PEIIEHUE
00 OTKa3e B COITIaCOBAHMM MPEAEIbHBIX OTITYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MIPENaparhl, BKIOUEHHbIE B IEPEUYEHb )KU3HEHHO HEOOXOAUMBIX
Y BAKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBerctBUM ¢ mnyHkTOM &8 IIpaBHJI TOCYHapCTBEHHOW pETUCTPALMHU U
MEPEPETUCTPALIMM yYCTAHABIMBAEMbIX IPOU3BOJIUTEISAMHU JICKAPCTBEHHBIX IMIPENapaTroB
MPEACIIbHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpENapaThl, BKIOUEHHBIE B IEPEYEHb
’KU3HEHHO HEOOXOIMMBIX M BaXXHEHIIMX JIEKAPCTBEHHBIX IPEMapaToB, YTBEP>KICHHBIX
nocranoBienneM IIpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (manee
- IlpaBuna), denepasbHas aHTUMOHOIOJBHAS CIyXKO0a paccMOTpesia JOKYMEHTHI,
npeAcTaBieHHble mucbMoM Mun3zapaBa Poccuu ot 09.02.2017 Ne 20-4-4036527-c, u
IOpUHSUIA pelleHne o0 OTKa3e B CONIACOBAHMM IMPENEIbHON OTIMYCKHOW IEHBI
Yopnn Memuuua Unau Can Be Tumxk AL (Typuus) Ha crneayroliuid JeKapCTBEHHBIM
npenapar, BKJIIOYEHHbIH B IIE€PEYEHb JKU3HEHHO HEOOXOJUMBIX M Ba)KHEHIIMX
JIEKAPCTBEHHBIX IPEMAPATOB:

Bepracopr (MHH — CansbyTamo:), a’po30ib JJIsi WHTAISAIUA JO3UPOBAHHBIN,
100 mxr/moza, 200 no3, - OayuIOHBI a’pO30JIbHBIE ATOMUHHUEBBIE C JO3UPYIOLIUM
YCTPOMUCTBOM C MHAMKATOPOM KosmuecTBa 7103 (1) - /B KOMIUIEKTE C pacHbLIUTEIEM U
KOJITIAYKOM 3alIUTHBIM/ TAYKW KaPTOHHBIE, B pazmepe 85,93 pyO.

[IpenenbHass OTIyCKHAsi LI€HA Ha YKa3aHHbIA JICKAPCTBEHHBIM IIpEnapar He
CONNIACOBBIBAETCA 110 CIEAYIOLIUM OCHOBAHUSM.

®AC Poccum B X0Je PKOHOMHYECKOTO aHajin3a Obla MpOBEJEHA MpPOBEpPKa IO
OMpEJICTICHUIO 3apErUCTPUPOBAHHBIX I1I€H Ha mnpenapar BepracopT B cTpaHax B
coorBeTcTBUM ¢ mnpwioxkenueM Ned £k Meroauke pacyera yCTaHaBIMBAEMbIX
IIPOU3BOAUTENSAMHA JICKAPCTBEHHBIX INIPENAparoB MPEIEIbHBIX OTIIYCKHBIX II€H Ha
JIEKapCTBEHHbIE Mpernaparbl, BKIIOUYEHHbIE B MEPEYEHb MKU3HEHHO HEOOXOIUMBIX H
BOKHEWIINX JIEKAPCTBEHHBIX IIPENApaToB, NPU KX TOCYJAPCTBEHHOW PETUCTpaluu U
[IEpEPETUCTPaALliH, YTBEPXKIACHHOM IocTaHoBieHueM IlpaBurenscTtBa Poccuiickon
Oenepanuu ot 15.09.2015 Ne 979 (nmanee — Metonuka). Ha ocHOBaHMM JTaHHBIX,
colepKaluxcsi B Marepualiax, MPEACTABICHHBIX MPOU3BOAUTEIEM, YCTAHOBIECHO, YTO
MUHHMAaJlbHAsl OTIyCKHas I1I€Ha Ha JaHHBIA Tmpemapar (NMpu TMepecueTe Kypca
nomnapa CIHIA na gary nogauu 3asiBienust B Munszapas Poccun) B Typernkoit PecryOnrike
(cTpaHa MPOM3BOJAWTENSA) HUKE 3asBJICHHOW HA PETUCTPALMIO MPEIETbHOW OTITYyCKHOM
LEHBI 0€3 yueTa pacxoJi0B, CBA3aHHBIX C TAMOXEHHBIM O(pOpMIICHUEM.

B cBsi3u C BBIIIEU3TI0KEHHBIM, B COOTBETCTBUM C MOJIMYHKTOM «B» ITyHKTa 13
[IpaBry1 TpEBBIIEHHE MNPEACTABISIEMON ISl TOCYAAPCTBEHHOW PEruCTpauuy WU
[IEPEPETUCTPALIMN TIPENEIBHON OTHYCKHOW IEHBI IPOW3BOAMUTENS Ha JIEKAPCTBEHHBIN
mpenapar HajJ UEHOW, pPACCUMTAHHOM B COOTBETCTBUM C METOOUKOW, SIBISETCS
OCHOBAaHHEM JUIsl OTKa3a B COIVIACOBAaHWU TOCYJAPCTBEHHOW DPETUCTPALMHU IPEAEIbHON
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OTHYCKHOﬁ ICHBI IIPONU3BOAUTCIIA HA JIGKapCTBeHHBII;'I IMpcCIiapar.

A.b. Kamesapos
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