O peanusauum noctaHoBseHus NMpaButenbcTBa POCCUMCKOM
depepauumn ot 14 asrycta 2017 r. Ne 967 "O6 ocobeHHOCTAX
OCYLLEeCTBJ/IEHUSA 3aKyNK1U MeaUMLUHCKUX U3aesimi oaqHOpPa3oBoro
npUMeHeHusa (MCNoNb30BaHUA) U3 NOJIMBUHUIXJIOPUAHDbIX
NAAacTUKOB ANnA obecneyeHus rocyaapCcTBEHHbIX U
MYHMLUMNANbHbIX HY)XA" B 4aCTU onpeaesieHua opraHusauum,
peanusyowiux B 2017 - 2024 roaax KOMMJIeKCHbIe MPOEKTbl NOo
pacuimpeHuio u (Mnu) noKkanmsauum NPoMsBoACTBA MEeAULMHCKUX
M3pesimi oaHOPa3oBOro NpMMeHeHus (MCNoNb30BaHUA) U3
NOJSINBUHUNXIOPUAHDbIX NIACTUKOB

Mpukas - Ne 3107 - 01 09.09.2017 - MMHWUCTEPCTBO MPOMBbILLIIEHHOCTW U TOProBAW - YTpaTun cuny

MWHWCTEPCTBO NMPOMBILLUJIEHHOCTW N TOPITOBJIN

POCCUIACKOWN ®ELEPALLAN

MPUKA3

MockBa

9 ceHTs6ps 2017 r. Ne 3107

O peanu3auuu noctaHoBneHus MpaBnTenbCTBa PoCcCMMCKOM

depepaumnm ot 14 aBrycta 2017 r. Ne 967 "06 ocobeHHOCTAX

OCYLLECTB/IeHNS 3aKYMNKN MEANLMHCKMUX N34eNnid 04HOPa30Boro

NpUMeHeHns (MCNosIb30BaHMSA) U3 NOANBUHUIXI0PULHBLIX

NnacTukoB Ans obecneyeHus rocyAapCTBEHHbLIX U MyHULMMAAbHbLIX

HY>XA4" B HaCTu onpegeneHnsa opraHnsaummn, peanusytowmx 8 2017 - 2024 rogax KOMMIEKCHbIE MPOEKThI MO
paclimpeHmnto n (unu)

NIOKanM3aLmm Npon3BoACcTBa MEANLMHCKMX U34enA 04HOPa30Boro

NpUMeHeHns (MCNoJsIb30BaHMSA) U3 NOJNBUHUIXI0PULHBLIX

Nn1acTUKoB

3aperncTpupoBaH MuHwocTom Poccnm 21 ceHTabpsa 2017 r.

PerncrtpauunoHHbin Ne 48268

B cooTBeTCTBMM C NyHKTaMu 5 n 6 Mpasun otbopa opraHusauni, peanunsytowmx 8 2017 - 2024 rogax
KOMIMJIEKCHbIE MPOEKTbI M0 PaCLUMPEHWIO U (1K) ToKann3auum Npou3BoACTBa MEAULIMHCKUX U3Lenni
0LHOPa30BOro NPpUMeHEHNs (MCNOJIb30BaHWA) U3 NOANBUHUAXSIOPUAHBIX MIACTUKOB, B LENax
OCYLLECTBJIEHNSA KOHKPETHOMN 3aKyMKW Takon Npoaykumumn ansg obecneyeHns rocyfapCTBEHHbIX U
MYHULMMANbHbIX HYXX, YTBEPXXAEHHbIX NoCcTaHoBNeHneM lNpaBuTenbcTBa Poccuinckon denepaunm ot 14
aBrycta 2017 r. Ne 967 "O6 0c06€HHOCTSAX OCYLLECTBAEHNA 3aKYMKN MEANLUHCKUX U34ennii 04HOPa30BOro
NPVMEHEHUS (MCMOMb30BaHMSA) N3 MOAUBUHUAXIOPUAHBIX MAACTUKOB AN 06ecneyeHmns rocyaapCTBEHHbIX 1
MyHUUMNanbHblX HYyxA" (CobpaHne 3akoHopaTenscTBa Poccuiickon ®epepaumm, 2017, Ne 34, 1. 5290),
NprKa3blBato:

1. YTBepauThL npunaraemsie:

NopSLOK MPUHATUA U PACCMOTPEHNS 3a8BJIEHUN 0 peanu3auny KOMMNIEKCHOro NpoeKTa no pacluMpeHunio u
(nnwn) nokanmsauum NPon3BOACTBA MeAULUHCKUX U34es A 04HOPa30BOro NpUMeHeHuns (MCnosb30BaHNs) U3
NOANBUHUAXJIOPUAHBIX MJACTUKOB, NOAAHHBIX POCCUNCKMMU OpraHu3aLmsamMm, peanmsyowmmm 8 2017 -
2024 rogax KOMMNAEKCHbIE NPOEKThI N0 PaCIMPEHWNIO U (MaKn) NoOKann3aunum Npon3sBoacTBa MEAULMHCKMX
M3nenunii 04HOPa30BOr0 NPUMEHEHUS (MCMOb30BAHNS) U3 NOANBUHUAXAOPULHBIX NMAACTUKOB, BKIIOYEHHbIX
B nepeyeHb MegULUHCKUX U34eNIMA 0AHOPa30BOro NpUMeHeHus (MCNonb30BaHNs) 13
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NOJINBUHUAXAOPUAHBIX NAACTUKOB, MPOUCXOAALLMX N3 MHOCTPAHHbLIX FOCYAapCTB, B OTHOLWEHUN KOTOPbIX
yCTaHaBANBAIOTCA OrPaHNYeHNs OONYyCKa AN4 Lenen oCyLecTBAEHNS 3aKynokK Ana obecneyeHmns
rOCYAAPCTBEHHbIX Y MyHULMNAAbHbIX HYXKA, YTBEPXXAEHHbIV NOCTaHOBAeHEeM NpaBuTensCcTBa Poccninckom
®epepaumm ot 5 peBpans 2015 r. Ne 102 "O6 orpaHNYeHUsAX N YCIOBUSX AONYCKa OTAENbHbIX BUAOB
MeLNLMHCKNX N34eNniA, NPOUCXOAALLNX U3 MHOCTPAHHLIX FOCYAapcTB, AN14 Llenen oCyLLeCcTBAEHNS 3aKynoK
Ansa obecneyeHus rocyAapCTBEHHbBIX U MyHULMMAAbHBIX HYXKA", KOTOPbIE ABASIOTCA HA0rOBbIMM
pe3ugeHTamu Poccuinckon depepauuu;

