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WHCTPYKIUA  (MOCTEOOBATENLEHOCTS 0002)

10 MEJUITMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Toanepuszon Kanon

PerncrpanuoHHblii HOMep:

Toprosoe HanMeHoBaHue npenapara: Tonanepuzon Kanon

MexayHapoaHoe HEMATEHTOBAHHOE WM IPYNIIUPOBOYHOE HAUMEHOBAHME: TOJIIEPU30H
JlekapcTBenHnasi popma: TabIETKH, TOKPHITHIE TNIEHOYHON 000JI0YKOIA.

Cocras

1 Ta6J'IeTKa, MOKpPHITas INICHOYHOM O6OJ'IOLIKOI‘/'I, 50 MI" COIEPIKHUT:

Oelicmeyowee seujecmego: Toimnepusona ruapoxsopun 50,00 mr;

6CnOMO2amenbHble Gewiecmaea. Kpaxmall KyKypy3Hbiid 29,77 Mr; KpeMHHUSI JUOKCHU KOJUTOMIHBIN
1,00 mr; nakto3sl MoHOoruApaT 48,50 mr; mTuMoHHas kuciota 0,87 mr; creapuHoBas kuciora 2,00
Mr; Talbk 1,80 Mr; 1eIr0103a MUKpOKpUcTauindeckas 46,06 mr;

nienounas odonouxka: Omanpait 20A28380 Oenwiii 6,00 Mr, B TOM 4YHCJE: THUIIPOJIO3a
(rumpokcunponuiiemnionoza) 2,025 wmr; runpomenio3a (THAPOKCUIIPOTUIMETHIIICIIIION03a)
2,025 wmr; Tanek 1,200 mr; Tutana aupokcug 0,750 mr.

1 Ta6J'IeTKa, MMOKPbITAs IICHOYHOM O60HOQKOﬁ, 150 MI COIEPIKUT:

Oeticmeyrowee gewjecmeao. TonmnepuzoHa rugpoxiaopun 150,00 mr;

8CnoMo2amenbHble Gewecmsa. Kpaxmai KyKypy3Hbiid 89,31 Mr; KpeMHHS] TUOKCH KOJIJTOWIHBIN
3,00 mr; makto3bl MoHOTHApPAT 145,50 Mr; numonHHas kuciota 2,61 mr; cteapunoBast kuciorta 6,00
MT; TalbK 5,40 MT; LIeJUTH0103a MUKpOKpUcTainueckas 138,18 mr;

niewounas obonouka: Omnaapait 20A28380 Oenwrit 18,00 Mr, B TOM 4YHCIe: THUIPOTIO3a
(rumpoxcunponuiemuionoza) 6,075 wr; runpomensio3a (THAPOKCHIIPONMUIMETHIIIICIITIONO03a)
6,075 mr; Tanpk 3,600 mr; THTaHa quokcu 2,250 mr.

Onucanue

TabneTku Kpyriible NBOSKOBBINYKIbIE, MOKPBITHIE IMJICHOYHOW OOOJOYKOW OENoro Wid MOuYTH
Oenoro nBeta. Ha momepednoM pazpese — 6e10ro Wiy MoUuTH OEJIoro IBETa.
dapmakoTepaneBTHYeCKAasi TPyNNa: MHOPEIAKCAHTHI; MHOPEIAKCAaHTHl  IEHTPATBbHOTO
NENCTBUS; IPYyTrUe MUOPENAKCAHThI IEHTPAILHOTO IEHCTBUS.

Kon ATX: M03BX04

dapmakoJIoruyecKue cBoiicTea
Dapmakoounamuxa
ToJrepu3oH ABJISIETCST MUOPEIAKCAHTOM LIEHTPAIbHOIO ACUCTBUA. TOYHBIA MEXaHU3M JIEUCTBUSA

MOJTHOCTHIO HE BBIICHEH. Tousmepu3oH o0siafaeT BhICOKOW ad(UHHOCTHIO K HEPBHOW TKaHH,
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J0CTUras HauOOJIBIIMX KOHIEHTPAUMHA B CTBOJIC TOJQBHOIO|ENMO3FA TEMVEHONT TMOBTE 2 M

nepudepudeckoil  HepBHOW cuctemMe. OcHOBHOW 3(G(dEKT TONMepu30oHa  OMOCpPEOBaH
TOPMOXXCHHEM CIHHAIBHBIX pedruekTopHbIX ayr. BepostHO, 3TOT 3(ddekr coBMecTHO ¢
yCTpaHEHUEM OOJIErYeHHsI MPOBEACHHUS BO30YXKACHUS IO HUCXOAALIMM IyTAM OOecreunBaeT
TeparneBTUYECKOe BO3/IEHCTBUE TOIIEPU30HA.

