue GyHKIWH (Hampumep MenuuHcKas
nabopManmonnas cucrema (MMC)), To kK HEMy HE NPUMCHAIOTCA IIONOKCHAA [IpaBun
PErHCTpaliy, YCTAHOBICHHBIC IS MEITMIMHCKAX H3JICTHH [ MMarHOCTHKH in vitro B 4acTu
OJTHODTAITHOCTH SKCIIEPTH3bI, & IKCIIEPTH3a BBITONHAETCS HA OOIIIX OCHOBAHMAX, B 1Ba dTalla.

4.3 Pe3ynbTaThl SKCIEPTH3BI OQOPMIISIFOTCSI B COOTBETCTBHUH C TpeOOBaHUAMU
[Tpukaza MuHHCTEPCTBA 3PaBOOXPAaHCHHS Poccuiickot @enepaunu ot 20 Mapra
2020 r. Ne 206H «OO6 yTBep)XIEHUH IIOpsAAKAa OpraHM3alMd U TPOBEICHUA
SKCIIEPTU3bI KauecTBa, 3PHEKTUBHOCTH 1 O€30I1aCHOCTH MEMIMHCKIX 151631 (S 120708

4.4 Dxcneprh3a  JTOKYMEHTOB,  yKa3aHHBIX B  IyHKTE 10  IlpaBun
rOCYIapCTBEHHOM PETUCTPAIIUH, TIOJIHOTHI M Pe3yJIbTaTOB NPOBEICHHBIX TEXHUIECKIX
MCIIBITAHMI OCYILECTBISETCS B TMOpsJKe, YKasaHHOM B pasfene 2 HacTOAMMX
MeTtonuyecKux peKOMEHIALUH.

4.5 Dxchepru3a IOJHOTBI M PE3yJIbTaTOB IMPOBEACHHBIX —KIMHMICCKHX
MCTIBITAHAN OCYILECTBIAETCS B TOpSAKE, yKa3aHHOM B pasfene 3 HaCTOSIIMX
MeTonu4ecKuX PEKOMEHALNMA.
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5. Dkcnepruza Jisi onpelejeHHs] BO3MOMKHOCTH (HeBO3MOKHOCTH)
BHECEHHsI W3MEHEHHH B JOKYMEHTbl, BXOJdllHe B PerdCTpalHOHHOE A0Che Ha
IIporpammHoe obecnedeHue

5.1 IlpumMeHsIOTCs BCE MOJIOKEHHUSI OCHOBHBIX MeTonuuecKkux peKOMEeH AL,

5.2 B coorBercTBHH ¢ MyHKTOM 39 I[paBHII rocy1apcTBEHHON perucTpalyiy U
[TopsaKoM TPOBEACHMS SKCIEPTH3bI, OSKCHEPTH3a  KOMIUICKTa  JOKYMEHTOB
TIPOBOJMTCS B TOPSIKE, AHATOTMIHOM MOPSIKY IPOBEACHUS SKCIIEPTH3BI KadeCTRa,
5 GeKTUBHOCTH U 6€30M1aCHOCTH MEAULIHCKOr0O U3JENHs I ero roCyJapCTBEHHON
PETHCTPAIUH CO CIIEMYIONIUMU TOTIOJHEHUAMU:

5.2.1 TIpoumsBoaurens (M3TOTOBHUTEID) MPENOCTABIAET CBEICHUS O BHCCEHHMH
W3MEHEHHUN B IOKYMEHTBI, COIEPKAIIUECs B PErUCTPaIMOHHOM T0CHE (npex e Bcero,
B TEXHMYECKYI0 M OJKCIUIYaTAlMOHHYIO JOKYMEHTALHIO), B CIIyyae 0OHOBJIEHUS
[IporpaMMHOro 06ecredeH s, ecili Takoe OOHOBJICHUE 3aTparnBacT:

~  TIOPSAJOK YCTAHOBKH (MHCTamsuu) [IporpaMMHOTO obecrieueHus;

- (QYHKIMOHAJIbHbIE TeXHUYECKUE XapaKTEePUCTUKU (mampumep,
paciMpenue U (MIK) yMeHbIIeHHe QYHKLIHiT);

- BHeIIHMH BHJ ApibIKa (3HAa4Ka), OOBIYHO PACIoaraeMoro Ha «pabouem
crosie» IIporpaMMHOro 00ecreYeHus;

- mopsamok paborsl ¢ IIporpaMMEBIM OOecIedeHHEM (B aTOM cCIiy4ae
HeOOXOAMMO IIPENOCTaBlieHHe HOBOW BEpCHH PYKOBOJACTBA TOJB30BATENA  C
MICHTH(PUKAITMOHHBIM HOMEPOM BEPCHH);

-~ mobble APYIME MW3MEHEHHs, KOTOphble HEOOXOIMMO NpPUHMMATH BO
BHMMAHWe IONb30BaTelo (B TOM dHCIe MEIMIMHCKOH OpraHu3alid) IIpu
npuMeHenny [IporpaMMHOTo obecrieueHns.

5.2.2 TlpousBoxuTens (M3rOTOBUTENDL) TMPENOCTABIAET CBEICHUSA B Clydac
M3MeHeHus ~ HocuTens  IIporpaMmHOro  obecredyeHHs U IPENOCTaBIACT
COOTBETCTBYyIoIIHE (hoTorpadhudeckue H300paKeHus.

5.3 B cooTBeTCTBHU C MyHKTOM 39 IIpaBHi rocylapCTBEHHOH PEruCTpalny
PErHCTPUPYIOIIHil OpraH OpOpMIIsSET U BBIIACT 3a/laHKUe Ha TPOBEICHUE SKCIIEPTH3DI
kadecTBa, dQPEKTUBHOCTH U 0€30MACHOCTH MEAMLHHCKOro M3 SKCIEPTHOMY
YUPEKIESHUIO.

5.4 Pe3ynbTarhl 9KCHEPTU3El OQOPMIISIOTCS B COOTBETCTBUU C TpeOOBaHUAMU
[Tpukaza MuHUCTEPCTBA 3PABOOXPAHCHH Poccuiickoit @enepanmu ot 20 MapTta
2020 1. Ne 206H «OO0 yTBep)KIEHMH IIOpsiiKa OpraHu3aluud W INPOBEACHHUS
SKCIIEPTH3BI Ka4eCTBa, YPHEKTHBHOCTH 1 0€30I1ACHOCTH MEIUIIHCKIX U3NISTTUN».
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