topmy cornaiwieHns o peaamsaumn B 2017 - 2024 rogax KOMMAEKCHOr0 NpoeKTa Mo paclunpeHnto 1 (1anm)
JloKanusaumy npons3BoaCcTBa MeAULUNHCKUX N34eSIMA 04HOPA30BOro NpuMeHeHns (MCNosib30BaHKA) U3
MOJIMUBUHWUIIXNIOPUAHBIX MAACTUKOB.

2. KOHTpOJIb 3@ NCMOSIHEHMEM HACTOSLLEro NprKasa BO3/0XNTb Ha 3aMecTuTens MuHnctpa Lbiba C.A.
MuHuncTp [.B.MaHTypoB

YTBEPX[IEH

npukasom MuHnpoMmTopra Poccun

0T 9 ceHTs6ps 2017 r. Ne 3107

MopAfoK NPUHATUSA U PaCCMOTPEHUS 3a8BAEHNI O peannsaunm

KOMMJ/IEKCHOrO NPOeKTa N0 paclUMPeHKto 1 (1K) noKaamsauum

NPon3BOACTBa MEAULNHCKNX U3AENNA OAHOPA30BOro MPMMEHeHNs

(MCnonb30BaHNA) U3 NOANBUHWUIXAOPULHBIX NAACTUKOB, NOAAHHBIX POCCUNCKMMMN OpraHnu3aumnamu,
peanusyowmmn B 2017 - 2024 rogax

KOMMJIEKCHbIE MPOEKTbI MO PacLUMPEHNIo 1 (UaKn) noKanmnsaunm

NPOM3BOACTBA MEAULNHCKUX U3LeNnA O4HOPa30BOro NpMMeHeHuns

(ncnonb30BaHUA) U3 NOJNBUHWUIXJ0PUAHBIX NAACTUKOB,

BKJIIOYEHHbIX B MepeyeHb MeaULNHCKUX U3LeNnid 04HOPa30BOro

NPUMeHeHNs (MCNOJIb30BaHUA) U3 MOJNBUHUNXIIOPUOHbIX

NAacTUKOB, NPOUCXOAALWMX N3 MHOCTPAHHBIX FOCYAapCTB, B

OTHOLUEHUN KOTOPbIX YCTaHaBAMBAKOTCA OFrpaHMYeHns gonycka Ans

Lenen ocyLLeCcTBEHUS 3aKynoK aas obecrnevyeHns

rOCYAAPCTBEHHbIX Y MYHULUUNAAbHbBIX HYX[, YTBEPXAEHHbIN

noctaHoBneHneM MpaBnTenbcTBa Poccuinckon ®epepaumm ot

5 cbeBpand 2015 r. Ne 102 "O6 orpaHu4eHnaxX 1 yCIoBUsX

[A0MycKa OTAENbHbIX BUAOB MEAMLNHCKUX U3OENNA, NPONCXOAALLMNX

N3 NHOCTPaHHbIX FOCYAAPCTB, AJ11 LieNIel OCyLLeCTBAEHNS

3aKynok ans obecnevyeHns rocyLapCTBEHHbLIX U MyHULIMMaAbHbIX

HY>XA", KOTOpble SBAAIOTCA HaNOrOBbIMU Pe3naeHTamn Poccuinckon

depepayunmn

1. HacToswumnm Mopsagok onpefenseT npouenypy NpuHATUS 1 pacCMOTPEHUS 3asaBIeHNI O peannsauunm
KOMMJ/IEKCHOIO NPOeKTa MO pacLUPEHNIO 1 (1I1) NOKaaM3aummn NpomM3BOACTBA MEAULNHCKUX U3LENNIA
0AHOPAa30BOro NpUMeHeHNS (MCNONb30BaHNS) U3 NOJNBUHUAXIOPULHBLIX NNACTUKOB (fanee - KOMMAEKCHbIN
MPOEKT), MOAAHHbIX POCCUNCKMMIK OpraHm3aunsamMm, peanmsyowmnmmy B 2017 - 2024 rogax KOMMIEKCHble
NPOEKTbl MO pacLUMpPEeHnto 1 (unn) nokanmsaunum NPpon3BoacTBa MeANLMHCKUX U3LEeNUN OAHOPa30BOrro
npUMeHeHns (MCNoJIb30BaHUA) U3 MOJIMBUHUNXIIOPUAHbLIX NAACTUKOB, BKJIKOYEHHbIX B MepeYvyeHb
MeONLUNHCKNX U3Lennii 04HOPa30BOro NpMMeHeHNs (MCNoNb30BaHNSA) U3 NOANBUHUAXJ0PUAHBIX NAACTUKOB,
NPONCXOASALWMX U3 MHOCTPAHHbLIX FrOCYAAPCTB, B OTHOLLEHUN KOTOPLIX YCTaHaBANBAOTCS OrpaHNYeHmns
LONYyCKa A Lenen oCyLWwecTBieHns 3aKynok ana obecnevyeHns rocy4apCTBEHHbIX U MyHULMNANAbHbIX
HY>XX[, YTBEPXAEHHLIN NocTaHoBAeHNeM [MpaBuTtenscTBa Poccuinckon ®egepauunm ot 5 deBpans 2015 r. Ne
102 "O6 orpaHUYeHUNAX 1 yCNOBUAX AOMYCKA OTAESbHbIX BUAOB MEAULUHCKUX U3LENNA, MPONCXOAALLMX N3
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MHOCTPaHHbIX FOCYAAPCTB, 15 LeNiei OCYyLLeCTBIEHUS 3aKyMNoK Ans obecrnevyeHns rocyLapCTBEHHbIX U
MyHMUMNanbHbIX HYXA" (CobpaHune 3akoHoaaTenbCcTBa Poccuiickon Pepepaunn, 2015, Ne 6, cT. 979; Ne 23,
CT. 3329; 2016, Ne 18, cT. 2630; Ne 50, c1. 7091; 2017, Ne 23, cT. 3359; Ne 34, cT. 5291) (manee - nepeyeHsb),
KOTOpble SBNAOTCSA HaNOroBbIMY pe3naeHTamn Poccuinckon ®enepauun (oanee - 3a9BUTENN, OpraHmn3aLmm,
3a8BNIeHNs).

