ITnan

SOUOH—GEHHH& IO CHH’KCHHI0 HEeraTHBHBIX MOCJIEJCTBHHA YKOHOMHYECKOro KPH3HCa Ha pa3BHTHE IIpOU3BOACTBA
JEKAPCTBEHHBIX CPEACTB H MEAHIHHCKHUX H3Ae Ul

- BHecTr usmenenns B nprikas Munsapasa Poccrw ot 21.12.2012
| Ne 13535 «O6 yTeepiacHnu nopsiiKa OpTraHH3allMH U IPOBENCHHS

Munanpomropr Poccun;
Komuccug PCIII no papMmaneBTHYIECKOH 1

7 o O@OE
Ne HaumMenoBanue MeponpusTys OTBeTCTBEHHEIH HCIOTHUTE BT T e
1. Meponpuamua no noddepsicanuio uneecmuuuonHoii akmusHocmu npeonpuamuil hapmauesmusecKoii u
MEOUYUHCKOU RPOMbLULICHHOCIU
OrnpenenuTs nepedeHb HHBECTHIHOHHBIX IIPOEKTOB B 00JIACTH
(hapManeBTHYECKOH B MEIHIMHCKOMH IPOMBINLIEHHOCTH, KOTOPEIA JaeT Munnpomropr Poccun;
BO3MOXKHOCTE y4acTBOBaTh B OTOOPE HA IIPaBO IONYYEHHS CyOCHImil 13 Komuccus PCIIIT no papmaneBTHYecKoi |
1 denepampHOro GromKeTa Ha KOMIICHCAIIHIO YaCTH 3aTpar Ha yIUaTy MEAHIMHCKOH IPOMBIILIEHHOCTH; tbeBpans-Maii
" | IPOIIEHTOB II0 KPEAUTAM, HOIYICHHBIM B PocCHICKHX KPEIHUTHBIX Komurer TIIII P® no TIPEAIPHHAMATENBCTBY B 2015
opranmsamusix B 2014-2016r Ha peand3alni0 HHBECTHIHOHHBIX 3ApaBOOXPAaHEHUH H METHITHHCKOH
p P P
IIPOEKTOB, a TaKkKe cybcuauii u3 (emepanbHOro 6r0mKeTa Ha IIPOMBIIICHHOCTH
KOMITCHCANMIO YacTH 3aTpaT Ha nposenenue HUP u OKP,
Pexomennosats Gouy passuTHs IPOMBIIUIEHHOCTH PacCMOTpETH MuHTPOMTOPT Poccu:
TIPe/UIOKEHHA IPEINPUATHE HapMaIeBTHYECKOH U MEIHITHECKOM HAozEmuxm wmﬂm o @wwzmnmmgawomom s
IIPOMBIIIIIEHHOCTH O BBIAEJICHUH JIBIOTHEIX LIEEBBIX 3aiMOB HA JTalle . L . MBS
2. | npenGaHKOBCKOTO (DMHAHCHPOBAHHS WHBECTHIIMOHHEIX IIPOEKTOB JIIs P ’ P
N Komurter TTIIT P® o npeanpuHUMAaTensCIBY B 2015 .
noaroToBkd TO0O u puHAHCOBBIX 0GOCHOBaHHI IPOSKTHO- ”
3MPaBOOXPAHEHHH U METHIIMHCKOH
H3BICKaTENIbCKUX, HAYYHO-HCCIIEIOBATEILCKHAX H OIIBITHO-
IPOMBIIIEHHOCTH
KOHCTPYKTOPCKHX paboT.
YTBepIMTE IIaH HMIOPTO3aMEIIEH S JIEKapCTBEHHBIX CPEJICTB H Murmponrropr Pocor; MapT-ampers
3. | MEOMIMHCKUX H3JIEIMi, Ha KOTOPLIE 6 acIpOCTPaHATHCA MEPEI ’ §
i " ’ I SR PARHPARID P Munzapae Poccun 2015 .
TOCYAapCTBEHHON ITONIEPKKH.
YIPOCTHTE MpoNeaypy perucTpanyy MeIUIMHCKUX M3Temi | 1 2a Munznpas Poccun;
KIIACCOB IIOTEHITHAIBHOIO PACKA IPUMEHEHHUS IS YET0: Pocznpasuanzop;
4, p L 2015 1.




