MuHUCTEPCTBO 31PaBOOXPAHEHUS
Poccniickoit ®enepannn

PaxmanoBckuii nep., 1. 3/25,
. Mockaa, I'CII-4, 127994

PEIHIEHUE

O COIIACOBAaHMH MPEIEIbHBIX OTITYCKHBIX LIEH IPOU3BOIUTEIICH
Ha JICKapCTBEHHbIE MTPENaparhl, BKIOUEHHbIE B IEPEUEHDb )KU3HEHHO HEOOXOAMMBIX
Y BOKHEUILNX JIEKAPCTBEHHBIX IIPENAapaToB

B coorBerctBun ¢ mnyHkroM 13 IlpaBuin rocymapcTBEHHOM pETHCTpAllMU U
MepEePErucTpali yCTaHABIMBAEMbBIX IPOU3BOAUTENSIMUA JIEKAPCTBEHHBIX IIpenapaTroB
MpEeACIbHBIX OTIHYCKHBIX IIEH HA JIEKAPCTBEHHBIE IMpENaparhl, BKIIOYEHHBIE B MEPEYEHb
KU3HCHHO HEOOXOAMMBIX M BAXKHEUINNX JIEKAPCTBEHHBIX MPENApaTroB, YTBEPKICHHBIX
nocra"oBienneM lIpaBurensctBa Poccuiickon ®enepanmu ot 29.10.2010 Ne 865,
®denepanbHasi aHTUMOHOINOJIBbHAS CIIyX0a paccMoTpesia JOKYMEHTBI, MNpEICTaBICHHBIE
nmucbMoM Munszapasa Poccun ot 19.08.2019 Ne 20-4-4107055-c, n npuHsia peuieHue o
COIJIACOBAaHMM  MPEIECNbHOW  OTIYCKHOM  ILIEHbl  JepXareiss WIM  BJIajeliblia
peructpaunonHoro yaocrtoepenuss OOO «baktap» (Poccus), mpousBonctBo (Bce
craqun) 3A0 «Kanondapma mpomakimsH» (Poccusi), Ha cleayromui JIeKapCTBEHHbBIN
npenapar, BKIIOYEHHBIM B TMEpPEYEeHb IKU3HEHHO HEOOXOIMMBIX M  BaKHEHUIIUX
JIEKapCTBEHHBIX MPENapaToB:

«Tamcyno3un baktap» (MHH - «Tamcyno3un»), Karcyiabl KUIIEYHOPACTOPUMBIE C
MIPOJIOHTUPOBAHHBIM BBICBOOOXKeHUEM, 0,4 MT, 15 IIT. - YITaKOBKH STYEHKOBBIE KOHTYPHBIC
(6) — mauku kapToHHBIE, B pazmepe 1 440,90 pyoreii.

®AC Poccum oOpamaer BHUMaHue, 4TOo BCTymuBImmM B cmwiy ¢ 07.06.2019
OenepanibHbiM - 3ak0HOM 0T 06.06.2019 Ne 134-®3 «O BHeCeHHMM HU3MEHEHUU B
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®enepanpupiii  3ak0oH «OO0  oOpallleHuu JIEKapCTBEHHBIX CpPEACTB» B  YacTu
roCyJapCTBEHHOIO PEryJIMpOBaHUs LIEH Ha JIEKAPCTBEHHBIE IpPENapaThl, BKIOYECHHBIEC B
NepedYeHb KU3HEHHO HEOOXOIMMBIX U BaXKHEUIINX JIEKApCTBEHHBIX MPENaparoB)» B TOM
YHUCJIE BHECEHBI U3MEHEHUS B cTaThio 61 deaepanpHoro 3akoHa or 12.04.2010 Ne 61-D3
«O0 oOpamieHn JEKapCTBEHHBIX cpencTB». IIyHKTOM 2 uacth 4 yKa3aHHOW CTaTbH
NPEAYCMOTPEHO  CHWDKEHHE LE€H I COOTBETCTBYIOIIMX  BOCIIPOU3BEICHHBIX,
OroaHanoroBelx (OMOMOAOOHBIX) JIEKAPCTBEHHBIX MPENApaToB NpPH CHUKEHUM ILEH Ha
pedepeHTHBIH JieKapCTBEHHBIN MTpenapar.

Bwmecre ¢ Tem, PAC Poccun IpOCHUT ydecTb, UTO B HACTOSLIEE BPEMsI IIPOBOIUTCS
paccieoBaHue IO BOIIPOCY IPEBBIIIECHUs 3apETrUCTPUPOBAHHBIX B Poccuu mpenenbHbIX
OTIYCKHBIX 1IEH MPOU3BOAMUTENS HaJ MUHUMAJIbHBIMU IIEHAMU B 3apyO€KHBIX CTpaHax,
BKJIFOYCHHBIX B IepeueHb pEeQEepeHTHhIX CTpaH, Ha peQEepeHTHBIN JeKapCTBEHHBIN
npenapar «Omunk» (MHH — «Tamcyno3un»), mo utoraM KOTOPOTrO COOTBETCTBYIOIIUE
HEHbl OyIyT CHM)KEHBI WJIM OTMEHEHBI B Cly4yae, €clid OyJeT yCTaHOBJIEHO, YTO MpHU
pEerUCTpallMi TPEAeNbHBIX OTIYCKHBIX II€H OBUTM TPEACTABICHBl HEIOCTOBEPHBIC
ceeaeHus (myHkT 40 IIpaBui).
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