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Mockba

O peanausanuu nocranopieHns [IpaBurenncTBa Poccniickoit @eaepauuu
ot 14 aBrycra 2017 r. N2 967 «O0 0c06eHHOCTSX OCYyIIEeCTB/ICHHS 3aKYNIKH
MEeAHLHHCKHX H3Ae/Hii 0HOPA30BOro NpUMeHeHHs (HCIOAb30BAHHA)

M3 NOJIHBHHHJIXJIOPHIHBIX IJIACTHKOB A5l o0eciiedeHHsl rocyAapCcTBeHHBIX
H MYHHIIHTIAJBHBIX HY2KI) B 4aCTH ONpe/iesIeHAs OpPraHu3alui,
peaansytomux B 2017 - 2024 rogax KOMIJIEKCHbIE NPOEKTHI MO PACIIAPEHHIO H
(MJ1M) JIOKAJM3AIHHA MPOH3BOACTBA MeAHLMHCKHX H31eJIHH OJHOPa30BOro
npuMeHeHHs (HCMOAb30BaHHA) H3 NOJHBHHHJIXJOPHIHBIX IUVIACTHKOB

B cootBercTBUH C MyHKTaMu 5 U 6 IlpaBui oT60pa opraHu3aiyii, peaju3yoOLuX B
2017-2024 ropmax KOMIUIEKCHBIE MPpPOEKTHl IO PACIIMPEHHIO M (WIH) JIOKaJIM3aluH
l'IpOVI/IBBOIICTBa MEIUIIMHCKUX H3AENUd OAHOpPa30BOro NMpPUMEHEHHS (MCIIONB30BAHNS) H3
HOIMBHHUIXJIOPHIHBIX MJIACTHKOB, B IENSAX OCYIIECTBICHUS KOHKPETHON 3aKyIKH TaKOH
OpPOAYKIHH i olOecliedeHHsT TOCYyAAapCTBEHHBIX W  MYHHIHMNAIBHBIX  HYXI,
YTBEPKAECHHBIX MMOCTaHOBJIEHUEM IIpaBuTenbcTBa Poccutickon ®enepanuu
ot 14 aBrycra 2017 r. Ne 967 «O06 0coOeHHOCTSIX OCYILIECTBICHUS 3aKyIIKH MEIULAHCKUAX
U3JIEIAA  OJTHOPA30BOTO TNpUMEHEHHs (MCHOJIb30BaHUSA) W3 IOJIMBHHWIXJIOPUIHBIX
IUIACTHKOB JJI OOeCleYeHHs rOCYAapCTBEHHBIX U MyHHLUNAIBHBIX Hyxa» (CobGpanHue
3akoHoAaTenscTBa Poccuiickoii @enepamuu, 2017, Ne 34, ¢T. 5290 ), i pu Kk a3 BI B a 10:

1.  VYTBepauts npunaraeMsle:

NOPSANOK TPHHATHAS W PACCMOTPEHHS 3asBJICHHH O peanu3allil KOMILIEKCHOTO
IPOEKTa MO PACUIMPEHHIO U (WJIM) JIOKAIM3alUK MPOH3BOJACTBA MEIWLHMHCKUX W3ZEIIHH
OJTHOPA30BOTO NPHUMEHEHHS (MCHOJIb30BAHUSA) U3 IOJIMBHHWIXJIOPUIHBIX IIACTHKOB,

NOJAHHBIX POCCHICKMMM OpraHusanusMmu, peanusyromumu B 2017-2024 romax
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KOMIUIEKCHBIE TIPOEKTHI II0 pAaclIMpeHMI0O M (WIH) JIOKaIM3allid IPOM3BOJCTBA
MEIMIMHCKAX  W34eIHH  ONHOpa3oBOrO  IpPUMEHEHWs  (MCIONB30OBAaHMA) M3
TMOJTMBUHAIXJIOPUIHBIX IUIACTHKOB, BKIIOUEHHBIX B TEPEYeHb MEJUIMHCKUX H3/ICIUM
OIHOPA30BOr0 MpUMEHEHHs (MCMONb30BaHUs) U3 NONMBHHHJIXJIOPHIHBIX IUIaCTHKOB,
TIPOMUCXONSAIMX U3 HHOCTPAHHBIX FOCYAApCTB, B OTHOMICHHA KOTOPBIX YCTaHABJIMBAIOTCS
OrpaHMYeHHs [OMycka JUis ILenei OCYyMECTBICHHs 3aKyHmokK I obecreueHus
roCyJAapCTBEHHBIX M  MYHUIMIAIBHBIX  HYXI, yTBEPXKAEHHBI ITOCTAHOBJICHHEM
IIpasutenscTsa Poccuiickoit @enepanud oT 5 despas 2015 r. Ne 102 «O6 orpaHu4eHUIX
H YCIOBUSX JOIYCKa OTHEJBHBIX BHIOB MEIMIMHCKHX U3JeNnii, NPOUCXONAINUX U3
MHOCTPAHHEIX TOCYAapCTB, MU Leled OCYIECTBICHHMS 3aKymoK JId obecrieueHus
FOCYAApCTBEHHbIX ¥ MYHHIMIATBHBIX HYXI», KOTOpBIE SBISIOTCA HAJOTOBBHIMH
pesupenTamu Poccuiickoit @enepanu; |

¢GopMy cOTTAlICHHs O peanH3aluy B 2017-2024 rogax KOMIUIEKCHOTO IIPOEKTa IT0
pacIIMpeHHo U (M) JOKAIU3alHy IPOU3BOACTBA MEUIIHHCKIX U3Jeuii 0qHOPa30BOro
IpHMEeHEHHUs! (MCIIONb30BaHKs) U3 IONHBHHUIXIOPUIHBIX IIACTHKOB.

2. KOHTpOJIB 3a HMCIIOJIHEHHEM HACTOAIIEro IpHKa3a BO3JIOXKHTb Ha 3aMCCTHUTCIIA

Munuctpa pi6a C.A.