SKCIICPTH3BI Ka49eCTBa, 3G PEKTUBHOCTH H 6E30IIACHOCTH MEIHIIHHCKIX
H31IHD) (YIPOIIEHHs HPOLEAYPHI PETHCTPALHH MeIHIHHCKIX
H3J€HH, TIPE/ICTABIIOMHIX COO0M YIIaKoBKY (anTedxa, HAGOP, KOMILTEKT,
YKJIajaKa, CyMKa BOHCKOBad), B COCTAB KOTOPOH BXOMSAT MEIMITHHCKHE
H3ICJIHS ¥ JIEKApCTBEHHEIE CPEJICTBA, 3aperHCTPHPOBAHHEIE HA
TeppuTopHu Poccuiickoit Peepail B yCTaHOBIEHHOM HIOPSAIKE
(Ipouemypa peracTpanuy Ipoxoaut B 1 sTam 6e3 IIPOBE/IEHHUS
KIMHUYCCKUX UCOBITAHUM, TEXHHIECKHE ¥ TOKCHKOJIOTHYECKHE
HCHIBITAHHS IPOBOMSATCS TONBKO B YaCTH YIIAKOBKH).

- BHecT nsmenenns B nmpukasz Munsnpasa Poccun ot

21.12.2012Ne 13531 «O6 yTBepKIeHUN [OPSIIKa OPTaHU3alliy U
IIPOBEICHHS SKCIICPTH3BI Ka4eCcTRa, 3QPeKTHBHOCTH H 6€30MacHOCTH
MEMIMHCKIX H3/CTHH» (COKPAIIEHHS CPOKOB [IPOBEIEHHS SKCIIEPTH3BI
KagecTBa, 3Q(peKTHBHOCTH U 6e30MaCHOCTH MeIUIHHCKEX H3IEHH i
elel PerucTpanyy (PaccMOTPEHHE B IIPHOPHTETHOM HopsizKe).

- BHeCTH M3MeHEHN s B ITIOCTAHOBIIEHHE IIpaButenncrea Poccuiickoit
®enepanun ot 27.12.2012 Ne 1416 «06 yTBepxkAcHuH [IpaBuin
TOCYapCTBEHHOM PErMCTPALNA MEIUIIMHCKHX H3/IENHi» U B IPHKA3
Munzapapa Poccun ot 21.12.2012 Ne 13531 «O6 YTBEPXKACHHH IIOPAIKA
OpraHH3alNH U NPOBEACHHUS IKCIEPTH3HI KAUECTBA, 3 ()EKTHRHOCTH 1
0e30aCHOCTH MEMIHHCKAX H3IETHA» (HajelcHue Pocsnpaeramzopa
HOJTHOMOYHSMHE 110 OPTaHU3AllHA KOHCYIbTHPOBAHUS IOPUIMIECKHX JIHIT
110 BOIIpOCAaM MPOLEAYPEI FOCYJapPCTBEHHOM PEIHCTPAIIHH ).

