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

N BOYKHENLLINX AEKAPCTBEHHBIX MPEenapaToB

B cootBerctBMM C nNyHKTOM 8 [IpaBUA TOCYAQPCTBEHHOM perucTtpaunm u
nepeperncTpaunm yCTAHABAMBAEMBbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX MNPENAPATOB
NPEAEAbHbIX OTMYCKHbIX LUEH HAO AEKAPCTBEHHbIE MPENAPAThI, BKAKOYEHHBIE B MNEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NOCTAHOBAEHMEM [lpaeutenbcTtBa Poccuiickom QPeaepaumm ot 29.10.2010 Ne 865
(paonee — [panad), DPepaepaAbHAST AHTVIMOHOMOABHAOST CAYXKOA PACCMOTPEAd
AOKYMEHTbI, MPEACTABAEHHbIE NMMCbMOM MuH3papaea Poccum ot 04.07.2016 Ne 20-4-
4016132-C, 1 NPUHSIAQ peLleHne 06 OTKA3e B COrACCOBOHUM MPEAEAbBHOM OTIYCKHOW
LeHbl CIMT OO0 «DapmAasHa» (PecnybAMKa BeAapycCb), HO CAEAYIOLWMA AEKAPCTBEHHbIV
NPEenapaAT, BKAIOYEHHbIN B MEPEYEHb H>KU3HEHHO HEOBXOAUMBIX U BOYKHEMLLMX
AEKAPCTBEHHBIX MPENAPATOB:

MeHToKCMOUAAMH (MHH — TTEHTOKCUOUAAMH), PACTBOP AAST MHOY3UKA 2 Mr/MA, 100 MA —
KoHTerHep (1) — nakeTbl (100) — awmKm KapToHHbIE, B pa3mepe 4 178,00 pyo.

[MpeAeAbHOsT  OTNYCKHAST UEeHA HA  YKA3AHHBIKM  AEKAQPCTBEHHBIM  MNPENAPAT HE
COrAQCOBbIBAETCSI MO CAEAYHOLLMM OCHOBAHUSIM.

B cooteetctBMM C MMCbMOM  MUH3APOBA POCCUM  AEKOPCTBEHHLIM  NpenapaT
MNeHTOKCNOUAANH (MHH = TIEHTOKCUDUAANH) B AEKAPCTBEHHOM GOpMe PACTBOP AAS
NHOY3UM 2 Mr/MA, mponseoanTens — PapmasHa CIT OO0, Pecnybamka Beaapycb
SIBASIETCSI BOCIMPOU3BEAEHHBIM AEKAPCTBEHHBIM MNpenapaTtoM. Ao 1 aHeapst 2016 1. B
KA4YeCTB e pePepeHTHOro AEKAPCTBEHHOro npenaparta PACCMATPVIBAACS
«OPUMMHAABHBIN»  AEKAQPCTBEHHbIM  MPenapaAT «TPeHTaA» B AEKAPCTBEHHOM dopMe
KOHLEHTPAT AAS MPUTOTOBAEHMS PACTBOPA AAS UHDY 3K, 20 MI/MA.

Mpw NpoeeaAeHn akoHoMMYeckoro aHaamnaa GAC Poccum BHISIBAEHO, YTO MPEAEAbHAS
OTMYCKHAST UEeHO HA BbILLEYKA3AHHbIM BOCMPOM3BEAEHHBIN AEKAPCTBEHHBIM MPEenapar,
PACCUYNTAHHAST NCXOAST M3 CTOMMOCTU OAHOM AEKAPCTBEHHOM GOPMbI, NpesblaeT 80
NPOUEHTOB  CpeAHer  3ApPErncCTpUPOBAHHOM  MPEAEAbHOWM  OTMYCKHOM  LiEHbl
MPOM3BOAUTEAST HO PEDEPEHTHBIN AEKAPCTBEHHBIV MPENAPAT, PACCHYUTAHHOW 30 MEPUOA
3 AET A0 TPEACTOBAEHUSI AEPXKATEAEM WAM  BAOAEAbLUEM PEMMCTPALMOHHOIO
YAOCTOBEPEHMS (YNIOAHOMOYEHHBIM UM AULIOM), YTO MPOTUBOPEYNT NYHKTY 6 MeToAnKn
pacyeta  YCTOHABAVMBOEMbIX  MPOM3BOAUTEASIMU  AEKAPCTBEHHbIX  MPEnapaToB
NPEAEAbHbBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPEnapaThl, BKAKOYEHHbIE B MepedeHb
YKMBHEHHO HEOBXOAUMBIX U BODKHEWLLMX AEKAPCTBEHHBIX MPENAPATOR, MpU KX
rOCYAQPCTBEHHOM PErMCTRAUNK 1 MEepeperncTpaunm, yTBEPIKAEHHOM NOCTAHOBAEHNEM
Mpaeutenbctea Poccumckon Qeapepaumm ot 15 ceHtabps 2015 r. Ne 979 (aanee —
MeTtoaAnKa).

B CBS3M C BbILLEN3AOYKEHHBIM, B COOTBETCTBMM C MOAMYHKTOM «B» MYHKTA 13 [MpaBuA
NPOEBLILLEHNE  MPEACTABASIEMOM  AASI  TOCYAQPCTBEHHOW  PErUCTRPAUMU  UAU
nepeperncTpaunm nMPeAEAbHOM OTMYCKHOM LEHbI MPOM3BOAUTEAST HO AEKAPCTBEHHDIN



NPEenapaAT HOA LUEHOM, PACCYATOHHOM B COOTBETCTBUM C METOAUKON, SIBASIETCS
OCHOBQOHMEM AASI OTKA3A B COFAACOBAHNN FOCY AQPCTBEHHOWM PErMCTPALMM MPEAEABHOM
OTMYCKHOWM LEHbI MPOUN3BOAUTEASI HO AEKAPCTBEHHBIN MPENAPAT.

A.b. Kaweeapos



