PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpraumm yCTAOHOBAMBOEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbBIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (panee —
MpaenAa), PeAepaAbHAST AHTUMOHOMOABHAS CAY>XKOA PACCMOTPEAQ
AOKYMEHTbI, MPEACTABAEHHbIE MMCbMOM MUH3APOBA Poccum oT 11.10.2019 Ne
20-4-4112622-C, i MIPUHSIAQ peLleHne 06 OTKA3E B COrAACOBAHMM MPEAEABHBIX
OTMYCKHbIX LEH, 3asIBAEHHbIX HO nepeperncTpaumio AO «NPK OBHOBAEHMEY
(Poccus), Ha caeAyOLLMIN AEKQPCTBEHHBIN MPENAPAT, BKAKOYEHHBIV B
nepeyeHb YKN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NpenapaTos:

1. «/AHanpuAnH» (MHH - «[TponpaHOAOAY), TABAETKM, 10 Mr, 14 WT., - YNOKOBKU
SIMEMKOBbBIE KOHTYPHbIE (8) - NAYKM KAPTOHHBIE, B pasmepe 32,29 pybaen.

2. «AHanpuAnH» (MHH - «[MponpaHoAoA»), TabaeTikn, 10 Mr, 14 WT., - yNAKOBKU
S4ENKOBbIE KOHTYPHbIE (4) - MAYKM KOPTOHHbIE, B pasmepe 16,13 pybaen,

[MpoeAeAbHbBIE OTMYCKHbIE LEHbl HO YKA3AHHbBIM AEKAPCTBEHHbBIV MPENAPAT HE
COrAQCOBbIBAKOTCS MO CAEAYIOLLIVIM OCHOBQAHMUSIM.

B cooteeTcTBMM C MncbMOoM OIBY «HLISCMI» MunH3apaBa Poccum oT
16.09.2019 Ne 19574, npeACTABAEHHBIM MUH3APABOM POCCKM B KOMIMAEKTE
AOKYMEHTOB, 3ASIBA€HHbI AEKAPCTBEHHbIV NPENAPAT SIBASIETCSI
BOCMPOM3BEAEHHBIM, PEDEPEHTHBIM AEKAPCTBEHHBIM MPEMNAPATOM AAS]
KOTOPOrO SIBASIETCSI AEKAPCTBEHHbBIM NPenapaT «AHANPUANH» (MHH -
«[MPONPAHOAOA»), B AEKAPCTBEHHOW GOpPME «TABAETKM, 10 Mr» (BAOAEAEL, AU
AEPXKATEAD PEMMCTPALMOHHOTO YAOCTOBepeHMs — OOO «ATOAA», Poccusg,
perncTpaunoHHoe yaoctoeseperme Ne Al — 004424 ot 21.08.2017).

BmecTe ¢ Tem, B COOTBETCTBUM C MYHKTOM 31 MPABUA, 3ASIBAEHHAS K
nepeperncTraLmnm NPeAeAbHAS OTMYCKHAS LEHA BOCMPOU3BEAEHHOTO,
HBVNOAHAAOTOBOro (B1ONOAODBHOIr0) AEKQPCTBEHHOMO MPENAPATA NOCAE
nepeperncTraLMM He MOXKET ObiTb BbILLE 3APErMCTRUPOBAHHOM MPeASAbHON



OTMYCKHOM LIEHBI MPOU3BOAUTEAS HO PEPEPEHTHBIN AEKAPCTBEHHbLIN
NPEenapaT, OrNPeAEAEHHOM B COOTBETCTBUM C MeToOANKOW pacyeTa
YCTAHOBAMBQOEMBbIX MPOM3BOANTEASIMU AEKAPCTBEHHbIX MPENAPATOBR
NPEAEAbHBIX OTMYCKHbIX LIEH HO AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb Y>KN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
MPEnNAPATOB, MPW NX TOCYAQPCTBEHHOM PEMMCTRALMN N MEPEPETrNCTPALMMA,
YyTBEPIXKASHHOWM NnocTaHoBAeHMEM [NpaemntenbcTBa Poccuickom Peaepaumm
156.09.2015 . Ne 979 (Aaonee — MeTOAVKQ).

PAC Poccum B Xxopae 9KOHOMMYECKOTO AHAAM3A YCTAHOBAEHO, YTO
30SIBAEHHbBIE K MEPEPErnCTPALMM NPEAEAbHBIE OTMYCKHbIE LiEeHbl HO
AEKAPCTBEHHbBIN NPEnAPAT NPEBLILLAOT 3APErMCTPUPOBAHHBIE MPEAEAbHbBIE
OTMYCKHbIE LUEHbI MPOM3BOAUTEAS] HO PEDEPEHTHBIV AEKAPCTBEHHbBIN
NPenaparT, PACCYUTAHHbIE MICXOAS M3 COOTBETCTBYIOLLEN CTOMMOCTU OAHOM
AEKAPCTBEHHOM QOPMBbI.

B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBMUN C MOAMYHKTOM «M» MYHKTA 19 [1paBUIA,
NPEeBbILLEHME NPEACTABASIEMOUN AASI TOCYAQPCTBEHHOW PErMCTRALMU NAU
nepeperncTpaunm npeAeAbHOM OTMNYCKHOW LieHbl MPON3BOANTEAS HO
AEKAPCTBEHHbBIV MPENAPAT HOA LEHOM, PACCHYUTAOHHOM B COOTBETCTBUMN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPRCTBEHHOW PErMCTRALUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBI MPEenapdar.

P.A.lleTpocsH



