MUWHUCTEPCTBO 3APOBOOXPOHEHUS

Poccuiickoin Oepepauum

PaxmaHoBckum nep., A. 3/25,

r. Mockea, 'Cl-4, 127994

PELLEHNE
06 OTKO3e B COrAQCOBOHUMN NPEAEAbHbIX OTMYCKHbIX LLeH MPON3BOAUTEAE
HO A€KAPCTBEHHbIe NPEenapaThbl, BKAIOYEHHbIe B Nepe4YeHb XXU3HEHHO HEO6XOAUMbIX

M BAXKHEMNLNX A€KAPCTBEHHbIX MpenapaToB

B cootBetctBMM C nyHKTOMKM 8 1 21 [IpABUA TFOCYAQPCTBEHHOM pPErncTpaunm u
nepeperncTpaumm yCTaHOBAMBAEMbIX MPOU3BOAUTEASIMN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHbIE B MNEepedYeHb
YKMBHEHHO HEOBOXOAMMbBIX M BODKHEWLLMX AEKAPCTBEHHBIX MPENAPATOBR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM lNpaBuTeabcTBa Poccuinckom Geaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeuaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXKOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTAOBAEHHbIE MMCbMOM MuH3apaBa Poccum ot 19.02.2018 Ne 20-4-4062616-c, v
NPUVHSAQ pelleHne 06 OTKA3e B COrAQCOBAHMM MPEAEABHBIX OTMYCKHbIX LIEH, 3ASIBAEHHbIX
HO  NepeperncTpaumio  AEPXKATEAEM  UAM  BAOAEAbLEM  PErMCTPALUMOHHOIO
yaoctoeepernst 3AO0 HIL «SAbPA» (Poccusl), HO CAeAYolMEe AeKOPCTBEHHbIe
NPEenapaAThl, BKAKOYEHHbIE B MNEPEeYeHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX MPENAPATOB:

1. UunpooaokcaumH (MHH — LunpodAoKcaumH), PACTBOP AAST BHYTPUBEHHOMO
BBeAeHUSs, 2 Mr/MA, 100 MA, - ®AAKOHbBI (1) - MAYKM KAPTOHHbIE, MPOM3BOACTBA (BCE
ctaamn) dabda Aabopatopus (UHaKS), B pasmepe 21,13 py6b.

2. MeTpoHnAQ30A (MHH — MeTpOHMAOQ30A), PACTBOR AAST MHOY3UK, S MIr/MA, 100 MA, -
DAAKOHbI MOAUSTUAEHOBBIE (1) - MAYKM KAPTOHHBIE, MPOM3BOACTBA (BCE CTAAUN) DAbOA
NabopaTtopmna (MHAKS), B pasmepe 17,28 pyb.

3. lMpeaHnsonoH 2Abda (MHH — TIpeaAHU3O0AOH), PACTBOP AAS BHYTPMBEHHOIO U
BHYTOMMbILLEYHOro BBepAeHus, 30 Mr/MA, T MA, amnyAbl (3) -MNAYKM  KAPTOHHbIE,
npon3BoACTBA (Bce cTaann) NHayc Gapma MBT. ATa. (MHAKS), B pasmepe 21,13 py6b.



[MpeaAeAbHble OTMYCKHblE LUEHbl HA YKA3AHHbIE AEKOPCTBEHHbIE MPEnApATbl He
COrAQCOBbIBAOTCSI MO CASAYIOLLMM OCHOBQOHUSIM,

