PELLEHWE

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

B cootBeTCTBUMM C NYHKTOM 9 [MpaBUA 0693ATEABHOM NEPEPErNCTPALNN B
2019-2020 ropax 3QperncTpmpOBAHHbBIX MPEAEABHbBIX OTMYCKHbIX LEeH
NPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbBIE B NepeYeHb
YKN3HEHHO HEOBXOAMMbIX 11 BADKHENLLNX AEKAPCTBEHHBIX MPENAPATOB,
YTBEPYKAEHHBIX MOCTAHOBAEHMEM [paeuTenbcTBa Poccumckom Qeaepaumm
0T 29.10.2010 Ne 865 (aanee - MNMpaeuna), PeaepaAbHAST GHTUMOHOMOABHAS]
CAY>KOQ paCCMOTPEAO AOKYMEHTbI, MPEACTABAEHHBIE MMCbMOM MUH3APOBA
Poccum ot 24.03.2020 Ne 20-4-4130026-C, v NPUHSIAQ peLlleHne o6 OTKO3e B
COrAQCOBOHUM MPEAEABHOM OTMYCKHOW LIEHDBI, 3ASIBAEHHOW HAO OBS13ATEABHYIO
nepeperncTpaumio ACPXKATEAEM UAM BAOAEABLEM PEMMCTPALUNOHHOIO
yaocToepenust AcneH Qapma TpenanHr Aummntea (MpAaHAUS),
MNPOM3BOACTBO (BCe cTaaMM) DBEP ®apma NeHa MvBX (FepManust), Ha
CAEAYIOLWNA AEKAPCTBEHHbIM MPENAPAT, BKAKOYEHHBIV B NepeyeHb MKN3HEHHO
HEODBXOAMMbBIX 1 BADKHEMLLNX AEKAPCTBEHHbIX MPENAPATOB:

«CyCTAHOH-250» (MHH — «TeCTOCTEPOH (CMECH 2PUNPOB)»), PACTBOP AASI
BHYTPVMbBILLEYHOTO BBEAEHMST (MACASIHBIN), 250 Mr/MA, T MA - amnyAbl (1) -
NAYKM KAPTOHHbIE, B pasmepe 626,81 pyo.

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

B cOOTBETCTBUM C MOAMYHKTOM «Q» MYyHKTA 18 MNpaBnA, Npu 06530TEABHOM
nepeperncTpaummn npeAeAbHaAst OTNYyCKHAS LEHA HA pedepEeHTHbI
AEKAPCTBEHHbIM MPENAPAT AAS KOMKAOWN AEKAPCTBEHHOW QOPMbI, AO3VNPOBKMN
(KOHUEHTPAUMN, OKTUBHOCTU B EAVHULIOX AENCTBUS) 1 OBLLLErO KOAMYECTBA BO
BTOPUYHOM (MOTPEDBUTEABCKON) YNAKOBKE 6e3 y4eTa pOPMbI BbiNMyCKA, 30
NCKAIOYEHMEM CAYYOS], MPEAYCMOTPEHHOTO MYyHKTOM 21 [PpABUA, HE MOXKET
NPEBbLILLATL PAIMEP MUHMOABHOW OTMYCKHOW LiEHbI MPOU3BOANTEAS (Be3
y4yeTa Npon3BOACTBEHHbBIX MAOLLAAOK MPOON3BOAUTEAS) HO TAKOM
AEKAPCTBEHHbBIM MPENAPAT B MHOCTPAHHBIX TOCYAQPCTBAX, YKA3AHHbLIX B
nPUAOXKeHNM Ne 3 K IpaBUAGM (C YHETOM PACXOAOB, CBSIBAHHbBIX C
TAMOXKEHHBIM OPOPMAEHNEM), PACCUYUTAHHBI HO OCHOBOHU AQHHDIX,
YKQ3AOHHbBIX B MPUAOXKEHMN Ne 2 K [1paBmAQM.

B xoae akoHoMm4eckoro aHaAansa PAC Poccum, npoBeAEeHHOro B
COOTBETCTBUU C NYHKTOM 13 [POBUA, BbISIBAEHO MPEBbILLEHVE 3ASIBASHHOMN
NPEeAEAbBHOW OTMYCKHOM LUEeHbl HO AEKAPCTBEHHBIV NpenapaTt «CyCTAHOH-250»



HAOA MUHUMOABHBIMU OTIYCKHbIMU LIEHAMM MPOV3BOAUTEAS1 B KOPOAEBCTBE
Beabrum, Caosaukom Pecnybamke, Typeukown Pecrnybarke n Yewckom
Pecnybavike.

B cooteeTcTBMM C NyHKTOM 10 Mpaeua, PAC Poccum HONPABAEH 3AMPOC OT
13.07.2020 Ne AA/59167/20 0 npe ACTOBAEHNM YTOYHEHHBIX PACYHETOB
3QSIBAEHHOM NPeAEAbHOW OTMYCKHOM LUEHbI C YY4ETOM MUHUMOAbBHbBIX OTMY CKHbIX
LieH MPOM3BOANTEAS] HO AEKAPCTBEHHbBIV NpenapaTt «CyCTAHOH-250» B
KopoaecTtBe benbrim, Caoraukon Pecnybanke, Typeukom Pecrnybavke n
Yewckom Pecnybauke.

[lon 3TOM, B NPEAEAAX YCTAHOBAEHHOIO CPOKA, 3ASIBAEHHAOS MPEAEABHAOS]
OTMNYCKHAS LleHA NPOU3BOAUTEAST HO AEKAPCTBEHHBIM NPenapaAT «CyCTAHOH-
250» He npuBEeAEHA B COOTBETCTBME C LIEHOM, PACCYUTAHHOM B COOTBETCTBUM
[NoOBUAGMU, B TOM YNCAE MUCbMOM 3as1BUTEAST OT 23.07.2020 Ne 23/1,
NPEACTAOBAEHHbBIM HA BbiLLEYKA3aHHbIM 3anpoc PAC Poccun.

B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBUUN C MOAMYHKTOM «M» MYHKTA 12 [TpABUIA,
NPeBbILLEHNE MPEACTABAEHHOM K OBS3ATEABHOM NEpPEPErncCTPALMM
NpeAeAbHOW OTNYCKHOW LeHbl HO pedepEeHTHbBIN AEKAPCTBEHHBIV MPenapaT
HOA LEHOWN, PACCHYUTAHHOWM B COOTBETCTBUM C [1DABUAAMMU, SIBASIETCSI
OCHOBOHMEM AAS MPOUHSTUS peLLEeHMs1 06 OTKA3€ B COrAQCOBAHNY
NPEAEABHOW OTMYCKHOW LEHbI HO pedEPEHTHbBIN AECKAPCTBEHHBIV MPENAPAT.

A.B. AoueHko



