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PEILIEHUE
00 OTKa3e B COMTACOBAHMHM MPEAEIIbHBIX OTIYCKHBIX LIEH MPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MPenaparhl, BKIOYEHHbIE B IEPEUEHDb KU3HEHHO HEOOXOAUMBIX
Y B&KHEWIIINX JIEKAPCTBEHHBIX MPENApPaTOB

B coorBerctBum ¢ mnyHkrom & IlpaBun rocymapcTBEHHOM perucTpanuv u
MEePEPETUCTPAIIN  YCTaHABIMBAEMbIX TMPOU3BOAUTENISIMH JIEKAPCTBEHHBIX IpPEnaparoB
MpelebHbIX OTIMYCKHBIX IIEH Ha JIGKAPCTBEHHBIE TMpenaparhbl, BKIIOYCHHBIC B MEPEYCHBb
KU3HEHHO HEOOXOJUMBIX M BAKHEUINUX JIEKAPCTBEHHBIX MPEMapaToB, YTBEP>KIECHHBIX
nocranoBiieHneM IIpaButensctBa Poccuiickoit deneparuu ot 29.10.2010 Ne 865 (nmanee -
[IpaBuna), @enepanpbHasi aHTUMOHONOJBHAS CIIy)kOa  paccMoOTpena  JTIOKyMEHTHI,
npeacrasileHHble ucbMoM Munsnpasa Poccum ot 10.07.2017 Ne 20-4-4047316-¢c, un
NPUHsUIA pelieHne 00 OTKa3e B COMIACOBAHUU IMPENEIbHON OTIYCKHOM LIEHBI, 3asIBICHHON
Ha peructparuio IIT. Hosenn ®apmacwiotukan Jlaboparopus (Mumonesus), Ha
CIICIYIONIUI  JIEKApCTBEHHBIN  Mperapar, BKIIOUEHHBIH B TE€peUeHb KU3HEHHO
HEOOXOIMMBIX M BAXKHECHIIINX JICKAPCTBEHHBIX MPEIIapaToB:

Hobyren (MHH — [loOyTaMuH), KOHIIEHTpAT AJig MPHUTOTOBJICHHUS pacTBOpa IS
uHpy3uit, 50 Mr/mi, 5 mi - daakonsr (1) - mayku KapToHHBIE, B pasMepe 252,80 pyo.

B coorBerctBun ¢ undopmarmein OI'BY «HLIDCMII» Munsnpasa Poccun,
HarpasiieHHOM MuH3znpaBom Poccun B cocTaBe KOMILIEKTa JOKYMEHTOB, JIEKAPCTBEHHBIN
npenapar «Jlooyrem» (MHH — JloOyramuH) B iekapcTBEHHOU (POpME «KOHIIEHTpAT s
MPUTOTOBJICHUSI pacTBopa s uWHQY3ui», B 103upoBke «50 wMr/mim»  sBIsieTCs
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BOCIIPOM3BEJICHHBIM  JIEKAPCTBEHHBIM  TIpermapaToM, peQepeHTHhIN JIeKapCTBEHHBIN
npenapar (MHH — JloOyramuH) B JeKkapcTBEHHON ¢oOpMe «KOHIIGHTpaT s
INPUTOTOBIICHUSI PAacTBOpa JUIsl MHQY3uil» B A03upoBKe «50 MI/Mia» Ha TEpPpUTOPHUH
Poccuiickoii ®denepanmu HE 3apETHCTPUPOBAH U JOCTOBEPHO OIPEACIUTH €ro HE
npeacrasisiercss  BO3MOXHbIM. DI'BY  «HIDCMID» MunsapaBa Poccun, Takxke
npeicTaBieHa MHPOpMalUsg, YTO JIEKapCTBEHHbIE (POpPMBI «KOHLIEHTpar ISt
MPUTOTOBJIEHUS pacTBOpa st UHPY3Hil», «J1M0(UIN3aT A1 MPUTOTOBIEHUS PACTBOPA IS
uH(py3ui», «pacTBOp ISl WH(QY3UID» SBISIOTCS SKBUBAJIEHTHBIMHU JIEKAPCTBEHHBIMU
dbopmamu.

Kpome Toro, B coorBeTrcTBUM ¢ HH(pOpMalMel, MPEJACTaBICHHOW 3asBUTEIEM,
JexapcTBeHHbIN npemnapar «loOyramun Anmena» (MHH — JloOytamun), pactBop ais
uHpy3ui 250 Mr/50 M, 50 M1 - aMITyJIbl — TAYKH KapTOHHBIE, JIEpKaTess WIH BlIaJeblla
PErHCTPALlMOHHOIO YIOCTOBEPEHHUS JIEKAPCTBEHHOTO Ipenapara AaMena ApLHalMUTTENb
I'M6X (I'epmanusi), mpomsBoactBa (Bce cramuu) Xaynt @apma Bromppuar ['MOX
(I'epmanust) He BBO3UTCS Ha Tepputoputo Poccum u He HaxomuTcs B OOpalleHUH Ha
tepputopun Poccun.

