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2 cotas DI 20\7 1. N HA0F

Mocksa

O peanusanuu nocraHoBieHns [IpaBurenbcrea Poceniickoit @eaepauuu
ot 14 aBrycra 2017 r. N2 967 «O6 0co6eHHOCTSAX OCyIIEeCTBICHHSA 3aKYNIKH
MEeAHIHHCKHX H31e/IHi 0JHOPA30BOro NPpUMEHEeHHs (HCIOJIb30BAHHA)

M3 NOJHBHHHIXJIOPHIHBIX IJIACTHKOB U1 00eciie4eHHs rocy1apcTBeHHbIX
H MYHHIHIAJIbHBIX HYXKI» B 4YaCTH ONpeAe/IeHHS OPraHH3AIHH,
peaiusyromux B 2017 - 2024 rogax KoMILIEKCHBIE IPOEKTHI MO PACIIHPEHHIO H
(WJIH) JTOKAJIH3ALMHA NPOH3BOACTBA MeIHIIHHCKHX H3/1eJIHH OXHOPAa30BOro
npuMeHeHHs1 (HCMOAb30BAHNSA) H3 NOJTHBHHHJIXJIOPHAHBIX IVIACTHKOB

B cootBeTcTBHH ¢ myHKTaMH 5 U 6 [IpaBun otbopa opraHu3aiyii, pealn3youX B
2017-2024 romax KOMILTIEKCHBIE MPOEKTHl IO PACIIMPEHHIO M (WIM) JIOKAIX3alUu
l'IpOVI/IBBOIICTBa MEIUIIMHCKUX HW3JENHH OJHOPa30BOr0 NpPHUMEHEHUs (MCIIONMB30BaHHS) M3
NONMBUHUIXIOPHAHBIX IUIACTHKOB, B IENITX OCYIIECTBIIEHUS] KOHKPETHOH 3aKyIIKHM TaKoh
NPOAYKHUH Ui oOecliedeHHs] TOCYJapCTBEHHBIX MW MYHMIMIANBHBIX  HYXI,
YTBEPXIAECHHBIX MMOCTaHOBJIEHUEM IIpaBuTensCcTBa Poccuiickon denepanuu
oT 14 aBrycta 2017 r. Ne 967 «O0 0coOeHHOCTSAX OCYIIECTBICHUS 3aKylIKd MEAULIMHCKHX
H3IEU  OOHOPA30BOTO TNpUMEHEHHs (MCIONb30BaHUS) M3 IONMBUHUIXJIOPHUIHBIX
IUIACTHKOB I O00eCledYeHHs TOCyAapCTBEHHBIX M MYHHIMNAIbHBIX HYX1» (Cobpanue
3akoHomarenbeTBa Poccuiickoii @enepanuu, 2017, Ne 34, ¢T. 5290 ), mpu K a3 BI B a 10:

1. VTBepauts mpuiaracMsle:

NOPSIOK IPHHATHS M PAacCMOTPEHHS 3asBIIEHUH O peaju3allid KOMIIJIEKCHOTO
pOEKTa MO PACUIUPEHUI0 U (WJIH) JIOKAIU3alUK NPOU3BOACTBA MEIULIMHCKUX U3JEJIHI
OJTHOPA30BOT0 TNPHUMEHEHHUS (HCIONb30BAHUS) U3 IOJUBUHUIXIOPUAHBIX IJIACTUKOB,

MOJAHHBIX POCCHHCKUMH OpraHu3auusmu, peanusyromumud B 2017-2024 romax




2

KOMIUIEKCHBIE HPOEKTHl 110 pacllMpeHHio H (WiM) JIOK&IM3allMd NPOU3BOJACTBA
MEIMIMHCKAX  M3NENHM  ONHOPA30BOr0  IHpMMEHeHHs  (UCMONb30BaHMA) M3
ITOMMBUHIITXIOPHAHBIX ILIACTMKOB, BKJIIOYEHHBIX B II€pPEdeHb MENMUHMHCKHMX H3JCIHH
OIHOPA30BOTO TMpUMEHEHHs (MCNONb30BaHUA) W3 TNONMBHHHJIXJIOPHAHBIX ILIACTHKOB,
TIPOMCXOMSIIMX U3 HHOCTPAHHBIX FOCYAAPCTB, B OTHONIEHHH KOTOPBIX yCTaHABIIHBAIOTCH
OrpaHMYeHHs] JONycKa JUIs LelNed OCYIIECTBICHHs 3aKylmoK A obecneyeHus
rOCYJapCTBEHHBIX M MYHUIHNATGHBIX HYXI, YTBEPXICHHBIH IOCTaHOBICHHEM
IIpaButenscTsa Poccuiickoit Penepanus ot 5 deppana 2015 r. Ne 102 «O6 orpanuyeHUIX
H YCJIOBHSX [ONYyCKa OTAENBHBIX BHAOB MEIULHAHCKHX U3JeNni, NPOUCXOMAINX U3
MHOCTPAaHHBIX TOCYHapCTB, [UIs Leledl OCYIIECTBICHHUS 3aKyMOK i obecneyeHus
FOCYJapCTBEHHBIX M MYyHHIMIATBHBIX HYXI», KOTOpbIE SBISIOTCA HAJOTOBRIMHU
pesunentamu Poccuiickoit Oenepanuy; |

¢GbopMy cOTrialleHHs O peaau3aluy B 2017-2024 romax KOMIUIEKCHOTO IIPOCKTA IO
paciiMpeHnio ¥ (MIH) JTOKAIM3aLHy TPOU3BOACTBA MEUIUHCKUX U3/IeIii OTHOPA30BOro
IpUMeHeHus (MCIIOIb30BaHMS) U3 TIOMMBYHIIXJIOPUIHBIX TIIACTHKOB.

2. KOHTpOJII) 3a HCIIOJIHEHHEM HACTOSAIIEro IIpHKa3sa BO3IOXHTh Ha 3aMECTUTCIIA

Munuctpa Lpi6a C.A.