MuHnucTp ) .B. ManTtypos




VTBEPXIEH

npukazoM Munnpomropra Poccun
0T Q cewnysdos 2017 1. No 3407

TTopsaoK NPHUHATHS U PACCMOTPEHHS 3aABJICHHI 0 pealH3alHd KOMIIEKCHOTO
NPOEKTA MO PACHIMPEHHIO H (HJIH) JOKAJIH3ALHH NPOU3BOACTBA METHIHHCKHX
H3/1eJIHH OHOPA30BOro MPHMeHEHH (HCTOIb30BAHMA) U3 NOJMBHHHJIXJIOPHIHBIX
IVIACTHKOB, MOJAHHbBIX POCCHIHCKHMME OPraHM3alHIMH, peaH3yoIuMH B 2017-2024
roaax KOMILIEKCHbIE MPOEKThI M0 PACIIMPEHHIO H (HJIH) JOKAJTH3AHH
NPOHU3BOACTBA MEAHIHHCKHX H3eJIHi 0{HOPA30BOro NpHMeHEeHHs (MCIO0JIb30BAHMS)
H3 NOJTHBHHHJIXJIOPHIHBIX MJIACTHKOB, BKJIIOYEHHBIX B NepevYeHb MeAHINHCKAX
H3/1eJIHi 0THOPA30BOIo NPUMEHEeHHS (HCNO/b30BAHHA) H3 NOJMBHHHJIXJIOPHIAHBIX
IJIACTHKOB, MPOUCXOASIIHUX H3 HHOCTPAHHLIX IOCYJAapPCTB, B OTHOIIEHHH KOTOPBIX
YCTAaHABJIHBAKOTCH OrPAHHYEHHS JONMYCKa MJisl Lejleii ocyllecTBAEeHHS 3aKyNOK AJis
obecneyeHns rocyJapcTBEHHBIX H MyHHIHNIAJIbHBIX HYXK/, YTBEPKICHHbI
nocranosjenuem IlpaBurenbcrBa Poccniickoii @enepanun ot S pespans 2015 r.
Ne 102 «O6 orpaHHYeHHSIX H YCJIOBHAX A0NYCKA OTACJbHBIX BHAOB MeIHIHHCKHX
H3/1eTHH, NIPOUCXOASIINX H3 HHOCTPAHHBIX roCcyJapcTB, AJA eel ocymecTBIeHus
3aKyMOK /JJisi 00ecnedyeHus rocyJapcTBeHHbIX H MYHHIHNIAJBLHBIX HYXK/1», KOTOpbIe
SBJISIIOTCS HAJOroBbIMH pe3uaentamu Poccuiickoil @enepanuu

1. Hacrosmuit [lopsinox ompezaenseT nmpouenypy NPUHATHA ¥ pacCMOTPEHHSA
3asBJIEHHH O pealu3aliy KOMILIEKCHOIO MPOeKTa 10 PACIIUPEHUIO U (UJIH) JOKaIH3aluH
IPOM3BOACTBA MEAUIMHCKAX H3IENHi OXHOPa30BOro NPUMEHEHHs (UCIONB30BaHUA) W3
NOJMBHHUIXJIOPHAHBIX IUIACTHKOB (flajiee — KOMIUIEKCHBIM IIPOEKT), IOJaHHBIX
POCCHICKMMH OpraHu3anusamMu, peamusyrommmu B 2017 - 2024 romax KOMILIEKCHBIE
IPOEKTHI 10 PaCIIMPEHHIO W (M) JIOKATH3aUUH MPOM3BOACTBA MEAMIUHCKMX H3JCITHM
OIHOPa30BOr0 MpPHUMEHEHUs (WCIOJIb30BaHUS) W3 MOJMBHHWIXJIOPUIAHBIX ILIACTUKOB,
BKJIIIOYEHHBIX B IMepeYeHb MENWLIMHCKHX HU3JeNUdid OJHOPAa30BOr0 INpPUMEHEHHS
(MCMOJIb30BaHM ) U3 MOJMBUHUIXJIOPUIHBIX IUIACTUKOB, IPOUCXOASIIUX U3 HHOCTPAHHBIX
roCyAapCTB, B OTHOIIEHWH KOTOPBIX YCTaHABIMBAIOTCS OTPAaHUYEHHUS AOMYCKa IS LieNeH
OCYIIECTBJIEHUS 3aKyNOK AJIs 00ecredeHHs] TOCyAapCTBEHHBIX U MyHUIUNAIBHBIX HYXI,
yTBEpXKAEHHBIN mocTaHoBieHneM [IpaButensctBa Poccuiickoit @enepanuu ot 5 deBpas

2015 r. Ne 102 «O06 orpaHuueHHSIX U YCIOBHUSAX JIOMYCKa OTAEIbHBIX BHAOB MEIUIIMHCKHUX
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A3ENnM, NPOMCXOMAIIMX H3 HMHOCTPAHHBIX TOCYAapCTB, Ui I€JN€d OCYIIECTBICHUA
3aKyNOK /Uil 0O€CHeYeHHs TOCYNapCTBEHHBIX W MYyHHIUIANbHBIX Hyxm» (Cobpanue
3akoHozaTenbcTBa Poccuiickoit ®epepanun, 2015, Ne 6, ct. 979; Ne 23, cr. 3329; 2016,
Ne 18, ct. 2630; Ne 50, ct. 7091; 2017, Ne 23, cr. 3359;Ne 34, ct. 5291) (manee —
nepedeHb), KOTOpble SBISIOTCA HAJOTOBEIME pesuaeHTamu Poccuiickoit ®eneparuu
(nanee — 3aABUTENN, OPraHU3AINY, 3aSBICHUS).

