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

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 nucbkMoM MunznpaBa Poccunm ot 30.11.2016 Ne 20-4-4027499-c,
U TpUHSIA pemeHne o0 OTKa3e B COMIACOBAHWUU TPEICIHHOW OTITYCKHOW IICHBI
(Bce cramuu) «Betllpom AJl» (bonrapus) Ha clieqyromuii JeKapCTBEHHBIN Mpernapar,
BKJIIOYEHHBI B MEpEYEHb >KU3HEHHO HEOOXOJUMBIX U BaXKHEUIIHMX JIEKAPCTBEHHBIX

IIPENaparos:
Keronpopen (MHH — Keronpoden), pacTtBop /uisi BHYTPUBEHHOTO U
BHYTPUMBIIIEYHOTO BBeneHust 50 mr/mu, 2 mun — amnynsl (10) — madyku KapTOHHBIE,

B pasmepe 158,00 py0.

[IpenenbHass OTHYyCKHAas I1I€HAa HAa YKa3aHHBIM JICKAPCTBEHHBIA IIpemapar He
COIIACOBBIBAETCS I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBerctBuu ¢ mnucbmom DI'BY «HIIDCMID» MunsnpaBa Poccuu ot
02.11.2016 Ne 16722, nanpaBinenHoro Mun3apaBoM Poccur B cOCTaBe KOMILIEKTa
JIOKyMEHTOB, COOOIIaeTcsi, 4To JiekapcTBeHHbI mpemapar «Kerompoden» (MHH —
Kerommpoden) B nexkapcTBeHHOW (opme «pacTBOp i BHYTPUBEHHOTO U
BHYTPHUMBIIIEYHOTO BBeAeHUs 50 MT/MII» COOTBETCTBYET TPEOOBAHUAM, MPEIBIBISIEMBIM
K «BOCIIPOM3BEICHHBIM» JICKAPCTBEHHBIM IIperaparaM, a Takxke, 4YTO mpenapar
«Ketonam»y (MHH — Keronpoden) B JsekapCTBeHHOM ¢opMe «pacTBOp s
BHYTPUBEHHOTO U BHYTPHUMBIIIEUHOTO BBeneHHUs S50 Mr/mim» (mpousBogutTens - «Jlek
1.71.», CloBeHUs ) SIBISIETCS pePEPEHTHBIM.

[Ipu mnposenenuu skoHoMuueckoro ananmuza OAC Poccum BBIABICHO, YTO
npezesibHasl OTHYCKHAs 1IEHAa Ha BBINIEYKa3aHHbIA BOCIPOM3BEICHHBIA JIEKAPCTBEHHBIN
npenapar npesbimaer 80 MPOUEHTOB CPEAHEN 3aperucTPUPOBAHHOM TMpeNeNbHOU
OTITYyCKHOM IIeHBI Ha peepeHTHBIN JEKAPCTBEHHBIN Mpenapar, pacCUuTaHHOMN 3a TIEPHOJ
3 Jer [0 TpEeNCTaBICHUS JEp)KaTeleM WIH BIAJEIbLUEM PETHUCTPAMOHHOTO
yI0CTOBEPEHUS (YITOJTHOMOYEHHBIM UM JIUIIOM), YTO IPOTUBOPEUYUT MyHKTY 21 Metonuku
pacyeTa yCTaHABIMBAEMbIX MPOU3BOJUTEISMU JICKAPCTBEHHBIX MpenaparoB MpeaeabHbIX
OTIYCKHBIX II€H Ha JICKAPCTBEHHBIC MpENapaThl, BKIIOUYECHHBIC B IMEPEUEHb >KU3HEHHO
HEOOXOJUMBIX M BaXKHEUIIMX JIEKAPCTBEHHBIX NpenaparoB, MPU HX TOCYAapCTBEHHOU
pEerucTpalMd W NEpeperucTpainu, yTBEPKIEHHOM mnocTaHoBieHueM IIpaBuTenncTBa
Poccuiickoit ®enepanuu ot 15.09.2015 Ne 979 (nanee — Metonuka).
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B CBs3U C BBINIEH3IOKEHHBIM, B COOTBETCTBHUU C MOJIYHKTOM «B» ITyHKTa 13
[IpaBun mpeBBINIEHUE MPEACTABICHHOW Il TOCYJapCTBEHHOM PErucTpalvu WIH
MEPEPETUCTPALIMN TIPEACITBHON OTIYCKHOW II€HBI IMPOU3BOJIMTENSA HaA JIEKAPCTBEHHBIN
Impernapar HajJ LEHOM, pPacCYMTaHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHMEM JUIsl OTKa3a B CONIACOBAaHUM TOCYJAPCTBEHHOW PETUCTPALUU WU
MEPEPETUCTPALMA TPEACIBHON OTIIYCKHOM IIEHbI IPOU3BOAMTENS HA JIEKAPCTBEHHBIN
rpernapar.

A.b. Kamesapos
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