NMucbMmo depepasbHON AaHTUMOHOMNOJNILHOM
cny>xo0bl NeAK/49106/15 ot 14.09.2015

depepanbHas aHTUMOHOMNOJIbHasA cnyxba paccmoTpena obpalyeHne No BONPOCY Nopsaka
(hopMmnpoBaHUSA LIeH Ha leKapCTBEHHbIE NpenapaThbl, BKJIOYEHHbIe B NepeyeHb XU3HEHHO
HeobX0ANMbIX 1 BaXKHENLUNX JIEKAPCTBEHHbIX NpenapaTos (ganee — XXHBJIM), opraHm3zaumamu,
NPUMEHSIOLLUMMN CUCTEMY HaNoroob0XXeHNs B BUAE €ANHOM0 Hanora Ha BMEHEHHbIN A0X04 (fanee
— obpaleHmne), n coobuliaet.

B cooTtBeTCcTBUM C YKa3oMm Mpe3ngeHTa Poccninckon ®epepaumnm B.B. MNMyTuHa ot 21.07.2015 N 373
«O HeKOTOpbIX BOMPOCax rocyfapCTBEHHOr0 yrpaBiaeHUs U KOHTPOIA B Cpepe aHTUMOHOMOLHOIo U
TapudHOro perynnpoBaHusa» ®egepanscHasa cnyxba no Tapudam ynpasaHeHa, a ee PyHKLUK
nepepaHsl ®efepasbHON aHTUMOHOMONBHON CyXXbe.

B cooTBeTCTBUM C NYHKTOM 28 MH(OPMaLMOHHOro nuceMa Poc3apasHaasopa ot 28.01.2010 N
011-52/10, ®CT Poccum o1 29.01.2010 N CH-466/7 «OTBeTbl Ha Hanbosiee 4YacTo 3a/laBaeMble
BOMPOCHI, KacaloLmecs BbIMOSHEHUSA NoCcTaHoBAeHUS MpaBuTensCcTBa Poccumnckon denepaumm ot
08.08.2009 N 654...», ecnv opraHnsaumm onToBOM UM PO3HWYHOW TOPrOBAM MPUMEHSIOT
YMAPOLLEHHYIO CUCTEMY HANoroob0XKeHNS NN YyNAaYMBalOT e4UHbBIA HANOr Ha BMEHEHHbIN 40X04, TO
«Ha OCHoBaHWK YacTum 2 cT. 170 Hanorosoro kogekca Poccunckon ®epgepauim OHU MOryT
thopMupoBaTb OTNYCKHYIO LeHy Ha XKHBJIC, cymmnpysa hakTn4eckyto LeHy npunobpeteHms ToBapa C
HOC v oNTOBYIO WM PO3HUYHYIO HaabaBKYy, KOTOPbIE NCYUCAAITCSA OT (haKTUHECKON OTMYCKHOWM LieHbI
nponssoamnTens ¢ HOC».