2.  3asBUTellb B COOTBETCTBUH ¢ TMyHKTOM 5 IlpaBun otbGopa opraHu3aiuii,
peamusyromux B 2017 - 2024 romax KOMIUIEKCHBIE HMPOEKTHI MO PaCIIMPEHHIO U (UIiH)
JOKANM3allM¥ IIPOM3BOJACTBA MEAMIUHCKUX M3ACIMH OJHOPA30BOI0 MPHMEHEHUs
(MCIIONB30BaHKs) W3 TMOJUBHHHIXJIOPUAHBIX IUIACTHKOB, B IEIAX OCYIIECTBICHUS
KOHKPETHOM 3aKyNmKH TakoW NpPONYKIHMH [ oOecnedeHHs TOCYyJapCTBEHHBIX H
MYyHHUIUNATBHBIX HY)XH, YTBEPXKIEHHBIX IocTaHoBIeHHeM IIpaBuTenscTBa Poccuickoit
Menepanuu ot 14 asrycra 2017 1. Ne 967 «O6 0cOGEHHOCTAX OCYINECTBICHHS
KOHKDETHOM  3aKynmKd  MEOMIMHCKMX  H3AEIMH  OJHOpPa30oBOr0  IPUMEHEHHS
(McroNb30BaHKMs) U3 NOJMBHHHJIXJIOPHAHBIX  IUTACTUKOB Ul oOecreyeHus
rocyJapCTBEHHBIX M MyHHIMIAIBHBIX HYX1» (Cobpanune 3akoHonaTenscTBa Poccuiickoii
denepauuun, 2017, Ne 34, cr. 5290) (manee — IlpaBuna) mnomaeT B MHHHCTEPCTBO
NPOMBIIIIEHHOCTA ¥ Toprosiad Poccuiickoit @enmepanun (manee — MHHHCTEPCTBO)
3agBlicHHe B ITHCbMEHHOH (opMe W [OKYMEHTBI, MOJTBEP)KIAIOLUIME COOTBETCTBHE
OpraHU3aIMU KPUTEPHUSIM, YKa3aHHBIM B yHKTe 4 [IpaBun (qanee — JOKyMEHTSI).

3.  3asBieHHe IODKHO OBITH IPEACTABIIEHO HA PYyCCKOM s3bike, 0OpMIIEHO Ha
O/laHKe 3asBHUTENS B IPOU3BOJILHOW (opMe, MOANHCAHO PYKOBOAUTEIEM M 3aBEPEHO
neqaTbio 3asBUTeNs (MIpU HaMM4uuu). B 3asBiIeHNN yKa3bIBalOTCS:

a) TOJIHOE M COKpalleHHOoe (MpH HaJHYH{) HaWMEHOBAaHWE OpraHu3anuu (B
COOTBETCTBHUH C YUpPEAUTEILHBIMA JOKYMEHTAMH );

B) OCHOBHOM rocyIapcTBeHHBIN perucTpanuonnsiii Homep (Ol PH) opranmu3zanuuy;

I') apec MecTa HaxOXACHHS U ITOYTOBBIN aJpec OpraHU3allkH;

1) KOHTaKTHOE JIMLO OpTaHW3alliy C yKazaHhueM TenedoHa M ajapeca 3JIeKTPOHHOH

TOYTHI;
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¢) uadopManusi 0 HaMEpeHUH OPraHH3al[MH yJacTBOBAaTh B OTOOpE OpraHM3alui,
peanm3yomux B 2017 — 2024 ronax KOMINUIEKCHBIE IIPOEKTHI.

4. K 3asgBieHmio nmpuiararoTcs clieLyrolye JOKyMEHTHI:

a) 3aBepeHHas MOIIHCBHIO PYKOBOIMTENS (MHOTO YIOJHOMOUEHHOTO MM JIMIA) U
1eYaThio 3a9BUTENA (IPH HAJWYUH ) KOMUSA JOKYMEHTA, IIOATBEPKAAIOMETO COOTBETCTBUE
COOCTBEHHOr'O IPOM3BOJICTBA, PACIIOJIOKEHHOTO Ha TeppuTOopuH Poccuiickoii ®enepanum,
tpe6osanusam ['OCT ISO 13485-2011 «M3nenus meaununckue. CHCTEMBI MEHEIPKMEHTa
kadyecTBa. CHcTeMHBIe TpeOOBaHMS JUIS LeNed peryiupoBaHHs» (BBEIEH B NCHCTBHE
npukaszoM ®enepaJbHOr0 areHTCTBa M0 TEXHUYECKOMY DEryJIMPOBAHHIO H METPOJIOTHH
ot 13 mexabps 2011 r. Ne 1361-cT1);

0) 3aBepeHHbIE MOAMUCHIO PYKOBOAHUTENS (MHOTO YIIOJIHOMOYEHHOTO UM JIMIA) H
IeYaThio 3asgBHTENsA (IIPH HAIWYUHM [€YaTH) KOMUU [EHCTBYIOIIMX PETHCTPAlMOHHBIX
yIOCTOBEPEHUH Ha MEIUIIMHCKIE U3/IEIHsL, yKa3aHHbIe B IiepedHe (He MeHee 7);

B) 3aBEPEHHYIO MOANMCHIO PYKOBOAUTENS (MHOTO YHMOJHOMOYEHHOTO MM JHIA) H
[eYaTeio 3asBuUTeNs (IPM HAJIMYWAK II€eYaTH) KOMHIO IEHCTBYIOLIEro cepTUHKATa O
npoucxoxaenuu Tosapa no gopme CT-1, BeitaHHOTO B COOTBETCTBHH ¢ COTIalICHUEM O
IIpaBunax ompeneneHus CTPaHbI MporcxoxaeHus Topapos B Compyxectse HezaBucumeIx
Tocymapcte ot 20 Hosi0ps 2009 roma (Cobpanme 3akoHomarenbcTBa Poccuiickoi
Deneparun, 2011, Ne 34, cr. 4950; 2013, Ne 17, ct. 2039; 2015, Ne 30, ct. 4565; 2016,
Ne 3, cr. 463), ¢ ykazanuem Poccuiickoii ®Denepanuu Kak CTpaHbl IPOUCXOXKACHUS
IPOAYKLIAH;

