PELLEHWE

06 OTKA3€e B COrAQCOBAHNY noeAeAbHbIX OTIMYCKHbIX LeH I'IpOI/I3BOAI/ITe/\eI7I

HO AEKOPCTBEHHbIE MPEnapPaThl, BKAIOYEHHbIE B NepedeHb YKN3HEHHO
HEOBXOAMMbBIX

N BADKHEMLLNX AEKAPCTBEHHbBIX MOEenapaToB

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALUN U
nepeperncTpraumm yCTAOHOBAMBOEMbIX MPOM3BOAUTEASIMU AEKAPCTBEHHbIX
NPEenapPATOB NPEAEAbHbBIX OTMYCKHbBIX LLEH HO AEKAPCTBEHHbBIE MPENAPATHI,
BKAIOYEHHBIE B MEepPEYEHb YKM3HEHHO HEODBXOAMMBIX U BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB, YTBEPYKAEHHBIX MOCTAHOBAEHNEM
MpaeutenbcTea Poccumckom Qeapepaumm ot 29.10.2010 Ne 865 (B peAaKLMN,
AENCTBYIOLLEN HO AQTY NOAQUYM 3asiBAEHMST — 16.10.2019), (Aanee —
[MpaenAQ), e AepaAbHAS AHTUMOHOMOABHAS CAY>KOA PACCMOTPEAQ
AOKYMEHTHI, MPEACTABAEHHbBIE MMCbMOM MuH3ApPOBA Poccum o1 15.11.2019
Ne 20-4-4116537-C, 1 NpUHSIAQ pelleHne 06 OTKa3e B COrAQCOBOHNM
NPEAEAbHBIX OTMYCKHbIX LIEH, 3ASIBAEHHBIX HA pernctpaumio OO0 «Beapapm»
(Poccus), Ha caeayoLMEe AEKAPCTBEHHbBIE MPENAPATLI, BKAKOYEHHbIE B
nepeyYeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPENAPATOB:

1.

«AoKkcnunkAmH Beaoapm» (MHH — « AoKkcuumKkAmH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS si4enkoBast yrnakoBka (1) - NAYKA KAPTOHHASI, B pa3Mepe
221,80 pybaen.

«AoKkcnunkArH Beadapm» (MHH — « AokcuumKkAamH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS SIMEMKOBAS YNAKOBKA (2) - NAYKA KAPTOHHASI, B pA3Mepe
443,60 pybaen.

«AoKkcnunkArH Beadapm» (MHH — « AokcuumKkAmH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS SIMEMKOBAS YNAKOBKA (3) - NAYKA KAPTOHHASI, B pA3Mepe
665,40 pybaen.

«AoKkcnunkArH Beadapm» (MHH — « AokcuumKkAmH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHQAS i4enKoBas YAkKoBKA (4) - NA4YKA KAPTOHHASI, B pa3Mepe
887.21 pybnaen.

«AoKkcnunkAnH Beadapm» (MHH — « AokcuumkAamH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS 14enKOBAS YNAKOBKA (5) - NAYKA KAPTOHHASI, B pA3Mepe
1 109.01 pybaen.

«AoKkcnunkAmH Beadapm» (MHH — « AokcuumkAamH»), kancyAbl 100 mr, 10



LUT., - KOHTYPHQAS i4enKoBAs YNAKOBKA (6) - NAYKA KAPTOHHASI, B pa3Mepe
1 330,81 pybaen.

7. «AokCcUUuMKAMH Beandapm» (MHH — « AoKcUumkAnH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHQAS Si4enKOBAS YNAKOBKA (/) - NAYKA KAPTOHHASI, B pa3Mepe
1 552,62 pybnen.

8. «AokcnumkamH Beandapm» (MHH — «AokcuumkamH»), kancyAosl 100 mr, 10
LUT., - KOHTYPHQAS SIMEMKOBAS YNAKOBKA (8) - MAYKA KAPTOHHASI, B pA3Mepe
1 774,42 pybnen.

9. «AokcunumkamH Benoapm» (MHH — « AoKCHUMKAMHY), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS SIMEMKOBAS YNAKOBKA (9) - MAYKA KAPTOHHASI, B pA3Mepe
1 996,22 pybaen.

10. «AokcnumkamH Bendvapm» (MHH — « AokCrUumMKAMHY), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS si4enkoBast ynakoska (10) - na4ka KAPTOHHASI, B
pasmepe 2 218,02pybaen.

11. «AokcnumkamH Beadvapm» (MHH — «AokCrumKAnH»), kancyAbl 100 mr, 10
LUT., - KOHTYPHAS s4enkoBast ynakoska (200) - na4ka KAPTOHHASI, B
pasmepe 44 360,52 pybaen.

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

B cooteeTcTBMM C MnCbMOM PIBY «HLUSCMI» MunH3apaBa Poccum oT
22.10.2019 Ne 22430, npe ACTABAEHHBIM MMH3APOBOM POCCHM B COCTABE
KOMMNAEKTOB AOKYMEHTOB, 3ASIBA€HHbIV AEKAPCTBEHHbBIN MPENAPAT SIBASIETCSI
BOCMpoun3seAeHHbIM. AekapcTeeHHbI npenapart «KceapounH» (MHH —
«AOKCULMKAMH») B AEKAPCTBEHHOM dOopMe «TabAeTKM, 100 Mr» (BAOAEAEL, AU
AEPXKATEADb PErMCTPAUMOHHOIO yaocToBepeHus — LLITAAA APLUHOMMUTTEAD
Al', TepmanHms) (IMTNO14210/01 oT 25.11.2008) siBASIETCST PEDEPEHTHDBIM.

