MVIHI/ICTepCTBO 3paBOOXPaHEHUA
Poccuiickoii degepauum 55 46781
DPEAEPANIBHASA C/IYXBA MO HAL3OPY
B C®EPE 3PABOOXPAHEHNA
(POC3APABHAL30P) CybbeKkTbl obpalieHns

NeKapCTBEHHbLIX CPeaAcCTB
CnassHckas nn. 4, ctp, 1, Mocksa, 109074

TenecioH: (495) 698 45 38; (495) 698 15 74

N.aA.n -

Ha Ne oT

| 06 0TMeHe rocyaapCTBEHHON
perncTpauumn neKapcTBEHHOMo
npenapara ®orecuk®

depnepanbHas cnyxba no Hag30py B chepe 34paBoOOXpPaHEHUA B paMKax UCMONHEHUA
NONHOMOYNIA nNo (eaepansbHOMY TrOCyAapCTBEHHOMY HafA3opy B chepe obpaweHus
NeKapCcTBeHHbIX cpeAcTB (B OTHOWEHMU NeKapCTBEHHbIX CPeAcTB AN MeAMLUMHCKOro
NPUMeHeHNsa) NOCPeLCTBOM OpraHmsaLunm n NnpoBefeHNa papmMakoHa30pa B COOTBETCTBUN
CO cTaTbell 66 depepanbHoro 3akoHa oT 12.04.2010 Ne61-®3 «O6 ob6pauieHum
NIeKapCTBEeHHbIX CPeACcTB» M MYHKTOM 62 npukasa Poc3sgpaBHagsopa ot 15.02.2017 Ne 1071
«O6 yTBepxfAeHun TlopsAgKa ocylleCTBNeHMS (apmakKoHag3opa» pasmeliaeT Ha CBOEM
ohnymnanbHOM caliTe B CeTU «MMHTepHEeT» peweHne MuH3sgpasa Poccum oT 14 aBrycta 2018
roga 06 oTMeHe rocyjapCTBeHHON perncrpaynn neKapCcTBeHHOro npenaparta P nOrecuk®
(MHH: dnynupTtnH), kancynol 100 wmr, npowussoactsa JltonuH Jinmuten, WHAMA
(pernctpaynoHHoe ypoctosepeHue JiM-003516 ot 22.03.2016), M UCKAKOYEHUN €ero wus
rocyfapCTBeHHOro peectpa NeKapCTBEHHbIX CPeacTB, npuHaToe MuH3gpasom Poccuu no
pesynbTatam papmakoHagsopa.

MpunoxeHne: Ha 10 n. B 1 3Ks3.

Bpuo pykosoguntens [.B. NapxomeHKO



MNWHWNCTEPCTBO

sapaBooXxXxpaHeHUsN

POCCUNCKOWM dwepepayum J'IT,CI,.", Poccus
(MMWH3OPAB POCCUIN)

npegctaBuTenbcTso "J1tonuH

119571, r. MockBa, yn. 26
BaknHCKNX Komuccapos, 4. 9,
0. 40

3IamMmecTmMnMnTEe/Ib MMNHMUMCTpPaAa

PaxmaHOBCKWiA nep., 4. 3, Mocksa, MCIM-4, 127994
Ten.; (495) 628"-53, dhakc: (495) 628-50-58

PeweHne 06 0TMeHE roCyapCTBEHHOIA
perucTpaynmn neKkapcTBEHHOTo npenapaTa
M UCK/IIOYEHUUN €ro 13 roCyAapCTBEHHOTO0
peecTpa /1eKapCTBEHHbIX CPEACTB

MuHUCTEPCTBOM  3A4paBoOXpaHeHUss  Poccuitckon  depepaynm B
COOTBETCTBUM CO cTaTbeh 32 PepepanbHOro 3akoHa ot 12.04.2010 Ne 61-@3
«O6 ob6paWweHUNn neKapCTBEHHbIX CPeACTB» TMPUHATO pelweHne o6 OTMeEHe
rocyflapCTBEHHOW perucTpaynm M WUCKAKYEHUU W3 TOCYJapCTBEHHOro peecTpa
NeKapCTBEHHbIX CPeAcTB ANA  MeAMUUMHCKOTO MNPUMEHEHUA fIeKapCTBEHHOTO
npenaparta (perncrtpaunMoHHoe ypocTtoBepeHne JIM-003516 ot 22.03.2016
BblgaHo JltonuH lumnten, NHauna):

dnworecnkKk®
(ToproBoe HanMeHOBaHWe NNEKApCTBEHHOMO NpenapaTa)
dnynupTunH
(Me>K,quapo,u,Hoe HENaTeHToOBaHHOE UM rpynnmpoBoYHOE U XNMMNYEeCKoe HaI/IMeHOBaHI/Ie)

Kancynbl, 100 mr _
(nekapcTBeHHasa opma, J03MPOBKA)

MonuH Numuten, NHana
EPIP, Kartholi, SIDCO, Industrial Complex, Bari-Brahmana,
Jammu - 181133, India