') 3aBEpeHHbIe MOANMUCHI0 PYKOBOAMUTENA (MHOTO YIOJHOMOYEHHOTrO UM JHLA) U
neyaThlo 3asBUTENS (MpU HAJUYHMM TeYaTd) KOMUU MAaTEHTOB, BBIIAHHBIX HA IOJIE3HYIO
MoJelb U (UIK) u3o0peTeHne, B Ka4eCcTBE KOTOPBIX OXPAHIETCS TEXHUYECKOE PELICHUE B
COCTaB€ MEJUUUHCKOTO U3AENUsT WM CHIpbs, HCIOJIL3YEMOIO TIpU IPOU3BOJCTBE
MEANIMHCKUX M3ENHi, BKIIOYEHHBIX B IIEpeYeHb, Ha AaTy MOAAYH 3asBJeHUs (He MeHee
7);

1) KONMHH TOBApHBIX HAKIAJHBIX, 3aBEPEHHBIC IOANMHUCHIO PYKOBOAUTENS HIIU
IJIaBHOTO OyxrajnTepa 3asBUTeNS (IPH HAIMYNH) U CKPEIUIEHHBIE ITeYaThiO 3asBUTENS (TIpU

HaJIMYHUH T€49aTH), MOATBEPXKAaloIIre A0X0I (BBIPYUYKY) OT pealn3aldd MpON3BeIeHHBIX
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MEIULMHCKAX M3JENui 3a Mmoclneaune TpH rojaa (Ha IaTy MOJayud 3asBJICHHSA) HE MEHee
700000 TeIC. pyO€ii;

€) 3aBepeHHBbIE MOAMKCHIO PYKOBOIMTENS] KONHM OTYETOB O (PUHAHCOBBIX
pesynbTaTax OpraHd3alluy 1Mo (popMe coriacHo npuioxeHuio Ne 1 k npukasy Munduna
Poccun ot 02 wuroms 2010 r. Ne 66H «O ¢opmax Oyxraatepckodl OTYETHOCTH
oprammsauuii» (3apermctpupoBad B Munrocre Poccmn 02 asrycra 2010 T,
peructpanuonnbiii Ne 18023), ¢ H3MeHEHHSIMH, BHECEHHBIMU IIpHKa3aMH MunduHa
Poccuu ot 05 oktabps 2011 r. Ne 124 (3aperucrpupoBan B MuHriocte Poccum
13 mexabps 2011 r., peructpanuonsbiii Ne 22599), ot 17 asrycra 2012 r. Ne 113n
(3apeructpupoBan B Muntocte Poccun 4 okts6ps 2012 r., peructparuonssii Ne 25592),
ot 04 mexabps 2012 r. Ne 154u (3apeructpuposan B Muniocte Poccuu 29 nekabps 2012
r., perucrpanuodusiii Ne 26501), or 06 ampens 2015 r. Ne 57H (3aperucTpupoBaH B
Mumnrocte Poccun 30 ampens 2015 r., perucrpanuonsabiii Ne 37103), noaTBepKIaroInue
10xoH (BBIPYUYKY) OT pealli3allii MPOU3BEECHHBIX MEAULIMHCKAX U3JENUM 32 IOCIETHHE
TpH roja (Ha gary nopavu 3assieHus) He meHee 700000 ToIc. pyOei;

) 3aBEpPEHHbIE IOMANKCHI0 PYKOBOAUTENS (MHOTO YIOJHOMOYEHHOIO MM JIMLA) U
e4YaThlo 3asgBUTENs (NPH HAIMYHAH) KOIMUU TEXHOJNOTMYECKOH JOKYMEHTAllMH Ha
IPOU3BOJCTBO MEAWIMHCKAX H3ACNUN, yKa3aHHBIX B IIepedHE, IIOATBEPXKIAIOLIHE
UCIOJIb30BAHHE TEXHOJOTHH W MaTepHajoB, pa3pabOTaHHBIX 3a CUET OMOKETHBIX
aCCHUTHOBAHHH;

3) 3aBepeHHbIe HOINHCHI0 PYKOBOAUTENS (MHOTO YHOJHOMOYEHHOIO MM JIALA) K
IIEeYaThIO 3aABUTENS (P HATUYMH) KOMHU TOCYAapCTBEHHBIX KOHTPAKTOB Ha IOJIyYE€HHE
OIOKETHBIX ACCHTHOBAHMM M (WJIM) MHBIX MOTOBOPOB (B TOM 4HCJE JIMIEH3HOHHBIX),
HOATBEPXKAAIOUINX MpaBa HA UCIHOJIb30BAaHUE TEXHOJIOTHI U MaTepHasoB, pa3paboTaHHBIX
3a cyer OOMKETHBIX AaCCHUTHOBaHWHM, NpPH IPOU3BOJACTBE MEIUIMHCKUAX H3JEINM,
BKJIIOUEHHBIX B [I€pPEUYCHB;

1) 3aBepeHHBIC MOIIHMCHI0 PYKOBOAUTENS (HHOTO YIOJHOMOYEHHOTO MM JIMIA) H
e4yaThlo 3asBUTENS (IpH HAMYMKM) KONMHMHM TEXHUYECKUX YCJIOBHI Ha IPOHU3BOACTBO
MEIUIIUHCKUX U3AENUN, U CHIPhS MO KOTOPBIM OCYIIECTBJISETCS IMPOU3BOICTBO HE MEHEE

20 TOpOLIEHTOB HOMEHKJATYyphl (acCOpTMMEHTa) BCeX HAWMEHOBAaHMM MEIWIHHCKUX




HBHCHHﬁ, BKJIFOYEHHBIX B MEPEYCHb, HCIOJB3YECMOr'o IMpH KX IIPOU3BOACTBE, HAa NATy

OJAa4H 3asiBJICHUS.

5. TMoctynusimxe B MHHHCTEPCTBO B COOTBETCTBHH C IYHKTOM 2 HACTOSIIETO
[Mopsinka 3asBJIeHWE W TpUaraeMble K HeMy AOKYMEHTBI HAlpaBIAIOTCA B JlemapraMeHT
pa3sBUTUA (papMaleBTHYECKOH W MeUIIMHCKOH IPOMBIIITIEHHOCTH MuHKCTEpCTBa (Hanee -
HenaprameHT).

