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Ha Ne oT

[ OHOBbIX JaHHbIX M0 6E30MacHOCTU
NIek"CTBEHHOr o npenapara Tornavaxkc®
(MHH - Torwmpawar)

depnepanbHasn cnyxxba no Hag3opy B cepe 34paBoOXPaHeHNs B paMKax UCMOTHEHWS
rocyapCTBeHHON (DYHKLUUN MO opraHu3aumm 1 npoBeAeHnto papmakoHaa3opa 4OBOANT 40
CBeAeHus CneymanncTos B obnactu 3[paBoOXpaHeHNs NnMcbMo
000 «[I>XOHCOH & JIKOHCOH» O HOBbIX [AaHHbIX MO 6e30MacHOCTW JIEKAPCTBEHHOIO
npenapata Tonamakc® (MHH - Tonupamat), Kancysnbl, 25 mr, 50 mr.

[MpunoxeHuve: Ha 4 n. B 1 3Ks.

A.B. Camoinnosa
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[MpunoxeHue 1

NHDPOPMALNOHHOE MNMNMCbMO AJ1A CNEUNATIMCTOB B OBJIACTU
3APABOOXPAHEHUA

TOMAMAKC®, KATCYNbl 25 MI, 50 MI: OBHOBNAEHHAA WH®POPMALUUNA ©
HATMMOMWHAHWE O:

« OCOBbIX YKA3SAHUNAX

« MNMPMMEHEHNN TOMWPAMATA TPV BEPEMEHHOCTWU W B TNEPUVNO/A
MrPYAHOITO BCKAPMJIMBAHWA

YBaxaemblil MEAYLIMHCKIIA PabOTHK,

Llenb HaCTOALLEro nucbMa - MPeoCTaBfieHVie  HOBbIX [aHHbIX O Ha3HaYeH JIeKapCTBEHHOIO
nperapata Toravako®, Kancyrnbl 25 Mr, 50 M v3MeHeH st B pa3fesibl «Ocobble YKasaHUs»,
«[pyrmeHeHVe Npr 6epeMEHHOCTI U B NEPYOA, IPYAHOIO BCKaPMIVBaHIS, CBA3aHHbE C MPUMEHEHMEM
Tonvpaviata BO Bpemsi GepeMeHHOCTW, Moc/ie MyormMKaLwv anaEMOIONMHECKOro UCCIEIOBaHYA,
YKa3bIBAIOLLIEr0 Ha MOBbIMEHHbIA PUCK HAPYLLEHWIA pasBUATISI HEPBHOM CUCTEMbI (PaccTpOoiACTBa
ayTUCTMYECKOTO CreKTpa WM YMCTBEHHas OTCTa/ioCTb) Y [AETeid, MOABEPrLLMXCA  BO3AEVCTBUIO
Tonvpamara BHyTPUYTPOBHO (LU Utero).

OHo TaKke MPM3BaHO HaNMOMHUTL Bam 0 prcKax BO3HMKHOBEHWA BPOXKAEHHbIX aHOMa/NIA, CBSA3aHHbIX
C NprmMeEHEHEM ToMMpamarta BO BpemMd 66p€NI€HHOCT n.

KpaTkuin 0630p

* Tonamakc®, Karcyribl 25 Mr, 50 M MOXET MpUYVHUTL BRE, TVIoAYy Mo Mpvieme GepeveHHoN
YEHLLYHOW.
[aHHble perncTpoB GepemeHHbIX YKasbBatOT Ha TO, YTO Y MIGAEHLEB, MOOBEPrLLMXCA
BO3AEMCTBIIO ToMMpamara BHYTPUYTPOOHO, MOBbILLEH PYCK BPOXAEHHbIX MOPOKOB Pa3BUATA
(Hanpyviep, YepenHO-/MLEBbLIX AE(NEKTOB, TaKMX KaK pacLLe/iMHa ryobVHEG], rvnocriaous v
aHOMa/ K, 3aTparmBaroLLye Pas/ivyHbIe CUCTEMbI OPraHV3mMa) Y HapyLLEHIA PasBUTS HEPBHON
CUCTEMbI (HArpUMEP, PaCcCTPOVCTBA Ay TVHECKOTO CrEKTPA 1 YMCTBEHHas OTCTa/I0CTh).

