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 MMCbMAMM MINH3APOBA
Poccum oT 06.03.2020 Ne 20-4-4129270-c 1 o1 22.07.2020 Ne 20-4-4129270-p0M, 1
MNPUHSIAQ pelleHne 06 OTKa3e B COMAQCOBAHNM MPEAEABHbBIX OTMYCKHbIX LIEH,
3ASIBAEHHbIX HO OB513ATEABHYIO NEPEPErNCTRAUMIO, HO CAEAYIOLLME
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NEPEYEHDb MIN3HEHHO
HEODBXOAMMbBIX V1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «CmekTa» (MHH — «CMeKTUT AMOKTASAPUYECKNIA®), MOPOLLOK AASI
NPUrOTOBAEHKSI CYCMEH3MN AASI MPUEMA BHYTPb (BAHWABHDBIN), 3 T, - MAKETUKMA
(10) - NQYKM KOPTOHHBIE, AEPIKATEAL UAU BAOAEAEL, PETMCTPALUMOHHOIO
yaocToeepenmst UMCEH KOHCbIOMEP XEACKEA (®paHums), Npon3BOACTBO
(Bce cTtaammn) booyp ncen MHaacTon (PpaHums), B pasmepe 112,46 pyb.

2. «CmekTa» (MHH — «CMeKTUT AMOKTASAPUNYECKNIA®), MOPOLLOK AASI
NPUrOTOBAEHWSI CYCNEH3MN AASI MPUEMA BHYTPb (BAHWABHDBIN), 3 T, - MAKETUKA
(10) - NAYKM KAPTOHHBIE, AEPXKATEAL UAV BAOAEAEL, PEMMCTPAUMOHHOIO
yaocToepenus nceH @apma (PpaHums), MPpon3BOACTBO (BCE CTAANN)
Booyp ncen NHaacTpu (PpaHums), B pasmepe 112,46 py6.

3. «CmMekTa» (MHH — «CMeKTUT AMOKTA3 APUYECKIIN»), MOPOLLOK AAS
NPUrOTOBAEHWSI CYCMEH3MN AASI MPUEMA BHYTPb (QNEAbCUHOBLIN), 3 T, -
nakeTrkn (10) - NQYKM KAPTOHHBIE, AEPXKATEAL UAM BAOAEAEL,
permctpaunoHHoro yaoctoseperunst UMCEH KOHCBbIOMEP XEACKEA
(PpaHUMS), MPOU3BOACTBO (BCe cTaanm) bodyp incen NHaacTpu (PpaHums),
B pasmepe 112,46 pyb.

4. «Cmektar» (MHH — «CMeKTUT AMOKTA3 APUYECKNINY), MOPOLLOK AASI
NPUrOTOBAEHWSI CYCMEH3MN AASI MPUEMA BHYTPb (QNEAbCUHOBLIN), 3 T, -
nakeTrkn (10) - NQYKM KAPTOHHBIE, AEPXKATEAD UAM BAOAEAEL,
PErncTPAUMOHHOIrO yaocToBepeHus ncen Gapma (PpaHums),
NPOM3BOACTBO (BCe cTaann) booyp UnceH NHaacTpu (GpaHums), B pasmepe
112,46 py6.



5. «CmekTa» (MHH — «CMEeKTUT AMOKTASAPUYECKNIA®), MOPOLLOK AASI
NPUrOTOBAEHUST CYCMEH3NN AAS MPUEMA BHYTPb (KAYOHWYHBIN), 3 T, - TAKETUKU
(10) - NOYKN KAPTOHHBIE, AEPXKATEAL UAV BAOAEAEL PEMMCTPAUMOHHOIO
yaocToeepeHnmst UMCEH KOHCbIOMEP XEACKEA (®paHums), Mpomn3BOACTBO
(Bce cTtaamn) booyp MnceH MHaacTon (PpaHums), B pasmepe 112,46 pyb.

6. «CmekTa» (MHH — «CMEKTUT AMOKTASAPUYECKNIA®), MOPOLLOK AASI
MPUrOTOBAEHUS CYCMNEH3UN AAS MPUEMA BHYTPb (KAYOHUYHBIN), 3 T, - MOKETUKMA
(10) - NQYKM KAPTOHHbBIE, AEPYKATEAD UAU BAOAEAEL, PEMMCTPALMOHHOIO
yaocToBepenus nceH @apma (PpaHums), Npomn3BOACTBO (BCE CTAANN)
Bodyp Nncen NuaacTpun (PpaHums), B pasmepe 112,46 pyo.

[loeAeAbHble OTMYCKHble LEeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHl HE
COrAQCoBbIBAKOTCS MO CACAYIOLLMM OCHOBOHUSIM.