(HaI/IMeHOBaHI/IE nagpec Mecta HaxoXaeHnsA npom3BognTena NeKapCTBeHHOro npenapaTa)

Ha OCHOBaHMW 3aknueHus degepanbHoli cnyx6bl No Hagsopy B cdepe
3QpaBoOOXpaHeHMss 06  yrpose 3[0pOBbH  4YeNOBeKa MpU  MPUMEHEHUM
NeKapcTBEHHbIX MPenapaTtoB AN MeAULWHCKOrO NMPUMEHEHUS C MEXAYHAPOAHbIM
HenaTeHTOBAHHbIM HaMMeHOBaHMEM (NYNUPTUH B NIEKAPCTBEHHbIX (hopmax Ans
nepopanbHOro  MPUMEHeHUs,  NOCTYNMBLIEro  NuUcbMOM  Po3gpaBHaj3opa
oT 08.08.2018 Ne 01-35874/18.

[MpunoXxeHne: yKasaHHble n. 8 13Ks.

H.A. XopoBa

PsabkoBa A.C.
+7-(495)-627-24-00 (2032)



MMHMCTepgTBO 3ApaBoOXpaHeHnAa 2234-407
Porruninckon ®epepaumnn

®EAEPANIBHAA C/IYXXBA MO HAL30PY
B C®EPE 3JPABOOXPAHEHUSA
(POe3PABHALN3OP) MUWHNCTEPCTBO 34PaBOOXPaHEHUS

PYKOBOAUTE/b Poccuiickon depepanmm
ni. 4. ctp. ), Moekkn, 10M071
"lencmH: (405) 69S 45 3?: (495) (/)8 15 74
08.08.2018 01-35874/18

Hu 0,

O MeanUMHCKOM MPUMEHEHNN
NEeKapCTBEHHbIX Npenaparos
(hnynupTnHa

defepanbHas cnyxb6a Mo Hag3opy B cdepe 34paBOOXpPaHeHUst B paMKax
UCMOMHEHUs  heflepaNbHOTr0  rOCYJAapCTBEHHOIO Hafg3opa B cdepe  o6palleHus
NEeKapCTBEHHbIX CPeAcTB (B OTHOLIEHWM NEeKAPCTBEHHbIX CPeACTB A1 MeAULIMHCKOrO
NPUMEHEHNS) NMOCPEACTBOM OpraHuM3aLMmn 1 NpoBeaeHMs hapmMakoHaA30pa paccmMoTpena
B Mnpeaenax YCTaHOB/IEHHOW KOMMETEHUUM TeKyliue [aHHble N0 3P(PEKTUBHOCTM U
6e30MacHOCTU NeKapCTBEHHbIX MpenapaToB (ynupPTUHA UM HanpasnseT B MuH3apas
Poccum 3akntoueHne 06 yrpose 3[40pOBbl0 YeNoBeKa Npu NMPUMEHEHWUN NEKAPCTBEHHbIX
npenapaToB A1 MeAWLMHCKOr0 MPUMEHEHUS C MEXAYHapoAHbIM HEenaTeHTOBaHHbIM
HaUMEHOBaHMEM  (BAYNUPTUH B NIEKAPCTBEH Hb[X (hopMax Ans  MepopasbHOro
MPVMEHEHWS.

MpunoxeHue: Ha 8 n. B 1 3K3.

AOKYMEHT MOAMUCAH M.A. MypalLlKo
3NEKTPOHHOM noagnucs o

Cepuuuka! F.1036F.1BO7F;0D7SOF.71 1I5B916FRIDR99
Bnageney, Mypawko Miijuili AnbbepToBuy
.mc-Metomtenen ¢ 04.1)9.2017 n» (M.09.2018

C.B. arones
8499 578 01 3!



[MpunoxeHue K nuceMy Poc3gpaBHazsopa

oT

3aknoueHne 06 yrpose 3[40pOBbIO YenoBeKa Npyu NPUMEHEHNIN NEKAPCTBEHHbIX
npenapaToB A8 MeAVLMHCKOr0 NPUMEHEHUS C MEXAYHAPO/AHbIM HeMaTeHTOBAHHbLIM
HauMeHOBaH1eM (GAYNUPTUH B NEKAPCTBEHHBIX hopMax Ans NepopanbHOro
MPUMEHEHUS.