06 3TOM COOGLLANOCH NPV MOHOTEPANV TONMPaMaToM W JieYeH W TOMVPaMaToOM B COCTaBe
PEXMMA NOATEPAINAN.

*  BblM BHeCeHbI 13MeHeHIA B pasfefibl «Ocobble YkasaHWs», «I IpumeHeHvie npy GepeMeHHOCTU
W B Mep1oA, rpy/AHOro BCKapM/IMBaHWS, YTOObI OTPa3WTb MosTydeHHbe JaHHbIE.

o [ia npotnnakTMKM MUrpeHn, Tormamakce®, kancyrbl 25 mr, 50 Mr mpoTvBonokasaH npu
OEPEMEHHOCTM U >KEHLLWMHAM  [EeTOpPOJHOrO  BO3pacTa, €C/M He  UCTIONB3YeTcs
BbICOKOXPEKTUBHbIIA METOL, KOHTPALIEMLN.

Limited Liability Company Johnson & Johnson O6LecTBO C OrpaHUYEHHOW OTBETCTBEHHOCTbIO «[IKOHCOH & [I>KOHCOH»

Cofiep>KaHue Hac TOSLLEro NCbMa W 1t0 6ba NPUIO>KEHNI NpeaHa3HAUeHO UCKIIOUMTENbHO ANS ero agpecaTa u MOXKeT COAep>KaTb KOH(MAEHUMAbHYIO
MHCOPLULMIO. OXPaHSEMYHO B MOPAAKE, NPEAYCMOT PEHHOM 3aKOHOM.
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*  [ndA neuerus snunencun:

0 KeHLyHaM [IeTOPOAHOrO BO3pacTa CrieayeT MPOKOHCY/bTVPOBATLCA Y CrieLviarmcTa.

0 HeobxomvMOCTb fieYeHns NPOTVBOSMTIENTUYECKMMA Mperiapatamy (HIMM) crieqyet
MEePECMOTPETb, EC/IM MKEHLLYIHA MVIAHVPYET 3a0epeVEHETD.

0 JKeHuHam, MPOXOLALLYIM JIeYeHMe OT 3rWierncun, CriedyeT msberatb BHE3arHoro
MpeKpaLLieHV s Tepan NPOTUBOANWIENTUHECKMIA MpenapatamMi, TaK Kak 3T0 MOXET
MPMBECTU K MPOPbIBHBIM MPMMaaKaM, KOTopble MOMyT UMETb CepbesHble MOC/efCTBIAS
L7159 YKEHLLYIHB I 1 Oy/yLLIErO pebeHKa.

0 [Mo BO3MOXHOCTY CrigfyeT OTAaBaTh NPefrioqTeHre MOHOTEpan K, MOCKO/bKyY Tepaniis
HECKO/bKMMM MPOTVBO3NWIENTUHECKVMA NpernapaTtaMn MOXET ObITb CBfiaHa C 6oriee
BbICOK/M PUCKOM BPOXIEHHBIX MOPOKOB PasBUTYA, YeM MOHOTEparivS, B 3aBMCUMOCTY
OT COMYTCTBYHOLLYIX MPOTUBOAMWIEMTUYECKYIX MPEMaparos.

