PEIIIEHUE
00 OTKa3e B COMIACOBaHHUH MPEAETbHBIX OTIMYCKHBIX 1IE€H IPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENapaThl, BKJIOYECHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBuM ¢ nyHkramu 8 u 21 IIpaBun rocygapCTBEHHOW PETUCTPALMU U
NepeperucTpaluu yCTaHABIMBAEMbIX MPOU3BOJUTENIAMHU JIEKAPCTBEHHBIX MpPENapaToB
MpeAeNIbHBIX OTIMYCKHBIX II€H Ha JIEKapCTBEHHBIC MpPENaparhbl, BKIIOUCHHbIE B IIEPEUCHb
KU3HCHHO HEOOXOMMMBIX M BOXKHEWIINX JICKAPCTBEHHBIX TPEMAPATOB, YTBEPIKICHHBIX
nocra"oBiieHneM [IpaButensctBa Poccuiickorr @Pepepamuu ot 29.10.2010 Ne 865,
®denepanbHas aHTUMOHOIOJBHAS CITy:k0a paccMOTpesia JOKYMEHTHI, MPEICTABICHHbIE
nucbMoM MunsapaBa Poccun ot 22.06.2016 Ne 20-4-4015124-c, n npuHsina peuieHue
00 OTKa3e B COIVIACOBAHMM TNIPEIEIbHOM OTIMYCKHOM IIE€HBI, MPEACTaBICHHON IS
NepeperucTpalum, JaepKareaeM WIH BIAJEIbIEM PETUCTPALMOHHOIO YIOCTOBEPEHUS
nekapcTBeHHOro mnpemnapara «OpuoH Kopnopedmn» (OuHASHIUSA), TPOU3BOACTBO
roToBoi JjekapcTBeHHON dopmbl «Opuon Kopropeitmn» (OuHnsSHANUS), EpBUYHAS U
BTOPMYHAS YIAKOBKAa M OpraHM3alusi, OCYIIECTBISAIONIAs BBINYCKAIOMINI KOHTPOJIb
kadectBa OO0 «DPAPMAKOP IIPOJAKIIH» Ha craeayromue JEKapCTBEHHbBIC
npenaparbl, BKJIIOYEHHBIE B IEPEYEHb KU3HEHHO HEOOXOIUMBIX M BaKHEHIIUX
JIEKApCTBEHHBIX MPENAPATOB:

1. Tamokcudpen (MHH - Tamokcuden), tadnerku 20 mr, 30 mT. - QruakoHsI -
Mavyky KapTOHHBIE, B pazMepe 158,13 pyo.

2. Tamokcudpen (MHH - Tamokcuden), tadnerku 20 mr, 100 wT. - draakoHs! -
Mavyky KapToHHBIE, B pazMepe 519,50 pyo.

3. Tamokcuden (MHH - Tamoxcuden), tabnerku 10 mr, 30 mr. - ¢rakoHsl -
MavyKky KapTOHHBIE, B pazMepe 83,97 pyo.

[IpenenvHble OTIMYCKHBbIE LIEHBI HA YKa3aHHbIE JIEKaPCTBEHHBIC Nperaparhl He
COIIACOBBIBAIOTCS IO CJIETYIONTUM OCHOBAHUSIM.