COrAQCHO CBEAEHMSIM FOCYAQPCTBEHHOIO PEECTPA MPEAEABHDBIX OTMYCKHbIX
LEeH NMPOUN3BOAUTEAEN HO AEKAPCTBEHHbBIE NPENAPATHI, BKAKOYEHHBIE B
nepeyYeHb YKN3HEHHO HEODBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEenapaToB, HA TeppuTopun Poccumncrkom Geaepaumm npeAeAbHOS
OTMYCKHAS LleHA NPOU3BOAUTEAST HO YKA3AHHbBIN pePEPEHTHDBIN
AEKAPCTBEHHbIN NPENAPAT HE 3QPErMCTPUPOBAHA.

B COOTBETCTBMM C NMYHKTOM 34 MEeTOAMKN pacHEeTA YCTAHABAMBOEMbIX
MNPOV3BOAUTEASIMUN ASKAPCTBEHHbBIX MPENAPATOB MPEAESAbHBIX OTMYCKHbBIX LIEeH
HO A€KAPCTBEHHbIE MPEenapAThl, BKAKOYEHHBIE B NepeYeHb YKN3HEHHO
HEOBXOAMMBIX N BOYMKHEWLLINX A€KAPCTBEHHbIX MPENAPATOB, MPW NX



rOCYAQPCTBEHHOM PErMCTPALMN U NepeperncTpaumm, yTBEpPIKAEHHOMN
noctaHosAeHnem lNMpaeutenbcTea Poccuickom Geapepaumm ot 15.09.2015 Ne
979 (B peAaKUMN, AENCTBYIOLLEN HO AQTY NOAQYM 3asiBAEHNST — 16.10.2019)
(aAanee — MeToAMKQ), B CAyHAe, ECAM MPEeAEAbHAS OTMYCKHAS LLEeHA HA
pedepPEeHTHbI AEKAPCTBEHHDBIV NPENAPAT HE 3APErMCTPUPOBAHA, pACYET
3A5IBASIEMOW MPEAEABHOW OTMYCKHOWM LE€HbI HO BOCTMPOU3BEAEHHDBIN
AEKAPCTBEHHbBIN MPENAPAT OCYLLECTBASIETCSI HO OCHOBOHMN MAKCUMOAbHOW
3APErnCTPUPOBAHHOW MPEAEABHOW OTMYCKHOW LEHbl HO AEKAPCTBEHHBIN
NPENAPAT, ONMPEAEAEHHON B COOTBETCTBUM C MNMYHKTOM 35 MeToAMKMN.

BmecTe C TeM, 3Q5IBAEHHbIE MPEAEAbHBIE OTMYCKHbIE LIEHDBI PACCYUTAOHbI 63
y4yeTa MAKCMMOAbHOW 3QPErmcTpUpOBAHHOM MNpeAeAbHOW OTMNYCKHOW LieHbl HO
AEKAPCTBEHHBIM NPENAPAT, ONPEAEAEHHbBIN MYHKTOM 35 MEeToAUKN, U1, B STOW
CBS$131, NPEBLILLAOT LEHbI, PACCYNTOHHBIE B COOTBETCTBUM C TPEOOBAHMSIMM
NOAMNYHKTA «Q» NyHKTA 10 MeToAnKN,

B cootBeTCTBUM C NyHKTOM 14 MNpaBuA PeAepAAbHON AHTUMOHOMOABHOWM
CAY>KOoM HanpaBAeH 3anpoc 29.11.2019 Ne ALL/105212/19 o npeAOCTABAEHNM
YTOYHEHHbIX PACYETOB MPEeAEAbHbIX OTMYCKHbIX LLEH B COOTBETCTBMMN C
TeeboBaHMSIMM NMYHKTA 35 MeToaMKn. B npeAenax yCTAHOBAEHHOIO CPOKA B
COOTBETCTBMM C YKA3AHHBbIM 3anpocom PAC Poccum KOppEeKTHbIN pacyeT
3QSIBAEHHbBIX NMPEAEAbHBIX OTMYCKHbIX LLEH HO AEKAPCTBEHHBIV NPEnApPaT
AEPXKATEAEM UAN BAOAEABLEM PEMMCTPAUMOHHOIO YAOCTOBEPEHMS HE
NPEACTABAEH (MMCbMO 3as1BUTEAS OT 06.12.2019 Ne 1237K KOPPEKTHBIN PpACHET
HE COAEPKNT).

B CBS13M C BbILLEM3AOXKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «M MYHKTA 19
[NoABUA MpeBbILLEHNE MPEACTABAEHHON AASI TOCYAQPRCTBEHHOW PErMCTRAUNN
NpPeAEAbHOW OTMYCKHOWM LEHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN MpenapaT
HOA LLeHOM, PACCUYMTAOHHOM B COOTBETCTBUM C [lpasmAaMKM M MeTOoAMKON,
SIBASIETCSI OCHOBAHMEM AASI OTKA3A B COMFAQCOBAHMN FOCY AQPCTBEHHOM
PernmcTpaUnm NPeAEAbHbIX OTMYCKHbIX LEH MPOU3BOAUTEASI HO AEKAPCTBEHHbIE
npenapdarbl.
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