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

depnepanbHas aHTUMOHOMOJIbHAA cnyxxba paccmoTpena obpalleHne no Bonpocy nopsaka
(hOPMMPOBAHMA LiEeH Ha JIeKapCTBEHHbIE NpenapaThbl, BKJOYEHHbIE B NepeyeHb XU3HEHHO
HeobX04MMbIX N BaXKHENLLNX IeEKapCTBEHHbIX NpenapaTos (fanee — XHBJIM),
opraHu3sauunaMu, NPUMeHAILWNUMNU CUCTEeMY HanoroobnoXeHnsa B BUAe eQUHOro Hanaora Ha
BMEHEHHbIN aoxon (nanee — obpalleHne), n coobuiaeT.

B cooTBeTcTBMK C YKa3om lMpe3ngeHTa Poccuinckon ®enepauum B.B. MNyTuHa oT
21.07.2015 N 373 «O HeKoTOpbIX BONPOCax rocy4apCTBEHHOr0 yrpaBieHNs N KOHTPOJIS B
cchepe aHTMMOHOMOJIbHOrO U TapuUHOro perynmposaHus» ®epepanbHas cnyxba no
Tapudam yrnpasgHeHa, a ee yHKUMM nepenaHsl PefepasibHOM aHTUMOHOMOIbHON
cnyxbe.

B cooTBeTCTBUM C NYHKTOM 28 MHPOPMaLMOHHOro NnncbMa Poc3apaBHag3opa oT
28.01.2010 N 01M1-52/10, ©CT Poccum ot 29.01.2010 N CH-466/7 «OTBEThI Ha Hanbonee
4aCTO 3aZlaBaeMble BOMPOChl, KacaloLwmecs BbINOJHEHNSA NOCTaHOBIEHNS paBUTEbCTBA
Poccunckon ®egepaumm ot 08.08.2009 N 654...», ecnv opraHusaumm onToson Nan
PO3HWYHOW TOPrOBAN MPUMEHSAIOT YNPOLLEHHYIO CUCTEMY HANOr006N10XKEHNS NN
yNaa4nBatoT € ANUHbIN Halor Ha BMEHEHHbIN A0X0[4, TO «Ha OCHOBaHMKM YacTn 2 cT. 170
Hanorosoro kogekca Poccuinckon degepauin oHM MOryT (popMUpPOBaThL OTAYCKHYIO LIEHY
Ha XXHBJIC, cymmunpys hakTnyeckyto LeHy npuobpeTteHus Tosapa ¢ HOC n onToByto nau
PO3HNYHYI0 HaabaBKy, KOTOPbIE NCYUCAAIOTCSH OT PaKTUYECKON OTMYCKHOW LiEHbI
npoussogutens ¢ HOAC».