MuHuctp ) .B. ManTtypos




VTBEPXIEH

npuka3oM Munnpomropra Poccun
OT Q cewxsowes 2017 1. No 007

TTopsiaoK NPHHATHS U PACCMOTPEHHs 3asiBJICHHH 0 peaiH3alHHd KOMIIEKCHOIO
NPOEKTA 0 PACHIUPEHMIO H (H/IH) JTOKAJH3ANHNH NPOH3BOJACTBA MEIHIHHCKHX
H3AeJIHii 0JHOPA30BOro MpHUMeHeHHs (HCNOJIb30BAHMSA) H3 NOJTHBHHHIXJIOPHAHBIX
IUIACTHKOB, MOAAHHBIX POCCHICKMMH OpraHH3aUHAMHE, peaju3yomumvu B 2017-2024
roJax KOMILIEKCHbIE IPOEKTHI M0 PACHIHPEHHIO H (HJIH) JIOKAJIH3AIHH
NPOH3BOACTBA MEIHIIMHCKHX H3e/Hii 0AHOPa30BOr0 NPHMeHEeHHs (MCNO0J/Ib30BAHHUS)
H3 NOJHBHHHJIXJIOPHIHBIX MIACTHKOB, BKJIIOYEHHbIX B NlepeYeHb MeTHIHHCKHX
H3/1eJIHil 0JHOPa30BOr0 NMpUMeHeHHs (HCIO0/Ib30BaAHHA) H3 MOJHBHHHIXJIOPHIHBIX
IVIACTHKOB, MPOUCXOAAIIUX H3 HHOCTPAHHBIX IOCYJapPCTB, B OTHOLIEHHH KOTOPBIX
YCTAHABJIHBAIOTCS OrPAaHMYCHHS AONMYCKA 1JIsl LeJieil 0CyIecTBIEHHA 3aKYNOK i
obecrieyeHHs rocyJapCTBEHHBIX H MYHHIIHIIAJbHBIX HYXK], YTBEPXKACHHbIi
nocranosjennem Ilpasuteancrea Poccniickoii @enepanun ot S dpeppans 2015 r.
Ne 102 «O0 orpaHHYeHHSIX H YCJIOBHSX AONMYCKA O0TAEJbLHBIX BUIOB MeIHIHHCKHX
M3 €M, NPOMCXOASIIUX H3 HHOCTPAHHBIX IrOCYAAPCTB, AJIS HeJIeH OCylleCTBIeHHS
3aKyNoOK AJ1s1 o0ecnedyeHus rocyJapcTBeHHbIX H MYHHIHNAJBHBIX HYXK1», KOTOPbIe
SIBJIMIIOTCH HAJIOTOBBIMH pe3naeHTaMu Poccniickoil @enepanun

1. Hacrosmmit ITopsgok ompenenser npouenypy NPHUHATHS M PaCCMOTPEHHS
3a9BJIEHHI O pealu3allii KOMIUIEKCHOTO MPOEKTa M0 PacCIINPEeHHUIO U (HJIN) JIOKaTH3auu
IPOM3BO/CTBA MEIULIUHCKAX H3IENHHA OJHOPA30BOr0 MpUMEHEHHs (MCIONb30BaHMs) M3
NONMBUHIIIXJIOPHIHBIX [UIACTHKOB (Jjajlee — KOMIUIEKCHBIM IIPOEKT), IIOAaHHBIX
POCCHICKMMH OpraHm3amusaMu, peamusyromumu B 2017 - 2024 romax KOMILIEKCHBIE
IIPOEKTHI MO PACUIMPEHUIO W (MJIH) JIOKAIU3ali¥ MPOU3BOACTBA MEIULMHCKUX H3IEITHiA
OJIHOPA30BOr0 TPUMEHEHHUs (UCIOJIb30BaHHUS) M3 MOJMBHHWIXJIOPHIHBIX IIACTUKOB,
BKIIIOUEHHBIX B IepeYyeHb MEIUIIUHCKAX HU3AENUH OJHOpPA30BOTO IPUMEHEHHUs
(MCTIONIb30BaHHUS ) U3 MOJNMBUHMIXJIOPUHBIX TUIACTUKOB, IPOMCXOIAIIUX U3 HHOCTPAHHBIX
roCyIapCTB, B OTHOIICHWH KOTOPBIX YCTaHABIIMBAIOTCS OTPAaHUYCHHS JOMyCKa I LieleH
OCYILIECTBJICHUS 3aKyMOK sl oOecredeHusl roCyJapCTBEHHbIX U MYHHIUIAIBHEIX HYX],
yTBEp)KAEHHBIN mocTaHoBeHneM [IpasutensctBa Poccuiickoit denepanuu ot 5 deppans

2015 r. Ne 102 «O6 orpaHUYEHHUSIX M YCIOBUIX JOIMYCKa OTAEIBHBIX BUJOB MEIULIMHCKUX
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W3MENAM, NPOUCXOAAIIAX W3 HMHOCTPAHHBIX TIOCYJapcTB, MUl II€J€d OCYIIECTBJICHUS
3aKYNOK Ui OGECTeueHHsl IOCYJapCTBEHHBIX M MYHHIHMNANbHBIX HyXa» (Cobpanue
3akoHOmaTenbcTBa Poccuiickoit ®enepamuu, 2015, Ne 6, ct. 979; Ne 23, cr. 3329; 2016,
Ne 18, ct. 2630; Ne 50, ct. 7091; 2017, Ne 23, ct. 3359;Ne 34, ct. 5291) (manmee —
nepedeHb), KOTOphlE SBISIIOTCS HAJIOrOBBIMH pesujieHTamMH Poccuiickoit ®@epepanuu
(manee — 3asiBUTENN, OPraHU3aIMH, 3asBIICHH).