JlemapTaMeHT B TeueHHe 2 paboumx JHEH co AHS NMOCTYIJIEHHS B MHHHCTEPCTBO
PETHCTPHPYET MX B CIELHATLHOM JKypHale, KOTOpbIH [OIDKEH OBITh IPOIIHYpOBaH,
IIPOHYMEpOBaH M CKpEIUIeH Ne4aTbio MUHUCTEPCTBA.

6. HemapraMenT B TedeHue 10 pabounx nHeH co [OHA IIOCTYIUICHHS B
MHUHHCTEPCTBO 3asBJICHUS U IIPUJIAraeéMbIX K HEMY JOKYMEHTOB OCYIIECTBIISAET MPOBEPKY
KOMILIEKTHOCTH TPHJIAraéMbIX K 3asABJIEHHIO0 JOKYMEHTOB B COOTBETCTBHM C ITyHKTOM 4
Hacrosero [lopsaka.

7. ITo pesympTaraM MpOBEpKH, YKa3aHHOHW B MyHKkTe 6 Hacrtosuero Ilopsixa,
JlemapTaMeHT HaIpaBIIIeT MPECTABICHHOE 3asABJICHUE C NPUIaraéMbIMM JOKYMEHTaMHU B
KoMuccHio mo pacCMOTpPEHHIO 3asBiieHHi, oOpa3oBaHHyl0 MuHHCTEpCTBOM (naiee -
Komuccus). |

8. Komuccus He nmo3gHee 10 pabounx nHel co AHS MOCTYIUJICHHS 3asiBICHHS C
NpUIIAara€MbIMH ~ TOKYMEHTAMH [PUHUMAET pelleHHe O IOJOXKHUTEIFHOM MM 00
OTpULIATENLHOM PACCMOTPEHUY 3asIBIICHUS.

9. KoMuccusi mnpuHMMaeT pelleHHe O IOJIOXKUTEIBHOM PacCMOTPEHHH
3asBJICHHUS B CJIydae COOTBETCTBHUS 3asBHTENS KPUTEpUSM, YKa3aHHBIM B IyHKTe 4
IIpaBun. Komuccus npuHuMaeT pelieHre 00 OTpPULIATEIbHOM PAaCCMOTPEHUHU 3asBICHHS
P HECOOTBETCTBHM 3asBUTENS KpUTEPHUSM, yKa3aHHbIM B nyHKkTe 4 IlpaBun, unu
HEJJOCTOBEPHOCTH CBEJEHUM, COJepKallUXcs B 3asiBIIEHUH M IMpHIaraeMbix K HEMY
JIOKyMEHTaX.

10. Ha ocHoBanmuu npuastoro Komuccueii pemenus JlemapraMeHT B TedeHue 3
pabouux nHEH cO OHSA ero MPUHSATHS HAINpaBISIET 3asBUTENIO 3aKa3HBEIM MHCHMOM C
YBEIIOMJICHUEM I10 aApecy, YKa3aHHOMY B 3asiBJICHUH, U3BEILIEHUE O MOJIOKUTEITFHOM HIIH

00 OTPULATCIIBHOM PAaCCMOTPCHHUH 3asIBJICHUS, C YKAa3aHHECM IIPUYKMHBI TAKOI'0 pCIICHHUA.
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11. HsBewmieHue O TOJOXHUTEIBHOM PAcCMOTPEHUU 3asBJICHHS HAaNpPaBIsieTCs
JlemapTaMeHTOM 3asBUTENI0 COBMECTHO C 2 DJK3EMILISpaMH IPOEKTa COIJIALCHHS O
peanuzanmuy B 2017-2024 romax KOMIUIEKCHOTO IpoekTa MO (opme, yTBEpKACHHOH
HACTOSIIMM TIPHKA30M (fajiee — COTJIAllieHHe).

12. B cootrsercTBHHM C ab3aiieM BTOpHIM MyHKTa 6 IIpaBuiI 3asBUTENb HE MO3THES
5 paGouux OHeHd CO IHS NOJNYYEHUS H3BEIICHHMS O IIOJIOXHUTEIBHOM PAacCMOTPEHHH
3agBJIEHAS TpeacTapiseT B MHHHUCTEPCTBO MOANUCAHHBIA 3asABUTENCM OK3EMILLIDP
COTJIAIICHHUS.

13. B ciydae HempeacTaBlieHUs 3asABHTeNEM B MHMHHCTEPCTBO B Te4eHHE CPOKa,
yKa3aHHOTo B ab3are BTOpOM IyHKTa 6 IIpaBuil, NOAMUCAHHOIO 3K3eMILIApa COTTalleHHs
MMHHCTEPCTBO HANpaBIsAET 3asBUTENIO 3aKa3HBIM IIMCBMOM C YBEJOMIIEHHEM IO ajipecy,
yKa3aHHOMY B 3asBJICHHH, M3BellleHHe 00 OTKa3e BO BHECEHMH CBEJICHHH O 3asBUTENE B
peecTp  MOCTaBIIMKOB  MENUIMHCKHX  H3JIeMH  OJHOPAa30BOrO  TMPHMEHEHUs
(MCTOJIB30BaHNs) M3 TOJMBUHHIIXJIOPUIHBIX IUTACTHKOB, BKIIIOUEHHBIX B IIEPEYEHb (Hajee
— peecTp MOCTABIIUKOB).

14. B Teuenue 3 pabounx JHEH cO AHS MOMyYEHHUsS MOMIMCAHHOTO 3asABUTEIIEM
3K3eMIUIApa corjameHuss MHHUCTEPCTBO BHOCHUT CBEJEHHUS O 3asgBUTEIC B peecTp
IOCTABLIMKOB, KOTOpBIA pa3MemiaeTcs Ha oGQUIHMaIbHOM caiTe MHUHHMCTEPCTBA B
HH(OPMAI[HOHHO-TEJIEKOMMYHHUKAIMOHHOM cet «VIHTepHeT», a Takke B €IUHOM

HHPOPMALIHOHHOI cUCTeMe B cdepe 3aKyNoK.