2. 3a8BUTENb B COOTBETCTBUM C NYHKTOM 5 lMNpaBun oTbopa opraHusaunii, peanusytowmux B 2017 - 2024
roflax KOMMJeKCHble MPOEKThI MO pacLUMPEHNIO 1 (MK) NoKann3aumMm Npou3BoOACTBa MeQNLMHCKNX
n3gennii 04HOPa30BOro NPMMEHeHNs (MCMONb30BaHNA) U3 MOANBUHWUIXA0PUAHBIX NAACTUKOB, B LIeSIAX
OCYLLLEeCTBJIEHNSI KOHKPETHOM 3aKyMNKW Takon Npoaykumm ana obecneyeHns rocyaapCTBEHHbIX U
MYHMLMMNANbHbIX HY)XA, YTBEPXXAEHHbLIX NOCTaHOBAeHMeM lMNpaBnTenbcTBa Poccniickon Pepepaunn oT 14
aBrycta 2017 r. Ne 967 "O6 0CO6EHHOCTSIX OCYLLECTBIEHNS KOHKPETHOW 3aKyNKN MeANLNHCKMUX N30eSniA
04HOPA30BOro NPUMEHEHUS (MCNOb30BaHWA) N3 MNOJNBUHUAXIOPUAHBIX MJACTMKOB Ans obecnevyeHus
roCyoapCTBEHHbIX 1 MyHULUMNaNbHbIX Hyxa" (CobpaHne 3akoHonaTenbCTBa Poccuiickon ®epepaumm, 2017,
Ne 34, cT. 5290) (nanee - Npasuna) nogaet B MUHUCTEPCTBO NPOMbILLIIEHHOCTW U TOProeau Poccuinckon
®epnepaumnm (ganee - MUHNCTEPCTBO) 3adBEHNE B MUCbMEHHON hOpMe N AOKYMEHTbI, MO4TBEPXKAAoLMe
COOTBETCTBUE OPraHM3aunmn KpUTepusM, yKkasaHHbIM B NyHKTe 4 MpaBun (Oanee - QOKYMEHThI).

3. 3aABneHne foMKHO BbiTb MPeaCcTaBieHO Ha PYCCKOM 5i3blke, 0hOpMeHO Ha BaHKe 3asaBMTeNd B
Npon3BObHON hopMe, MOANNCaHO PYKOBOAUTENIEM N 3aBEPEHO NneYvaTbio 3aaBuTens (Npyn Hanu4ymm). B
3a5BJIEHUN YKa3bIBAOTCS:

a) NOJIHOE N COKPaLleHHOe (Mpu Ha/IMYnumn) HaMMeHOBaHNE OpraHn3aummn (B COOTBETCTBUN C
yypeauTenbHbIMU LOKYMEHTaMN);

B) OCHOBHOW roCyAapCTBEHHbIN PernCcTpauUnoHHbIn HoMep (OFPH) opraHm3auuu;

r) agpec MecTa HaxoXAEeHNS 1 MOYTOBLIN agpec opraHn3auny;

[) KOHTaKTHOE NNL0 OpraHn3aLmm C yKkasaHmeM TenedoHa 1 agpeca 31eKTPOHHOW MOYThI;

e) nHopMaLma 0 HaMepeHUN opraHmn3aLmMm y4acTBOBaTb B 0TOope opraHun3aumin, peanusytowmx 8 2017 -
2024 rogax KOMMaeKCHble NPOEKTHI.

4. K 3asBneHN0 NpuiaratoTcs cleyowme LOKYMeHTh:

a) 3aBepeHHas NoANMCbo PYKOBOAMTENS (MHOMO YMOAHOMOYEHHOMO UM NINLA) L NeYaTbio 3asBUTENS (Mpu
HaM4MN) Konua OKYMeHTa, NOATBEP)KAAlOLLLEr0 COOTBETCTBME COBCTBEHHOO NPOM3BOACTBA,
pacnooXXeHHOro Ha TeppuTopumn Poccuiickonn Peaepaunn, TpebosarHnam MOCT ISO 13485-2011 "U3pnenus
MeanuuHckne. CUCTeMbl MeHeQ)KMeHTa KavecTBa. CnuctemMHble TpeboBaHWs ANd Liesiel perynmpoBaHus"
(BBEAEH B fencTeue npmkasom defepasbHOr0 areHTCTBa N0 TEXHUYECKOMY pPerynpoBaHuio N MeTPOoaorim
oT 13 nekabpsa 2011 r. Ne 1361-cT);

6) 3aBepeHHbIe NOAMUCHI0 PYKOBOAUTENS (MHOrO YNOJHOMOYEHHOr0 UM ML) U NeYaTblo 3aaBuTens (npu
HaM4nmM NevyaTn) Konmm SENCTBYIOLNX PErnCTPaLMOHHbIX YAO0CTOBEPEHUI HA MEAULUHCKNE U3Lenns,
yKa3aHHble B NepeyHe (He MeHee 7);

