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Co BctynneHue-m B cuny 1 ceHTs6p-5 2010 r. 3akoHa «O6 obpalleHnn nekapCcTBEHHbIX
cpencTte» Obinn pa3paboTaHbl 1 YyTBEPXAEHbI NpaBMia rocy4apcTBEHHOrO PerynnmpoBaHns
LieH Ha npenaparbl, BK/IKOYEHHbIE B NEPEYEHb XN3HEHHO HEOOXOAMMBIX 1 BaXKHENLWNX
nekapcteeHHbIx cpencts (XHBJIC). [MoctaHoBneHwe onpenenset npasuna
rocyoapCTBEHHOM perncTpaumnmn npeaenbHbIX OTNYCKHbIX LEeH Ha npenapaTthbl, KOTOPble BOW N
B JaHHbI/ NepeyeHb, a TakXe npasunna yCTaHOBNEHNS NPeae/ibHbIX pa3MepoB ONTOBbIX

N PO3HUYHbIX HAAOABOK K 0aKTUYECKUM OTMYCKHbIM LieHaM. ["ocynapCcTBeHHas perncTpaums
npefenbHbIX OTMYCKHbIX LIEeH POCCUMIACKMX 1 3apybeXHblX NPON3BOANTENE HA NEKAPCTBEHHbIE
cpencTBa ocylwecTBnsieTcs B pybnsax. Mpouenypa peructpaunn LeH becnnatHa ans Bcex
nponssoauTenen.

Lns poccuinicknx NponsBoanTenel nepeperncTpaumns MoXeT NpPoM3BOANTLCS HE Yalle OOHOro
pasa B rof B Cy4yae M3MEHEHUS LiEH Ha Cbipbe, Matepuanbl, Mpu pocTe HaknagHbIX PacxonoB
WAN B COOTBETCTBUM C NMPOrHO3UPYEMbIM YPOBHEM UHMD NALNN.

Ha npenapartsbl, Bkntoyaemble B nepedveHb XHBJIC Ha 2011 r. n nocneaytowme roabl, LeHbI
OyLyT perncTpupoBaTbCs, UICXOAS N3 pacyeTa CpefHEB3BELLEHHOW (PaKTUYECKOMN LEHbI
oTrnycka nnm cpeaHeB3BEWEHHOM LieHbl BBO3a NTEKAPCTBEHHbIX CPEACTB, HAXOASAWMNXCS

B obpaLeHun Ha Tepputopum Poccun.

[nsi opurmHanbHbIX U TONbKO NOCTYNMBLIMX B 0BpalleHre npenapaToB POCCUIACKOrO
NPOV3BOACTBA LieHbl ByAy permcTprMpoBaTthCs, UICXOAs U3 pacyeTa pacxoaoB Ha paspaboTky,
NPOV3BOACTBO 1 peanu3daumio. [ns 3apybexHbIXx — Ha OCHOBE AAHHbIX O MUHUMAIbHOM
pasMepe LieHbl B rocy1apCTBe NPOU3BOANTENS U B APYTUX FOCYNapCcTBax, B KOTOPbIX Obin
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3aperncTprpoBaH npenapart. Takxe ans 3apybexHbix Npom3soamTenein bynyT yunTbiBaTbes
pacxofbl, CBA3aHHblE C TAMOXEHHbLIM 0DOPMNIEHMEM, 1 TPAHCMOPTHbIE pacxoabl. Kpome Toro,
Ha 3aKOHOAATENbHOM YPOBHE 3aKPENIeHo, YTO NPV NPOBEAEHUN pacyeTa NpeaebHO
OTMYCKHOI LieHbl HEOOXOAMMO y4MTbIBATb LIEHY HA aHanornyHble (No Mex.ayHapooHoMy
HenaTeHTOBaHHOMY HaUMEHOBAHWIO, NEKaPCTBEHHOW PopMe 1 OO3MPOBKE) NEKaPCTBEHHbIE
cpencTea.
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