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AH AL FORS No O4 s ~ 1040 /A3
Ha No o1

O HOBBIX JJaHHBIX 10 6E301aCHOCTH
JIEKapCTBEHHBIX [1perapaToB
Ba/IBIIPOEBOH KHCIIOTbI

MenepanbHas cinyxk0a 1o Haa3opy B cdepe 3ApaBOOXpaHEHUs] B paMKax
MCIIOJTHEHUsI TOCYJapCTBEHHOM (YHKIMHM TI0 OpraHu3aldd ¥ [POBEJEHHIO
dbapmMakoHaa30pa AOBOJUT J0 CBEAEHUS CIHELMAIMCTOB CUCTEMBI 3/IpaBOOXpaHEHU
nuceMo AO «Canodu Poccus» o HOBBIX JaHHBIX 110 O€30MAaCHOCTH JIeKapCTBEHHBIX
pernapaToB, COAEPKAIINX BAJILIIPOCBYIO KHCIIOTY.

[Ipunoxenue: Ha 3 1. B 1 3K3.

[~

A.B. Camoiinosa
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Mpenaparel BanbnpoeBoit kKMCNOTHI: HOBble Mepbl N0 MH(POPMMPOBaAHUIO MEANLMHCKUX
PaboTHMKOB 0 NoTeHUMansLHoM PHCKe HapyweHUi HEPBHO-NICUXNYECKOro PasBUTUS Yy Aeren,
POXXAEHHbBIX OT OTUOB, NONYyYaBIUNX JleyeHue npenaparamMm BanLnpoesoi KUCNOTLI, NO
CPaBHeHuI0 C NnaMOTpMAXKMHOM/ NneseTupaLeramom

YBaxaeMblil MeaULUHCKN paboTHuk!

Hactoawee nuceMo cornacoeaHo c EBponeickuM areHTCTBOM JIEKapCTBEHHbIX cpeacts (EMA) u
HanpaeneHo ¢ uensio UHdopMUuposaHusa Bac o cneaylouwem:

Pe3srome

¢ Komuter no ouyenke puckoB B obnacrtm ¢dapmakoHagsopa (PRAC) EMA nposen OUeHKy
OaHHbIX peTpocneKTruBHoro o6cepBayMOHHOroO uccnenosaHnnA (EUPAS32401)
S/1EKTPOHHbIX MEANLUMHCKNX KapT B Tpex crpaHax CesepHoit EBponsl, koTopoe yka3sbiBaer
Ha NOBLIWEHHBIN PUCK PasBUTUS HapylweHWiA HEePBHO-NCUXUYECKOro passutna (HHMNP) y
Aetei (or 0 po 11 ner), POXCAEHHbIX OT MYX4YMH, NOJSyYaBLIUX NeyeHue npenaparamm
BaNibNpoeBoOi KUCNOTbI B TeyeHue 3 Mecsiues [0 3a4aTvs, N0 CPABHEHMUIO C MY>KUYMHaMuy,
Nony4asluMMK NaMOTPUAXKHUH UM NeBeTUpaLeTam.

* MNonyuensl cnepyrowme pe3synbrarbi:

- CKoppekTUpoBaHHbIN COBOKYNHbIW puck HHMP BapbupoBan or 4,0 go 5,6 % B rpynne
Tépanuu npenapataMu BanbnpoeBoi KMCAOTbI No CpaBHEHMIo ¢ 2,3 %-3,2 % B rpynne
MOHOTEpanuu naMoTpUANKMHOM/ neBeTupaLeTaMmoM.

- CornacHo pe3ynbraTtam MeTaaHanmaa Hab6opos AaHHbIX, CyMMapHoe
CKOpPPEKTUPOBaHHOE OTHOLLEHWEe PUCKOB (OP) passutusa HHIP cocrtaBuno 1,50 (95 %
an: 1,09-2,07).

* MW3-3a orpaHuueHnit uccnepgosaHus HEBO3MOXKHO oOnpeaenuTb, Kakoi M3 M3yUeHHbIX
noatunoe HHMNP (paccrpoiicteo AYTUCTUYECKOro CneKTpa, YMCTBeHHasi OTCTaNnocCThb,
KOMMyHWKaTMBHOE PpaccTpPOMCTBO, CUHAPOM AedunyuTa BHMMaHHWA/rMnepakTMBHOCTH,
ABuUraresibHble paccTpoicTea) cnoco6ereyer obweMy nosbiweHnto pucka passutua HHMNP,

* HecMmoTps Ha orpaHuueHus nccrenosaHun, B Kauecrse Mepbl NMPeaoCTOPOIKHOCTH Bpay,

Ha3HaualoWMi npenapar, fonxeH:

* NPOMHQPOPMUPOBATL NALMEHTOB MYXCKOro Nosa 06 3ToM NoTeHUNaNbHOM pucke;

- OGCVI.'IMTI: C naumeHTamMmm allbTepHaTUBHbIe BapUaHThI NeYeHunn;