XuMHYecKasi CTpYKTypa TOJIEPU30HA CX0Ka CO CTPYKTYpoi nmuaokanna. [logo6Ho nuaokanny, oH
o0nagaeTr MeMOPaHOCTAOMIU3UPYIOIIUM JICHCTBHEM M CHIDKACT AJIEKTPHUECKYIO BO30YAMMOCTD
JIBUTATENIbHBIX HEWPOHOB W NEPBUYHBIX a(p(PEpEeHTHHIX BOJOKOH. TOJIMEPH30H 0303aBUCHMO
TOPMO3UT aKTUBHOCTH MOTEHI[MAI-3aBUCUMbIX HATPUEBBIX KaHAIOB. COOTBETCTBEHHO, CHUYKACTCS
aMIUIMTY/Ia U 4aCcTOTa MOTEHIIMANA IeHCTBUS.

beim  nokasan  yrueratommid  3¢G(eKT Ha MOTEHIMAl-3aBUCHMBIC KAJIbLMEBBIC KaHAJbI.
[Ipenmomnaraercsi, 4TO B IOTIOJIHEHUE K €r0 MEMOPaHOCTAOUIM3UPYIOMIEMY AEHCTBUIO TOJIEPU30H
MOJKET TaKKe TOPMO3UTh BbIOpOC MenuaTtopa. Tonmepu3oH 007aaeT HEKOTOPBIMU CIaObIMH
cBoiicTBamMH anb(a-aIpeHEPruuecKX aHTarOHKUCTOB M AHTUMYCKAPUHOBBIM JICHCTBUEM.
DapmakoKunHemuxa

Bcacvisanue

[Tocne mpriemMa BHYTPB TOJIIEPU30H XOPOLIO BCACHIBAETCS B TOHKOM KHILIEYHHKE. MakcuManbHast
IUIa3MEeHHasi KOHLEHTpanus otmedaercs uyepes 0,5 - 1,0 4 mociie npuema.

[To mpuumHe BBIPAXKEHHOTO MPECUCTEMHOr0 MeTabosin3Ma OMOAOCTYMHOCTh COCTABISET OKOJIO
20%. borarast kxupamMu THUIA YBEJIMYUBAECT OMOJIOCTYIMHOCTh MPHUHITOTO BHYTPH TOJIEPU30HA
npumepHo Ha 100% ¥ yBenMuMBaeT MaKCUMAJIbHYIO TUIA3MEHHYIO KOHLIEHTPALMIO IPUMEPHO Ha
45% 1o cpaBHEHHIO C MPHUEMOM TIperapara HaTOIIAK, 3aJepXKUBasi BPEeMs JOCTHUKECHHS
MaKCHUMalbHOU KOHIIEHTpAIMU MpuMepHo Ha 30 MUH.

Memabonusm

Tonnmepu3oH HMHTEHCHBHO MeETa0OJIM3UpYyeTCsl B MEYeHW M Tmoukax. Papmakojoruyeckas
AKTUBHOCTh META0OJIUTOB HEM3BECTHA.

Buvigeoenue

[TpakTruecku moiaHocThio (6onee 99%) BeIBoguTCS moukamu B ¢Gopme mertabonutoB. Ilepuon

MIOJIYBBIBEJICHNUS [1OCJE MPUEMA BHYTPb - OKOJIO 2,5 4.

Iloxka3zaHus K NIPUMEHEHHIO
CuMnTOMaTHYECKOE JIEYEHNE CIIACTUYHOCTH Y B3POCIIBIX, 00YCIIOBIEHHONW HHCYIIBTOM.
MuodacuuanbHbIii 00JIEBON CHHAPOM CpeIHEH M TSDKEJION CTeTNeHH (B TOM YHCIIC MBIIICYHBII

CIa3M MpH JOPCOMATHSAX ).

