MUHHCTEPCTBO 3APABOOXPAHEHUS
Poccutickoit ®enepannn

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

PEIIIEHUE

0 COITIaCOBaHWU NPECACIIbHBIX OTITYCKHBIX ILICH HpOH3BOI[HTCJ'ICI>i
Ha JICKaApCTBCHHBLIC ITPCIIaparhbl, BKIFOUCHHBIC B IICPCUCHDb ) KU3HCHHO HGO6XOI[I/IMI>IX
1 BaXKHEHUIITNX JICKAPpCTBCHHBIX IIPCIIapaTOB

B coorBerctBun ¢ mnyHktoM 13 IIpaBun rocynapCTBEHHOW pErMCTpaldd H
NepeperucTpaluu yCTaHABIUBAEMbIX TMPOU3BOJUTEIIAMHU JICKAPCTBEHHBIX IIpenapaToB
MpeCIIbHBIX OTIYCKHBIX 1IEH Ha JICKApCTBEHHBIC Ipemnaparbl, BKIIOYEHHBIE B TEPEUCHb
’KU3HEHHO HEOOXOAMMBIX M Ba)XXHEHIIMX JIEKAPCTBEHHBIX IPENaparoB, YTBEPKICHHBIX
nocraHoBiienneM IIpaBurennsctBa Poccuiickoit ®@enepauuu ot 29.10.2010 No 865,
®denepanbHas aHTUMOHOMOJBHAS CIyk0a paccMoTpesia JOKYMEHTBI, MpPEJCTaBICHHBIC
nucbMoM MunsnapaBa Poccun ot 07.10.2019 Ne 20-4-4112098-c, u nipuHsia pelieHUe o
COMNIACOBAHUM  TMPEACNIbHBIX  OTIYCKHBIX II€H, 3asBICHHBIX Ha COIVIaCOBaHUE
AO «bunnodapm» (Poccust), Ha creayromme JeKapCTBEHHBIE MPENaparhl, BKIIOYCHHBIC B
MepeUYeHb KU3HEHHO HEOOXOAMMBIX U BAXKHEHIIINX JIEKAPCTBEHHBIX MPENaparoB:

l. «Actmanon» (MHH — «®opmorepon»), aspo30ib JUIsl MHTASLMMA
no3upoBaHHbld 12 mkr/mo3a, 100 mo3 — Oammon (1) - / B KOMIUIEKTE € HacaJKOU-
WHTAJISITOPOM / - Tauka KapToHHasi, B pazmepe 705,75 pyo.

2. «Actmanon» (MHH — «®opmorepon»), a’po30ib JUIsl WHTAISLHMA
no3upoBaHHbId 12 mkr/mo3a, 120 mo3 — OammoH (1) - / B KOMIUIEKTE € HacaJKOu-
WHTaJIATOpOM/ - TIauKa KapToHHas1, B pasmepe 995,69 pyo.

®OAC Poccum oOpamaer BHUMaHuE, 4TO BCTynuBImmM B cuiy ¢ 07.06.2019
®enepanbHbiM  3akoHOM 0T 06.06.2019 Ne 134-®3 «O BHeceHMM HW3MEHCHUW B
@enepanbHbiii  3ak0H  «O0  oOpallleHMH  JIGKQPCTBEHHBIX  CPEACTB» B YacTH
rOCy/IapCTBEHHOTO PETrYJIMPOBAHUS IIEH HA JIEKAPCTBEHHBIE IpEnapaThbl, BKIIOUYEHHBIE B
nepeueHb KU3HEHHO HEOOXOAMMBIX W BaXKHEUIUX JIEKAPCTBEHHBIX MPEMApPaToB» B TOM
YHUCJIe BHECEHBI U3MEHEHus B cTarbio 61 PenepanbHoro 3akoHa oT 12.04.2010 Ne 61-D3
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«O0 oOpanieHuu JIeKapCTBEHHBIX cpeAcTBY». [lyHkrom 2 dYactu 4 yKa3aHHOM cTarbu
MPEAYCMOTPEHO  CHM)KEHHME 1LEeH i1  COOTBETCTBYIOIIMX  BOCIPOU3BEIACHHBIX,
OroaHanoroBeix (OMOMOMOOHBIX) JICKAPCTBEHHBIX MpENaparoB NpHU CHUKEHUM IIEH Ha
pedepeHTHBI JIeKapCTBEHHBIN MTpenapar.

B stoit cBsizu @AC Poccun mpocUT yyecTb, YTO B HACTOSAIIEE BPEMsI IMPOBOJUTCS
paccienoBaHue 0 BOIIPOCY NPEBBILICHUS 3apETHCTPUPOBAHHBIX B Poccum mpenenbHbIX
OTITyCKHBIX II€H IMPOU3BOAUTENS HAJ MUHUMAJbHBIMU LIEHAMU B 3apyOE€KHBIX CTpaHax,
BKJIFOUEHHBIX B IIE€peueHb pPeQEepPEeHTHBIX CTPaH, Ha pPePEpEeHTHBIN JIEKapCTBEHHBIN
npenapar «Atumoc» (MHH - «®opmotepon»), mo utoraM KOTOPOIO COOTBETCTBYIOIIHUE
LEeHbl OyIyT CHIKEHbI WJIM OTMEHEHBI B cllydae, eclid OyleT YCTaHOBJIEHO, YTO MpHU
pEerucTpaldyd TpeAeNIbHbIX OTIYCKHBIX II€H OBLIM MPeICTaBI€Hbl HEA0CTOBEPHbBIC
ceeaenus (myHkt 40 IIpasun).
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