B) 3aBEPEHHYI0 NOAMNUCHI0 PyKOBOAMTENS (MHOMO YNOJIHOMOYEHHOI0 MM JiMLa) U MevyaTblo 3adBMTens (npu
HaM4YMK NeYaTKn) KOMUK eNCTBYIOWEro cepTudukaTa 0 NPoNCXoxXaeHnn Tosapa no gopme CT-1,
BbIAAHHOI0 B COOTBETCTBUYM C CornalleHnem o lNpaBunnax onpeneneHuns CTpaHbl MPOUCX0XLEHNA TOBApPOB B
CoapyxecTBe HesaBucuMbix Mocygapcts oT 20 Hosbpsa 2009 ropa (CobpaHue 3akoHOAaTENbLCTBA
Poccunckon ®egepaumm, 2011, Ne 34, cT. 4950; 2013, Ne 17, cT. 2039; 2015, Ne 30, cT. 4565; 2016, Ne 3, cT.
463), c yka3zaHuem Poccuickon degepaumm Kak CTpaHbl MPOMCXOXAEHNS MPOAYKL MM,

) 3aBepeHHbIe NOAMNUCHI0 PYKOBOAUTENS (MHOrO YNOJHOMOYEHHOr0 UM IMLa) 1 NevaTblo 3asaBmTens (npu
Ha/IMYMKM NeYyaTn) KOMUU NaTEHTOB, BblAAHHbLIX Ha NMOJIE3HYO MOoLeNb U (Mnn) nsobpeTeHne, B Ka4ecTse
KOTOPbIX OXPAHSAETCA TEXHNYECKOE PELLEHNE B COCTaBE MeANLIMHCKOro U3aenns Uan Colpbs,
NCNOJIb3yemMoro Npu Npon3BoACTBE MEANLMHCKUX N34ENNNA, BKIOYEHHbIX B MepeyeHb , Ha AaTy nogayu
3aaBNeHus (He MeHee 7);

[) KONUK TOBapPHbIX HaKlaf4HbIX, 3aBEPEHHbIE MOAMNCHI0 PYKOBOAUTENA UAW FlaBHOro byxrantepa
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3a9BUTENA (MPU HANNYUKM) U CKPENJIeHHbIE MeYaTbio 3aaBMTens (Npu HaaM4yuy nevyaTn), NoaTBEpPXAatoWme
L,0X0[4 (BbIPYYKY) OT peasim3aunm Npon3BefeHHbIX MEAULNHCKUX U3LEeNMIA 3@ NocneaHne Tpu roga (Ha paTy
nogayn 3aasneHns) He meHee 700000 Toic. pybnen;

€) 3aBepeHHbIe MOAMUCHI0 PYKOBOANTENSA KOMUU OTHETOB 0 (PMHAHCOBbLIX pe3ybTaTax oOpraHn3auum no
topMe corsiacHo npunoxeruto Ne 1 K npukasy MuHpuHa Poccum ot 02 nonia 2010 r. Ne 66H "O hopmax
OyxranTepckon oTHYETHOCTM opraHu3aunin” (3apernctpmupoaH B MuHiocTe Poccum 02 aBrycta 2010 .,
perncTpaumoHHbin Ne 18023), ¢ U3MEHeHMAMM, BHECEHHLIMY NMpuKaszamu MuHgpmHa Poccum ot 05 okTa6ps
2011 r. Ne 124H (3apernctpupoBaH B MuHtocte Poccum 13 gekabps 2011 r., perncrpaumoHHbin Ne 22599),
oT 17 aBrycTa 2012 r. Ne 113H (3apernctpupoBaH B MuHiocTe Poccum 4 okTs6pa 2012 r., perncTpaunoHHbIN
Ne 25592), o1 04 nekabpsa 2012 r. Ne 154H (3apernctpupoBaH B MuHiocTe Poccum 29 nekabpsa 2012 r.,
perncTpaumnoHHbin Ne 26501), o1 06 anpens 2015 r. Ne 57H (3apernctpupoBaH B MuHtocTe Poccum 30
anpend 2015 r., pernctpaunoHHbii Ne 37103), noaTBepxaatowme oxoq (Bbipyyky) OT peaamsauum
Npon3BeAEHHbIX MEAULNHCKNX U3LeNni 3a nocieaHme Tpu roda (Ha gaTy nofayun 3asaBfieHns) He MeHee
700000 TbIC. pybnen;

)K) 3aBEpPEHHbIe NOAMUCHI0 PYKOBOAUTENS (MHOrO YNOJHOMOYEHHOr0 UM nLa) 1 NevaThlo 3asaBmTend (npu
HaAN4YMKn) KOMUN TEXHOIOrMYECKOW LOKYMEHTALMUM Ha MPON3BOACTBO MEANLMHCKUX U3LENNA, YKa3aHHbIX B
nepeyHe , NOATBEPXKAaloLMe NCNOJIb30BaHWE TEXHONOM M 1 MaTepunanos, pa3paboTaHHbIX 3a cyeT

610 4)KETHbIX aCCUTHOBAHWI;

3) 3aBepeHHbIe NOAMUCLI0 PYKOBOAUTENSA (MHOrO YNOAHOMOYEHHOM0 UM N1LA) 1 NeYaThlo 3asBuTens (npu
HaM4YMn) KOMUN FOCYAapPCTBEHHbLIX KOHTPAKTOB Ha MosyyYyeHune 6100)KeTHbIX aCCUrHOBAHUIN 1 (MAK) NHBIX
LOrOBOPOB (B TOM YMCSIE IMLEH3MOHHBIX), MOATBEPXKAAIOLLMX MPaBa Ha NCMOb30BaHNE TEXHOJIOMNIA U
MaTepuanos, pa3paboTaHHbIX 3a cHeT 610AXKETHbIX aCCMIHOBaHWUA, NpU NPON3BOACTBE MEeANLNHCKUX
n3genni, BKAIYEHHbIX B NepeYeHsb ;

) 3aBepeHHbIe MOAMUCHI0 PYKOBOAUTENS (MHOTO YNOJHOMOYEHHOr0 MM AnLa) 1 NeYaThio 3asBuTens (npu
HaM4nM) KOMMM TEXHUYECKMX YCNOBUA Ha NPON3BOACTBO MEANLMHCKUX N3AENNIA, U CbiPbS MO KOTOPLIM
OCYLLECTBAAETCA NPON3BOACTBO He MeHee 20 NPOLEHTOB HOMEHKIATYPhI (aCCOPTMMEHTA) BCEX
HaVMEHOBaHWN MeANLUNHCKNX N34e/IMA, BKAOYEHHbIX B MepeYeHb , UCNOJSIb3yeMOro npu Nx nponM3BoACTBE,
Ha JaTy nodayu 3asBJIeHNA.

