PELLEHWE
06 OTKA3€e B COrAQCOBOHUM NPEeAEAbHBIX OTMYCKHbIX LEH MOON3BOAUTEAEN
HA AeKdpCTBEHHbIE MpenapdTtbl, BKAKOYEHHbIE B NepeyYeHb >KM3HEHHO HEOBXOAMMBIX

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cooTtBeTCTBMM C NYHKTAMM 8 U MOAMNYHKTOM «Q» MyHKTA 19 [pABUA roCcy AQPCTBEHHOM
perncTpaumm n nepeperncTpaumm YCTOHOBAMBAEMbIX NPOMN3BOANTEASIMU
AEKAPCTBEHHDBIX MPENAPATOB MPEAEAbHBIX  OTMYCKHbIX LUEH HA AEKAPCTBEHHbIE
NPenapaThl, BKAKOYEHHbIE B MNEPEeYEHb MMUIHEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHbIX  MPEMNAPATOB, YTBEPMKAEHHbBIX MOCTAOHOBAEHMEM  [TPABUTEABCTBA
Poccumckon QPepepaumm ot 29.10.2010 Ne 865 (aanee - TMpaBuaa), DepepanbHAs!
OHTUMOHOMOABHAST CAYXKOO PACCMOTPEAd AOKYMEHTbl, MPEACTOBAEHHBIE MUCbMOM
MuHaapaBa Poccum ot 16.05.2016 Ne 20-4-4011564-Cc, 1 NPUHSIAQ peLlleHre o6 OTkase B
COMAQCOBAHUM MPEAEAbHbBIX OTMYCKHbIX LEH, 3ASIBAEHHbIX HAO nepepermncrtpauuio, 3A0
«BpbIHLAAOB-A» (POCCKS) HO CAEAYIOLLME AEKAPCTBEHHBIE MPENAPATHI, BKAKOYEHHDBIE B
nepeYeHb XUIHEHHO HEODXOANMbBIX 1 BAYKHENLLMX AEKAPCTBEHHBIX MPENAPATOBR:!

1. AekcameTason-OepentH (MHH-AeKCOMETA30H), PACTBOP AAS HbEKUMT 4 MT/MA, 1 MA -
AMMYAbl TEMHOIO CTEKAQ (D) - YNAKOBKM SIHEMKOBBIE KOHTYPHbIE (2) /B KOMMAEKTE C HOYKOM
OMMYAbHBIM AN CKOPUDUKATOPOM, ECAU HEOBXOAUM AAST AMMYA AQHHOMO TUMA/ - MAYKM
KQPTOHHbIE, B pasmepe 92,00 pyb.

2. AekcameTtaszoH-OepertH (MHH-AEeKCaMETA30H), PACTBOP AAS UHBEKLUMT 4 MT/MA, 1 MA -
AMMYAbl TEMHOIO CTEKAQ (D) - YNAKOBKU SIHEMKOBbIE KOHTYPHbIE (5) /B KOMMAEKTE C HOXXOM
OMMYAbHBIM AU CKOPUDUKATOPOM, ECAU HEOBXOAMM AAST OMIYA ACQHHOTO TUMNA/ - NAYKU
KQPTOHHbIE, B pasmepe 165,36 pyb.

3. Tanonepuraon-GepenH  (MHH-FTOAONEPUAOA), PACTBOR AASl  BHYTOUMBEHHOIO W
BHYTPUMbILLEYHOrO BBeAEHUST 5 Mr/MA, 1 MA - amnyAbl (8) - YNAKOBKU sHEMKOBbIE
KOHTYPHble (2)/B KOMMAEKTE C HOX»XOM QAMMYAbHbBIM UAM  CKAPUDUKATOPOM, €CAMU
HEOBXOAMM AASI OMIYA AQHHOMO TUMNA/ - NAYKK KAPTOHHbIE, B paamepe 43,65 pyo.

[NpeAeAbHble OTMyCKHble LUeHbl HA YKA3OHHble AEeKAQPCTBEHHble MpenapaTbl He
COrAQCOBbIBAKOTCSI MO CASAYIOLLMM OCHOBQOHUSIM.

Moy npoBeaeHUN 3KoHOMUMYecKoro aHaamda PAC Poccun BbISIBAEHO, 4Y4TO POCT
3APErNCTPUPOBAHHBIX MPEAEABHBIX OTMYCKHbIX LEH HA BbllUEYKA3AHHbIE MpenapaTh
305BAEH npoussoantenem B paamepe 20,11%. lNMpyn aTOM, M3 PACYETOB BEAUYMHDBI
YAOPOXAHUS, MPEACTABAEHHDBIX MPOU3BOAUTEAEM B MPUAOXKEHMM Ne 5 kK MeTtoauke
pACYETA  YCTAHOBAVMBAEMbBIX  MPOU3BOAUTEASIMM  AEKAPCTBEHHBIX  MNPEnAapaToB
NPEAEAbHbIX OTMYCKHbIX LEH HA AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHBIE B MEPEYEHDb
YKMBHEHHO HEOBXOAUMBIX U BODKHEWLUMX AEKAPCTBEHHBIX MPENAPATOR, Mpv KX
FOCYAQPCTBEHHOM PErMCTRAUNKM N MEPEPErNCTRAUNN, YTBEPIKAEHHOM NMOCTAHOBAEHNEM
MpaeuTtenbctea Poccumckon Qeapepaumm ot 15 ceHtabps 2015 r. Ne 979 (aanee —
MeToAMKA), CAEAYET, YTO DAKTNYECKOE YBEAUYEHME LEH HA CblPb€ U MATEPUAAbI,
MCMOAb3yEeMbIE MPW MPON3BOACTBE BbILLEYKA3AHHOIO MPEnApATA, A TAKKE HAKAQAHbBIX
pacxoaoB, coctaeasieT MeHee 20,11%.



B CBS3M C BbILLEN3AOYKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBuA
NPOEBLILLEHNE  MPEACTABASIEMON  AAS FOCY AQPCTBEHHOW perncTpaunm NAU
nepeperncTpaunm nMPeEAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEASI HO AEKAPCTBEHHDIV
NPEenapaAT HAA LUEHOM, PACCYATOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQHMEM AASI OTKA3A B COrAQCOBAHUM FOCY AQPCTBEHHOW PErMCTRALMM MPEAEABHON
OTMYCKHOM LEHbI MPOUN3BOANTEASI HO AEKAPCTBEHHBIN NPENAPAT.

A.b. Kawesapos



