PELLEHWE
06 OTKA3e B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHBIX LIEH MOOU3BOAUTEAEN

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEODBXOAMMbBIX U

BADKHEWILLINX AEKAPCTBEHHbIX NPENapaTOB

B cooTBETCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [MoABUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb YKN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peaepaumm oT 29.10.2010 Ne 865, e pepanbHAST AHTUMOHOMOABHAST CAY>KOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMAM MUH3APOBA Poccunn
oT 11.06.2023 Ne 25-7-4248098-c, o1 22.06.2023 Ne 25-7-4248098-pA0M, 11 NPUHSIAQ
pelweHne o6 OTKase B COrAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3QSIBAEHHbBIX HO NEPEPErNCTRAUMIO ACPXKATEAEM UAN BAOAEABLEEM
PErMCTPALUMOHHOIO YAOCTOBEPEHUSI AeKAPCTBEHHOrO npenapata OO0 «b-
OAPM» (Poccus), nponssoacTeo (Bce ctaanm) AO «bpbiHLAAOB-A» (Poccus)
HO CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEpeYeHb
YKN3HEHHO HEODBXOAMMbIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«PokypoHum» (MHH - «POKYpPOHMSI BpOMUAY), PACTBOP AAS BHYTPVBEHHOTO
BBEeAEHUS, 10 Mr/MA, & MA, DAAKOHDI (5) NAYKN KAPTOHHbIE, B pa3smepe 534,48

pyob.

[peAeAbHAsT OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENApAT He
COrAQCOBbLIBAETCS MO CASAYHIOLLMM OCHOBAHKSIM.

Mo NPoBEAEHUN SKOHOMMYECKOTO AHAAM3a GAC Poccum BhISIBAEHO
MpPeBbILLEeHME 3ASIBASIEMON MPEeAEAbHON OTMNYCKHOW LieHbl HA BbllLEeYKA3AHHbI
AEKAPCTBEHHbIM NPEenApPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
TPebOBAHUSIMU MYHKTA 45 MeTOAUKM PACYETA MPEAEABHbBIX OTMYCKHbIX LIEH
NPON3BOAMTEAEN HO AEKAPCTBEHHbIE MPENAPATHl, BKAIOYEHHbIE B NepeYeHb
YKN3HEHHO HEOBXOAMMbBIX N BADKHEMLLMX AEKAPCTBEHHbBIX MPENAPATOB,
yTBEPIXKASHHOM NocTaHoBAeHMeEM [NpaemtenbcTBa Poccuickom Peaepaumm
oT 15.09.2015 Ne 979 (aanee — MeToauKa), 1 MPUAOXKEHMSI Ne 11 kK MeToamKe.

B cooteeTCcTBMM C NyHKTOM 14 MpaeuA PAC Poccum HONPABAEH 3AMPOC OT
08.06.2023 Ne 33/45231/23, B TOM YMCAE O MPEAOCTABAEHNN YTOYHEHHOT O
pacyeTa NnpeAEAbHOM OTMYCKHOM LEHbI C Y4eTOM TPebOBAHMN NMYHKTA 45
MeToAMKM N MPpUAOKeHN Ne 11 K MeToaMKe.



COraAacHoO NpeACTABAEHHBIM AOKYMEHTAM, 3ASIBAEHHAST BEANYMHA YBEANYEHS]
npeAeAbHOW OTNYCKHOWM UeHbl (4,67 %) HA BblLLEYKA3AHHbIM A€ KAPCTBEHHbIN
NPEenapAT NPEBLILLAET MPEAEABHO AOCMYCTUMYIO (4,63 %), HTO NPOTUBOPEUUT
TPebOBAHUSIM NMYHKTA 45 MeToAMKN.

B CBSI13U C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NOAMYHKTOM «I» MYyHKTA 19
[NoOBUA MpeBbILLEHNE MPEACTABAEHHbBIX AASI FOCYAQPCTBEHHOW
nepeperncTpaunm NpeAEAbHbIX OTMYCKHbIX LEH MPOU3BOAUTEAST HA
AEKAPCTBEHHbBIE MPENAPATLI HOA LEHAMMU, PACCHUTOHHBIMW B COOTBETCTBUM C
[NpoaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKA3A B
COrAQCOBOHUN FTOCYAQPRCTBEHHOW PEMMCTRAUNN MPEAEABHBIX OTMYCKHbIX LIEH
MPOUN3BOAMTEASI HO AEKAPCTBEHHbIE MPENAPATHI.

T.B. Hmkeropoales