2.  3asgBuTenb B COOTBETCTBUH ¢ IyHKTOM 5 [IpaBun orbGopa opraHusauui,
peamusyromux B 2017 - 2024 rogax KOMIUIEKCHBIE NPOEKTHI MO PACIIMPEHMIO U (HJIH)
JIOKAIM3al[id  IPOM3BOACTBA MEIMIIMHCKUX H3ACIUH OJHOPAa30BOr0 IPHUMEHEHHS
(MCIONB30BaHUs) W3 TMOJUBHHHIXJIOPUIHBIX IIACTHKOB, B ILEIAX OCYIIECTBICHHS
KOHKPETHOM 3aKylKM TaKoOW TNPOAYKIHH i obecledeHusl TOCYyIapCTBEHHBIX U
MyHUIMNAILHBIX HYXKI, YTBEPXIEHHbIX noctaHoBieHueM IlpaButenscTBa Poccuiickoi
Menepauyu ot 14 aprycra 2017 1. Ne 967 «O6 0COGEHHOCTAX OCYIIECTBICHUS
KOHKPETHOM  3aKynmKd  MEOULUMHCKAX  HM3ACIMH  OJHOPa30BOr0  INPUMEHEHHUS
(MCIIONb30BaHMs]) M3  NOJMBHHHJIXJIOPHAHBIX  IUIACTHKOB AN oOecnedyeHus
roCyJapCTBEHHBIX M MyHHIHMNAIBHEIX HYx1» (CoOpanne 3akoHonaTenscTBa Poccuiickoi
Denepamuu, 2017, Ne 34, cr. 5290) (manee — Ilpasuia) mnogaer B MHHHCTEPCTBO
NPOMBIIUIEHHOCTH M ToproBiaud Poccuiickoit ®enepannu (manee — MHHHCTEPCTBO)
3agBliecHHE B MHCBMEHHOH (opMe M JOKYMEHTHI, MOATBEPXKIAIOLIME COOTBETCTBHE
OpraHH3alHy KPUTEPHSIM, YKa3aHHBIM B IyHKTe 4 [IpaBun (qanee — JOKyMEHTEI).

3.  3asBieHHE JODKHO OBITH MPEACTABICHO Ha PYCCKOM f3blke, 0pOpMIIEHO Ha
O/laHKe 3asBUTENIE B IMPOMU3BOJIBHOW (opMe, NMONNHUCAHO PYKOBOJUTEIEM M 3aBEPEHO
neyaTblo 3aaBUTeNd (IIpYU HaIUM4uK). B 3asBiIeHHH yKa3bIBAIOTC:

a) TOJIHOE H COKpalleHHoe (NMpH HaJWYWM) HAaUMEHOBaHWE OpraHu3aluM (B
COOTBETCTBUHU C yUpeAUTEIbHBIMH TOKYMEHTAMH );

B) OCHOBHOI1 rocyjapcTBeHHbIN perucrpanuonnbiii Homep (OI'PH) opranmuzanuu;

I') aJipec MecTa HaXOXJeHHUs U TOYTOBBIH aJipec OpraHu3alyy;

1) KOHTaKTHOE JIMLIO OpPraHU3allMK ¢ yKa3zaHueM TenedoHa U ajpeca 3EKTPOHHOM

MOYTHI;
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¢) uadopManys 0 HaMEPEeHWH OpraHW3alMH Y4acTBOBAaTh B OTOOpE OpraHu3allMi,
peama3yronux B 2017 — 2024 rogax KOMIUIEKCHBIE IPOEKTEL.

4. K 3asBlIeHHIO IPUJIAraloTcs CAeAyolue JOKYMEHTHI:

a) 3aBepeHHas MOANMCHI0 PYKOBOAMTENS (MHOTO YIOTHOMOYEHHOTO MM JIHMIA) H
NE€YaThIO 3agBUTENS (MIPH HAJTWYUH ) KOMHS JOKYMEHTA, IIOJTBEPKAAIOIIEr0 COOTBETCTBUE
cOOCTBEHHOI0 IIPOM3BOJICTBA, PACIIOJIOKEHHOTO Ha TeppuTopun Poccuiickoin Penepanuu,
tpeboBanusm ['OCT ISO 13485-2011 «M3nenus Meqununckue. CHCTEMBbI MEHEIKMEHTA
kauecTBa. CucTeMHble TpeOOBaHMs Ui IeNied peryaupoBaHHs» (BBEINCH B JEHCTBHE
npukazoM ®efeparbHOr0 areHTCTBA IO TEXHUYECKOMY DErYJIMpPOBaHHIO M METPOJIOTHH
ot 13 nexabps 2011 r. Ne 1361-cT);

0) 3aBepeHHBIE MOAMKCHIO PYKOBOTUTENS (MHOTO YIIOJHOMOYEHHOrO MM JIMIA) H
NeYaThio 3asABUTENS ([IPH HAIMYMH TI€YaTH) KOMHMU JAEHCTBYIOIIUX DPETHMCTPAlMOHHBIX
YAOCTOBEPEHHH HA MEIUIIMHCKIE U3/IeNHs, YKa3aHHbIE B iepeuHe (He MeHee 7);

B) 3aBEPEHHYIO MONUCHI0 PYKOBOTHUTENS (MHOTO YIMOJTHOMOYEHHOTO MM JIMLA) H
nevyarelo 3asBuTeNd (IpH HAIMYWW T€YaTH) KOMUIO MAEHCTBYMOLIETro cepTH(HKaTa o
npoucxoxaeHnn Tosapa no gopme CT-1, BeIaHHOTO B COOTBETCTBHH ¢ COrNalleHHEM O
ITpaBuiax omnpeneseHUds CTPaHbI IPOUCX0XKAeHUs ToBapoB B Conpyxectse He3aBHCHMBIX
T'ocypapctB ot 20 HosOps 2009 roma (Cobpanme 3akoHOmaTenscTBa Poccuiickoi
Denepanuu, 2011, Ne 34, ct. 4950; 2013, Ne 17, ct. 2039; 2015, Ne 30, ct. 4565; 2016,
Ne 3, ct. 463), ¢ yka3zanueM Poccuiickoii ®enepanuy Kak CTpaHbl IPOHCXOXKICHHUS
TIPO/YKI[HH;

