Tnmochen Huxeropopnues: B OCHOBE
YyCTaHOBJIEHMSA LEH Ha NneKapcTBa O0J/1KeH
fieXxarb UHOUKaTUBHbIU METO L,

23 nwoHa 2017, 19:07

Okeneprtsl nogaepxanu npegnoxeHns @AC B HOBYH METOAUKY MO PErucTpaumm n
nepepervctpauny npeaesbHbIX OTYyCKHbIX LUeH Ha iekapctea n3 nepe4Hs XHBJII

23 noHa 2017 ropa B @PAC Poccum coctosinoch 3acenaHne 9kcnepTtHoro coseta npu PAC
Poccum no passmuTtuio KOHKYPEHLMY B COLIMANbHOM cdhepe 1 30paBOOXPaAHEHUN.

9kcnepTbl 06cyannm pasmelleHHblin MuHaapasoM Poccun anst ny6nnyHoro obcyXaeHnst Ha
canTe http:/regulation.gov.ru npoekT noctaHoBneHus lNpasutenoctea Poccuickon denepaunn
«Q rocynapCTBEHHOM perncTpauun 1 nepeperucTpaunmn npenenbHblX OTNYCKHbIX LEeH Ha
NeKapCTBEHHbIE NpenapaTtbl, BKKOYEHHbIE B MepeYeHb XU3HEHHO HEOOXOANMBIX N BaXXHENLWMNX
nekapcTBeHHbIx npenapatos (KHBJI)».

«[1pn N3MEHeH NOCTaHOBNEHNS O perucTpaunn u nepeperucTpaumnm LeH Mbl UICXOANNIN U3
TOro, YTO B OCHOBE YCTaHOBMIEHWNS LieH Ha BOCNPOM3BEAEHHbIE TeKapCTBEHHbIE Npenaparhbl
LONXEH NleXaTb MHAMKATUBHBIA METOL, - COOOWMN HaYanbHWK YNpasneHns KOHTPONs
coumanbHomn capepbl n Toproenn ®AC Poccun Tumodpeir Huxeropoaues, oTKpbiBas
aunckyccuio. — Takxe ANns Hac NPUHUUNUAsbHbIA MOMEHT — NpeceYb BO3MOXHOCTb Npou3sona
Mo BO3BpaTy NOKYMEHTOB 3asiBUTeNen, OCHOBAHHbIN Ha YCNOXHEHUN N04aBaeMoro nakera».

Kpome Toro, Be4OMCTBO npennaraeT Mcnonb3osaTb AN PEPEHLMPOBAHHbIE pa3Mepbl
NMOHUXXaKLWMX KO3 PULIMEHTOB B 3aBUCUMOCTI OT LIEHOBbIX FPYNM Npenaparos, a He OT CTpaH
nx nponssoacTea. JokyMeHT 06s13biBaeT NPOM3BOAUTENEN NepecMaTpuBaThb LIEHY Ha
NneKapCcTBEHHbIN Npenapar B C/lyyae CHUXEHNS LieHbl Ha 9TOT nNpenapart B pedpepeHTHbIX
cTpaHax. «LleHa Ha Bocnpon3BeAeHHble NeKapCcTBEHHbIE NpenapaTbl He MOXET ObiTb Bbllle
LEeHbl Ha pedepeHTHbIN npenapart. TakXe Mbl HaCTanBaeM Ha TOM, YTO NepeyYeHb
pedepeHTHbIX CTPaH A0MXEeH ObiTb NOABUXHEE», - NOAYEePKHY N TumModbein Huxeropoaues.

BmecTe ¢ TeM, aHTUMOHOMObHBIN OpraH He nogaepxusaeTt npennoxeHns MuHsgpasa Poccun
0 Cco34aHun cneumanbHOM KOMUCCUM ANS PeLeHns CNOPHbIX BOMPOCOB (Tak Kak Ans peleHns
Takunx BOMPOCOB CylecTByeT cynebHas cuctema), o 3asiBUTEIbHOM NPVHUMINE NepecMoTpa
peecTpa LeH, 0 B3anMOCBS3M PErmcTpaLmnmn LeH C CUCTEMOI 3aKynoK 1 aaHHbiMu n3 EVC, 06
006513aHHOCTU POCCUINCKMNX NPOM3BOAMNTENEN NoAAEePXMBATb peHTabeNbHOCTb peddepeHTHbIX
nekapcTBeHHbIX npenapaTos He Bbiwe 30%.

«OrpaHnyeHne peHTabenbHOCTU BbiMyCKaeMbIX POCCUACKMMI NPOVU3BOANTENAMM
pedepeHTHbIX NeEKaPCTB MOXET HEraTUBHO OTPA3NTbCSA HA BO3MOXHOCTSAX MO
WHBECTUPOBAHMIO B MPOBELEHNE NCCNER0BAHWIA», - COOOWMN HAYaNbHK OTPACIEBOrO
ynpaeneHus ®enepanbHON aHTUMOHOMONBbHOMN CNyX0bi.

Lna nepecmotpa peectpa ueH PAC Poccum npegnaraet Ha nepBom aTane
nepeperncTpmpoBaThb LieHbl Ha peddepeHTHbIE NEKAPCTBEHHbIE Npenaparbl N0 HOBbIM


http://fas.gov.ru/counsils-list/ekspertnyij-sovet-po-razvitiyu-konkurenczii-v-soczialnoj-sfere-i-zdravooxranenii/

npaBunam, a 3aTeM C y4eTOM HOBbIX «MOHUXAIWMX KO PULMEHTOB» OCYILECTBUTb
NepecMoTp LIeH Ha BOCNpon3BeaeHHble NpenapaTthl (6e3 NnpeaocTaBneHns 3asiBNeHnii 1
LLOKYMEHTOB OT 3asiBUTENEN).

«Cnacunbo konneram 3a KOHCTPYKTMBHBbIA AMaNor, 03BY4YEHHbIE NPELNOXEHNS U MOALEPXKKY
3ameyaHuin @AC B NpoekT NocTaHoBNeHNs. Mbl 0653aTENbHO PACCMOTPUM BCE BbiCKa3aHHbIE U
oprumManbHO NOCTyNMUBLLNE NPEANIoXEeHNS papMaLieBTMYECKNX accoumnaunim n nx yutem npu
nopaboTke npoekTa», - oTMeTun Tumodoel Huxeropoaues, NOABOAA UTOMM 3aCeAaHus.
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