2542503
MUWHNCTEPCTBO 3A4paBO0OXPaHEHUS

Poccuiickoii degepaumn
PEAEPAJIbHAA C/TYXBA MO HAO3OPY

B COEPE SNPABOOXPAHEHWA Jepxxatenam pernctpaLoHHbIX

POC3APABHALAL3OP !
(POC3A A30P) YL,0CTOBEPEHWIA 1 NPOU3BOANTENAM
PYKOBOAWTE/Nb NEKapCTBEHHbIX MPenapaTos,
CnasaHckaa nn. 4, ctp. |, MockBa, 109012
TenedoH: (495) 698 45 38; (495) 698 15 74 CO,qep)KaLLI,VIX B KaHeCTBe
www.roszdravnadzor.gov.ru AEMCTBnyUJ,erO BEI_IJ'eCTBa
09. -// Ne O/n  'Ff54- 60pTE30MUG
Ha Ne ot

rOBHeceHmm N3MEHEHUN B UHCTPYKLUK
Nno NPUMEHEHWIO NEKapPCTBEHHbIX
npenapartos, cogepxawnx 6opTezommo

PepfepanbHas cny>k6a No Hag3opy B Cepe 34paBOOXPAHEHUs COOOLLAeT, 4To
MwuH3gpaBom Poccun msgaHo MHMOpMaLMoHHoOe nmucbMo OT 21.10.2022 Ne 25-6/10587 o
PEKOMEHAAUMM  BHECEHWS W3MEHEHW B WHCTPYKUMM NO MPUMEHEHWO, 06Lime
XapaKTePUCTUKN NIEKAPCTBEHHbIX MPEnapaTos, IMCTKU-BKNAAbILLM 3aperncTpupoBaHHbIX B
Poccuiickoin defepauun NeKapCTBEHHbIX MpenapaToB A1 MeAULMHCKOr0o MPUMEHEHNS,
COEPXKalLMX B KayecTBe AEWCTBYHOLLEro BeLlecTBa 6OPTe30MUO, COrflIaCHO aKTyaslbHOM
MHopMaumn 06 onbITe KIMHNUYECKOro NPUMEHeHNs NpenapaTos.

Poc3gpaBHaA30p npeasiaraeT AepXxaTensiM PerucTpauuoHHbIX YAOCTOBEPEHU U
MPOM3BOAUTENAM IEKAPCTBEHHbIX NpenapaToB 60pTe30Mr6a B BO3MOXHO KOPOTKME CPOKM
paccMOTpPeTb BOMPOC O MOArOTOBKE W NpefcTasneHun B MuH3gpas Poccun KommnnekTa
AOKYMEHTOB W AaHHbIX, HEOOXOAMMbIX B COOTBETCTBUM C PefepasibHbIM 3aKOHOM OT
12.04.2010 Ne 61-®3 «O6 06palLeHNN NeKapCTBEHHbIX CPeACTB» A4/ BHECEHNA N3MEHEHWI
B JOKYMEHTbI, COAepXXaLlMecs B PerncTpaLmoHHbIX OCbe Ha YKa3aHHbIe SIEKApCTBEHHbIE
npenaparsbl, corfacHo nucbmy ot 21.10.2022 Ne 25-6/10587 (npunaraetcs).

O MNPUHATOM peLleHnn, a TaKkKe O peasin30BaHHbLIX MeponpuATUAX MpPoCcUM [0
30.12.2022 wvH(opMupoBaTb Poc3gpaBHAA30p MO 3M1EKTPOHHOM MoyTe Ha  ajpec:
YakobenskiNF(@roszdravnadzor.gov.ru ¢ nocregyrowmM  AO0CbIIOM  Ha  OYyMayKHOM
HOCuTenNe.

[MpunoxxeHne: Ha 3 N1. B 13K3.

