PELLEHWE

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

B cooTtBeTCTBMM C NYHKTOM 13 MNPABUA FOCYAQPRCTBEHHOM PEMMCTRALNN U
nepeperncTpaumm NpeAEAbHbIX OTMYCKHbIX LEH MNPOM3BOANTEAEN HA
AEKAPCTBEHHbIE NPENnAPAThI, BKAKOYEHHbBIE B MepeYdeHb YXM3HEHHO
HEODBXOAMMBIX 1 BAPKHENLLIVX AEKAPCTBEHHbBIX MPENAPATOB, YTBEPIKAEHHDIX
noctaHoBAeHneMm lNMpaButenbcTea Poccuickom Geaepaumm ot 29.10.2010
Ne865, PepAepanbHAST QHTVIMOHOMOABHAST CAYYKOA PACCMOTPEAO AOKYMEHTHI,
NPEeACTABAEHHbIE NMMCbMOM MuH3apaBa Poccunm 08.09.2020 Ne 20-4-4145965-
C, VI MPUHSIAQ pelleHne 06 OTKAa3e B COrAQCOBOHMM MPEAEAbHbBIX OTMYCKHbIX
LleH, 3ASIBAEHHbBIX HO PEMMCTPALMIO AEPXKATEAEM UAUN BAOAEABLEM
perncTaumoHHoro yaoctorepeHns OO0 XOK «MeanoAmmep»,
npon3BoACTBO (Bce cTaamm) OAO «Drpma Meanoammep» (Poccus), HO
CAEAYIOLLME AEeKAPCTBEHHbIE NPENAPAThl, BKAIOYEHHbIE B NMepeyeHb YXN3HEHHO
HEOOXOAMMbBIX 1 BADKHENLLMX AEKAPCTBEHHbIX MPENAPATOB:

1. «PuHrep» (MHH - Hatpus xAopmaa pacTBOP CAOXKHBIN (KAAKS
XAOPUA+KAAbBLMST XAOPUA+HATPUSI XAOPUA)), PACTBOP AAST MHOY3MIM, 200
MA - KOHTEVHepP (40) - /Cc T nopToM/ SILLMK KAPTOHHBIN (AASI CTAUMOHAPOB),
B pasmepe 1 256,80 pybaren

2. «PyHrep» (MHH - HaTpusg xAopmnaQ pacTBOpR CAOXKHbBIM (KaAmKs
XAOPUA+KAABLMS XAOPUA+HATPUS XAOPKA)), PACTBOP AAS MHOY3UMIA, 200
MA - KOHTEVHEP (40) - /C 2 nopTaAMW/ SILLIMK KAPTOHHBIN (AAS]
CTOUMOHAOPOB) , B pasmepe 1 256,80 pybaen,

[peAeAbHble OTMYyCKHble LeHbl HO YKA3AHHbIE AEKAPCTBEHHbIE MPENAPATHl HE
COrAQCoBbIBAKOTCS MO CASAYIOLLM OCHOBOHUSIM.

B cooTtBeTCTBUM C MOAMYHKTOM «O» MyHKTA 14 MeToAUKKM pacyeTa
NPeAEeAbHbIX OTMYCKHbIX LIEH MPOM3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI,
BKAIOYEHHBIE B MEPEYEHDb YKU3HEHHO HEODBXOAMMBIX U BOYKHEMLLIVX
AEKAPCTBEHHbBIX NPENAPATOB, YTBEPYKAEHHOW MOCTAHOBAEHMEM
MpaeutenbcTea Poccumckom Qeaepaumm ot 15.09.2015 Ne 979 (panee —
MeToAMKQ), B CAYHOE E€CAM B PAMKAX OAHOIO PErMCTPALUNOHHOIO
YAOCTOBEPEHNS ACKAQPCTBEHHOO NPENAPATA 3APETrMCTPUPOBAHDI
NPeAEAbHblE OTMYCKHblE LEHbBI HO BOCMPOM3BE AEHHBI AECKAPCTBEHHbBIN
NPenapaT C TAKOW K& AeKAPCTBEHHOW GOPMON N AO3MPOBKOMN
(KOHUEHTPAUMEN, AKTUBHOCTbLIO B EANHULIOX AENCTBUST), MPEeAAAraemast K
FOCYAQPCTBEHHOM PEMMCTPALMM NPEAEABHAST OTMYCKHAS LLEHA HA