VTBEPXJIEHA

npukazoM Munnpomropra Poccuu
OTQ co sovs 2017 1. Ne 2\07

®opMma

Cornamenue
o peanmu3anyi B 2017-2024 rogax KOMIUIEKCHOTO IPOEKTa I10 PACLIUPEHHIO H (WITH)
JOKaJIA3alHH TTPOU3BOJCTBA MEAULUHCKUX H3EIIHUN OJHOPa30BOIr0 IPUMEHEHHS
(ucToNbp30BaHMs ) U3 NOJMBHHWIXJIOPHUAHBIX IUIACTHKOB

« » 20 1.
(MecTO 3aKIIIOueHu) (mara 3aKkroueHus)
Ne
MuHKMCTEPCTBO MPOMBIIUIEHHOCTH H ToproBiu Poccuiickoii ®denepanuu, B
TLe , JefcTByIOLEro  Ha
OCHOBaHHH , oT UMEHHU

Poccuiickoit ®enepaiuu, UMeHyeMoe B AaibHelmeM « MUHUCTEPCTBO», H

(MOJTHOE HAMMEHOBAHUE IOPHIHMYECKOTO JIHLA)

B  JIHIE ,  JEWCTBYIOLIET0O Ha  OCHOBaHWUH
, aMeHyemoe(bii) B nanbHeieM
«OpraHmuzanms», coBMecTHO uMeHyemble «CTOpOHbBI», B cOOTBeTCTBHU C IIpaBumiaamu
oTOopa opraHuzanuii, peamusyromux B 2017-2024 ronax KOMIUIEKCHBIE IIPOEKTHI IIO
pacIIpPEeHHIO U (WJITH) JIOKAJIM3aIl[MU MPOU3BOICTBA MEAULIUHCKUX U3JEIHH OIHOPAa30BOI0
IpUMeHeHHus (UCMOJb30BaHUSA) W3 MOJUBHHUJIXJIOPHUAHBIX IUIACTHKOB, B ILEJAX
OCYIIECTBJIEHHS  KOHKPETHOM 3aKymKH TakoOi NpOAYyKHMH [  oOecredeHHs
rOCyapCTBEHHBIX M MYHHIMIAIBHBIX HYXJ, YTBEPXIACHHBIMH IOCTaHOBJICHUEM
IpaButensctBa Poccuiickoit @enepanuu ot 14 aBrycra 2017 r. Ne 967 (CoGpanue
3akoHomarenbcTBa Poccuiickoii ®enepanuu, 2017, Ne 34, cr. 5290) (nanee — IlpaBuna),
3aKJIFOUMIIN HACTOSIIIEe COrJIallleHue O HIKECIeAYIOLEM.

L. ITpeameT cornaiienud



1.1. Opranu3anus 00s13yeTcsl OCYIeCTBUTh KOMILIEKCHBIH MPOEKT IO PACHIMPEHHIO
U (MIM) JIOKaIM3alMy POM3BOACTBA MENULMHCKUX H3/CIHHA OJNHOPA30BOr0 IPUMEHEHHS
(MCIIONB30BaHKs) M3 MOJMBUHAIXJIOPUAHBIX IJIACTUKOB B COOTBETCTBMH C IpaMKOM
pealu3alMd KOMILIEKCHOTO MpOeKTa, IPeAyCMOTpeHHHIM MyHKToM 3 IlpaBun wu
ABJIAIOIIAMCS HEOThEMIIEMON YaCTBhIO HacTosmiero coriameHus (manee - ['paduk), B
Hensax OpraHu3aluy BBICOKOTEXHOJIOTHYHOTO IPOU3BOJICTBA, CO3aHMs
BBLICOKOIIPOM3BOAUTENBHBIX PA0O0OYHX MECT U YBEJIMUEHHs HAIOTOBBIX IIOCTYILIICHHH.

1.2. Tlpu 3akioyeHUH HacToslero cornameHuss OpraHu3alis BbIpaXaeT CBOE
corjiacHe Ha OCYIIeCTBIIEHHEe MHUHHUCTEPCTBOM INPOBEPKH BbINONHEHHs OpraHusanuei
MEPOTIPUATHIA, TIPeAYCMOTPEeHHBIX [ 'paduxom.

I1. BzaumoneiictBue CTopoH
2.1. MuHHCTEPCTBO 00A3yeTCS:

2.1.1. Bxmounts OpraHu3alMio B peecTp MOCTABLIMKOB MEAUIMHCKHX H3JENUH,
BKIIOYEHHBIX B IE€peveHb MEIUIUHCKUX U3JeJUi OJHOPA30BOIO  IPUMEHEHMS
(MCITI0JIb30BaHKA ) U3 MOJUBUHHIIXJIOPUIHBIX IUIACTUKOB, YTBEP)KACHHBIH [10CTAHOBIICHHEM
IIpaButenscrBa Poccuiickoit ®denepanun oT 5 ¢beBpans 2015 T.
Ne 102 «O6 orpaHHYeHHSX H YCIOBHAX HOMYCKAa OTHAEIBbHBIX BHMIOB MEIUIIMHCKHX
U3IENNi, TPOUCXONAIIUX K3 HHOCTPAaHHBIX TOCYAapCTB, Ui Leledl OCyIeCTBICHHS
3aKymoK s obecliedeHnsi TOCYAapCTBEHHBIX M MyHHIMNATbHBIX Hyxa» (Cobpanue
3aKoHoAaTeNnscTBa Poccuiickoit @eneparuu, 2015, Ne 6, ct. 979; No 23, ct. 3329; 2016, Ne
18, ct. 2630; Ne 50, ct. 7091; 2017, Ne 23, ct. 3359; Ne 34, ct. 5291) (nanee — Peectp);

