MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannu

PaxmanoBckuii niep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEHIEHUE
00 0TKa3e B COITACOBAHMHM MPEACIIbHBIX OTIYCKHBIX 1I€H MPOU3BOAUTENEH
HAa JICKApCTBEHHbBIE MTPENaparhl, BKIIOYCHHBIE B IIEPEUCHb KU3HEHHO HEOOXOIUMBIX
Y BOXKHEHUIIINX JICKAPCTBEHHBIX IIPEINAPATOB

B coorBeTrcTBMM ¢ MNyHKTOM &8 M TMOANYHKTOM «a» myHKkTa 19 IlpaBui
rOCy/IapCTBEHHOM PETUCTPALIMU U NIEPEPETUCTPAMU YCTAHABIMBAEMbBIX TPOU3BOAUTEISIMU
JIEKApCTBEHHBIX MPenaparoB MPeAesibHbIX OTITYCKHBIX IIEH Ha JICKAPCTBEHHbIC Mpenaparsl,
BKJIIOYCHHBIE B TEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M BAXKHEHIIMX JIEKAPCTBEHHBIX
MpEenaparoB, yTBEPKICHHBIX MocTtaHoBIeHHEM lIpaButensctBa Poccuiickoit denepamuu
oT 29.10.2010 Ne 865 (manee — IlpaBuna) (B penakiuu, JeHCTBYIONIEH Ha J1aTy MOJa4H
3asBiaeHus — 25.09.2018), denepanbHas aHTUMOHOIIONBHAS CIy)x0a paccMmoTrpena
JIOKYMEHTBI, TpEeACTaBlI€HHbIe NUCbMOM  MunsapaBa Poccum ot 24.10.2018
Ne 20-4-4082231-c, u mpuHsuia pelieHre o0 OTKa3e B CONNIACOBAHUU MPEIEIbHBIX
OTIIYCKHBIX II€H, 3asBIE€HHbIX Ha mnepepeructpauuto, OOO «bapHaynbckuid 3aBoOj
MEIUIUHCKUX MpPEenaparoB» (BCE CTAJAMM MPOU3BOJCTBA) HA CIEAYIOIINE JIEKAPCTBEHHbBIC
mpemnaparbl, BKJIIOYCHHBIE B TMEPEUYCHb JKU3HEHHO HEOOXOAMMBIX U  BaKHEHIIHMX
JIEKapCTBEHHBIX MPENAPATOB:

2018-147500(3)



2

1. «Amokcunmmuiua»y (MHH - «AMokcurmmuiny), kancyabsl, 500 mr, 10 mT. -
YIIaKOBKH STYEHKOBBIE KOHTYPHBIE (2) — Mayku KapTOHHBIE, B paszmepe 62,96 pyo;

2. «Amokcummua» (MHH - «Amokcummuny), kancynsl, 500 mr, 8 mr. -
YIAKOBKU STYEHKOBBIE KOHTYPHBIE (2) — Ma4yKu KapTOHHEIE, B pa3mepe 51,28 py0;

3. «Amoxcunmmumaay (MHH - «AMokcurummay), Tabnetkn, 250 mr, 10 mr. -
YIAKOBKU STYEHKOBBIC KOHTYPHBIE (2) — MayKu KapTOHHEIE, B pazmepe 21,85 py0;

4. «Amokcunmuiue»y (MHH - «AMokcutmminny), tTadnetku, 500 mr, 10 mrt. -
YIAKOBKU STYEHKOBbIE KOHTYpHBIE (1) — mayku KapToHHBIE, B pa3mepe 24,55 pyo;

5. «Amokcunimumue» (MHH - «Amokcurumnuny), Tabnerku, 500 mr, 10 mT. -

YIAKOBKHU SYEHKOBBIE KOHTYPHBIE (2) — MaYKu KapTOHHEIE, B pazmepe 41,99 pyO.

[IpenenbHbIE OTMYCKHBIE II€HHI HA YKa3aHHBIC JICKAPCTBEHHBIC Ipenaparbl He
COMIIACOBBIBAIOTCS MO CJIETYIOIIUM OCHOBAHUSIM.