IIporuBonoka3anus

- I'unep4yyBCTBUTEIBHOCTh K JIIOOOMY M3 KOMIIOHEHTOB Mpenapara WM XUMUYECKH CXOJIHOMY



o1 19.04 2024 N2 7333

SIEPHU3OHY. (NOCNEONOBATENBEHOCTL 0002)

COOTBETCTBYET 2KCNEPTHOMY OTYETY

- Mmuacrenus gravis.

- bepeMeHHOCTh U NEPUOJT TPYAHOTO BCKAPMIIUBAHUSI.

- Herckuii Bo3pact o 18 ner.

- HemepeHOCHMOCTBh  TaJaKTO3bl, JIaKTa3Hasi  HEJAOCTATOYHOCTh,  TIIFOKO30-TAIaKTO3HAs
MajbabCcopOITus.

C 0CTOPOKHOCTHIO

[lpenmapatr  cieayeT MNPUMEHATh € OCTOPOKHOCTBIO Yy OJKCHINMH,  HAIlMEHTOB  C

THIIEPYYBCTBUTEIBHOCTBIO K JIMIOKAUHY H/UJIH IPYTUM TIpenapaTaM WiH ¢ aJUIeprueii B aHaMHe3e

(cM. pasgen «OcoOble yKa3aHHUs»), Y MAMEHTOB C MMOYEYHOW M MIEUYCHOYHOH HEJOCTATOYHOCTHIO

(cM. pazznen «Cnoco® NpUMEHEHHUS U J03bI»).

Ecim y Bac umeercs kakoe-mOO W3 BBINICTIEPCUMCIICHHBIX COCTOSHUI/3a00/IeBaHUN TIepe]

IMpUEMOM IIpCIiapaTa 00s13aTeNILHO HpOKOHCYHLTHPYﬁTCCB C BpadoM.

I[IpumeHeHnune npu 6epeMEHHOCTH U B MEPUO/I TPYIHOT0 BCKAPMJIMBAHUS

bepemennocms

B skcniepuMEHTaIBHBIX HCCIICIOBAHUSX HA JKMBOTHBIX HE BBISIBJICHO TEPATOTEHHOTO JIEHCTBUS
tonmnepu3ona. [1o npuyrHe OTCYTCTBUS 3HAYMMBIX KIMHUYECKUX JTAHHBIX TOJIMEPU30H HE CIEAYET
OPUMEHSTh TpH OEpeMEHHOCTH, 3a WCKIIOYEHHEM CIy4yaeB, KOrja OXHaaeMas [oJib3a
OTIpeIeIEHHO OMPABJIbIBACT MOTSHIIMATBHBIN PUCK AJIS TUIOAA.

Ilepuoo epyonoeco eckapmaueanusi

[TockoNbKYy JaHHBIE O BBIACICHUU TOJIEPU30HA C TPYTHBIM MOJIOKOM OTCYTCTBYIOT, TO €TO

MPUMCHCHHUC B ICPUOJ KOPMJICHUA I'PYABIO TPOTUBOIIOKA3aHO.

Cnocod npuMeHeHus U 103bl

BHYTpI) II0CJIE €4bI, 3allMBast CTaKaHOM BO/IbI.

BI/IOJIOCTYHHOCTI) TOJIMIEPHU30HA CHUXXACTCA IMPHU ITPHUEME HATOIIAK.

Jo3a npenapara Tonmepuson Kanon mopOupaercss MCXoAs M3 MHIAMBUAYaTbHOUW MOTPEOHOCTH
NalyeHTa ¥ NepeHOCUMOCTH Iperapara.

PeKOMeHJIOBaHHaSI CyTO4HHas J03a B 3aBUCUMOCTH OT HHJIHBHJIyﬂJIBHOﬁ HOTpe6HOCTI/I n
MIEPEHOCUMOCTH Ipenapara naueHTom cocrasisger 150 - 450 mr, pasaeneHHas Ha 3 nmpuema.
Tayuenmsi ¢ noueunol HedOCMamouHOCmMuio

OrmbIT MMPUMCHCHUA TOJIICPU3OHA Y IMALMCHTOB C MOYCUYHOM HCAOCTATOYHOCTHIO OTpPAaHUYCH, Y
JAHHOW KaTeropuy MalyeHTOoB Yallle BO3HUKAIH HeXKellaTeIbHbIe peakuuu. [loaToMy y mannueHToB
C HapymeHusMH (QYHKIMHU TMOYEK CPEIHEH CTENeHH HeOoOXOIMMO MPOBOJUTH MOAOOP 103bI
TOJIIICPHU30HA C THIATCIbHBIM H3.6JIIOI[€HI/I€M 3a COCTOSAHUCM 3I0POBbS MALMCHTA W KOHTPOJICM