» Tonamakc®, Karcysbl 25 Mr, 50 Mr crieayeT UCro/nb30BaTh BO BpeMst 6epeMeHHOCTY TOMbKO B
TOM C/TyHae, eC/v MoTeHLyia/IbHast Mo/b3a OMpaBbIBaeT MOTeHLYaNbHbIA PUCK /18 iodg. Mo
JIEYEHMN W KOHCY/ITUPOBAHMM YKEHLLWH [ETOPOAHOIO BO3pacTa fievallyin Bpad [O/DkeH
COMMOCTaBUTL MPENMYLLIECTBA Teparin C PUCKaM 1 PaCCMOTPETL allbTEPHATVBHbIE BapVaHTbI
nedeHns. ECnm aToT nipenapar VCTofb3yeTcst BO BpeMsi 6epeMEHHOCTU W €GN MalyieHTKa
3abepeveHena B Mepuof MpvemMa 3TOro  Mperiapara, MauveHTka Jo/mkHa  Obib
MPOMHOPMMPOBAaHA O MOTEHLWMA/BLHON OMacHOCTY 151 MI0A.

JononHutenbHas nHpopmaums

o 31 man 2022 r. BXXypHarie JAMA Neurology (Bjork MH, et al: JAMA Neurol. 2022; 79(7),672-
681) Obi10 OMy6/IMKOBAHO 3MAEMMO/IOTMYECKOE WCCMe0BaHME, MOCBALLEHHOE VBYYeHUO
prCKa HapyLLEHWIA PasBUATVSI HEPBHOM CUCTEMbI Y [ETeid, MoABeprumXcA BOSOEVICTBUHO
MPOTVBOSMIEMTUYECKIX MPEMapaToB B Mepyos, BHYTPUYTPOOHOIO passuTvs. B rccienosaHmm
COOOLLAETCA 00 YBE/MHEHIN B 2,77 Ppa3 priCKa pasBuTYS PaCCTPOICTBA ay TUCTUHECKOTO CrieKTpa
W yBeNMYeHn B 3,47 pa3 prcka pasBuTVSt YMCTBEHHON OTCTaNIOCTU Y AETEN, MaTep KOTOPbIX
CTPaJAOT AMIENCUein 1 NOABEPra/Cb MOHOTEPANM TONMpamaToM BO BpeMst GepeMEHHOCTY,
MO CpaBHEHVIO C JETbMY, Marepy C ANWIeNcuen KOTOopbIX He MoABeprarvch BO3ORMCTBUKO
MPOTMBOSMIENTUYECKVIX MPerapaToB BO BpeMs GepeveHHOCTU.

e  C y4eTom 3T0i HOBOM MH(OPMALIMIN VIHCT pYKLMS MO MeAULIMHCKOMY NPUMEHEHNIO npenapaTa
Tonamakc®, Kancynbl 25 Mmr, 50 Mr OyeT 0OHOB/EHA CrIEMYHOLLYIM 00pa30M:

0 Ocobble yKa3aHWs - dXeHLLWHbI JeTOPOAHOr0 BO3pacTa:

- HoBad pekomeHZauus: Mepef HaYa/oM JieHeHWS TOMMPaMAaTOM >KEHLLWHAM C
COXpaHeHHbIM eTOPOAHLIM MOTEHLWANIOM CriedyeT MPOBECTU TECT Ha GepeMeHHOCTb Y
MCMO/1630BaTh BbICOKOAEKTVIBHbIE METOb! KOHTPALENLWL. MaLieHTKa Ao/mxHa Obib
MO/IHOCTBHO MPOVHOPMMPOBAHA O PUCKAX, CBA3AHHBIX C MPYMEHEHVIEM TorMpavaTa
Bpems GepeMeHHOCTW (CM. pa3gen «[puMeHeHvie npy GepeMeHHOCT U B Meprog
PYAHOr0 BCKapM/IVIBAHMS).

- _[pymeHeHVie Tonmpamara 4/19 NpOQUIaKTUKA NMPKCTYTOB MTPEHI MPOTVBOMOKa3aHO B
Meprog 6epeMeHHOCTH, aTakke Y YKEHLLYIH C COXPaHeHHbIM AETOPOAHbIM MOTEHLWIAIOM.

