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006 yrBep:xaennn TpeGOBaHHH K COAEPKAHNIO TEXHHYECKON M SKCILTyaTAHOHHOH
AOKYMEHTAIHH NPOU3BOAUTES (H3rOTOBHTEJIS) MEIHMIMHCKOr0 M3/1€e/Ius

B cootBercTBHM ¢ wacTeio 3 craThu 38 DenepanpHoro 3akona ot 21 Hosops 2011 .
No 323-®3 «O06 ocHOBax OXpaHbl 3J0pOBbsl IpaxkaaH B Poccuiickoit ®emeparmm»
¥ HommyHkToM 5.2.192' nyrkra 5 Tlonmoxenus o MUHHCTEpPCTBE 3ApaBOOXPAHEHHUS
Poccwuiickoit Menepanuy, yTBepxKAeHHOro nmocraHoBienneM [IpaBurenscTBa Poccuiickoit
Denepanyn oT 19 nrons 2012 r. Ne 608, mpu ka3 bIBalo:

1. VrBepanmTe mnpunaraemple TpeOOBaHMS K  CONEPKAHMIO TEXHHYECKON
U OKCIUTyaTallMOHHOM JOKYMEHTalWu NpPOU3BOAMTENS (M3rOTOBUTENSA) MEIULUHCKOIO
U3JIETHSL.

2. Ilpu3HaTh yTpaTUBUIUMU CUTY:

IpUKa3 MunucrepcTBa 31paBOOXPaHEHHS] Poccuiickoi Denepaunu
ot 19 auBaps 2017 r. Ne 118 «O6 yrBepx)IeHuH TpeOOBaHUHN K COAEPIKAHMIO TEXHUYECKOH
M IKCIUTyaTallMOHHOM JOKYMEHTalUH IPOW3BOAUTENS (M3TOTOBHUTENS) MeIUIHHCKOrO
U3JIETIUA»  (3apEeruCTpUpoBaH  MUHHCTEPCTBOM focTuimu  Poccuiickoit  Denepanun
10 mapta 2017 r., peructparonnsiit Ne 45896);

[IpUKa3 MunucrepcTaa 3lpaBOOXPaHEHUS Poccuiickoit Depnepanuu
oT 20 Hos0ps 2020 r. Ne 12361 «O BHeceHUM M3MEHEHHH B TPeOOBaHMA K COACPKAHMIO
TCXHUYECKOW M IKCIUIyaTalMOHHOM JOKYMEHTAllUd MPOU3BOAUTENS (HU3TOTOBUTEIIS)
MEIUIUHCKOIO HM3ZIENusl, YTBEPKICHHbIE NpPHKa3oM MUHHCTEPCTBA 3APaBOOXPAHCHHS
Poccuiickoit ®@epepauyu ot 19 sueaps 2017 r. Ne 1lu» (3aperucTpupoBaH
MunucrepctBoM  roctunuu  Poccuifckoit  ®epepanmm 21 gexabps 2020 .,
peructpanioHHbIN Ne 61625).

3. VYCraHOBUTH, 4YTO TEXHHYECKas U OKCIUTyaTal[MOHHas JIOKYMEHTALIUs
NPOU3BOAMTENS  (M3TOTOBUTENS)  MEIAWIHMHCKOIO  HM3JENHS,  COOTBETCTBYIOLIAs
TpeOOBaHUAM K COJEPXKAHMIO TEXHHYECKOM M OKCIUIyaTAlMOHHOM JOKYMEHTAIHH
NPOU3BOIUTENS (M3rOTOBUTENS) MEAMLMHCKOIO W3JEeNus, JAeHCTBOBABIIMM [0 JHA
BCTYIUICHHS B CHIIy HACTOSLIEro IpUKas3a, MOMJIEKUT IPUBEICHHIO B COOTBETCTBHE
C TpeOOBaHMAMM K COJEPKAHUIO TEXHHUECKOH W HKCIUTYyaTAlHOHHON HIOKYMEHTAIlUH
IPOM3BOAUTENS (M3TOTOBUTENS) MEAMIUHCKOTO H3/ENHS, YTBEPIKIAEMbIMUA HACTOSILIMM
IIPUKa30M, B Cily4ae BHECEHMs WU3MEHEHHUIl B CBEAEHHs, COJEpIKallliecs B PeeCTPOBOi




3aIiucH rocy1apCTBEHHOT'O PeeECTpa MCIUITHUHCKHUX PI3IICJIHﬁ u OpI‘aHI/IBaHI/Iﬁ

(MHIUBUYaTbHBIX IIpeaNpuHIMATENeH), OCYIIECTBIISAIOIINX ITPOHU3BOACTBO
Y U3TOTOBJICHHE MEAUIIMHCKUX U3IEIIUH.

4, Hacrosumii mpuka3z BcTymaeT B cwiiy ¢ 1 ceHtsaOps 2025 r. m gedcTByeT
1o 1 centabps 2031 r. }
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YTBEPXJIEHBI
puKa3oM MUHHCTEpPCTBA 3/IpaBOOXPaHEHUS
Poccuiickoit ®enepanuu _
ot « 77> Q8L 2025 1. Ne Z;‘)/f{

TPEGOBAHUS
K COePKAHHIO TEXHHYECKOH H IKCIIYyaTALIHOHHOH JOKYMEHTAINHH
NpPOU3BOAUTE NS (M3rOTOBHTEJINA) MEIHIIHHCKOT0 H3/1e/THS

I. O0mMe nmoJs1okeHUus

1. TlpousBommtenem (M3roTOBUTENEM) MEAMIIMHCKOIO M3ienus pa3pabaTeiBaeTCs
TeXHUYecKass U (MIM) DKCIUTyaTallMOHHAs JTOKyMEHTAllds, B COOTBETCTBHH C KOTOPOH
OCYILECTBIISIIOTCS MIPOU3BOJCTBO, M3rOTOBJIEHUE, XpPaHEHUE, TPAHCIIOPTUPOBKA, MOHTAX,
Hanajaka, IpUMEeHeHHe, SKCIUTyaTallys, B TOM YHclie TEXHUYecKoe 00CIyKUBaHHe, a TAaKKe
PEMOHT, YTHJIN3aLKS WIH YHUUTOXKEHUE MEIULIMHCKOTO U3/[ETHUL.

2. Hacrosume TpebGoBaHuss He pacHpoCTpPaHAIOTCS Ha MEIULHUHCKHE W3JEIHs,
yKa3zaHHble B yacTH 5 cratbu 38 denepanbHoro 3akoHa oT 21 Hoa6ps 2011 r. Ne 323-D3
«O0 ocHOBax oXpaHBbI 310pOBbs I'paxaaH B Poccuiickoii ®enepanmmy.

I1. Coaep:kaHue TeXHN4ECKO# JOKYMEHTALMH NPOU3BOAUTEJISl (M3TOTOBHTEJIS)
HAa MeIMLMHCKOEe H3/esiHe, 32 HCK/JII0UYeHUeM NMPOrpaMMHOro obecrnevyeHns,
SIBJISIOLIEroc MeJHIHHCKHM H3/leJIHeM, WJIH MPOrpaMMHOIO o0ecrnedeHus
¢ MIPpUMeHEeHHEeM TEeXHOJIOTHi HCKYCCTBEHHOT0 HHTEJJIEKTA, SBJIAIOIIErocs

MeIHIHHCKHM H3/ieIHeM

3. B TEXHUYECKOH TOKYMEHTal[HH POU3BOJUTEIS (u3roToBHTENN)
Ha MEIMLMHCKOE H3Jenue (Janee — TeXHUYECKas IOKyMEHTalHWs), MpeJCTaBIsIeMOn
pou3BoAUTENeM (M3rOTOBUTENEM) MEIUIMHCKOrO H3IeNus WIH YIOJHOMOYCHHBIM
NpeICcTaBUTeNIeM NPOU3BOAUTENS (M3rOTOBHUTENS) MEAMIMHCKOTO H3ACITHS B COCTaBe
PErUCTPallUOHHOTO JOChE Ha MEIUIIMHCKOE HU3JeNine, 3a UCKIIYCHHEM IIPOrpaMMHOIO
obecrniedyeHus, ABIAIOUIEr0CsS MEIUIIUHCKAM U3/IeIHeM, WIIH [IPOrPaMMHOT0 OOecTieueHUs
C MPUMEHEHHUEM TEXHOJIOTHH HCKYCCTBEHHOT'O WHTEIIEKTa, ABJISFOLICTOCS MeIUIUHCKUM
u3fenueM (zajgee — NporpaMMHoe olecriedeHue, SBISIONIeeCS MEIUIIMHCKUM H3JIETHEM,
€CJIM He YKa3aHO UHOe), JOJDKHO COAEPKATHCA:

1) HaumeHOBaHHMe MENUIIMHCKOTO H3IENHs, WHAs WHGOPMAIUsA, IO3BOJISIONMIAs
UAeHTU(ULIMPOBATh MEIMIIMHCKOE U3Jenrde (B TOM 4YHCIe HOMEp Mozeld (MapKH)
MeAUIMHCKOTO U3JIEIHS );

2) Ha3Ha4YeHHE MEJUIIMHCKOTO WU3JIeNHs U IPUHLIMIIBI 1eHCTBHUS;

3) noka3aHuUS U POTUBONOKA3aHUSA K IPUMEHEHUIO MEIUITMTHCKOTO H3ACTIHS,;
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4) wHpOpMAaIUA O MOTCHUHUATBHBIX MOTPEOUTENIX MEIUIIUHCKOTO U3/IENHUS;

5) TexHU4YECKHE XapaKTePUCTHKH MEIUIIMHCKOTO U3/1eTus;

6) omucaHHe OCHOBHBIX (DYHKIHMOHAJIBHBIX JJIEMEHTOB MEIUIMHCKOTO H3IeINus,
KOTOpPOE COIPOBOXKIAETCS cxeMaMu, (oTorpaduydecKuMu H300pakKeHUsIMH, PUCYHKaMH,
JIMArpaMMaMH U MHEIMH MTOSCHEHUAMH (TIPH HAJTMYHH);

7) omucaHWe COCTaBHBIX YacTel (y3710B) MEAUIIMHCKOTO U3eNnus (IIPH HAJIMYUH );

8) ommcaHMe TPUHAMICKHOCTEH K MEIUIIUHCKUM U3JENHsIM, MeIULUHCKAX
U3JIeNIMA WM W3ACNUi, He SBIAIOMUXCS MEIUIUHCKUMY, IPEAYCMOTPEHHBIX IS
UCIIOJIb30BaHUA B KOMOMHAIIUH C MEAUIIMHCKUM H3/Ie]TieM (TIPU HATHYHH);

9) cBemeHus 00 OTCYTCTBHHM OTPaHWYEHHS B3aUMO3aMEHSIEMOCTH MEIUIUHCKUX
U3JIeTINH TTOCPEICTBOM HCIOJIB30BAHUS CIIELUABHBIX TEXHUYECKHX WM MPOTrPaMMHBIX
CPeICTB WJIH APYTHMH crioco0aMu, 3a MCKJIIOUEHHEM Cllydas, eclid TaKoe OrpaHHYeHUe
npeaHa3Ha4YeHo Ui oOecriedeHHs 0e30mMacHOCTH U 3(P(HEKTUBHOCTH MEIAUIIMHCKOTO
u3nenus (Ipy Hanu4dum);

10) cBeZleHNs 0 BO3MOXKHOCTH COBMECTHOT'O NMPHUMEHEHUS MEOUIIMHCKOTO U3IeHs
C JpyrMM MEIWUWHCKUM  W3JCITHEM HWHOTO  Ipou3BoAMTeNs  (M3TOTOBUTEINS),
3aperHCTPHUPOBAaHHBIM B COOTBETCTBHH C TpeOOBaHUSMU 3aKOHOJaTenbcTBa Poccuiickoit
@enepaniit B cdepe OXpaHBl 3A0POBbS U OCOOEHHOCTH COBMECTHOTO MPHUMEHEHUS
MEIUIIMHCKOTO  HW3JIeHsl C MEJWLUUHCKAM  HU3JeIHeM  HHOrO0  IPOU3BOJTUTEIIS
(m3roroBuTes) (MPH HATHYHHN);

l1)cBenenus o  Hamuuud  (OTCYTCTBHHM) Y  MEIUUMHCKOrO  H3JEJIHUA
H (W1M) TPUHAJIEKHOCTEH K HEMy MPSMOT0 WM ONOCPEJOBAHHOTO KOHTaKTa
C TIOBEPXHOCTHIO TeJjla YellOBeKa, ero CIM3UCTHIMU 000J0YKaMH, BHYTPEHHUMH CpelaMu
OpraHU3Ma, JIJIsl KOTOPBIX YKa3aHHOe B3aUMOJeHCTBHE (KOHTAKT) SIBISETCS HEOOXOIUMBIM
JUIS  BBINIOJIHEHWS ~ TIpeHa3HA4YeHHbIX  (QYHKUMA ~ MEOUIMHCKOrO  HW3JEeNHs
U (WIN) NpUHAIJIS)KHOCTEH K HEMY;