- BHecTH M3MeHenHs B mocTaHOBIEHHE IIpaBuTenscrBa Poccuiickoit
@enepanum ot 27.12.2012 Ne 1416 «06 yrBep:xkaeHun [Ipasuin
TOCYAapCTBEHHOH PErHCTpalliy METHIIMHCKIX M3 1€ M
(IIpENIOCTaBIIEH S 3a CUET CPEICTB TOCYJAPCTBEHHOM IIPOTPaAMMEI
Poccuiickoit ®eneparmu «Passutie (apmameBTHIECKOl ¥ MEAHITHHCKOM
IpoMEIIIeHHOCTH» Ha 2013-2020 roasl BO3MEIEe s 0TeYeCTREHHLIM
IPOHU3BONUTENSAM IOHECEHHBIX PACXOJIOB, CBA3AHHEIX C IIPOBEICHHEM
PETHCTPAallHOHHAIX IIPOLEAYD, B TOM YHCIIE TEXHHIECKHX HCIIBITAHMHA,
TOKCHKOJIOTHECKHX HCCIEA0OBAHMH, KITHHHYECKAX UCIIBITAHNH,
HCIIBITAHUH B HEIAX yTBEPXKACHHS THIA CPEICTB H3MEPEHH, SKCIEPTH3LI
Ka4ecTBa, 3G PEKTHBHOCTH U G€30MaCHOCTH).

- PasrpaHuyuTE HOHSTHE TOCIONLTHHA 32 NPOBEICHHAE 9KCHEPTH3EI IPH

MEIMITHHCKOH IIPOMBIIILIEHHOCTH;

Komuret TIIIT P® o mpepuHEMAaTeIbCTRY B
3/[paBOOXPaHEHHH U METHITHHCKOM
NIPOMBIILIEHHOCTH




PETHCTPAlHE MEIUITHHCKOTQ H3IENHs, KOTOpast NOJDKHA ORITE €UHOMH, H
TOCIIONIIMHA 34 PEerucTpanmuro, KOTOpast MOXET COOTBETCTBOBATH
OTOCIIBHOMY BHAY MCIUIIHHCKOIO M3JIC/IHS.

PaceMOTpETE BO3BMOXHOCTD BKITIOYEHHS B TOCYTapCTBEHHYIO IIPOrpaMMy
Poccutickoii Oeneparuu «Pa3euTHe (hapManeBTHYECKOH H MEIUIHAHCKOMH

S .| Murnpomropr Poccuu 20151,
NpoMbIICHHOCTH» Ha 2013-2020 rogs! cpaBHHUTEBHBIX HCCIIEIOBAHUMN
POCCHHCKHX ¥ HMIIOPTHBIX MEIMIIHCKHUX W3IEITHI.
11. Meponpuamusn no noodepscarnuro 0bopommubix cpedcme, HeoOX0OUMbIX
RPEORPUAMUAM ONIA OCYUECMENEHUA eAMETbHOCHIU
Munsapas Poccun;
Musnmnpomropr Poccun;
Komuccus PCIIII o papmanerTiyeckoi u .
CoxpaTuTh MaKCEMalbHbIE CPOKH OILIATHI 32 TOCTARICHHDE B JIITY N Mait
1. METHITMHCKOH IPOMBIILIEHHOCTH;
3/paBOOXPAHEHHS JICKAPCTBA H MEIUIUHCKHE H3IETHS 10 2-X MECSIIEB. Komzrer TII PO 1o mpe/mpHHAMAT 50Ty B 2015r.
3IPaBOOXPAHEHHH H MEIUIIHHCKOMH
IIPOMBIIUIEHHOCTH
Musrnpomropr Poccuu;
Mundwun Poccun;
Onpenenuts ynonHoModeHHbIE GAHKH, KOTOpBIE Ha OIIPEIEIEHHBIX Kommccrs PCTI mo dapyanerraeciol i
5 | YCIOBHSX MOTIIH OBl NOCPOYHO MOTAIIATE 33I0KEHHOCTD FOC3aKA3UHKOR eI CR O T ozEE%mmmooem. MapT-Maif
" | Hepen NoCTaBRIIHKaMH MEIUITMHCKOM IPONYKITHH, HCHOTHUBIIMMY CBOU Konmrer T % Dits m@obuﬁmmmzmeohwsmu\ 5 2015 .
o6s3aTensCTBa. .
3[IpaBOOXPAHEHHH B MeIHI[HHCKOMH
IPOMBIILIEHHOCTH
‘ = Mmunnpomropr Poccun;
YCKODHTB BHEIpEHHE MEXaHU3MA 9KCIEPTHOH OLIEHKH II0 MrernsiE Seoms
ocBoboxaeruI0 0T HJIC 1 TaMOKeHHOM MOMUIHHE Ha CBIPBE, MaTEPHAILI OTC ww - ’
H KOMILTEKT He, IpeAHa3HAYEHHEIE T IIPOM3BOICTRA 8 . eBpalIb-
5 YIOMHE, Upeq FEL TP o Komuccus PCIIII no dhapmaneBTHueckoii u Gesp
2+ | JICKApCTBCHHBIX NPENAPATOB ¥ MEMUITHHCKIX H3eTuit. [IpHHSTE N ] MapT
MEIHIHWHCKOH IpoMbemnteHHocT; Komurer TIIIT 2015 ¢

