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KoncyneTadtllntoc
<Mucemo> PAC Poccunm ot 14.09.2015 N AK/49106/15 [Nata coxpaHenus: 13.10.2015
"O paccmoTpeHuun obpatieHmsa”

®ENEPAJIbHAA AHTUMOHONMOJIbHAA CITY)XBA

nUcbmMo
oT 14 ceHTa6ps 2015 r. N AK/49106/15

O PACCMOTPEHMM OBPALLEHUA

dPepepanbHasi aHTUMOHoOMNoNbHasa cnyxkba paccmoTpena obOpalleHue Mo BOMpocy  Mopsaka
hOPMMPOBaHUSA LIeH Ha FeKapCTBEHHbIE Mpenaparthbl, BKMOYEHHbIE B MepeyeHb XU3HEHHO HeobXoaMMbIX U
BaXXHEWLWNX NekapcTBeHHbIX npenapatoB (ganee - XHBIIM), opranHusauusamn, nNpUMEHSAOWUMU  CUCTEMY
HanoroobnoxeHuns B BUAE €ANHOro Hanora Ha BMEHEHHbIV oxo (aanee - obpalleHue), n coobLiaer.

B cooTtBeTcTBMM C Ykasom [NpesngeHta Poccunckon ®epepauun B.B. MNMyTtuHa ot 21.07.2015 N 373 "O
HEKOTOpPbIX BONPOCax rocyAapCTBEHHOIO YNPaBIeHNsi U KOHTPOMNsS B cdepe aHTMMOHOMOSIbHOIO M TapudHOro
perynupoBaHus”" ®egepanbHas cnyxba no Ttapudam ynpasgHeHa, a ee dyHKuMM nepepaHbl PegepanbHon
aHTUMOHOMOSBHON cryxbe.

B cootBeTctBUM C nNyHKTOM 28 wWHpopmaumoHHoro nmcbema PocsgpaBHagsopa ot 28.01.2010 N
011-52/10, ®CT Poccum ot 29.01.2010 N CH-466/7 "OTBeTbl Ha Haubonee 4acTto 3agaBaemble BOMPOCH,
Kacatowmecs BbINONHeHNa noctaHosneHus lMNpaesutensctea Poccunckon ®egepaunm ot 08.08.2009 N 654...",
€CIn opraHn3aLmmn onToBON UMM PO3HUYHOW TOProBAM NPUMEHSIIOT YMPOLLEHHYIO CUCTEMY HArNoroobnoxeHus
Unu ynraynsaloT eAnHbIA Hanor Ha BMEHEHHbIN J0X04, TO "Ha ocHoBaHUKM Yactu 2 cT. 170 Hanorosoro kogekca
Poccuiickon degepaumm oHM MOryT hopMmpoBaTb OTNYCKHYHO LieHy Ha XKHBJIC, cymmunpys dakTnyeckyto LeHy
npunobpeTteHus ToBapa ¢ HAC 1 onToBYyt UNU PO3HNYHYO HaabaBKy, KOTOpbIE MCHMCASKTCSA OT (PakTU4eCKon
OTMYCKHOW LieHbl nponssoguTtensa ¢ HOC".