5. MocTynusLwne B MMHUCTEPCTBO B COOTBETCTBMM C MYHKTOM 2 HacToswero MNopsaka 3aasneHne u
npuaaraemMblie K HEMy LOKYMEHTbl HanpaBAsoTCA B [lenapTaMeHT pa3BuTuma hapMaLeBTUYeCcKom 1
MeLNLMHCKON NPOMBbILLAEHHOCTU MUHUCTEPCTBa (Aanee - lemapTaMeHT).

JlenapTaMeHT B Te4YeHue 2 paboymx OHeEN CO AHA NOCTYnAeHns B MMHUCTEPCTBO PErncTpupyeT ux B
CneunansHOM XypHae, KOTOPbIN A0JHKEH BbiTb MPOLUHYPOBaH, MPOHYMEPOBaH MU CKPEMJIeH NeYvaThblo
MuHmncTepcTBa.

6. lenapTameHT B TeyeHne 10 paboynx aHen co AHS NocTynneHns B MUHUCTEPCTBO 3asBJIEHUS 1
npunaraemMbix K HeMy JOKYMEHTOB OCYLLEeCTBASET NPOBEPKY KOMMIEKTHOCTU NpuaaraeMbix K 3asBAEHNIO
LOKYMEHTOB B COOTBETCTBUU C MYHKTOM 4 HacToswero Mopsaka.

7. Mo pe3ynbTaTaM NPOBEPKU, yKa3aHHON B NyYHKTe 6 HacTosAwero Mopaaka, lenapTaMeHT HanpasaseT
npeacTaBAeHHOe 3a8BJeHNE C NpUAaraeMbiMn JOKYMEHTaMn B KOMUCCMIO NO PacCMOTPEHMIO 3asBIEHUNA,
obpa3oBaHHY0 MUHMUCTEpPCTBOM (fanee - Komuccusa).

8. Komuccus He nosgHee 10 paboumx AHEN CO AHA NOCTYNNEHWS 3as8BAeHNS C npuiaraemMbsiMu
LOKYMEHTaMMN NPUHMMAET pPeLleHne 0 MNOM0KNTENLHOM Uan 06 0TpULaTENEHOM PACCMOTPEHUN 3asBJIEHNS.
9. Komuccus npyHMMaeT peLleHune 0 NoN0XKUTENbHOM PAaCCMOTPEHUN 3a5BSIEHNSA B C/ly4ae COOTBETCTBUS
3a59BUTENA KPUTEPUAM, YKa3aHHbIM B NyHKTe 4 Mpasun . KoMuccus npmHMMaeT peweHmne ob
OTpYLaTEIbHOM PAaCCMOTPEHNN 3a9BNEHNS MPU HECOOTBETCTBUN 3a5BUTENS KPUTEPUAM, YKa3aHHbIM B
nyHkTe 4 MpaBus , uan HeJOCTOBEPHOCTM CBEAEHWIN, COAEPXKALUUXCS B 3a9BAEHUM U NpUAaraemMblX K HemMy
LOKYMEHTaXx.

10. Ha ocHOBaHMKM NpuHATOro KoMmuccunen pelleHns lenaptaMeHT B TedeHme 3 paboynx gHen co AHA ero
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NPUHATWA HanNpaBideT 3a89BUTEJII0 3aKa3HbIM NMUCbMOM C YBEJOMJIEHNEM MO afpecy, YKa3aHHOMY B
3a8BNI€HNU, N3BELLEHNE O MNONOXKMNTENLHOM UK 06 0TPULL@TENbHOM PAaCCMOTPEHNN 3as8BNEHNS, C
yKa3aHMeM NpUYnHbl TaKOro peLleHus.

11. N3BeLLleHNEe 0 NONOXKNUTESIbHOM PAaCCMOTPEHUN 3aaBIeHNA HanpasaseTcs [lenapTaMeHTOM 3asaBUTENO
COBMECTHO C 2 3K3eMrJispaMu NpoeKTa cornaweHuns o peannsaumm B 2017 - 2024 rogax KOMMIEKCHOr0
npoekTa no opme, yTBEPXKAEHHOW HACTOSALWMM NPUKA30M (Oanee - corsaweHne).

12. B cooTBeTCTBUM C ab3aLeM BTOpPbLIM NyHKTa 6 MpaBun 3asBuTeNb He No3aHee 5 paboynx AHeN co AHA
NoJly4eHNs N3BeLLEeHNS O NOJIOXKUTESIbHOM PacCMOTPEHUN 3as8BleHNs NpeacTaBnseT B MUHUCTepCTBO
NOAMNMCaHHbIA 3a8BUTENEM 3K3eMMaAp CornalleHuns.

13. B cniyqae HenpeacTaBaeHUs 3asBuTenem B MMHMCTEPCTBO B TEYEHME CPOKa, YKa3aHHOro B ab3aue
BTOPOM MyHKTa 6 lNpasua, NOANNCAHHOr0 3K3eMnaspa cornaweHns MmMHuCTepCcTBo HanpasaseT
3a89BUTENI0 3aKa3HbIM MUCbMOM C YBEOMJIEHUEM N0 agpecy, YKazaHHOMY B 3asaBAeHWM, n3BeLleHune 06
O0TKa3e BO BHECEHMM CBeEeHWI 0 3asBMTeNe B PeeCTp NOCTABLUMKOB MeANLIMHCKUX U3LeAUN 0OHOPa30BOro
NPUMeHeHns (MCNOJIb30BaHUA) U3 MOJIMBUHUAXJOPUOHBIX NAACTUKOB, BKJIIOYEHHbIX B NepeyeHb (ganee -
peecTp NOCTABLLNKOB).