COOTBEICTRYIOIIEE NIOCTaHOBNIeHHAE [IpapuTenscTBa Poccuiickoi
Oenepanyy.

P® 110 npeAMpURNMATENBCTBY B 3MpaBOOXpAHEHNH 1
MEJIMIIMHCKOH NPOMBIIIIEHHOCTH




Munnpomropr Poccun;
MunskoHOMpa3BuTHs Poccnuy;
Munoun Poccun;

Obecneunth CyGCHIMPOBAHHE YACTH HPOLICHTHBIX CTABOK IO kpemutam | Komuccust PCIIII o gapmarieprrdeckoii u MapT-Maii
H OILIATHI 32 BhIIa9y OAHKOBCKHX rapaHTHiH. METUIHHCKOHA IPOMBIILUIEHHOCTH; ZOS5 T
Komurer TIII P@ 110 npeAnpUHAMATENLCTRY B
3/IPaBOOXPAHEHHH U MEIHIIMHCKOH
IIPOMBIILIEHHOCTH
Murnpomropr Poccun;
o MmunskosnoMpassuTus Poccuy;
Brectu mocraropnenue Ipasarenscrea Poccriickoi Denepanumn, Mundun Poccrn:
IpelyCMaTpHBAlOIIee [IpaBa YCTaHOBIECHHS MOTy4YaTeIsIMH CPEIICTE ’ .
Pty p tee fpasa y . Peat Munznpas Poccuy; Mal-HIOHb
(hemepanbHOrO GROIKETa ABAHCOBHIX IUIATEKEH 110 OTIETHHEIM 2z
o Komuccus PCIIII o papmanesTiyeckoit u 2015,
zoroeopam 110 80% 0T X CyMMEI Ha IIOCTABKY JIEKADCTBEHHEIX CPELCTE i M
. METUIHUHCKOH NpoMelieHHocTH; Komurer TIIIT
MENUITMHCKUX H3IEIHH.
P® 110 npempHENMATEIECTBY B 30PaBOOXPAHEHAHN U
MEIHIMHCKOH IPOMBIIUICHHOCTH
PaccMOTpeTh BO3MOXHOCTB [IPEOCTABIEHHS TapaHTHIl IOCTABIIIKAM MunskonoMpazsrTHs Poccuu;
MEIUIUHCKON IPONYKIMH IIPH TOCYJAPCTBEHHEIX M MYHHIIANATBHEIX Munnpomropr Poccun; 2015 ¢
3aKyIKax 3a CUICT NEepeyCTYIKH NpaB TpeGoBaHuit qomra rocbankamu B | ®AC Poccun; )
J000H MOMEHT BpEMEHH 110 HACTYTIIEHHS OILIATE] IOKYIIaTeIEM. Munsapas Poccun
DAC Poccun;
Murnpomropr Poccun;
Omnpezenuts ciydan U yCIIoBus, IPH KOTOPBIX B 2015 TOZly 3aKa3zuuK Komuccus PCIIII o papmaneBTHYeCKO# 1 i
BIIpaBe HE yCTaHABIMBATH TPEOOBAHMUS O IIPEIOCTABICHEH O0ECTIEUCHNS | MeIUIHHCKOM IPOMBIIUIEHHOCTH; 2015 ¢
KOHTPAKTa IIPH 3aKyIIKe NPOAYKIIHH. Komurer TIIII P® mo npeAnpruEMMAaTensCTBY B ’
3IPaBOOXPAHEHNH U MEIHIIMHCKOM
IIPOMBIIIEHHOCTH
Munnpomropr Poccun;
Munskonompassutus Poccun;
Paspaborars u peanusoBats IPOEKTEH! IO IPHMEHEHHE HOPMEI .
Komuccus PCIIII o ¢apmaneBTHYECKOI 1 .
CIICMIHATBHOTO MHBECTHUIIMOHHOTO KOHTPAKTa B paMKax DeaeparsHOro eI e OB, T T IE IO anpenp-Mai
3ak0Ha OT 31.12.2014r. Ne488-®3 «O npoMBIIIEHHOM TOMHTHKE B p ’ 2015 r.