¢ynkuuu novek. [Ipu TsoKenoM nopakeHnu MoYeK Ha3HaYeHUE TONMEPHU30Ha HE PEKOMEHTyeTCsl.
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OneIT IPUMEHEHHS TOJIIEPU30HA Yy MMALIUEHTOB C IIEYEHOYHOW HEJOCTaTOYHOCTBIO OIPAaHUYEH, Y
JIAHHOM KaTeropuy NalyeHTOB Yallle BOZHUKAIM HeXKelaTelbHble peakuuy. [103ToMy y nanueHToB
C HapYLICHUSMHU (QYHKIUHU TEYCHU CPEAHEW CTENeHH HEeOOXOAMMO MPOBOAUTH MOAOOpP 03I
TOJIIEPU30HA C TIIATEJIbHBIM HAOJIIOJICHUEM 3a COCTOSHHUEM 3/I0pOBbs MALMEHTAa U KOHTPOJIEM
¢Gynkuuum nedeHu. [Ipu  TsDKEIOM MOpPaXEHMHM I[I€YEHU Ha3HAYCHHE TOJIIEpU30HA HE

PEKOMEHIyeTCsl.

ITob6o4uHoe neiicTBHE

[Tpoduns 6e30macHOCTH TOIANEPU30HA OIICHUBAJICS 110 JAHHBIM TOCTMAPKETUHTOBOT'O IIPUMEHEHHS
6onee yem y 12 000 manueHToB.

B cooTBeTcTBHM € ATMMHU JaHHBIMH HauOoJiee YaCTHIMHU ObUTM HApyLIICHHS CO CTOPOHBI KOXHU U
MOJIKOXHBIX TKaHed, OOIIMe pacCTpOCTBA, HAapyIIEHHUS CO CTOPOHbI HEPBHOW CHUCTEMBI U
KEITY0YHO-KUIIIEYHOTO TPAKTA.

[Tpu mocTMapKETHHIOBOM MPUMEHEHUH PEaKIMU TUIepYyBCTBUTENbHOCTU cocTaBmiin 50 - 60%
BCEX MOOOYHBIX peakiuii. BOIBITMHCTBO MOOOYHBIX peakUuii He ObLIM CEPhE3HBIMH U MTPOXOAMIH
CaMoOCTOSTENbHO. KHM3HEYIpOXKAIOIIKUE PEAKLUU TUIIEPUYBCTBUTEIBHOCTH PErMCTPUPOBAIKCH
OUYEHb PEIKO.

[ToGouHbIe peakliuy MPUBEICHBI HUXKE B COOTBETCTBHH ¢ Kiaccudukanueir MedDRA u wactoToii:
Hevacto (ot >1/1 000 mo <1/100); peako (ot >1/10 000 mo <1/1 000); ouens peaxo (<1/10 000);
4acTOTa HEU3BECTHA (HEBO3MOXKHO OLIEHUTh HA OCHOBAaHUM MMEIOIUXCSI TAHHBIX ).

Hapvymrenns co cTopoHBI KPOBU U TMMGBATHUYECKONH CUCTEMBI

ouenb pedko: aHeMus, TMMdageHonaTHs.

Hapyi1iienns co cTOpOHBI MMMYHHOM CHUCTEMBI

peoKo: PeaKIys TUIIEPUYyBCTBUTEILHOCTH, aHA(PWIAKTHIECKAST PEAKITHS;
oueHb pedko: aHaQUIAKTUYECKHH I0K;
yacmoma Heu36ecmHa: AHTHOHEBPOTUYECKUN OTEK, BKIIIOYAsi OTEK JIUIA, I'Y0.

Hapyiienus co CTOpOHEBI oOMeHa BCIICCTB M IUTAHUA

Hedacmo. aHOPEKCUA,
O4Y€Hb pedko.' TTOJIM THUTICH .

Hapymienns ncMxXuku

Heuacmo. 6CCCOHHI/II_Ia, HapyLICHUA CHA,
pe()Ko: CHMXXCHUC aKTUBHOCTH, ACIIPECCUS,
OY€Hb pedxo: CIIYTAaHHOCTb CO3HAaHUAA.