Bwmecte ¢ Tem, nucemom Mun3apasa Poccuu HarpaBieHa HHGOpMalys 0 TOM, YTO B
COOTBETCTBUM C MyHKTOM 28 cTatbu 4 DenepanbHoro 3akoHa oT 12.04.2010 Ne 61 @3 «O06
oOpallleHUH JIEKApPCTBEHHBIX CPEACTB» OOpallleHue JIEKapCTBEHHBIX CpPEIACTB —
pa3paboTKa, JOKJIMHUYECKHE HCCIIEOBAHUS, KIMHUYECKHE MCCIEIOBAHUS, DKCIEpTH3a,
rOCy/lapCTBEHHAsl PETMCTpalUs, CTAHIApTU3AIUs U KOHTPOJIb KaueCTBa, MPOU3BOACTBO,
W3rOTOBJICHHE, XpAaHEHUE, MepeBo3ka, BBO3 B Poccuiickyro ®enepauuio, BbIBO3 U3
Poccuiickoni ®epnepaunm, pekiiama, OTIYCK, peanu3auus, Iepefada, IIPUMEHEHHE,
YHUUTO)XKEHHE JIEKapCTBEHHBIX CpeACTB. Ha OCHOBaHWM 3asBIIEHHsT O BHECEHUU
U3MEHEHUW B  JOKYMEHTBI, COAEp)KAIUMECs B  PETMCTPAMOHHOM  JI0Cbe  HA
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHbIA TIpenapar JJisi MEIUIMHCKOTO MPUMEHEHMUS,
MunznpaBom Poccum 15.06.2015 ObulM BHECEHBI W3MEHEHHUS B PETHCTPAIIMOHHOE
yIIOCTOBEpPEHUE JIEKapCTBeHHOro mpenapara «JloOyramun Anmena» ot 28.12.2009
Ne ITNO13883/02.

Takum 00pa3oMm, TMpu MOpoBeneHUH dSKoHoMuYeckoro ananuza DOAC Poccumn
BBISIBIICHO, YTO NPENESIbHAs OTIYCKHAs II€HAa Ha BBIIICYKa3aHHBIM BOCIIPOU3BEICHHBIN
JIEKAPCTBEHHBIN Mpernapar, pacCUMTaHHAsI MCXOAS M3 CTOMMOCTH OJHOM JIEKAPCTBEHHOM
dbopmbl, mpeBbimaer 60 MPOIEHTOB MaKCMMAJIbHOM 3aperuCTPUPOBAHHOMN MpeaesbHON
OTIIyCKHOM 1I€Hbl IPOM3BOAMUTENS HA AHAJIOTMYHBIA JICKAPCTBEHHBIM Ipemnapar,
pacCUMTaHHOW HUCXO/sI U3 MAaKCUMAaJIbHOM CTOMMOCTU OJHOM JIEKAPCTBEHHOU (POPMBI, UTO
MPOTHUBOPEUYUT MYHKTYy 21 MeToauku pacyeTa yCTaHaBIMBAEMBIX MPOU3BOAUTEISIMU
JIEKApCTBEHHBIX MIPenaparoB MPeAesibHbIX OTIYCKHBIX 1IEH Ha JICKAPCTBEHHbIE MpPEnaparsl,
BKJIFOUCHHBIE B TMEPEYCHb KU3HCHHO HEOOXOAMMBIX W BAKHEHUIINUX JIEKAPCTBEHHBIX
IIPENAapaToB, NPU UX FOCYAAPCTBEHHOM PETUCTPALMHU U IEPEPETUCTPALNN, YTBEPKIACHHON
nocranoBienreM [IpaButennsctBa Poccuiickoit @enepanuu ot 15 centsdps 2015 . Ne 979
(manee — MeTonuka).

B cBsI3u C BBIIEU3JI0KEHHBIM B COOTBETCTBHM C ITOAITYHKTOM «B» IIyHKTa 13
IIpaBun 1npeBbIIEHUE IPEACTABIAEMON Ul TOCYJAapCTBEHHOW pErucTpauvyu WA
MEPEPETUCTPALIMU TPEIEIbHON OTIIYCKHOM LIEHBI NPOU3BOAMUTENS HA JIEKAPCTBEHHBIM
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Ipernapar HaJl LEeHOW, pAacCUUTAHHOM B COOTBETCTBUM C METOOUKOM, SBIAETCA
OCHOBAaHUEM JJIsI OTKa3a B COIVIACOBAHMHU TOCYJAPCTBEHHOW PETUCTPALMU IPEACIbHOU
OTIYCKHOM LEHBI MPOU3BOAUTENS HA JIEKAPCTBEHHBIN Mpenapar.

Mecmo dns nodnucu

A.B. JlonieHKO
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