PELLEHWE

06 OTKO3e B COrAQCOBOHUM MPEAEABHBIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO
NeKdApCTBEeHHble rNnpenapdrbl, BKAKOHEHHbIE B NnepedyeHb >KN3HEHHO
HEOBXOAMMbIX 1 BADKHENLLINX ASKAPCTBEHHbIX MPenapaToB

B cootBeTCTBMM C NMYHKTOM 13 [PABUA rOCYAQPCTBEHHOW PErMCTRALMN U
nepeperncTpraumm NpeAeAbHbIX OTMYCKHbIX LIEH MPOU3BOAUTEAEN HO
AEKAPCTBEHHbIE NPENAPATLI, BKAKOYEHHbBIE B MEPEYEHDb YXM3HEHHO
HEOBXOAMMbBIX U BADKHEMLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
noctaHoBAeHnem lNMpaeutenbcTea Poccuickom Geapepaumm ot 29.10.2010 Ne
865, DepAepAAbHAST GHTUMOHOMOABHAS CAYXKOA PACCMOTPEAT AOKYMEHTHI,
NpPeACTABAEHHbIE MMCbMaMt MH3APABA Poccum oT 06.08.2020 Ne 20-4-
4143853-c 1 o1 06.08.2020 Ne 20-4-4143854-c, 1 NPUHAAQ peLlleHne o6 OTKa3e B
COrAQCOBOHUM MPEAEABHDBIX OTMYCKHbIX LEH, 3ASIBAEHHbBIX HO perncTpaumo
AEPIKATEAEM VAU BAOAEABLIEM PEMMCTPALMOHHOIO yaocToBepeHmst OO0
«Meanpom Kanmtaa» (Poccust), npomnssoAcTBo (Bce ctaamm) OAO HIK
«2QCKOM» (Poccust), HO CAeAyoLME AEKAPCTBEHHbBIE NPENAPATHI,
BKAIOYEHHBIE B MEepeYEHb YKU3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKAPCTBEHHbBIX MPENAPATOB:

1. «HosokanH» (MHH — «[1poKauH»), pACTBOP AASI MHbeKUMK, 2,5 mr/MA, 300
MA - BYTbIAKA (15) - KOPOBKA KAPTOHHAS (AASI CTALMOHAPOB), B pa3Mepe
433,98 pybaen.

2. «HoeokanH» (MHH — «[MpOKaunH»), pACTBOP AAS MHbEKUMN, 5 Mr/MA, 150 MA -
BYTHIAKA (28) - KOPOBKA KAPTOHHAS (AAST CTOLUMOHAPOB), B pasmepe 686,07
pybaen,

3. «HoBokanH» (MHH — «[pOoKanH»), pACTBOP AAS MHbeKUuMn, 5 Mr/MA, 300 MA -
By TbIAKQ (15) - KOPOBKA KAPTOHHAS (AAST CTAUMOHOPOBR), B pasmepe 451,07
pybaen,

I'Ipe,A,e/\bele OTrnyCKHble UeHbl Hd YKA3AdHHblE AeKAPCTBEHHbIE MNPEenapdaTbl HE
COrAQCoBbIBAKOTCS MO CASAYIOLLIM OCHOBOHUSIM.

B cooTBEeTCTBMM C NOAMYHKTOM «Q» MyHKTA 14 MeToAVKM pacyeTa
NPEAEAbHBIX OTMYCKHbBIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbBIE MPEMNAPATHI,
BKAIOYEHHBIE B MEepeYeHb YKM3HEHHO HEODBXOAMMbBIX 1 BAYKHEMLLIVX
AEKQAPCTBEHHbBIX NPENAPATOB, YTBEPYKAEHHOW MOCTAHOBAEHMEM
MpaeuTenbcTea Poccumckom Geaepaumm ot 15.09.2015 Ne 979 (aonee —
MeToAMKQ), B CAYHOE €CAM B PAMKOX OAHOIO PEermcTpaumMoOHHOro
YAOCTOBEPEHMSI AEKAQPCTBEHHOIO NPENAPATA 3APEMMCTPUPOBAHDI