Hapyiienus co CTopoHBI HEPBHOM CUCTEMBI

He4dacmo. T0JIOBHaA 60.HB, TOJIOBOKPYKCHHUEC, COHJINBOCTD,
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peoxo. HapylIeHHE BHUMaHHUs, TPEMOD, SMUJIEIICHUs, THIIECTE3HA; MEDCTERMAC TETaphist - (1002

Hapynienus co cTOpOHBI Oprada 3peHHus

PpeoKo: HEYETKOCTh 3PEHHUS.

Hapyurennsa co cTOpoHBI OpraHa ciavxa U Ja0MPUHTHBIE HADYIICHUI

peoKo: IIyM B ylIaX, BEPTHUTO.

HapynieHus co cTOpoHEI cepalia

PeoKo. CTCHOKapIus, TaXUKapAus, OLIYIICHUE CepaALlcONCHUS;
0YeHb pedko.: OpaauKapIus.

Hapynienus co cTOpOHBI COCYI0B

Heuacmo: apTepuanbHasi THIIOTCH3US;
PeOKo: «IIPUITUBBDY.

HaDVIIIeHI/IFI CO CTOPOHBI L[leﬂTGJII:HOfI CUCTEMBI, OPIraHOB FDVI{HOﬁ KJICTKHU 1 CPEAOCTCHUA

pedko: OJbIIIKa, HOCOBOC KPOBOTCUCHHUEC, YUALICHHOC JbIXaHUC.

HapyiieHust co CTOPOHBI XKETYA0UYHO-KHIIIEYHOT'O TPaKTa

Heuacmo.: TUCKOM(DOPT B )KUBOTE, AUAPEs, CYXOCTh BO PTY, IUCIEIICHs, TOIHOTA;
peoxo: 601b B 3NIUracTpanibHON 001acTH, 3a110p, METEOPU3M, PBOTA.

HapyiiieHns co CTOpOHBI IEYSHHU M JKETUE€BBIBOASNINX NYTEH

pedko: MEYSHOYHAasI HEJOCTaTOYHOCTD JIETKOM CTEIICHHU.

Hapyiiienns co CTOpOHBI KOKU U HOJAKOKHBIX TKaHEH

pe()Ko: anneprnqecxnﬁ ACPMATHUT, HOBLINICHHAA MMOTJIMBOCTD, 3y, KpallMBHUIIA, CbIIb.

HaDVHIeHI/ISI CO CTOPOHBI ITOYCK M1 MOYCBBIBOAAIINX HVTGﬁ

peoKo: BHYpPE3, IPOTEUHYPHSL.

Hapyl1iieHns co CTOpOHBI CKEIETHO-MBIIIEYHON U COSANHUTEILHON TKaHU

Hewacmo. MBIIIEYHas CIa00CTh, MUAIITHS, O0JIb B KOHEYHOCTSIX;
pedko.: TUCKOM(OPT B KOHEUHOCTSIX;
OueHb peoKo. OCTEOTICHUSI.

O6H_[I/IC PACCTPOMCTBA M HAPYIICHHS B MECTE BBEACHMS

Heuacmo: acTeHUs, TUCKOM(OPT, YCTAIOCTh;
PeoKo. 9yBCTBO ONbSIHEHUS, YyBCTBO Kapa, pa3ApakuTeIbHOCTD, JKaXK/Ia;
0YeHb pedKo. TUCKOM(MOPT B TPYIHOM KIIETKE.

.Ha6ODaTODHLIC W MHCTPYMECHTAJIbHBIC JaHHBIC

peoKo: CHIKEHUE apTepHaIbHOTO NaBJCHMS, TUNEpOMIHpyOMHEMUs, W3MEHEHHE aKTHBHOCTU
MEYEHOYHBIX (PEpMEHTOB, TPOMOOLIUTONEHHUS], TEUKOLIUTO3;

oueHb pedKo.: yBEIIMUEHNE KOHLIEHTPAIIMHY KPeaTHHIHA B TJIa3Me KPOBH.

