MuHUCTEPCTBO 31paBOOXPAHEHUS
Poccniickoit denepannn

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

PEILIEHUE

0 CONIACOBAHUM IPENEIIBHBIX OTIYCKHBIX LIEH IPOU3BOAUTENEH
Ha JICKapCTBEHHbIE MTPenaparhl, BKIOYEHHbIE B IEPEUYEHDb KU3HEHHO HEOOXOAUMBIX
Y BOKHEWIIINX JIEKAPCTBEHHBIX MPENApaTOB

B coorBerctBun ¢ myHkrom 13 IlpaBusi rocygapCTBEHHOW perucTpaluv |
MEPEPETUCTPALIMM YCTAHABIUBAEMBIX MPOU3BOJUTEIIAMU JIEKAPCTBEHHBIX IIPENAapaToOB
MPEACIIbHBIX OTITYCKHBIX LIEH Ha JIEKAPCTBEHHBIE Ipenaparbl, BKIIOUYEHHBIE B NEPEUYCHb
KU3HEHHO HEOOXOIMMBIX M Ba)KHEWIIUX JICKAPCTBEHHBIX MPEMapaToB, YTBEP>KICHHBIX
nocraHoBiennemM IlpaBurenbctBa Poccuiickoir ®enepauuu ot 29.10.2010 Ne 865,
denepanbHas aHTUMOHOMONBHAS CIYy)K0a paccMoOTpenia JOKYMEHTBHI, IMPEIACTABICHHbBIE
nucbMamMu MunszapaBa Poccun ot 03.09.2019 Ne 20-4-4110339-c u ot 16.10.2019
Ne 20-4-4110339-non-1, u npuHsANIa pelIeHUE O CONIACOBAHUM IPEACIBHBIX OTITYCKHBIX
IIEH, 3asBIEHHBIX Ha rocynapcTtBeHHyro peructparuio 3A0 «JIEKKO» (Poccus), Ha
CJICyIOIINE JIGKApCTBEHHbIE TMpenaparbl, BKJIOYEHHbIE B TMEPEUYCHb KUZHEHHO
HEOOXOJUMBIX M BaXKHEUIIIUX JICKAPCTBEHHBIX MPENapaToB:

1. «cAMokcunmunH+Kasynonoass  kucimoray» (MHH - «AMokcunmuinH+
KiaBymnaHoBasi KMCJI0Ta»), TaOJIETKH, MOKPHITHIE TJICHOUHOU 00o0sioukon, S00 mr+125 wmr,
7 1IT., - YITAKOBKU STYEUKOBBIC KOHTYPHBIE (2) - MaYKU KapTOHHBIE, B pasmepe 247,96 pyo.

2. «AmokcununuatKnasynonosass  kucinoray (MHH - «AmokcunuminH+
KiaBymaHoBasi KMCJI0Ta»), TaOJIETKH, MOKPHITHIE TJICHOYHONW 000JI04KOH, 875 Mr+125 wmr,
7 WIT., - yIAKOBKY STYEHKOBBIE KOHTYPHBIE (2) - Tauku KapTOHHBIE, B pazmepe 240,64 pyO.

®AC Poccum oOpamraer BHUMaHuE, 4To BeTymuBmmM B cwiry ¢ 07.06.2019
®enepanbHbiM  3akoHOM 0T 06.06.2019 Ne 134-®3 «O BHeceHHM H3MEHEHUU B
@enepanbHblii  3ak0H «O0  oOpalleHMM  JIEKapCTBEHHBIX  CPEACTB» B YacTH
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rOCyJIapCTBEHHOIO PETYIMPOBAHUS IIEH HA JIEKAPCTBEHHBIE IPENApaThl, BKIOYECHHBIE B
nepeyeHb KU3HEHHO HEOOXOAMMBIX W BaXKHEWIUX JIEKAPCTBEHHBIX IPEMapaToB» B TOM
YHUCJie BHECEHBI U3MEHEHUs B cTarbio 61 denepanbHoro 3akoHa oT 12.04.2010 Ne 61-D3
«O0 oOpareHnuu JIeKapCTBEHHBIX cpeAcTBy». I[lyHkrom 2 uactu 4 yKa3aHHOW CTaThbU
IPEIYyCMOTPEHO  CHW)KEHME L€H JUIsl  COOTBETCTBYIOUIMX  BOCIPOM3BEJECHHBIX,
O1oaHaIOrOBBIX (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpENapaTtoB NpHU CHIDKEHUU LEH Ha
pedepeHTHBIN JTeKapCTBEHHBIH Mpenapar.

B atoit cBsizu PAC Poccnn mpoCUT y4ecCTb, UTO B HACTOSIIEE BPEMS IPOBOAMTCS
pacciieJoBaHUE MO BOIPOCY MPEBBIINICHHS 3apErHCTPUPOBAHHBIX B Poccuu mpenenbHbIX
OTIYCKHBIX II€H MPOU3BOAUTENS HaJ MUHUMAJIbHBIMHU II€EHAMHU B 3apyOEKHBIX CTpPaHAX,
BKJIIOUEHHBIX B T€peueHb pePEepeHTHBIX CTpaH, Ha pe(epeHTHbIN JIeKapCTBEHHbBIN
npenapar «Ayrmentun» (MHH — «Amokcunmmina+KnaBynaHoBasi KHCIIOTa»), IO
UTOTaM KOTOPOI'O COOTBETCTBYIOIIME 1IEHbI OyAYT CHUXKEHBI UJIM OTMEHEHBI B Cllydae, €Cliu
OyIeT yCTaHOBJIEHO, YTO TMPU PETUCTPALMU TPEAEIbHBIX OTIYCKHBIX IIE€H ObLIN
MpeJiCTaBlIeHbl HeocToBepHbIe cBeneHus (yHKT 40 [Ipaswn).
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