PEHIEHUE
00 OTKa3e B COIIaCOBaHUH MPEAETbHBIX OTIYCKHBIX IIEH TPOU3BOAUTENCH
Ha JICKapCTBEHHbIE MTPENaparhl, BKJIOYECHHBIE B IEPEUEHDb KU3HEHHO HEOOXOIUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX IPENAPATOB

B coorBerctBMM ¢ mnyHKTOM &8 IIpaBWiI TOCYyIapCTBEHHOM perucTpauud |
NEePEePETUCTpallii YCTAHABIMBAEMbIX TMPOU3BOAUTENIAMU JIEKAPCTBEHHBIX IPENaparoB
MpeCIIbHBIX OTIYCKHBIX 1I€H Ha JICKAPCTBEHHBIC IperapaThl, BKIOYCHHBIC B IMEPEUEHb
’KU3HEHHO HEOOXONMMBIX U BaXXHEHIIMX JIEKAPCTBEHHBIX IMPENapaToB, YTBEP>KICHHBIX
nocranoiienneM I[IpaBurensctBa Poccuiickoit @enepanuu ot 29.10.2010 Ne 865 (nanee -
[IpaBuna), enepasbHas aHTUMOHOIOJNbHAS  CIyX)0a paccMoOTpesia  JOKYMEHTHI,
npeacTaBieHHble ucbMoM MunznpaBa Poccun ot 24.10.2017 Ne 20-4-4053544-c, un
MpUHSUIA perieHrne 00 0TKa3e B COMIACOBAHUU TMPEACIbHONW OTIIYCKHOM II€HBI, 3asBICHHON
Ha PETUCTPALMIO, JEpKarelieM WM BIAACNbIEM PETHUCTPAIMOHHOTO YIOCTOBEPEHHUS
nekapctBeHHoro mnpemapata OOO «Konopur-®apma» (Poccust), mpousBoiactsa (Bce
ctaqun) OO0 «Komnanusa JIEKO» (Poccust), Ha cienyromuii 1eKapCTBEHHBIN Mpenapar,
BKJIIOYCHHBI B TMEPEUCHb >KU3HEHHO HEOOXOAUMBIX M BAXKHEHIIMX JIEKApCTBEHHBIX

IIpenaparos:

«Pudpamnuuun-/lexko» (MHH — Pudamnuuun), nuopunuszar ajis OPUTOTOBICHUS
pactBopa mna uHby3ui, 600 mr, - dumakonsl (10) - KOpoOKM KapTOHHBIE, B pa3zMepe
2920,20 pyO®.

[IpenenbHass OTIyCKHasE I1I€HA HA YKA3aHHbIA JIEKQPCTBEHHBINM IMpernapar He
COIIACOBBIBAETCS 10 CIAEAYIOIIUM OCHOBAHUSIM.

[Ipu npoBeaeHun s>koHoMHuYeckoro aHaimuza ©OAC Poccuu BBISBICHO, YTO
3asIBJICHHAs] K PEruCTpallMM IpenesbHas OTIyCKHAs LI€HAa Ha JIEKApCTBEHHBINM Mpernapar
«Pudamnuuun-Jlexo» MpeBbIIAET 3apETUCTPUPOBAHHYIO MPEIEIbHYI0 OTIYCKHYIO LEHY
Ha JIeKapCTBeHHbIN mpemnapar «Pudamnunmn-/lexo», auodumuzar nas NPUTOTOBICHUS
pactBopa aia uHpy3uid, 150 wmr, (perucrpaunonHoe ypoctoepenue - JII1-003757), nHa
63 % (mpu niepecuere Ha 1 mr). [Ipu aTom, DAC Poccuun ycTaHOBIIEHO, UTO 3HAUUTEIbHBIN
POCT MpEeeNbHOW OTIYCKHOM II€HBI MPOU30ILEN 32 CYET YBEIMUYEHHUS HAKIAIHBIX PACXO/I0B.
Tak, Ha 3aperucTPUpPOBAHHBIN JeKapcTBEHHBbIM mpenapar «Pudamnuuus-/lexo»,
auoguiIM3ar Ui TPUTOTOBICHUS pacTBopa aisa uMHGy3ui, 150 Mr HakigajHble pacxobl
ycTaHoBiieHbl B pa3mepe 0,22 pyO. (B mepecyeTe Ha 1 Mr), a Ha JIeKApCTBEHHBIN Ipemnapar
«Pudamnuuun-/lexo», nuodunusar s MPUTOTOBICHUS pacTBopa ais uHdy3ui, 600 mr
HaKJIAJIHBIE PAcXO0Jlbl ycTaHOBJIEHBI B pasmepe 0,48 py0. (B mepecuere Ha 1 mr).

B cBs3u ¢ HM3n0kKEeHHBIM, HA OCHOBaHUM INyHKTa 10 IIpaBwi B LENsAX yTOYHEHUS
CBEICHMI, COAECPKAIIMXCS B IPEACTABICHHBIX JTOKYMEHTAaX, U IMOJyYEHUS JOIIOJIHUTEIbHON
HeoOXoAuMOoN HH(OPMalMK MPOU3BOAUTENIO YKAa3aHHOTO JIEKAPCTBEHHOIO IIperapara
HanpasieHsl 3anpocbkl PAC Poccun ot 02.11.2017 Ne PI1/76200/17 u ot 07.11.2017 Ne
PI1/76999/17.

OteBer OO0 «Konopur-®apmay, HampabieHHbIM nucbMom oT 02.11.2017 Ne 0211-
1/17, conep>XUT HEMOoJIHYyI0 MHGOPMAalMI0, & UMEHHO MPOU3BOJAUTENIEM HE IpEACTaBICH
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pacyeT BEIWYWHBI yOOpOXKaHUS 3asBJICHHOW TMpPENEIbHONM OTIYCKHOM LIEHbl Ha
BBIIICYKA3aHHBIM JIEKAPCTBEHHBIM Mpenapar IO CPaBHEHUIO C 3apErUCTPUPOBAHHOMN
MpeieIbHOM OTITYCKHOW 1IEHOW Ha JieKapCcTBeHHbIN npenapar «Pudammuims-/lexo» (MHH
— Pudavnunun), muodunnszar ajas OpUTOTOBICHUS pacTBopa st uHby3ui, 150 mr (B
nepecyere Ha 1 Mmr).

B cBs3u ¢ BBINIEU3I0KEHHBIM, B COOTBETCTBUU C TMOAIYHKTOM «0» myHKTa 13
[IpaBun mnpeacraBieHHEe [JOKYMEHTOB B HENOJHOM 00beMe€ U (WJIM) HENOJIHOTa
COIEpXKAIIUXCSI B HHUX CBEACHUM SBISIETCS OCHOBAHMEM JUIS OTKa3a B CONNIACOBAHUU
rOCYAapCTBEHHOM PpETUCTpPAllUM MPEIEIbHOM OTIYCKHOW LE€Hbl MPOU3BOJIUTENS Ha
JIEKApCTBEHHBIN IIpenapar.

A.B. KammeBapos

2017-126561(7)