BMmecTe C TeM, B COOTBETCTBMU C MYHKTOM 2 [1paBun yCTaHOBMIEHNA NpefesibHbIX
pa3MepoB OMNTOBbIX U NpefesibHbIX Pa3MepoB PO3HUYHbLIX HaA0aBOK K (DaKTUYeCKUM
OTMYCKHbIM LleHaM NPOu3BOANTENIEN Ha NeKapCTBEHHbIE NpenapaThbl, BKAOYEHHbIE B
nepeyYyeHb XN3HEHHO HEOOXOAMMbBIX N Ba)KHENLLNX IEKapCTBEHHbIX NPenapaTos, B
cybbekTax Poccumnckon denepaumm, yTBepXAeHHbIX NOCTaHOBNeHMeM lNpaBuTtensCcTsa
Poccuinckon ®egepaunm ot 29.10.2010 N 865 (nanee — lMpasuna), opraHbl
NCNoNHUTEeNbHOW BNacTu cybbekToB Poccuinckon ®epepaunn yctaHaBAMBaoT
npenenibHble pa3Mepbl ONTOBLIX U MpefesbHble pa3Mepbl PO3HUYHbIX HagbaBok K
(haKTNYeCKMM OTMYCKHbIM LieHaM npoun3soauTenen Ha XHBJIMM, a B cOOTBETCTBUM C
NyHKTOM 3 lNpaBu nof akTU4eCKon oTNyCKHOW LLeHon npoussoauTens Ha XHBJIMM
NoOHMMaeTCAa UeHa (6e3 Hanora Ha f4obaBneHHY0 CTOMMOCTL), yKa3blBaeMas POCCUNCKUM
npoussoanTenem XXHBJIM B conpoBogMTeIbHON LOKYMEHTaLMUN Ha ToBap, a
WNHOCTpPaHHbIM npounssoauTeneMm XXHBJIM — B conpoBognTeNIbHON OOKYMEHTaUUN Ha
TOBap, Ha OCHOBAHWUWN KOTOPOW OPOPMSETCA rpy30Bas TaMOXXeHHaa Aeknapauus, ¢
Yy4eTOM Pacx0L0B, CBA3AHHbLIX C TAMOXEHHbIM opopManeHnem rpysa. CorsiacHo NyHKTy 7
MpaBuna popMupoBaHmMe OTMYCKHOWM LieHbl Ha JIeKapCTBEHHbIV rnpenapaTt opraHn3aumnsamm
OMNTOBOW TOProBaAn 1 (UK) anTeYHbIMU OpraHu3aunsaMn, UHANBMAYaIbHbIMU
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npeanpuHUMaTensaMm 1 MeguUNHCKMMK OpraHn3aLmMaMmn oCyLLeCTBASETCA UCXOAS U3
(PaKTUYECKON OTMYCKHOW LIeHbl NPON3BOANTENA Ha NeKapCTBEHHLIN npenapaT, He
NpPeBbILLAIOLLLEN 3apPErnCTPUPOBAHHYIO LIEHY, U ONTOBOW K (MNK) PO3HUYHOM HaabaBoK,
pa3mMep KOTOPbIX HE NPEBbLILAET COOTBETCTBEHHO NMpeAesbHbIA pa3Mep onToBOM U (Unn)
npegenbHbl pasMep Po3HNUYHOM HagbaBKK, YCTaHOB/IEHHbIE B CyObekTe Poccnnckom
depepauun.

Taknm obpasom, gencTeyowmmm MNpasunamMm NpeaycMoOTPEH pacyeT ONTOBON K (1n)
PO3HMYHOM HabaBKM K (haKTMYeCKON OTNYCKHON LeHe npoussoanTtens Ha XHBJIM 6e3
Hasiora Ha 4obaBeHHY CTOMMOCTL. pKn 3TOM B MOCTaHOBMIEHMM Bepx0oBHOro cyaa
Poccunckon ®egepaunm ot 09.06.2015 N 304-A115-2723 no aeny N A81-756/2014
CLieflaH BbIBOA, YTO «4ENCTBYIOLUM 3aKOHOLATENbCTBOM NOPSALOK (POPMMPOBAHUS
OTMYCKHOW LeHbl Ha XKHBJIM He nocTaBfieH B 3aBUCUMOCTb OT CUCTEMBbI
Han0roob10XXeHns, NPUMEHAEMON OpraHU3aLnsaMmn oNTOBOM TOProBaAN K (UnK)
anTeYHbIMU OpraHM3aunsaMn, UMeLWMIA INLEH3NIO Ha (hapMaLleBTUYECKYIO
LeATeNbHOCTb>.

Ha ocHoBaHuW BbiweunsnoxeHHoro ®AC Poccum cHUTaET, 4TO NMYHKT 28
NH(opMaLmnoHHOro nnucbMa PocsapasHaasopa ot 28.01.2010 N 01U1-52/10, ®CT Poccun
0T 29.01.2010 N CH-466/7 npoTnBOpPEYMT AeNCTBYOLWMM MNpaBniaM 1 CKaablBalOLWENCS
B HacTosLlee BpeMsa CyaebHON npakTuKe.

A.6.KALLIEBAPOB