PefepanbHON  CNyO0M MO HaA3opy B cepe 34paBOOXpaHeHUs B Xof4e
OCYLLLECTB/IEHUA MOHUTOPMHIa 630MacHOCTU NIeKapCTBEHHbIX NpenapaToB, HaXOA4ALLMXCS
B 06pallleHnn Ha TeppuTopumn Poccuiickoin ®efepaunn, yCTaHOBNEHO, YTO B 6ase faHHbIX
HeXenaTeflbHbIX — peakuuMini  YNNcasbCKOro  LeHTpa  MOHWUTOpuHra  BcemupHoM
OpraHusauun 3apaBooxpaHeHus VigiLyze, copgepxauieir rnob6anbHble AaHHble O
HeXxenate/ibHbIX peakuunsax NeKapCTBeHHbIX npenapaTos, nony4vaemble BO3 B pamkax
MMporpaMmMbl MeXAYyHapoOLHOr0 MOHWTOPWHIa NEeKapCTBEHHbIX CPeACcTB, CofepXkarcs
coobweHns o 1345 cnydasx pasBUTUSA HeXenaTeflbHbIX pPeakuuil Ha JIeKapCTBEHHbIE
npenapatbl gaynuptuHa. Cpean HUX HambONbLIYK A0 COCTaBAAKT COOOLEHMS O
Pa3BMBLLMXCSA HapyLIEHWAX CO CTOPOHbI renatobunnapHoin cuctembl - 537 cnydvaes
(39,9%), mn3 kotopbix B 202 cny4dasx HexenaTenbHble peakuun OMUCbIBASINCL Kak
NeKapCTBEHHO-UHAYLNPOBAHHbIE NMOPaXXEHUSA MeYeHn, KpoOMe TOro 3aperncTpupoBaHo 44
c/lyyass NeyeHOYHON HeLOCTATOYHOCTM W 54 cnydvas pas3BuUTUA OCTPOM MeYeHOUHOW
He0CTaTOYHOCTH.

NnTepatypHbI NOMCK NO JaHHOMY BOMpocy BbiABUA Nybnmkauuio Douros A,
Bronder E, Andersohn F, Klimpel A, Thomae M, Orzechowski HD, Kreutz R, Garbe E.
«Flupirtine-induced liver injury-seven cases from the Berlin Case-control Surveillance
Study and review of the German spontaneous adverse drug reaction reporting database.»
(bnynupTUH-NHAYUMPOBAHHOE MOPaXeHMe neyeHW, CemMb C/ay4vaeB B OEp/IIHCKOM
NUCCNeAoBaHNN  «CNy4Yain-KOHTPONb», a TakXe 0030p repmMaHCKOM 6a3bl [JaHHbIX
CMOHTAHHbIX COO6OLWEeHNI 0 HexenaTe/lbHbIX peakuusax JIeKapCTBEHHbIX CPeACTB)
(European Journal of Clinical Pharmacology. 2014 Apr; 70(4): 453-9), xapaKkTepusyrouiue
(GAYNUPTUH-UHAYLUUPOBAHHOTO  MOPaXeHWs MeYeHW, BK/IKOYas pasBUTUE  OCTPOM
Ne4yeHOYHON He0CTaTOUYHOCTMN.

BaxHO 06paTuTb BHMMaHWe, 4YTO PACCMOTPEHHble B YKa3aHHOW nybankauuu
npobnembl 6€30MacHOCTM, 6blM MPeAMETOM BHUMAHUS 3apyO6eXXHbIX PerynsiTopHbIX
areHTCTB B TeyeHue nocnefHux natu net. B 2013 rogy EBponeinckum MeguuMHCKUM
areHTCTBOM B MHCTPYKLUM MO MeAULNUHCKOMY MPUMEHEHUIO TeKapCTBEHHbIX Mpenaparos
BHECeHbl W3MEHeHus, WCKAKYalLWme MNpMMeHeHWe MpenapatoB Yy MauveHToB C



HapylweHnAMN (YHKUUM MeYeHn W orpaHuymMBarolime AJANTENbHOCTb MPUMEHEHUA
(hnynupTrHa.

AHaNornyHble M3MeHeHWs OblNN BHECEHbl B WHCTPYKUMU MO MeLULUHCKOMY
NMPVMEHEHUIO JIeKapCTBEHHbIX MpenapaToB (AynupTUHA, 3aperucTpuMpoBaHHbIX B
Poccuiickon ®epepaumn (NPOTMBOMNOKa3aHWUA - COMYTCTBYHOLWMe 3a60/1eBaHUS MEeYeHn
WA afIKOronm3m, OorpaHuMyeHre MakCMMasbHOM CYTOYHOW f03bl (He 60nee 600 mr) wu
[OJMTENBHOCTU NPUMEHEHNUSA - He 60nee ABYX Hefenb),

09 teBpansi 2018 roga EBponeiickoe areHTCTBO MO /IEKAPCTBEHHbLIM CpeACTBam
(EMA) ony6nmnkoBano nHhopmaumo 0 pekomeHgaumax KommuteTa no oueHKe pUCKOB B
cthepe thapmakoHaasopa (Pharmacovigilance Risk Assessment Committee - PRAC) 06
0T3blBE MapPKETUHIOBbIX YAOCTOBEPEHNIN HEHAPKOTUYECKUX aHaNbreTUKOB, COAEPXKaLLMX
(hAynUPTUH.