14, B TeyeHmne 3 paboynx gHeN Co AHA NOAYYEHUS NOANMCAHHOIO 3a9BUTENEM IK3eMMNspa CorslalleHmns
MWHMCTEPCTBO BHOCUT CBEAEHUSA O 3asBUTENE B peeCTp NOCTaBLLMKOB, KOTOPbIM pa3MeLlaeTcs Ha
oduLmanbHOM canTe MUHUCTEPCTBA B MHPOPMALIMOHHO-TEIEKOMMYHMKALUNMOHHON ceTun "IHTepHeT", a
TakXXe B e4UHON MH(OPMALMOHHON cuCTeME B chepe 3aKymnok.

YTBEPXIEHA

npukasom MuHnpomMmTopra Poccun

0T 9 ceHTs6ps 2017 r. Ne 3107

®opmMa

CornaweHwve

0 peanmsaumm B 2017 - 2024 rogax KOMMNIEKCHOrO NpoekTa no
pacwMpeHmnio 1 (MaKn) NoKannsaunm Npon3BoACTBa MeAULINHCKIMX
n3gennii 04HOPa3oBOro NpUMeHeHns (MCNob30BaHNS) U3

NOJINBUHUNXNOPULHbLIX NNACTUKOB v 20__ r. (MecTo 3aK/04eHus)
(DaTa 3ak/o4eHuns)

Ne

MWHNCTEPCTBO NPOMbILLJIEHHOCTY 1 TOProean Poccunckon ®epepaunn, B mue ,
LEeNCTBYIOLEro Ha OCHOBaHMM , OT MMeHKn Poccunckon ®egepaunm, UMeHyeMoe B
AanbHenwem "MuHnCTepcTBo", 1 )

(MoIHOE HauMeHOBaHME IPUANYECKOro AnLa) B nLe , OENCTBYIOLLEro Ha
OCHOBaHMM , MeHyeMoe(bin) B fanbHenwem "OpraHnsaumsa”, COBMeCcTHO

nMeHyeMmble "CTOpPOHbI", B COOTBETCTBUYM C MpaBunamu oTbopa opraHusaunii, peanmsytowmux B 2017 - 2024
rofilax KOMrJjeKCcHble NPoeKThbl MO pacluMpeHnto 1 (1an) nokanmusaumm Npou3BoACTBa MeAULMHCKNX
n3gennii 04HOPa3oBOro NPMMEHeHNs (MCMONb30BaAHNSA) U3 MOANBUHWUIXA0PUAHBIX NAACTUKOB, B LIeSIAX
OCYLLECTBJIEHNS KOHKPETHOW 3aKyMKM Takon NpoayKumumn ans obecnevyeHns rocyjapCTBEHHbIX U
MYHULMNANbHbBIX HYXXA, YTBEPXAEHHbIMU NOCTaHOBNeHNeM MpaBuTenbcTBa Poccminckon depepauun ot 14
aBrycta 2017 r. Ne 967 (CobpaHue 3akoHogaTenbCcTBa Poccuiickon ®enepaunn, 2017, Ne 34, cT. 5290)
(nanee - MpaBwnsa), 3aKJII0YWUIIM HACTOSALLEE COrflallleHne 0 HuXKecneayLlemM.

|. MpeameT cornaweHuns

1.1. OpraHun3auuns 06a3yeTcs OCyLLeCTBUTb KOMMIEKCHBIN NMPOEKT MO PaCLUMPEHNIO U (MAK) NOKanusaumm
NPOU3BOLACTBa MEAULUHCKUX U3LeNIMA 0L4HOPA30BOro NpUMeHeHUs (MCNonb30BaHUs) 13
NOJIMBUHUAXAOPUAHBIX NNACTUKOB B COOTBETCTBUM C rpadhikoM peanim3auim KOMNIEKCHOr 0 NpPoeKTa,
nNpeayCMOTPEHHbIM NYHKTOM 3 MpaBua 1 SBASIOLWMMCA HEOTHEMIEMON YaCTbi0 HACTOALLEr0 CornaLleHuns
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(nanee - Npadmk), B Lensx opraHM3aLm BbICOKOTEXHOIOMMYHOMO NPON3BOACTBA, CO34aHNA
BbICOKOMPOMN3BOAMTENbHbBIX PaboyYnX MECT 1 YBEANYEHNS HANOrOBbIX NMOCTYMAEHUN.

1.2. Mpwn 3aKkno4eHnn HacToswero cornaweHns OpraHn3auns BolpaxkaeT CBOe corjacue Ha
ocyLllecTsfieHne MMHUCTEPCTBOM MPOBEPKM BbINOJIHEHUA OpraHnsaunen MeponpuaTuin, NpesyCcMoTPEHHbIX
padmkom.

Il. B3anmopnencteune CTOpPOH

2.1. MuHncTepcTBO 0653yeTCH:

2.1.1. BkntounTb OpraHmn3aLnio B peecTp NoCTaBLINKOB MeONLNHCKNX U3OEeNNNA, BKIIOYEHHbIX B MePeYeHb
MeONLUNHCKUX U3gennii 04HOPa30oBoro NpuMeHeHus (MCnonb30BaHNS) U3 NOAUBUHUIXIIOPUAHBIX NIACTUKOB,
yTBEPXAEHHbIN NocTaHoBAeHNeM lMpaBuTenbcTBa Poccunckon depepaumm ot 5 pespana 2015 r. Ne 102
"O6 orpaHNYeHNAX 1 YCNOBMAX AOMYCKA OTAENbHbIX BUAOB MEAULNHCKUX U3AEANNA, MPOUCXOAALLMX 13
WMHOCTPaHHbIX FOCYAAPCTB, 415 LeNiei OCyLLeCTBNeHNS 3aKynoK Ans obecnevyeHns rocyLjapCTBEHHbIX U
MyHuUMNanbHbIX HYXA" (CobpaHue 3akoHoaaTenbCcTBa Poccuiickon ®enepaunn, 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, cT. 5291) (panee - PeecTp);
2.1.2. PaccMaTpumBaTb OTHETbI M AOKYMEHTbI, NpeAcTaB/ieHHble OpraHm3aumnen B COOTBETCTBUN C MyHKTaMM
2.2.2 1 2.2.3 HACTOALEro cornaweHuns;

