PEIIEHUNE
00 OTKa3e B COIIaCOBaHHUH MPEAETbHBIX OTIYCKHBIX 1IEH TPOU3BOAUTEICH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B cootBeTcTBUM € TyHKTOM &8 U MNOANYHKTOM «B» TnyHKTa 19 IlpaBun
roCy/IapCTBEHHOM perucTpanuu u nepeperucTpanuu yCTaHaBJIMBAEMbIX
MIPOU3BOJAUTEISIMA  JIEKAPCTBEHHBIX IMPEMapaToB MPEACIbHBIX OTIYCKHBIX II€H Ha
JIEKapCTBEHHBIE TMpernaparbl, BKIIOYEHHbIE B TEPEYEHb >KU3HEHHO HEOOXOJUMBIX U
BAXHEWIINX  JICKAPCTBEHHBIX  IPENapaToB,  YTBEPXKACHHBIX  MOCTAHOBJIECHUEM
[IpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (manee — IlpaBuua,
JKHBJIIT), ®enepanvHas aHTUMOHOMOJBHAS CHOyk0a paccMoTpena JIOKyMEHTHI,
npeAcTaBileHHble nmUucbMoM Mun3apaBa Poccun ot 29.09.2017 Ne 20-4-4052852-c, n
NpUHSUIA perieHue o0 OTKa3e B COMIACOBAHMHM NPENEIBHOW OTIMYCKHOW IICHBI,
3asBiIeHHOM Ha mnepepeructpauuo, OAO «ABBA PYC» (Poccus), Ha ciemyromuii
JIEKApCTBEHHBIN mMpenapar, BKIOYEHHBIA B TEPEUCHb >KU3HEHHO HEOOXOJUMBIX M
BOKHEUIIINX JIEKAPCTBEHHBIX MPEMAPaTOB:

«I'empmenazom» (MHH «Mebennazon»), tabmerku, 100 mr, 6 ImT., YMakoBKHU
STUEUKOBBIC KOHTYpHBIC (1) - Mayku KapTOHHBIE, B pazMepe 57,34 pyo.

[IpenenpHass OTHMyCKHAasl II€HA Ha YKa3aHHBIM JIEKAPCTBEHHBINM TMpernapar He
COIIIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

CornacHo nyHkTy 18 IlpaBun 3apeructpupoBaHHAs MpeAeibHas OTIYCKHas LieHa
MPOU3BOJIUTENST HA JICKAPCTBEHHBIM Mpernapar MOXKET ObIThb MEepPeperucTpUpoBaHa Ha
OCHOBAaHUM 3aSIBICHUS M JOKYMEHTOB, IOAAHHBIX JEpKaTejleM WIH BIaJebIEM
PErUCTPALMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOrO Mpernapara (YHoJIHOMOYEHHBIM UM
auroM) 1o 1 okTaOps  kaxkmoro roja. locygapcTBeHHas — IepeperucTparus
OCYILIECTBISIETCSI HMCXOAsl M3 pacuera, MpeaycMOTpeHHOro MeToaukoi pacuera
YCTAHABJIMBAEMbIX  MPOU3BOJUTENSAMH  JIEKAPCTBEHHBIX  MPENapaToB  MPEAeTbHbBIX
OTIYCKHBIX 1I€H Ha JIEKApCTBEHHBIC MpEmaparhbl, BKIIOYEHHbIE B MEPEUYCHb >KU3HEHHO
HEOOXOUMBIX M BaKHEHIIUX JICKAPCTBEHHBIX IPEnaparoB, MPU UX TOCYIapCTBEHHOU
pEerucTpanu M TepeperucTpaiuy, yTBEpPXKIECHHON MocTtaHoBieHUEM IIpaBuTenbcTBa
Poccuiickoit @eneparuu ot 15.09.2015 Ne 979 (nanee — Metoauka), He ydaiie 1 pasza B
KaJICHIApHOM TOZY.

[Ipn mpoBeleHHH SKOHOMHYECKOTO aHAIM3a NPENEbHOW OTIYCKHOM ILIEHBbl Ha
nekapctBeHHbI mipenapar «lenbmenazom» GAC Poccuu BBISBIEHO, YTO MpenesibHAs
OTIyCKHAasl IleHa Ha JaHHBIA JIEKAPCTBEHHBIN Mpemapar Oblia 3aperucTpupoBaHa B
tekymieM 2017 rony.

®AC Poccuum oTMEYaeT, 4YTO MPOBEICHHE MPOLEAYpPhl PETUCTPALMU U
MEPEPETUCTPALUA MPEACIBbHON OTIYCKHOM LIEHBI HAa OJWH U TOT K€ JIEKAPCTBEHHBIN
mpenapar B OJHOM KaJIGHIapHOM TOAY HEBO3MOXHO. Jlepxkarenb WM Biajelell
PErUCTPAIMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOIO Mpemnapara (yrnoJHOMOYEHHOE UM
JIUII0) MOXKET MPEIOCTABUTH 3asBJICHUE O MEPEPEeTUCTPALMM MPEACIbHOU OTITYCKHOM
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LICHBI IPOM3BOAMUTENS HA JIEKAPCTBEHHBIN Mpernapar, BKIoYeHHbIN B nepedueHs JKHBIIII,
c 1 sHBaps ouepeqHOro KajJeHIapHOTO To/a.

B cBs3u ¢ BBIIEU3IIOKEHHBIM, B COOTBETCTBUU C MOIIYHKTOM «B» IyHKTa 13
[IpaBun 1npeBbILIEHUE MPEACTABISAEMON JUISI TOCYIAPCTBEHHOM PETHCTPALMU WU
MEPEPETUCTPALIMN TIPECIBbHON OTITYCKHOM II€HBbI MPOU3BOAMUTEISI HA JIEKAPCTBEHHBIN
mpernapar HajJ L[EHOM, pPAaCCUUTAHHOM B COOTBETCTBUU C METOOUKOW, SBISETCS
OCHOBAaHUEM JUISl OTKa3a B COMIACOBAHUM TOCYJAPCTBEHHOW PETHCTPALMM MPEICIbHON
OTIYCKHOM IIEHBI MPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A. b. Kamesapos
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