PELLEHWE
06 OTKa3e B COrAQCOBAHUM MPEAEAbHBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN HA

AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B NepeYeHb YKM3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooteeTcTBUM C NyHKTOM 13 TPOBUA FTOCYAQPCTBEHHOW PErMCTPALUN U
nepepermcTpaunm MnPEAEAbHbIX  OTMYCKHbIX UEeH MPOU3BOAUTEAEN HA
AEKAQPCTBEHHbIE  MPENnAPAThl, BKAIOYEHHBIE B  MNEepeyeHb  YKU3HEHHO
HEODXOAUMBIX U BOPKHEMLLMX AEKOAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHbIX
noctaHoBAeHneMm [MNpaeutenbcTea Poccumckon Peapepaumm o1 29.10.2010 Ne
865 (aonee - TllpoBnnad), PepAepanbHAST  OHTUMOHOMOABHAST  CAYXKOO
PACCMOTPEAQ AOKYMEHTDI, MPEACTABAEHHBIE NMMCbMAOMKM MUH3APOBO Poccum
oT 21.11.2023 Ne 25-7-4269205-c n ot 25.12.2023 Ne 25- 7-4269205-p0n, u
MNPUHSIAQ pelleHne o6 OTKa3e B COMAQCOBOHUM MPEAEAbHbBIX OTMYCKHbIX LEH,
3051IBA€HHbIX HA peruvcTtpaunto TAO «brnocunHtes» (Poccus), HO caeayrolme
AEKOPCTBEHHbIE  MPENAPATbl, BKAKOYEHHbBIE B MepeyYeHb  YKMBHEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

1. «HaTtpusa xanopma» (MHH — «HaTpust XxAoprA»), PACTBOP AAS NHOY3UK, 0.9%,
200 MA, - ByTbiAkM (20) - aWmKM KOPTOHHBIE (AAST CTALUMOHOPOB), B pa3Mepe
475,20 py®6.

2. «PuHrepa pactesop» (MHH — «HaTtpusg XxAopmnAaQ PACTBOP CAOXHbBIN (KaAKS
XAOPUA+KAABLMS XAOPUA+HATPUST XAOPUA)»), PACTBOP AAST MHOY3MIM, 200 MA -
By ThIAKK (20) - ALLMKU KOPTOHHbBIE (AAST CTALMOHAPOB), B pasmepe 660,00 pyb.

[loeAeAbHble OTNYCKHbIE LUeHbl HO YKA3AHHBbIM AEKAPCTBEHHbBIE MPENAPATbl HE
COrAQCoBbIBAKOTCS MO CASAYOLLMM OCHOBOHUSIM.

Moy npoBepaeHU 3KOHOMUYecKkoro aHaamza QAC Poccum  BBISIBAEHO
MNPEBbLILLEHNE 3ASIBASIEMbBIX MPEAEAbHBIX OTMYCKHbIX UEH HA BbllLeYyKA3AHHbIE
AEKQAPCTBEHHbIE MPENAPATbl HOA LEHAMU, PACCHUYUTAHHBIMW B COOTBETCTBUM C
TPeboBAHMSIMM MYyHKTOR 34-36 MeTOAMKU pacyeTa MPeAEAbHbIX OTMYCKHbIX
LeH MnpOM3BOAMTEAEN HA AEKOPCTBEHHbIE MPEnapPATbl, BKAIOYEHHbIE B
nepedeHb JKHBAI, yTBEpPXKAEHHOM MNOCTOHOBAEHVEM  [lpaBUTEABCTBA
Poccumickon QPepepaumm ot 15.09.2015 Ne 979 (Aonee - MeToauKa) U
MOAMYHKTA «Q» MyHKTA 14 MeToAVKN,

B cooteetctBMM C nyHKTOM 14 [Mpasman GAC Poccum HAMPOBAEH 3AMNpPOC
oT 12.12.2023 Ne TH/105154/23 O nNpPeACTOBAEHMMN YTOYHEHHbBIX PACYETOB
305IBASIEMbIX MPEAEABHBIX OTMYCKHbBIX LEH HA BbILLEYKA3OHHbIE AEKAPCTBEHHbIE



npenapaTbl C y4eTom TPeboBAHUN NMYHKTOB 34-36 MEeTOAMKN U NMOAMYHKTA «Q»
nyHKTA 14 MeToAVKN.

BmecTe C TEM YTOYHEHHble 3ASIBAEHHblE MPEAEAbHbIE OTMYCKHble LUEeHbl HE
npuBeAEHbl B COOTBETCTBME C TPEOOBAHUSIMM NYHKTOB 14, 34-36 MeTOAUKN, B
TOM 4Y/CAE MPEACTOBAEHHBIMM HA BbilLIEYKA3aAHHBIM 3anpoc PAC Poccun
AOKYMEHTAMU. COrAQCHO MPEACTABAEHHBIM AOKYMEHTAM, PACYET 3ASIBUTEASI
nponsBeaAeH 6e3 yyeTa MAKCUMMOAbBHBIX 30PErMCTPUPOBAHHBIX MPEAEAbHbIX
OTMYCKHbIX UEeH HA AEKAQPCTBEHHblE MPEnAPATbl, OMNPeAEAEeHHble B
COOTBETCTBMM C MYHKTOM 35 MeTOoAMKN.

Kpome Toro, 3asiBAEHHQASI MepeAeAbHAsT OTMYCKHAS LEeHA, YKA3AHHAS B MyHKTE
1 HOCTOSILLErO PELLUEHMST PACCUYNTOHAO 6e3 yyeTa TPeOOBAHUM MOAMYHKTA «O»
nyHKTA 14 MeToAVKN

B CBS13M C BbILLEN3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «» MyHKTA 19
[paBmA npeBbllUeHne NPeACTOBASIEMON ANS] roCyAQPCTBEHHON
nepeperncTpaumMm npPeAeAbHOM OTMNYCKHOM  LUEHbl  MPOU3BOAUTEAST  HA
AEKAPCTBEHHbIM MPENAPAT HAA LEHOM, PACCYATAHHOM B COOTBETCTBUM C
[NpoasAnaM 11 MEeTOAMKOW, SIBASIETCSI  OCHOBOHMEM  AAST  OTKA3A B
COrAQCOBQOHUN TFOCYAQPCTBEHHOW perncTpaunm npeAeAbHOM  OTMYCKHOW
LeHbl MPOUN3BOAUTEAST HO AEKAQPCTBEHHDBI MPEenapdar.

T.B. HmKkeropoaLues



