PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ mnyHkTOoM &8 IIpaBui rocCynapCTBEHHOMW pPETUCTpPAlU U
MEPEePETUCTPALlUA YCTAHABJIMBAEMBIX MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX IIPENApaToB
MPEJETbHBIX OTHYCKHBIX LIEH Ha JICKAPCTBEHHBIC Ipenaparbl, BKIIOYECHHBIC B MEPEUYCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoBiieHreM IlpaBurenbctBa Poccutickoit @eneparuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAA CIy)K0a paccMoTpesia JOKYMEHTHI,
npeacTaBieHHble mUcbMOM Mun3zapaBa Poccum ot 21.03.2017 Ne 20-4-4038156-c, u
MPUHSIIA pEelIeHre 00 OTKa3e B COIVIACOBAHHWM MPEACIbHONW OTIYCKHOW I€HBI Dcrapma
I'M6X (I'epmanus); mip., meps. yII., BTOP., VII., BB K. - Jluagodpapm I'M6X (I'epmanust) Ha
CIIENYIOIIMM JIEKAPCTBEHHBIM IPENApar, BKJIIOYEHHBIM B IIEPEYEHb IKU3HEHHO
HEOOXOJUMBIX U BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Ocna-Hany (MHH — AunetwinucTenH), MOPOIIOK JJisi TPUTOTOBJICHUSI pacTBOpa
st ipuema BHYTpb, 200 mr, 3 1, - maketuku (20) — mayku KapTOHHbIE, B pa3Mmepe
135,59 pyO®.

[IpenenbHasi OTIYCKHAs I1l€HA Ha YKa3aHHbIA JICKAPCTBEHHBIM IIpenapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu mnpoBenenun skoHoMuueckoro ananuza ©OAC Poccun BBIBIEHO, YTO
npezelibHasl OTHYCKHAsl 1I€HAa Ha BBINIEYKa3aHHbIA BOCIPOM3BE/ICHHBINA JIEKAPCTBEHHBIN
mpernapar, pacCuyuTaHHAs UCXONd U3 CTOMMOCTH OJHOW JIEKapCTBEHHON (OpPMBI,
npeBbimaeT 80 TMPOIEHTOB 3apErUCTPUPOBAHHOM MPEAEIbHOM OTIMYCKHOW LIEHBI
MIPOU3BOUTENS Ha pePEPEHTHBIN JICKAPCTBEHHBINA MPENapar, YTo MPOTUBOPEUUT MTyHKTY
21 Meroguku pacdyeTa  yCTAaHABIMBAEMBIX  IPOU3BOIUTEISIMU  JIEKAPCTBEHHBIX
MPEMApaToB MPEAEIbHBIX OTITYCKHBIX IIEH HA JIEKAPCTBECHHBIC MPEMAPATHI, BKIFOUEHHBIC B
MepeuYeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MpEnaparoB, MPU UX
TOCYAapPCTBEHHOM PETUCTPALMM M TNEPEPETUCTPALUU, YTBEPKACHHOW IMOCTAaHOBICHUEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3U C BBIIEU3IIOKEHHBIM, B COOTBETCTBUM C TOIIYHKTOM «B» IyHKTa 13
[IpaBrsI TpEBBILICHHE MPEICTABISIEMON Uil TOCYOAPCTBEHHOW PEruCTpalvd WU
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
rnpenapar HaJ I[I€HOW, PAacCYATAHHOM B COOTBETCTBHM C METOOUKOM, SBISETCA
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMU TMPEAEIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.
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