BmecTe ¢ TeM, B COOTBETCTBUN C NYHKTOM 2 [paBuJ1 yCTaHOBJIEHUA NpeaebHbIX pa3MepoB ONTOBbIX
N NpefenbHbIX pa3MepoB PO3HUYHbIX HaAbaBOK K (haKTUYECKNM OTMYCKHbIM LIeHaM NpOou3BOAMTENEN
Ha NIeKapCTBEHHbIE NPenapaThbl, BKIOYEHHbIE B NepeYeHb XN3HEHHO HE0BX0AMMbBIX N BaXKHENLLMX
NeKapCTBEHHbIX NpenapaTos, B CybbekTax Poccunckon denepaunn, yTeep K AeHHbIX
nocTaHosneHnem lMpasutenscTea Poccunckon Genepaumm ot 29.10.2010 N 865 (ganee — Mpasuna),
OpraHbl MCNONHUTENbHOM BRacTh CybbekToB Poccuinckon deagepaunm yCTaHaBAMBaOT NpeaesbHble
pa3Mepbl ONTOBbIX U NpefesibHble pa3Mepbl PO3HUYHbIX HAaA0aBOK K (haKTUYECKMM OTNYCKHbIM LieHaM
npoussogutesien Ha XXHBJIM, a B cOOTBETCTBMM C NyHKTOM 3 lNpaBun nog pakTU4eCcKon OTnyCKHON
LeHon nponssoauTens Ha XXHBJIM noHuMaeTcs ueHa (6e3 Hanora Ha nob6aBfeHHYO CTOMMOCTbL),
yKa3blBaeMas pocCUnckmum npoussonutenem XXHBJIM B conpoBoanTeNbHON LOKYMEHTaLNUK Ha ToBap,
a MHOCTpPaHHbIM npounssoanTenem XXHBJIM — B conpoBoAMTENbHON AOKYMEHTaUUN Ha ToBap, Ha
OCHOBAHMUM KOTOPOM OPOPMIISETCS rpy30Bas TaMOXXEHHas AeKJlapauuns, C y4eTOM pacxonos,
CBfI3@HHbIX C TAMOXXEHHbIM ohopMsieHneM rpy3a. CornacHo nyHKTy 7 MNpasun opMmnposaHune
OTMYCKHOW LieHbl Ha JIEKAPCTBEHHbIN NMpenapaT opraHM3aumMamMm onToBON TOProsan u (Mnu)
anNTeYHbIMU OPraHn3aLNAMN, UHOANBUAYANbHBIMY NpeanpuHUMaTENs MU N Me4ULMHCKUMN
opraHuM3aunsMm OCyLLECTBISETCA UCX0AS U3 PaKTUYECKON OTNYCKHOM LieHbl NPOU3BOAMTENS Ha
JIeKapCTBEHHbIN NMpenapaT, He NpeBblLllatoLLen 3aperncTpUpPoBaHHYO LEHY, U ONTOBOM U (1n)
PO3HUYHON HaabaBOK, pa3Mep KOTOPbLIX HE NPeBbILLIAET COOTBETCTBEHHO NpefesbHbIN pa3mep
ONTOBOM 1 (MNK) NpefenbHbI pa3Mep PO3HUYHON HaabaBKK, YCTAHOBNEHHbIE B CyObeKTe
Poccunckon ®epepauun.

Takum obpa3om, gencteyowmmm MNMpasruiamm NpegycMoTPEH pacyeT ONTOBOWN U (1) PO3HUYHON
HanbaBKM K (PaKTUYECKON OTNYCKHOM LieHe npou3sBoanTens Ha XXHBJIM 6e3 Hanora Ha fobaBneHHyo
cToumocTb. [pn 3TOM B nocTaHoBNeHUN BepxoBHoro cyna Poccunckon ®epepauum ot 09.06.2015 N
304-A[15-2723 no peny N A81-756/2014 caoenaH BblBO4, YTO «AEACTBYIOLNM 3aKOHOOATE/IbCTBOM
nopsaoK OpMUPOBaHNA OTNYCKHOM LieHbl Ha XXHBJIM He nocTasneH B 3aBUCUMOCTb OT CUCTEMBI
Hanoroobs10XXeHMA, NPUMEHAEMON OpraHM3aLMaMM ONTOBOM TOProBAN U (MKM) anTeYHbIMK
OpraHn3aunsaMn, UMeLWMMN JNLEH3NIO Ha (DapMaLEeBTUYECKYIO OEeATE/IbHOCTb>.

Ha ocHoBaHuK Bbilen3noxeHHoro ®AC Poccum cHnTaeT, YTO NYHKT 28 MHMOPMaLMOHHOI0 N1cbMa
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Poc3gpasHagsopa ot 28.01.2010 N 011-52/10, ®CT Poccum o1 29.01.2010 N CH-466/7
NPOTUBOPEYNT AeNCTBYOWMM MpaBniaM 1 CKNagblBaloLWENCca B HacTosLlee BpeMs cyaebHom
npakTuKe.
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