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

B coorBerctBUM ¢ myHkToM 8 IlpaBui TOCYIapCTBEHHOW pETUCTpALMU U
MepeperucTpaluyu yCTaHABIUBAEMbIX TPOU3BOJUTEISAMH JICKAPCTBEHHBIX TMperapaTroB
MpeCIIbHBIX OTIYCKHBIX 1IE€H Ha JICKAPCTBEHHBIC Iperaparhl, BKIOYCHHBIC B MEPEUCHb
’KU3HEHHO HEOOXOIUMBIX W BaXKHEHIIMX JIEKAPCTBEHHBIX IpPENapaToB, YTBEP>KICHHBIX
nocraHoyiennueM IIpaBurennscTBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nmanee
- IlpaBuna), ®enepasbHas aHTUMOHOIOJBHAS CIYyXKO0a paccMoOTpesia JOKYMEHTHI,
npeAcTaBiIeHHble mUcbMOM MunznpaBa Poccun ot 23.11.2017 Ne 20-4-4055827-c, u
NpUHsUIa perieHne 00 oTka3ze B cortacoBaHuu 10 mpenenbHBIX OTHYCKHBIX IieH 3AO
«buokan» (Poccust), 3asiBlI€HHBIX B BblllIEyKa3aHHOM nucbMe Mun3zapaBa Poccuu, Ha
JICKapCTBEHHBIN Tperapar, BKIIOYCHHBIH B TEPEUYCHb JKU3HEHHO HEOOXOAWMBIX U
BXHEHIIMX  JIEKAPCTBEHHBIX  MpenaparoB, «ODHOkcamapuH  Hatpus»  (MHH
«JHOKCAapuH HATPUSI»).

[IpenenbHble OTIMYCKHBIE IIEHBI HA YKa3aHHBIM JICKAPCTBEHHBIM TMpermapar He
COIIACOBBIBAIOTCSA IO CJIEAYIONIEH MpUYUHE.

[Ipu npoBenenun skoHOMuYeckoro aHaimumza ®AC Poccum yCTaHOBIIEHO, 4YTO
3asiBUTEJIEM B KaueCTBE JOKYMEHTAJIBHOTO TMOATBEPXKICHUS CTOMMOCTH CyOCTaHIIMH
«DHOKCanmapuH HaTpus» MpEACTaBICHA Ipy30Bas TaMOXKXEHHAas JeKiapanus (manee —
I'TH) or 03.04.2017 Ne 10005023/030417/0027665, B COOTBETCTBHUU ¢ KOTOPOH BBE3ECHO
100 rpamm apmaiieBTUUECKON CyOCTaHIIMN « DHOKCANApUH HATPHUs» cTOUMOCThI0 17,00
nomnapoB CIHIA 3a 1 rpamm, uto B mepecuere Ha nary ['TJ[ cocrasmser 951,33 py0.
Takum 00pa3oM, CTOMMOCTh (hapMaIEBTHUECKON CyOCTaHIIUU «DHOKCAIMAPUH HATPHS» C
Y4ETOM TaMOXKEHHBIX pacxoloB coctasiser 953,83 pyO. Ilpu 3Tom, 3asBuUTENIEM B
KaJIbKYJIALMM 3aTpaT CTOMMOCTh (hapMalleBTUUYECKOW CyOCTaHIIMM yKa3aHa B pa3Mepe
1022,74 py6., yto Ha Oosnee yem 7 % TMpEBBIIIAET YPOBEHb LIEHbI, YKa3aHHOW B
Bblleykazansou I T/I.

®denepanbHas ~ AaHTUMOHOIOJBHAs ~ COy»k0a  cooOliaeT, 4YTO B  paMKax
MexBeoMcTBEHHOTO B3auMmoaencTeusa ¢ @TC Poccun nmpoBeeHa NpoBEPKa CBEACHUM O
BBO3€ CYOCTaHIIMM Ha 3asBJICHHBIM JIEKAPCTBEHHBIN Mpernapar 3a COOTBETCTBYIOIIMIA
OTUYETHBIN MTEPUO/I.

Tak, ®AC Poccuum yCTAaHOBJIEHO, YTO B COCTABE KOMILIEKTa JIOKYMEHTOB
OTCYTCTBYeT MHGOpMaIHsI O BBO3E CyOCTaHIINKM «DHOKCAMAPUH HATPHUS» HA TEPPUTOPHUIO
Poccuiickoit ®enepauun ot 20.07.2017.

Ha ocnoBanuu nynkra 10 [IpaBui B 1ensix yTOYHEHUS CBEACHUMN, COEPKALUXCS B
MPEACTABICHHBIX  JOKYMEHTaX, W TMONy4YEeHHUS JIOMOJHUTEIbHONM  HEOOXOauMOMn
uHpopMaMy  MPOU3BOJAUTENIO  JIEKAPCTBEHHBIX  MpENapaToB, 3asBJICHHBIX  Ha
nepepeructpanuto, PAC Poccun nanpasien 3anpoc ot 30.11.2017 Ne AK/83947/17.

[Tomyuennsie cBenenus ot 3AO «buokany (Poccust), HanpaBieHHbIE TUCEMOM OT

2017-136276(1)



2

08.12.2017 Ne b-2300-2017 na 3anpoc @AC Poccum, B TOM 4uciie O MPEAOCTABICHUU
KO BCEX MHBOWCOB, TOJTBEPKIAIOIIMX IIEHBI HA CYOCTAHIIUIO, HE COAEPIKaT JIAaHHBIX O
BBO3€ CyOCTaHIIUU «DHOKCAIlApUH HATpUs» Ha Tepputopuio Poccuiickoit deneparuu oT
20.07.2017, B cBsi3W C 4eM MOXKHO CJEJaTh BBIBOJ O MPEIOCTABICHUU JTOKYMEHTOB HE B
IIOJIHOM O0OBEME.

B CBs3u ¢ BBINIEU3TI0)KEHHBIM B COOTBETCTBHUHU C TOJNYHKTOM «a» MyHKTa 13
[IpaBui npecTaBiIeHUE HETOCTOBEPHBIX CBEICHHH, a TaK)Ke MOAIMYHKTOM «O» ImyHKTa 13
[IpaBuy mpencraBlieHHE JOKYMEHTOB B HEMOJIHOM oObeMe U (WJIM) HEIMoJIHOTa
COZIepKAIMXCsl B HUX CBEICHHM SBIISETCS OCHOBAaHHMEM JUIs OTKa3a B COIVIAaCOBAaHUU
rOCYJIapCTBEHHOM pPETrHCTpalluy MPeAeIbHON OTIYCKHOM II€HbI TPOU3BOIUTENS Ha
JIEKapCTBEHHBIN TIpenapar.

A.b. Kamesapos
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