Eciu 1100ble U3 YKa3aHHBIX B MHCTPYKLIMH HeXKeJIaTeJbHbIX peakuuil ycyryoasiorcs, Hiu

Bbl 3ameTniiu J1100ble Apyrue HexKejlaTelbHble peaklUH, He YKA3aHHble B MHCTPYKIUH,
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Ilepeno3upoBka

Cumnmombl  nepedo3uposku yawe 6ce20 GKIIOYAION: COHIUBOCTDb, KEIyIOYHO-KUIIEUHbIE
HapylleHus (TOIIHOTa, pBOTAa, 0OJb B 3MMIacTpUM), TaXUKApAMs, NOBBIIIEHUE apTEPHUATIBLHOTO
JaBJICHUsI, OpalMKUHE3Ms] U BEPTUTO. B TSHKENBIX CilydasiX CyI0pOrd, YTHETEHHUE JbIXaHUSs, alTHOD
U KOMa.

Jleuenue: CHGLII/I(I)I/I‘IGCKOI‘O AHTUA0TAa HCT, pPCKOMCHAOBAHA CUMIITOMATHUYCCKAA TCPAIlus.

B3aumopneiicTBHe ¢ APYTUMH JIeKAPCTBEHHBIMH CPeACTBAMM

B dapMakokuHETHYECKHX MCCIIEJOBAHUAX JEKApCTBEHHBIX B3aUMOJEWCTBUI YCTaHOBIIEHO, UTO
COBMECTHBIN mpueM Tonmnepu3oHa c¢ cyocrparom uzopepmenta CYP2D6 nexcrpomeropdanom
CHOCOOCTBYET YBEIMUYCHHIO KOHIEHTPAIMM B KPOBH CPEICTB, KOTOpPBIE META0OIM3UPYIOTCS
npeumyiiectBeHHO uzopepmentom CYP2D6, Hanpumep, THOpUAA3HHA, TOJITEPOJMHA,
BeHs1a(hakCuHa, aTOMOKCETHHA, Je3UNpaMHHa, IeKCTpoMeTopdhaHa, METOIPoIIoia, HEOMBOJIONA U
nepdeHazuHa.

B uccnepoBaHusx in vitro Ha MHKpOcOMax II€YEHM UYEJIOBEKa M TENaToLMTax YeJoBeKa
BbIp@XCHHOE€ WHIMOMpoBaHHME WM HHAYKIMs 1pyrux uszopepmentoB (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He moATBEPKICHBI.

[ToBBIIEHNE DKCIO3ULMHU TOJIIEPU30HA HE OKUIACTCS IIOCIE OJHOBPEMEHHOIO BBEACHHUS
cyoctpatroB um3odepmenta CYP2D6 w/mnm [pyrux mpemapatoB  H3-3a  pa3HOOOpasus
METa0OJIMYECKHUX MYyTEeH TOINEPU30HAa.

buopocTynHOCTh TONINEPU30HA CHUXKAETCS MpPU IpUEME HATOIIAK, I[O03TOMY IPUMEHEHHUE
npernapaTta peKOMEHAYETCs I10CIIe TPUEMa MULIH.

XOTs TOJNNEPU30H BIUAET Ha LICHTPAIbHYIO HEPBHYIO CUCTEMY, €70 IOTEHLUAIbHBIN CEAATUBHBIN
¢ ekt Hu3kuil. B ciayyae coBMECTHOro mpuema ¢ JIPYrUMH MHOpPETaKCaHTaMH LIEHTPaJbHOTO
NEeNCTBUS clleAyeT OLEHUTh HEOOXOAUMOCTh CHHKEHHUS 03Bl TOJIIEPU30HA.

TonmepusoH ycuiuBaeT AEHCTBHE HUGIYMOBOH KHCIOTBHI, IOITOMY CJIEIYeT YMEHBIIUTh /103y
HUGIyMOBOM KucinoThl win apyroro HIIBII B ciydae OJHOBpPEMEHHOIO NpPUMEHEHHS C
TOJIIEPU3OHOM.