[aHHoe peLleHne 66110 NPUHATO B CBA3W C TEM, YTO, HECMOTPS Ha NpUHATbIE EMA
B 2013 rogy oOrpaHu4yeHuss B BWAE OrpaHUYeHWs MaKCUManbHOW ANUTESIbHOCTU
NPUMeHeHNs Npenaparta ByMs HeLeNsaMN 1 HEOOXOANMOCTMN NPOBELEHNS eXEHEeAe/IbHOro
MOHUTOPUHIA (PYHKLWIA NeyveHW B Nepuoj NnevyeHus, MPoAO/MKAKT 0TMeYaTbCcs crydan
Cepbe3HbIX MOPAXKEHWA MeYeHU NPy UX NPUMEHEHWUW, BKIKOYAs pasBUTUE MeYeHOYHOW
HefoCTaTOYHOCTU. BmecTe ¢ TeM EMA npuLwio K BbIBOAY O HEBO3MOXKHOCTU pa3paboTKu
JOMONHUTENbHBIX  Mep, MOBbIWAKWMX MPUBEPXKEHHOCTb K COGMIOAEHUID  3TUX
OrpaHu4YeHunin. MayyeHne cnyyvaeB pasBUTUA MOPaXKEHWUI MeyeHun, BKA4Yas 23 cnydas
OCTPOI MEeYeHOYHON HeAOCTAaTOYHOCTM, KOTOpas 3aBepliniach NeTanbHbIMKU UCXOAaMM,
nn6o notpeboBana TpaHCNNaHTaLMM NeYeHun, NoKasano, YTo JaHHble peakunmn ABNAIUCH
HenpeackasyeMbiMW, a TOYHbIA MeXaHu3M, Npu KOTOPOM (YNUPTUH BbI3blBAET
NMOpaXXeHNs nevyeHW MPOLOMXKAET 0CTaBaTbCA HEU3BECTHbIM. Kpome TOro, B X0of4e LUecTu
HabntoaaTe/lbHbIX UCCNef0BaHNN ObIN0 NOKa3aHO, YTO Mepbl, NPU3BaHHble 06ecneyYnTb
CHWKEHME renaTOTOKCMYHOCTU B peasibHON MpakTUKe He cob6M04atoTCA B AOCTAaTOYHOM
CTemneHMu.

PerynatopHoe peweHne EMA 0CHOBbIBaeTCS Ha HEBO3MOXHOCTW B [OCTaTOYHOW
Mepe CHU3WUTb PUCKWN MOPaXKeHUS MeYeHn Npu NpUMEHeHUU PAyNnnUpTNUHA, B TOM YuC/e U
nocpeacTBoM 06ecrneyveHns BbICOKON NPUBEPXKEHHOCTN PeKOMEHALMAM UHCTPYKLMK.

B cBA3M C 3TUM, a TaKXe C YYeTOM Ha/imumns afibTePHATUBHbLIX BApPUaHTOB JleYeHUs
6onesoro cuHapoma, EMA npuLwno K BbIBOAY O TOM, YTO MOMb3a AaHHbIX NPenaparos He
nepeBeLLMBaET BO3MOXHbIX PUCKOB NPU UX MPUMEHEHUN U peKOMeH0Bas 0TO3BaTb UX
MapKEeTUHIOBble pa3peLleHuns.’

CornacHo cBefleHWsIM 3/1EKTPOHHON 6a3bl JaHHbIX [TOCyfapCTBEHHOro peectpa
NeKapCTBeHHbIX CPeAcTB, pasMeLleHHOW Ha ojuunanbHoM cante MuHUCTEpCTBa
3[1paBooXpaHeHns Poccuinckon deaepaunn, no coCcTosHMIO Ha 21.06.2018, B Poccuitickoi
defepaunn 3aperncTpnpoBaHbl CrefyroLine NeKapCTBEHHbIE MpenapaTbl PAYyNUPTUHA:

http://lwww.ema.europa.eu/docs/en_GB/docuraent_library/Rcferrals_docuinent/Flupirtine-
containing_medicines/Recommendation_providcd_by Phannacovigilance_Risk_Assessment Committe
e/WC500243553.pdf


http://www.ema.europa.eu/docs/en_GB/docuraent_library/Rcferrals_docuinent/Flupirtine-containing_medicines/Recommendation_providcd_by
http://www.ema.europa.eu/docs/en_GB/docuraent_library/Rcferrals_docuinent/Flupirtine-containing_medicines/Recommendation_providcd_by

AppganoH, kancynsl 100 wmr, npoussogctea AO «Bepodapm», Poccus
(pernctpaunoHHoe ygoctosepeHme J1M-003860 ot 27.09.2016);

KatagonoH, kancynol 100 mr, npomssoactea Tesa PapmaleBTUYecKue
Mpegnpuatua Jitg, N3pamns (M NO015611/01 ot 27.04.2009);

KaTtagonoH, kancynbel 100 mr, npoussogctsa AB/.papma Mm6X n Ko.KrI,
lepmaHua  (perucTtpaumoHHoe ypoctosepeHve 1 NO015611/01 ot
27.04.2009);

KaTtagonoH dopTte, TabneTkm nNpONOHrMpoBaHHOro pfenctemsa 400 wr,
npoussoacTea TeBa dapmaueTuyeckune [pegnpuatua Jita., Wspannb
(pernctpaunoHHoe yaoctoepeHue JIM-001320 ot 02.12.2011);
HeilpogonoH, kancynbl 100 wr, npousBoactea 3AO «KaHOH(hapma
npogakwH» (J1rM-003082 ot 10.07,2015);

