MWHUCTEPCTBO 3APaBOOXPaHeHNs 2542508
Poccuiickoin degepaymn
PELEPANIBHAS CNYXKBA MO HAZIZOPY B B
B C®EPE 3[IPABOOXPAHEHNA [lepkaTensim permucTpaLyoHHbIX

(POC3/[IPABHA/I30P) N
Y/I0CTOBEPEHWIA 1 NPOM3BOAUTENSM

PYKOBOAMTE/b NeKapCTBEHHbIX MpenaparTos,
TRy e Rnton COACPMATLIAX B KACCTBE
09 év}vév.)rgjzﬁral\qngads)rgouu . 9'S9 AGMC';B“EI/(;?(?;LISHB;:#IGCTBa
Ha No oT

rO BHECEHU U3MEHEHUW B UHCTPYKLIY r
M0 MPVMEHEHIIO IEKAPCTBEHHbIX
Mpenaparos, CoAepPXaLLnX
AMOKCULI/IIH

depepanbHas cnyxba no HaA3opy B cepe 34paBOOXPAHEHWMA COOOLLAET, u4TO
MwuH3gpaBoM Poccun n3gaHo MHMOPMaLUMOHHOe nucbMo OT 21.10.2022 Ne 25-6/10597 o
PEKOMEHAAUMN  BHECEHWA W3MEHEHW B  WHCTPYKUUW MO  MPUMEHEHWO, 0bLime
XapaKTepUCTUKN NeKapCTBEHHbIX NMpenapaTos, NMMCTKU-BKNaAbILLIN 3aperncTpUpoBaHHbLIX B
Poccuiickoin defepaumy NeKapCTBEHHbIX MpenapaTtoB AN MeAVMLUHCKOrO MPUMEHEHNS,
coAepXaLmx B Ka4yecTse Ae/CTBYIOLLEro BeLecTBa aMOKCULUIINH, COrNTaCHO akTyaslbHOW
MH(opMaumm 06 onbITe KAMHNUYECKOro NPUMeEHeHUs NpenapaTos.

Poc3gpaBHaA30p npeasiaraeT AepXKaTenisiM PerncTpaumoHHbIX YAOCTOBEPEHUA U
NPON3BOANTENAM JIEKAPCTBEHHbLIX MPEnapaToB amOKCULMININHA B BO3MOXHO KOPOTKME
CPOKM paccMOTpeTb BOMPOC O MOArOTOBKE M NpeAcTaBneHMM B MuH3gpas Poccuun
KOMMN/IEKTA AOKYMEHTOB W [AaHHbIX, HEOOXOAUMbIX B COOTBETCTBUM C PeaepasibHbIM
3aKOHOM 0T 12.04.2010 Ne 61-®3 «O6 0bpaLleHnmn NeKapCTBEHHbIX CPEeACTB» AJ19 BHECEHUSA
N3MEHEHWUIA B LOKYMEHTbI, COAepXXalymecsd B PerucTpauroHHbIX [OCbe Ha YKaszaHHble
NeKapCTBEHHble Mpenapartbl, corfnacHo nucbMy oT  21.10.2022 Ne 25-6/10597
(npunaraetcs).

O NPUHATOM peLleHnn, a TakKXke O peasiM30BaHHbLIX MEPONPUATUAX MPOCUM [0
30.12.2022 wH(opmupoBaTb Poc3gpaBHaA30p MO  3/MEKTPOHHON Mo4YTe Ha  afpec:
YakobenskiNF@roszdravnadzor.gov.ru ¢ nocregyrowmM [LOCbIIOM Ha  OyMaXKHOM
HocuTene.

[MpunoxeHue: Ha 2 N. B 13k3.

A.B. Camoinnosa


http://www.roszdravnadzor.gov.ru
mailto:YakobenskiNF@roszdravnadzor.gov.ru

MuH3gpas Poccun

MWHWNCTEPCTBO IIIIIIIIII

3ApaBoOOXpaHeHUs
POCCUNCKOW ®EAEPALINN
(MVH3APAB POCCUV)

Ha 2-1397140T 13.10.2022

3aABUTENSIM PErUCTPALIAN 1

PaxmaHoBckuiA nep,, 4. 3/25, ctp. 1,2, 3,4,

MocTam, el"M, 127994, nponssoanTeNdam NeKapCTBEHHbIX
Ten.: (495) 62.5-44-53, dhac: (495) (118-50-58 npenapaToB, COAEPXKaLLNX B KaUecTBe
21.10.2022 Ne 25-6/10597 dKTVBHOIO BeELLeCTBa aMOKCULIMIINH
Ha Ne oT

[enaptameHT  perynMpoBaHus  00palleHVsi  NIeKapPCTBEHHbIX  CPeAcTB U
MeANLIMHCKNX 13aennii B ceA3n ¢ nucbMoM PIrbY «HLISCMIM» MuH3apasa Poccum ot
12.10.2022 No 24031 c00O6LLAeT 0 PEKOMEHAALMN BHECEHUS U3MEHEHWI B MHCTPYKLMN
MO  MNPUMEHeHUO,  OOLIMe  XapakTepUCTUKM  JIEKAPCTBEHHbLIX  MpenapaTos,
NNCTKN-BKNAAbILLM, 3aperncTprpoBaHHbIX B Poccuiickon defepauyn ieKapcTBEHHbLIX
npenapaToB A1 MeAVUMHCKOro NMPUMEHeHWs, COAepXallyx B KayeCTBe aKTUBHOIMO
BELECTBA  aMOKCUMUWMINIMH,  COrNMacHO  akTyanbHOM  WH())opmauum 06  orbITe
KMHWUYECKOTO MPUMEHEHMSI  aMOKCUUMAIMHA W NucbMy  DeaepanbHOM  CNy>KOb!
Mo Haz3opy B C(|)epe 3apaBooxpaHeHnsa oT 15.09.2022 Ne 2-60128/22.