Limited Liability Company Johnson & Johnson O611eCTBO C OFPaHNYeHHON 0TBETCTBEHHOCTLIO «[XKOHCOH & [PKOHCOH»

Copep>KaHue HaCTOSALLEro NUCbMa U NK0GbIX MPUIO>KEHWI NpeaHA3HAYEHO UCKMIOUMTENLHO ANs er0 aapecaTa uMOXKeT CoAep>KaTb KOH(MAEHLMANbHYIO
MH(hOPMALWIO, OXPaHsieMyto B NOPsiAKe, NPesycMOTPEHHOM 3aKOHOM.
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He  MCMOMb3YHOULWX H3aekHble  MeTofdbl  KOHTpauenum (CM.  pasgefibl
«[TpoTMBOMOKa3aHUsS» U «B3aMMOLECTBME C  [PYIMA  JIEKAPCTBEHHBIMA
rperaparam).
0 [MpumMeHeHvie Npy 6epeMeHHOCTY 1 B MEPVOL MPYAHOr0 BCKapPM/IMBaHWS;
- [lo6aB/ieH TEKCT, COOOLLAHOLLYIA O MOBbILLEHHOM PYCKE HapyLLEHWIA pasBUTS HEPBHOW
cucTeMbl (Hanpyiviep, PaCCTPOCTB ay TUCTUYECKOTO CrEKTPA W YMCTBEHHOW OTCTa/IOCTL)
Y MI3ZIEHLIEB, MOABEPrLLMXCA BO3AEVCTBIKO TOMMpamaTa BHYTPUYTPOGHO;
> Tonvpamar MOXET MPUUUHUTL BPes M/iody Mpy MpYVEHEHN Y GepeMEHHBIX
YeHUWH. [aHHble peructpa OepeMeHHOCTeA CBUOETENLCTBYIOT, 4YTO Y
MI13AEHLEB, MOMBEPraBLLMXCA BOZAEVCTBUIO TOMMpamara BHy TpuyTPoGHO B
TEYeHVe TMepBOro TpUMeCTpa OGePeMEHHOCTM, WVEETCA MOBbILLEHHbIA PICK
PasBUTVA  BPOXIEHHbIX MOPOKOB PasBUTUA  (Harprivep, YeperHo-MMLEBbIE
Je(eKTbl, Takve Kak paclle/MHa rydbl WM HeGa, runocragyst v aHoMasim
PasBUTUA Pa3/IMyHbIX CUCTEM OpraHMaMa) W HapyLLEHWIA PasBUTUA HEPBHOI
CUCTeMb! (HarpvMep, PacCTpOIACTBa ayTUCTUHECKOTO CreKTpa M YMCTBEHHaS
OTCTa/I0CTb).
- [l06aB/ieHbI peKoMEHZALWM MPY 3MATIENCUN:
> CriefyeT pacCMOTPETb a/bTePHATUBHbIE BOSMOXKHOCTU JIEYEHWA 1A MEHLLMH C
COXpaHeHHbIM [ETOPOAHbIM MOTEHLMATIOM.
> Bo Bpemd Teparn TOMMPAMATOM EHLLWHbI C COXPaHEHHbIM [ETOPOAHbIM
MOTEHLWaIOM [0/DKHbI WCTI0Mb30BaTh HafeKHbIE METOAbI KOHTpaLenuym (cwm
pasgen «[pyrvie JiekapCTBeHHble  B3aMMOEICTBUA»). [MaupeHTKy crieyet
MpefynpeauTs 00 MBBECTHbIX PUCKAX HEKOHTPO/MPYEMON anwiencim s
6epemeHHOCT 1 MOTEHUMAIbHOM PYCKe OT MPYMEHEHWA Mperapara A/19 MVioga.
Ecv KeHWWHA  MiaHVpyeT  GepeMeHHOCTb, PEeKOMEHAyeTCcss [0  3aqvatus
PacCMOTPETb &/bTEPHATVIBHbIE TEPareBTUHECKIE ONLMN.
B cnydae npumveHeHna npenapata Toravakc® B MEPBOM  TPUMECTpe
GepemMeHHOCTI CrieflyeT MPOBECTU TLLATE/TbHBIA MpeHaTas bHbIA MOHTOPVHT .
- JlobaBrieH TeKCT O pWCKe, CBA3aHHOM C 3NWIencved un  opyrivm
NPOTUBO3NUNENTHYECKMM NpenapaTamy (M3A):
> JKeHWHaM  C  COXpaHeHHbIM  [ETOPOHbIM  MOTEHUMATIoM  CriedyeT
MPOKOHCY/IBTVPOBATLCS C JIEYaLLyIM BpaUoM.
> ECM KeHWyHa  MiaHvpyeT  GepeMeHHOCTb, PeKOMEHYETCS  MepecMOTPETb
HeoBX0AMMOCTb fiedeHs M3, Y KeHLLWH, NMPOXOAALLWX JIeYEHVIE OT AMANENcm,
CrieayeT u3berarb BHE3aNHOro MpeKpaLLieHys Teparian M3, Tak Kak 310 MOXET
MPVMBECTY K MPOPbBHLIM MPUM3aKaM, KOTopbe MOryT MMETb CepbesHbie
MOCNeACTBASA 19 XEHLLWHBI 1 By/yLLEro pebeHka.
> [0 BO3MOXHOCTU CfieflyeT OTAaBaTb MPeLriovTeHvie MOHOTEpariv, MOCKO/bKY
Tepanua HeCKoMbKMA 3N MOXET BbITb CBA3aHa C 60siee BbICOKVIM PUCKOM

