PEHIEHUE
00 OTKa3e B COITIaCOBAHMM MPEIEIIbHBIX OTITYCKHBIX LIEH MPOU3BOIUTENEH
Ha JIEKapCTBEHHBIE [TPENapaThl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIINX JIEKAPCTBEHHBIX MPENAPATOB

B coorBercTBuM ¢ myHkTtamu 8 u 21 IlpaBun rocynapCTBEHHOM pErucTpanvii U
NIEPEPETUCTPALMN YCTAHABIMBAEMbIX IPOU3BOAMUTEISIMA JIEKAPCTBEHHBIX IIPENapaToB
IIPENEIbHBIX OTIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IMpEnaparbl, BKIOUYECHHBIE B I1€PEUYCHb
KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, YTBEPKICHHBIX
nocra"oBiienneM [IpaButensctBa Poccuiickonn ®enepaunn ot 29.10.2010 Ne 865,
®denepanbHas aHTUMOHONOJBHAS CIIy>)k0a paccMOTpesia JTIOKyMEHTBI, MPEICTaBICHHbIE
MACbMOM Mun3npasa Poccun oT 21.08.2017 Ne 20-4-4050758-c,
U TpUHSAJIA pelieHre o0 OTKa3e B CONIACOBAaHUHU MPEAENIbHONW OTHYCKHOM LEHBI,
npeacTaBieHHoM Ha nepepeructpamnuio 3A0 «DapmPupma «Cotekce» (Poccus); mp.,
neps. yn. - PETIJIEK ®APM OOO Cxonbe (PecnyOnuka Makenonusi); BTOp. Y., BBIII. K.
- 3AO0 «®apmbupma «Coteke» (Poccus) Ha ciemyromuii JIeKapCTBEHHBIN Iperapar,
BKJIFOUEHHBIII B TEpPEYeHb >KU3HEHHO HEOOXOAMMBIX W BAXKHEHMIIHUX JIEKaPCTBEHHBIX
IIpenaparos:

®namakc ¢popre (MHH — Ketompoden), TabrneTku, MOKPHITHIC ILICHOUYHON
o6osnoukoit, 100 mr, 10 mIT., - KOHTYpHBIE TYEHKOBBIC YIIAKOBKH (2) — MaYKu KapTOHHBIE,
B paszmepe 122,90 pyO®.

[IpenenbHass OTHyCKHAas II€HAa HAa YKa3aHHBIM JICKAPCTBEHHBIM IIperapar He
COIIACOBBIBAETCS MO CIEAYIOIIMM OCHOBAHHUSM.

[Ipn npoBenenun sxoHoMuueckoro anammsza @AC Poccum BBISIBIEHO, YTO POCT
Kypca HallMOHAJIbHOW BAJIIOTHI TOCYIapCTBA-IPOU3BOIUTEINS JIEKAPCTBEHHOTO Mpernapara
K pyOnro 3a mepuoAg  Cco  JIHA TOCYAapCTBEHHOM perucrpauudud  (mocjaeaHeu
NepPeperucTpalum) npeaebHOW OTIMYCKHOM II€Hbl MPOM3BOAUTENS HA JIEKAPCTBEHHBIM
mpenapar 0 JAarbl IOJAaYu JOKYMEHTOB Ha HMX OYEPEIHYI IEPEPETUCTPAlUI0 HE
MPEBBIIIAET MPOTHO3UPYEMBIM ypOBEeHb HWHQUISIIMU TEKYIIEro Toja, YCTaHOBIEHHBIH
dbenepanbHbBIM 3aKOHOM O (ermepanbHOM OIOKEeTe Ha COOTBETCTBYIOIIMN (DMHAHCOBBIN
rol W IUIAHOBBIM MEPHUOJ, YTO NMPOTHBOPEYUT IOAIYHKTY «a» IyHKTa 23 Meroauku
pacuera yCTaHaBIMBAEMBIX ITPOU3BOAUTEISAMHU JEKAPCTBEHHBIX NPENApaToB MPEAEIbHBIX
OTIIYCKHBIX LIEH Ha JIEKAPCTBEHHBIE IpEnaparbl, BKIIOYEHHbIE B IE€PEYECHb >KU3HEHHO
HEOOXOIMMBIX M Ba)XKHEHIIMX JEKAPCTBEHHBIX IMPENaparoB, IPH HX TIOCYJapCTBEHHOU
perucTpalvd M MepeperucTpaluu, YTBEpXKIACHHOW mnocTaHoBieHHeM [lpaBurenbcTBa
Poccuiickoit ®enepanun ot 15.09.2015 Ne 979 (nanee — Metoauka).

B cBs3u C BBILIEU3IOKEHHBIM, B COOTBETCTBUU C MOAMYHKTOM «B» NyHKTa 13
IIpaBun ImpeBBIIEHUME MPEACTABIIEMON I TOCYIapCTBEHHOW pPETUCTpalMU WU
NEepPEePerucTpaluy MpeaebHOW OTIYCKHOM II€Hbl MPOU3BOJIMTENS Ha JIEKAPCTBEHHBIH
mpenapar HaJ LEHOW, pacCYUTaHHOW B COOTBETCTBUM C MeETOAMKON sIBIsETCS
OCHOBAaHHUEM JUIsl OTKa3a B COIVIAaCOBAaHWU TOCYJAPCTBEHHOW PETUCTPALMHU TMPEAEIbHON
OTITyCKHOM LIEHBI IPOM3BOAMTENIS HA JIEKAPCTBEHHBIN ITpenapar.
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