2.1.2. PaccmaTpuBaTh OTYETHl U JOKYMEHTHI, peAcTaBicHHble OpraHusanuen B
COOTBETCTBHMH C IMyHKTaMH 2.2.2 1 2.2.3 HACTOSILEr0 COTJIAIlECHHUS];

2.1.3. OcymecTBiasaTh KOHTPOJIb 3a BhIMOJNHeHHeM OpraHusanued MepoIpHTHH,
npenycMoTpeHHbiXx ['padukoM, BKIOYas HMPOBEPKY M aHAIM3 COOTBETCTBHUS 1€JIEBHIM
II0Ka3aTejsIiM OTYETHOr'O Mepruoia AOKYMEHTOB, TyTeM MPOBEECHUS IPOBEPOK;

2.14. Tlo pesympTraTaM pacCMOTpEHHS  JOKYMEHTOB, IIPEACTaBICHHBIX
OpraHM3alMed B COOTBETCTBHM C MyHKTamMu 2.2.2. U 2.2.3 HaAcCTOALIEro COIrIalleHHs,
0o(OpMJISTE aKT O BHIMOJIHEHHH MEPOIPUSATHH, TpeyCMOTpeHHbIX I'papukom;

2.1.5. B cuyuae HeBoimosHeHHsA (Oonee yem Ha 10 mpornenToB) Opranusanueii
MEPOTPHATHH, TPeIycMOTpeHHbBIX [ padhkoM, HampaBUThH TpeOoBaHME 00 ymiare B JOXOL
benepansHoro 6romKera mrpaga B pazmepe 30 NponeHTOB OT 001el CyMMBI KOHTPaKTOB,
rcroiHeHHbIX OpraHu3anuei NMpu pealu3alii KOMIUIEKCHOTO MPOeKTa 3a TEKYIIMHA roj,
n uckmounts Opranmsamnuio u3 Peecrpa;

2.1.6. llpm Hanmuuuu wuHbOpManuu o BKIOUYeHUH OpraHu3alud B peecTp
HeZOOPOCOBECTHHIX MOCTABIIMKOB UCKMOUHTh Opranusanuio u3 Peectpa 1o uckioueHus
U3 peecTpa HeToOPOCOBECTHBIX MOCTABIINKOB,;




2.1.7. Paccmorpeth B TedeHue 30 KaleHAAPHBIX JHEH C JaThl MOCTYIUICHHS
JIOKYMEHTBI, mpejcTaBieHHbie OpraHuzanueifi B COOTBETCTBHHM C IyHKTOM 2.2.5
HACTOSIIETrO COIIALICHHS;

2.1.8. OdopMHUTs aKT O BBIIOJHEHUH MEPONPHATHH, MHPEXYCMOTPEHHBIX
I'padukom, B ciryuae moarBepxkaeHus OpraHusanueil COOTBETCTBHUS YCIIOBHAM U 1I€JIeBBIM
nokaszarensM I'pauka cOriaCHO IyHKTY 2.2.5 HacTOSINEro COrjalleHus, i B T€YEHHE 3
pabouux aHeit BkmounTh Opranusanuio B Peectp.

2.2. Opranu3anms o6s3yercs:

2.2.1. BBHINOSHATE MEPONPHUATHA IO peaau3allid KOMIUIEKCHOrOo IPOeKTa B
cootBetcTBUH ¢ I'padukom;

2.2.2. TIpencraBnasats B MHHHCTEPCTBO €XEroiHo, Ao 1 HoAOpsA TeKylero roaa
OTYET O BHINOJHEHUH MEPOIPUATHI, IIpeyCMOTpeHHBIX [ pagukoM (manee — oTyeT);

2.2.3. Ilpenctasnsate mo TpeOoBaHUIO MUHHCTEPCTBA NEPBHYHBIE JOKYMEHTHI
(xomun), MOATBEPKAAIOIIIHE JIaHHEIE, coepKaluecs B OTYETE;

2.2.4. B ciny4ae HeBbinojHeHus (Oonee yeM Ha 10 NpOLIEHTOB) MEPONPHUSATHH,
npenycMOTpeHHEIX ['padkoM, MHepeudciuTs B I0X0[ ¢enepaibHOro OromkeTa mrpad
B pasMmepe 30 MpOIEHTOB OT 0OOIIel CyMMBbI KOHTPaKTOB, UCIIOJHEHHBIX OpraHu3anuei
Ipd peall3aldd KOMIUIEKCHOTO MpOeKTa 3a TeKyUIMH rof, B TedeHHe 10 xaneHmapHBIX
JHeH co THA MoJTydeHus TpeboBaHus oT MUHHUCTEPCTBA;

2.2.5. B cnyyae uckmoueHus u3 PeecTpa B COOTBETCTBUM C IyHKTOM 2.1.5.
HACTOSIIETO COIVIAIEHWS HAIpaBiATh B MUHHCTEPCTBO JOKYMEHTHI, IIOATBEP)KIAIOLINE
COOTBETCTBHE YCIIOBHSIM M I€JIEBBIM MoKazaTessiM [ paduka;

2.2.6. ExerogHo, mo 1 HoA0Ops TeKkymiero roja MpPOBOJUTb HE3aBUCHUMBIA
TEXHOJIOTHYECKUHA ayAUT KOMIUIEKCHOI'O MpOeKTa ¢ MOCIEAYIOIUM IPENCTABICHUEM
pe3yIbTaTOB ayAuTa B MUHHCTEPCTBO.

III. KoHTpOb 32 HCIOJIHEHNEM YCJIOBHI COTJIALICHHUS

3.1. Muunpomropr Poccuu mpoBoauT mpoBepkd BbimodHeHHs OpraHuszainuei
MEpONPHUATHIA, TPeAYyCMOTPeHHBIX I padukom, B cooTBeTcTBUU ¢ myHKTOM 10 Ilpasum.