Poccuiickoit ®enepanum».

Komwurer TIIIT PO 1o npeAnpuEEMaTeIsCTRY B
3IPaBOOXPAHEHUH U MEIHMIIMHCKOI
IPOMBIIIIEHHOCTH




Ill. Meponpuamusn no noooepsicke Cnpoca Ha omeyecmeeHHble JIeKAPCMEa U MeOUUUHCKUE U30e s

IIpuasTre mocranornenns [IpapuTtensersa PoccriicKoi Denepanun «O6
YCTaHOBJICHHH OTPaHMYE€HMH Ha JOIYCK OTACTHHEIX BHIOB
JICKapCTBEHHBIX MPEIIAPaTOB, IPOUCXO/IAINNX H3 HHOCTPAHHbIX

Munnpomropr Poccuu;
Munznpas Poccun;
MunskonoMpazeutug Poccun;

MapT-anpenb

TOCYapCTB, IPH OCYIIECTBICHHH 3aKyIIOK JUIS TOCYIAPCTBEHHEIX H 2015 ¢
MYHHIHIATBHBIX HYXID». OAC Poccum; mpodeccHoHanbHEIE 0BIIECTRBEHHEIE ’
Ocy1mecTBeHHe IOCTOSHAOH aKTyaIA3aAIHE Ilepedns nexapcTBeHHBIX OpraHU3aIHH
IIPEIapaToOB ¥ MEIUITUHCKUX HU3AEIHMH IO MPHHATHIM IIOCTAHOBICHHSIM.
®AC Poccun
Munznpas Poccun;
. Pocznpasaamzop;
Coznanne paboueit rpynnst mpu ®AC Poccuu mrs KOHTPOJIS 3a ki
HapyIICHHSMH IIPH OpraHHU3allM{ 3aKyTIOK JIEKapCTBEHHBIX MIPENAPATOB H Musnpomropr Pocer anpeb-Maif
Py PH Opl A P perap .. | Komuccun PCIIII o papmanertiyeckoi u P
MEHMITHHCKHX H3MEINH, NPEJ0TBPAINEHHS HEOOOCHOBAHHBIX TpeOOBAHHI = 2015 r;
c MEIHIHMHCKOH TPOMBINIIEHHOCTH,
JEMIIMHTa ¥ HEIOOPOCOBECTHOM KOHKYDEHIIHH.
Komurer TIIII PP no IPEANPHHAMATENHCTBY B
3IPaBOOXPAaHEHUH U MEIULIUHCKOH
IPOMBIIICHHOCTH
Mumnsnpar Poccuu;
Co3znanue npu Munzapase Poccun u Pocznpasranzope pa6ouux rpymm PocanmpaBransop;
AL OIIEPATUBHOTO PEIICHUSI BOIIPOCOB, CBA3AHHEIX ¢ HAPYIICHHEM Komuccus PCIIII o dapmanesTHueckoi 1 anpens-Mait
CPOKOB 3KCIICPTH3bI M PETHCTPALNH JIEKAPCTBEHHBIX IPENApaToOB 1 MEIHUIHHCKOH NpoMelieHHoCTH; KomurteT TIIIT OIS 1.
METUITUHCKHX H3/IEITHI. P® 110 npeampusuMaTensCTRy B 3MpaBOOXpaHEHHH 1