T) 3aBepeHHbIe MOIMKUCHI0O PYKOBOAUTENS (HHOrO YINOJHOMOYEHHOTO MM JIMLA) H
nevyaTbio 3asBUTENs (IpPU HAJWYHMM [1€YaTH) KOMHMM MATEHTOB, BBIIAHHBIX HAa IIOJIE3HYIO
MoJens U (WiIK) n300peTeHne, B Ka4eCcTBe KOTOPBIX OXPAHAETCS TEXHUYECKOE pELICHUE B
COCTaBe MEIMIMHCKOTO H3JAENUsl HIHM CHIpbs, HCIOJNB3YEMOIr0 IIpH IPOU3BOACTBE
MEIVIMHCKHUX HU3ACNHH, BKIIOYCHHBIX B IEPEYEHb, Ha JaTy IOJa4yy 3asBJICHUs (HE MEHee
7;

I) KONHUU TOBapHBIX HAKIAJHBIX, 3aBEPEHHBIC MOJNHCHIO PYKOBOJUTENS HIH
riIaBHOro Oyxraytepa 3asBUTeNs (IPH HAJMYKHN) M CKPEIUICHHBIC EYaThIO 3asBUTENS (TIpU

HAJTMYHH TI€YaTH), MOATBEPXKAatoIie A0X0A (BBIPYUKY) OT peayii3alliid MPOU3BEAeHHBIX
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MEIMLMHCKUX M3ZeMi 3a MocleqHue TpH rofa (Ha AaTy MoJadd 3asBJICHHS) HE MeEHee
700000 TBIC. pyOINEii;

€) 3aBepeHHble TOANMKMCHI0 PYKOBOMHUTENS KONHH OTYETOB O (HHAHCOBBIX
pe3yIbTaTax OpraHu3alyy Mo Gpopme coriacHo mpuioxeHnio Ne 1 k npukasy MunpuHa
Poccun ot 02 wmroms 2010 r. Ne 66 «O d¢dopmax OyXraarepckod OTYETHOCTH
opraHuzanuii» (3apeructpupoBan B Mpuniocte Poccum 02 asrycra 2010 r,
perucTpanmonnbiii Ne 18023), ¢ u3MeHeHHsMH, BHECEHHBIMH IIpUKa3aMH MuHpuHA
Poccuu ot 05 oxtsa6ps 2011 r. Ne 124m (3aperucrpupoBad B MuHiocte Poccum
13 nekabps 2011 r., peructpanmonusiii Ne 22599), or 17 asrycra 2012 r. Ne 113n
(3apeructpupoBad B Muntocte Poccuu 4 oxts6ps 2012 r., peructpanuonnsiii Ne 25592),
or 04 nexabps 2012 r. Ne 154u (3apeructpupoBan B Munrocre Poccun 29 nexabps 2012
r., peructpammonneiii Ne 26501), ot 06 ampens 2015 r. Ne 57H (3apercTpUpOBaH B
Mumntocte Poccuu 30 ampenst 2015 r., peructpauuonssiii Ne 37103), noaTsepxaaromnue
I0X0J (BBIPYYKY) OT peajii3allid NPON3BENEHHBIX MEAULMHCKUX H3JENHH 3a MOCICAHHE
TpH roza (Ha aaty nojaaud 3assieHus) He MeHee 700000 Teic. pyOneii;

) 3aBEPEHHBIE MOINMUCHI0 PYKOBOAUTENS (MHOTO YHOJHOMOYEHHOTO MM JIMILA) H
1EYaThl0 3asBHUTENS (NPU HAJIMYAH) KOMHHM TEXHOJNOTHYECKOHM [OKYMEHTAalWd Ha
IPOU3BOACTBO MEIUIIMHCKUX H3HENNi, YKa3aHHBIX B IIepe4He, IOATBEPKAAIOIINE
UCIIOJIb30BaHME TEXHOJOTMH H MaTepHaioB, pa3pa0OTaHHBIX 3a CUET OMOKETHBIX
ACCUTHOBAHUM;

3) 3aBepeHHble NOANMCHI0 PYKOBOAUTENS (MHOrO YIIOJHOMOYEHHOTO WM JIHLA) U
IeYaThlo 3asaBUTeNs (IpU HAJMYUK) KOUU rOCYJapCTBEHHBIX KOHTPAKTOB HA IMOITy4YEHHE
OIOMKETHBIX aCCUTHOBAHMM W (WJIM) WMHBIX JOTOBOPOB (B TOM YHUCIIE JIMIEH3HOHHBIX),
TOATBEPXKAAMOMIMX MTpaBa Ha UCIOJIb30BaHUE TEXHOJIOTHI M MaTepuasioB, pa3paboTaHHBIX
3a cueT OIOIKETHBIX AaCCHUTHOBaHWH, NpU INPOU3BOJACTBE MEIULIMHCKUX M3JEIIHH,
BKJIIOYEHHBIX B II€PEYEHbD;

M) 3aBepeHHbIE MOIIHCHI0 PYKOBOAUTENS (MHOTO YIOJHOMOYEHHOI0 MM JIHLA) H
ne4yaTblo 3asBUTENS (MpU HATMYKMH) KONUM TEXHUYECKUX YCIIOBHM Ha IPOU3BOACTBO
Mennunncmx U3JICTIMI, U CHIPHS IO KOTOPHIM OCYIIECTBIISAETCA IMPONU3BOACTBO HE MEHEE

20 MpOLICHTOB HOMEHKJIATYphl (acCOPTUMEHTa) BCeX HAMMEHOBaHWI MEIUIMHCKHX




U3eNui, BKIIIOYEHHBIX B IlepeueHb, HCIOJb3YyeMOro INpU HX NPOU3BOJACTBE, Ha IaTy
O0/1a4 3asiBJICHUS.

5. IMocTynuBuire B MUHHCTEPCTBO B COOTBETCTBUHM C IYHKTOM 2 HACTOSILIETO
IMopsiaka 3asBjeHHAE W MpHIaraeMble K HeMy JOKYMEHTBl HalpaBisioTcs B JlemapraMeHT
pa3BuTHA (apMaleBTHIECKOH U MEIUIIMHCKOMN POMBIIIIEHHOCTH MHHHUCTEPCTBA (aaee -
HemaptramenT).