MpunoxeHne: nucbMo PIrbY «HLICMI» MuH3gpasa Poccun ot 12.10.2022
Ne 24031 Ha 1n.

[OunpekTop denapTameHTa
PerynnmpoBaHus obpaLLeHns
NeKapCTBEHHbIX CPeACTB U

MeAVNLIMHCKUX U3AeNnid E.M. ActaneHko

MoANMHHUK 3N1EeKTPOHHOIO IOKyMeHTa, nognucaHHoro 3,
XPaHUTCS B CUCTEME 3/IEKTPOHHOTO JOKYMEHTOO60poTa
MwuHucTepcTBa 3apaBooxpaHeHuns
Poccuiickoii ®egepauum.

CBEAEHVA o CEPTUDKKATE 3T

Ceptuchnkar: 01D8C69C2ECEIDO0000AC5B300060002
Komy BblgaH: AcTaneHko EneHa MuxaiinosHa
[eiictButenen: ¢ 12,09.2022 no 12.09.2023

CasoHos ALl
(495)627 24 00, fo6. 2037



MNHNCTEPCTBO 3PABOOXPAHEHA

POCCUIVICKOV GELEPALI [lenapTaMeHT perympoBaHms

(MVlH3,U|paB Poccmm) O6pa|.|.||eHV|ﬂ ﬂeKapCTBeHHbIX
CPeACTB 1 MeAVNLMHCKUX N3LeNNIA
(eAepasbHoOe MunHUCTEPCTBA 34PaBOOXPaHeHN

rocyfapcTBeHHOe OIOXKETHOE yUpexaeHune
«Hay4HbIl LEeHTP 3KCNepTU3bl CPeACTB
MEAMLIMHCKOI O MPUMEHEHNS»
(PreY«HUICMIM»
MwuH3gpasa Poccun)

Poccuiickon defepaumm

PaxmaHOBCKWIA niep., 4. 3,
r. Mocksa, 'CI1-4,127994

127051 MockBa, MeTpoBckuii BynbBap 4. 8., cTp.2
Ten. (499) 190-18-18,(495)625"3-48,(495) 625-43-42

12 0KT20a Timocn

HaNe oT
N«2-199714 ot 13.10.2022

NHhopmaLoHHOe NUCbMO

B xoae noAroToBKy TpeboBaHWiA K 6e30MacHOCTU, 3PQEKTUBHOCTM NIEKAPCTBEHHbIX
CpeAcTB, OCHOBAHHbIX Ha COBPEMEHHOM Hay4yHO 0OOCHOBaHHOW MH(OpMaLMM 06 OnbITe
KMHWYECKOTO MPUMEHEHMSI /IeKapCTBEHHbIX MpenaparoB, COAepXalmx B KayecTse
aKTMBHOIO BeLLecTBa aMOKCUUMIIMH, Oblna BblsiBfieHa HEOOXOAMMOCTb aKTyanmsaumm
VHCTPYKUMA MO MeAMLUMHCKOMY npuMeHeHuto  (MIMIT), o6wmux  XapakTepucTuk
nekapcTBeHHbIX npenapatoB (OXJIM) n nucTkos-Bknagbiweid (JIB) COOTBETCTBYHOLLMX
NeKapCTBEHHbIX NpenapaTos.

B rpaxnaHckom o060opoTe Poccuiicko Pefepaumm HaxodsaTCs IEKapCTBEHHbIE
npenapartbl amokeuuunnnHa, 8 IMIM, OXJI v JIB KOTOpbIX, COAEPXUTCA UHDOpMaLLMS,
He COOTBETCTBYHOLLASA aKTyaslbHOW WH(OpPMauuMmM 06 OMnbiTe KAMHUYECKOrO MPUMEHEHUS
amokcuumnnmHa. CornacHo akTyanbHOW MHQopMaumm no 6e30nacHOCTU NMPUMEHEHMS
amoKcuumnInHa 1 nucemy defepanbHOM Cy>KObl M0 HaA30py B Cliepe 34paBoOXpaHeHus
0T 15.09.2022 Ne 02-60128/22 HeO6X0AMMO BK/THOUUTL CeAYHOLLYHO MHOPMALMIO:

B pasgen «lobouHoe gevicteue» VIMI n pasgen 4.8 OXJIM B NyHKT «HapyLueHWs
CO CTOPOHbl HEPBHOWN CUCTEMbI» B YaCTOTY «OYeHb PefKO» [OMOSHUTL «aCenTUYeCKuil
MEHUHIUT.

B pasgen 4 J1B 4ON0ONHUTS:

«OueHb peaKo - MOryT BO3HMKaTb He 60/1ee Yyem y 1yenoseka u3 10 000
BocnaneHune 3almMTHOM 060/104KN FO/IOBHOMO MO3ra (aCenTUYeCKNn MEHUHIUT)».

C yBaXXeHMEM.
3aMecTuTesNb reHepasibHOro AUpPeKTopa
MO 3KCNEePTU3e IeKapPCTBEHHbIX CPeacTB B.A.Mepkynos

Vcn. lopayes AB.



