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O peanusauum nekapcTBEHHOro npenaparta «YpcocaH»

depepanbHas aHTUMOHONONbHAA cnyxo6a paccMmoTpena obpalleHne
3A0 «IMPO.MEA.LC» ot 15.06.2016 Ne78/16 u B pamKax CBOeMl KOMMNETeHUUn
coobLuaeT cnepytoLLee.

®AC Poccun Ha oCHOBaHUM NyHKTa 25 MpaBua rocyfapCTBEHHOW permcrpaumm u
nepeperncrpaunm ycrtaHaBIMBAEMbIX MPOU3BOAUTENSAMWN JNeKAPCTBEHHbIX MNpenapaTos
npefenibHbIX OTMYCKHbIX LEH Ha /leKapCTBEHHbIE Mpenapatbl, BKAIOYEHHbIE B NepeyeHb
YXXU3HEHHO HE0OXOAUMbIX W BaXXHEMLIUX /IeKapCTBEHHbIX MPenapaToB, YTBEPXAEHHbIX
noctaHosneHnem [paBuTennctBa Poccuitckon Pepepauymm oT 29.10.2010 Ne 865
(nanee - TlpaBuna), peweHnmem oT 27.05.2016 Ne AK/35713/16 oTMeHuna pelleHue
®CT Poccun ot 07.04.2015 Ne MB-4051/3 o cornacoBaHuUn npefesibHbIX OTNYCKHbIX LiEH
NPOM3BOANTENSA Ha NEKAPCTBEHHbIN npenapaT «YpcocaH», Kancynbl, B A031MpoBKe 250 Mr,
Ne 10, Ne 50 m Ne 100 (permcTtpauymoHHoe ypocTtoBepeHme Ne 1 N016302/01, 3AO
«MPO.ME/L.LLC», Poccusa) B CBS3N C TEM, YTO YMOSIHOMOYEHHbLIM INLOM AepXKaTens unu
Bnagensua pernctpaunoHHOro yAoCTOBEPEHUA YKa3aHHOro /leKapCTBEHHOro npenapara
OblNN NpeacTaBieHbl NOBAUABLUME HA pe3y/bTaT pelleHna HeJ0CTOBEPHbIE CBeAEeHMUA, UTO
npuBesio K HEO60CHOBAHHOMY YBeIMYEeHUIO NpefesibHbIX OTNYCKHbIX LeH Ha yKa3aHHbI
NeKapCTBEHHbIN npenapar.

MwuH3gpaB Poccum Ha ocHOBaHUM NyHKTa 25 INMpaBun 1 ykasaHHOro peweHns ®AC
Poccum peweHuvem ot 01.06.2016 Ne 2055832-20-4 oOTMeHWN pelleHne o0
rocyapCTBEHHON perncrpayumn npegesnbHbIX OTMAYCKHbIX LEH Ha NeKapCTBEHHbIN
npenapat «YpcocaH» M 01.06.2016 wuckAYMA 3aperncTpupoBaHHble TMPUKa3oM OT
16.04.2015 Ne 372/20-15 npepenbHble OTMYCKHblE LEHbl U3 FOCYyAapCTBEHHOro peecTpa
npefenbHbIX  OTMYCKHbIX LeH MNpou3BOAMTENed Ha JieKapCTBEHHble npenaparsbl,
BK/IIOUYEHHbIE B MNepeyeHb >KW3HEHHO HEeoBXOAUMbLIX W BaXKHEWLIUX NeKapCTBEHHbIX
npenapatoB (ganee - PeecTp UeH).