3.2. B paMkax nIpoBOJUMBIX MPOBEPOK BBINOMHEHUs OpraHuzanueil MEpOIpUsITH,
npenycMoTpeHHbsix ['padpuxoMm, OpraHuzanus mnpeactaBisieT MHUHHCTEPCTBY IO €ro
TpeOOBaHUIO HEOOXOAUMBbIE JIOKYMEHTBI, OTHOCAIIUMECS K IMIPEAMETY HACTOSIIEro
COTJIAIlIeHHS.

IV. OtBercTBeHHOCTH CTOPOH

4.1. B cnydyae HEHWCIOJHEHWS MM HEHAIJIEeXKaler0 HWCHOJHEHUS YCJIOBUM
Hactosamero CornaimeHuss CTOpPOHBI HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C
3aKoHOoaTenscTBOM Poccuiickoit Oeepanui.

4.2. B ciayuae HeBbimosiHeHUs (Oonee yeM Ha 10 MpOLIEHTOB) MEPONpPHUATHH,
npenycMoTpeHHbIXx ['papmkom, OpraHuzanms yIuladdBaeT B J10x0n (emepanbHOro
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6romketa mrpad B pasmMepe 30 mpoLeHTOB OT 00IIell CyMMBI KOHTPAaKTOB, MCIIOJHEHHBIX
Opranu3zanuei pu peaiyu3anyuy KOMILIEKCHOTO IPOEKTAa 3a TEKYIIUH Toj.

V. ¥YperynupoBasue criopoB

5.1. CTOpOHBI MPUHUMAIOT BCE MePBI JJIS TOrO, YTOOB! JIIOObIE CIIOPHBIE BONIPOCHI,
pasHoriacus JuO0 INpeTEeH3UH, KacalolMecs HCIOJHEHUsT HACTOAIIEro COTJIAlICHHUs,
OBLIH yperyJanpoBaHbl IyTEM IEPErOBOPOB.

5.2. B cnywyae HemocTmkeHus coriacus CTOpoHaMM CHOpPbl M DPasHOrIacHs
IOJJIEKAT pa3pelIeHHI0 B CyIeOHOM HOpsIKe B COOTBETCTBHHM C 3aKOHOJATENHCTBOM
Poccuiickoii ®enepanuu.

VI. Cpok aeicTBHS HACTOSILETO COrIAIEHUS

6.1.HaCTo;11uee COrjiallicHue BCTYNACT B CHIIY U CTAaHOBHUTCH 00s3aTeTLHBIM JJIs
CTOpOH ¢ MOMCHTA €ro noAInuCaHus IleﬁCTByeT OO0 ITOJTHOTO HCIIOJIHCHUA CTOpOHaMI/I
00513aTeNbCTB 110 HaCTOsAMEMY COIIAIlICHHUIO.

VII. Iopsaok pacTopXeHHs COTIallleHUs

7.1. Hacrosiuee corjiameHne MOXeT OBITh pacTOPTHYTO HO corjaiieHuo CTopoH,
b0 B TOpAAKe, MPEIYCMOTPEHHOM T'pPaXITAaHCKUM 3aKOHOAATellbcTBOM Poccuiickon
Oenepanum.

VIII. 3akirounTenbHEIE TON0XKEHUS

8.1. JioOble W3MeHEHMs, BHOCHMBIE B HACTOfIIee COrjalleHue, O(QOopMIIOTCS
JOTIOJTHUTENbHBIM ~ COTJIAIIEHHEM, KOTOpOE€  IIOAMMCHIBACTCS  YNOJIHOMOYEHHBIMH
npencraBuTesiMu CTOPOH U SBJISIETCS HEOThEMJIEMOM YaCThIO HACTOSIIIETO COTJIAIICHHS.

8.2.CTOpOHBI HE MOTYT IEpeJaBaTh CBOM NpaBa M OOS3aHHOCTH IO HACTOSLIEMY
COTJIAIICHWIO TPEeThHUM JIMIaM, 32 HCKIIOUYEHHEM CllydaeB, IIPEeNyCMOTPEHHBIX
3aKOHOaTeNbCTBOM Poccuiickoit @enepauui.

8.3. B cinydae wu3MeHeHHs y Kakoi-muO6o u3 CTOpOH MecTa HaXOXIECHHS,
HaHMEHOBaHUsI, OAHKOBCKMX WM IPYTUX PEKBH3UTOB, WU B Clly4ac pPeOpraHM3aluu
omHori 3 CrtopoH Takas CtopoHa o0s3aHa B TeueHHe 3 AHEH C OaTbl BHECEHHs TaKHUX
HW3MEHEHUH MICBMEHHO U3BECTUTH 00 3TOM Apyryto CTOpOHY.

8.4. Hacrosiiiee cornameHne COCTaBICHO B 3 3K3EMIUIIPAX, UMEIOLIUX OAUHAKOBYIO
IOPUANYECKYIO CHIIy, OJUH W3 KOTOpbIX mepenaH OpraHusaunud, U [1Ba HaXOmATCd Yy
MunucTepcTBa.



IX. [lepeuenp npriIOKEHUN

9.1. HeorbemieMmoif 4YacTBIO HACTOSAINETO COTNAIIEHHS SABIAETCA TIpaduk
pean3alii KOMIUIEKCHOTO IIPOEKTa, IPeTyCMOTPEHHBIH IIyHKTOM 3 IlpaBun, Ha _ L.

X. PexBu3uTthl u nognucu CTOpoH

MHHHUCTEPCTBO: Opranu3anus:

MHHKCTEPCTBO MTPOMBILLICHHOCTH U IOJIHOE HanMeHoBaHue OpraHu3anuu
toprosiu Poccuiickoit Pexnepannn

Anpec: Anpec:
MHH VHH
KITIII KIII1
MuHucTepCTBO: Opranmn3zanus:
(IOHKHOCTD) (IODKHOCTD)
(moamuCh, haMUIHSL, UM H OTYECTBO) (moxmuch, hamMuius, UM U

OTUYECTBO (IIPH HATHYIHH)

20 r. 20 r.

M.IL MLIL. (11py HAJIMYUY TT€YaTH )