© HE pexe oaHoro pasa B roa o6cyyaats Heo6X0AUMMOCTb npuMeHeHus 3¢ PeKTUBHbIX
MEeTOA0B KOHTpauenuMu NpM UCNoNb30BaHUMU npenaparoB Ba/ibNPoOeBOW KWUC/AOTbI U B
TeyeHue 3 mecsiueB Nocsie NpeKkpaLweHns JieueHus;

- npouHdopMHpoBaTh nauueHTa o Heob6xoauMoOCTM perynsipHoii (no kpaiHei mepe
€XEeroqHoi) OLEeHKM CXeMbl JIeYeHUs CNeunanncToM, MUMerlMUM ONbIT JIeYeHUs
anunencun nam 6MNoNsipHLIX PaccTpoiicTs;

- WMCMoNbL30BaTb " 3anonHsATL HOBYIO  @XXeropHo 3anosiHAeMyo dopmy
MH(OPMUPOBaAHHOrO cornacus o puckax (ARAF) ans nauyuveHToB MY>CKOro nona;

- MPERoCTaBUTL HOBYIO 6POLIIOPY ANS NALMEHTOB MY>KCKOro Nosa.

* MWudopmauna o npenapate u o6yuarowme MaTepuanel nNo npenapartaMm, cogepalwmm
Ba/bNpoeBsylo KMC/IOTY, OGHOBNSAIOTCA € Lesibi0 03HAKOMIGHUS C PUCKOM 1 onucaHns mep
NpeaoCcTOPOHOCTH.

CBegeHns no 6e3onacHocTy

Mpenapatel BanbNpoeBoi KUCNOTLI, NOKa3aHbl ANS NEYEHIUs 3MUNENCHM U 6MNonNApHOro paccrpoiicTea.
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B 2018 rogy EMA nonpocuno hapmauesTuueckue KOMnaHuu, peanusylowmne npenaparbl BanbrpoeBoi
KWACNOTbI A €€ NPOM3BOAHbIE, NPOBECTU UCCIEA0BAHME, OCHOBHAS Le/lb KOTOPOro 3ak/ito4anack B oueHke
CBA3M MeXAy npueMoM npenapaTtos BanbnpoeBON KWUCNOTHI OTUOM (MO CpaBHEHUIO C NpPMEMOM
J'IaMOTpMA)KVIHa/J'leBETMpaLIETaMa) M PUCKOM HapyLeHWn HEPBHO-MNCUXUYECKOTD passutua (HHIP) y aete.

PeTpocnekTuBHoe o6cepBaLuMoHHOe “uccneaosaHue 6bINO NPOBEAEHO C MCMONb30BAHUEM CBeAEeHUn u3
HECKoNbKKX 6a3 AaHHbIX peecTpos AaHuv, Weeunn n Hopserum. Koropty aeteil, noasepraslumxcs
BO3AEWCTBMID BaNbNpoeBoit KWCNOTbI, CpaBHMBaNM C KOropToil AeTew, Ha KOTOpPbIX BO34eiCTBOBaAN
NamoTpUaKuH/neBeTMpayuetaM. OCHOBHbIM MCXOAOM, MNpeACTaBnsIOWMM  UHTepec, 6binM  HHMP
(koM6UHMpOBaHHas KOHeYHas TOYKa, BK/IOYAIOLWAs PacCTPOWCTBA ayTUCTUUYECKOrO CNeKTpa, YMCTBEHHYIO
OTCTaNoCTb, KOMMYHWKATMBHOE pacCTPoOiiCTBO, CUHApOM aeduumTa BHUMaHUA/rMnepakTUBHOCTMY,
ABUrartenbHble paccTpoicTea) y AeTei B Bo3pacTe 40 12 ner.

¢ CKOppeKTUpOBaHHbIM COBOKYNHbIM puck HHIMP Bapbuposan oT 4,0 Ao 5,6 % B rpynne Tepanuu
MpenapatamMu  BanbNpoEBOA KWCIOTHI MO CPABHEHWMIO C 2,3 %-3,2% B rpynne MOHOTepanuu
NlamoTpuaXUHOM/neBeTupauetamom. CornacHo pesynbratam MeTaaHanu3a HaGopoB AaHHbIX,
CYMMapHOe CKOpPPeKTMPOBaHHOE OTHOLIEHWNE PUCKOB (OP) pa3Butusi HHMP cocTtasuno 1,50 (95 % Aau:
1,09-2,07).