12) naHHBIE O MapKHPOBKE MEAMLIMHCKOTO M3JEJHS U €ro yIakoBKe (B TOM YHCIE
[[BETHBIC MaKeThl YIIAaKOBOK M 3THKETOK, CojepKalllie TeKCT OPUTHHAIBHONH MapKHPOBKH
¥ JIOTIOJIHUTEIBPHOH MApKHPOBKH Ha PYCCKOM S3bIK€, HAHOCHMMON Ha MEIULUHCKHE
W3JIeNus, TPOU3BE/CHHbIE 3a mpeaenamu Poccuiickoit @expeparuu) (3a HUCKIIOYEHHEM
MapKHMpPOBKH CPEICTBAMH UAeHTH(OUKALNH ' );

13) nepeyenr pHCKOB, HACHTU(DUUKMPOBAHHBIX B IIpollecce aHAIM3a PUCKA,
U ONHCaHWe CIMOCOOOB  yIpaBieHHUS STUMH pUCKaMH B  IEJSIX  CHIDKEHHUS
UX JIO JIOITyCTHMOTO YPOBHS (TIPY HAJTHYHH);

14) cBemenus o BepudHKaMd W BAIUJALWKA MEAWIMHCKOTO W3JETUSA, KOTOPHIE
UCIIONB30BAINCh IS JOKa3aTellbcTBA  COOTBETCTBUS  MEIULMHCKOTO  U3JIENHS
JIOKyMeHTaM, pa3pabaTbiBaéMbIM W TIPUMEHSEMBIM B HAIIMOHATLHOH CHCTEME

! TlpaBuna MapkHpPOBKM OTHENbHBIX BHIOB MEIMIMHCKMX W3AENUll CPEJCTBAMH MAEHTH(HKAINK, YTBEPHKICHHBIE
nocraHoBieHueM [IpaButensctBa Poccniickoit ®emeparyn ot 31 mas 2023 r. Ne 8§94.




CTaH)IapTI/BaI_II/IPIZ, B TOM HYHCIIEC PC3YJbTaTbl (HpOTOKOJ’IBI HCHBITaHHﬁ, aHaJIu3

TOyYEHHBIX TAHHBIX):

a) HCIBITAaHWI B UCIIBITaTENbHBIX TabopaTopusix (LEeHTpax);

6) naGopaTopHbIX M (MJIM) 3aBOJACKMX HCHBITAHWN, BKIIOYAs pe3yNbTaThl
UCITBITAHNH B YCIOBUSAX, UMUTHPYIOLIUX SKCIUTyaTalliOHHBIE;

B) nabopaTOpPHBIX MCIBITAHWIA HA KMUBOTHBIX A MOATBEPKIAEHUS NPaBUILHOCTH
KOHIIETILIH FOTOBOIO MEHIMHCKOTO H3/IE/HS;

15) nepeyerr MaTepHajoB >XHUBOTHOTO U (HJIM) YEJIOBEYECKOTO IPOUCXOKIACHHUS
C YKa3aHHeM cBeleHUH 00 uX OHOJIOTHYeCKO COBMECTUMOCTH U 0€30IacHOCTH, 0 BBIOOpE
HUCTOYHHKOB (IOHOPOB), B3ATHH IMpoO, 006paboTke, XpaHeHUHd W OOpalleHUH C JaHHBIMA
MaTepraiamu (TIpyu HAIHYHUH);

16)cBeneHrss © J0OKa3aTelbHBIX MaTepuagax MPOU3BOAUTENS (M3TOTOBUTEIS)
MeUIMHCKOTO U3/eus?;

17)cBemens O  OpenplAyIIMX  MoAU(UKAIMAX  METUUUHCKOTO  W3Jeus
WK MOTUGUKALUAX MEIUIMHCKUX M3IeNUH, HaXOAJIIMXCS B oOpalleHHH (B ciydae
UCIIOJB30BaHUs B TEXHWYECKOH MOKyMEHTAUHHd HHPOPMAIMH O TaKMX MOIU(UKAIMIX
MEJIUIIMHCKOTO HW3JIeNus AN J0Ka3arelbCTBa COOTBETCTBUS MEAMIIMHCKOTO U3JETUS
TpeboBaHMIM 6e30nacHOCTH U 3 PEeKTUBHOCTH);

18) uadopmariist 06 OCHOBHBIX CTATUSX MPOEKTHPOBAHUS MEAWIIMHCKOTO H3ICITUS
17§ TIPOM3BOICTBEHHBIX npoleccax, KOTOpas COIPOBOXAAETCA CXEeMaMH,
boTorpaguueckuMu U300paKeHUSIMHU, PUCYHKaMH, IUarpaMMaMi U UHBIMU MOSICHEHUSIMH
(Ipu HaTMYHHN);

19)cBeneHuss 0 [OKYMEHTax, MOATBEP)KIAIONINX Ka4dyecTBO JICKAPCTBEHHOI'O
nmpenapara, ¢apMaleBTUYeCKOr CyOcTaHIMK, OHOJIOTHYECKOTO MarepHualla W HHOIO
BEIIIeCTBA, C UCMOJIE30BaHUEM KOTOPHIX OHO NMPOM3BEACHO WM KOTOpPHIE BXOJASAT B COCTaB
MEIUIIMHCKOTO U3JIeNHs U MpeaHa3HAuYeHHBIX i MPUMEHEHUs! TOJBKO B COOTBETCTBHH
C Ha3HAYeHUEM MEIUIIMHCKOrO MU3/elvs, ONpeJIe]IeHHOTOo NMPOU3BOIUTEIEM, M BBIIAHHBIX
B COOTBETCTBUU C 3aKOHOJATEIBCTBOM CTpPaHBl IPOUCXOXICHUS JIEKAPCTBEHHOTO
npemnapara, QapMmaleBTUYeCKOl cyOCTaHIMHM, OMOIOTUYECKOr0 MaTepualia W HWHOTO
BEIIECTBA;

2 MynkT 2 cratby 2 OegepanbHoro 3akona ot 29 mous 2015 r. Ne 162-03 «O craupaptuzauuu B Poccuiickoit denepauuu».

3 TlommyHkT «B» myHKTa 11 TpeGOBaHMH K COAEPKAHHMIO TEXHMYECKOTO (haiina Ha MEOULUMHCKOE H3JenHe (Kpome
MPOTrpaMMHOTO 00ecnedenus M MeJULMHCKUX WM3IENHH IS TUACHOCTHKM in Vitro), YCTaHOBJIEHHBIX B MPUJIOKEHUH Ne 3
K IlpaBunam mnpoBeleHUs KIMHWYECKHX M KJIMHHKO-Ta0OpaTOPHBIX HMCIBITAHHH (MCCIeIOBaHMA) MEIWIMHCKHX H3IE/IHIA,
yTBepxkIcHHbIM Pemennem Coseta Espasmiickoii skoHoMuueckoil komuccud ot 12 ¢espana 2016 r. Ne 29
(nanee — TpeOoBaHMA K COAEPXKAHWIO TEXHWYECKOTO aiira Ha MeINLHMHCKoe wu3nenue). SAsnsercs 00s3aTeNbHBIM
ana Poccuiickoii ®enepauuu B cooTBeTCTBHM ¢ JloroBopoM o EBpa3smiickoM 3KOHOMHYECKOM coro3e oT 29 mas 2014 r.,
paruduurpoBaHHeiM PeepanbHbIM 3aKOHOM OT 3 OKTAOpst 2014 1. Ne 279-®@3 «O parudukaunnm Jorosopa o Eppazuiickom
IKOHOMHYECKOM COI03€» M BCTYNMBIIUM B crty ana Poccuiickoii ®eaepaunu 1 suBapsa 2015 r.

* AGsan Tperuit myHkTa 4 [TpaBui rocy1apCTBEHHOM PErMCTPALMM MEIMIMHCKUX M3EUH, YTBEPXKICHHBIX IIOCTAHOBIEHHEM
ITpaButensctBa Poccuiickoit ®eaepanun or 30 HoaOps 2024 r. Ne 1684 (manee — Ilpasmna). B coorseTcTBME C abzanem
BTOPHIM IyHKTa 7 nocraHosinenns [IpaBurensctBa Poccuiickoii ®enepanuu ot 30 HosOps 2024 r. Ne 1684 IlpaBuna
aedcTByroT 10 31 nexadps 2026 r.



20) omucanue MeTOoJa CTepWIM3allMM, CBEIEHUI O MeTOAaX BaluAalNU
B OTHOILICHHHM IIpollecca CTEepHIIM3aluu (BKIIOYas HCHBITAaHUS Ha OHONIOTMYECKYIO
Harpy3Ky, HajJu4he [HPOreHHBIX BEIIECTB, HaJU4Yh€ OCTATOYHOI'O KOJHYECTBa
CTepHWJIM3YIOIIEr0 BellecTBa) M O BaJUMJAlMM Ipollecca YIAKOBBIBaHUS (B clydae,
eCIIi METUIMHCKOE M3/IENIHE MIOCTABIIAETCSA B CTEPUILHOM BHJIE)’;

21)uadopmamust o mOpolecce IMPOEKTUPOBaHMS, pPa3pabOTKM M  BaluAalUuU
nporpaMMHOro obecre4eHus, HCIOIb3yeMOro B TOTOBOM MEJMIMHCKOM H3ENUU
(B ciydae HaiuuMsd B MEIWIMHCKOM U3JeNIMM MPOrpaMMHOIo obecrnedueHus,
00eCIeUHBaIONIEr0  €ro  MPaBWIBHYIO  OKCIUTyaTalldio U (UIM) [pUMEHeHue
10 HA3HAYCHHIO);

22) TpeboBaHUA K TEXHHMYECKOMY OOCIY)XMBaHUIO H PEMOHTY MEAHMLHUHCKOIO
U3JIENINS;

23)TpeboBaHMS U YCIOBUS YTWIM3aUUH WIM YHUYTOXEHHS MEIULUHCKOTO
U3eIus.

4. B TexHMYeCKOH [NOKYMEHTAllMM MEIULMHCKOTO W3JeNUs A AWArHOCTUKHU
in vitro, noMmuMo wHGOpPMaLIMY, YKa3aHHOH B IyHKTe 3 HacToAmux TpedoBaHmil, JOTHKHO
COZIEPXKATHCS:

1) omucaHue Ha3HAYEHUS MEAMIIMHCKOIO U3/IENINs, BKIOYasi HHPOPMALHIO O:

a) 1LeJeBOM aHalIHTe, ero Hay4yHo 00OCHOBAaHHOCTH, YKa3aHUU Ha KauyeCTBCHHBIH,
MOJYKOJIHU4eCTBEHHBINA NI KOJTMYEeCTBEHHBIN BU] aHAIINTA; |

6) ¢yHKIMOHAJIBPHOM Ha3HaYeHHM (B TOM 4YHUCHIEe CKPUHHUHI, MOHHUTOPHHT,
IUarHOCTHKA WM BCIOMOTaTeNbHOE CPEICTBO B IUATHOCTHUKE);

B) cHelu(HuUecKoil  IaTOJOIUH, COCTOSIHUM  WIM  (akTope  pHCKa,
Uil OOHapyXKeHHs, OINpeleNeHus Wid AupdepeHIUpoBaHUS KOTOPOTo IpeaHa3HadeHo
MeIUIMHCKOe U3/IeIHie AT AUarHOCTHKH in Vitro;

r) THIIe aHAIM3HpyeMoro obpasia;

1) TOIMYJISILHOHHBIX, JEMOTpapHUUECKUX acleKTaX MPUMEHEHUS MeIULUHCKOTO
U3JIENUS;

2) undopmanus o0 ypoBHE KBaTH(HUKAIMM IOTEHIMAIBHBIX II0OJbh30BaTENeH
MeIUIUHCKIX H3IeIHii;

3) omucaHue NPUHLUIA aHAJIUTUYECKOTO MeToJa WIM NPUHLUIA JeHCTBUS
MEAMIIMHCKOTO U3JEeNHUs, TEXHUIECKUE XapaKTEPUCTUKU aHATUTHIECKOTO 000pyA0BaHuUS;

4) ommcaHue yCIOBHU TPaHCIIOPTHUPOBKH;

5) cBemeHuss 00 aHaNUTHYECKONW UYBCTBUTENBHOCTH (IOpore oOHapyXeHHs),
aHATUTHYEeCKOH CHEeLUPHUYHOCTH, JIUArHOCTUYECKOM YyBCTBUTEIBHOCTH
¥ TUAarHOCTHYECKOH CIIeIU(pHUIHOCTH;

6) omucaHue HU3MEPUTENBHBIX MPOILENYpP, METPOJOTHYECKON NpOCIeKHUBAEMOCTH
3HAYEeHUH KaMOpaTOPOB M KOHTPOJIBHBIX MaTepHUaoB;

5 Mynkr 17 TpeGoBanuii k conepkaHUI0 TEXHAYECKOTO (aiina Ha MeIMUMHCKOe U3IeNHe.




7) JaHHBIC IIO CTaOUIBHOCTH MCIWUIWHCKOTO H3ACINA, IOATBEPKIAIONINUC
3a4BJICHHBIC CpPOK TOAHOCTH, CcTaOHUJIBHOCTD Inpu IMMPHUMCHCHNH H CTaOMILHOCTD
IIpH TPAHCIIOPTUPOBKE.