NpPeAEAbHbIE OTNYCKHbIE LIEHBI HO BOCMPOM3BE AEHHbBIN AEKAPCTBEHHbBIV
NPENAPAT C TAOKOW YK€ AEKAPCTBEHHOM GOPMON 1 AO3NPOBKOW
(KOHLEHTPAUMEN, AKTUBHOCTbIO B EANHULIOX AENCTBUST), MPEAAAraemMast K
rOCYAQPCTBEHHOW perncTpaun NpeAeAbHASs OTMYCKHAS LeHA HA
BOCTMPOU3BEAEHHbBIN AEKAPCTBEHHbBIV NPENAPAT HE MOXKET MPEBLILLUATL
CTOUMOCTb OAHON A€KAPCTBEHHON GOPMbl BOCNPOU3BEAEHHOIO
A€KAPCTBEHHOrO Npenapard, PACCYUTAHHYIO NCXOAS U3 CPEeAHEero
APUPMETUYECKOrO 3HAYEHUS MOCAEAHUX 3APEMMCTPUPOBAHHbIX LLEH HO
6AMXKaNWNE CMEXHble KOAUYECTBA AEKAPCTBEHHBIX POPM BO BTOPUYHOWM
NoTPEBUTEABCKOW YNAKOBKE 3ASIBASIEMOrO AEKAPCTBEHHOrO NPENAPATA U
YMHOYKEHHYO HO KOANYECTBO AEKAPCTBEHHBIX POPM BO BTOPUYHOMN
NOTPEBUTEABCKOWM YNAKOBKE 3ASIBASIEMOIrO BOCMPOU3BEAEHHOIO
AEKAPCTBEHHOIO MPEnapPATA.

oy NpoBeAEHNN SKOHOMNYECKOTO AHOAM3A BbISIBAEHO, YTO 3ASIBASIEMbIE
npeAeAbHble OTMYCKHble LieHbl HO BbllLeyKA3AHHbIe AeKQPCTBEHHbIE
NPEenAPAThl NPEBLILLAIOT LEHBI, PACCYUTAHHBIE C Y4ETOM TPEBOBAHNIN
MOAMYHKTA «Q» MyHKTA 14 MeToAVKN,

B cooteeTCcTBMM C NyHKTOM 14 Mpaeua PAC Poccum HONPOBAEH 3AMNPOC
oT 25.08.2020 Ne TH/72972/20 0 Npe AOCTABAEHUN YTOYHEHHbBIX PACYETOB
NPEeAEAbHbBIX OTMYCKHbIX LIEH C y4eToM TpeboBaHMN MeTOAUKN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA YTOYHEHHBIE PACHETHI MPEAEAbHbBIX
OTMYCKHbIX LEH HA BbILLEYKA3AHHbIE AEKAPCTBEHHbBIE MPENAPATHI,
COOTBETCTBYIOWME TPEBOBAHUSIM METOAUKN, 3ASIBUTEAEM HE MPEACTOBAEHDI,
B TOM YMCAEe MMCcbMamMm OT 27.08.2020 Ne Ne 76/05; 75/05, npe ACTAOBAEHHbBIMM B
OTBET HA BbILLEYKA3AHHbIM 3anpoc PAC Poccun.

B CBS13M C M3AOXKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NPeBbILLEeHVE NPEeACTABAEHHON ANS TOCYAQPCTBEHHOW PErmcTpaumm
npeAeAbHOW OTNYCKHOWM LeHbl MPOM3BOAUTEAS HO AEKAPCTBEHHBIV MpenapaT
HOA LEHOM, PACCHYUTAHHOM B COOTBETCTBUM C [lpaBUAOMU U MeTOAMKOWN,
SIBASIETCS1 OCHOBAOHMEM AASI OTKA3A B COMAQCOBOHMM TOCY AQPCTBEHHOMN
perncTpaunm NpeAeAbHOM OTMNYyCKHOW LIeHbl MPOUN3BOANTEAS HA
AEKQPCTBEHHBIV Npenapar.

.B. 3abopLimkos






