MUHHCTEPCTBO 3APABOOXPAHEHNUS
Poccuiickont denepanyn

PaxmanoBckuit nep., a. 3,
. Mocksa, I'CII-4, 127994

PEIIEHUE
00 OTKa3e B COIIAaCOBAHMH MPECIIbHBIX OTITYCKHBIX 1IEH MPOU3BOAUTEIIEH
HAa JICKApPCTBEHHBIE MTPENapaThl, BKIIOYCHHBIC B IEPEUCHD KU3HEHHO HEOOXOMMMBIX
Y BAXKHEHUIIINX JIEKAPCTBEHHBIX MIPENApaToB

B coorBerctBun ¢ mnyHkToM &8 IIpaBWiI TOCymapCTBEHHON pPETUCTPALMU U
MEPEPETUCTPALIMM YCTAHABIUBAEMbIX MPOU3BOAUTEIIAMU JIEKAPCTBEHHBIX IIPENApaToOB
MPEACIIbHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Npenaparbl, BKIIOYEHHBIE B NEPEUCHb
KU3HEHHO HEOOXOTUMBIX M BAKHEWINWX JIEKAPCTBEHHBIX MPEMapaToB, YTBEP>KICHHBIX
nocranosiieHueM IIpaButensctBa Poccuiickoit deaeparuu ot 29.10.2010 Ne 865 (manee -
[IpaBuna), ®enepanbHasi aHTUMOHOMOJBHAS CIIy’)kOa paccMoOTpenia  JIOKyMEHTHI,
npeacrasieHHble mucbMoM MunsnpaBa Poccum ot 20.08.2018 Ne 20-4-4078450-c, n
NpUHSIA pElIeHHe 00 OTKa3e B CONIACOBAaHMM MPENeNbHBIX OTHYCKHbIX LeH OO0
«Bendapm» (Poccusi) Ha clenyromue JEKapCTBEHHbIE Npenaparbl, BKJIIOUYCHHBIC B
nepevyeHb KU3HEHHO HEOOXOAMMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

«Amnonuen» (MHH - «Awmnoaunun»), tabnerku, 10 mr, 10 mT. - ynakoBKH
sTUeUKOBBIC KOHTYpHBIC (1) - Mayku kapToOHHBIE, B pazMepe 216,00 pyo.

«Amnomuen» (MHH - «Awmnoaunun»), tabmetku, 10 mr, 10 mT. - ynmakoBKH
STYEUKOBBIC KOHTYPHBIC (2) - MaYKu KapTOHHBIE, B pasmepe 432,00 pyo.

«AmnomuBenn» (MHH - «Amnomgununy), tabnerku, 10 mr, 10 mT - ynakoBKu
SYEHKOBBIE KOHTYpHBIE (3) - Mauku KapTOHHBIE, B pazmepe 648,00 pyo.

[IpenenbHble OTIYCKHBIE LIEHBI HAa YKAa3aHHBIA JICKQPCTBEHHBIM IIperapar He
COMIACOBBIBAIOTCS 1O CJIEYIOIIUM OCHOBAHUSIM.

B coorBerctBUM ¢ 1myHkToM 21  Metoguku pacdera  yCTaHABIMBAEMBIX
MPOU3BOJAUTEISIMA  JIGKAPCTBEHHBIX MPEMaparoB MPEACIbHBIX OTHYCKHBIX II€H Ha
JIEKapCTBEHHBIE Mpenaparbl, BKIIOUCHHbIC B IMEPEYCHb KU3HEHHO HEOOXOIUMBIX U
BOKHEUININX JICKAPCTBEHHBIX IMPENapaToB, MPU HX TOCYJAPCTBEHHOM PETUCTpAIlUU U
[IEpEepETUCTpaLlii, YTBEPKACHHOM mnocra”HoBieHuem IIpasurenscrBa Poccuiickoit



@®eneparun ot 15.09.2015 Ne 979 (manee — Meronuka), u nyHktoM 16 IIpaBun
JiepKaTenb WM BIAJAEIEL PErUCTPALMOHHOIO YIOCTOBEPEHHS (YIOJHOMOYEHHOE UM
JIMII0) BOCIIPOU3BEACHHOTO JIEKAPCTBEHHOTO IIperapara, He HaXOsIIerocs B 0OpaIieHny B
Poccuiickoin @enepanuu, OpeACTaBISIET M TOCYIAPCTBEHHOM PETUCTPALIMU MPEACIBHYIO
OTIIYCKHYIO ILIEHY NPOM3BOJIWTEIA HA JICKAPCTBEHHBIN IIPENapar, He MpeBsIIarmy 80
IIPOLICHTOB CPENHEN 3apErUCTPUPOBAHHOM IMPEAEIBHOM OTITYCKHOM LEHBI IPOU3BOAUTEINS
Ha peepeHTHBIN JeKapCTBEHHBIN Mpernapar.

Commacio mucemy @I'BY «HIDCMID» MunzgpaBa Poccum ot 10.08.2018
Ne 13860, mnpuiaraeMoMy K mOpeacTaBieHHOMY MuH3apaBom Poccun  KOMILIEKTY
JIOKYMEHTOB, 3asBJICHHBIN JIEKAPCTBEHHBIN INpenapar sBJISETCS BOCIPOU3BEACHHBIM, NPU
3TOM, pe(epeHTHBIM JIeKapCcTBEHHbIM npenaparoMm sBiuserca «Hopsack» (MHH -
«AMIIOIUIINHY) B JIEKapcTBEHHOU popme «Tabnetku, 10 Mmr» (mpousBonutens — P-Dapm
I'epmanus ['M0X (I'epmanusi), peructpamuonHoe yaocroBepenue I1N015567/01 or
13.05.2009).

Bmecre ¢ Tem, 3asdBIeHHas NpenenbHas OTIYCKHAas I€HAa MPOU3BOAUTENS
npesbimaeT 80 MPOLEHTOB CPEAHEH 3apEruCTPUPOBAHHOM IPENEIBbHON OTIYCKHOW LIEHBI
POU3BOJUTENS HA peEePEeHTHBIN JIEKapCTBEHHBIN MTpenapar.

B 31011 CBsI31, B COOTBETCTBUU C MOAITYHKTOM «B» ITyHKTa 13 IIpaBui npeBeiieHne
MIPEACTABISAEMON ISl TOCYJAPCTBEHHOW PErMCTpPalU MPEAENbHON OTIIYCKHOW ILIEHBI
MPOU3BOJIUTENA HA JIEKAPCTBEHHBIM NPENapar HaJl LEHOW, PACCUMTAHHOW B COOTBETCTBUU
¢ Meroaukoi, SIBIs€TCS OCHOBAaHHMEM U1 OTKAa3a B CONIACOBAHMM TI'OCYNAapCTBEHHOMU
pErucTpanyy NpeAeIbHON OTITYCKHOM LIEHbI IPOU3BOAMTEIIS HA JIEKAPCTBEHHBIN Ipenapar.

A.1O. IlapukoBckuii