II1. Copep:xaHue TEXHH4EeCKOH JOKYMECHTAIIMH NPONU3BOANTE ISl (M3TOTOBHTEJIA)
HA NporpaMMHoe obecrneyeHne, ABJIAINIEECH MEAHIMHCKHM H3/IeTHEM

5. B TEXHUYECKOU JTOKYMEHTAIIUU MPOU3BOUTES (M3roroBUTETISN)
Ha MIporpaMMHoOe obecrieueHue, SIBJISIFOLIEECS MEIUITHCKUM U3eIeM
(manmee — TexXHHYeCKasd JOKyMEHTAIlMs HA IMPOrpaMMHOE obecriedeHue), IpeAcTaBisieMon
IpOU3BOgUTENEM  (M3rOTOBUTENIEM) MPOrpaMMHOrO  ofecleueHus, SBIAIOLIErocs
MEAVIMHCKIM H3JeIHeM, WIH €ro YIOJIHOMOYEHHBIM IIPEJCTaBUTENIEM B COCTaBe
PETHCTPAIIMOHHOTO JIOChE Ha MporpaMMHoe obecrieueHue, sBJiolleecs METULIUHCKIM
U3JETHeM, JOKHO COAEPKAaThC:

1) HamMeHOBaHHE MPOTrPAaMMHOI0 OOECHEYeHHUs, SBISIOIIErocs METUIMHCKUM
u3enneM, W WHas HHQOpMalys, MO3BOJSIOMAs HACHTUQUIUPOBATE MPOTPAMMHOE
obecrieueHue, SBISIONIEECS MEIUIMHCKUM w3jenneM (B TOM 4HClie Moaenu (MapKwH)
MEAWIMHCKOTO  WM3JENUs, BEepPCHs MPOTPaMMHOIO  OOecreueHHus,, SBISIOLIETOCS
MEAMIIMHCKAM H3JeTMeM, a Takke HHQopMmauus O HyMepaluu BEPCHH TaKoro
MIPOTPaMMHOTO 00eCTIeUeHH s );

2) cBefeHusT O Ha3HAYeHUWH TMPOrpaMMHOTO oOecledeHus, SABISAIOIIErocs
MEANIMHCKAM U3/IeJTHEeM, U IIPUHILHUIIAX ero JeiCTBHS;

3) wHbopManus 0 MOTEHLHATBHBIX MOTpeOUTENSIX (Tonp30BaTeNsX)
MPOTPaMMHOT0 00ecTieueHHUs], SIBIISIFOIIETr0Ccss MeTULUMHCKUM H3elieM;

4) cegenus o GQyHKUUM HHTEpPIPETALUU, UCTOUHUKE Habopa JaHHBIX, allapaTHON
margopMe, crnocobe pa3MelleHHs MPOrpaMMHOro obecredeHus, SBISIOLIErocs
MeTUIIMHCKUM U3AENIMeM, U IPeIOCTaBIeHNH JOCTya K HeMy;

5) unbopmauus o kiaccupUKalUd MPOTPaMMHOTO oOecIieueHus, SBISIOMErocs
MEIUIMHCKIM H3Je/IMeM, B OTHOLIEHHHM Kilacca MOTEHIMAIBFHOTO pPHUCKa TpPUMEHEHUS
MEIUILMHCKOTO HW3/IeTIU B COOTBETCTBMM C HOMEHKIATypHOH KiaccuduKaluuen
Me[UIMHCKAX M3IENUi®, B TOM 4uHCIEe C YKa3aHHEM 3HAYMMOCTH pe3yJIbTaToB
MHTEpIIpeTallid MPOrpaMMHOr0 oOecredeHUs, SBJSIOUIErocs MEIUIMHCKUM H3ZeIUEM,
U YCIOBUU TpUMEHEHHs MPOrpaMMHOTO OOecTeueHHs, SBISIOUIETOCS METUIIMHCKAM
U3JIEITUEM;

¢ TNpuxkaz MunucrepcTBa 3apasooxpaHenns Poccmiickoli ®emepaunn ot 6 mons 2012 1. Ne 4u «OG yTBep)AeHHH
HOMEHKJIaTYpHOH KiaccHpUKaMH MeIUUMHCKUX M3Jenuit» (3apeructpupoBadH MuHucTepcTBOM tocTHUMH Poccuitckoit
®Genepaunn 9 mons 2012 r., perucTpaumoHHBI Ne 24852) ¢ WU3MEHEHHAMH, BHECEHHBIMH MpHKazaMd MHUHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit ®enepanmu ot 25 centadps 2014 r. Ne 5571 (3apeructpupoBan MHHHCTEPCTBOM FHOCTHUIMH
Poccwuiickoit @enepanun 17 mexabps 2014 r., perucrpanvonnsiii Ne 35201), ot 7 mrons 2020 r. Ne 686H (3aperncTpupoBaH
MunucrepctBoM toctuuun Poccuniickoit @enepaunu 10 aBrycta 2020 r., peructpaunoHHBI Ne 59225) (manee — mpukas
Ne 4#).




6) cBedeHMs O Haauyuk (OTCYTCTBHH) B IPOrPaMMHOM  OOECIEYEHHH,
SIBIIIONIEMCSL MEIMIMHCKUM HW3JIEIMeM, TEeXHOJIOTHMM HCKyCCTBEHHOIO WHTEIUIEKTa,
U UX OIHCaHHE;

7) ommcaHHWEe COCTAaBHBIX YacTeil, Moayyel, GJIOKOB MPOrpaMMHOro oOecledyeHus,
ABIIAIONMIETOCA MEUIIMHCKIM H3JIeTTHEM, KOTOPOE MOXKET COIIPOBOXKAATHCS CTPYKTYPHBIMU
CXeMaMHt apXUTEKTYPhl MPOrPaMMHOTO O0ecTieueHusl;

8) uHboOpMamKs O BO3MOXHBIX HW3MEHEHHAX MpOrpaMMHOro obOecredyeHus,
ABIAIONIETOCS  MEJUIMHCKMM  HW3JlellieM, KOTOpBle  BIHAIOT  (HE  BIMSIOT)
Ha ero yHKIMOHAIbHOE Ha3HaYeHHUE U (WIN) IPUHLUI AeUCTBUA (TIpY HAJIUYHUH);

9) unpopmamms o crnocobe MOMyYEeHHs] IOJIb30BaTelIeM CBEACHUH O TeKylleh
BEPCHH MpOrpaMMHOTO obecriedeHMsl, SBJSIOIIETOCS  MEJUIMHCKUM  H3JEIHEM,
U 0 €ro OOHOBJICHHH;

10) xapakTepucTUKH TIPUHA]IEKHOCTEN IPOTPaMMHOTO obecnieueHus,
SBJISIOIIErOCSs METUIIMHCKUM HW3JeJIieM, MEOUIMHCKUX U3JeNud WIM U3JeNul,
HEe SBJSIIONINXCS MEAWIMHCKAMU, HO TMPEAYyCMOTPEHHBIX Ui  MCIHOJB30BaHMUS
B KOMOMHAIIMKA C TIPOTPaMMHBIM oOeclieueHueM, SBISIIOUTIMCS MEIUIIMHCKIM U3JeHNeM,
a TaKXXe OIHCaHHE CIEIHANLHOTO 000pyAoBaHMA U (WJIH) IPOTPaMMHOTIO oOecreueHus,
TECTOBBIX 0a3  JaHHBIX, pa3pabOTaHHBIX  MIPOU3BOAUTENIEM  (M3TOTOBUTEIIEM)
IUIS  HMCIONB30BaHHMS IMPOTPAaMMHOTO  OOecreyeHus, SBISIOMIErocs MeIUIUHCKUM
u3zenreM (Tpy HaJIudun);

11) mepedyeHp pHCKOB, HACHTUPHUIMPOBAHHBIX B IMpoOlleCCe aHajlu3a pHCKa,
U OINHCaHHE CIOCOOOB  yIpaBieHHUS OSTUMH pPHUCKaMH B  IEJIX  CHIKEHUS
X JI0 JOIlyCTHMOTO YPOBHS ;

12) TexHuYeCcKHe XapaKTepPHCTUKH MPOTPAMMHOIO OOECIeYeHHs, SBISIOIIErocs
MEIUIMHCKUM H3/eTHeM; '

13) annapaTHele CHCTeMHBIe TpeOOBaHHUs, HEOOXOAUMBIE Ul (PYHKIIMOHUPOBAHMUS
NPOrpaMMHOT0 00ecIedeHUs], ABJIOMIeT0CS MEAUIIMHCKUM H3JieaneM (o iepKuBaeMble
OlepallMOHHbIE CHCTEMBI, amnmnapaTHble IUIaT@opMbl, Tpebyemas omepaTHBHAs MaMSATh,
TpeOyeMoe IHCKOBOE IIPOCTPAHCTBO, AOIOJHUTENbHbIE TpeOOBaHUS K MPOTrpaMMHO-
anmnapaTHBIM CPElCTBaM ),

14) undopmariis o mpoTokoyiax oOMeHa JaHHBIMKA Uil MCIIOJIb30BaHHSA
IIPOrpaMMHOTO 00eCIeueHHs, IBIISIOLIErocs MEIULIMHCKUM U3JeTIHeM, BMECTE C APYyTUMHU
MeIMIMHCKAUMH U3ACTUIMH U (WJIH) TIPUHA]JIEAKHOCTAMH;

7 Mynkt 10 TpeGosauubl K COAEPkAHUIO TeXHHUECKOTo (aiina Ha nporpaMmHoe oGecrevyeHHe, ABIAAOLUIEecs MeIHLHHCKUM
U3JETMEM, YCTAHOBJIEHHBIX B mpuiokeHnd Ne 4 k IlpaBunaM mpoBedeHHA KIMHMYECKMX H KIHMHUKO-JAOGOPaTOPHBIX
WCTIBITAHMH (MCCNenoBaHuil) MeAUMUMHCKMX M3Jeuil, yTBepxkacHHbIM PemeHuem CoBera EBpa3zuiickoll 3KOHOMHUYECKOH
komuccun ot 12 ¢espans 2016 r. Ne 29 (nmanee — TpeGoBaHHA K cOJIepKaHMIO TEXHWYECKOro ¢aiina Ha MporpaMMHOE
obecriedeHue, ABIAIONIEECT MEIUIIMHCKUM U3zienneM). SBmsercs o0s3aTensHpIM A Poccniickoii denepauv B COOTBETCTBHU
¢ JloroBopom o EBpasuiickoM 3KOHOMHYECKOM coroze oT 29 mas 2014 r., patupunupoBaHHbiM PenepalpHbIM 3aKOHOM
ot 3 okta60ps 2014 1. Ne 279-D3 «O parndurarnmu Jorosopa o EBpa3uiickoM 3KOHOMHYECKOM COK03€» M BCTYNHMBLIMM B CHILY
s Poccuiickoit @enepauuu 1 sHBaps 2015 r.
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15)cBenenns o mpouenype HHCTAUISNUUMHA H JACHHCTAUIALHWH MPOTrPaMMHOTO
obecriedeHus1, IBISIONIET0Cs METUITMHCKUM H3HCIHEM;

16) TpeboBaHMsT K TOJArOTOBKE WM KBaIM(HUKAMKA JHI, OCYIIECTBIAIOMINX
YCTAaHOBKY (MHCTAIUIAIHIO) MPOTrpaMMHOTO oOecredeHus], SABJISIOMETOCsS MeIUIHHCKUM
uznenueM (pu HaTU4KuK );

17) naHHBIE O MapKHPOBKE MPOrpPaMMHOr0  OOeCHeYeHHs, SBISIOLIETOCS
MEUIMHCKAM H3JIeJIHEeM, U €r0 yITaKoBKe (IIpH HAIUYHH );

18)cBenennss o BepudUKAK W BaTUAAlMM IPOTPaMMHOrO oOecIevueHus,
ABIIAIONIETOCS MEOUIMHCKUM H3AeNueM, B TOM 4YHCIE OTYEThl O TECTUPOBAHWH
POrpaMMHOrQ oOecredYeHus, SBJSIOErocs MEIULHUHCKAM H3JIeTHEM, U Pe3yJIbTaTh
UCIBITAHUM TMPOTPAMMHOTO oOecrledueHus, SBISIOLIErocss MEIUIMHCKUM H3JIeNIHEM,
Ha TeCTOBBIX 0a3ax JaHHBIX;