JlemapTaMeHT B TedeHHe 2 pabouymx AHEH cO JHS NOCTYIIEHHS B MHHHCTEPCTBO
PETHCTPUPYET HX B CHEUATFHOM J>XypHale, KOTOpbIi JO/DKEH ObITh IPOIIHYPOBaH,
IIPOHYMEPOBaH M CKpeIlieH nedatbio MUuHKCTEpCTBA.

6. JllenapramenT B TedeHue 10 pabouux AHEH cO [OHA MOCTYIUICHHS B
MHHKCTEPCTBO 3asABJICHUS U IPUTIATa€MBIX K HEMY TOKYMEHTOB OCYLIECTBIIET MPOBEPKY
KOMILIEKTHOCTH MPUJIaraeMBIX K 3asBJIEHHIO JOKYMEHTOB B COOTBETCTBHM C IIyHKTOM 4
HacTosmero [Topsaka.

7. ITo pesynpTaTaM mpoBepKH, yKa3aHHOW B IyHKTe 6 Hactosulero Ilopsjka,
JlemapTaMeHT HanpaBisieT IpeCTaBIEHHOE 3asBlICHHE C NPUNIAaracéMbpIMU JTOKYMEHTaMHU B
KoMucchio 1o pacCMOTpPEHHMIO 3asBJI€HHM, oOpasoBaHHyl0 MuHHCTepcTBOM (Jaiee -
Komuccus). |

8. Komuccus He mo3gdee 10 pabounx mHel co AHSA MOCTYIUICHHUS 3asBIICHUSA C
NpHJIATaEMBIMH  JIOKYMEHTAMH TPHHAMAET pEIIeHHe O IIOJIOKHUTEIPHOM HIH 00
OTPHULIATEIBHOM PACCMOTPEHUH 3asiBJICHUS.

9. KoMuccuss mnpuHUMaeT pelleHHe O MOJOXHUTEIBHOM pPacCMOTPEHHUH
3asBJICHUS B CJydae COOTBETCTBUS 3asABHTENl KpUTEpUSM, yKa3aHHbIM B IyHKTe 4
IIpaBun. Komuccus npuHUMaeT pemieHue 00 OTPUIATEIbBHOM PAaCCMOTPEHMHU 3asBICHHUS
IIPH HECOOTBETCTBHH 3asBHUTENS KPUTEPHSIM, yKa3aHHbBIM B mnyHKTe 4 IlpaBun, umu
HEJOCTOBEPHOCTU CBEACHUM, COIEp)KalMXcs B 3asBI€HUH U INPUJIATaeMBIX K HEMY
JIOKyMEHTaX.

10. Ha ocHoBanum nmpunstoro Komuccueii pemenus JlenapraMeHT B TeueHue 3
pabounux AHEH CO IOHA ero NPHUHATHS HANpaBISET 3asBUTENIO 3aKa3HBIM ITHCEMOM C
YBEIOMJICHUEM 10 afapecy, YKa3aHHOMY B 3asBJICHUH, U3BELLECHUE O MOJOXUTEIBHOM HIIU

00 OTpULATCIIbHOM PACCMOTPCHHUH 3aiABJICHHU, C YKa3aHUECM ITPHYHHBI TaKOT'O PCIICHHU .
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11. HsBemeHwe O IMOJOXUTEIBHOM PAacCMOTPEHUHM 3asiBJICHHS HANPaBIIACTCS
JlenapTaMEHTOM 3asBHTENIO COBMECTHO C 2 DJK3€MIUIApaMHd IIPOEKTa COIJIAIIEHHS O
peamuzamuu B 2017-2024 rogax KOMIUIEKCHOTO IpOEKTa 1O (opMe, YTBEPKACHHOM
HACTOSIINM MPHKa30M (Jlajiee — COTJIAIICHHUE).

12. B cooTBeTcTBHH ¢ ab3ameM BTOpHIM MyHKTa 6 IIpaBui 3asdBHUTEND HE MO3HES
5 paGouux MAHeH cO IOHA NOJNy4YeHHsS H3BELICHHS O IOJOXKHUTEIBHOM PacCMOTPEHHH
3agBJI€HHs TpPEACTaBiIseT B MHUHHCTEPCTBO MOANHMCAHHBIA 3ajBUTENIEM JK3EMILLIP
COTJIallIeHHUS.

13. B ciayyae HempeacTaBlieHHs 3asiBUTeNEM B MUHHCTEPCTBO B TCYCHHE CPOKaA,
yKa3aHHOTO B ab3ale BTopoM IyHKTa 6 [IpaBui, MOANHUCAHHOTO 3K3EMIUISApa COrallCHHs
MMHHUCTEPCTBO HATPABJISET 3aSBUTENIO 3aKa3HBIM NMCBEMOM C YBEJOMJIEHHEM IO ajpecy,
yKa3aHHOMY B 3asiBIEHHH, M3BeIleHHEe 00 OTKa3e BO BHECEHHH CBEICHHMU O 3asABUTENC B
peecTp  NOCTaBIIMKOB  MENMIMHCKMX  M3JEJMH  OJHOPa3’0BOr0o  IMPUMEHEHHS
(MCTIONB30BaHMS) U3 NOJMBUHUIXJIOPUIHEIX IUIACTUKOB, BKIIOYEHHEBIX B IIepeyenb (aee
— peecTp IMOCTaBIINKOB).

14. B Tteuenne 3 paboumx AHEH cO JHS MOTy4EHHUsS IOINMCAHHOIO 3asBUTEIEM
3K3eMIUIpa COMIAIeHUs MUHHCTEPCTBO BHOCHT CBEICHHMS O 3asiBUTEIC B DPEECTp
IOCTABIIMKOB, KOTOpBIA pa3Melnaerci Ha oduiuanbHoM caite MuHMcTepcTBA B
MH(POPMALMOHHO-TEJIEKOMMYHHUKAallMOHHONH ceTn «MHTepHET», a TakkKe B €OUHOU

MHGOPMALIMOHHOH cHCTeMe B chepe 3aKyNoK.