Honogatak, kancynbl 100 mr, OAO «X®K «AKpuxuH», (JIM-002822 ot
14.01.2015);

dnyrecuk, kKancynol 100 mr, npowussogacTtsa JltonuH Jiumnuted, WHAnA
(J1M-003516 ¢yr22.03.2016);

®nynuptuH, Kancynel 100 mr, npomssoactBa AO «BepTtekc», Poccus,
(J11-004860 ot 24.05.2018);

®nynuptuH-C3; kancynsl 100 mr, 3A0 «CesepHad 3Be3fa», Poccus
(/111-004773 ot 03.04.2018).

Mo paHHbIM AWNC Poc3gpasHaasopa Ha 07.06.2018 r. 3apeructpupoBaHo 38
coobWeHnin 0 34 cnydasax pasBUTUSA HexenaTeNbHbIX peakuuin ¢ Mnojo3peHueM Ha
npenapatbl (GaynuptuHa. B OCHOBHOM c006WWanocs 0 cay4vasx HeapeKTUBHOCTU
npenapaToB, a TakXe 0 Pas3/IMUHbIX MPOSABNEHUAX anfIepruyecknx peakumim npum ux
NPUMEHEHUN.

Mpwn 3TOM, 3aperucTpmMpoBaH OAUH C/ly4vail pasBUTUSA HeXenaTelbHOM peakuumn co
CTOPOHbI MeYeHN B BUAE MOBbLIWEHUA YPOBHA OUAUPYOMHA, XXENTYLWHOCTU KOXHbIX
MOKPOBOB, CNMaboCTN, CHWDKEHWA annetuta C BO3MOXHOW MPUUYUHHO-CNEACTBEHHOW
CBA3bI0.

B agpec Poc3gpasHagsopa noctynuno nnuceMo OOO «TeBa» (BX. 7853 ot 13
(peBpans 2018 r.) 0 HamepeHMW HanpasuTb 3aNpPoOC Ha MNpekpalieHne obpalieHns BCex
PErnucTpaLMoHHbIX YAOCTOBEPEHUI ANS  Mpenapatos, cogepxawmx  (aynupTuH
(KaTtagonoH, KartagonoH opTte) M 0TO3BaTb BCe OCTaBLUMECA MapTumM npenapata Ha
YPOBHe anTek.

OpHoBpeMeHHO ¢ 3TuM 28.05.2018 r. (BX. 30305) AO «AKPUXUH» B UHULMATUBHOM
nopsigke B PocsfgpaBHag3op 6bin npefcTaBneH [MnaH ynpaBneHus puckamu  Ans
nekapcTtseHHoro npenapata Honogatak (MHH - dnaynupTtuH), kancynbl, 100mr
(3aperucTpupoBaH B pasgene «lMepnoAnYecKnini oTyeT» nogcuctembl «PapmMakoHaa3op»
ANC Poc3gpaBHags3opa 3a Homepom 10134). B gaHHOM [LOKYMeHTe He nNpeasioXXeHo
KaKnX-11bo AOMOMHUTENbHbIX MEP N0 MUHMMU3AUUU PUCKOB, CBA3AHHbLIX C BO3MOXHbIM
pasBUTMEM  (PAYMUPTUH-UHAYLMPOBAHHbLIX MOPAXEHWA MeyYeHn, BKAKOYAA OCTPYH
nevyeHOYHYH0 He40CTaTOUYHOCTb.



B HacTosllee BpeMa MOKasaHUA K MNPUMEHEHMIO npenapaToB (aynupTUHA
OrpaHuyeHbl ie4eHemM OCTPOI 60NN NErKOW U CPeLHENn CTENEHN TAXKECTU Y B3POC/bIX.

Mpn 3TOM OAHUM M3 BaXKHbIX WUAEHTUMPUUUPOBAHHLIX PUCKOB MPU NPUMEHEHUM
npenapaTtoB C AaHHbIM [eWACTBYIHOLMM BELLECTBOM SBNSETCA pPa3BUTME TSHKENbIX
NeKapCTBEHHO-NHAYLMPOBAaHHbLIX MOPaXKEHWI NeYeHN Y NaLneHTOB.

AHann3 rnobanbHbIX AaHHbIX M0 6e30MacHOCTM (PAYNUPTUHA MOKasbiBaeT, 4TO
TAXKECTb MOPAXEHUA MeyYeHU Npu ero NPUMEHEHWUW, a TaKXe OTCYTCTBUE HaLEXHbIX
NPeAvKTOPOB renaTtoTOKCUYHOCTM He MO3BONAIOT paspabotatb Mep MO 3¢ (eKTUBHON
MUHMMM3ALMN JaHHOTO pUCKa, 06ecrneynBaroLInX NpeBblLUeHNe 0XUaaemMon Nonb3bl Haf
BO3MOXHbIM PUCKOM NMPUMEHEHNSA AaHHbIX N1eKapCTBEHHbLIX NpenapaTos.