19) uadopmaiuss o0 mpoleccax XU3HEHHOTO IUKIIA IPOrPaMMHOr0 obOecledeHus,
SIBNISOILETrOCs MEAMIIMHCKUM H3JIeNMeM, BKIIodash HHPopMaIMio 00 OCHOBHBIX CTaIUAX
pa3paboTKH TMPOrpaMMHOTO 0O0ecleUYeHHs], SBISAIOIICTOCS MEIULMHCKUM HU3JIEHEM,
KOTOpask MOXET CONPOBOXAAThCA cXeMaMH, (oTorpaduIecKuMu H300paKEeHUSIMH,
PHUCYHKaMH, IMarpaMMaMH U HHBIMM TIOSCHEHUAMES,

20)cBegeHrss 00 aHAJTOTHYHOM MPOrPaMMHOM  OOECIEYeHHMH, SBIISIOMIEMCS
MEAUIMHCKAM H3AeHeM, THO00 00 OTCYTCTBUH TaKHUX CBEICHHUH;

21)mepedeHr Mep W CpPEACTB 3allUMTHl OT HECAHKIMOHHUPOBAHHOTO IOCTYyIIa
K TPOTpaMMHOMY OO0ECIICUeHHIO, SBISIONIEMYCS MEIUIMHCKUM H3JeIHeM, a TakkKe Mep
110 06eCIeYeHHnIO ero KMOepOe30IacHOCTH, B TOM YHCIIE :

a) CBeJIeHUs] 0 MOTEHIMAILHBIX pHUCKaxX yrpo3 kubepOe3omacHOCTH (B TOM YHCIIE
UAeHTU(UKALNSI aKTUBOB, YTPO3 U YA3BUMOCTEH ),

6) cBeJleHUSI O TOPSJIKe OTpaHWYCHHUsS HOCTyNa A BCeX BO3MOXKHBIX YpOBHeEH
C yKa3aHHEM METOJOB, KOTOPHIMH TaKO€ OrpaHHYeHHe AOCTUraeTcs (JOCTYyN TOJBKO
Ui JOBEpEeHHBIX  IONb30BaTeNiel, JOCTYN  IIOCPEACTBOM  ayTeHTHGUKAIUU
MOJIb30BaTeNei);

B) CTETIEHb U BO3MOXXHOCTbH BIUSHUS YIPO3 M YSA3BUMOCTEH Ha (YyHKIHOHAIBHOCTD
YCTPOMCTBA U MOTEHUUATIBHBIX TOTpebuTeNnei (mop3oBareneil);

r) cBeIecHUs 00 WCIOJNIb30BaHUM AaBTOMATHYECKUX METOJIOB CHHXPOHH3AIIUH
IUIs 3aBEPIIEHUS CEaHCOB B CHCTEMeE, €ClIM 3TO HeOOXOAMMO IS CpeJbl UCIOJb30BaHHUS
IPOrpaMMHOro obecTieueH s, IBIISIOMErocsl MEAULIMHCKUM H3JIETTHEM;

n)cBefieHUss 00  HCMOJIb30BAaHHM MHOTOYPOBHEBOW  MOJENM  aBTOPH3ALHH
U nuddepeHIMay MpaB Ha OCHOBE POJIH IOIH30BATENS WIH POJIH YCTPOHCTRA,

€) CBeJIeHUsI 0 TeXHHYECKMX W IMPOrpaMMHEIX CPEeACTBAaX 3allUThl, MPHUMEHSIEMBIX

3 Tlynkr 6 TpeGoBaHMit K COJEPKAHMIO TEXHHYECKOTo (ailla Ha MporpaMMHOe OOecTeveHHe, ABIAIOMEECs MeHLMHCKUM
M3JeITHeM.

? TMoamyHKT «k» MyHKTa 2 TpeOoBaHuil K CONEPKAHMIO TEXHHUECKOro (haiia Ha MporpaMMHoe ofecredeHue, ABNAOIEECS
MEIHLHHCKHM H3/IETHEM.




B IIPOrPaMMHOM 00eCTIeYeHUH, SBISIOIIEMCS MEAUILMHCKUM U3/eTheM;

) TIOPAOOK TPOBEACHHS TPOLEAYphl ayTeHTU(WKAWK T[OJNH30BaTeNlsl Iepe
paspelieHreM OOHOBJIEHHH MPOTPAMMHOTO OOecliedeHus], SBISIOUIErocs MeIUIUHCKUM
H3JIeJTIEM, B TOM YHCJIE 3aTParuBalOIINX ONEPAMOHHYI0 CUCTEMY U MPUIIOKEHHUS;

3) CBEEHUSI O HEOOXOJUMOCTH WCIIONb30BaHUS CHCTEMATHYECKUX TMPOILEIyp
IUIS aBTOPU30BAHHBIX II0JIb30BaTelled INMPH YCTaHOBKE (MHCTAUISUUHA) W OOHOBJICHUH
IPOrpaMMHOT0 00ecTieueHus, IBIIOMIErocs MEAUIIMHCKAM U3/IEIHeM;

1) CBeJIeHUSI 0 HEOOXOAMMOCTH HCIIOJIB30BaHHUS CPEJICTB 3alllUTHI OT BPETOHOCHBIX
nporpaMM (aHTHBHUPYCHOE IMpOorpaMMHOe oOecredeHHe), ecld TaKhe CpelcTBa
HEe TIPelyCMOTPEHBl IPOU3BOIUTENIEM (H3rOTOBUTENIEM) IPOrPaMMHOTO OOecIeHYeHus,
SIBJIAFOIIETOCS MEIUIIMHCKUM H3JIeIHeM, KOTOpOe MOJKHO HCIIOIB30BaThCS COBMECTHO
C MHBIM TIPOrpaMMHBIM obecIieueHueM;

K) cCBeJleHUsT 00  HMCHOJB30BaHMM  CPEACTB  KPUNTOrpadUYecKod  3alluThI
uHopMauuu (MpyU HAJIUYHUHN );

) CBeACHUS O HeoOXOAMMOCTH WCHOJNB30BaHUS (GYHKUUH apXUBHPOBAHHUS,
pe3epBHOTO KomupoBaHUs (AyOMuUpoBaHUsA) JIaHHBIX Ha CepBepaxX OpraHu3aluu
C TIOMOIIBIO 2y TeHTU(GHULIMPOBAHHOTO TIPUBUJICTHPOBAHHOTO II0JIH30BATEIS;

M) CBEJIJEHHS O CpeACTBaX, IIPUMEHAEMBIX [UIsl 3allUThl OT HEe3aKOHHOTO
pacnpocTpaHeHus (TIpU HATTUYHHN );

22)unadopMalius 0 KIUHUYECKUX PEKOMEHIALUSX, HCIOJIb3yeMBIX AJIrOpPUTMOM
POrpaMMHOro obecreueHus, IBISIOIIErocs MEAUIIMHCKAM U3/IereM (IIpH HaJIHIHH ),

23) mepedyeHb MNPUMEHAEMBIX MPOU3BOAUTENEM (M3TOTOBUTENEM) IPOTPAMMHOIO
obecrneueHus, SIBIISIIOIIETOCS MEJTUITTHCKUM U3JIeNueM, HaIIOHAIBHEIX
U MEXTOCYIapCTBEHHBIX CTaHJIapPTOB;

24)cBeneHuss © HamMuMd (OTCYTCTBMHM) Yy TPOrpaMMHOro obecreueHus
C TIpUMEHEHUEM TEeXHOJIOTHH HCKYCCTBEHHOTO WHTEIUICKTA, SBIAIOIIErocs MeIUHHCKAM
U3JIeNIMeM, BCTPOEHHOM (QYHKIMHM aBTOMAaTHYECKON Iepeqadyd B aBTOMATH3MPOBAHHYIO
uHpopMalHOHHYI0  cucteMy @enepanpHoit  cmykObl 1O Hag3opy B cdepe
3npaBooxpaHeHuss uHpopmManuu 06 00pabaThIBaeMBIX NAHHBIX, pe3yibTaTaxX AeHCTBHS
MIPOrpaMMHOTO ofecrieueHus ¢ MPUMEHEHUEM TEXHOJIOTHH MCKYCCTBEHHOI'O MHTEJLIEKTA,
SIBJISFOLIETOCS. MEUIIUHCKUM H37IeJIHEM, a TakXKe CBEJIEHUH, TIPeTyCMOTPEHHBIX MOPSIKOM
coobmeHnss cyOpekTaMu oOpalleHus MeIWIMHCKUX W3Jenuidi 000 BCeX Clydasx
BBISIBJICHUST TOOOYHBIX JEHCTBHH, He YKa3aHHBIX B HMHCTPYKLHMH 110 IPUMEHEHHIO
WITH PYKOBOJCTBE T10 SKCIUTYaTaIl[id MEIUIIMHCKOTO 31N, O HeXKEJaTeIbHBIX peaKI[Hax
IIpHU ero nMpruMeHeHUH, 00 0COOEHHOCTIX B3aMMOICHCTBHS METUIIMHCKUX HU3IEITHH MEXITy
co0oif, 0 ¢akTax u 00 0OCTOATENHCTBAX, CO3AAIOIINX YIPO3Y JKU3HH U 3J0POBBIO TpaXKIaH
1 MEMIMHCKHX PAGOTHMKOB IPX IIPUMEHEHHH U DKCINTyaTAlMK MEAULMHCKHX H3aennii'’;

25)undopmMalius O TIEpPBOHAYAIBHOM BBINIYCKE WU TOCIEOHEM IEPECMOTpE

10 ITynkr 87 [paBmi.




TEXHUYECKOM JAOKYMEHTALlUH Ha IIPOrpaMMHOC obecneyeHue.

IV. Conepxanue 3KCNIyaTANHOHHON JOKYMEHTAIIUH IPOU3BOAUTE IS
(M3roToBUTEIs1) MEAHIIHHCKOIO H3/1€JIHsl, 32 HCKIIOYEHHEM NPOrPaMMHOI0
ofecrneyeHNs, ABJIAIIIErOCs MEeAHIMHCKHM H3e/1HeM

6. B bsKcIlyaTallMOHHOM ~ HOKYMEHTAallMM  MNPOW3BOAUTENS  (M3rOTOBHUTEN)
Ha MEIUIIMHCKOE U3JieNre, 3a UCKJIIOUYEHHEeM MPOrpaMMHOT0 o0ecleueHus, SIBISIOMErocs
MEAMIIMHCKUM H37elieM (Jajiee — 3KCIUTyaTallMOHHAs JOKyMEHTalHMs), IpeACTaBIsieMOn
Ipou3BOAWTENEM  (M3rOTOBUTENEM)  WJIHM  YIOJIHOMOYEHHBIM  IpeJCTaBUTENEM
NIPOU3BOIUTENS (M3rOTOBUTENS), B COCTaBE€ PErHCTPALMOHHOIO JI0ChE Ha MEIHIIMHCKOE
U3JeNe, 3a UCKIIFOUEHHUEM IMPOTPaMMHOTO oOecrieueHus, SBISIOIErocs MeIUlUHCKAM
U3JeNueM, JOJDKHO COJIepKaThCs:

1) HamMeHOBaHWE MEIULUHCKOTO W3/eIus;

2) momHOe M COKpalleHHOe HaWMeHOBaHUS (NP HAJIWMYHUH), B TOM UHUCIE
¢upMeHHOe HalMEHOBaHHE, OpPraHHM3allMOHHO-IIpaBoBas ¢opMa IOPHUAMYECKOTO JIMIA,
aZipec MecTa HaxOXACHWs wiu (HaMuins, UM U OTUYECTBO ([P HAJIUYUH), PEKBU3HUTHI
JOKYMEHTa, YIOCTOBEpSIOIIEero JIMYHOCTh, aJPeC PETUCTPALlUU IO MECTY >XHUTENIbCTBA
VHAUBHAYAJIBHOTO MpeANpUHUMATENs, a TakKe HoMep Tele(oHa U agpec 3NEeKTPOHHOH
HOYTHl (IIpU HAMMYMH) IOPUIMYECKOTO JIMLA WIM UHAUBUAYAIBHOIO MpeIIpUHUMATENS —
B OTHOILIEHUH IPOU3BOAUTENS (M3TOTOBUTEINS ) MEAULIMHCKOTO U3 IEIHS;

IIOJIHOE U COKpallleHHOe (IpU HaJlW4uy) HauMEHOBaHUs, B TOM 4ucie (upMeHHOe
HalIMEHOBAaHUE, OPraHU3aLHOHHO-TIpaBoBas (¢opMa IOPHUAWYECKOTO JIMIA, ajpec
pEerucTpalii Mo MeCTy HaxXOXKIeHHs, a Takke HoMep TelehoHa U aJpec AIEKTPOHHOH
noyTsl (IpH HAJIWYHAK) FOPUOAYSCKOTO JHIa — B OTHONICHHH YIOJHOMOYEHHOTI'O
[peICcTaBUTENS IPOU3BOUTENS (M3TOTOBUTENS ) MEULITHCKOTO U3/1EIIH;