VTBEPX/IEHA

npukazoM Munnpomropra Poccuu
OT & coxx g5%s 2017 1. Ne 3\©7

®opma

Cornaienue
o peamm3anuk B 2017-2024 rogax KOMIUIEKCHOTO IIPOEKTa 10 PAacIIMPEHUIO H (MJIK)
JOKQJIM3AIMH MPOM3BOACTBA MEAULIMHCKAX W3AEIUN OJTHOPA30BOro IPUMEHEHH
(uCTI071b30BaHN S ) U3 TTOJIMBHHWIIXJIOPUIHBIX IIJIACTHKOB

«_» 20 1.
(MecTO 3aKJIFOUEHHUS) (mata 3aKTro4eHus )
Ne
MMUHHCTEPCTBO TNpPOMBIIUIEHHOCTH # ToproBiu Poccuiickoit ®@enepanuu, B
TLe , JelcTBymollero Ha
OCHOBaHWH , oT UMEHU

Poccuiickoit ®enepanuu, UMEHyeMoe B JaibHeleM « MUHUCTEPCTBO», H

(MoJTHOE HAMMCHOBAHHE IOPHUIMYECKOTO JTUIIA)

B  JIMIE ,  JEWCTBYIOIIEr0  Ha  OCHOBAHWH
, uMeHyeMoe(biii) B JanbHemeM
«OpraHusanus», cCOBMecTHO uMeHyemble «CTOpoHBI», B cooTBeTCTBUH C IIpaBuimammu
otOopa opranm3anuii, peammsyromux B 2017-2024 rogax KOMIUIEKCHBIE IIPOEKTHI IO
pacIIMpeHnio U (WJIK) JOKaJIN3alii IPOU3BOACTBA MEAULIUHCKUX U3JENHH OOHOPA30BOI0
IpUMeHeHUs (HMCMOJIb30BaHUS) W3 MOJIMBHHWIXJIOPUAHBIX IIJIACTHKOB, B  LENAX
OCYILIECTBJIEHHS] KOHKPETHOW 3aKyImKHd TaKoW MOpPOAYKUMH [uis  oOecredeHHs
rOCyJJapCTBEHHbIX M MYHHIMNAIbHBIX HYXXJ, YTBEPXACHHBIMH ITOCTAaHOBJICHUEM
IpaButensctBa Poccuiickoit @enepauun ot 14 asrycra 2017 r. Ne 967 (Cobpanue
3akoHomarenbcTBa Poccniickoit @enepanuu, 2017, Ne 34, cr. 5290) (manee — IlpaBuna),
3aKJIIOYMIIM HACTOAIIEE COTTIAICHNE O HIKECIEYIOLEM.

I. ITpeamert cornamieHus




1.1. Opranu3zaius 00s13yeTcsi OCYIIeCTBUTh KOMIIJIEKCHBIM MPOEKT M0 PACIIMPEHHIO
U (MIM) JIOKAIH3alii MPOU3BOACTBA MEIULIMHCKUX HU3JI€NUN OJHOPA30BOr0 MPHMEHEHHUS
(MCIIONb30BaHKs) U3 MOJMBHHHIIXIOPHAHBIX IUIACTUKOB B COOTBETCTBHH C IpaduKoM
peany3al¥ KOMILJIEKCHOrO TPOeKTa, NpeayCMOTpeHHbIM myHKToM 3 IlpaBun u
ABJAIOIAMCS HEOThEMIIEMOM YacThIO HacTosiero cornamenus (manee - I'paduxk), B
HeNsIx OpraHu3aluu BBICOKOTEXHOJIOTUYHOT O IIPOU3BOJCTBA, CO3IaHus
BBICOKOIIPOU3BOAUTENHHBIX paGOUHUX MECT U YBEJIHUECHHS HAJIOTOBBIX IIOCTYIICHHM.

1.2. Tlpu 3axmroueHWH HacTosero cornameHuss OpraHusanus BbIpaXaeT CBOE
corjiace Ha OCYINeCTBIeHHe MHUHHUCTEPCTBOM MpPOBEPKH BBINONHEHHS OpraHusanuen
MEPONPHSATHH, IPeAyCMOTpeHHBIX I padukom.

I1. B3aumoneiictere CTopoH
2.1. MunncTepcTBO 00sA3yeTcs:

2.1.1. Bxmounts OpraHu3anyio B peecTp MOCTAaBUIMKOB MEIHLMHCKUX H3JEIHH,
BKIIIOYEHHBIX B MEpPevYeHb MEIUIMHCKUX H3JEINil OJHOpPA30BOro IPUMEHCHHS
(MCITI0JIb30BaHMs ) M3 MOJMBAHIIIXJIOPUIHBIX IJIACTUKOB, YTBEP)KICHHBIH [10CTaAHOBICHHEM
IIpaBuTenbCcTBa Poccuiickoit ®depnepanuu oT 5 beBpais 2015 T.
Ne 102 «O6 orpaHHYeHHSX M YCIOBHAX JOIMYCKa OTAENBHBIX BHIOB MEIUIHMHCKAX
U3JEAH, TMPOUCXOAAIIUX H3 HWHOCTPAaHHBIX TOCYAApPCTB, MU LEJIEH OCYIIECTBICHHS
3aKyNOK JUIs OOecleueHHsl TOCYJapCTBEHHBIX M MyHHUIMNANbHbIX Hykm» (CoOpanue
3aKoHOaTenbcTBa Poccuiickoit Mepepannn, 2015, Ne 6, ct. 979; Ne 23, ct. 3329; 2016, Ne
18, ct. 2630; Ne 50, ct. 7091; 2017, Ne 23, ct. 3359; Ne 34, ct1. 5291) (nanee — Peectp);