BmecTe ¢ Tem, B COOTBETCTBMM C NyHKTOM 2 [MpaBun yCTaHOBNEHUS npedenbHbIX pa3sMepoB OMTOBbIX U
npefenbHbIX pasMepoB PO3HMYHbLIX HagbaBOK K (QAKTUYECKMM OTMYCKHbIM LEeHaM MNpOou3BOAMTENEN Ha
rniekapCTBEHHbIE MpenapaTbl, BKITKOYEHHbIE B NepeYeHb XN3HEHHO HEOOXOANMBIX N BaXKHENLUUX JTEKapCTBEHHbIX
npenapaTtoB, B cybbektax Poccuinckon ®degepaumn, yTBEPXKAEHHbIX MNOCTaHoBreHueM [lpaButenbcTBa
Poccuiickon depepaumm ot 29.10.2010 N 865 (ganee - lNMpasuna), opraHbl UICMOSTHUTENBHOM BNAcT CyOBHEKTOB
Poccuiickon denepaumm yctaHaBnMBaloT nNpeaenbHble pa3Mepbl ONTOBbIX U NpeaernbHble pasMepbl PO3HUYHbIX
HaabaBok K haKTMYECKUM OTMYCKHBIM LieHaM npoussoguTtenen Ha XXHBJIIM, a B cooTBeTCTBUM C NyHKTOM 3
Mpaewn nog akTuyeckon oTnyckHom ueHorn nponasoguTens Ha XXHBJIT noHnmaetca ueHa (6e3 Hanora Ha
[obaBneHHy0 CTOMMOCTb), YyKasblBaeMasi poccuickum npowmssoguteniem >KHBJIT B conpoBoauTenbHOM
JOKYMeHTauumn Ha ToBap, a MHocTpaHHbIM npoudsogutenem XXHBJIM - B conpoBoaAnTENbHON AOKYMEHTaUMN Ha
TOBap, Ha OCHOBaHWUW KOTOPOW OOpMNAETCs rpy3oBasd TaMOXEHHas [Aeknapauusi, C Y4eTOM pPacxonos,
CBSI3aHHbIX C TAMOXEHHbIM odhopmMneHnem rpysa. CornacHo nyHkty 7 lNpaBun popMmnpoBaHne OTNYCKHOM LiEHbI
Ha nekapCTBEHHbI npenapaTt opraHMsauuMsiMM ONTOBOM TOProBAM U (MNM) anTeyYHbIMU OpraHM3auusmu,
NMHAMBUAYaNbHLIMA NPEANPUHUMATENAMN U MELULUUHCKMMM OpraHu3auMsMmn OCYLLECTBASIETCA MCXoAst U3
hakTU4ecKor OTMYCKHOW LeHbl MNpou3BOAUTENST Ha JIEeKapCTBEHHbIM MpenapaT, He MpeBbIaoLLEN
3aperMcTpupoBaHHy0 LEHy, U ONTOBOM U (UNK) PO3HUYHOW HanbaBOK, pa3mep KOTOPbIX He MpeBbiwaeT
COOTBETCTBEHHO npedernbHbin pasMep OMNTOBOW W (UNKU) npedenbHbi pasmep PO3HWYHOM  Hagbasky,
yCTaHoBMeHHble B cybbekTe Poccuiickon depepaumm.

Takum obpasom, JencTeylowmMmy NpaBunamm npegycMOTpeH pacyeT ONTOBOW M (MnM)  PO3HUYHOM
HagbaBkM K pakTMYeckon OTNyCKHOW LeHe npousBoauTens Ha XXHBIIM 6e3 Hanora Ha [oGaBMNEHHYHO
ctommocTtb. pn aTom B nocTtaHoBneHun BepxoBHoro cyga Poccuiickon ®epepauumn ot 09.06.2015 N
304-A115-2723 no peny N A81-756/2014 cpenaH BbIBOA, YTO "OEMCTBYHOLIMM 3aKOHOAATENLCTBOM MOPSAOK
dopmMmupoBaHMsa OTNyCKHOW LieHbl Ha XKHBJIM He nocTaBneH B 3aBUCUMOCTb OT CUCTEMbI HaNoroobnoxeHwus,
NPUMEHAEMON OpraHn3aUmsamMmn ONTOBOW TOProBU U (M) anTeYHbIMU OpraHM3auusaMu, UMELLUMU NIULEH3NIO
Ha (pbapmaLeBTUYECKY0 AeaTENbHOCTL".

Ha ocHoBaHun BbiwensnoxeHHoro ®AC Poccum cumutaeT, 4To NyHKT 28 MHGPOPMALMOHHOrO nMcbma
PocsgpaBHagsopa ot 28.01.2010 N 01M-52/10, ®CT Poccumn ot 29.01.2010 N CH-466/7 npoTtuBopeunt
aencreyrowmm MNMpaBunam 1 cknagbiBatoLLENCsl B HACToSALWEee BpeMSA CyaeOHON NpakTuke.
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