B cooTBeTrcTBUM C TOAIYHKTOM «a» MyHKTa 19 IlpaBun 3apeructpupoBaHHas
npezelibHasl OTIYCKHAs LIEHAa Ha JIEKapCTBEHHBIN Ipernapar MpOU3BOACTBA ITOCYIapCTB -
YIeHOB EBpa3uiiCKOro HSKOHOMHYECKOTO COK03a ISl JIEKAPCTBEHHBIX IPENapaToB
HUKHECPEIHEro IIeHoBoro cermeHta o 500 pyOueil (BKIIOYUTENTHFHO) MOXKET OBITh
NepEPErucTpUpOBaHa B CIyyae YBEIUUYEHHUS 1IEH Ha ChIPb€ U MaTepHuabl, UCIOIb3yEMbIE
IpU TPOU3BOJCTBE KOHKPETHOTO JIEKAPCTBEHHOTO IIperapara, a TaKXKe HaKIaJHbIX
pPacxo/ioB, KOTOPbIE B PaBHOW CTEIMEHH BIUAIOT Ha YPOBEHb 3aPErUCTPUPOBAHHBIX IIEH Ha
BCE JIGKAPCTBEHHbIE TMpenaparbl, OTHECEHHbIE K OJHOMY  MEXJIYHApPOJIHOMY
HEMAaTeHTOBAaHHOMY HAWMEHOBAHUIO, HO HE BBIINIE YPOBHA (akTUuecKOW WHQIALNN
MPEANIECTBYIONIETO KaJlEHIapPHOTO rojla C YYETOM IPOTHO3UPYEMOTO YPOBHS MHQIIAIINN
TEKYILETO Tojla, YCTAHOBIEHHOTO (eepalibHbIM 3aKOHOM O (efiepaibHOM OIKETe Ha
COOTBETCTBYIOIINN (PUHAHCOBBIN IO/l ¥ TUTAHOBBIN MEPHO/I.

B pamkax npoBeaeHust 53KOHOMHUYECKOTO aHanu3a PeaepabHON aHTUMOHOITOJIBHOM
CiIy>k00¥ HampaBieHBbl 3apOChl BCEM IMPOU3BOAUTENSIM JIEKAPCTBEHHBIX IpENaparoB B
paMKax MEXIyHapOJHOTO HEMAaTEHTOBAHHOTO HAWMEHOBAHUS «AMOKCUIMIUIMH» O
HAJIMYUM WIA OTCYTCTBHM pPOCTa IIEH Ha CBHIPhE W MaTepHalibl, HEOOXOIWMBIX IpHU
MIPOU3BOJICTBE COOTBETCTBYIOIINX JIEKAPCTBEHHBIX MPENapaToB.

N3 ananmuza npencraBieHHbIX B MAC Poccun JaHHBIX O pOCTE IIEH Ha ChIPhE U
MaTepuaiabl, HEOOXOIUMBIX TPU MPOU3ZBOJACTBE BBHIINIEYKA3aHHBIX JIEKAPCTBEHHBIX
npenaparoB, CIEAyeT, YTO pPOCT II€H Ha ChIPb€ M MaTepualbl OTCYTCTBYET WU
COOTBETCTBYIOIIAs BEJIMYMHA POCTA II€H MOJATBEPXkKICHA B MEHBIIEM pa3Mepe I10
CPaBHEHMIO C BEJIMYMHOM pOCTa IIE€H, MPEJCTABICHHBIX B pacyeTax Mnpu (pOpMHUPOBAHUHU
MPOEKTa  TPENCNIbHBIX  OTIMYCKHBIX II€H, 3asABICHHBIX Ha  IEpPEeperucTpaluio
00O «bapnaynbCkuii 3aBOJ MEAULIIMHCKUX ITPENIAPATOB.

B cBfi3U C BBIIEU3IIOKEHHBIM, B COOTBETCTBUHM C MOIIYHKTOM «B» IyHKTa 13
[IpaBuii, TpEBBIIEHUWE MPEACTABICHHOW [JIi TOCYJApCTBEHHOW pErucTpaluud HWIn
IIEPEPETUCTPALlUA TPEACIBHON OTIIYCKHOW IIE€HBl IPOU3BOAUTENS HAa JIEKApCTBEHHBIN
mmpenapar HaJ L[EHOM, pacCUUTaHHOW B COOTBETCTBMH C MeTogukon pacyera
YCTaHABIMBAEMbIX  MPOU3BOJUTEISIMH  JIEKAPCTBEHHBIX  IpEnaparoB  MpeAesIbHBIX
OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Mpenaparsl, BKIOYeHHbIe B niepeueHs JKHBJIIII, npu
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WX TOCYAapPCTBEHHON PETUCTPALIMU U IEPEPETUCTPALINH, YTUEPKIECHHOU TOCTAHOBICHUEM
[IpaButenbctBa Poccuiickoir @eneparuu ot 15.09.2015 Ne979, sBnsieTcsi OCHOBaHUEM
JUIE OTKa3a B COIVIACOBAHMU TOCYJAPCTBEHHOM PErHUCTpallMU WM TIepeperucTparuu
MIPEAEIBbHON OTILYCKHOW LIEHBI IIPOU3BOAUTENS HA JICKAPCTBEHHBIN Mpenapar.

A.1O. llapukoBckuii

M.A. Borauesa,
8 (499) 755-23-23, n06. 097-501
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