2.1.2. PaccmarpuBaTh OTYETHl U JOKYMEHTHI, pecTaBiieHHble OpraHusaluen B
COOTBETCTBHHU C MyHKTamu 2.2.2 1 2.2.3 HACTOALLErO COIIAICHHUS;

2.1.3. Ocy1ecTBIATh KOHTPOJb 3a BbIMOJNHeHHEM OpraHu3anuedl MEpONpHATHH,
peaycMOTpeHHBIX ['padukoM, BKIIOYas MPOBEPKY M aHAIU3 COOTBETCTBHUS IIEJIEBBIM
IIOKa3aTeJIsIM OTUYETHOT'O IIepHo/ia JOKYMEHTOB, IyTeM IPOBEACHHS IIPOBEPOK;

2.14. Tlo pe3ynbraraM pacCMOTPEHHS  JOKYMEHTOB, IPEICTaBJIECHHBIX
opraHu3anueil B COOTBETCTBHUM C MyHKTaMu 2.2.2. U 2.2.3 HacCTOSILIEro COIIALIECHHS,
O0(OpPMIIATE aKT O BHIIOJTHEHUU MEPOIPUSTHI, TpeyCMOTpeHHBIX I 'padukom;

2.1.5. B cnyyae HeBbImonHeHus (6onee uem Ha 10 mpouentoB) Opranusanuen
MEPONPUSATHH, TpeaycMoTpeHHBIX [ padhukoM, HampaBuTh TpeOoBaHME 00 ymiaTe B 10XOA
¢benepanbHOro 6romxeta mwrpada B pazmepe 30 IpoLEHTOB OT O0LIEH CYyMMBI KOHTPAKTOB,
UCNONHEeHHbIX OpraHu3zaiyeil npu pealu3aluid KOMIUIEKCHOTO MPOEKTa 3a TEeKYIUUH Iof,
n uckmounth Opranuzanuio u3 Peecrpa;

2.1.6. Ilpm Hamuuum wuHbopManmuu o BkIouyeHnHn OpraHuzalud B peecTp
HeZ0OpOCOBECTHBIX MOCTABUIMKOB HCKIOUUTh Opranusanuio u3 Peectpa 10 nckimodeHus
U3 peecTpa HeHOOPOCOBECTHBIX MOCTABIIHKOB;




2.1.7. Paccmotperh B TeueHue 30 KalleHAApPHBIX OHEW C JaThl MOCTYTJICHHS
JIOKyMEHTBhI, NpeicTaBieHHble OpraHuzanpeii B COOTBETCTBHHM C IIyHKTOM 2.2.5
HACTOSIIIErO COTJIALICHNS;

2.1.8. O¢opMuUTh aKT O BHIIOJHEHHH MEPOINPHATHH, MPEXYCMOTPEHHBIX
I'padukom, B ciydae noarBepxaeHus Opranusaniei COOTBETCTBHUS YCIOBUSAM H L[EJIEBBIM
nokasatensm ['paduka coriacHo IMyHKTY 2.2.5 HAcCTOSLIErO COTJIALICHHMS, U B TeYeHHE 3
pabouunx nHe#t Bkmounts Opranusanuro B Peectp.

2.2. Opranu3zanus 06s3yeTcs:

2.2.1. BLINONHATE MEPONPHATHS II0 pealu3aldd KOMIIJIEKCHOrO IIPOEKTa B
cooTBeTCTBHH ¢ I'paduxom;

2.2.2. TIpencTaBisaTh B MHHHCTEPCTBO €XKErogHO, A0 1 HOSOps TeKylero roaa
OTYET O BHINOJHEHHH MEPOIPHATHIA, IIpeyCMOTPeHHbIX ['padukoM (manee — oT4eT);

2.2.3. IlpeacraBnasaTe 1o TpeOOBaHUI0O MUHHCTEPCTBA MEPBHYHBIE JOKYMEHTBI
(xomun), MOATBEPKIArOLIIE JIaHHbIE, coliepKaluecs B oT4eTe;

2.2.4. B ciydae HeBwinojHeHus (Ooymee ueM Ha 10 MpPOLIEHTOB) MEPONPHATHH,
IIpeNyCMOTPEHHBIX ['padukoM, mNepeduciuTh B H0X0[ ¢eaepaibHoro G6romkera mrpad
B pasMmepe 30 IpOILEHTOB OT OOIIel CyMMBI KOHTPaKTOB, MCIIOJHEHHBIX OpraHu3anuei
Ipy peald3alii KOMIUIEKCHOTO MpPOeKTa 3a TeKyLWi rox, B TedeHHe 10 kameHmapHBIX
JHeH co IHS nojaydeHus TpebGoBaHus OT MUHUCTEPCTBA;

2.2.5. B cinyusae uckmoueHus u3 PeecTtpa B cOOTBETCTBUM C IyHKTOM 2.1.5.
HACTOSIIETO COIJIAllIEHHS HAmpaBlisTh B MHHHCTEPCTBO JTOKYMEHTHI, IOATBEPKAAIOIINE
COOTBETCTBHE YCIOBHUAM H II€IEBBIM MOKa3ateisiM [ paduka;

2.2.6. ExeromHo, mo 1 Hog0ps Tekylmero roja MPOBOJUTHL HE3aBHCHMBIH
TEXHOJIOTHYECKUH ayTuT KOMIUIEKCHOT'O MpOeKTa C MOCJIEAYIOIIUM IIPEACTaBICHHEM
pe3yJIbTaTOB ayuTa B MHHHCTEPCTBO.

III. KoHTpoJb 3a HCIIOJHEHHEM YCIOBHI COTJIAIICHUS

3.1. MuanpomTtopr PoccHd TpOBOIUT NpoBEpKH BeINONHeHHs OpraHuzanuen
MepOTIpUSATUH, TpexycMoTpeHHBIX I padukoM, B cooTBeTcTBHH ¢ yHKTOM 10 Ilpasui.