BOCMPOUN3BEAEHHBI AEKAPCTBEHHbBIV MPENAPAT HE MOXXET MPEBLILLATb
CTOMMOCTb OAHOW AEKAPCTBEHHOM GOPMbI BOCMPOU3IBEAEHHOIO
AEKAPCTBEHHOIO MPENAPATA, PACCUYUTAHHYIO MCXOAS M3 CPeAHero
APNOMETUNHECKOIO 3HAYEHMSI MOCAEAHVX 3APEMCTPUPOBAHHBIX LIEH HA
BAVKANLLNE CMEYKHBIE KOAMYECTBA AEKAPCTBEHHBIX GOPM BO BTOPUYHOMN
NoTPEBUTEABCKOW YNAKOBKE 3ASIBASIEMOIrO AEKAPCTBEHHOrO NPENAPATA U
YMHOMXEHHYO HO KOAUMYECTBO AEKAPCTBEHHBIX POPM BO BTOPUYHOM
NoTPEBUTEABCKOW YNAKOBKE 3ASIBASIEMOIO BOCMPOM3BEAEHHOIO
AEKAPCTBEHHOIO Mpenapara.

[y NpoBEAEHNM SKOHOMNYECKOIO QHAAM3A BLISIBAEHO, YTO 3ASIBASIEMbIE
npeAeAbHble OTMYyCKHble LEeHbl HA BbilLeyKA3AHHbIE AEKAPCTBEHHbIE
NPEenapPAThl NPEBLILLAIOT LEHBI, PACCYUTAHHBIE C Y4ETOM TPEOOBAHNM
MNOAMNYHKTA «Q» NYHKTA 14 MeToAMKN.

B cooteeTcTBMM C NMyHKTOM 14 Mpaeun PAC Poccum HOMPOBAEH 3AMNPOC
oT 24.08.2020 Ne TH/82764/20 0 Npe AOCTABAEHUN YTOYHEHHBIX PACYETOB
NPEeAEAbHBIX OTMYCKHbIX LEH C y4eToM TpeboBaHUN MeTOAMKMN.

B npeAeAax YCTAOHOBAEHHOIO CPOKA YTOYHEHHBIE PACHETHI MPEAEAbHbBIX
OTMYCKHbIX LIEH HA BbILLEYKA3AHHbIE AEKAPCTBEHHBIE MPENAPATHI,
COOTBETCTBYIOWME TPEBOBAHUSIM METOAMKUN, 3ASIBUTEAEM HE MPEACTOBAEHDI,
B TOM 4YncAe nmcbMom oT 06.10.2020 Ne142/05, npe ACTAOBAEHHBIMU B OTBET HA
BblLLEYKa3aHHbIM 3anpoc PAC Poccum,

B CBS131 C M3AOXKEHHbBIM, B COOTBETCTBMM C NMOAMYHKTOM «M» MYHKTA 19 [TpaBUA,
npeBbllleHe NPeACTABASHHON AAS TOCYAQPCTBEHHOW PEerncTpaumm
NpeAEAbHOW OTMYCKHOWM LEHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN MpenapaT
HOA LLeHOM, PACCUYMTOHHOM B COOTBETCTBUM C [lpasmAaMM M MeToAMKON,
SIBASIETCSI OCHOBOHMEM AASI OTKO3A B COrAQCOBAHNM TOCYAQPCTBEHHOW
permcTpaunm NpeAEAbHOM OTMNYCKHOW LIEHbBI MOOUN3BOAUTEAS HO
AEKAPCTBEHHbLIN.

.B. 3abopLumkos






