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 MuHsapaea Poccum oT 12.10.2020 Ne 20-4-4149211-C, 1 MPUHSIAG
pelweHne 06 OTKa3e B COrAQCOBAHUM MPEAEABHOW OTMYCKHOM LEHbI,
3asiBAeHHOM Ha nepepermncTpaumio AO «PIM «OboaeHcKkoe» (Poccus), HO
CAEAYIOLLNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHBIN B MEepeyYeHb YXN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

«HypopacT (MHH — «M6ynpodeHr»), TABAETKM, MOKPLITHIE MAEHOYHOMN
obonaoukowr, 200 mr, 10 WT., - KOHTYPHAOS S4ENKOBAST YIAKOBKA (2) - nayKa
KAPTOHHOS, B pasmepe 112,40 pyob.

[peAeAbHAST OTMYCKHAS LeHA HA YKA3AHHBINM AEKAPCTBEHHBIV NPEenapaT He
COraAaCcoBbIBAETCSI MO CAeAYIOWMM OCHOBAOHUSIM.

B cooTtBETCTBUM C TPEOOBAHMSIMM MOAMYHKTA «O» NMyHKTA 32 MNMPABUA
30PErNCTPUPOBAHHAS MPEAEABHAST OTMYCKHAS LEHA MOXKET ObiTb
nepeperncTPMPOBAHA AAST AEKAPCTBEHHbIX MPENAPATOB LEHOBOIO CErMeHTa
oT 100 pybaein Ao 500 pybaen (BKAIOYUTEABHO) - B CAYYOE YBEANYEHMS LIEH HA
Cblpbe 1 MATEPUAAbI, MCMOAb3YEMbIE MPW MPOM3BOACTBE KOHKPETHOIO
AEKAPCTBEHHOIO NPENAPATA, KOTOPbLIE B PABHOWM CTEMNEHM BAUSIKOT HA
YPOBEHDb 30PErMMCTPUPOBAHHBIX LLEH HO BCE AEKAPCTBEHHbIE MPENAPATHI,
OTHECEHHbIE K OAHOMY MEXKAYHAPOAHOMY HEMATEHTOBAHHOMY
HOMMEHOBOHUIO 1 UMEIOLLME OAMHAKOBBIN MyTb BBEAEHMS (KOAEDAHMS
BOAIOTHBIX KYPCOB, QOPC-MAYKOPHbIE OBCTOSITEABCTBA, BO3HUKLLME Y
MNOCTOBLLMKOB CbIPbSl 1 MATEPUAAOB), HO HE BbILLE YPOBHST GAKTUYECKOM
VHOASILN B MPEALLECTBYIOLLLEM KOAEHACPHOM FOAY C Y4ETOM
MNPOrHO3MPYEMOIO YPOBHST MHDASILIMM, YCTOHOBAEHHOIO HA TEKYLLUN FOA,
deAEPAAbHBIM 3AKOHOM O PEAEPAABHOM BIOAYKETE HO COOTBETCTBYIOLLN
PUHOHCOBBIN FOA 1 MAQHOBbBIV NEPUOA.

B pamkax npoBeAeHst aKOHOMMYeCcKoro aHaamaa AC Poccum HaNpaBAEH
3AMpPOC O HOAUYUN UAM OTCYTCTBUM POCTA LEH HA CbIPbEe 1 MOTEPMAADI,



MCMOAb3yeMble MPK MPON3BOACTBE AEKAPCTBEHHbBIX NPENAPATOB, OTHECEHHbIX
K MHH «MBynpoder» 1 nveroLmx O AMHOKOBbBIN MyTb BBEAEHUSI,
MPON3BOAUTEASIM TAKOIO AEKAQPCTBEHHOIO NPEenapaATa.

[0 pe3yAbTATAM AHAAM3A AQHHBIX, MPEACTOBAEHHBIX MOOU3BOANTEASIMA,
YBEAUMYEHME LIEH HO ChIPbE M MATEPUAAbBI, MICMOAb3YEMbIE MPW MPOU3BOACTBE
3ASIBAEHHOIO AEKAPCTBEHHOIO MPENAPATA, KOTOPLIE B PABHOM CTENEHM
BAUSIIOT HA YPOBEHb 3APEMMCTPUPOBAHHBIX LLIEH HO BCE AEKAPCTBEHHbIE
npenapaTbl, OTHECEHHbIE K MHH «MBynpoder» 1 nvetoLime O AMHAKOBLIM My Tb
BBEAEHUSI, HE MOATBEPIKAQETCS, YTO MPOTUBOPEYNT TPEOOBAHNSIM NOAMYHKTA
«B&» nyHKTa 32 MNMpaeuA, a Takke TpeboBaHVSIM NyHKTA 40 MeToAMKM pAcYEeTa
NPeAEAbHbBIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO AEKAPCTBEHHBIE NPENAPATHI,
BKAIOYEHHBIE B MEePEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHBIX MPENAPATOB, MPW UX FTOCYAQPCTBEHHOW PErMCTRALMN M
nepeperncTpaLnm, yTBepXXAEHHOM NOCTAHOBAEHMEM [TPOBUTEABCTBA
Poccumckon @epepaumm ot 15.09.2015 Ne 979 (Aanee — MeToaAMKa).

B CBSI131 C BbILLEN3AOXKEHHDBIM, B COOTBETCTBUM C NMOAMNYHKTOM «I» MYyHKTA 19
[NoABUA MPeEBbLILLEHNE MPEACTABASIEMOWN AASI FOCYAQPCTBEHHOW
nepeperncTpaLmm npeAeAbHOM OTNYCKHOM LIEHbI NPOU3BOAUTEAS HO
AEKAPCTBEHHbBIN MPENAPAT HAA LEHON, PACCHYUTAHHOM B COOTBETCTBUN C
[NpaBnAaMU 1 METOAMKON, SIBASIETCSI OCHOBOHMEM AAS OTKO3A B
COrAQCOBQOHUN FTOCYAQPCTBEHHOW MEPEPErNCTPALMM MPEAEABHON
OTMYCKHOW LIEHDBI MPON3BOAUTEASI HO AEKAPCTBEHHbBIV NPENAPAT.
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