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
nepeperncTpaumm NPeAEAbHbIX OTMYCKHbIX LEH MPOM3BOANTEAEN HA
AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B NepeYdeHb MNU3HEHHO
HEOBXOAMMbBIX U BADKHEMLLMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHbIX
noctaHoBAeHneMm lMpaButenbcTea Poccuickom Geapepaumm ot 29.10.2010
Ne 865, ®eAepanbHAST QHTVIMOHOMOABHAST CAYYKOA PACCMOTPEAO AOKYMEHTHI,
NpPeACTABAEHHbIE MMCbMAM MH3APABA Poccum oT 24.09.2020 Ne 20-4-
4148690-c 1 o1 22.10.2020 Ne 20-4-4148690-A0M, U MPUHSIAQ peLueHne 06
OTKA3€ B COrAQCOBAHNM NPEAEABHOM OTMYCKHOW LEHbI, 3ASIBAEHHOW HA
pernctTpaumio 3A0 «MockoBCcKas dapmalerTuieckas dadpuka» (Poccus),
HO CAEAYHIOLLMN AEKAPCTBEHHbBIM MPENAPAT, BKAKOYEHHBIN B NMepeYeHb
YKN3HEHHO HEOBXOAMMbIX 1 BADKHENLLMX AEKAPCTBEHHBIX MPENAPATOB:

«AlueTUACAAMUMNAOBAS KWCAOTO» (MHH — « ALETUACOAULIMAOBQAST KUCAOTO®),
TabaeTkm, 500 mMr, 10 WT. - YNOKOBKM S4EVKOBBIE KOHTYPHbIE (2) - NAYKM
KAPTOHHbIE, B pasmMepe 13,33 pyb.

[peAeAbHAsT OTNYCKHAS LEHA HA YKA3AHHbBI AEKAPCTBEHHBIV NPENApAT HEe
COrAQCOBbLIBAETCS MO CASAYHIOLLMM OCHOBAHKSIM.

Moy NpoBEAEHUN SKOHOMMYECKOTO AHAAM3Aa GAC Poccum BhISIBAEHO
MpPeBbILLEeHME 3ASIBASIEMON MPEeAEAbHON OTMNYCKHOW LieHbl HA BblLLEYKA3AHHbI
AEKAPCTBEHHbIM NPEenApPAT HAA LEHON, PACCYUTAHHOM B COOTBETCTBUN C
TPEBOOBAHMSIMM MOAMYHKTA «Q» MYHKTA 14 MeToAMKM pacyeTa NpeAEAbHbIX
OTMYCKHbIX LEH MPON3BOAUTEAEN HO AEKAPCTBEHHbIE MPENAPATLI, BKAKOYEHHbIE
B NepeyeHb YKN3HEHHO HEOBXOAUMbIX 1 BADKHENLLIMX AEKAPCTBEHHbBIX
NPEnApPATOB, YTBEPXKAEHHOW MOCTAHOBAEHMEM [1paBUTEABCTBA POCCUNCKOW
Peapepaumm ot 15.09.2015 Ne 979 (Aanee — MeToaMKa).

B cooteeTCcTBMM C NyHKTOM 14 MparnA PAC Poccum HONPABAEH 3AMPOC OT
09.10.2020 Ne TH/88113/20 0 npeAOCTOBAEHUNN YTOYHEHHbBIX PACYETOB
NPeAEAbHbBIX OTMYCKHbIX LIEH B COOTBETCTBUM C TPEOOBAHMSIMU MOAMYHKTO «O»
nyHKTA 14 MeToAMNKN,

B cooTtBeTCTBUM C MOAMYHKTOM «Q» NMYHKTA 14 MeTOoAMKN, B CAyHOEe €CAM B
PAMKQAX OAHOIO PErnCTPALMOHHOIO YAOCTOBEPEHMS AEKAPCTBEHHOIO
NpenapaTa 30PErMCTPUPOBAHDLI NPEeAEAbHbIE OTMYCKHbIE LeHbl Ha



BOCMPON3BEAEHHBI AEKAPCTBEHHbBIV MPENAPAT C TAKOW YKE AEKAPCTBEHHOM
DOPMON N AO3INPOBKOM (KOHLEHTPAUMNEN, AKTUBHOCTBIO B € AIHMLIOX
AEVICTBUST), MPEAAArAEMAst K FOCY AQPCTBEHHOWM PErMCTPALMM MPEeAEAbHAS
OTMNYCKHAS LleHA HO BOCMPOM3BEAEHHBIN AEKAPCTBEHHBIV NPENAPAT HE MOXKET
NPEBLILLATL CTOMMOCTb OAHON AEKAPCTBEHHOW GOPMbl BOCMPOM3BEAEHHOIO
AEKAPCTBEHHOIO MPENAPATA, PACCUYUTAHHYHO MCXOAS N3 CPEeAHEro
APUPMETNHECKOTO 3HAYEHWS MOCAEAHMX 3APEMMCTPUPOBAHHDBIX LEH HA
BAVYKANLLINE CMEXKHBIE KOAMYECTBA AEKAPCTBEHHBIX GOPM BO BTOPUYHOWM
NoTPEBUTEABCKOM YNAKOBKE 3ASIBASIEMOIro AEKAPCTBEHHOIO MPENAPATA U
YMHOMKEHHYO HO KOAMYECTBO AEKAPCTBEHHBIX GOPM BO BTOPUNYHOM
NoTPEBUTEABCKOM YNAKOBKE 3ASIBASIEMOIrO BOCMPOU3BEAEHHOTO
AEKAPCTBEHHOIO MPENAPATA.

BmecTe ¢ TeM, YyTOYHEHHAS 3ASIBAEHHAS MPEASAbHAS OTIMYCKHAS LLEHA He
NPEVBEAEHO B COOTBETCTBME C TPEOOBAHMSIMUY MOAMYHKTA «O» MyHKTA 14
MeToAVKN, B TOM YUCAE NPEACTABASHHBIMW HA BbiLLEYKA3AHHbIN 3anpoc GAC
Poccum AOKyMeHTaMM,

B CBSI131 C M3AOXKEHHBIM, B COOTBETCTBUUN C MOAMYHKTOM «M» MYHKTA 19 [MpaBUA,
NpeBbILLeHME NPEACTABAEHHOW AAS TOCYAQPCTBEHHOW PerncTpaumm
npeAEAbHOW OTMYCKHOW LeHbl MPOM3BOANTEAS HO A€KAPCTBEHHbBIN NpenapaT
HOA LEHOWN, PACCHYUTAHHOM B COOTBETCTBUN C [lpaBnAaMM U MeTOANKOW,
SIBASIETCSI OCHOBAHMEM AAST OTKA3A B COMAQCOBOHUN TOCYAQPCTBEHHOMN
perncTpaunm npeAeAbHOM OTMNYCKHOW LIEHbI MOOUN3BOAUTEAS HA
AEKAPCTBEHHbIM Mpenapar.
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