PEIHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPENapaThl, BKIOUEHHbBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
1 BOKHEWIINX JIEKAPCTBEHHBIX NPENAPATOB

B coorBerctBMM ¢ myHKTOM &8 IIpaBHJI TOCYmapCTBEHHOW pETUCTPALMU U
MepeperucTpanuu yCTaHABIUBAEMbIX IPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MIPEACIIbHBIX OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEINapaThl, BKIOUEHHBIE B IEPEYEHb
’KU3HEHHO HEOOXOIUMMBIX M BaXKHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, YTBEP>KICHHBIX
nocranosyienreM IIpaBurennbcTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nasnee
- IlpaBuna), denepasbHas aHTUMOHONOJBHAS CIyXKO0a paccMoOTpesia JOKYMEHTHI,
npeacTaBieHHble mucbMoM Mun3zapaBa Poccum ot 10.08.2016 Ne 20-4-4019425-c, u
OpUHsUIAa pemieHne o0 OTKa3e B COMIACOBAHMM TMPENETBHON OTIMYCKHOM I[E€HBI
OAO «Cunte3» (Poccusi) Ha crneAyromMii JIEKapCTBEHHBIN Npenapar, BKIOYECHHBIA B
MepeveHb KU3HEHHO HEOOXOAMMBIX U BAXKHEUIINX JIEKAPCTBEHHBIX MPENaparoB:

Jlupokaun (MHH — Jlunokaun), pactBop st uHbekuuid, 10 mr/mmu, 5 wmi, -
amIysbl (5) /B KOMIUIEKTE CO CKapuU(PUKATOPOM, €CIId HEOOXOAUM IS aMIlysl JaHHOTO
TUIa/ YITAKOBKa STUYEUKOBasi KOHTypHas (2), mayka kapToHHasi, B pazmepe 92,50 pyo.

[IpenenpHass OTHyCKHas II€HAa Ha YKa3aHHBIM JICKAPCTBEHHBIM TMperapar 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 MpOIeHTOB MAKCUMAIIbHOW 3aPErUCTPUPOBAHHON MPEAETbHON OTIYCKHOM
LEHbl MPOU3BOJIUTEINS HA AHAJIOTHYHBIN JIEKAPCTBEHHBIN Mpernapar, YTo MPOTHUBOPEUUT
nyHKTYy 6 MeToauKku pacuera YCTaHAaBIMBAEMBIX MPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX
MpenapaToB MpeAesIbHBIX OTIYCKHBIX 1IE€H Ha JIEKAPCTBEHHBIE MpenapaThl, BKIIOUCHHbBIEC B
MepeuYeHb KU3HEHHO HEOOXOAUMBIX M BaXKHEWIIMX JIEKAPCTBEHHBIX MpEnaparoB, MPU UX
rOCy/IapCTBEHHOM pErucTpaluu U MepeperucTpaiuu, yTBEPKACHHOW MOCTaHOBICHUEM
[IpaButennctBa Poccuiickoit denepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBsi3M ¢ BBINIEU3TI0KEHHBIM, B COOTBETCTBUHM C TMOJNYHKTOM «B» ITyHKTa 13
[IpaBrsI TpEBBILICHHE MPEICTABISIEMON Uil TOCYOAPCTBEHHOW PEruCTpalvd WU
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
rnpenapar HaJ I[IEHOW, pPAacCYUTAHHOM B COOTBETCTBUM C METOOUKOW, SBJISAECTCS
OCHOBAaHHUEM JUIsi OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMU TMPEAEIbHON
OTITYCKHOM II€HbI TPOU3BOAUTEINS HA JIEKAPCTBEHHBIN Mpenapar.

A.b. Kamesapos
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