Oco0ble ykazaHus

Haubonee 4dacThiMH HEXeJaTEIbHBIMM pPEAKUUSMH TpPU NPUMEHEHHHM TOJIIEPU30HA B
MOCTPETHUCTPALIMOHHOM MEpUOo/ie ObUIM pPEaKIUH THIEPUYYBCTBUTEIBHOCTU. VX BBIPaKEHHOCTD
BapbUPYET OT JIETKMX KOXKHBIX pEaKUMH OO0 TKEIBIX CHCTEMHBIX pEakIUd, BKIHOYaAs
aHaduiakTHyeckuil mok. CUMITOMaMH peakLuil TMIepUyBCTBUTEIIBHOCTH MOTYT OBITh 3pHUTEMA,
ChIIb, KPAIIUBHUIIA, 3y/l, AHTHOHEBPOTHUYECKUN OTEK, TAXUKapAUs, apTepHalibHasl TUIIOTEH3US WIH

OJIBIIIIKA.
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JKeHIMHBI M TAalMeHThl C TOBBIIEHHON YYBCTBUTENLHOCTBIY KEADNYEM HIPEHAPATAM (M |C

ajJeprueii B aHaMHe3e MOT'YT ObITh [10/IBEP>KEHBI 00J1€€ BBICOKOMY PUCKY T'MIIEPYYBCTBUTEIBHOCTH
K TOJIIIEPU30HY.

B cinydae n3BECTHOM TI'MIIEpUYBCTBUTENBHOCTH K JIMAOKAWHY IPU NPUMEHEHMM TOJIEPU30HA
ciefyeT coOJ0JaTh MOBBILIEHHYIO OCTOPOXHOCTh M3-3a BO3MOXKHBIX NMEPEKPECTHBIX PEaKLui.
Heo6xonnMo pekoMeHa0BaTh MAlMeHTaM MMETh HACTOPOXKEHHOCTh B OTHOILIEHUHM BO3MOKHBIX
CHUMIITOMOB aJieprud. IlanueHTsl TOMKHBI OBITh OCBEAOMIJIEHBI O TOM, YTO IPH IOSBICHUH
CHUMIITOMOB aJUIEPTUH CIEyeT MPEKPaTHThb MPUEM TOJIMEPH30HA U HEMEIJICHHO OOpaTUTHCS 3a
MEIULIUHCKONW TOMOIIBIO.

[Tocne snu304a THIEPYYBCTBUTEIBLHOCTH K TOJIIEPU30HY TOBTOPHO Ha3HAyaTh IIperapar Helb3s.
IIpenapar Tousmepu3oHn KaHOH coxepKUT 1akTo3bl MoOHoruapar. llamuentam ¢ peaxon
HACJIC[ICTBEHHOM HENEPEHOCUMOCTBIO TallaKTO3bl, HEJOCTATOYHOCTBIO JIAKTa3bl M IJIIOKO30-

raJlakTO3HOHM MalibabcopOuuel He cieayeT NpUuHUMaTh npemnapat Tonnepu3on KaHoH.

Biansinne mpemapara Ha CHOCOOHOCTL YHPABJATH TPAaHCHOPTHBIMH  CpeACTBaMH,
MeXaHH3MaMH

Tonmepu3oH HE OKAa3bIBACT BIHMSIHUS Ha CIIOCOOHOCTD K YIPABICHHUIO TPAHCIIOPTHBIMU CPEICTBAMHU
u MexaHn3mamu. IlanueHTtam, y KOTOpBIX €CTh T'OJIOBOKPY)KEHHE, COHJIMBOCTb, HapyIICHHE
BHUMAaHMUs, OSIWJIENCUS, HEYETKOCTb 3pEHUs] WM MbIIIeYyHas clabocTb BO BpeMs Ipuema

TOJIIICPHU30HA, CIICAYCT IIPOKOHCYIIbTUPOBATHCA C BPA4YOM.

®opMa BbIIIYCKa

TabyeTku, MOKPHITHIEC TNIEHOYHOU 0000uK0M, 50 Mr 1 150 mr.

Hosuposka 50 me. 1o 10 nmu 30 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 IUIEHKU
HOJMBUHUIIXJIOPUIHON U (DOJIBIM aTFOMHUHHUEBOM MeUaTHOMN JIAKHPOBAHHOM.

ITo 30 unmu 60 TabGreTok B OaHKY MOJIMMEPHYIO JIJIsl IEKAPCTBEHHBIX CPEJICTB M3 MOJMITUIICHA UITH
nonusTHIIeHTepedTanaTa. Kppliika U3 monusTUiIeHa WK MOJUIIPONUIICHA.

[To 3, 6 KOHTYpHBIX SYEUKOBBIX yHakoBOK 1o 10 TabimeTok miu mo 1, 2 KOHTYPHBIX SYEHKOBBIX
ynakoBku 1o 30 Tabnerok, uiau mo 1 6aHke MOIMMEPHOM I IEKapCTBEHHBIX CPEICTB BMECTE C
MHCTPYKIMEHN M0 MPUMEHEHHUIO B MMaYKy U3 KapTOHA.