MEIHIMHCKOH IIPOMBIILIEHHOCTH
CHCTeMaTH9eCKH paccMaTpUBATh HA AHTHKPU3HCHOM IITabe pu
JenapraMeHnTe pa3zBHTHS (bapMaleBTHUECKOM H METUITUHCKOR Meampomropr Poccr;
p P P Kowmucens PCIIII mo dapManeBTaIeckoi u
IpoMbIIIeHHOCTH MuHnpomTopra Poccuu xon peammsanum a
- 5 MEHIMHCKOH IIPOMBIIIIEHHOCTH;
AHTHKPH3HCHBIX MEp rOCYAapCTBEHHOR MOIEPHKKH IIPOM3BOICTEA 2015r.
c Komurer TIIIT P® mo [IPeNPHHAMATEIBCTBY B
JIEKapCTB U MEAUIUHCKUX H3fe1ii. [[pof0IDKUTE pakTHKY MpOBeaeHHS ”
” 3IpaBOOXPAHEHNH U MEIHIIMHCKOH
coBMecTHBIX 3acenanui PCIITI, TIIIT u Murnpomropra Poccun.
IIPOMBIILIEHHOCTH
BHeIpUTE CTaHAapTHI 171 IPUMEHeHHUsT IIPH COCTABIICHUH TEXHUYECKHUX Munznpas Poccun; 2015 rog u
3aJlaHHH 71 rOCYJapCTBEHHBIX M MYHHIIHITATBHEIX 3aKYTIOK, DAC Poccnn; IIOCIIE IYFOIITH
IIPENIIOIAratoIke, B TOM YHCITE: OOBEKTHRHOE OIHCAHNE MEIUIIHHCKEX Musnpovropr Poccni; | neprona




H3[Ie/IUi, BLIHECEHHE B OTIEIIBHBIC JIOTHI uwmﬂmmhvmom IIPOOYKITHH,
BBIZICICHUE B OTAEIBHEBIEC JTOTHI IPOOYKIIHH, HMCIOIIEH @OOONMOH&@
aHaJIoTH.

MunskoHOMpaseuTHS Poccuu;
Poccragnapr

BrecTtu u3smeHnenue B METOIHUKY pacyeTa NpelclibHOM CTOMMOCTH

Munznapae Poccun;

N L1 hH g
JKHBJIIT ¢ yaeToM cromMocTd 1 Mr IeHCTBYIOIIETO BemecTRa. ®CT Poccuu
TIOBBICHTH KOHKYPEHTOCTIOCOGHOCT PETYIATOPHOMN CHCTEME] OyTEM
BHEIPECHHS yCKOPCHHBIX PEKUMOB PETHCTPALMH JIEKAPCTREHHBIX
MpENapaToB. Y CTpaHUTh (GaKT HEPABHOTO AOCTYIA HA PEIHOK
PEUIP P 4 p H P Munszapas Poccun 2015 .

JICKapCTBEHHEBIX IPENaparoB 110 CPABHEHHUIO C MMIIOPTHEIMH,
00YCIOBIEHHOTO HEOGXOMMOCTBIO TOIIOHATEIBHOTO BHECEHHUS B
IOCYNapCTBEHHBIN peecTp (hapMalleBTHUECKOM CyOCTaHIHA.




