O BO3BpaTc JOKYMCHTOB

B ®enepanbHyto aHTUMOHOMONBHYIO CIYKOy muchMoM MuH3apaBa Poccun ot
24.06.2016 Ne 20-4-4014032-c npencTaBiieHbl Ha COIIACOBAHUE MPEAEIIbHBIE OTIYCKHBIE
IEHbl Ha CIIEAYIOLIME JICKAPCTBEHHbIC MpEenaparbl, BKIIOUCHHbIC B NEPEUCHb KU3HEHHO
HEOOXOJMMBIX M BaKHEUIIMX JIEKAPCTBEHHBIX NpenaparoB (Aepikareis WA BiaJieNblia
PETUCTPALMOHHOTO yIOCTOBEpeHUs JekapcTBeHHoro mnpenapara OO0 «[IPOMOME/]
PYC» (Poccus), npousBoactsa (Bce cranun) OAO «buoxumuk» (Poccus)):

1. Hedazonun (MHH — lledazonun), mopoIIoK Ajis MPUroTOBIEHUS pacTBOpa JJIs
BHYTPUBEHHOTO Y BHYTPHUMBIIIEYHOTO BBeAcHUs | T — (iakoHsl (1) - mauky KapTOHHEIE,
B pazmepe 65,00 pyO. (peructpanuonHoe ynoctoeperue JIC-001403).

2. lledorakcum (MHH — Iledorakcum), MOPOIIOK JJis MPUTOTOBIEHUS PacTBOpa
JUIsl BHYTPUBEHHOTO M BHYTPHUMBIIIEYHOTO BBeAeHUs 1 r — dQuakonsl (1) - mauku
KapToHHbIe, B pazmepe 70,00 py0. (peructparmonnoe yaoctoBepenue JIC-002118).

3. Hedprpuakcon (MHH — IledTpuakcoH), MOpOMIOK JUIsi TPUTOTOBICHUS
pacTBOpa JJisi BHYTPUBEHHOTO W BHYTPUMBIIIEUHOTO BBeneHUs 1 r — duakonsr (1) -
naykd KapTtoHHele, B pasmepe 70,00 pyO. (perucTpallMOHHOE YIOCTOBEpPEHUE
P Ne 001456/01).

[Ipu paccMOTpeHUHU TNPEACTABICHHBIX JOKYMEHTOB BBISBJICHO, UTO MpPEIEIbHbIC
OTITYCKHBIE I1I€Hbl Ha JICKAPCTBEHHBIC IIpenaparbl C TOPrOBHIMM HaWMMEHOBAaHUSIMU
«ledazonuny, «lledhorakcumy, «lledTprakcon» BbllIeyKa3aHHBIX T03UPOBOK C TEMU K€
HOMEpaMHM  PErMCTPAllMOHHBIX  yAOCTOBEpEHUM  (Jepxareis  WIM  BIaJeibla
PErUCTPALIMOHHOTO YIOCTOBEpeHMs JiekapcTBeHHoro mnpemnapata OAO «buoxumuk»
(Poccust), mpousBosctsa (Bce cragun) OAO «buoxumuk» (Poccust)) 3apeructpupoBaHsbl.

B coorBerctBun ¢ myHkTtoMm 6(1) IlpaBuil BeneHHMsI rOCyIapCTBEHHOI'O peEECTpa
NpEACIbHBIX OTIYCKHBIX II€H MPOU3BOAMTENIEH Ha JIEKAPCTBEHHBIE Ipenaparsl,
BKJIFOUEHHBIE B IMIEPEUYCHb KU3HEHHO HEOOXOJUMBIX M BAXKHEWIIWX JIEKaPCTBEHHBIX
MIPENaparoB, yTBEPKJICHHBIX MocTaHoBIeHUEM [IpaBurenscrBa Poccuiickont denepanun
orT 29.10.2010 Ne 865 (nanee - [IpaBuna), BHECEHNE U3MEHEHUI B PEECTPOBYIO 3aIIUCh O
rOCYAapCTBEHHOM pETUCTpAalMd NPEAECIbHOW OTIIYCKHOW II€HBl MPOU3BOJAUTEINS Ha
JIEKApCTBEHHBIN Mpemnapar, B TOM 4YHWCIEC B _YACTH WM3MEHEHMS Jiep:Karejas WIH

BJAJleJIbIIA _ PErHCTPANMOHHOIO YIOCTOBEPEHHMS JIEKAPCTBEHHOI0 Ipenapara,

IITPUXOBOI0 KOJ2, HAHECEHHOr0 HA BTOPHYHYIO (IOTPEOUTENBLCKYI) YIAKOBKY

JEeKAPCTBEHHOI0 Mpenapara, KOMIUIEKTHOCTH JIEKAPCTBEHHOIr0 Mpenapara (npu

ydioBuu OTCYTCTBUA HN3IMCHCHU A €ro KOoJIn4YeCTBa BO BTOpH‘lHOﬁ

(IOTPeOUTENbCKOI) YIIAKOBKE), OCYILIECTBISETCS MUHUCTEPCTBOM 3ApaBOOXPAHEHUS
Poccuiickoit denepanuu 6e3 conmacoBanus ¢ DeaepaibHON aHTUMOHOIIOIBHOM CITyK00H
C COXPAaHEHUEM ITOCIICTHEN 3apETUCTPUPOBAHHOMN LIEHBI HA JICKAPCTBEHHBIN Ipenapar.
denepanbHas AaHTUMOHOMOJBHAS CHOy)kO0a oOpaliaer BHUMaHWE Ha TO, YTO
Munsapas Poccun panee HampaBisili KOMIUIEKT JokyMeHTOB B DPAC Poccuum Ha
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COMIACOBAHUE BBIIICYKA3aHHBIX MPENEIbHBIX OTIYCKHBIX II€H IPOU3BOAUTENS Ha
KU3HEHHO HEOOXOIUMbIE W Ba)KHEHIIME JIEKApCTBEHHBIC IMpenaparbl MUCbMaMU OT
07.04.2016 Ne 20-4-4010213-c, xoTtopsie ObutM BO3BpalieHsl B MunsapaB Poccun
nuceMoM DPAC Poccum ot 26.04.2016 Ne AK/28106/16 st mpuHSATHS pelIeHUs B
nopsiake, npeaycMoTpeHHoM myHKToM 6(1) IIpaBui no npuurHe OTCYTCTBHSA OCHOBAHMS
aast  nposeneHusi PAC Poccum 3IKOHOMHMYECKOI0 AaHAJAM3a MO0 YKa3aHHBIM
3asiBJICHUSIM.

B cBs3U ¢ U37105)KEHHBIM, OCHOBaHUS JJIsI TOBTOPHOT'O PACCMOTPEHUSI U IPOBEIACHUS
OAC Poccnn 5KOHOMHUYECKOTO aHann3a 1o 3asaBieHuto oT 24.06.2016 Ne 20-4-4014032-c
orcyTcTByOT, 1 PAC Poccum moBTOpHO BO3Bpamaer B MunzapaB Poccun KOMIUIEKT
MPEACTABICHHBIX JOKYMEHTOB Ui MPUHSATUSI PEIICHUS B TOPSJKE, MPEAYyCMOTPEHHOM
nyHkToM 6(1) ITpaBu.
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