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
nepeperncTpaumm yCTOHABAVMBOEMbIX MPOUN3BOAMUTEASIMUA AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENnAPAThl, BKAKOYEHHbIE B MNEepedeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWLLMX AEKAPCTBEHHbIX MPENAPATOR, YTBEPXKAEHHbBIX
NoCTAHOBAEHMEM lNpaBuTenbcTBa Poccuinckom Qeaepaumm ot 29.10.2010 Ne 865 (aanee
— [Mpaenaa), PepAepAAbHAST AHTVIMOHOMOABHAST CAYXKOA PACCMOTPEAD AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3apaea Poccum ot 02.11.2016 Ne 20-4-4026665-c, v
NPUHIAQ pelleHne o6 OTKA3e B COrMAQCOBOH U U MPEAEAbHBIX OTNYCKHbIX LeH OAO
«CUHTE3» (POCCUS) HO CAEAYIOLWNA AEKAPCTBEHHBIV MPENAPAT, BKAKOYEHHbBIV B MEPEYEHD
YKMBHEHHO HEOBXOAMMBIX V1 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

1. Marumsa cyaboat (MHH - MarHmnsg cyAb®aT), PACTBOP AASI BHYTPUBEHHOTO BBEAEHMS
250 Mr/mMA, 5 MA — amMniyAbl (5) / B KOMNAEKTE CO CKAPUPUKATOPOM, ECAMN HEODXOANM
AAST OMIMYA AQHHOIO TUMNA / YNAKOBKM SIHEMKOBbIE KOHTYPHbIE (2) — MNAYKM KAPTOHHbIE, B
pasmepe 20,68 pyb.

2. Marnuns cyab®aTt (MHH - MarHmst cyAb®ar), pACTBOP AAS BHYTPUBEHHOIO BBEAEHMS
250 mr/mA, 10 MA — amnyAabl (10) / B KOMIOAEKTE CO CKAPUDUKATOPOM, ECAU HEOBXOANM
AASI OMIMYA AQHHOIO TUNA / — KOPOBKM KAPTOHHbIE, B pa3mepe 41,37 pyb.

3. Marnmsg cyabdat (MHH - MarHmst cyAb®ar), pACTBOP AASI BHYTPUBEHHOMO BBEAEHUS
250 mMr/MA, 10 MA — amnyAbl (8) / B KOMMNAEKTE CO CKAPUPUKATOPOM, ECAN HEOBXOAUM
ANAST AMIMYA AQHHOTO TUMNA / YMAOKOBKM SIMEVMKOBbIE KOHTYPHbIE (2) — MNAYKM KAPTOHHbIE, B
pasvepe 41,37 pyb.

[MpeaeAbHble  OTMYCKHble LUEeHbl HA  YKA3AHHbII  AEKAPCTBEHHbIM MPENAPAT He
COrAQCOBbIBAKOTCSI MO CACAYIOLLMM OCHOBOHUSIM.

Mpw NpoBeAeHn aKkoHOMMYeCKoro aHaAnda GAC Poccum BbISIBAEHO, YTO MPEAEAbHbIE
OTMYCKHblE LiEHbl HA BbILLEYKA3AHHbIM BOCMPOM3BEAEHHBIN AEKAPCTBEHHbIM MPEenapar,
PACCYNTAHHbIE MCXOAS M3 CTOMMOCTV OAHOM AEKAPCTBEHHOM DOPMbI, NpesbiwatoT 80
MPOLEHTOB  MAKCUMOABHOM  3AQPErMCTPUPOBAHHON MPEAEABHOM  OTNYCKHOM  LeHbl
NPOUN3BOAMUTEAST HO QHAAOMMYHBIM AEKAPCTBEHHbBIM NPenapaTt (Mo MeXXAYHAPOAHOMY
HENATEHTOBAHHOMY HAVMEHOBAHUIO WAM MPW €ro OTCYTCTBUM - XUMUYECKOMY WAU
rPynnMPOBOYHOMY  HOVMMEHOBAHWMIO,  AEKAPCTBEHHOM  dOpMe U AO03UPOBKe
(KOHUEHTPAUMN, QAKTUBHOCTM B EAMHULAX AENCTBUS), PACCHATAHHOM UCXOAST M3
MOKCUMAABHOM CTOMMOCTM OAHOM AEKAPCTBEHHOW GOPMbI, YTO MNPOTUBOPREYNT MyHKTY 6
MeToAMKN pacHETA YCTAHABAMBAEMbIX MPON3BOANTEASIMU AEKAPCTBEHHBIX MPENAPATOB
NPEAEAbHBIX OTMYCKHbIX LEH HAO AEKAPCTBEHHbIE MPENAPAThl, BKAKOYEHHbIE B MNEepedYeHb
YKMBHEHHO HEOBXOAUMBIX U BODKHEWLUMX AEKAPCTBEHHBIX MPENAPATOR, Mpv KX
FOCY AQPCTBEHHOW PErCTPALUM N NepeperncTpaunm, yTBEPIKASHHOM NMOCTAHOBASHNEM
MNpaeutenbcTea Poccuimckon Geapepaumm ot 15.09.2015 Ne 979 (aanee — MeToanKa).



B CBS13M C BbILLEN3AOYKEHHBIM, B COOTBETCTBUN C MOAMYHKTOM «B» MyHKTA 13 TpABUA,
NpeBbllUEeHMEe NPEeACTAOBAEHHON  AASl  TOCYAQPCTBEHHOM  perncTpaum  UAU
nepeperncTpaumm nPEAEAbHOM OTMYCKHOM LEHbl MPOU3BOAUTEASI HO AEKAPCTBEHHDIN
NPEenapaAT HAA UEHOM, PACCYATOHHOM B COOTBETCTBUM C METOAMKOWM SIBASIETCS
OCHOBOHMEM AAST OTKA3A B COMAQCOBOHUM TFOCYAQPCTBEHHOM PErncTpaumMmn UnAm
nepeperncTpaumm nPEAEAbHOM OTMYCKHOM LEHbl MPOMU3BOAUTEASI HO AEKAPCTBEHHDIN
npenapar.

A.b. Kawerapos