®AC Poccun oOpamiaer BHUMaHHE, YTO B COOTBeTCTBUU C [IpaBunamu
OMpEIETICHUS CTPAHbI MPOUCXOKIECHUS TOBAPOB, SBISIOUIMMHUCSI HEOTHEMIIEMOU YacThIO
Comnamenuss o IlpaBwiax omnpeneneHuss CTpaHbl MPOUCXOXKICHHUS TOBAapOB B
ConpyxectBe HezaBucumbix ['ocynapcts ot 20 Hosi6pst 2009 1. (nanee - [IpaBuna CHI),
U B COOTBETCTBUU C KPUTEPHUSIMHU ONPECICHUS] CTpPaHbl MPOUCXOXKIACHUS TOBAPOB,
NpeayCMOTpeHHbIMU  yKa3aHHbIiMU [IpaBunmamu CHI, He 0TBeYarOT KpUTEPUIO
JIOCTaTOYHON 00pabOTKH/IepepabOTKH TOBapa, B TOM YKCIIE ONEpaliy 10 00eCIeYEHUIO
COXpPAaHHOCTH TOBapa BO BpEMSl XPAHEHHUS WIM TPAHCIOPTHUPOBKH, OINEpaluu [0
MOJIrOTOBKE TOBapa K MpoJaxe 1 TPAHCIIOPTUPOBKE (ApobiaeHue naptuid, popmupoBanue
OTIIPAaBOK, COPTUPOBKA, MEpEyNaKoBKa), onepanuu 1no pazdopke U cOOpKe YMaKOBKH,
pasznuB, (acoBka B OaHKH, (DIaKOHBI, MEIIKH, SIIMKHA, KOPOOKHM M JApyTrHUe MPOCThIC
orepanyy MO YIMaKOBKe, MPOCTbIe COOpPOYHBIE ONEpali WX pa3dopKa TOBAPOB IO
4yacTsM, pa3lelICHHE MPOAYyKTa Ha KOMIIOHEHTBI, KOTOpO€ HE MPUBOAUT K
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CYLIECTBEHHOMY OTJIMYMIO ITOJIyYEHHBIX KOMIIOHEHTOB OT HCXOJHOTO HPOAYKTa,
CMENIMBaHUE TMPOIYKTOB (KOMIIOHEHTOB), KOTOPOE€ HE MPUBOAUT K CYIIECTBEHHOMY
OTJIMYUIO TTOTYYCHHOU MPOIYKIIMHA OT UCXOAHBIX COCTABISIOMUX U Jip. Takum oOpazom,
cormmacHo IlpaBunam CHI, nekapcTBeHHbIE Tpemnaparbl, IPOU3BEICHHbIE B TPETHUX
CTpaHax, YIAaKOBKAa KOTOPBIX ocyuiecTBisiercs B Poccuiickonn denepaunu, HE MOTYT
cuuTarbces npoucxonamumu u3 Poccniickon denepanuu.

ITpu npoBenenun sxonomuyeckoro ananuza PAC Poccrnn ycTaHOBIEHO, YTO POCT
KypCa HallMOHAJIIBHOW BaJIIOTHI TOCYIapCTBA-IIPOMU3BOINUTENS JIEKAPCTBEHHOIO MIperapara
K pyOomto (eBpo) 3a mepuoj €O JAHS TOCJEIHEN MepeperucTpaluu MpeaeabHON
OTIYCKHOM II€HBl MPOM3BOAMTENS Ha JIEKQPCTBEHHBIM Mpenapar A0 Aarbl MOAA4u
JOKYMEHTOB Ha €€ OYEPEIHYIO NEPEPETUCTPALMIO HE IPEBBIIIAECT MPOTHO3UPYEMBIN
YpPOBEHb MH(QUISIMK TEKYIIEr0 TO/a, YCTAHOBJICHHBIM ¢enepaibHbIM 3aKOHOM O
benepanbHOM OIOIKETE HA COOTBETCTBYIOIIMIA (PMHAHCOBBIN TOJl U TUIAHOBBIN NEPHO,
YTO MPOTUBOPEUUT MYHKTY 23 METOMKHN pacyeTa yCTaHABIMBAEMBIX TPOU3BOAUTEISIMU
JIEKaPCTBEHHBIX IIPENaparoB IMpPEICibHBIX OTIYCKHBIX LE€H Ha JIEKAPCTBEHHBIC
nmpenaparbl, BKIIOYEHHBIE B TEPEYCHb JKU3HEHHO HEOOXOMUMBIX M BaKHEHUIIUX
JIEKapCTBEHHBIX  IpenaparoB, IPH HUX  TOCYNAPCTBEHHOM  pErucTpauuu U
MEpEePETUCTPalli, YTBEPKIACHHOW mnocTaHoBieHueM lIpaBurenscrBa Poccuiickon
®enepanuu ot 15.09.2015 Ne 979 (nanee — Metoauka).

B CBs3M C BBIIEU3IOKEHHBIM, B COOTBETCTBUU C MOANYHKTOM «B» ITyHKTa 13
[IpaBuy1 TpEBBILICHHE NPEACTABISIEMON ISl TOCYJAPCTBEHHOW PErUCTpalvd WU
MEPEePETUCTPALUA MPEACIIBHON OTIMYCKHOM II€HBI MPOU3BOAMTENS Ha JIEKApPCTBEHHBIN
nmpenapar HaJ LEHOM, PAaCCUMTAHHOM B COOTBETCTBUM C METOIUKOM, SBIISETCSA
OCHOBAaHHEM JUIsl OTKa3a B COIIACOBAHMM TOCYJAPCTBEHHON PErMCTpalU MPEAEIIBbHOM
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.
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