Takum o6pasom, ¢ 01.06.2016 B PeecTpe LUeH HaxoAAaTCS LUeHbl Ha yKa3aHHbIN
NeKapCcTBEHHbIN npenapart, 3apernctpuposaHHble 24.03.2010 (B MeHbLLEM pa3mepe).
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B cooTBeTcTBMM C 4acTbio 2 cTaTb 63 PefepanbHoro 3akoHa ot 12.04.2010
No 61-P3 «O6 obpaleHNM NeKapCTBEHHbIX CPeACcTB» OpraHM3alum onTOBON TOProB/Iv U
(vnn) anTeyHble opraHusauuun, WUHAUBWUAYaSbHble MNpPeAnpUHUMATENN, UMEIoLLLne
NNLEH3NIO  Ha  (DapMaLeBTUYECKYH  [eATe/IbHOCTb, OCYLLECTBAAKT  peannsaunio
NEKapCTBEHHbIX MNpenapaToB, BK/OYEHHbIX B MepeyYeHb >XWU3HEHHO HEoOXOAWMBIX |
BaXXHEMLINX NIeKapCTBEHHbIX MpenapaTos, MO LEeHaM, YPOBEHb KOTOPbIX He MpeBbllaeT
CYMMY  (haKTUYeCKOM OTMYCKHOW LUeHbl,  YCTaHOBJIEHHOW npou3BoOAMTENEM
NEKapCTBEHHbIX NpPenapaTtoB W He MpeBbllAOWEe 3aperucTpupoBaHHON npefesbHOM
OTNYCKHOW LEeHbI, 1 pa3Mep ONTOBOM Hafgb6aBku 1 (MNK) pasMep PO3HUYHON HafgbaBKuW, He
npe.blllakoLUnme COOTBETCTBEHHO pasMepa npeAesibHONW ONTOBOW HagbaBku u  (Mnn)
pasmepa npeaenbHON PO3HUYHON HafbaBKW, YCTAHOBJMIEHHbIX B CyO6bekTe POCCUIACKOWA
depnepaymn.

BmecTte ¢ Tem, cornacHo 4vactu 1 ctatem 4 MpaxgaHCKOro Kogekca PoccuiicKol
defepaymn  aKTbl TPaXXAaHCKOro 3aKOHOAATeNbCTBa He WMEKT 00paTHOM Cuibl ©
NPUMEHSIOTCA K OTHOLLEHWUSAM, BO3HMKLLMM MOCNe BBEAEHUS UX B AeACTBME.

B cBs3gn ¢ u3noxeHHbiM, ®AC Poccum coobuiaeT, 4to peanmsaynsi oCTaTKOB
NIeKapCTBEHHOro npenapaTta «YpcocaH» Kancynbl, B go3nposke 250 mr, Ne 10, Ne 50 u
Ne 100 (peructpaumoHHoe ypoctosepeHue Ne 1 N016302/01, 3A0 «IMPO.MEA.LC»,
Poccusa), npnobpeTeHHOro OMNTOBbLIMW M PO3HUYHbLIMKM opraHusaumamu o 01.06.2016,
MOXXET MPOU3BOAUTHLCA NO LieHaM, PaCCYMTAHHbIM UCXOAA M3 PAKTUYECKUX LeH 3aKYMKMU,
a npuobpeteHHoro nocne 01.06.2016 pfonXHa nNPOU3BOAUTLCA C  YYETOM  LiEH,
3apermcTpupoBaHHbIX B PeecTtpe LeH 24.03.2010.

YObITKA, NPUYNHEHHbIE XO3AWCTBYIOLWMUM Cy6bekTaM, rOCYAapCTBEHHbIM U
MYHULUMNANbHBIM 3aKa3uMKam, rpaxjaHam, cBA3aHHble C HEOOOCHOBAHHO 3aBbllLEeHHbIMYU
npefenbHbIMU  OTNYCKHbIMU  LleHaMW MNPOU3BOAUTENA HA YKa3aHHbIA 1eKapCTBEHHbIN
npenapart, MOryT 6bITb B3biCKaHbl ¢ 3A0 «MPO.ME/L.LLC» B nopsagke, npesyCcMOTPEHHOM
3aKoHOaTenbCTBOM Poccuiickoin ®efepauunin.
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