PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBeHHble MNMpenapaTbl, BKAKOHEHHbIE B NepedYeHb YKM3HEHHO HEOBXOANMBbIX M

BAYKHENLLIVIX AEKAPCTBEHHbIX MPENApPATOB

B cootBeTCTBUM C NYHKTOM 13 1 NOAMYHKTOM «M» MYHKTA 32 [NPABUA rOCY AQPCTBEHHOMN
pPEerncTpauMm 1 NepeperncTPaLnM NPeAEAbHbIX OTMYCKHbIX LLEH MPOM3BOAUTEAEN HA
AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B MEPEYEHD MUIHEHHO HEODXOAUMbIX M
BODKHEWVLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPXKAEHHbBIX MOCTAHOBAEHNEM
MNpaeutenbcTea Poccuimcrkon Gepepaumm ot 29.10.2010 Ne 865 (aoanee — [NpaBUAQY),
PeAepPAAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAC AOKYMEHTHI, MOEACTABAEHHbIE
nMcbMamMmt MH3ApaBa Poccuim ot 22.11.2022 Ne 25-7-4227962-c, o1 26.12.2022 Ne 25-7-
4227962-A0M, N MPUHSIAQ peLleHre 06 OTKA3€e B COrAQCOBAHMM MPEAEAbHbBIX OTMY CKHbIX
LileH, 3ASIBAEHHbIX HO NEPEPErNCTPALMIO AEPIKATEAEM UAV BAOAEABLEM
PEerncTPaAUMoHHoro yaoctorepeHmns OO0 XK «MUP» (Poccus), Npon3BoACTBO (BCe
ctaanm) OAO HIMK «2CKOM» (Poccust), HO CAeAyoLME AEKAPCTBEHHDBIE MPENAPATHI,
BKAKOYEHHBIE B MEePEYEHb YKMBHEHHO HEOBXOAMMbBIX 1N BAMKHENLLIMX AEKAPCTBEHHbBIX
NPenapaToB.

1. «FALOKO30-2» (MHH — «AeKCTpo3a»), pacTBOp AAS UHPY3UA, 10%, 200 MA, By ThIAKG
CTEKASIHHAS (28) KOPOBKM KAPTOHHBIE (AAS1 CTALMOHAPOB), B pa3mepe 750,26 pyb.

2. «AOKO30-O» (MHH — « AeKCTpOo3a»), pACTBOR AAS MHDY 3K, 10%, 200 MA, BYTHIAKN AAS
KPOBU 1 KpoBe3ameHnTenen (28) Nnadkn KOpTOHHbIE, B pasmepe 739,07 pyb.

[MpeaeAbHblE OTMYCKHblE LieHbI HA BbiLLEYKA3AHHbIE AEKAPCTBEHHbIE MPENAPAThl HE
COrAQCOBbIBAIOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

B cooTtBeTCTBUM C NMYHKTOM 37 METOAMKM PACHETA NPEAEABbHBIX OTMYCKHbIX LIEH
NPON3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHbIE B MepeYeHb MM3HEHHO
HEOBXOAMMBIX 11 BODKHEWVLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPXKAEHHOMN
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 15.09.2015 Ne 979 (aanee
— MeToanKa), 1 BTOPbIM ab3auem nyHKTa 24 MNpaBvA NpW FOCY AQPCTBEHHOMN
perncTpaumm (nepeperncTpaumm) NPeAeAbHOM OTMNYCKHOM LieHbl HO BOCMPOM3BEAEHHbIN
AEKAPCTBEHHbBIV MPENAPAT MPON3BOAUTEAS TOCYAQPCTBA - YAEHA EBPA3NCKOro
3KOHOMMYECKOro COKO30 AASI BCEX YKA3CAHHbIX B PErMmcTpauuOHHOM YAOCTOBEPEHUN
AEKAPCTBEHHOIO NPENAPATA MPOU3BOAUTEAEN (MPOUN3BOACTBEHHbBIX MAOLLLOAOK
NPOUN3BOAMTEAS], YHACTBYHIOLLMX B MPOLECCE NPON3BOACTBA HA TEPPUTOPUN
FOCYAQPCTBA - YAEHA EBPA3MNCKOro aKOHOMMNYECKOrO COKO3A) YCTAHABAVBAOETCS
€AUHASA MPEAEAbHAS OTMYCKHAS LLeHA HO AEKAPCTBEHHbIV MPEnApAT AAS KAXKAON
AEKAPCTBEHHOMN GOPMbI, AOZUPOBKU (0B bEMA, MACCHI, KOAMYECTBA AO3 B NEPBUYHOM
YMNAKOBKE) N 06uw,ero KoAM4ecTsa BO BTOPUYHOM (NOTPebuteAbCcKom) ynakoske 6e3
y4eTa GOPMbl BbINMYCKA, 3A MCKAIOYEHMEM CAYYAEB, MPEAYCMOTPEHHbBIX MYHKTOM 25
[MpaBUA.

BMecTe ¢ TeM Ha nepeperncTpaLmio 3asIBAEHbDI PA3ANYHBIE MPEAEAbHbBIE OTMYCKHbIE
LIEHBI MPOMN3BOANTEASI HO AEKAPCTBEHHBIN MPENAPAT C OAHON AEKAPCTBEHHON GOPMOM,



AO3VNPOBKOW 1 OAMHOKOBbBIM OBLLIMM KOAMYECTBOM BO BTOPUYHOW (MOTPEBUTEABCKOM)
yNaKoBKe.

B aToM cBS13K B cooTBETCTBUM C NMyHKTOM 14 MNpaena, PAC Poccrm HONpPABAEH 3anpoc OT
12.12.2022 Ne TH/112165/22 0 npeAOCTABAEHUN YTOYHEHHBIX AOKYMEHTOB 1 CBEAEHNN.

MNpeacTaBAeHHbIMK HA 3anpoc PAC Poccum AOKYMEHTAMM 3ASIBAEHHbIE MPEAEABHbIE
OTMYCKHbIE LIEHBI HE MPUBEAEHbBI B COOTBETCTBME C TPEOOBAHNSIMM NYHKTA 37 METOAVKN U
NYHKTA 24 [MpaBUA.

B CBS131 C BbILLEN3AOYKEHHDBIM, B COOTBETCTBUM C MOAMYHKTAM «M» MyHKTA 19 MpaBmA
NPEBbILIEHNE MPEACTABAEHHbBIX AASI TOCY AQPCTBEHHOW NepeperncTpaLmm NnpeAeAbHbIX
OTMYCKHbIX LEH MPOM3BOANTEAS! HO AEKAPCTBEHHBIE MPENAPATLl HOA LEHAMM,
PACCYUTAHHBIMWN B COOTBETCTBUM C [TPABUAAMM U METOAMKOM, IBASIETCSI OCHOBOHVEM
AASI OTKA3A B COMAQCOBOHMM FOCY AQRCTBEHHOM PEMCTPALMN NPEAEABHBIX OTMYCKHbIX
LIEH MPON3BOANTEASI HO AEKAPCTBEHHbIE MPENAPATHI.

T.B. Hmkeropoales