2.1.3. OcyLLecTBNAATb KOHTPOJIb 3a BbiNoAHeHMeM OpraHu3aLumein MeponpuaTuin, NnpeayCcMoTPEeHHbIX
pachmkom, BKKOYaa NPOBEPKY N aHaNN3 COOTBETCTBMA LesieBblM NoKasaTensM 0TYeTHOro nepmoga
LLOKYMEHTOB, NyTeM NpoBeLeHNs NPOBEPOK;

2.1.4. Mo pe3ynbTaTaM PacCMOTPEHUSA JOKYMEHTOB, NPeACTaB/IEHHbIX OpraHu3aLUnen B COOTBETCTBUMN C
NyHKTaMu 2.2.2 1 2.2.3 HaCTOSALLEro corfialleHns, ohopMNATL aKT O BbINOJHEHUN MEPONPUATUN,
npenycMoTpeHHbIX 'padukom;

2.1.5. B cnyyae HeBbiNnosiHeHUs (bonee 4yeM Ha 10 npoueHToB) OpraHu3aunen MeponpusaTun,
npeaycMoTpeHHbix Mpadmkom, HanpasuTe TpebosaHme 06 ynnaTe B foxon denepansHoro bogxera
wrpada B pa3mepe 30 NpoLEHTOB OT 06LLEN CyMMbl KOHTPAKTOB, UCMONIHEHHbIX OpraHm3auuneit npu
peanunsauny KOMMJIEKCHOro NpoeKkTa 3a TeKyLWMIi rof, n nckno4ntb OpraHm3auunio n3 PeecTtpa ;

2.1.6. Mpu HanM4YMn nHpopMaunn o BKAoYeHU OpraHu3aunm B peectp HegobpocoBeCTHbIX MOCTaBLLMKOB
ncknoYnTL OpraHnsaumnio n3 PeecTpa 40 UCKIIIOYEHNS N3 peecTpa HeA0OPOCOBECTHBLIX MOCTABLUMNKOB;
2.1.7. PaccmoTpeTb B TedeHne 30 KaneHAapHbIX AHEN C AaThl NOCTYMNAEHNS OOKYMEHThI, MpeAcTaB/eHHble
OpraHun3aumen B COOTBETCTBUN C MYHKTOM 2.2.5 HaCTOSALWEr0 COrflalleHuns;

2.1.8. OhopMUTb aKT O BbIMNOJHEHUN MEPONPUATUNA, NPeayCMOTPEHHLIX pacnkoM, B Ciyyvae
noaTeepxaexHna OpraHm3saumnen COOTBETCTBMA YCNOBUAM W LIeNEBbIM Noka3aTenam 'padmka cornacHo
NYHKTY 2.2.5 HacTosLwlero cornaweHns, u B TeyeHne 3 paboynx gHen BkntouYnTb OpraHusaumnto B PeecTp .
2.2. OpraHusaums obasyetcs:

2.2.1. BbINONHATE MEpOnpuATA Mo peanm3aLnm KOMMJIEKCHOrO NpoeKkTa B COOTBETCTBUM C ['padnkomM;
2.2.2. MpepcTtaBnsaTb B MMHUCTEPCTBO eXerogHo, Ao 1 Hoabps Tekyliero rofa oTHeT O BbIMNOJHEHUN
MeponpusaTuin, NPegyCcMOTPEHHbIX padnkom (ganee - oTyeT);

2.2.3. MpeacTtaBnaTb No TpeboBaHM0 MUHNCTEPCTBA NEPBMYHBLIE AOKYMEHTLI (KONUK), NOATBEPXKAAKOLW e
HAaHHble, cofep Kallimnecs B 0T4eTe;

2.2.4. B cnyyae HeBbINosiHeHUs (bonee YyeM Ha 10 NpoOLEHTOB) MEPOMPUATUIA, NPEeaYyCMOTPEHHbIX
pachnkoMm, nepevncanTb B oXo4 hepepanbHoro 6rogxxeTa wrpad B pasmepe 30 npoueHTOB OT obLuen
CYMMbl KOHTPAKTOB, UCMOJHEeHHbIX OpraHu3aumen Npy peaamsaumnmn KOMNIEKCHOr0 NPOeKTa 3a TeKYyLNA
rof, B TedyeHue 10 KaneHAapHbIX AHEW CO AHS nosydeHuns TpeboBaHna oT MUHUCTEPCTBa;

2.2.5. B cnyyae ncknodeHusa us PeecTpa B COOTBETCTBUN C MYHKTOM 2.1.5 HacTosLero cornaweHuns
Hanpas/ATb B MUHUCTEPCTBO AOKYMEHThI, MOATBEPXKAAKOLLME COOTBETCTBUE YCI0BUSIM U Lie/IeBbIM
nokasatensam pauka;

2.2.6. ExxeroniHo, f0 1 HOAbps TeKyLero roga NnPoOBOANTL HE3AaBUCUMBIN TEXHONOrMYECKUA ayauT
KOMMMJIEKCHOr 0 NPOeKTa C Noc/eayoLwWmnm npeicTaBieHemM pesybTaToB ayanTta B MUHNCTepPCTBO.
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[ll. KOHTpO/b 3@ UCMONIHEHMEM YCJIOBUI COrNalleHmns

3.1. MuHnpomTOpr Poccnn NpoBOAMT MPOBEPKM BbINOJIHEHUS OpraHu3aunen MeponpusaTui,
npegycMoTpeHHbIX 'padkom, B COOTBETCTBMK C NyHKTOM 10 Mpasun .