Poc3apaBHaA30poM 6bI/I0 3anpoLLUeHO MHeHWe creunanncTos Bcepoccuinckoro
06LLEeCcTBO HEeBPONOroB 06 3(h(eKTMBHOCTM M 6E30MacHOCTU MPUMEHEHUS NpenapaToB
(nynupTuHa Ang nedeHma 6onesoro cuHgpoma. CorfacHo Mnosly4eHHOMY OTBETY OT
16.05.2018 r. (konua npunaraetcs) MNpesmanym MpaBneHns BcepoccuiicKoro obLlecTsa
HeBPO/I0roB paccMOTpes1 BOMPOChl PUCKOB UANOCUHKPATUYECKOT0 NMOPaXKeHNA NeveHu n
npuLwlen K 3aKMYeHU0 O HEeBO3MOXXHOCTW BbIAeNeHUA KaTeropuu nauMeHToB, ANS
KOTOpPbIX NPYMeHeHWe npenapatos GynupTuHa SBNSN0CH Obl 6e3a/1bTeEPHATUBHBIM, U NPW
3TOM M0Jib3a OT UX MPUMEHEHUNS NPeBbiLasa BO3MOXHbIE PUCKW. B CBA3N € 3TUM Obl/i0
PEKOMEH[O0BAHO AN KYNMPOBaHUA OCTPbIX M XPOHUYECKUX 6O0MeBbIX CUHAPOMOB Mpwu
naTonorny LEeHTPanbHON MK NepuepuyecKo HeEpPBHOW CUCTEMbI MCMONb30BaTb 60/ee
6e3onacHble a/ibTepHATMBHbIE IeEKAPCTBEHHbIE NpenapaTbl C aHaNbreTU4YeckuM 3h(HeKTom
B Ka4yecTBe MOHO- U/ KOMOUHUPOBaHHOMN Tepanuu.

OpHoBpeMeHHO PoesapaBHaA30p 3anpocui MO3ULKMIO O MNOpsAKe AanbHenwero
NMPUMEHEHNS NEKApPCTBEHHbIX MpenapaToB (MAYNUPTUHA Y [NaBHOTO BHELWTATHOro
cneymanucTa nNo nannMatMBHOW nomowmn MuH3gpaBa Poccun, rnaBHoro Bpada MbY3
«[MMepBblit MockoBcKuii Xocnuc um. B.B. MunnnoHuwmkoson» A3M [.B. HeB30poBOW.
CornacHo oteeTy [.B. HeB3opoBoil (nucbmo oT 27.07.2018 Ne347-01/18 npunaraetcs)
NEKapCTBEHHble  MpenapaTbl  (AYNUPTUHA «HE  WCMOMb3YKTCA NPU  OKasaHWUW
NaninaTMBHON MeLUUMHCKOM MOMOLLM U He Hall/M CBOEro OTPaXKEHUA B KIMHUYECKUX
peKoMeHdaumsax, paspaboTaHHbIX Accoumauuein xocnmcHom nomouwn B 2016 rogy, no
NneyeHnto 60M1eBOr0 CUHAPOMA Yy B3POC/bIX MaUMEHTOB, HY>XAAKOWWUXCA B OKazaHUu
NannnMaTUBHON MeANLMHCKOW NMOMOLLI».

Ha ocHOoBaHWW W3/10)KEHHOro Poe3gpaBHAA30p MPUXOAUT K 3aK/IKUYEHWUHo, 4To
BO3MOXHOCTb Pa3BUTUA TSXKENbIX MOPaXKEHUA CO CTOPOHbI MEYeHW, B COYETaHWUU C
HEBO3MOXHOCTbIO pa3paboTKM afeKkBaTHbIX Mep MUHMMMU3AUUK  [aHHOTO  PUCKa,
OKa3blBaeT 3HauyUTeNbHOe BUAHWE HA COOTHOLUEHME «MO0Nb3a-pPUCK» ANA MPUMEHEHUS
npenapaToB (ynuUpTUHA 415 NIeYeHUs KynuMpoBaHUSA OCTPOM U XPOHUYECKON 6onun, U
fenaet ero He6/1aronpUATHbLIM.

B cBasum ¢ atum, Poe3gpaBHaj30p cyuTaeT LesecoobpasHbIM  PeKoOMeH0BaThb
pacCMOTPeTb  BOMPOC  OTMeHbl rOCYAPCTBEHHOW  perucTpauum  NekapCTBEHHbIX
npenapaTtoB GAynupTUHA Ha TeppuTopumn Poccuninickoin degepayun,

B cootBetcTBMM C nyHiorom 1 ctaten 32 PepepanbHOLW 3aKoHa oT 12 anpens
2010 r. No 61-®3 «O6 o6paweHUn eKapCTBEHHbIX CPEACTB» TrOCYAapCTBEHHAS



perncrtpaumna NeKapCTBeHHbIX TMpenapaTtoB C MeXAyHapoAHbIM HeENnaTeéHTOBaHHbLIM

HaMMeHOBaHWEM (YNUPTUH B IeKaPCTBEHHbIX hopMax [N NepopanbHOro NpUMeHeHNs,
MOANEXMNT OTMEHE.

