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 34 INPpAaBUA FOCYAQPRCTBEHHOM PEMMCTPALUN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MPOM3BOANTEAEN HA
AEKQAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX Y BAPKHENLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaeutenbcTea Poccuimckom Geaepaumm ot 29.10.2010 Ne
865 (aanee — lNMpaeunna), PepepaAbHAS AHTUMOHOMOABHAS CAYXKOA
PACCMOTPEAQ AOKYMEHTHI, MPEACTOBAEHHBIE MMCbMOM MUH3APABA POCCum
oT 15.07.2020 Ne 20-4-4140480-C, 1 NPUHSIAQ peLleHne o6 OTKa3e B
COrAQCOBAHUN MPEAEABHOW OTMYCKHOW LEHbI, 3ASIBAEHHOM HA
nepepernctpaumio nka Aadopatopums Anmutea (MHAMS), HO CAEAYIOLLIAIA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHDBIN B NEPEYEHD MNZHEHHO HEOBXOANMbIX
N BODKHENLLMX AEKAQPCTBEHHbBIX MPENAPATOB:

«MnpaHtenr (MHH — «[npaHTeA»), TabaeTtkn, 250 mr, 3 Wt. - cTpunbl (1) - NaYKn
KAPTOHHbIE, B pasmMepe 18,30 pyb.

[MpoeAeAbHAST OTMYCKHAS LLEHA HA BbILLEYKA3AHHBIN AEKAPCTBEHHbIN NPENnapaT
HE COrAQCOBbLIBAETCS MO CAEAYOLMM OCHOBOHMSIM.

[Mpn NpoBeAEHUN 3KOHOMMYECKOTro aHAAM3a QAC Poccum BbISIBAEHO, YTO
COrAQCHO NPEACTOBAEHHBIM AOKYMEHTAM CPpeAHEB3BELLIEHHAST PAKTUNYECKAS]
LEeHA BBO3A YKA3AHHOIO A€KAPCTBEHHOIO NPenapaATa 34 OTYETHLIN NEPUNOA
BbIAQ HYKE 3APEMCTPUPOBAHHOM HO 3TOT NEPUOA LiEeHBbl BoAee YeM HA
MPOrHO3UNPYEMbBIN YPOBEHD MHPASILNN, YCTOHOBAEHHbBIN HA TEKYLLUA FoA (3 %),
YTO MNPOTUBOPEUUT TPEDBOBAHMSIM MOANMYHKTA «6» NyHKTA 50 MeToAMKM
pacyeTa NPeAEAbHbIX OTMYCKHBIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbBIE
NPEenapPAThl, BKAIOYEHHBIE B NEPEYEHD YKMBHEHHO HEOBXOAMMBIX 1N BODKHEMLLINX
AEKAPCTBEHHbIX MPENAPATOB, YTBEPIKAEHHOM NMOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Geaepaumm ot 15.09.2015 Ne 979 (aonee —
MeToAMKQ).

COrAQCHO CBEAEHMSIM, NPEACTABAEHHDBIM MO MPUAOXKeEHMIO Ne 3 K MeToAMKe,
3ASIBAEHHAOST MPEAEABHAST OTMYCKHAS LEHA MPOM3BOAUTEAS HO YKO3AHHbBIN
AEKAPCTBEHHbIV NPEnAPAT Bbille MUHUMOAbHOW OTMYCKHOW LieHbl
NPoOn3BOAMNTEAS B NIHAMM (CTPAHE NPOKM3BOACTBA) (C Y4ETOM PACXOAOB,
CBSI3AHHbIX C TAMOXXEHHBIM ODOPMAEHMNEM), YTO NPOTUBOPEYUMNT TPEOOBAHMSIM



MNOAMNYHKTA «B» MyHKTA 50 MeToAMKN.

Kppome Toro, 3asiBAeHHAs BeAUYMHA YBEANYEHWS 3APErMCTPUPOBAHHON
NpPeAeAbHOW OTNYCKHOWM LUEeHbl HO BbiLLEYKA3AHHBIN AEKAPCTBEHHBIV MPEenapaT
(48,66%) NpeBbILLAET AOMYCTUMYIO BEANYMHY YBEANYEHUS (HE Bonee 3%)
3APErMCTPUPOBAHHOW MPEAEABHOW OTNYCKHOW LIEHDBI, YTO MNPOTUBOPEYUNT
TPebOBAHUSIM NYHKTA 52 MeToAMNKN.

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[POBUA MpeBbILLEHVE MPEACTABASIEMON AASI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHON OTNyCKHOM LieHbl NPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOWM B COOTBETCTBUN C
[pasrAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBOHUN TOCYAQPCTBEHHOW PEMMCTRAUNN MPEAEABHOW OTMYCKHOMN
LeHbl MPOUN3BOAUTEAST HO AEKAPCTBEHHDBIV MPEnapAar.

A.B. AoueHko



