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 MIUH3APOBA Poccum oT 31.10.2019 Ne
20-4-4114794-C, 1 NPUHSIAQ pelleHne 06 OTKA3e B CONAQCOBAHUM MPEAEABHOM
OTMYCKHOW LiEHbI, 3asiBAEHHOW Ha nepepermncTpaumio OAO «Yparbrnodapm»
(Poccus), Ha caeAyOLLMIN AEKQPCTBEHHBIN MPENAPAT, BKAKOYEHHBIV B
nepeyeHb YKN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NpenapaTos:

«QYPUAANH-YBD» (MHH - «<AMUHODUAAMHY), TABAETKM, 150 Mr, 10 WT. -
YMNAKOBKM SIHENKOBbIE KOHTYPHbIE (3) - NAYKN KAPTOHHbIE, B pa3mepe 15,14
pybaen,

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbIBAETCS MO CAEAYHOLLMM OCHOBAHWSIM.

B cooteeTcTBMM C MncbMoM OIBY «HLSCMI» MuH3apaBa Poccum oT
07.10.2019 Ne 21228, npe ACTAOBAEHHBIM MMH3APOBOM POCCUM B KOMIMAEKTE
AOKYMEHTOB, AEKAPCTBEHHbBIV MPEnaApaAT «yPUAAMH-YB®» (MHH -
«AMUHODUAANH») B AEKOPCTBEHHOW popMe «TABAETKM, 150 Mr» SIBASIETCS
BOCMPOUIBEAEHHDBIM, PEDEPEHTHBIM AEKAPCTBEHHBIM MPENAPATOM AAS]
KOTOPOrO SIBASIETCS Npenapart «YOUAAUH» (MHH - < AMUHODUAAMHY), B
AEKAPCTBEHHOW POopMeE «TABAETKM, 150 Mr» (BAOAEAEL, AU AEPIKATEAD
PErMCTPAUMOHHOIO yaocToBepeHmst — OAO «boprCOBCKNIA 30BOA
MEAVLMHCKMX NpenapaTo», PecnybAnka beAapycCb, permcTpauMOHHOE
yaocTtoeepeHne Ne [1NO15616/01 ot 18.05.2009).

BmecTe ¢ TeM, B COOTBETCTBUM C MYHKTOM 31 [TPABUA, 3ASIBAEHHOST K
nepeperncTpaummn npeAeAbHaAst OTrNyCKHAS LEeHA BOCMNPOM3BEAEHHOTO,
BOAHAAOrOBOrro (BOMNOAOBHOIO) AEKAPCTBEHHOIO MPENAPATA MOCAE
nepeperncTpraumm He MoXKeT BbiTb BbilLE 3APErMCTPUPOBAHHOM MPEAEABHOM



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
3QSIBAEHHOST K MepeperncTpaumm npeAEAbHAs OTNYCKHAS LEHA HA
AEKQAPCTBEHHBIV NPENAPAT MNPEBLILLAET 3APErMCTPUPOBAHHYIO MPEAEAbHYIO
OTMYCKHYO LLEHY MPOUN3BOANTEAS HO PEDEPEHTHBIN AEKAPCTBEHHDBIV
npenapar.

B CBS131 C M3AOYXKEHHBIM, B COOTBETCTBUM C NMOAMYHKTOM «M» MYHKTA 19 MPABUA,
NPEBbILLEHME NMPEACTABASIEMOWN AASI TOCYAQPCTBEHHOW PETMCTRALMN UAU
nepeperncTpaumm npeAeAbHOM OTMNYCKHOW LIEHBI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[MoasmAaMU 1 METOAMKON, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW PEerncTpaunm npeAeAbHOM OTryCKHOM
LleHbl MPOM3BOAMTEAS] HO AEKAPCTBEHHDBIV NPEnApAT.

A.B. AoueHKo