Hosuposka 150 me. Tlo 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YHAKOBKY W3 IIJICHKU
MOJMBUHUIIXJIOPUIHON U (DOJIBI'H aTFOMUHUEBOM NEYaTHOM JTaKUPOBAHHOM.

ITo 30 mnu 60 TabneTok B 6aHKY MOJIMMEPHYIO JUISl IEKAPCTBEHHBIX CPEJICTB M3 MOIUITHIICHA UITH
noauaTUIIeHTepedTanaTa. Kpbliika U3 MoJu3TUIIEHA WU TOJIUIPOIMIICHA.

ITo 3, 6 KOHTYPHBIX SMEUKOBBIX yMakoBOK Mo 10 TabneTok wim 1o 1 GaHKe MOJIUMEpPHOMN st

JIEKAPCTBEHHBIX CPEJICTB BMECTE C HHCTPYKLIUEH 110 IPUMEHEHUIO B I1AUKY U3 KapTOHA.



COOTBETCTBYET SKCNEPTHOMY OTYETY
o1 19.04 2024 N2 7333
YcnoBus xpaneHus (NOCNEOCBATENEHOCTE 0002)

[Tpu Temneparype He Boiie 25 °C B OpUTHHAIBHON yITAKOBKE (ITaYKe KapTOHHOK ).

XpaHUTh B HEIOCTYITHOM JIS IETEH MECTe.

Cpox rogHoctTu
2 rona.

He MNPUMCHATH 1O UCTCUCHUHN CPpOKa rOAHOCTH.

YcaoBus oTnycka

OTnycKaroT 1Mo PeLernTy.

Baanesienn permcTpanuoHHOr0 yaocroBepenusi/Opranu3anusi, IPUHAMAONIAS TPeTeH3UN
norpeoureJiei

3A0 «Kanondapma mpogakurny, Poccuiickas denepanus,

141100, MockoBckast 06011, r.0. lI{&nxoBo, r. LI{énkoBo, yn. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54, dakc: +7 (495) 797-96-63.

DNeKTpOHHBIH anpec: safety@canonpharma.ru

THonyuums OononHumenvHbvle OanHbvle O npenapame, HANPABUMb NPEMEH3UI0 HA €20 Kaiecmeo,
bezonacnocmo, cOOOWUMb O HEeHCEIAMENbHBIX JIeKAPCMBEEHHBIX PeaKYUAX MON’CHO NO melledh)oHy:
8 (800) 700-59-99 (6ecmiatHas nunHus 24 yaca) WIM Ha caiite www.canonpharma.ru B pasjene

«[Tonutuka B 001aCTH Ka4ecTBay» - «be30MacHOCTh IpenapaToBy.

IIpousBoaurenn

3A0 «Kanondapma npogaxin», Poccuiickas deneparnys

IIpouzsoocmeo 20moeoii 1ekapcmeeHHou hopmbi:

MockoBckas 0611., r.0. lllénkoBo, r. l{é€nkoBo, yin. 3apeunas, ctp.105b, k. 16;
MockoBckas 00:1., T.0. [llénkoso, r. [1l€nkoBo, yi. 3apeunas, ctp.105b, k. 12.
Ilepsuunas ynaxoexa:

MocxkoBckas 001., r.0. Lll€nkoBo, r. Illg€nkoBo, yn. 3apeunas, ctp.105b, k. 16;
MockoBckas 001., r.0. lllénkoBo, r. Illg€nkoBo, yn. 3apeunas, ctp.105b, k. 12
Bmopuunas (nompebumensckas) ynakoexka:

MockoBckas 00:1., T.0. [ll€nkoso, r. [1l€nkoBo, yiu. 3apeunas, ctp.105b, k. 16;
MocxkoBckas 001., r.0. lll€nkoBo, r. Illg€nkoBo, yi. 3apeunas, ctp.105b, k. 12;
MocxkoBckas 00:., r.0. lllénkoso, r. lll€nkoBo, yn. 3apeunas, ctp.105b, k. 1
Buinyckarowuii konmpons kauecmea:

MockoBckas 00:1., T.0. lllénkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp.105b, k. 1
Ten.: +7 (495) 797-99-54, pakc: +7 (495) 797-96-63

www.canonpharma.ru