3) cBexeHus 0 Ha3HAYSHHH MEIUIIMHCKOTO U3/eIUs C YKa3aHHEeM IMOTEHIHAIEHOTO
noTpebuTens (B TOM YHCIIe METUIMHCKII paOOTHHK ),

4) cBegeHHS O (PYHKLMOHAIBHBIX XapaKTepHUCTUKaX U Ha3HAYeHWH MEIUIMHCKOIO
U3JeIus;

5) cBenmeHus o pucKax NpUMEHEHMs] MEAULKUHCKOIO U3Jeusl, IPOTUBOIMOKA3aHHUSX,
OKHIaeMBIX M TIpelcKa3yeMBIX TMO0OYHBIX 3¢ (eKTax, CBA3aHHBIX C IPUMEHEHHEM
MeIUUHMHCKOTO U3JeNHs TI0 Ha3HaYeHHIO;

6) cBeleHUS O TEXHUYECKHUX XapaKTePUCTHKAX MEIULIUHCKOTO U3/IeIHs;

7) ommcaHHe NPUHAMJICKHOCTEH K MEIUIUHCKUM H3JeIHsIM, MeAUIUHCKIX
M3IENUil WK u3Jenuii, He SBJISAIOIIUXCS METUIMHCKUMHU, HO IPEeIyCMOTPEHHBIX IS
UCHOJB30BaHUs B KOMOMHAIIMY C MEJULUHCKUM H3Ze/IieM (IIpH HAJIUIHH );

8) uHbopMalMd O HAIMYHKA B MEIHLHUHCKOM H3JENUHU JEKapCTBEHHOIO CPelCTBa
IS MEIMLUMHCKOrO MpUMEHEHHs, MaTepHallOB >XMBOTHOTO U (WJIHM) 4eJI0BEHeCKOro
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IIPOUCXOXIEHUS;

9) urdopmarms o TpeOOBAaHUAX K YCTAaHOBKE, MOHTaXy, HACTPOIKe, KaTuOpOBKe
1 UHBIX JeHCTBUSAX, HEOOXOIUMBIX ISl BBOJA MEIULIUHCKOTO U3/ENIUS B SKCIUTyaTallHtIo;

10) TpeboBaHMs K MOMEIICHUSIM, B KOTOPBIX IIpeANoaraeTcsi yCTaHOBKa (MOHTaX)
MEIUIIMHCKOTO HM3IENHs, a TakKe TpeOOBaHWS K MOATOTOBKE WJIM KBaTU(PUKAUWW JIUL,
OCYIIECTBIISIONINX YCTAHOBKY (MOHTaXX ) MEAULIMHCKOTO U3/eNus (TIpU HaIUYUK);

11)undbopmaruss  1yisi  TPOBEPKHA  TMPaBWIBHOCTH  YCTAaHOBKH  (MOHTaXa)
MEIMIIMHCKOTO W3IeNHsA M ero TOTOBHOCTH K Oe3onacHoi paboTe B3KCIUTyaTallWH,
BKJTIOYAs:

a) colep)XaHWe M TIEPUOAMIHOCTh TEXHUYCCKOTO OOCIIy)XMBAaHHS, B TOM YHCIE
OYMCTKA U JIe3UH(EKINS METUIIHHCKOTO H3IeIHS,

0) IepedeHb NMPeIOCTaBICHHBIX MPOU3BOANTENEM (M3TOTOBUTENEM) MEAUIIMHCKOTO
U3JIeNAs CBEJCHHM, KITI0Uel, mapojei TocTymna, mporpaMM, HeOOXOAMMBIX ISl MOHTaXa,
HAJTQJIKH, KCIUTyaTaliy U TEXHUYECKOTO 00CITy )KHBaHUS MEJULIMHCKOTO U3ACIHUS;

B) IEpeYeHb PACXOJHBIX MaTepHaNIOB (KOMIOHEHTOB, peareHTOB), a TakXe
HNpoLEeAypY UX NPUMEHEHHUS U 3aMEHBI; |

I') HEOoOXOAMMOCTH KaJUOPOBKM IJIs oOecriedeHUs Hajuiexauieit u Oe3omacHoM
paboThl MEAUIIMHCKOTO U3/IENHS B TEUCHHUE CPOKA €ro CIIyXOBI,

J) MeTOABl CHIDKEHHS PHUCKOB, CBS3aHHBIX C YCTaHOBKOH, KaJMOPOBKOM
WM TEXHUYECKUM OOCITYy)KMBAHUEM MEJTUITUHCKOTO U3/IeITHS;

€) CBeJECHHMS O MOHTaXe, HalalKe, HACTpOilKke, KamUOpPOBKE W MHBIX NEHCTBUSX,
HEeOOXOJMMBIX AJI1 BBOJA MEOUIIMHCKOIO H3JeNUs B OKCIUTyaTallMi0 U €ro NMPaBHIBHOM
SKCIUTyaTanuu (IpUMEHEHHUs ),

X) CBEIEHHSI O TIepeYHe OCHOBHBIX XapaKTEPUCTUK MO  DKCILTyaTalluu
(IpUMeHEeHNI0) MEAMLMHCKOTO HW3JeNus, YCJIOBUSM TPAHCIOPTUPOBKA U XPaHEHHUS
(B TOM UHCIIe TEMIIepaTypa U BIaXKHOCTh BO3IyXa, OCBEIICHHE U MHBIC XapaKTePUCTHKH );

3) TepedeHb NPUMEHSIEMBIX IPOU3BOIUTENEM (HM3TOTOBHTENIEM) MEIUIIMHCKOTO
U3JeNns JOKYMEHTOB, pa3pabaThiBaeMbIX M IPUMEHSEMBIX B HALMOHANBHOH CHCTEME
CTaHAapTHU3AIINH;

12) uadopmaiiuss 0 CTEpPHIBHOM COCTOSHHHM MEIWIMHCKOTO H3JENHs, METOJe
ero CTepWIM3alMk W O JEeWCTBUSAX B Cjlydae HapyIIeHUS CTEPUIBHOW YIaKOBKH
(ecTu MeAMLIMHCKOE W3/IeJIHe MOCTaBIAeTCS B CTEPUIBHOM BH/IE) WM, €CIIM MEOUIIMHCKOE
U3JeNie TTOCTAaBISAeTCsS HeCTEPHIBHBIM, YKa3aHHe Ha HEOOXOAMMOCTH €TI0 CTEPHIIN3alud
Tiepe T UCTIOTb30BaHUEM;

13)undopmamuss o TpeboBaHMIX K 00paboOTKe MEIMIIMHCKOTO  W3/eNus
IUIss ero TIOBTOPHOTO WCIOJIb30BAHUS, BKIIOYas OYKCTKY, JE3MH(EKIHIO, YIAaKOBKY
U TIpu HEOOXOAMMOCTH METOJ] TTOBTOPHOUM CTEPHIIM3AIMK (eclid MEIUIMHCKOE HW3JIeiTHe
MpeHa3HAYeHO AJII MHOTOPA30BOTO HCIIOIB30BaHUs ), & TAKXKE KPUTEPUU HETIPUTOTHOCTH
MEIUITUHCKOTO U3/1eNTUs JJIsl IPUMEHEHMS,
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14) uadopmanmst, HeoOXxogumass AN HACHTUQUKALUK MEIULUHCKAX W3AeIui
C 1eIbl0 IOJIydeHHs Oe3omacHOW KoMmMOwHauud, W wuHQopMamms 00 H3BECTHBIX
OFPaHHYEHHWSX [0  COBMECTHOMY  HCIIOJB30BAaHMIO  MEAUIMHCKUX  H3AENui
(11 MEAMLIMHCKUX W3JIeHMH, NpeHa3HauYeHHBIX IJI1 UCIIOJIB30BaHUSA BMECTE C JPYTUMHU
METULUUHCKUMH H3eUIMU U (UJTH) TIPUHAJTIC)KHOCTIMHU );

15) cBenenns 06 OTCYTCTBHHM OTpaHUYEHHS B3aMMO3aMEHSIEMOCTH MEIUIIMHCKUX
U3JIeJIHi TMOCPEICTBOM FKCIOJB30BAHMS CIIEHUATBHBIX TEXHUYECKUX WM MPOIPaMMHBIX
CPEICTB WM JPYTUMH CIIoco0aMH, 3a MCKIIOUECHHEM Cllydas, eclid TaKOoe€ OrpaHHuYeHHe
IpegHa3sHaYeHo Juis oOecredeHHs 0e30macHOCTH M APQPEKTUBHOCTH MeIULIMHCKOTO
u3enus (IIpu HaJTH4IuK);

16) cBeieHHUs O BO3MOXXHOCTH COBMECTHOTO IPHUMEHEHHUS MEIULUHCKOTO W3eHus
C JpyI'MM MEJUUUHCKAM H3ACITHeM HHOTO  IIPOU3BOAMTENS  (M3TOTOBUTEN),
3aperHCTPHPOBAHHBIM B COOTBETCTBHM C TPeOOBaHUSIMH 3aKOHOJATeNbCcTBa Poccuiickoid
®denepanyu B chepe OXpaHBI 3A0POBBI, U 00 0COOEHHOCTAX COBMECTHOTO MPUMEHEHUS
MEJUIIMHCKOTO  HM3/IeNud €  MEJWIAHCKUM  HW3JelheM HWHOro  MPOU3BOJUTENS
(u3roroButes) (MPU HATHYWH );

17)undopmarus o mnpupone, Tune, a Takke (IpH HEOOXOAMMOCTH)
00 HHTEHCHBHOCTH (MpW HAJIWYHUH) M paclpeiesieHHd W3NydeHuss (B TOM YHCIIE
3JIEKTPOMAarHUTHOTO, HMOHU3HPYIOIIEro) MEAWIMHCKOIO M3AeNus M crocobax 3alluThl
norpebuTened W TPEeTbUX JUI[ OT HENpeIHAMEPEHHOro MU3JIy4YeHHs B Ipolecce
SKCILTyaTallil MEAWIIMHCKOTO W3MeNus (€ClNM MeIMIMHCKOe HM3JelHe CO3/JaeT OIMacHBIN
WA MOTEHIUATBHO OIMACHBIA ypOBEHb U3IYUCHHS NPH MCIONH30BAaHUH 110 Ha3HAUYEHHIO);

18) uadopmarus o Mepax MpegoCTOPOKHOCTH, IPEJIPUHUIMAEMBIX B CIIydae:

a) HEUCIPaBHOCTH METUILMHCKOrO W3Jenus, c0os B ero paboTe WM OTKIOHEHUHN
B (QYHKIIHOHUPOBAHUH, KOTOPHIE MOTYT BIUATH Ha 0€30MaCHOCTh METUIIUHCKOTO H3IENHs,
B TOM YHCIIE ONPEAEAEMBIX 10 BHEITHUM MIPU3HAKAM;

6) Bo3gelicTBMS Ha (GYHKIUOHUPOBAHHE MEJUIMHCKOIO W3JAEJUS BHEIIHHUX
(haKTOpOB, CBA3aHHBIX C IPUMEHEHUEM MEIUIIMHCKOTO W3/e/IUsS B KOMOMHAIINH C IPYTUMH
MEJIUIAHCKUMH H3IeNUIMU U (KUiau) o0opyloBaHHEM, WU NpeacKa3yeMbIX (aKTOpOB,
TaKAX KaK BHEUIHHE 3JIEKTPOMAarHUTHBIC MOJIS, JIEKTPOCTATHUECKHE pa3psAabl, H3ITyICHHE
(B TOM 4HCIe 3JIEKTPOMarHUTHOE, HOHH3UpYIOlIee), aTMocepHoe AaBJICHHE U €ro
Nepenabl, BIaXXHOCTh ¥ TeMIIepaTypa BO3Ayxa;

B) pHICKa DJJIGKTPOMArHUTHBIX TIOMEX, CO3/IaBaeéMbIX MEAUIMHCKUM HU3JIeIHeM
JUISL IPYTUX MEAUIUHCKAX W3JeNui, 000pyJoBaHUS W CPEACTB CBS3H MPU MPOBEACHUH
U OIIeHKEe pe3yJbTaTOB JUATHOCTUKH, JIEUSHUs WM TIPH €ro NPUMEHEHUH N0 Ha3HAYEHUIO
(B TOM dYHCIe 3JIEKTPOMAarHUTHOE H3IIyYeHHE METUIIMHCKOTO H3JeNds, OKa3bIBalollee
BIIUSIHUE Ha Apyroe o00opydoBaHue);

