PELLEHWE

06 OTKO3e B COrAACOBAHNM MPEAEAbHbBIX OTMYCKHbIX LIEH MOOU3BOAUTEAEN HA
AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHbIE B NEepeYeHb YKN3HEHHO
HEODBXOAMMBIX N BOMKHEWLLINX A€KAPCTBEHHbBIX MPEnapaTOB

B cooTBeTCTBUM C NMYHKTOM 13 1 MOANYHKTOM «O» nyHKTA 32 [PpaBUA
FOCYAQPCTBEHHOW PEMMCTRALMM U NEPEPRETNCTRALMNM NMPEAEABHBIX OTMYCKHbIX
LieH NMPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb Y>KN3HEHHO HEODBXOAUMbIX 11 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenaPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHMEM [1POBUTEABCTBA POCCUNCKOM
Peapepaumm ot 29.10.2010 Ne 865 (aanee — lMpaenaQ), PepepanbHOS
OHTVMOHOMOABHASI CAY>KOQ PACCMOTPEAQ AOKYMEHTbHI, MPEACTABAEHHBIE
nMcbMoM MuH3apaea Poccum oT 21.09.2020 Ne 20-4-4146813-C, 1 MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asBAeHHON Ha nepeperncTpaumo OO0 «O30H» (Poccust), HO CAEAYIOLLINA
AEKAPCTBEHHBIN MPENAPAT, BKAIOYEHHDBIN B NEPEYEHD MNZHEHHO HEOBXOANMbIX
N BADKHENLLMX AEKAPCTBEHHbBIX MPENAPATOB:

«MnpasmHamma» (MHH — «MnpasmnHammar), Tabaetikm, 500 mr, 10 wr. -
YMNAKOBKU siHeNKOBbIE KOHTYPHbIE (10) - NAYKM KAPTOHHbIE, (C YY4ETOM BCEX
LUTPUX-KOAOB, HOHECEHHBIX HO BTOPUYHYIO (MOTPEBUTEABCKYIO) YIAKOBKY), B
pasmepe 167,34 pyb.

[NoeAeAbHAST OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENAPAT HE
COrAQCOBbBIBAETCS MO CAEAYHOLMM OCHOBAHWSIM.

B cootBeTCTBUM C TPEOOBAHMSIMM MOANYHKTA «B» NMyHKTA 32 MpaBUA
30PErNCTPUPOBAHHAS NMPEAEABHAST OTMYCKHAST LEHO MOXKET BbITb
nepeperncTPMPOBAHA AAST ACKOPCTBEHHBIX MPEenapaATOB LEHOBOIrO CEerMeHTa
oT 100 pybaein A0 500 pybaen (BKAKOYUTEABHO) - B CAyYAE YBEANYEHMS LIEH HA
Cblpbe 1 MATEPUAAbI, MCMOAb3YEMbBIE MPU MPOM3BOACTBE KOHKPETHOIO
AEKAPCTBEHHOrO NPenapaTa, KOTOPble B PABHOWM CTEMEHW BAUSIKOT HA
YPOBEHDb 3APErMCTPUPOBAHHDBIX LLEH HO BCE AEKAPCTBEHHbBIE MPENAPATHI,
OTHECEHHblIEe K OAHOMY MEXAYHAPOAHOMY HEMATEHTOBAHHOMY
HAVIMEHOBOHWIO U MMEIOLLIME OAMHAKOBLIV MyTb BBEAEHNS (KOAEDOAHNS
BOAIOTHBIX KYPCOB, GOPC-MAKOPHbIE OBCTOSITEABCTBA, BO3HUKLLME Y
MOCTABLLMKOB CblPbsl M MATEPUAAOB), HO HE BbILLIE YPOBHST QAKTNYECKOW
MHOASILM B MPEALLECTBYIOLWLEM KOAEHAOPHOM FOAY C YY4ETOM
MNPOrHO3MPYEMOIrO YPOBHST MHOASILMN, YCTOHOBAEHHOIO HA TEKYLLMIN FOA,
deAEPAAbHBIM 3AKOHOM O GEAEPAABHOM BIoAXKETE HO COOTBETCTBYHOLL NI
OUHAHCOBbLIN FOA W MAQHOBbLIV MEPUOA.

B pamMKax npoeeAeHUs aKoHoOMrYecKoro aHaAamada PAC Poccum HaNpOBAEH



3AMNpPoOC O HOAUYMM UAM OTCYTCTBUM POCTA LEH HA Chipbe 1 MATEPUAADI,
NCMOAb3yEMbIE MPU MPON3BOACTBE AEKAPCTBEHHbBIX NPENAPATOB, OTHECEHHbIX
K MHH «[TMpazmHamMma» 1 UMetoLLnX OAMHAKOBBIN MyTb BBEAEHMUSI,
MPOM3BOAUTEASIM TOKOIrO AEKAPCTBEHHOIO Npenapara.

[lo pe3yAbTATAM QHOAM3A AQHHbBIX, MPEeACTABAEHHbBIX MPON3BOAUTEASIMA,
yBEANYEHME LIEeH HA Cbipbe N MATEPKAAbLI, ICMOAb3YyEMbIE MPK MPOUN3BOACTBE
3Q5IBAEHHOIrO AEKAPCTBEHHOIO MPENAPATA, KOTOPbLIE B PABHOW CTEMNEHMU
BAUSIKOT HO YPOBEHDb 3APEMMMCTPUPOBAHHBIX LEH HO BCE AEKAPCTBEHHbIE
npenapartbl, oTHeCceHHble K MHH «[pasmnHamMmma» 1 nMmerome 0 AMHAKOBbLIV
NyTb BBEAEHUS], HE MOATBEPIKAQETCS, YTO MPOTUBOPEUUT TPEDOBAHUSIM
NOANYHKTA «B» NyHKTA 32 MNPaBUA, A TAKXKE TPEOOBAHMSIM MyHKTA 40 MeTOAMKN
PACYETA NPEAEABHBIX OTMYCKHbIX LIEH MPOOM3BOAUTEAEN HO AEKAPCTBEHHbIE
NPEenAPAThl, BKAKOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMbBIX U BAYKHEMLLIVX
AEKAPCTBEHHbIX MPENAPATOB, MNP NX TOCYAQPCTBEHHOM PETMCTRALMN U
nepeperncTpaunn, yTeep K AeHHOM NOCTAHOBAEHMEM [TPABUTEABCTBA
Poccumckom Pepepaumm ot 15.09.2015 Ne 979 (poanee — MeToamKa).

B CBSI131 C BbILLEN3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M» MyHKTA 19
[NPOBUA MpeBbILLEHVE MPEACTABASIEMON ANSI FOCY AQPCTBEHHOW
nepeperncTpaummn npeAeAbHOM OTNyCKHOM LieHbl NPOM3BOAUTEAS HO
AEKAPCTBEHHbBIM MPENAPAT HAA LEHON, PACCHYUTAHHOWM B COOTBETCTBUN C
[pasAOMU 1 METOAMKOW, SIBASIETCSI OCHOBAHMEM AAST OTKO3A B
COrAQCOBQOHUN TOCYAQPCTBEHHOW MEPEPErNCTPALMM MPEAEABHON
OTMYCKHOWM LIEHbI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.
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