PELLEHUE
06 oTKa3e B COrAQCOBAHUM MPEAEABHbIX OTMYCKHbIX LLeH MPON3BOAUTEAEN
HO A@KAPCTBEHHbIe NPEenapaThl, BKAIOYEHHbIE B NepeYeHb XXN3HEHHO HEO6XOANMMbIX

M BODKHEULWNX A€KAPCTBEHHbIX NPenapaTos

B  cooteerctBUM  CnyHKTOM 8 [IpOBUA TOCYAQPCTBEHHOM pernctpaumm u
nepeperncTpaunm yCTaHABAMBAEMDbIX MPOOV3BOAUTEASIMU AEKAPCTBEHHBIX NPENAPATOB
NPEAEAbHbIX OTIMYCKHbIX LUEH HA AEKAPCTBEHHbIE MPENAPATHI, BKAKOYEHHBIE B MEPEYEHDb
YKM3HEHHO HEOBXOAMMBIX U BODKHEWLLMX AEKAPCTBEHHbBIX MPENAPATOR, YTBEPXKAEHHDBIX
NocTaHoBAeHMEM lMNpaBuTeabcTea Poccuinckon Geaepaumm ot 29.10.2010 Ne 865 (aanee
- Mpaeunaa), PepAepAAbHAST AHTUMOHOMOABHAST CAYXXOA PACCMOTPEAQ AOKYMEHTHI,
NPEACTABAEHHbIE MMCbMOM MuH3ApaBa Poccum o T25.04.2018 Ne 20-4-4067763-c, v
NPUHSIAQ  peleHne o6 OTKa3e B COMAQCOBAHUM MPEAEAbBHOM OTMYCKHOW LEHbI,
3agBAEHHOM Ha permnctpaunio OAO  «Teepckasi GAPMALEBTVYECKAST OABpUKa»
(Poccus), HaA CAeAYyOWMN AEKAPCTBEHHbIM MNPENAPAT, BKAKOYEHHBIM B MNepedYeHb
YKM3HEHHO HEOBXOAMMBIX V1 BODKHEWVLLIMX AEKAPCTBEHHBIX MPENAPATOB:

NIOrOASt PACTBOP € rAnuepuHOM (MHH — Moa+(Kaanst moamna+TAULEDPOA)), PACTBOP AAS
MEeCTHOr O npmMeHeHKst, 30 I - PAQKOHbI TEMHOIO CTEKAA (1) - MAYKA KAPTOHHAS, B
paamepe 17 pybaewn.

[MpeAeAbHAs OTMNYCKHAS LleHA HO YKA3AHHbBIM AEKAPCTBEHHbBIV NPENAPAT HE
COrAaCoBbIBAETCS MO CACAYOLWLMM OCHOBAOHMSIM,

B cootBeTCTBUMM C MYHKTOM 5 METOAUKM PACYHETA YCTAHOBAMBAEMbBIX MOOUIBOAUTEASIMU
AEKOPCTBEHHbBIX  MPENAPATOB  MPEAEAbHbIX  OTMYCKHbIX LUEH HA AEKOPCTBEHHbIE
NPEenapaThbl, BKAKOYEHHBIE B MNEPEeYEHb HKMBHEHHO HEODXOAMMDBIX 1 BAYKHEWMLLIVX
AEKAPCTBEHHbIX  MNPEenapaToB, MPW  UX  TFTOCYAQPCTBEHHOM  pernctpaumm  u
nepeperncTpaunm, YTBEPIKAEHHOW MOCTAHOBAEHVEM [lpaBuTeAnbCTBA POCCUNCKOW
Pepepaumm ot 15 ceHTtabps 2015 r. Ne 979 (panee — MeToaMKQ), NP pacyeTe
NPEAEABHON OTMYCKHOM LEHbI HO AEKAPCTBEHHBIV NPENAPAT MPOU3BOACTBA MOCYAQPCTB
— YAEHOB EBPA3NNCKOro SKOHOMMYECKOrO COKO3A B PAMKAX OAHOIMO PErnMCTPALMOHHOMO
YAOCTOBEPEHMSI  AEKAPCTBEHHOrO  MPEnapata  Mpuv  M3MEHEHUM  KOAMYECTBA
AEKOPCTBEHHOroO MPEenapaTta  BO BTOPUYHOM  (MOTPEOUTEABCKOM) YMNAKOBKE He
AOMYCKAETCS YBEANYEHWSI CTOMMOCTY OAHOW AEKAPCTBEHHOM GOPMbI.

MNP NPOoBEAEHUN SKOHOMMYECKOTO QHOAM3A YCTAHOBAEHO, YTO HA AEKAPCTBEHHbIN
npenaparT «\loroAsl PACTBOP C rAMLepuHoM» (MHH - Moa+(Kaanst moana+TAULEPOA))
PACTBOP AASI MECTHOTO MPUMEHEHWSI, 25 T - GAAKOHBI TEMHOIMO CTEKAQ, MPOU3BOACTBA
OAO «TBepckas @apmauestTuyeckass ¢oabpukar» (Poccus))  (PermcTpaumoHHOE
yaocTtoBepeHe P NO01089/01-2002) 30perncTpmpoBaHA NPEAEAbHAS OTMYCKHAS LEHA
B pasmepe 6,30 pybaen (nprkad MuHsapaesa Poccum ot 24.03.2015 Ne 299/20-15), yto B
nepecyete HA OAHY AEKAPCTBEHHYLOD dopMy cocTaeagaeT 0,25 pyb. Takum obpasom,
3QSIBAEHHASI K PErncTpaumm MpeAEeAbHASsT OTMYCKHASI LUeHa B PAMKOX OAHOro
PErMCTPAUMOHHOIO  YAOCTOBEPEHMST  MPEBLILLAET pPAHEe  3APErMCTPUPOBAHHYHO



NPEASAbHYIO OTMYCKHYIO LieHY U3 PACYEeTA CTOMMOCTY OAHON AEKAPCTBEHHOW GOPMBbI.

B CBSI3N C BBHILLEN3AONKEHHBIM, B COOTBETCTBUM C MOAMYHKTOM «B» MYHKTA 13 [MpaBUA
NPeBbILUEeHNE  MPEACTOBASIEMON  AASl  TOCYAQPCTBEHHOM  PEeructpaumm  UAU
nepeperncTpaLmMM NPeAESAbHOM OTMYCKHOW LeHbl MPOU3BOAUTEAST HO AEKAPCTBEHHbIV
NPenapaT HOA LEeHOM, PACCYUTOHHOM B COOTBETCTBUMM C METOAUKON, SIBASIETCS
OCHOBOHMEM AAST OTKO3A B COrAQCOBAHUM FOCY AQPCTBEHHOM PErncTpaLmMmM NPeASAbHOM
OTMYCKHOW LieHbl MPON3BOAUTEAST HO AEKAPCTBEHHbIN MPEenapaT.

A.b. Kaweeapos