A.B. Camoiinosa


http://www.roszdravnadzor.gov.ru

MuH3gpas Poccun
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3.D|P€\BOO>§PAHEHMF| Ha 2-187586 oT 28.08.2022

POCCUNCKOW ®EAEPALIN
(MMH3OPAB POCCINN)

PaxmaHoBckuiA mop., 4. 3/25, ctp. 1,2, 3,4, 3aF|B|/|Te]'IFIM perMCTan'MM 4
Mockga, I'Cl 1-4,127994, npon3BoanTENAM NEKapPCTBEHHbIX

Ten.: (495) 628-44-53, thakc: (495) 628-50-58 npenaparos, CoAepP KallX B Ka4eCTBe

21.10.2022  Ne 25-6/10587 aKTMBHOrO BeLlecTBa 6opTe3omMu6
Ha Ne or

[enaptameHT  perynMpoBaHWs  00palleHWs  NIeKapCTBEHHbIX  CPeAcTB U
MeAVLUMHCKNX WM3LeNnid B CBA3M C nUCbMOM PIBY «HayuHbId LEHTP 3KCrepTu3bl
CPeACTB MeAUUMHCKOro npumeHeHns» MuH3gpaea Poccun ot 28.09.2022 Ne 22800
COOOLLIAET O pPeKOMeHAaUMn BHECEHWUS W3MEHEHWA B MHCTPYKLUMW MO MPUMEHEHWIO,
obWpe  XapaKTepUCTUKM  JIEKAPCTBEHHbLIX  MpPenapaTtoB,  JINCTKU-BKIAAbILLN,
3aperncTpmpoBaHHbIX B Poccuiickoin defiepauyn NeKapCTBEHHbIX MNpenapaToB [A/1s
MEAVLMHCKOrO MPUMEHEHWUs, COAepXKallMX B KayeCTBe aKTMBHOMO BeLlecTsa
bopTe3oMMO, COrMaCHO  aKTya/lbHOW  MHGopMauuM 06  OMbITE  K/IMHWUYECKOrO
NnpuMeHeHMst 6opTesommba 1 nucbMmy PefepanbHOM CnyXObl MO Haa3opy B cdepe
3[paBooxpaHeHns ot 16.09.2022 Ne 2-60275/22.

MpunoxeHve: nuceMo PIBY  «HayyHblA  LEHTP  3KCMEepTU3bl  CPeACTB
MEeAMLIMHCKOro npumeHeHusa» MuH3gpasa Poccum ot 28.09.2022 Ne 22800 Ha 2 n.

[OunpekTop JenapTameHTa
perynmpoBaHust obpaLleHuns
NeKapCTBEHHbIX CPeACTB U
MEAVLIMHCKNX M3aeniii E.M. Actanenko

MoAIMHHMK 3N1eKTPOHHOIO JOKyMeHTa, nognucaHHoro 3,
XPaHUTCA B CUCTEME 3/IEKTPOHHOTO OKYMeHToo60poTa
MuHucTepcTBa 3paBooxpaHeHns
Poccuiickoii ®epepauum.

CBEAEHUA O CEPTU®UKATE 3M1

Ceptudhmkar: 01D8C69C2ECE9DOO000AC5B300060002
Komy BblgaH: AcTaneHko EneHa MuxailinosHa
[elictButenen: ¢ 12.09.2022 go 12.09.2023

CasoHoB AL
(495)627 24 00, po6. 2037



MWHNCTEPCTBO 34PABOOXPAHEHWA

POGCHICROA DEAEPALI [lenapTaMeHT perympoBaHus

(MMH3,U|paB Poccmm) O6paLL|,eHI/IF| ﬂeKapCTBeHHbIX
CPEeACTB 1 MeAULIMHCKMX N3aeNWii
theAepanbHoe MUWHMCTEPCTBA 3PaBOOXPaHEHMS

rocyAapCTBEHHOE BIOMKETHOE YUpeXaeHNe
«Hay4HbIli LEHTP 3KCNepPTU3bl CPEACTB
MeALNHCKOr0 NPUMeHeHNs»
(PIreY «HLUICMI»
MwuH3gpaBa Poccun)