B xoae akoHOMMYeckoro aHaamnsa PAC Poccum, npoBeAEHHOTO B
COOTBETCTBUU C NYHKTOM 13 [NPABUA, BbISIBAEHO NPEBbILLIEHNE 3ASIBAEHHbBIX
NPeAEAbHbBIX OTMYCKHbBIX LLEH HO ped®EPEHTHbBIN AEKAPCTBEHHBIM MPENAPAT
«CMeKTO» HAA MUHUMOAbHBIM OTMYCKHbIMW LEHAMM MPOUN3BOANTEAS BO
PpaHLuy3ckom Pecnybanike.

B cooteeTcTBMM C NyHKTOM 10 Mpaeua, PAC Poccum HONPABAEH 3AMPOC OT
23.06.2020 Ne AA/52847/20 0 NpeACTABAEHNMN YTOYHEHHbBIX PACHYETOBR
3QSIBAEHHbBIX MPEAEAbHBIX OTIMYCKHbBIX LLEH C YH4ETOM MUHUMOABHbBIX OTMY CKHbIX
LieH MPOM3BOANTEAS HO PEPEPEHTHBIN AEKAPCTBEHHBIN NPENAPAT «CMEKTO»
BO PpaHLy3ckom Pecnybavike.

BmecTe Cc TeMm, B npeAeAQx YCTOHOBAEHHOIO CPOKA, 3ASIBAEHHbIE
NPEeAEAbHbIE OTMYCKHbIE LEHBI MPOOM3BOAUTEASI HO AEKAPCTBEHHBIV NPENnApPAT
«CMeKTO» He NMprBEAEHbI B COOTBETCTBME C LEHAMU, PACCUYUTAHHBIMA B
COOTBETCTBMM C [lpaBmMAQMU.

[pn 3TOM HA BbILLEYKA3AHHBIM 3anpoc PAC Poccum MMCbMOM 3ASIBUTEAS OT
17.07.2020 6/H NpeACTABAEHbl YTOYHEHHbBIE PACYETHI MPEAEAbHbBIX OTMYCKHbIX
LieH MPOM3BOAUTEAST HO AEKAPCTBEHHBIV NpenapaTt «CMeKTa» MCXOAS 13 LEH
BO ®paHuy3ckom PecnybAnke HO BOCNPOU3BEAEHHbIN AEKAPCTBEHHbIN
npenapart «Smectalio» (MHH — «CMeKTUT AOKTASAPUYECKNIN®), YTO
MNPOTMBOPEUNT PAHEE NPEACTABAEHHBIM PACYETAM,

a TAIKKE TPEDBOBAHUSIM MOAMYHKTA «Q» MyHKTA 18 MpaBUA.

B COOTBETCTBUM C MOAMYHKTOM «Q» MyHKTA 18 MpaBUA, Npmr 0653ATEABHOM
nepeperncTpaunm npeAeAbHAs OTNYCKHAS LEHO HA pePepPEeHTHbIN
AEKAPCTBEHHbIN NPenapaT AAST KOMKAON AEKAPCTBEHHOM GOPMbI, AO3VNPOBKMU
(KOHUEHTPAUMN, OKTUBHOCTU B EAVMHULIOX AENCTBUS) 1 OBLLIErO KOAMYECTBA BO
BTOPUYHOM (MOTPEBUTEABCKON) YNAKOBKE 6e3 y4eTa pOPMbl BbiMyCKA, 30
NCKAKOYEHMEM CAYHAS], MPEAYCMOTPEHHOIO NMYHKTOM 21 MNMPABUA, HE MOXKET



NPEBRbLILLATL PAIMEP MUHUMAABHOWM OTMYCKHOW LIEHbBI MPOU3BOAUTEAS (Be3
yyeTa Npon3BOACTBEHHbBIX MAOLLAAOK MPOU3BOAUTEAST) HA TAOKOW
AEKAPCTBEHHbIN NPEenapaAT B MHOCTPAHHbBIX TOCYAQPCTBAX, YKA3AHHbIX B
npUAOXKeHUM Ne 3 K paBUAAM (C YHETOM PACXOAOB, CBSI3AHHbBIX C
TAMOYKEHHBIM ODOPMAEHNEM), PACCHYUTAHHBIM HO OCHOBAHMN AQHHbIX,
YKQ3AHHBIX B MPUAOXKEHMN Ne 2 K [1paBmAQM.

B CBSI13 C M3AOXKEHHBIM, B COOTBETCTBUN C MOAMYHKTOM «M» MYHKTA 12 [MpABUIA,
NPEBbILLEHNE MPEACTABAEHHOM K OBI3ATEABHOM NEPEPErNCTPALUN
NpPeAeAbHOW OTMYCKHOW LeHbl HO pedepEHTHBIN AEKAPCTBEHHBIV MPENnAPAT
HOA LEHOWN, PACCHYUTAHHOWM B COOTBETCTBUM C [1DABUACMMU, SIBASIETCSI
OCHOBOHUEM AAS MOUHSTUS PeLLEHMST 06 OTKA3€ B COrAQCOBAHY
npeAeAbHOW OTNYCKHOW LUeHbl HO PpedepeHTHbIN AeKAPCTBEHHbBIM MPEenaparT.

A1O. LlapmkoBcKmnm



