MonHomouna PAC no aHannay pbiHKa
fleKapCcTBEHHOr 0 Npenaparta NoATBepPXaeHbl
CynOoM

27 asrycrta 2018, 17:39

ApbutpaxkHbii cyn noaTBepann 3aKOHHOCTb M 060CHOBaHHOCTL 3arnpocoB PAC Poccun,
HeobxoaunMbIX 4151 MOSTYHEHUSI MHGbOpMAaLMm O TOBAPHOM PbIHKE /1eKapCTBEHHOro npenapara

27 aBsrycta 2018 r. ApbutpaxHsbiit cyn r. Mocksbl oTkasan B ynosneTBopeHun Tpebosannii AO
«Munpakcbno®apma» 0 npusHaHun He3akoHHbiMK 3anpocoB DAC Poccum, HanpaBneHHbIX
KOMMNaHWW B LENSX aHann3a ToOBapHOro pbiHka NiekapcTBeHHOro npenapara «/HnonkapbuHon».

PaHee B ®AC Poccun noctynunm 3assneHuns rpaxpaH Poccuiickon denepauun no Bonpocy
yBENNYEeHNsS CTOMMOCTN NEeKapCTBEHHOro npenapara ¢ TOProBbiM HaMMeHoBaHueM «/HauHon
dopT0o».

B pamkax paccMOTpeHusi 3asBneHnin komnaHum Obinn HanpaeneHbl MOTUBUPOBaHHbIE 3amnpochl
nHdopMaummn, HeobxoAMMOI aHTUMOHOMNONIBHOMY OpraHy A5 NPOBEAEHNS aHann3a ToBapHOro
PbIHKA.

Mupakcbuo®apma otkasanacb NpeacTaBuTb LOKYMEHTbI, NOATBEpXAatowme 060CHOBAHHOCTb
MOBbLIWEHMS LEH HA NeKapCTBEHHbIV Npenapart, n obxanosana geictens ®AC Poccum B cya,
06BMHMB @HTUMOHOMOJbHLIA OpraH B MPEBbIWEHU MOMHOMOYNIA, OAHAKO apbuTpax No3unumio
3assutend He nogaepxarn.

«0653aHHOCTb  NpeAcTaBNeHnsl  nHgopMaumm B aHTUMOHOMOJ/bHLIA — OpraH
yctaHoBneHa 3akoHoM1. B pesynbtate HenpeacrasneHns B HAC Poccun
3anpoLweHHor wnHgopmaumu komnaHnen Mupakcbno®apma HapyweHa 4actb 1
cratbu 25 ®enepanbHoro 3akoHa «O 3awmre KOHKYypeHuun». [1o naHHoOMy ¢bakty
COCTaBJ/1eH MPOTOKO/ 06 aAMUHUCTPATUBHOM MPaBOHAPYLWEHNN N B HACTOSILLEE BPEMS
paccmarpuBaetcs Borpoc o rpusneyeHnn Mupakcbno®apma k agMUHNCTPATUBHOM
oTBeTCTBEHHOCTUZ. BMecTe C TeM peleHne cyaga HarnpabreHo Ha obecriedeHune
nernonHeHnss @AC Poccumn 3aKOHHbIX MOTHOMOYMI 10 KOHTPO/THO 38 AESITE/TIbHOCTLH
XO3SWICTBYIOWMX CYOBEKTOB», — OTMETUNT 3aMEeCTUTENb HavanbHvKa YnpasneHus
KOHTpoNsa counanbHon cgpepbl 1 Toprosnm ®AC Poccum Makeum Hertsapés.

[1] B cootBetrctBUM € yacTeto 1 craten 25 denepanbHoro 3akoHa or 26.07.2006 Ne 135-@3 «O
3almnTe KOHKYPEeHUUN», KOMMEPYECKMNE OpraHu3aumm v HEeKOMMepYeckue opraHudaumn (ux
LO/1IKHOCTHbIE NTnua), gheaepasbHble opraHbl UCMOTHUTEIbHOM B/1aCcTy (X AOIXKHOCTHbIE /TnLa),
opraHbl rocynapcTBeHHou Bnactm cybwvektoB Poccuvickoni ®egepaumy (MX LOOMXHOCTHbIE
nnga), opraHbl MECTHOrO caMoyrnpas/ieHUs (MX OO/IXKHOCTHbIE /1nLa), NHbIe OCYLWECTBSoWME
QOYHKUMN yKa3aHHbIX OpraHoB opraHbl Win opraHusaumv (Mx AOJIXKHOCTHble /1uua), a takxe
rocynapcTBeHHbIe BHEOOOXETHbIE QOOHAbI (MX AONXKHOCTHbIE NULA), ou3ndeckne nuua, B ToM
yucne UHAUBMAYaNbHbIE MPEAnPuHUMATEnn, 06s53aHbl MNPeacTaB/isitTe B AaHTUMOHOMO/bHbIM



opraH (ero A4onXHOCTHbIM nivuam) rno ero MoTMBMPOBaHHOMY TPEOOBAHWIO B YCTaHOB/EHHbIV
CPOK HeobxoauMble aHTUMOHOMOILHOMY OpraHy B COOTBETCTBUM C BO3/TOXEHHbLIMU HA HEro
MO/THOMOYUSIMY  [JOKYMEHTbI, OOBSICHEHWUS, MHGDOPMAaUMIO COOTBETCTBEHHO B [MUCbMEHHOW U
YCTHOV qbopMe (B TOM 4MCrIe MHGDOPMALINIO, COCTAB/ISIOLLYH KOMMEPYECKYIO, CIyXEOHYH, UHYO
OXPaHSIEMYO ~ 3aKOHOM  TaliHy), BK/IKO4Yasl  akTbl, [OrOBOPbl,  CHpPaBku,  OE/10BYHO
KOPPECNOHAEHUMIO, WHbIE LOKYMEHTbl U Marepuasibl, BbIMOTHEHHbLIE B (DOPME LMGOPOBO/
3anvcy uin B Qpopme 3anmncu Ha a71eKTPOHHbIX HOCUTENSIX.

[2] B coorBetrctBun ¢ 4qacteto 5 cratem 19.8 Koamekca Poccuiickori ®enepaumn 06
aaMUHUCTPATUBHbLIX  MPAaBOHAPYWeHNsX,  HernpeactaB/ieHne  uin  HEeCBOEBPEMEHHOEe
npeacrasieHne B qpenepasbHbivi  aHTUMOHOIMOJ/bHLIM  OpraH CBedeHun (MHgbopMaLunm),
rnpenycMoTpeHHbIX aHTUMOHOMO/IbHbIM 3aKkoHoAare/1bcTBoM Poccuvickon denepaumm, a paBHo
npencras/nieHne B qbenepasbHbii aHTUMOHOMO/bHLIVI OpraH, ero TepputopuasbHbIv opraH
3aBeOMO  He[OCTOBEePHbIX  cBedeHuW  (nHgbopMmauuu)  —  B/IeYeT  Ha/loXeHue
afaMUHUCTPATUBHOI O Wipagha Ha ropuandeckux vy — OT NSTMAEeCSTU ThbICSY 40 MSTUCOT ThbICSY
pybneii.
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