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%% i\.\N. 5, NOBbILWEHUN AO0CTYMHOCTU U
: N.lul\\i/ °  KavyecTBa MeAMLMHCKOM MOMOLLM
®APMUMOIRC HacefieHUIo B pamKax MYrl.

Boiaep:kku 3 npoexkta ¢genepaabnoro 3akona o I'4Il.

1. IHeas I'ocynapcreenno- Hacraoro Ilapraepcrea —
MOBBbIIIIEHAE KAYeCTBA U 00ecne4yeHue JOCTYIHOCTH
NPeI0CTAaBJIsIEMbIX HACEJICHUIO YCIYT. (cTaThs 1 m.1)

2. IIapTHEPCTBO HE CBSA3aHO C OIIKETHHIM ACCUTHOBAHNEM M3
HHBECTHIUOHHBIX GOHAO0B. (cTaTha 1 n.3)

3. ITapTHEPCTBO OCYIIECTBJIACTCS, HA KOHKYPCHBIX HAYAJIAX.
(ctatbst 3 m.1)




& %, TpaHcdep MHHOBALUMOHHbIX
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s % TeXHOJIOruii NOMOXeT Pa3BUTUIO
OAPMUAMBEC dapmaueBTMYECKOro NpomM3soacTea B

Poccuu U CHU3UT 3aTpaTbl Ha rOTOBbIE
JIeKapCTBeHHble npenaparbl.

/Ku3HEHHO BaKHbIE JIEKAPCTBEHHBIE IPENapaThl, KAK
NPaBUJIO, OTIIYCKAIOTCA rpaxkaganaMm P® GecmiiaTHo.

B pa3psaj ®H3HEHHO Ba’KHBIX IMPENAPATOB IMONAAAIOT BCe
HHHOBANIMOHHbLIE, OMOTEXHOJOTHIeCKHe H OP(haHHbIE
JIEKAPCTBEHHEIE CPENCTBA, KOTOPbIE NPAKTHYECKH BCe
3aI0MIICHbI IATEHTAMH.
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OAPMUMORC

Oprann3oBars NPOU3BOACTBO OPHTHHAJBHBIX U 3aIUIEHHBIX
AaTEeHTAMH JIEKAPCTBEHHBIX MpenaparoB B Poccun.

MHorue 3apy0esxHble IPOM3BOAUTEIN COIIACHBI OCYIIECTBUTh
TpaHcdep TEXHOJIOruil N0 HHHOBATHOHHBIM,
OMOTEXHOJIOrHYECKIM U OP(PaHHBIM NpenaparaM NpPH yCJIOBHH
rapaHTHH UX 3aKYIOK rOCyXapCTBOM B TEYEHHH ONPeIeIeHHOr0
nepuoaa BpemMeHu (He MeHee 3-x JIeT).

Hanb6oJiee peasibHBIM pelieHe 3a1a94 BO3MOKHO IMOCPEICTBOM
I'Y11.
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GAPMHIMIKC Bbiroabi:

* CHuxeHnue 3aBUCHMOCTH OT HHOCTPAHHBIX MOCTABOK.

* CHmKeHHe BpeMEeHHBIX 3aTPAT Ha 0(hOpMIIcHHE
PaspemuTeTbHOM JOKYMEHTAIMHA 1 HA MPOBEPKAX KAa4eCTBA.

*- Co3naHde HOBBIX BLICOKOKBAJHPUIMPOBAHHALIX Pa00odnx
MECT.

*  JKOHOMHS OIOIKETHBIX CPEICTB H CAEPKUBAHUE PacX0I0B HA
30PaBOOXPAHEHHE

* boJjee paHHUi 10CTYN DANMEHTOB K HHHOBAIHOHHBIM
JIEKAPCTBEHHBIM CPEACTBAM

* IloBbIlIEHNME MPENCKA3yEMOCTH IEH.
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CaepXxupawuiue
daKTopbI:

OTcyTCcTBHE FapaHTHIl 0JITOBpPeMEeHHOr0 cObITa (44-D3)

PeweHue
npobnembi:

C peibro o0ecnedyeHus peaju3anii B MOATOTOBKH
IPOM3BOACTBEHHbIX 3aKA30B BHECTH H3MeHeHHs B 44-D3,
IIO3BOJIAIOIIHU FOCYyAAPCTBEHHBIM MAPTHEPaM, IO JI0T0BOPaM,
3aKJII4YeHHBbIM B pamkax I'U1l, =co=wwe...=du 3aKYIKH 32 CYeT

OIOPKETHLIX CPEICTB Y YACTHLIX NAPTHEPOB 0e3 mpoBegenud

JAONOJHHUTEJIbHOM NPOUexyPHI TOPIOB.