[Mpn NpoBEAEHNN SKOHOMMYECKOrO AHAAMN3A 3ASIBAEHHOW MPEAEABHOM OTMYCKHOW LIEHD
HO AEKAPCTBEHHbIV NpenaparT «[MpeAHNM30A0H DAbda» PAC Poccrmn BbISIBAEHO, YTO POCT
KypCQ  HOUMOHOAbHOM  BAAKOTHl  FOCYAQPCTBA-MPOU3IBOAUTEASI  AEKAPCTBEHHOIO
npenapata K pybAlw  MHAMWCKAS pynnsl) 3a  MNepuoas  CO  AHSI  TNIOCAEAHEN
nepeperncTpaunm nPeAeAbHOM OTMYCKHOW LEHbl MPOUN3BOAUTEAS HO AEKAPCTBEHHbLIN
NPenapaT A0 AQTbl MOAQYM AOKYMEHTOB HO €€ O4YEPEAHYIO NepeperncTpaumo He
MPEBLILLAET MPOrHO3MPYEMbBIN YPOBEHb MHOASILMN TEKYLLErO roAQ, YCTAOHOBAEHHbLIN
deAEPAAbHBIM 3AKOHOM O PEAEPAABHOM BIOAYMKETE HO COOTBETCTBYIOLLMIM GUHAHCOBbIN
FrOA W TMNAQHOBbLI MEPUOA, YTO TMPOTUBOPEYMNT MYHKTY 23 MeToAMKM pacyeTa
YCTOHOBAMBAEMbBIX MPOU3BOAUTEASIMN  AEKAPCTBEHHBLIX MPENAPATOB  MNPEAEAbHbIX
OTMYCKHbIX LEH HA AEKAPCTBEHHbIE MNPENAPATbI, BKAIOYEHHBIE B MEPEYEHb YKU3HEHHO
HEOBXOAMMBIX N BOYKHENLLMX AEKAPCTBEHHbBIX MPEnApPATOBR, MPU WX FOCYAQPCTBEHHOM
PErMCTPALNN 1N NEPEPErNCTRALUNN, YTBEPIKAEHHOW MOCTAHOBAEHMEM [1DABUTEALCTBA
Poccumckom Gepepaumm ot 15.09.2015 Ne 979 (poanee — MeToaAnKa).

Mo NPOBEAEHNN  SKOHOMMYECKOTO QOHAAM3A HA  AEKAPCTBEHHbIE MPEnApPATh
«LmnpodAaokcaumH» n «METPOHMAQ3OA» OAC Poccum BbISIBAEHO, 4yTO
CpPEeAHEB3BELLEHHAS LLIEHA BBO3A AEKAPCTBEHHOIO MPENAPATA 3a NEPUOA, UCTEKLLNIA CO
AHSI TOCYAQPCTBEHHOW perncTpaumm (MOCAEAHEN NepeperncTpaumm) nPeAEAbHOM
OTMYCKHOW LieHbl, BbIAQ HYKE 3APErMCTRMPOBAHHOW HO TOT MEPUOA LieHbl Boaee 4yeM Ha
MPOrHO3MPYEMbIA YPOBEHDb MHDASILMN, YCTAOHOBAEHHbBIN HO TEKYLLMIN roA dEeAEPAAbHBIM
30KOHOM O MEAEPOAAbHOM OIOAXKETE HA COOTBETCTBYIOWMM QOUHAHCOBBIM oA U
NAQHOBbIV MEPUOA,, YTO MPOTUBOPEUNT NOANYHKTY «B» MyHKTA 23 MEeTOANKN.

B CBS13M C BbILLEMBAOXKEHHBIM, B COOTBETCTBMMN C MOAMYHKTOM «B» MyHKTA 13 lpaBuA
NP EeBbIWEHNE NMPEACTAOBAEHHOM  AASl  TOCYAQPCTBEHHOW  peructpaunm  UAu
nepeperncTpaunm nPeAeAbHOM OTMYCKHOM LEHbl MPOM3BOAUTEASI HO AEKAPCTBEHHDIV
NPEenapaAT HOA LUEHOM, PACCYATAOHHOM B COOTBETCTBUM C METOAUKOM, SIBASIETCS
OCHOBQOHMEM AASl OTKO3A B COrAQCOBOHUM TOCYAQPCTBEHHOW pPErncTpaumm nAm
nepeperncTpaumnm nPeAeAbHOM OTMYCKHOM LEHbl MPOM3BOAUTEASI HO AEKAPCTBEHHDIN
npenapar.



