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PEIIEHUE
00 OTKa3e B COIIaCOBAHMHM MPECIbHBIX OTITYCKHBIX 1IE€H MPOU3BOAUTENEH
Ha JICKQpCTBEHHBIE MTPENapaThl, BKIOYCHHBIC B IEPEUCHDb KU3HEHHO HEOOXOIMMBIX
Y BAXKHEHWIIINX JIEKaPCTBEHHBIX IIPENApPaTOB

B coorBerctBum ¢ mynktom 9 IlpaBun obsi3atenpHON mepepeructpanuu B 2019-
2020 romax 3aperucTpUpPOBAHHBIX NPENEIBHBIX OTHYCKHBIX LEH NPOWU3BOAMTENIEH Ha
JIEKapCTBEHHBIE TMpenaparbl, BKJIIOYEHHbIE B MEPEYCHb JKU3HEHHO HEOOXOIUMBIX U
BAXHEHIIMX  JIKAPCTBEHHBIX  MPENaparoB,  YTBEPKACHHBIX  [OCTAHOBIECHUEM
[IpaButennctBa Poccuiickoin ®eneparuun ot 29.10.2010 No 865 (manee — Ilpasuna),
®denepanbHas aHTUMOHONOJBHAS CIy:k0a paccMOTpenia JOKYMEHTbI, MPEACTABICHHbIE
nucbMoM Mun3zapaBa Poccun ot 24.03.2020 Ne 20-4-4130027-c, u npuHsiia perieHue 0o
OTKa3¢ B COMIACOBAaHWUHU MpPENETbHON OTIMYCKHOM II€HBI, 3asBJICHHON Ha 00s3aTeNbHYIO
MEPEPETUCTPALMIO JIEPHKATEIEM WM BIAJEIBLUEM PETrUCTPALUOHHOIO YIOCTOBEPEHUS
«Acnen @apma Tpenaunr Jlumureny (Upnannus), npousBoactso (Bce ctaauu) «Kopaen
@apma C.m.A.» (Mranus), Ha ClenyOMNUN JICKAPCTBEHHBI IpENapar, BKIOYEHHBIN B
NepedYeHb KU3HEHHO HEOOXOIMMBIX M BaKHEHIIINX JIEKAPCTBEHHBIX MPENapaToB:

«dunpuBan» (MHH - «IIpomodon»), smynbcusi 1isi BHYTPUBEHHOTO BBEIICHUS,
10 mr/mim, 20 mi - ammyna (5) - mauka KapToHHas, B pazmepe 536,90 pyouet.

[IpenenbHass OTHYyCKHAas II€HA HAa YKA3aHHBIA JICKAPCTBEHHBIM IIpernapar He
COINIACOBBIBAETCSA I10 CIAEAYIOIIUM OCHOBAHUSIM.

B coorBercTBUM ¢ NOANYHKTOM «a» myHkTra 18 IlpaBui, mpu o0si3aTenbHON
NEepeperucTpaluy MpeaeibHas OTIYCKHAas 1€HAa Ha peQEepeHTHbIA JIEKapCTBEHHbIN
npenapar Jyisi KaxKJ0i JIeKapCTBEHHOU (POPMBI, I03UPOBKH (KOHIIEHTPAIMU, aKTUBHOCTH B
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eAMHUIAX JACHUCTBHS) M OOIIEro KOJIMYECTBa BO BTOPUYHOM (MOTPEOUTEIHCKON) yIIaKOBKE
0e3 ydera (popMbl BBIITyCKa, 3a MCKIIOYEHHEM Ciydyas, MPeayCMOTPEHHOIO MyHKTOM 21
[IpaBui, HE MOXKET IPEBBILIATE Pa3MEP MUHHUMAJIBHON OTIYCKHOM LIEHBI IPOU3BOINUTENS
(0e3 ydera MpPOU3BOJACTBEHHBIX IUIOIMIAJIOK MPOU3BOAMTENS) HAa TaKOM JeKapCTBEHHBIN
npenapar B MHOCTPAaHHBIX TOCyJapcTBax, yKa3aHHbIX B npwiokeHuH Ne 3 k IIpaBunam (c
Y4E€TOM pAacXO/OB, CBSI3aHHBIX C TaMOXEHHBIM O(OPMIIEHHEM), pACCUUTAHHBIA Ha
OCHOBAHHWH JTaHHBIX, YKa3aHHBIX B puiiockeHUU Ne 2 k [IpaBunam.

B xone skonommueckoro ananmuza @AC Poccun, B COOTBETCTBUM C IIyHKTOM 13
[IpaBui1, BBIABIEHO MPEBBILICHUE 3aPETUCTPUPOBAHHOM MPEAECIBHOM OTITYCKHOM LIEHBI Ha
JIEKApCTBEHHBIN mpenapar «/lunpuBan», Hax neHou mnpousBoxurtens B Koponesctse
benprus.

B coorBercTBuu ¢ nynkrom 10 [IpaBun, @enepanbHO aHTUMOHOIOJIBHOM CITY)OOM
HarpaBieH 3ampoc oT 07.07.2020 Ne AJ1/57049/20 o mnpeacrtaBieHUHM YTOYHEHHBIX
pacdyeToB 3asdBICHHOM INPEAEIbHOM OTIIYCKHOW II€Hbl C YY€TOM OTIIYCKHBIX IIEH
IIPOM3BOAUTENS Ha JIEKApCTBEHHBIN npenapar «lunpusan» B Koponesctse benbrus. Ilpu
3TOM, B IIpelenax YCTAaHOBJIEHHOIO CpOKa, 3asBICHHAs II€HA Ha YyKa3aHHBIA
JIEKapCTBEHHBIN Mpenapar HE MPUBEJEHA B COOTBETCTBHE C LIEHAMH, PACCUUTAHHBIMHU B
coorBeTcTBUM ¢ IlpaBuinamu, B TOM uuciie nmucbMoM 3asiButens ot 13.07.2020 Ne 1-01,
IIPE/ICTABICHHBIM Ha BhIlIeyKa3aHHbIN 3anpoc ®AC Poccum.

B cBs3M ¢ M3I0KEHHBIM, B COOTBETCTBHM C ITOAITYHKTOM «I» nyHKTa 12 IlpaBwmi,
NPEBBIIICHUE TNPEICTABICHHONM K  00s3aTelpbHON  IepeperucTpauuu  MpeAesibHON
OTITyCKHOM LIeHbI Ha pe(epeHTHBIN JIEKApCTBEHHBIN NpenapaT Ha/l LIEHOM, paCCUUTaHHOU B
cooTBeTcTBUU ¢ [IpaBunamu, SBIS€TCS OCHOBAaHUEM ISl IPUHATHUS PElIeHUus 00 OTKaze B
COIIACOBAHUU MPEIETIbHON OTIYCKHOM 1IeHbl Ha pedepeHTHBIN JIEKaPCTBEHHBIN Mpernapar.

Mecmo dns nodnucu

A.B. JlonieHko
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