OAPMHUMORC

3aKyNnKH JIeKapCTBEHHBIX NMpenaparos B pamkax I'IIl
IMOBBIMIAET UX 3(P(PEeKTUBHOCTH, 00eCIIEYNBAET rAPAHTHH
Ka4eCTBa U CBOEBPEMEHHOCTD JedeHHsI 00JIbHbIX.

I'YII B chepe nmpon3BoACTBA JIEeKAPCTB HAH0O0JI€€ BEPOSITHO
JIMIIb B CJIyYae peaju3anuy (peaepajbHbIX MPOrPaMM 110
00ecIe4eHHI0 JJeKAPCTBEHHBIMHU CPEICTBAMHI HACEICHHS.
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* Ha cerogHAWHUI geHb MUHUMabHble TPeboBaHUA K OCTaTOYHOMY CPOKY rOAHOCTU
NleKapCcTBEeHHbIX NpenapaTtos coctaBnsaT 60%.

* CpoK rogHoct1 Ha 60/bLWMHCTBO MHHOBALUMOHHbIX NpenapaTos cocTasaAeT 2 roga. B ceasm ¢
TeMm, YTo npenapatbl AnA Poccumn HapabaTbiBatoTcA pa3 B NOA roga, U NpoxXoaaT y
npoussoguTensa npoueaypy NpoBepKN KavyecTsa B TeYeHUe 2 mecAueB, Ha TeppuTopuio PO
Takue npenaparbl NONagatoT C MaKCMManbHbiM cpokom B 20 mecAues. Ewe 2 mecaua yxoaaT
Ha npoueaypbl NPOBEPKK NpenapaTtos POCCUUCKUMU CyKOamu KOHTPONSA, U NONYyYEeHue
COMpoBOAUTENbHbIX U Pa3peLllnTeNbHbIX JOKYMEHTOB.

* TaKum 06bpa3som Ha MOMEHT OTTPY3KM 3aKa3uMKy CPOK FOAHOCTU NpenapaTa MOXeT
coctaBnATb meHee 60%, U NPUHAT ObITb HE MOMKeET.

* TaKue neKapcrea CNUCbIBAKOTCA, XOTA NOJIHOCTbIO rOAHbI K NOTpebsieHuto.

= fogHble nekapcTea He A0MKHbI

nponagartb.

[MpepnoxeHue:

e _|_<XAIO WHULMNPOBATb NOMNPABKY B 3aKOHOAATE/IbCTBO O A0NYCTUMOCTU OTIPY3KU TAKUX
NEeKancTReHHLIX CNeNncTR NO CHUMEHHLIM LIeHAM,

e e e R e sV

Bblroasi:
e 1) anA rocyfapcTsa: CyLLECTBEHHAA SKOHOMUTb AEHEMHHbIX CPeACTB;
*  2) AnA HaceneHun: NOBbICUT AOCTYMHOCTb JIEKAPCTBEHHbIX CPEACTB;
* 3) ana 6usHeca: coKpaTUT YObITKK, CBA3AHHbIE CO CMMCaHUEeM NpenapaTos.
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OAPMUMOIEKC

IIpsimbre nuBecTHnNN, TPaHChEPT TexHoNOrHH, mEBecTHIMY B HUOKP,
JIOKAJIHM3ANHs NPOU3BOICTBA NOAPA3yMEBAIOT I0JTOBPEMEHHOCTD
B3aMMOOTHOIEHUH rOCyIapCTBEHHOr0 M YaCTHOT0 NAPTHEPA, I
AOJITOBPEMEHHOCTH 3aKYNKH (0T 3X J1eT)

duHaHcoBo-06ycnosneHHoe M.

JlaHHBII THII 3aKYNOK SIBJIsIETCS HauboJee pACIpPOCTPAHEHHBIM
NPOCTBIM /ISl AIMUHUCTPUPOBAHHS.

IIpu 3TOM B paMKaXx COIJIALIEHHUSI MOTYT OBITH PeaJTA30BAHBI
JOMOJIHUTEJIbHbIE YCJIOBHS:

4TO 3aTPaThi HC MPEBBICAT YCTAHOBJIECHHOI'0 JJUMHUTA;
* MOryT OBITH HAJIOKEHDI OIrpaHH4YCHHUA UCIOJIL30BAHUSA nperaparos HE

110 NOKA3aHUSIM, WJIH MPH OTCYTCTBHUH J0KA3aTEJILHOM 0a3bI O
NPOXO/KHTEILHOCTH TEPANINH
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duHaHcoBO-06ycnosneHHoe M.

GAPMHUMORKC

Hawub6ouiee peanbHbIe BO3MOKHOCTH cOTpyTHAYecTBa I UII
MO0 CJEAYIOIMUM IPYIIIaM NPenapaToB:

* BaknuHHBIE Ipenaparsl;

* Ilpenaparsl ans jJedenns remopuInm;
* Opdanabie npenaparnb;

* ITHeBMOKOKKOBasl JeTCKAS BAKI[MHA.