19) npenynpexnaenus v (WIM) Mephl IPEIOCTOPOXHOCTH, MpeANpUHHMAaeMbIe
noTpebuTeneM Mpyd MPUMEHEHUH MEIUIIMHCKOTO M3JENHs, COIEepXKaIlero JeKapCTBEHHOE
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CPEICTBO JJI MEIUIIMHCKOTO MPUMEHEHHsI, MaTepual )KUBOTHOIO U (MJIM) 4E€JI0BEUECKOTO
TIPOUCXOXKACHUS, MaTepHallbl, KOTOpble SBISIOTCS KaHIEpOTeHHBIMM, MyTareHHBIMH
I TOKCHYHBIMH, BO3MOXXHOE BEIIEJIeHHE WM BbIMBIBAaHHE KOTOPBIX IPUBOIUT
K  CEHCHOWIM3AIld{, a/UIeprU4ecKodl  peakiuu  WIM  OTPULIATENIbHO  BIIMSET
Ha penpoAyKTUBHYIO (YyHKIUIO;

20) mpenynpexxaeHus W (MIM) Mephl IPEeIOCTOPOXKHOCTH, NpeANpPUHUMAEMEIE
noTpeOuTeNeM TNpu  YTWIM3AalMM  MEIUIUHCKOTO  HM3ZeNus, NPUHALIEKHOCTEN
U PacXoIHBIX MaTepHaliOB, HCIIONb3yeMBIX BMecTe€ C HUM (IIpM HAIM4YUU), BKIIOYas
cBeJieHUss 00 MHGEKIIHOHHOW, MUKPOOHOH, dKOJIIOrHUeCKOW WM (GU3MUECKOM OMacHOCTU
MEJTUITUHCKOTO W31

21)undopmanmst 00 0OCTOATENBCTBAX, IIPH KOTOPBIX MMOTPEOUTENh MOJKEH
IPOKOHCYJIFTUPOBATHCS ¢ MEIUIIMHCKUM pabOTHUKOM;

22)uHdopmMalisi O TepBOHAYAIBFHOM BBIIyCKE MWIIM IIOCIEAHEM IIepecMoTpe
OKCILUTyaTallHOHHOHN TOKyMEHTaIl|H;

23)TpeboBaHHS U YCIOBUS YTHJIM3AIMU WIM YHHYTOXKEHUS MEAULHUHCKOTO
U3JEIHS.

7. B OKCIUTyaTallHOHHOMN JOKYMEHTAaIlU! MEINIIMHCKOTO U3JIEIHS
JUISL. MTUATHOCTHKH In Vitro moMuMo HH(OpMalW{, YKa3aHHON B NMYHKTe 6 HacCTOSIIUX
TpebGoBaHuii, JOHKHO COAEPKATHCS:

1) cBemeHus 0 Ha3HAYCHUH MEIUIIMTHCKOTO M3/ICIHS:

a) OIHMCaHHe LIEIEBOTO aHaJINTa C yKazaHueM KaueCTBEHHOTO,
MOJTYKOJIMYEeCTBEHHOTO MJTH KOJIMYECTBEHHOT'O BU/IA;

6) cmemududeckoe  pacCTpOHCTBO,  COCTOsHMEe WM (akTop  pHCKa,
IUIsT OOHapYXeHHS, ompeleneHns Wik JuddepeHIupoBaHis KOTOPOro IpeaHa3HaueHO
MEUIMHCKOE U3JIeIHe;

B) THUIN aHAIM3UPYEMOTO 00pa3la;

2) unbopmanus o0 IpeAHA3HAYEHUH Ui KIMHUYECKOH  J1TabopaTOpHOM
JIVarHOCTHKH;

3) omucanme TpeOOBaHUNW K BHINIOJHEHUIO TECTHPOBAHUS C TNPUMEHEHHEM
MEAMIMHCKOTO W3JeNds, OINHACAaHWE PpEeareHToB, KaluOparopoB ¥ KOHTPOJIBHBIX
MaTepuasoB;

4) mepedeHb MATEPHAIOB W CIEIHAIBHBIX MaTepUaioB, KOTOpble TpeOyroTcs
JUI TPOBEJIeHHUs TeCTHPOBAaHMA (aHaln3a), HO HE COAEPXarcs B KOMIUIEKTE IMOCTaBKU
MEAUIIMHCKOTO U3/eNIHS;

5) wHbopManus IS UACHTUPUKALNA MEIAIUHCKIX U3 C LEeIbIo TOTyUYeHUs
Oe3omacHoi koMmOuHaumu u (wid) wuHopManus 00 U3BECTHBIX OrpPaHHUYCHUSX
0 COBMECTHOMY TNpPHUMEHEHHI0  MEJWIMHCKHX  H3[eMUd 1O  Ha3HAaYeHHIO
(I MeIUIUHCKHX HW3JeNuH, MpelHa3HauYeHHBIX /I IPUMEHEHHS 10 Ha3HAYeHHIO
B KOMOMHALMK C JPYTMMH MEIUIMHCKUMH H3JENHUSAMH, BKIIFOUash MEAUIIMHCKUE U3AeTUs
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JUISL AMArHOCTUKH In Vitro);

6) wmHpOpMaIMs O XapaKTePUCTUKAX CTaOWIBHOCTH MEIMLUHCKOIO H3Jenus
(B TOM 4YHCJIe YCJIOBHSX XpaHEHHs, CPOKE€ [OJHOCTH IIOCJA€ BCKPBITUS NEPBHYHOU
YIaKOBKH);

7) undopmammsg A ToTpeOuTeneil  MEAMIMHCKOIO M3IeNus O  Mepax
IPEeIOCTOPOKHOCTH, MPEeANpPHHUMAEMbIX B Cllydae HEOOXOIUMOCTH, a TaKkKe O Mepax
IIPEeIOCTOPOXKHOCTH M (WIM) Mepax, HpeINpUHHMAaeMbIX B OTHOIICHUU IMOTCHLUUAIBHO
HHGEKIMOHHOTO MaTepHaa, CoJlep>Kallerocsi B MEIULIUHCKOM H3Je/INY;

8) umHbDOpMammMs O mpeAHAa3HAYEHUHM ~ MEOULMHCKOTO  H3JENHUS  TONBKO
JUTSL OJTHOKPATHOTO MPUMEHEHHUS IO Ha3HAYEHHIO;

9) uabopmarms o HeoOXomuMoOI 00paboTKe METUIIMHCKOTO M3AeNvs IS Lenei
€ro TIOBTOPHOTO TPHMMEHEHWs [0 Ha3HAYeHHWIO, BKIIOYAs OYHUCTKY, AE3HH(EKIHIO,
YIIAaKOBKY W TP HEOOXOIMMOCTH METOJ MOBTOPHOM cTepuiu3aluy (ecld MEeTUIMHCKOE
U3JIeNne MpeIHa3HavYeHo JJII MHOr0pa30BOro MpUMEHEHUs 110 Ha3HAYEeHHUIO);

10) uadopmarus 06 ycaoBusIx, HeOOXOAUMBIX 17 cOopa, 00paboTKH U MOArOTOBKU
o0pa3ioB, JaHHBIE MO0 CTAOMIBHOCTHA aHAIM3UPYEMBIX 00pas3lloB, B TOM YHCIIEe yCIOBUA
U JINTEJBHOCTh XPAaHEeHWs, YCIOBUS TPAHCIOPTUPOBKH, OrpPaHUYEHUS IO LHKJIAM
3aMOpPO3KH (pa3MOpaKUBaHMS ),

11) uHdopMalist 0 MOArOTOBKE K MPUMEHEHHIO IO HA3HAYEHHIO, HKCIUTyaTallHH
MEUITUHCKOTO U3/IeITHs;

12) uHpopManus o MpocIe)KUBACMOCTH 3HAUY€HUH, 3alaHHBIX IS KaluOpaTopoB
WIH KOHTPOJIBHBEIX MaTepuasoB, KOTopas oOecledrBaeTcs MOCPEACTBOM JOCTYIIHBIX
pedepeHTHBIX METOMUK (METOI0B) U3MEPEHHUS H (UIIH) STAIOHOB;

13) oncanue npouenypsl TECTHUPOBAaHHUSA, BKIIOYAs pacueTbl M HHTEpPIpPETALUU
pe3yJIbTaTOB TECTHPOBAHUS U NMPU HEOOXOAMMOCTH HHGOPMALUIO O LeNeco00pa3HOCTH
NIPOBEJEHNS IMOATBEPKAAIOIIUX TECTOB;

14) xapakTepUCTUKN  aHATUTHYECKOW  S(PPEeKTUBHOCTU:  UYBCTBUTENIHHOCTD,
CHEeNUUIHOCTh, TPABWIBHOCTH, HOBTOPSIEMOCTh, BOCIPOU3BOJAUMOCTH,  Ipedeln
oOHapyxeHHs (IeTeKUHH) U AWarna3oH M3MEpeHHs, BKIoYas HHQOpMAaLHIO O BIUSHUU
U3BECTHBIX HMHTEep(depeHTOB, 00 OrpaHUYEHUSX METOJa U KCIOJIB30BaHUM JOCTYITHBIX
pedepeHTHBIX MaTepUAIOB U METOHOB aHAJIH3a;

15) xapakTepucTuKu KIIMHAYECKON 3¢ )eKTUBHOCTH: IUArHOCTHYECKas
YyBCTBUTEIBHOCTh M JUATHOCTUYECKAS CTIELIU(PUIHOCTD;

16) 6uosioruyeckuii pedepeHTHBIN HHTEPBaN MPUMEHEHHUS MEIUIIMHCKOTO H3/IEIHS,

17) undopmarius o0 uHTepPepUpYyIOMUX BEMIECTBAX WIM OTPaHUYEHHUSX,
CBSI3aHHEIX C TIP00OO#, KOTOPBIE MOTYT MOBIHUATEH Ha Pe3yJIbTaT UCCIEA0BaHNUS;

18) mpenynpexxnenne ©  (WIM)  CHEHUATBHBIE  MEphl  MPEIOCTOPOKHOCTU
B OTHOLICHHUH 0e30MacHON yTHIN3allud MEIUIITHCKOTO M3ENNS U ero MPUHAIIe)KHOCTEH,
colepxariue:
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a) WHQEKIWOHHBIE WM MUKPOOHBIE PHCKH, B TOM UYHCJIEe BO3MOXXHOCTH
3arpsi3HEHUS] PAcXOJHBIX MAaTepHaloB HH(MEKIMOHHBIMH AareHTaMH YeJI0OBEUYECKOTO
MIPOUCXOXKICHUS;

0) sKoNOrMYecKHe PUCKH, CBSI3aHHBIE C MOTCHUHMAIbHO ONACHBIMU MaTepHAaMH
Y BEIIeCTBaMHU;

B) (¢u3MUECKHE PUCKH (B TOM YHCIIE BO3SMOXKHOCTH B3PHIBa WJIM BO3TOPAHHS);

19) urdopmanuist (B OTHOLUICHHH METUIIMHCKOTO W3ACTHUA, TNpeJHa3HAYEHHOTO
IUTISL CAMOTECTHPOBAHUS OTpEOUTENEeM):

a) 0 Mmpoueaype TeCcTUpoBaHUs (IOJrOTOBKE peareHToB, oTOope (IOArOTOBKE)
poObI, TpeOOBAHUAX K BHITIOTHCHHIO U HHTEPIIPETALUN PEe3yIbTaTOB TECTHPOBAHMS);

6) o6 omnucaHuM JeACTBHI TMOTpeOUTENsT B Ciiy4ae IIOJIOXXHUTEIHHOTO,
OTPHIIATENIBHOTO UM HEOIIPE/IENIEeHHOTO Pe3yIbTaTa TECTHPOBAHMS;

B) O MOTPEmHOCTAX TeCTa M BO3MOXXHOCTH MOJYYEHHS JIOXKHOIIOJIOKHUTEIBHBIX
WIA JIOXHOOTPULIATENIBHBIX Pe3yJbTaTOB TECTHPOBAHUS, a TakKKe OTHOCHUTEIBHO
($aKkTOpOB, BIHUAIOIINUX Ha Pe3yJIbTaT TCCTHPOBAHUS;

I') O HeNOIMyCTHMOCTU NPHHATHS MOTpeOHTeNeM IO pe3yibTaTaM TEeCTHPOBAHUS
pellleHUi  MEeNUIMHCKOro  Xapakrepa ©0e3  MpeABapUTENbHONH  KOHCYJIbTAIHH
C MEIUIIUHCKUM PabOTHUKOM.

8. OkcrulyaTalluoHHass  JOKyMEHTAallds  IPEeNOCTaBIAETCS  MPOU3BOIUTEIIEM
(M3roToBUTENEM) IS O3HAKOMIJIGHUS MOTpeOuTento Ha OyMaXHOM  HOCHTEINe
(BMecTe ¢ MEIUUUHCKUM HU3JEIHeM MW OTAEIBHO OT Hero) M B (hopMe 3JEKTPOHHOTO
JOKYMEHTa MMOCPEJICTBOM pa3MellleHNsI B HHGOPMaIHOHHO-TeIeKOMMYHHUKAIIMOHHON CETH
«HTEepHET?.