PykoBoguTtens LieHTpa No MOHUTOPUHTY

3(h(peKTMBHOro, 6e30MacHOro 1 paunoHasbHOro

NPUMeHeHNs NeKapCTBeHHbIX cpeacTs dIbY

«MMU3YAOCMI» Poc3apaBHaa3opa B.A. lNonnsaHoB

3aMecTMTeNb HayaNbHIUKA YNPaBeHNs

- HaYa/IbHUK OTZAEeNa OpraHM3aL UK

hapMakoHaa3opa Y npaBneHus

rocyaapCTBEHHOro KOHTPO/S KayecTBa

MeAULMHCKON NpoAyKuMmn PocsapaBHag3opa C.B. lnarones

Bpno HayanbHMKa Y npasneHua rocyapcTBeHHOro
KOHTPONA KayecTBa MeAULMHCKON NpoayKLmMm
Poc3apaBHagsopa E.M. KygpsaBLeBa



IbCEPOCCO3MC3CCNe o6uwecteo fFEHPOUIOrOF
NMPE3IVNANY M

1350985

119049 MockBa. J/IeMUHCKUiA np.,8. Kopn.8 Ten.: 499-2372730,499-2379051,

_Maii 2018 r. Ns
PykoBoguTento degepanbHoOi cyxo6bl

no Haf3opy B chepe 34paBOOXPaHEHUS
O.M.H. Mypawko M.A.

Mry6o3coyBakacMbii Mhx-aiin AJTb6epax)Buy!

Mpesnauym npasnenus BorpsCCUMICKoro 06LjecTBa HEBPONOrOB PaccMOTpesn  BOMPOC
06  3hheKTMBHOCTYH M 6e30MacHOCTM  JIEKAPCTBEHHbLIX  MpenaparoB  QUIynUpTUHA,
saporHctpHpod"HBIix 1 pa3spelleHHbIX K NPUMeKeHs0 Ha Tepputopun Poccuiickoin degepaumnu
(AppasioH kaniynbl 1QD mr, Katasdonog kao s HO mr., KaxitfldwH ¢opTte Kancynbl KOO wr.,
HeipogonoH kancynel f(T(V rtr, HosiogatBk 'kancynbl. LLUO urp., dnyrecuk kancynbl 10D Mr.).
Mpy nogEoTOBKe peluelins nNo aToMy BbHpoOCY Obiv yuTeHbl pekoMeHAauun KoMuTeTa Mo OueHKe
puckoB B cepe apmakoHaasopa (PRAC) EBponeiickoro areHTcTBa MO /fileKapCTBEHHbIM
npenapatam (EMA), pe3ynbTaTbl MeXAYHapOAHbIX KAWUHWUYECKMX WCCNeAOBaHWUA Pas3nyHbIX
KoiiopT. aKpAepTHble MHEHWS, a TakXe [aHHble OTEYECTBEHHbIX K/IMHWYECKUX WCCNefOBaHWA 0
Hexe]}$lenbinEX nekippTeeaTwx p6BKLIKM ¢ nopospeHnem Ha npens)%rbl QA ynnpTMHa yepes
"ANC PociApa™HUnsopa*' LLItoCkoBaHLWr P 6beKTMBULMNE MHEPPraaLnoHHO-aHAIMTUYCCKUX AaHHbIX
0 HebnaronpuATHOM COOTHPLUEeHaW «pHPK/MONB3a» [NA npenapaTtoB (QAynMpTMHa, KOTOpoe
00yCNoBMEHO  MAMOCLHKPa3NYeCKUM  QIYMUPTUH-MHAYUVMPPBAHHBIM  MOPAXEHWEM  MeYeHU
oTcyTcxBumeM 'CBssv  Hexe/1&TBMBAbIX NEKapCTBEHHbIX peakuuid C [030i  Mpenapara,
anutenbHocTblo  N6UY6HIK  OTcyTCTBMEM tomocoba WAEHTU(MKALMU  YA3BUMBIX  NONyNAuuii
NaLUMeHTOB M HU3KOM 3(dcapruBHpcTbio Mep HA13[pB nNpy HasHaueHun hnyngpxusa, MNpesmgnym
MpasneHns Bcepoccuiickoro obliecTBa HEBPOOrOB He PeKOMeHAYeT MpPUMeHEeHMe MnpenapaTos,
cofiepxkawmx QaynepTuH Ana nevyeHUs u NPOMUNIAKTUKA OOMEBbIX CUHLPOMOB MPU PasINYHbIX
HEBPOMOTMYECKNX 3ab0MeBaHNAX. YUnTbIBasA AaHHble KAMHWYECKUX WCCNeA0BAaHWI U CMOHTaHHbIX
COOOLLEHNIA, B HAaCTOsLLee Bpems, He MPEeACTaBNsfeTCa BO3MOXHbLIM BblUENEHWe KaTeropuu
NauneHToB, ANA KOTOPbIX MNPUMEHeHWe (nynupTuHa ABnseTca 6e3anbTepHaTUBHBIM, W MOXET
nppe~ncaTb BO3MOXHbIE 'PUCKN WONOCUHKPATUYECKOTO MOPaXKeHWs MnedveHW. Ans KynuposaHus
OCTPbIX M XPOHWYECKUX OANPBLPC CMHAPOMOB MPW NATONOMM LEHTPanbHOW UAn nepudepuyeckoi