* M3-3a OrpaHnMyeHuin MCCneaoBaHa HEBO3MOXHO OnpeaennTb, Kakoi U3 U3y4yeHHbIX noatunos HHMP
(paccTpoiicTBo ayTUcTMUeckoro CNEKTPa, YMCTBEHHAA OTCTaNOCTb, KOMMYHUKATUBHOE paccTpoicTeo,
CuHApoM aeduumTa BHUMAHUA/TMNEpPaKTUBHOCTM, ABUraTenbHble pacctporcTea) cnocobcrayer
obLweMy NoBbILEHWIO pUCKa passutusa HHIMP.

e HecMoTpa Ha orpaHuyeHus WCCNEAOBaAHWA, B KauyecTse Mepbl MNPeAO0CTOPOXKHOCTY Bpau,
HasHavawWMin npenapar, AOMKEH NPOMHOPMMPOBATL MAUWMEHTOB MYXCKOrO nona o6 3ToM
NOTEHUWANLHOM pucke. Bpauam, HasHavaloWwmMm npenapar, cneayer o6CyauTb C NauMeHTOM
HEeo6X0ANMOCTL NpUMeHeHns 3 PeKTUBHbLIX METOA0B KOHTpauenuuu, B TOM uicne Ans napTHepLuu,
BO BpeMs MpuUMEHeHWs npenapaToB BanbNpOEBOW KUCAOTbl W B TeYeHne 3 MecsueB nocne
NPpeKpaleHna neyeHua. [aHHole 06 3TOM MNOTEHUMANbHOM PUCKE ANns fOeTen, 3adaTtbix crnycTs 3
MECsAUa nocne npekpaiweHus neveHus npenaparamu BanbnNpoesoi KUCNOTbI (T. €. nocne Toro, Kak
NPOUCXOAWT HOBbLIN CnepMaToreHes 6e3 Bo3aeicTBUS BaNbnpoeBon KUCNoTbl UMK ee NpoOM3BOAHbLIX),
OTCYTCTBYHOT.

* Maumnentos Myxckoro nona Takxe cneayer NPOUHGMOPMUPOBATE O CeAYIOLIEM:

© HE Cneayer caaeatb CnepMy BO BpPeMA NIEYEHUS M B TeYeHWe 3 MecsueB nocne npekpaweHus
JleyeHus;

 €C/M MYyXUWHA nnaHupyeT 3auath pebeHka, HE06X0AMMO NPOKOHCYIbTMPOBATLCS C BPa4oM, YTobbl
06CyaNTL anbTepHATUBHbLIE BApUaHTbl NEYEHUS ele 40 MOMEeHTa NPeKpaleHns KOHTpauenumu;

© MYyX4WHa U ero napTHepwa AOMKHbI MPOKOHCYNbTUPOBATLCA C NleYaluuM BpauyoMm B cnydae
bepeMeHHOCTW, ecnu NapTHep NpUHUMan npenaparsl BaNbNPOEBOW KUCNOThI B TeYEHUe 3 MecsLeB
A0 3ayartus.

* PekomeHaoBaHbl 06yualoume maTtepuans ans WH(OPMUPOBaAHUS NALMEHTOB MYXKCKOrO nona 06 3TOM
NOTEHUMANLHOM DUCKE W NPEAOCTaBNEHUS YKa3aHWii Mo NpUMEHEeHMIo npenapaToB BasibNpoeBoit
KMCNOThI Y MyX4WH C PENPOAYKTUBHBIM NOTeHUManoM. Takue obyuaiolwme Martepuansl ANS NaUWEHTOB
MYXCKOro nona BKAKHAT cneaytolee:

- Gpowiopy Ans NaLUMeHToB MyXCKOro nona,

- BHeceHue WHMOPMaLMKU ANS NALMEHTOB MYXCKOro nona B NUCTOK-BKNaAbILW;

*  ©XeroaHo sanonHaemyio GopMy WHGOPMMPOBAHHOrO cornacus o puckax, KOTOpyio cneayet
MCNONb30BaTb CrNeuWanucTaM, HasHayawlWWM npenapar, B Hayane NeYeHUs u BO BpeMs
€XErOAHOro KOHTPONA NeYeHUs NpenapaTtamy BanbpoeBoi KUCAO0TbI Y NaLUWeHTOB MY>CKOFO nona.

Hanomunanne o Heo6xoammocTu oTnpasku coobLeHuii B PaMKax OTYETHOCTH

AaHHbIi nekapcTBeHHbIN NpenapaT NoanexuT AOMNONHUTENbHOMY MOHUTOPUHIY.
O no6LIx Noao3peBaeMbiX HeXenaTenbHbIX peakLusix Cleayer coobars no agpecy:
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®eaepanbHaa Cnyx6a no Haasopy B ¢ € 34PaBOOXPAHEHUS
aapec: 109012, r. Mocksa, CnaesHckas naowaas, 4. 4, crp. 1
Ten.: +7 (800) 550-99-03

aApec 3NEKTPOHHOMW MOYTbI: pharm@roszdravnadzor.gov.ru
WHTEpPHET-CcanT: http://www.roszdravnadzor.gov.ru

KonTakTHbIe laHHbIe KOMMaHum

AO «CaHotu Poccus»

aapec: 125375, r. Mockea, yn. Teepckas, a. 22

Ten.: +7 (495) 721-14-00

AApec 3NeKTPOHHOM NoyThl: Sanofi.Russia@sanofi.com
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