3.2. B paMkax npoBOJAMMBIX NPOBEpOK BoiMoNHEeHUs: Opranuzanyueil MEponpuUsTHi,
npeaycMoTrpeHHbix I['papukom, Opranuzanusi npencrasiisieT MHBHHCTEPCTBY 110 €ro
TpeOOBaHUIO HEOOXOAUWMBIE JOKYMEHTHI, OTHOCSIIMECS K I[IpeIMeTy HaCTOSILErO
COTJIallIeHHUs.

IV. OrBercTBeHHOCTH CTOPOH

4.1. B cnaydae HEHUCHOJNHEHHS WIA HEHAIJIeXKAMer0 WCHOJHEHUS YCJIOBHMA
Hactosimero Cornamenusi CTOPOHBI HECYT OTBETCTBEHHOCTh B COOTBETCTBUH C
3aKoHOAaTeNbCTBOM Pocculickoil denepanuu.

4.2. B cnyyae HesbimonHeHHs (Oosiee yem Ha 10 MpOLICHTOB) MEpPONPHUATHH,
npenycMoTpeHHbIX ['papukoM, OpraHuszainus yIjiaddBaeT B J0XoA (enepaibHOro
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Gromkera mTpad B pasmepe 30 mpoueHTOB OT 00mIell CyMMBI KOHTPAKTOB, UCIIOJHEHHBIX
Opranu3zanueii npy pearn3aniy KOMIUIEKCHOTO IIPOEKTa 3a TEKYIIHH Tof.

V. VYperynupoBanue criopoB

5.1. CTOpOHBI IPUHHUMAIOT BCE MEPBI JUIS TOTO, YTOOHI JIIOObIE CIIOPHBIE BOIPOCEHL,
pasHornacus JMOO NpETeH3WM, KacalollHecs HCIOIHEHHS HACTOSAIIEro COrJIalleHus,
OBLIH ypEryJIMPOBaHEI ITyTEM IIEPETOBOPOB.

5.2. B cnyuae HemocTkeHusi coryacuss CTopoHamMM CIOpbl M Pa3HOIJIACHs
NOMJIEXKAT PaspEIlCHHIO B CYAeOHOM IOpPSOKEe B COOTBETCTBHH C 3aKOHOJATEILCTBOM
Poccuiickoit Oenepanuu.

VI. Cpok neficTBUS HaCTOSILIETO COTJIAICHHS

6.1.HaCTosnuee COrJIallICHHEC BCTYIIACT B CHJIY H CTaHOBUTCH 00s13aTeIbHBIM JJIs
CTOpOH ¢ MOMCHTA €ro IIoAIIMCaHus U HeﬁCTByeT A0 IIOJIHOTI'O HCIIOJIHCHHUA CTOpOHaMI/I
00513aTeNIbCTB 110 HaCcTOAIEMY COTJIALICHUIO.

VII. Hopsaok pacTOpXKEHHs COTIIAllIEeHUs]

7.1. Hacrosiiee cornamieHne MOXKET ObITh pacTOPrHYTO No cornaiieHuio CTopoH,
a60 B TOpAAKe, MPEeIyCMOTPEHHOM TpaXAAHCKHM 3aKOHOIATEILCTBOM Poccuiickoi
Qenepanuu.

VIII. 3akirouuTebHbBIE TTOJIOKEHUS

8.1. JlioOble uU3MeHEHHs, BHOCHMEBIE B HACTOfIee COrJalleHHe, O(OpMIIAIOTCS
JOTMOJIHUTENIbHBIM ~ COTJIAIIEHHEM, KOTOpO€  IOAMHCHIBACTCS  YIOJHOMOYEHHBIMH
npeactaButensiMu CTOPOH U SIBISETCS HEOThEMJIEMOH YaCThIO HACTOSIIETO COTTIALIEHHS.

8.2.CTOpOHBI He MOTYT IepelaBaTh CBOM IpaBa M OOA3aHHOCTU IIO HACTOSAIIEMY
COTJIALICHHIO TPETbUM JIMIaM, 32 HCKIIOUEHHEM CIy4aeB, IpPelyCMOTPEHHBIX
3akoHozarenscTBoM Poccuiickoi Penepanuu.

8.3. B cmyuyae wu3MeHeHus y Kakoi-mu6o u3 CTOpoH MecTa HaxOXICHHS,
HaMEHOBaHUS, OAHKOBCKMX HJIM JPYTHMX PEKBHU3HTOB, WM B Cllydae peopraHu3aluu
omHoi u3 CropoH Takas CtopoHa o0si3aHa B TeUeHHWE 3 AHEW C NaTbl BHECEHHs TaKMX
M3MEHEHUH MHCBMEHHO U3BECTUTh 00 3TOM Apyryto CTOpoHY.

8.4. HacTosiiee coriameHne COCTaBIeHO B 3 3K3eMILISIPax, UMEIOLIUX OJUHAKOBYIO
IOPUINYECKYIO CHIIy, OJUH M3 KOTOpbiX mepernaH OpraHuzanud, X ABa HAXOHATCA Y
MunucrepcTsa.




IX. I[lepeveHs npunoKXeHun

9.1. HeorpemyeMoif 4YacThIO HACTOSINETO COTJAIICHHS ABIAETCS IpadHK
peanu3aliy KOMIUIEKCHOTO IIPOEKTa, IPeyCMOTPEHHBIH IyHKToM 3 Ilpasui, Ha L.

X. Pexu3utel 1 noanucu CTOpoH

MuHUCTEPCTBO: Opranu3zanus:

MHuHUCTEPCTBO MPOMBILIJIEHHOCTH H oJIHOE HauMeHoBaHue OpraHnu3annu
toprosiu Poccuiickoit @enepanun

Anpec: Anpec:
NHH VHH
KIII1 KIIIT
MuHKCTEpCTBO: Opranu3zamnus:
(IOMKHOCTH) (TOIDKHOCTB)
(moamuck, haMHIIUSA, UM H OTYECTBO) (moxmuck, paMunus, UMs U
OTuYeCTBO (TIPY HATAIUH )
20 1. 20 .

M.IL M.IL. (npu HANHYIKUHK TEUATH)




