PELLIEHWE
06 OTKA3€e B COrAQCOBAHNM MPEAESAbHbBIX OTMYCKHbIX LIEH MPON3BOANTEAEN
HO AeKAPCTBEHHbIE MPEenAPATbl, BKAKOYEHHBIE B MepeYeHb YKM3HEHHO HEOOXOAUMbIX

N BAYKHENLLNX AEKAPCTBEHHBIX MPENAPATOB

B cooTtBeTCTBUM C NMYHKTOM 8 [NPABUA FOCY AQPCTBEHHOW PEMMCTRALMN U
nepeperncTpaLmm yCTAHABAMBAEMbIX MPOOUIBOAUTEASIMN AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHbBIX OTMYCKHbIX LleH HO AEKAPCTBEHHbIE NPENAPATHI, BKAKOYEHHDIE B NEPEYEHD
YKNBHEHHO HEOBXOAMMBIX 11 BODKHEWLLIVMX AEKAPCTBEHHBIX MPENAPATOB, YTBEPIKAEHHDBIX
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccumckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
- NMpaenaa), PeAepaAbHAS AHTUMOHOMOABHAST CAYYKOA PACCMOTPEAT AOKYMEHTHI,
NPeACTABAEHHbIE MMCbMOM MuH3Apaea Poccum ot 09.06.2016 Ne 20-4-4013459-c, n
NPVHSIAQ peLleHmne 06 OTKa3e B COrAQCOBAHNN MPEAEAbHBIX OTMYCKHbIX LIEH

OO0 «OxxPapm» (Poccus), HO CAEAYIOLLNE AEKAPCTBEHHBIE MPENAPATbI, BKAKOYEHHbLIE B
nepeYeHb MUIHEHHO HEOBXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

1. Aioroab (MHH - Noa+(Kaanst noanA+TAVLEPOA)), PACTBOP AASI MECTHOIO MPVMEHEHMS]
1 %, 25 MA, - ®AQKOHDBI (1) / B KOMMNAEKTE C PACTBIAUTEAEM C HOKOHEYHNKOM / - MAYKM
KQPTOHHbIE, B pa3mepe 72,98 pyb.

2. Atoroab (MHH - Moa+(Kaaums NOAVA+T AMLLEPOA)), PACTBOPR AASI MECTHOIO NMPUMEHEHMS
1 %, 50 MA, - ®AAQKOHbI (1) / B KOMMNAEKTE C PACTBIAUTEAEM C HOKOHEYHNKOM / - MAYKM
KQPTOHHbIE, B pasmepe 86,51 pyb.

MpeaAeAbHble OTMYCKHbIE LIEHbI HO YKA3AHHBIE AEKAPCTBEHHbBIE NPENAPATbl HE
COrACQICOBbIBAKOTCS MO CAEAYIOLLIMM OCHOBOHWISIM.,

MNpwv NPOBEAEHNN SKOHOMUYECKOrO AHAAM3A DAC Poccum yCTAHOBAEHO, YTO
MPOV3BOAUTEAEM 30BbILLEHBI LIeHbl HO ChIPbE, A UMEHHO Ha «Kaanst Moama»,
MCMNOAb3YEMbIV MPW MPOM3BOACTBE OCHOBHOMO ChIPbSl, YTO MOBAMSIAO HO PACYET
cebeCToOMMOCTM BbILLEYKA3AOHHOMO AEKAPCTBEHHOIO NPenapaTal.

Kpome Toro, npeaeAbHAs OTryCKHAS LEeHA HO AEKAPCTBEHHbBIN NPEenapaT «/AIOroAb»
(MHH - Noa+(Kaaust moana+TAULEPOA)), PACTBOP AASI MECTHOMO MPUMEHEHUS 1 %, 25 MA,
- PAQKOHBI (1) / B KOMMNAEKTE C PACMBbIAUTEAEM C HOKOHEYHMKOM / - MAYKM KOPTOHHbIE,
PACCUYNTAHHAS MUCXOAS M3 CTOMMOCTU OAHOW AEKAPCTBEHHOM GOPMbI, NpesbilaeT 80
NPOUEHTOB MAKCHMAAbHOW 3QPErMCTRMPOBAHHOW MPEAEABHOM OTMYCKHOM LieHbI
NPOUN3BOAUTEAS HO QHOAOTNYHBIN AEKAPCTBEHHBIV MPEnApaAT (MO MEXXAYHAPOAHOMY
HEeNATEHTOBAHHOMY HAVMMEHOBAHMIO MAU MPU €ro OTCYTCTBUM - XMMUNYECKOMY AU
rPYyNMMPOBOYHOMY HOMMEHOBAHUIO , ACKOPCTBEHHOW GOPME N AO3UNPOBKE



(KOHUEHTPAUMN, OKTVBHOCTV B EAVHULIOX AENCTBUS), PACCUYUTAHHOM NCXOAS 13
MAKCUMAOAbHOW CTOMMOCTU OAHOW AEKOPCTBEHHOW QOPMbI, HTO MPOTUBOPEYUT NYHKTY 6
MeTOAVKM PACYETA YCTAHABAMBAEMBbIX MPOOM3BOANTEASIMUN AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LIEH HO AEKAQPCTBEHHbIE NPENAPATHI, BKAKOYEHHBIE B MEPEYEHD
YKM3HEHHO HEODXOAMMBIX U BAYKHEVLLIMX AEKAPCTBEHHbBIX MPENAPATOB, MPW 1X
FOCYAQPCTBEHHOM PErMCTPALMM U NEPEPErNCTRALNN, YTBEPIKAEHHOW MOCTAHOBAEHNEM
MNpaeutenbcTea Poccuimckon Gepepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).

B CBSI13M C BbILLEN3AOMKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 MPABUA
NpeBbILLEHNE NPEACTABASIEMON AASI FTOCY AQPCTBEHHOW PErncTPALUM AU
nepeperncTpPaLMY NPEeASAbHOM OTNYCKHOM LieHbl MPON3BOAUTEAS HO AEKAPCTBEHHbIN
NPenapaAT HOA LEHON, POCCYUTAOHHOM B COOTBETCTBUM C METOAMKON, SIBASIETCS
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaALUmM NPEeASAbHOM
OTMYCKHOW LieHbl MPON3BOAUTEAST HO AGKAPCTBEHHbIN MPEenapar.