3.2. B paMKax NpoBOAMMbIX NPOBEPOK BbINOSHEHMA OpraHu3aunen MeponpuaTun, npefycMoTpeHHbIX
Ipachmkom, OpraHusauna npeacrasnseT MuHUCTEpCTBY Mo ero TpeboBaHW0 He0BX0AMMbIE LOKYMEHTHI,
OTHOCALLMECH K NpeLMeTy HaCTOALLero CornallieHums.

IV. OTBeTCcTBEHHOCTL CTOPOH

4.1. B cnyyae HENCMNOJIHEHNS UK HEHaAIeXXallero NCNoJIHEHNS YCoBuiA HacToswero CornaweHuns
CTOPOHbI HECYT OTBETCTBEHHOCTb B COOTBETCTBUM C 3aKOHOAATENbCTBOM Poccuinckon denepauun.

4.2. B cnyyae HeBbinosHeHUs (bonee yem Ha 10 NpoLLeHTOB) MeponpuaTUA, NpeayCcMOTPEHHbIX Ipadurkom,
OpraHu3saumsa ynnaumBaeT B 10xoa heaepasbHoro bioaxeta wrpag B pa3mepe 30 npoueHTOB OT 0bLlen
CYMMbl KOHTPaKTOB, UCNOJIHEHHbIX OpraHn3aunen Npy peannsaumnum KOMMNIEKCHOro NpoekTa 3a TekyLwun
rog.

V. YperynunposaHue crnopos

5.1. CTOpOHbI MPMHMMAIOT BCE Mepbl A5 TOro, 4Tobbl itobble CMOpHLIE BONPOCHI, pa3Hornacus anbo
NPETEH3MM, KacatoLmMecs UCMONHEHNS HAaCTOALWEro cornaweHus, 6binm yperynmpoBaHbl NyTem
neperoBopos.

5.2. B cniydae HepgocTuxxeHusa cornacus CTOpoOHaMK Cnopbl U pa3Horjacusa nogsexaT paspeLlleHnio B
cyfebHoM nopsiike B COOTBETCTBUU C 3aKOHO4aTeNbLCTBOM Poccuinckon depepauuu.

VI. CpoK OeNCTBMA HACTOSLLEro COorlalleHns

6.1. HacToswee cornalleHune BCTynaeT B CUY U CTaHOBUTCS 06a3aTenbHbIM 415 CTOPOH C MOMEHTa ero
NoANMUCaHnsa 1 LeNCTBYET L0 NOAHOro ncnosHeHns CTopoHaMm 0683aTeNlbCTB N0 HAaCTosALWEeMyY
cornatleHuio.

VII. TopanoK pacTopXeHusa corfalleHns

7.1. HacTosiwee cornalleHme MoXXeT 6bITb PACTOPrHyTO Mo cornawieHunio CTopoH, 1mbo B Nopsiake,
npefycMOTPEHHOM rpa)kAaHCKUM 3aKoHOoLaTeNbCTBOM Poccunckon ®epepauunu.

VIIl. 3aknto4mnTesIbHbIE MON0XKEHMNA

8.1. Jllobble N3MEHEHNS, BHOCMMbIE B HAaCTOSILLLEE COrNalleHne, 0opopMASIOTCS AONONHNTENbHBIM
corjialleHmem, KoTopoe NoANUCbIBAaeTCs YNOJHOMOYEHHbIMY NpeacTasnTensamm CTOPOH U ABNsSeTCs
HEOTbEMJIEMOW YaCTblO HACTOSALLErO COrlalleHns.

8.2. CTOpOHbI HEe MOryT NepefaBaTb CBOM NpaBa 1 06593aHHOCTY MO HAaCTOSLLEMY COrNlaLLEHNI0 TPETbUM
Jimuam, 3a CKDYeHNEM Cyvaes, NpeayCMOTPEHHbIX 3aKOHOAATeNbCTBOM Poccuiickon degepaunn.
8.3. B ciiyyae nsMeHeHns y Kakon-nmbo n3 CTOpoH MeCTa Hax0oXAeHMNS, HauMeHoBaHWs, BaHKOBCKUX WK
ApYrux peKBU3NTOB, UK B CJly4ae peopraHusauum ogHon n3 CTopoH Takasa CTopoHa oba3aHa B TeyeHue 3
[OHeW C faTbl BHECEHMSA TaKNX U3MEHEHU MUCbMEHHO N3BECTUTb 06 3TOM apyryto CTOPOHY.

8.4. HacToslee cornalweHne cocTaBneHo B 3 3K3eMnaspax, MMeLmx 0ANHaKOBYO IOPUANYECKYIO CUAY,
OOVH U3 KOTOPbIX NepenaH OpraHusaumu, 1 ABa Haxooatcd y MmHucTepcTsa.

IX. MepeyeHb NpUIoXKeHun

9.1. HeoTbeMNEMON 4YacCTbio HACTOALLEr0 COralleHnsa SBAseTCa rpaduk peannsaunm KOMNIEKCHOro
npoekTa, NpeayCMOTPEHHbIN NYHKTOM 3 MpaBua , Ha 1.

X. PekBu3nTsbl n nognucn CTopoH

MuHuncTepcTso: OpraHusauns: MUHUCTEPCTBO NMPOMBILLJIEHHOCTU M MNOJIHOE HanMeHoBaHWe OpraHusaunm
Toprosau Poccuinckon ®epepaumnm Agpec: Agpec:

VHH VHH Knn

Knn

MwuHncTepcTso: OpraHusaumns:
(LOMKHOCTB) (A0/XKHOCTB) (noanuce,

hamunnus, uma un (moanwuce, hammnnus, uma un
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0TYeCTBO) OTHECTBO (NPY HaNU4YUK) 20 . 20 .
M.IM. M.IM. (Npn Hann4mMnM neyaTn)
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