HepBHOI\/’I CUCTEMDI H606X0,IJ.VIMO MNCMOJIb30BaTb 6onee [naeBble--—- anbTePHUTUBHbIE
Moe3apaBHansop
YnpaBneHune genamu
OTpen penonpounssofcTBa
n apxuea

Ll



NeKapCTBEHHble npenapaTbl C aHalbreTMyeckum 3MPMHEKTOM B KayeCTBE MOHO WM COYETaHHOM
TepanjjK'. B cBA3'm ¢ BBuncusnoSleiifibiv, pekOMEHAYETCA MpeKpalleHne peanvsauuu, nepepauu,

apLiaeHéHs MAM8hY1Ibe hAynup/1INHa, 3Bpel”C3CpUPOBaHHbLIX U paspelueiinEax K MPUMEHEHUIO Ha

TeppuTopiin Pobeilickoii thegepaunn.

C ryBOKVIM YBaXKEHVIEM,

naBNelil BHew TaTHa cneyuarTcT-8 A ponor PP
Mpeacepatens MpaeneHuns Beepoccuniickbro O6LecTsa HEBPOOroB

Akagemnk PAH B., Nyces

YUeHwii cekpetapb BtepoccffflSi~bft) >66wectBa HeBppnoros

Mpodeccop A.B. I'ext
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JEMAPTAMEHT 3[1IPABOOXPAHEHUS
rOPOJA MOCKBbI
rocyfapcTBeHHOe 6I0KeTHOE yupexaeHue
3paBooxpaHeHns ropoga Mocksbl
«MOCKOBCKWA MHOIOMPO®U/bHbIN
LEHTP NANTMATUBHOW NMOMOLLMN
JEMAPTAMEHTA 3IPABOOXPAHEHWS
rOPOJIA MOCKBbb
(FBY3 «LLEEHTP MAITIMATVBHOW
NMOMOLLN A3M»)

1366809

PykoBogutento degepasibHOM
cny>6bl N0 Hag3opy B cdepe

o o 34paBooOXpaHeHns
dunuan «epBbli MOCKOBCKWUIA XOCMUC AP P
nmMeHn B.B. MUNNHOHLLMKOBOM»
HOpuanyeckunii agpec: M.A. Mypawko

127018, r. Mocksa, yn, [ABHHLEB, 4. 6, cTp. 3
DaKTNYECKUIA afpec:
119048, r. Mocksa, yn. fljoBaTtopa, g. O
Ten. +7 (499) 245-59-69, thakc +7 (499) 245-43-22
e-mail: liospis I(a/d rav.mos.ni

YBaxaemblin Muxann AnbbeptoBunuy!l

B oTtBeT Ha Bawe nucbmo Ne01-31622/18 o1 12.07.2018r. o npeacTasB/ieHUn
nosvuum 0 nopsfke JanbHelllero nMNPUMEHEHWS NeKapCTBEHHbIX MNpenapaTos
(hnynupTWHa coobwatm, 4To JaHHble JIeKapCTBEHHbIe CpefCcTBa HE MCNOJb3YTCA Npu
0Ka3aHuM nannanaTUBHON MeAULMHCKOW MNOMOLM W He HAaWW CBOEro OTPaXeHus B
KNVMHUYECKNX peKOoMeHpaunsax, paspaboTaHHbiXx Accouunaumeli XOCMUCHOW nomMowu B
2016 rofy, MO NeYeHUID XPOHMUYeCcKoro 60/1eBOro CMHAPOMA Y B3POC/bIX MaLWEHTOB,

HY>X AW NXCA B OKA3aHUMW NanimaTUBHOW MeAULUHCKOX MOMOLL K.

CnepyeT  OTMeTWUTb, 4TO  oGMUManbHasd  MHCTPYKLMSA K  npenapatam
npegycmarpvBaeT WX MNPUMEHEHWEe TOMbKO MpuM OCTPOA 6onuM Nerko u cpegHei

MHTEHCUBHOCTMH.

C yBaxeHuem,

3amecTuTenb AMpekTopa
FBY3 «LleHTp nannnatuBHOn nomown A3M»

NaBHbIA BHELWTArHbIA CHeuWanHer
no nannnaTuBHOW nomown M3 I'o

:3ppaBuagsop
rnpassieHue genamwu

A.A. TpankoBa

n apxmBa

ex. \HY 3 Y 'f

OoTaen genonpou3BoAcTBa

30 WOn 2018 MUCTOH



