PEILIEHUE
00 OTKa3e B CONIACOBAaHUU MPENEIbHBIX OTIIYCKHBIX IEH IPOU3BOJUTENEH
HAa JICKapCTBEHHbIE MTPENaparhl, BKJIOUEHHBIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBerctBUM ¢ mnyHKTOM &8 IIpaBHi1 TroCyapCTBEHHOW perucTpaluv |
MEPEPETUCTPALIMM YCTAHABIMBAEMBIX TPOU3BOAMTEISIMU JIEKAPCTBEHHBIX MpenaparoB
MPEACIIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOYEHHBIE B NEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEUIIUX JICKAPCTBEHHBIX MPEMapaToB, YTBEP>KICHHBIX
nocranoBiienreM [IpaButensctBa Poccuiickoit ®enepaunu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), @enepanbHasi aHTUMOHONOJBHAS CIIy)kOa paccMoOTpenia  JTIOKyMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccuu ot 09.06.2016 Ne 20-4-4013457-c, u
MpUHSIIA perieHre 00 0TKa3e B COIACOBAHUHM 3asBJICHHBIX B BBINIEYKa3aHHOM TTUChME 185
npeaenbHbiX oTmycKHbIX IleH OO0 «tOx®dapm» (Poccus) Ha JekapCTBEHHBIN Mpenapar
«Xnoprekcugun»y (MHH — XioprekcuauH), BKJIIOYEHHBI B MEpeYeHb >KU3HEHHO
HEOOXOJUMBIX M BaXKHEUIINX JICKAPCTBEHHBIX MTPENapaToB.

IIpenenbHble OTIYCKHBIE LI€HbI HAa YKa3aHHBIM JIEKAPCTBEHHBIM IIpenapar He
COMIIACOBBIBAIOTCS MO CJIETYIOIIUM OCHOBAHUSIM.

N3 anammuza mnpexncraBieHHbIX B PAC Poccum KanbKymALMil 3aTpar ChIpbs U
MaTepuajIoB IO MNPOU3BOACTBY Mpemnapara yCTAHOBIEHO, YTO B pacyeTax OTPa)KEHBI
HEKOPPEKTHBIE YMCJIOBBIE 3HAUEHUS B HOPMAX PACXOJA M ILIEHAX, MOBJIMABIIME HA pPacyeT
ce0EeCTOMMOCTH BBIIIIEYKa3aHHOTO JIGKAPCTBEHHOTO TIpernapara 3asiBICHHbBIX JI03UPOBOK.

Takum o00pa3om, cBeneHus, coaepxkammuecs B jgokyMmMeHTax OO0 «HOxDapm»
(Poccust), mpencTaBieHHBIX ISl PETUCTPALUU MPEACTbHBIX OTIYCKHBIX II€H, SBIISIOTCS
HEJIOCTOBEPHBIMU.

Kpome Toro, mpenenbHble OTIYCKHBIE II€HBI Ha MO3UMLMU 75-148, ykazaHHbIE B
nuceMe Munsapasa Poccum ot 09.06.2016 Ne 20-4-4013460-c, paccuuTaHHbIE UCXOAS U3
CTOMMOCTH OJIHOM JieKapCTBEHHON (OopMbI, TpeBbIaoT 80 MPOIEHTOB MaKCUMAJIbHOU
3apPErUCTPUPOBAHHON TPEAETBHON OTIYCKHOM LEHBI MPOU3BOAUTEIS HA AHAJIOTMYHBIN
JIEKapCTBEHHBIN Tpernapar (1o MeXTyHapoJHOMY HEMAaTEHTOBAHHOMY HaUMEHOBAHUIO WU
IpU €ro OTCYTCTBHM - XHMHUYECKOMY WM TPYNIUPOBOYHOMY HAMMEHOBAHHIO,
JIEKapCTBEHHOM (hopMe U JO3UPOBKE (KOHIIEHTPALIMU, aKTUBHOCTH B €IMHUIIAX JIEHCTBUS),
pacCUMTAHHOW HUCXO/sI U3 MAKCUMAaJIbHOM CTOMMOCTU OJHOM JIEKAPCTBEHHOUM (POPMBI, UTO
MPOTHUBOPEYUT MNYHKTY 6 MeToauKu pacuera YCTaHaBIMBAEMbBIX MPOU3BOJUTEISIMU
JIEKapPCTBEHHBIX IPENApaToB MPEAEIbHBIX OTIYCKHBIX [IEH HA JICKAPCTBEHHBIE MPENaparsl,
BKJIFOUCHHBIE B TEPEYCHb KU3HCHHO HEOOXOAMMBIX W BAKHEWUININUX JIEKAPCTBEHHBIX
MPENaparoB, MPHU UX TOCYAAPCTBEHHOM PETUCTPALMU U MEPEPETUCTPALINU, YTBEPKICHHOMN
noctaHoBienreM IlpaBurenscTBa Poccuiickoit @enepaunu ot 15.09.2015 Ne 979 (nanee -
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Mertonuka).

[Ipn aHanmu3e NPEACTAaBICHHOIO 3asBIICHUS W mpuioxkeHnit k Meroauke PAC
Poccuu BBIABIIEHBI pacXOXKACHUSI B MPOEKTaX OTIYCKHBIX IIeH Ha no3uuuu 20, 37, 136,
175, yxazannsie B nucbMe Munznpasa Poccun ot 09.06.2016 Ne 20-4-4013460-c.

B cBs3u C BBINIEU3TI0KEHHBIM, B COOTBETCTBUU C TMOJIYHKTOM «a» IyHKTa 13
[IpaBun npenocTraBiaeHUE HEAOCTOBEPHBIX CBEACHHM SIBISIETCSI OCHOBAHUEM ISl OTKAa3a B
COITIaCOBAHMU  TOCYAAPCTBEHHOM  PETUCTPAlUM  MPEICIbHOM  OTIIYCKHOW  LIEHBI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN MPEMAPAT, @ TAKKE B COOTBETCTBUU C MOJITYHKTOM «B)»
nyHkra 13 IIpaBui npeBblllIeHUE NPEACTABISIEMON JISI TOCYAAPCTBEHHOM pPETUCTpaldU
WJIM TIEPEPETUCTPALUM TPEACITBHON OTIYCKHOM LIEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN
npenapar HaJ [EHOW, PACCUYMTAHHOW B COOTBETCTBUM C METOOUKOW, SIBIAETCS
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHMU TOCYJAPCTBEHHOW PETUCTpPALUM TMPEACIbHOU
OTITYCKHOM LIEHBI TPOU3BOAUTEINS Ha JIEKAPCTBEHHBIN Mpenapar.
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