Limited Liability Company Johnson & Johnson 0611eCcTBO C OrpaHNYeHHO OTBETCTBEHHOCTbI0 «[XKOHCOH & [)KOHCOH»

Copep>KaHue HaCcTOSLLEro NUCbMa U Nto6bIX NPUNOXKEHUI NpeAHA3HAYEHO UCKIIOUNTENBHO /1Sl ero afpecaTa uMOXKeT coAep>KaTb KOHPUAEHUMANbHYIO
MHAOPMALMIO, OXpaHseMyto B NOPsiAKe, NPefycMOTPEHHOM 3aKOHOM.
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BpoKaeHHLIX MOPOKOB  PasBUTVA, YeM MOHOTEpanvd, B 3aBMCUMMOCTU OT
conyTcTByrOLLX 1M1,

L0nonHUTENbHYHO MHGOPMALIVIKO CM. B IHCTPYKUMM M0 MEAVLIHCKOMY MPUMEHEHIHO JIEKAPCTBEHHOIO
npenaparta Toravaxkc®, Kancy/bl 25 Mr 1 50 Mr.

o Bcem BoMnpocam npocuM obpaLLiaTLes Harpsvyto B OO0 «[DKOHCOH & [HKOHCOH», Poccus, 121614,

r. Mockga, yn. Kpbuiatckas, 17, Kopr. 2, KoHTaKTHble TenedoHbl: +7 (495) 755-83-57, dakc: +7 (495)
755-83-58.

Limited Liability Company Johnson 8i Johnson O6LeCTBO C OrPaHNYEHHOR OTBETCTBEHHOCTBIO «JIXOHCOH & [IPKOHCOH»

Cofiep>KaHne HaCTOALLETO NMUCbMa UHGbIX MPUIOXKEHWI NPeAHA3HAYEHO UCKIUMTENBHO NS er0 aapecaTa v MOXKeT COAEP>KaTb KOH(MAEHLMATbHYHO
MH(OPMALMIO, OXpaHAEMYHO B NOPAAKe, NPeaycMOTPEeHHOM 3aKOHOM.



