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

B coorBercTBun ¢ myHkTtamu 8 u 21 IlpaBui rocynapCTBEHHOW pPETHCTpALMM U
MePEePETrUCTpallii YCTAaHABJIMBAEMbBIX MPOU3BOJUTEIISIMUA JIEKAPCTBEHHBIX ITPEINapaTroB
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 MunznpaBa Poccun ot 01.11.2016 Ne 20-4-4025046-c, u
NpUHSIA pelmieHne 00 OTKa3e B COMIACOBAHWM TPEIEIBHOM OTIYCKHOW IIEHBI,
pesicTaBNeHHON Ha Tepepeructpanmo, SIJIPAH-TAJIJEHCKM JIABOPATOPUH a.o.
(XopBarusi), Ha CHEAYIOIIUA JIEKAPCTBEHHBIM Ipenapar, BKJIIOYEHHBbIH B IE€pPEYEHb
YKU3HEHHO HEOOXOUMBIX M BaXKHEUIIINX JICKAPCTBEHHBIX MPENapaToB:

Punomapuc (MHH — Kcunomeraszonun), crpeit Hazanbubif, 0,1 %, 10 wmi, -
(hJ1aKOHBI IIACTUKOBBIE C pacnbuinTeneM (1) — mauku kapToHHbIE, B pazMepe 89,10 pyo.

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

[Ipu mnpoBenenun skoHoMuueckoro ananuza ©OAC Poccun BBIBIEHO, YTO
BEJIMYMHA YBEJIWYCHHUS 3apETUCTPUPOBAHHOW IMPEIEIbHOM OTIIYyCKHOM LI€Hbl Ha
BBIILICYKA3aHHbIN JIEKAPCTBEHHBIM IIPENApPAT BBIIIE PACCUUTAHHOM B COOTBETCTBUU C
NyHKTOM 24 MeToquKu pacueTra yCTaHABIMBAEMBIX MPOU3BOJIUTEISAMU JIEKAPCTBEHHBIX
MpenapaToB MPeAesIbHbIX OTIYCKHBIX 1IEH Ha JIEKAPCTBEHHBIE MPENaparhl, BKIOYEHHBIE B
MEePEUYCHb KU3HEHHO HEOOXOAMMBIX M BaXKHEWIIHNX JIEKAPCTBEHHBIX MpPEnaparoB, MPU UX
TOCYAapPCTBEHHOM PETUCTPALMM M TNEPEPETUCTPALMU, YTBEPKACHHOW IMOCTAHOBICHUEM
[IpaButennbctBa Poccuiickoit @enepanuu ot 15.09.2015 Ne 979 (manee — Metoauka),
JIOMTYCTUMOM BEIIMYMUHBI YBEJIMYEHUSI 3aPETUCTPUPOBAHHOW TMPENEIbHON OTIYCKHOU
LIEHBI, YTO ITPOTUBOPEYUT MYHKTY 23 MeToauku.

B cBs3U C BBIIEU3IIOKEHHBIM, B COOTBETCTBUM C TOIIYHKTOM «B» IyHKTa 13
[IpaBrs1 TpEBBIICHHE NPEACTABICHHOM MJIsI TOCYJApCTBEHHOW PErucTpaluyd WId
MEPEPETUCTPAllMU TPEACIBHON OTIMYCKHOW LEHBI MPOW3BOAUTENS HAa JIEKAPCTBEHHBIN
npenapar HaJ 1EHOM, pAacCYATAaHHOM B COOTBETCTBUU C METOIUKON SIBIISIETCS
OCHOBAaHMEM JUIsI OTKa3a B COIVIACOBAHMM TOCYJAPCTBEHHOW PETUCTPALUHA WU
MEPEPETUCTPALINN TIPEICIIbHOW OTHYCKHOW IIEHBI MPOW3BOAMUTEIS HaA JICKAPCTBEHHBIN
rpernapar.
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