OKCIUTyaTalMOHHAsl JOKyMEHTAIldsT MOXeT OBITh IpeloCTaBlIeHa ITOTPeOHTENTIO
Ul O3HAaKOMJIEHUSI B (opMe BIEeKTPOHHOTO MOKYMEHTa TMOCPEIACTBOM pa3MeEIleHH]
Ha 3KpaHe, SBISAIOMEMCS YaCThI0 MEIUITHHCKOTO U3ISTTH.

B OTHOIIEHUMM MEIULMHCKUX M3Jeiuii 1 u 2a KIaccoB MOTEHIHUANLHOrO pucka'l
UX IIpUMEHEHHs MOTPEeOUTEN0 [Uisi O3HAaKOMJIEHHS MOXET OBITh IIpejoCcTaB/IeHa
3KCIUTyaTallMOHHAas  JOKyMEHTallusi B  COKpalleHHOM oObeMe, HEOOXOIUMOM
U JI0CTaTOYHOM JUjIs1 6€30MacHOr0 IIPUMEHEHUST MEIUIIUHCKOTO U3/IENHS [T0 Ha3HAYCHHIO.

V. Cogep:xxanne IKCNJIyaTAHOHHOH JOKYMEHTALHUH
NpoU3BOANTE s (H3rOTOBHTEJISI) HA MPOrPAMMHOE O0ecneyeHue,
SIBJIAIOLeeCH METUIHHCKNM H3/Ie/THEM

9. B oKcmlyaranmMoOHHON — JOKyMEHTAIlMH  MPOU3BOIUTENS  (M3TOTOBHTENS)
Ha  NporpaMMHOE obecrieuenue,  sBIAIOLIEECS MeTUITHHCKAM u3JIeueM
(mamee — DOKCIUTyaTalllOHHAs JOKYMEHTAallWsi Ha TMPOrpaMMHOe o0ecledeHue),

' Tpukas Ne 48,
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IpeACTaBIsieMOii TpoW3BOAUTENEeM (M3rOTOBUTENEM) IIPOrpaMMHOro obecredeHus,
SBJISIOIIETOCAd MEIUIMHCKUM UW3JeTUeM, WIM €ro YNOJHOMOYEHHBIM IIpeICTaBUTEIIEM,
B COCTaBe pPETMCTPAIllMOHHOTO JOChe Ha IpOorpaMMHOe obecledeHue, SBISAIONIIeecs
MEANIMHCKUM H3AEITHEM, TOJDKHO COJEPIKAThC:

1) HaWMeHOBaHWE WIPOrPAaMMHOrO OOecCleYeHHs], SBISIOIErocs MeAULUHCKAM
U3JeIMeM, M HHasd WHQOpPMaIMs, I[03BOJIIOMAs HIACHTUGUIUPOBATE IIPOrPaMMHOE
obecnedenne, SABIAIONMIEECT MEIUIMHCKUM H3JenHeM (B TOM YHCIe MoOjenbs (Mapka),
BEPCHS TPOTPaMMHOI0 oOecIieueH s, SIBISIOIIErocs MEIULUMHCKAM H3JAETIUEM, a TaKKe
uHbOpMalUsA 0 HyMepallii BEPCH TaKOTO MPOrpaMMHOI0 00eCHeUeHH s);

2) cBemeHuss O pa3paboTYWKe MPOrpaMMHOIO oOecledYeHHUs, SABISIONUIErocs
MEIUIMHCKUM H3IeIHeM, — IOJIHOE U COKpallleHHoe (TMpW Hajiu4i{) HaniMEeHOBaHMS,
B TOM uHcle GHpPMEHHOE HaWMEHOBaHHE, OpTraHHW3aIlMOHHO-TIpaBoBas ¢opma
IOPHUAMYECKOTO JIMIA, aJpec MecTa HaxOXIeHUs WIA (QaMWiusg, UM H OTYECTBO
(npy  HaMM4YWHM), PEKBU3UTHl JOKYMEHTa, YAOCTOBEPAIOLIEr0 JHMYHOCTh, aJpec
perucTpalii 10 MeCTy  JKUTENbCTBA  WHAMBUAYAJIBHOIO  IpedlpUHUMATeNs,
a Takke HoMep TeynedoHa M agpec 3JIEKTPOHHOW MOYTH (MPH HAIMYHH) FOPUIUYECKOTO
JIUIA WIIA WHIABHTyJIBHOTO TIPEANPUHUMATENS;

3) cBemeHMs O MPOHM3BOAMTENE (M3TOTOBHUTENE) NPOTPAMMHOro obecredeHus,
SBIIAIONIETOCS MEIUIIMHCKUM H3JeIHeM, — IIOJIHOe U COKpalleHHoe (IIpH HaJludHH)
HAaHMEHOBaHWs, B TOM 4YHCIle (UpPMEHHOE HAaMMEHOBaHHE, OpraHW3allMOHHO-IPAaBOBAas
dbopMa IOPUIUYECKOTo JIMIA, agpec MecTa HaxOXACHUs WIH (aMuius, UMs U OTYECTBO
(npy  HaMWYWHM), PEKBU3HTH JOKyMEHTa, YIOCTOBEPSIONIETO JIMYHOCTh, aJIpec
perucTpallid 10  MECTy O KUTEIbCTBA  HMHOUBUAYANbHOTO  IpeNNIpHUHUMATEINS,
a TaKxe HoMep TeleOHA M ajpec DJIEKTPOHHOM MOYTH (MpU HAIMYUH) FHOPHUAUYECKOTO
JIWIIA WK HHOUBUOYATBHOTO MpeIIIpHHUMATENS;

4) cBegeHus 00 yIOJIHOMOYEHHOM IpeJICTaBUTeNle IPOU3BOAUTENS IPOTPAMMHOIO
obecrnieveHHus, SBJISAIOMIErocss MEOUIIMHCKUM H3JIeJIHeM, — I[IOJIHOE M COKpalleHHOe
(npu  HaJWYMM) HaWUMEHOBaHWs, B TOM uYucie (UPMEHHOE HaWMEHOBaHUE,
OpraHHM3allMOHHO-TIpaBoBas ¢opMa IOPHUAMYECKOrO JIHMIA, aJpec MecTa HaXOXIEHUs
wmm  pamuimasg, wWMS W OT4YecTBO (IIpM  HAIWYWHM), PEKBU3UTHI JOKYMEHTa,
YAOCTOBEPAIOIIETO  JIMYHOCTh, @Apec  perucrpaldd IO  MECTy  JKUTENbCTBa
HHINBUIYAJIBHOTO TIPEANPUHUMATENS, a TakkKe HOMep TeledoHa U aJpec 3IEKTPOHHOU
n04Thl (IPH HATWYHH) IOPUIUIECKOTO JIUIA WIH HHAUBUAYATHHOTO IpelpUHUMATENS;

5) cBemeHus O Ha3HAYEHWH TMIPOrpaMMHOTO  oOecleueHus, SBISIOIIEToCs
MEIUITTHCKUM H3JIeJINeM, U TIPUHIUIIAX ero NeHCTBUS;

6) wHbOpMaIusa 0 ITOTEHITAATBHBIX NOTpedUTENIX (Tosib30BaTENAX )
IPOrPaMMHOT0 00eCTIEYeHHS, SIBIISIOMETOC METUIIMHCKUM U3ZeNIUeM;

7) cBenmeHus o QYHKIIMH WHTEPIPETAlUU, UCTOUHUKE Habopa JaHHBIX, allllapaTHOU
mwiatpopMe, crocode pa3MeleHHss MPOrpaMMHOrO oOecleueHus, ABISIOIIErocs
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MEMIIMHCKAM U3JIeIHeM, U TIPEIOCTaBIEHHH JIOCTyIa K HEMY;

8) uHpopmanms o KiacCHPUKAIUH MPOrPaMMHOI0 OOECHedeHHUs, SBISIOLIErocs
MeJUIMHCKAM M3JIENMEM 2, B OTHOLIEHHMM KIacca MOTEHIMAIbHOTO PUCKA IPUMEHEHHS
MEJMIMHCKOTO U3JeIUI B COOTBETCTBHH C HOMEHKIATypHOU KiaccuuKamuei
MEJUIUHCKAX H3JeIui'?Z, B TOM 4HCIe C YKa3aHHEM 3HAYUMOCTH pe3YJIbTAaTOB
HHTEpIIpeTallid MPOrPaMMHOIO O0ECTIeYeHHs], SBISIOLIETOCS MEJAMIIMHCKUM HU3JeNIneM
W YCIIOBUH NpUMEHEHHS MPOTPaMMHOI0 oOecreyeHus], SIBISIOUIETOCsS MeIUIIUHCKAM
U3JeIIIEM,;

9) cBemeHus O Hamudud (OTCYTCTBMH) B MPOrpaMMHOM  OOcCIEUEHUH,
SBJIAIONIEMCS MEIUUUHCKAM H3[eJINeM, TEXHOJOTHH WMCKYCCTBEHHOTO WHTEIUIEKTa,
¥ MX OITHCaHUe;

10) oncanme cocTaBHBIX YacTeil, MoayJeid, OIOKOB MporpaMMHOro obecreueHus,
SBJISIOIIETOCS MEULIMHCKUM H3/ICTTHEM;

11)uadopmarius 0 BO3MOXHBIX W3MEHEHHUSX IporpaMMHOro obecrneueHus,
SIBJIIOIIETOCS MENUIIMHCKAM U3JIe/INeM, KOTOpble BIHUSIOT (HE BIHSIOT) Ha €ro
GyHKIHOHANBHOE Ha3HauYeHHe U (W) MPUHIUT AeHCcTBUSA (IIpU HATMYMHN);

12) uadopmanust o crocobe TOMydYeHUS NOJIB30BATENIEM CBEJEHHH O TeKyllen
BEPCHH TIPOTpaMMHOTO  oOecIieYeHHs, SBJSIOIIEroCcs MEAMLHUHCKHM  H3JIENIHEeM,
U TpeOOBaHUAX K ero 0OHOBIIEHUIO;

13) xapakTepucTUKH OpHUHAIEKHOCTEH MIPOrPaMMHOIO obecrnedeHus,
SBJIAFOIIETOCS. MEOUIUHCKUM  W3IeheM, MEOUIUHCKUX U3JNenud Wi U3AeNu,
He SBILIIOIIMXCS MEAWIMHCKAMH, HO TPEAyCMOTPEHHBIX JJis  HCIOJB30BaHUSA
B KOMOMHALIMU C MPOTPaMMHBIM O0eCIeueHUeM, SIBISIOMIUMCS MEJUIMHCKAM U3/IENINEM,
a TaKKe OINHMCaHMEe CIIeUUaIbHOro o0OpyAoBaHUA U (UNH) MPOrpaMMHOIO obecredeHus,
TECTOBBIX 0a3  JaHHBIX, pa3paboTaHHBIX  Mpou3BOoAMUTENEM  (M3TOTOBHUTENEM)
NI WCIIONIb30BaHUS TPOTPaMMHOro obecredeHus], SBISIONIETOCS MeIUIHHCKAM
u3jenveM (Mpy HAJIMYUH);

14) nepeyerr pUCKOB JUIsi MOTpeOUTeNs, WACHTU(GUIHUPOBAHHBIX B Ipolecce
aHaJli3a pUCKa;

15) Texuudyeckre XapaKTepUCTHKH IPOrPaMMHOrO OOECIEeUeHHUs, SBISIOMIEToCs
MEAUIMHCKAM H3/IeITHeM;

16) anmapaTHble cUcTeMHble TpeOOBaHUS, HEOOXOAUMBIE M (PYHKIIMOHUPOBAHUS
IPOrpaMMHOro obecreueHus], SBISIOMIerocss MeIUIUHCKUM H3AenueM (IoauepKuBaeMble
OllepalliOHHBIC CHCTEMBI, TOIACpPXKMBacMble amnmaparHble IUIaTGOPMBI, TpedyeMmas
oIepaTHBHAs MaMsITh, TpeOyeMoe TUCKOBOE IPOCTPAHCTBO, IOTOIHUTEIbHbIC TpeOOBaHUS
K IIPOrpaMMHO-aIMapaTHEIM CPEACTBAM);

17) undopmarnss o TpoToKonmax oOMeHa [JaHHBIMH IS WCIIOJNB30BaHUSA

12 Pazpen 1l «Knaccudurauus mporpaMMHOro o6ecriedeHus, ABIAIOIIErOCH METULMHCKUM H3JETMEM» HOMEHKJIATYPHOM
KIaccUpUKauyl MEOMLUUHCKMX H3JeNUil Mo KiaccaM B 3aBMCHMOCTH OT MOTEHLMAJIbHOTO PHUCKa HX INPHMEHEHHS,
YTBEpKACHHO mpuKka3oM Ne 4H.
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NPOrpaMMHOTO 00ecredeHuts, SIBISIOIIerocs MeJUIMHCKAM U3ENINEM, BMECTE C IPYTHMHU
MeIUIIMHCKUMH U3JCTUSIMU U (WJIH) TIPUHAIEKHOCTIMY;

