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00 OTKa3e B COITIaCOBaHUH MNpeaACIbHBIX OTITYCKHBIX IICH HpOHBBO}IHTeJIeﬁ Ha
JICKAPCTBCHHBIC IIPCIIapPaAThl, BKIIFOYCHHBIC B IICPCUCHD JKU3HCHHO HCO6XO,Z[I/IMBIX u
BaYKHEMILIMX JICKAPCTBCHHBLIX IIPCIIapaToOB

B coorBercTBUM C TOAMYHKTOM «a» myHKTa 32 IlpaBun rocymapcTBEHHOM
pErucTpalid W TEPEPEerucTpalvi MPeAesbHBIX OTIMYCKHBIX LIEH MNPOU3BOAMTENECH Ha
JICKapCTBEHHBIC TMpenaparbl, BKJIIOYCHHBIC B TEPECYCHb >KU3HEHHO HEOOXOMUMBIX U
BOKHEUIIMX  JIEKAPCTBEHHBIX  MPENapaTroB,  YTBEPKICHHBIX  IMOCTAHOBICHHEM
[IpaButennctBa Poccuiickoit ®enepanuu ot 29.10.2010 Ne 865, (mamee — IlpaBuia),
®denepanbHasi aHTUMOHONOJBHAS CIyk0a paccMOTpesia JOKYMEHTbI, IPEACTABICHHbBIE
nucbMoM MuniznpaBa Poccun ot 14.09.2020 Ne 20-4-4148031-c, u npuHsiia penieHue oo
OTKa3€ B COIVIACOBAHMHM MPEAEIbHON OTIMYCKHOM LIEHBI, 3asIBJI€HHON Ha MepeperucTpaluio
AO «II®K OOHoBnenue» (Poccust), Ha cleayromuid JEKapCTBEHHBIM IMpernapar,
BKJIFOUCHHBII B TMEpPEYCHb >KU3HEHHO HEOOXOMUMBIX M BAXKHEMIIHUX JEKapCTBEHHBIX
Mpenaparos:

«Bunnouerna» (MHH — «Bunnomnerun»), tabmetku, 5 mr, 10 mr., - ynmakoBKH
SYEHKOBBIE KOHTYpHBIE (5) — MauKu KapTOHHBIE, B pasMepe 95,48 pyOieii.

[IpenenbHass OTHyCKHas II€HA Ha YKAa3aHHBIM JIEKAPCTBEHHBIM Mpenapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAaHHUSM.

B coorBerctBum ¢ myHktoM 31 IlpaBwi, 3asBieHHas K IepeperucTpanuu
npenenabHas OTIYCKHash L€HAa BOCIPOM3BEAEHHOro, OMOaHanoroBoro (O6HOMomoO0HOro)
JIEKapCTBEHHOIO Ipenapara IOoCie€ MEpeperucTpalud HE MOXKET ObITh  BBIIIE
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3aperucTPUPOBAHHON TPENEIbHOM OTIMYCKHOM IEHBl MPOU3BOAMUTENSI Ha peepeHTHHIN
JIEKAPCTBEHHBIN TMpenapar, ONpEIEICHHOW B COOTBETCTBMM C MeETOIMKON pacyeTa
MPEACIbHBIX OTIYCKHBIX ILI€H [POU3BOJUTENIEM Ha JIEKapCTBEHHBbIE Ipemnaparsl,
BKJIFOUCHHBIE B TMEpPEYCHb KU3HCHHO HEOOXOAMMBIX W BAXKHEUIIHUX JIEKAPCTBEHHBIX
MpenaparoB, YTBEPKICHHOU MocTtaHoBiIeHUeM lIpaButennscrBa Poccuiickonn ®enepanuu
ot 15.09.2015 Ne979 (nanee — Metonuka).

B cootBerctBuu ¢ nmuceMom OI'BY «HIIDCMID» Munzapasa Poccun ot 04.09.2020
Ne 19533, npencraBiennbiM MuH3apaBom Poccun B KOMIUIEKTE JOKYMEHTOB, 3asIBIICHHBIN
JIEKAPCTBEHHBIN IIpernapar SBJIIETCS BOCHPOU3BEICHHBIM JIEKAPCTBEHHBIM IIPENaparom,
pedepeHTHBIM JIEKapCTBEHHBIM MPEnapaTtoM jisi KOTOPOro SIBISETCA JIEKapCTBEHHBIN
npenapar «Kasunton» (MHH — «BuHnouetun»), B JekapcTBEHHON (opme «TabieTku,
5 mr», OAO «I'egeon Puxrtepy», Benrpus, per. ya. I1 N014725/01.

OAC Poccun B X0lle SKOHOMHUYECKOTO aHaju3a YCTAHOBJIEHO, YTO 3asBJICHHAs K
NEepEepPErucTpauu  MpeleibHasl  OTIYCKHas  1€Ha  MPOU3BOAMTENSI  MPEBBIIAET
3apPETUCTPUPOBAHHYIO  IIPENEJIbHYI0  OTIYCKHYX  LIEHYy  HPOU3BOJIWTENSI  Ha
COOTBETCTBYIONIUI pe(epeHTHBIN JIEKApCTBEHHBIN Mperapar, YTO MPOTUBOPEUUT ITYHKTY
46 Metoauku.

B cBsi3u ¢ U3NOKEHHBIM, B COOTBETCTBUM C MOAIMYHKTOM «I» myHkTa 19 IlpaBuin,
MIPEBBILICHUE MPEICTABIAEMOM ISl TOCYAAPCTBEHHOM PETUCTPALIMU WITH NIEPEPETUCTPALNU
IIPEACIIBHON OTIIYCKHOM LIEHBI ITPOM3BOAUTENS HA JIEKAPCTBEHHBINM IIpenapar HaJ LEHOM,
paccuutaHHOr B coOTBEeTCTBHM C [IpaBunmamu u MeTOaUKOMW, SIBISIETCS OCHOBAHMEM ISt
OTKa3a B CONNIACOBAaHHUM T'OCYJApCTBEHHOW PETUCTPALUU NPEACIBHON OTIIYCKHOM LIEHBI
MIPOU3BOAUTENS HA JIEKAPCTBEHHBIN Ipenapar.
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