Poccuiickoin depepaumm

PaxmaHOBCKWI nep., a. 3,
r. Mocksa, ['CI1-4, 127994

127051 Mocksa, MeTposckuii bynbeap 4, 8., cTp.2
Ten. (499) 190-18-18,(495) 625-43-48,(495) 625-43-42

28 CEH 2022 o
Muu3gpas I:’occvm
o 0 I
NHpopmaLnoHHoe nncsmo N22-187568 or 28.09.2022

B xope MOAroToBKM Tpeb6oBaHMiIt K 6e30MacHOCTU, 3PPEeKTNBHOCTN NeKAPCTBEHHbIX
CPEeACTB, OCHOBaHHbIX Ha COBPEMEHHOI HayyHO 060OCHOBaHHOW MHGpoOpmMauum 06 onbiTe
KANHNYECKOIro nNpuMeHeHUd NeKapCTBEHHbLIX TMpenapaTtoB, coAepxXawunx B Ka4ydecTBe
aKTUBHOIo BelW,ECTBa 60pT830MVI6, 6bl/1a BbISIB/IEHA H606XO,EI,I/IMOCTI: aKTyanumsauunm
VIHCprKLI,VII7I no NPUMEHEHUIK COOTBETCTBYH W MNX NEKAapPCTBEHHbIX MpenapaToB.

B rpaxnaHckom o6opoTe Poccuiickoit defepauum HaxoOAaTCs /IEKAPCTBEHHbIE
npenapatbl  60pTe30MMOa, B  WMHCTPYKUMSX MO npumeHeHuto  (AMIT),  obwmx
XapaKTepUCTNKaxX feKapCTBeHHbIX npenapatoB (OXJIM), nucTkax-Bknagbiwax (/1B)
KOTOpPbIX, COAEPXUTCA MH(OPMaLMs, He COOTBETCTBYHOLLASA aKTyaslbHOW MH(opMaummn 06
OnbITe K/IMHNYECKOro npumMeHeHnst 6opTte3ommba. CornacHoO akTyasibHOW MH(opMaLmm no
6e30nacHOCTN NpUMeHeHUs 6opTezoMmnba 1 nucsMy defepasibHOM CNyXxObl N0 HAA30PY B
cepe 3apaBooxpaHeHMs OT  16.09.2022 Ne02-60275/22 Heob6X0AUMO BK/IHOUUTH
CleyHoLLYO MH(hOpMaLMIO:

B pasgen «[lMobo4yHoe penictere» VIMIT n pasgen 4.8 OXJII JOMONHUTL B MYHKT
«HapyLLeHVsi CO CTOPOHbI HEPBHOM CUCTEMbI»:

«O4YeHb  pegko - cuHgpoM  [wideHa-bappe”,  AeMUENMHU3MPYIOLLLAS
MOMMHENpoONaTns».
*- MOCTPErNCTPALMOHHDIV OMbIT NMPUMEHEHMS.

B pasgen 4 J1B gONO/HUTL:



«OueHb peako - MOryT BO3HMKaTb He 6onee YeM y 14enoseka 13 10 000
CUMMETPUYHbIE MbllLEYHass C€naboCTb, OLUYLLUEHUS MOKa/bIBAHNA W CHUDKEHWE
4yBCTBUTENbHOCTW CHaYana B Horax, 3aTeM B pyKax, /INLE; B TAXKEeSbIX C/TyvasiX BO3MOXHA
MofiHas MnoTeps 4YBCTBUTENIbHOCTU U 00e3[BMXKMBaHWE (Napanny) € HapyLLeHVEM
AbIXaHUA - MPU3HAKU ayTOMMMYHHOr0o MnopaxeHus Nepupepuyecknx HepBoB (CUHAPOM

["MineHa-bappe; AeMyennHU3npyoLWwas NnoanMHeNpPonaTus)».

C yBaXkeHueM,
3aMecTuTeNb reHepasibHOro AMpeKTopa
MO 3KCMNEePTN3e NEKAPCTBEHHbLIX CPEACTB B.A.Mepkynos

Vcn. Mopsyes [.B.