18)cBemeHus o mpouenype HWHCTAUIANMA M ACUHCTAUIALUU INPOTPaAMMHOIO
obecrnieyeHus, IBJISIOMErocs MEUIITHCKUM H3IeNUEM;

19) TpeGoBaHrs K TOArOTOBKE WM KBaTU(QUKALMK JIUL, OCYIIECTBIISIOIIMNX
YCTaHOBKY (MHCTAUALHIO) IpOrpaMMHOro obecreueHus], SBIAIOMErocs MeIUIMHCKIM
u3zienneM (Mpy HATHYKH );

20) naHHBIE O MapKHPOBKE IMPOrPaMMHOTO  OOECHEeYeHHMs, SABISIOLIErocs
MEIMIIMHCKUM H3JIeJIeM, U er0 YIaKoBKe (IIpH HaJIH4Un);

21) uadopmarus, HeoOXoAUMas s UASHTU(UKALUY TPOTPaMMHOI0 o0ece4eHus],
SBIISIONIErOC METUIIMHCKUM H3JIeIieM, C IeNIbl0 TOoNy4YeHHs 0e30omacHOi KoMOMHAIUH,
1 wuHDopMmanus 00 M3BECTHBIX OTPaHUYCHHUSAX IO COBMECTHOMY HCHOJIB30BAaHUIO
MPOTrPaMMHOTO obecrieueHus, SBIISTIOIETOCS MEIUITHCKUM u3zienueM
(mns mporpaMMHOTO ofecredeHHs, MNpeAHa3HAYeHHOIo U1 MCIOJIb30BaHUs BMeCTe
C IPYTUMH MEIUIIMHCKAMY U3AETHSIMU U (W) IPUHAUIEKHOCTIMH);

22)uHdopMaluss 0 Mepax IMpeJIOoCTOPOXXHOCTH, IPUHUMAEeMbIX B cly4ae
BO3MOJKHBIX OIIMOOK M cOOEB MPOrpaMMHOI0 OOeCTIeUeH s, ABISIOLIErocss MeJUIIMHCKUM
U3JIeNNeM;

23) uadopmarusg o6 obcrosTeNnbeTBaX (MOCHEACTBUAX ) TPUMEHEHUS IPOTPaMMHOI0
obecrieveHus, SBIAIOMICTOCS] MEIULMHCKAM H3JEIHeM, IPH KOTOPBIX I0Jb30BaTelb
JODKEH MPOKOHCYJbTHPOBATHCA € MEOWIMHCKAM paOOTHUKOM WIH  CIyxOoH
TEXHUYECKOU MOANECPIKKH;

24) uapopmarus o TpeOGOBaHUAX K OCYIIECTBICHHIO TEXHUYECKOTO COIPOBOXKICHUS
U IMOJIE€P)KKH MPOTrPaMMHOT'0 00eCTieYeHH s, ABJISFOIIErocss MEUIIMHCKIM U3/eTTUEM;

25)nepeyeHr Mep M CpPEICTB 3allUTBl OT HECAHKIIMOHHMPOBAHHOTO [OCTYyIIa
K IporpaMMHOMY O0OECHEUESHHIO, SBISIOMEMYCS MEAUIMHCKUM H3IENHEM, a TakkKe Mep
0 06ecreyeHHIo ero Kubep6e30MacHOCTH, B TOM YHCIe!:

a) CBelIeHHs O TOTEHIIHAIBHBIX PHCKAX BOZHUKHOBEHUS YTpO3 KuOepOe30macHOCTH
(B TOM 4nClIe HIeHTU(DUKAINS AKTUBOB, YIPO3 U YSI3BUMOCTEH );

0) cBelleHHsS O TIOpSIKE OTPaHUYEHHUs AOCTymHa IS BCEX BO3MOXHBIX YpOBHEH
C VKa3aHHEM METOJI0OB, KOTOPBIMH TaKOe OTpaHHMYeHHUE AOCTUTaeTCs (IOCTYN TOJBKO
I JOBEpEeHHBIX  MOJNB30BaTeNled,  JOCTYN  IIOCPEICTBOM  ayTeHTH(HUKALUU
IOJIb30BaTENICH ),

B) CTeNeHb W BO3MOXXHOCTB BIIUSHHUSA YIPO3 U ySI3BUMOCTEH Ha (PYHKIIMOHATHHOCTH
MIPOTPaMMHOr0 00eCTiedeHMsI U peJHa3HauYeHHBIX MOJIb30BaTeNeH;

r) CBeleHHS OO0 WCIONB30BAHUA aBTOMATHYECKUX METOJOB CHHXPOHH3ALUUU
JUIs 3aBEPIIEHUS] CEaHCOB B CHUCTEME, €CIIH 3TO HEOOXOAUMO I CpeAbl UCIOJIB30BaHUSA

B MoamynkT «k» nyHkra 2 TpeGoBaHuil K COMEPKAHMIO TEXHHIECKOTO (aifla Ha MPOrpaMMHOe 00eCTIEYeHHE, SBIIOLIEECs
MEIUIIMHCKUM H3eITUEM.
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POrpaMMHOr0 0OecTiedeH s], SBIAIOMEIOCA MEOUIIMHCKIM U3JIETUEM;

1) cBelAeHHs 00 HCIONb30BAaHMM MHOTOYPOBHEBOM MOJENH aBTOPU3ALNHN
U nuddepeHInaniy paB Ha OCHOBE POJIH MOJIH30BATENS WIH POJIH YCTPOHCTBA;

€) CBEeJEeHUS O TeXHHYECKHUX U NMPOTPAMMHEBIX CPEJCTBAaX 3alUThI, MPUMEHIEMBIX
B IIPOrpaMMHOM O0OecIiedeHHnH, SBIISIONIEMCS MEIUIUHCKUM HU3ETHEM;

) NMOPAJOK TNPOBEJASHHUS TMpOLEAypHl ayTeHTH(UKAIMU I0Jb30BaTeNsd Iepes
pa3peinieHueM OOHOBJICHHMI MPOrPaMMHOTO OOecledeHus, SBISIOMIETOCT MEIUIHHCKAM
U3JIeNTMeEM, B TOM YHUCIIE 3aTParuBaroIInX ONEPAIMOHHYIO CUCTEMY U TIPUIOKEHUS;

3) CBeACHHSI O HEOOXOOUMOCTH HCIOJIB30BAaHUS CHCTEMAaTHYECKHUX MPOLENYP
JUIs aBTOPU30BaHHBIX IONb30BaTeNeld MPH YCTAaHOBKE (MHCTAUIALUH) W OOHOBJIICHHH
IPOrpaMMHOT0 00ecreYeHns, IBIMIOMIETOCS MEIULIMHCKAM U3JIeNTUEM;

M) CBeIeHUs 0 HEOOXOIUMOCTH HCIOIB30BaHMUS CPEICTB 3alIUThI OT BPEJOHOCHBIX
nporpaMM  (aHTHBHpPYCHOE IIporpaMMHOe o0ecIedeHHe), €eClIH TaKHe CpelcTBa
HE TpPEeAyCMOTPEHBI MPOU3BOJUTENEM (MU3rOTOBUTENIEM) NPOTPAMMHOIO OOeCIeUeHHS,
SBJISIOLIEroCs. MEIUUMHCKUAM H3JeNneM, KOTOpOoe MOJDKHO HCIIONIB30BaThCsS COBMECTHO
C UHBIM MIPOrpaMMHBIM OOecrieueHHeM;

K) CcBeleHUs 00 UCHONB30BaHHM CpPEACTB KPHUITOrpapuuecKOHd  3all[UTHI
MHGOpMalui MPOrPaMMHOI0 obecreyueHus, SBIAIOMEIOCT MEIUIIUHCKAM H3IeIHEM
(npu HaTM4HH);

1) CBEACHHS O HEOOXOAVMOCTH HCIIONb30BaHUA (YHKIMH apXUBHPOBaHUS,
pe3epBHOrO0 KONHpPOBaHUS (OyONUpoBaHMSI) JaHHBIX Ha CcepBepax OpraHU3alnd
C MMOMOILBIO ayTeHTU(UIIUPOBAHHOTO MPUBHJIETHPOBAHHOTO I10JIB30BATEIS;

M) CBE€HHUS O CpeACTBax, MNPUMEHAEMBIX [UIS 3alldThl OT HE3aKOHHOIO
pacnpocTpaHeHus (Ipy HATHYHWH );

26) uadopmaiirsi 0 KIMHHYECKUX PEKOMEHIAIMSIX, HCIOJb3YEMBIX aJrOpUTMOM
IPOrpaMMHOI0 00eCTeYeHHUs, ABISIOIErocs METUIMHCKAM H3eaueM (IIPH HATHYIHH ),

27) nepedeHp TPHUMEHSEMBIX IIPOU3BOAMTENeM (H3rOTOBUTENEM) IPOTPAMMHOIO
obecrieueHus, SIBIISIFOILETOCS MEIULUHCKUM U3JIeNIieM, HaIlMOHAJIbHBIX
¥ MEXTOCYIapCTBEeHHEIX CTAaHAAPTOB,

28)cBeneHuss O HaMudud (OTCYTCTBHM) Yy  IPOTPAMMHOrO  00ecCIedeHHs
C IpAMEHEHUEM TEeXHOJIOTUH MCKYyCCTBEHHOTO MHTEIICKTA, ABJISIOMIETOCS METUITTHCKUM
U3JENNeM, BCTPOSHHOH (PYHKUMH aBTOMATHYECKON Ilepefadyd B aBTOMATH3HPOBAHHYIO
uHpopMaMOHHYI0 cuctemy @DegepanpHol  cioykO0Bl 10 Ham3opy B  chepe
3apaBooXpaHeHuss uHGopMauud 00 06paGaTbiBaeMBIX JAHHBIX, Pe3yabTaTax AeHCTBHSA
IIPOrpaMMHOr0 ofecredeHus: ¢ MPUMEHEeHHeM TEXHOJIOTHI HCKYCCTBEHHOI'O MHTEJIEKTA,
SBJIIOLIETOCS MEIUIIMHCKUM U3JENUEM, a TAKXKe CBeJIEHHH, MPeTyCMOTPEHHBIX MTOPSIKOM
cooOmeHnst cyObekTaMu oOpalleHus METUIUHCKUX H3JeNuii 000 Bcex Clydasx
BBISIBICHUS MOOOYHBIX JeMCTBU, He YKa3aHHBIX B HMHCTPYKLHMH IIO NPUMEHEHHIO
VI PYKOBOJCTBE I10 3KCILTyaTallud MEAUIIMHCKOTO U3ETIH, O He)KenaTeIbHBIX PEAKIIHIX
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TIpY ero MpUMeHEeHUH, 00 0COOEHHOCTIX B3aUMOJEHCTBUS MEAUIIMHCKUAX U3JENUil MEXITY
co00if, 0 ¢akTax u 006 00CTOATENBCTBAX, CO3AAIIUX YIPO3Y KU3HH U 3J0POBBIO TpaXk/laH
¥ MeTUIMHCKHX paOOTHHKOB IPH IPUMEHEHUH U DKCIUTyaTAlldM MEULMHCKIX M3eIHi';

29) uadopmaliss O IepBOHAYAIBFHOM BBIIYCKE WM IIOCIEAHEM IIEpPECMOTpe
SKCILTyaTAIl[HOHHOM JJOKYMEHTAI[MU Ha POrpaMMHOe o0ecTieueHHe.

10. OkcrmyaTaliioHHass ~ JOKYMEHTAIsi Ha  [porpaMMHOEe  oOeclieucHHe
IPeNoCTaBIAeTCS A O3HAaKOMJIEHHS HOTpeOuTenro Ha OyMaXHOM  HOCHUTele
(BMecTe ¢ mporpaMMHBIM obOecriedeHHeM, SBIAIONIAMCS MEAWIIMHCKUM H3JC/IHEM,
WIM OTAEIBHO OT Hero) W (Wiu) B (opMe DIIEKTPOHHOTO JAOKYMEHTa IOCPEICTBOM
pa3MelieHHss B HHQPOPMAIMOHHO-TEIEKOMMYHUKanMOHHOH  cetn  «lHTepHeT»
1 (WIKM) Ha 3JIEKTPOHHOM HOCHUTETIE.

OKCIUTyaTallMOHHAs JOKYMEHTallds Ha IporpaMMHOe oOecrieueHHe MOXKET OBITh
IPeNOCTABIEHA HOTPEOUTENIO IS O3HAKOMIEHHS B (OpMe BIEKTPOHHOIO IOKYMEHTA
MOCPEICTBOM pa3MellleHUs Ha SKpaHe, SBISIOMEMCS YacThI0 MEIUIIMHCKOTO H3/ICTIHS.

4 MMynkr 87 [Mpasuin.




