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OBILAST XAPAKTEPHCTHKA JTIEKAPCTBEHIFOPOTIPEITAPATA U002

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O ITIPEITAPATA
Tomnepuzon Kanon, 50 Mr, TabieTKu, MOKPHITHIC TUICHOYHOH 000JIOUKOH.

Tonnepuson Kanon, 150 mr, TabneTKu, TOKPHITHIE TNIEHOYHON 000I0YKOH.

2. KAYECTBEHHbBINA U KOJIUYECTBEHHBIA COCTAB

JleficTBy1O1II€€ BEIIECTBO: TOJIIEPU3OH.

Tonnepuson Kanod, 50 mMr, Ta0JIETKH, ITIOKPLITHIE INIEHOYHON 000JI0YKOM

Kaxnas Tabnerka, cogepxut 50 Mr tonmepr3oHa (B BUIE THAPOXIOPHIA).
BcnomorarenbHnie BCIICCTBA, HAJINYNEC KOTOPBIX HALO YYUTBIBATH B COCTABC JICKAPCTBECHHOI'O
npenapara: JJaKTo3bl MOHOTUJIpAT (caxap MOJIOUHBIN) (cM. pazzaen 4.4).

Tomnepuson Kanod, 150 mr, TaOJIETKH, MOKPLITHIE INIEHOYHON 000I0YKON

Kaxxnas tabnerka, comepxut 150 mMr Tosmneprsona (B BUIe THAPOXJIOPHUIA).
BcmnomoratenbHbBIE BElIecTBa, HAUTHYIHE KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: JJaKTo3bl MOHOTHIpAT (caxap MOJIOYHBIN) (cM. pazaen 4.4).

[TonHbIN TepevYeHb BCIOMOTATEIbHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®OPMA
TabneTku, NOKPHITHIE MIICHOYHOI 000I0UKOH.
TabneTku Kpyrible TBOSKOBBIMYKJIbIE, MOKPBITHIE MJIEHOUYHON 000JI0UKON O€Noro WM MoyYTH

Oenoro nBeta. Ha monmepednoMm pazpese — 6e10ro Wiiu mouTH OEJIoro 1BeTa.

4. KIMHNYECKHUE JAHHBIE
4.1. Tloka3aHusi K NPUMEHEHHNIO
JlexapcTBennslii mpenapar Tonnepn3on KaHOH Noka3aH K NPUMEHEHUIO y B3pOCIIBIX B BO3PACTE
or 18 ner.
e CHUMIITOMaTHYECKOE JIEYCHHE CITACTUYHOCTHU Y B3POCIBIX, 00YCIOBICHHON HHCYIBTOM.
e  MuodaciuanbHblii 00J1€BOM CHHIPOM CpeIHEH U TSHKEION CTeNeHH (B TOM Yuciie
MBILLIEYHBIN CMa3M MPU AOPCONATHUSAX).
4.2. Pexum 103MpOBaHMS U CIIOCO0 NPUMEHEHUS

PexuMm no3upoBanus

Jo3a mpemapata moaOuWpaeTcs WCXOAS W3 WHIWBHUIYAIbHOW TOTPEOHOCTH TAaIlMeHTa |
IIEPEHOCUMOCTH TIpernapara.
PeKOMeHI[OBaHHaSI CyTO4YHasA [O03a B 3aBUCUMOCTH OT HHHHBHI[yaHBHOﬁ HOTpCGHOCTI/I u

MEPEHOCUMOCTH TIpenapara naueHToM cocrapisieT 150—450 mr, pazneneHHas Ha 3 mpuema.
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Oco0nlIe T'pYHOIIbI TAIMEHTOB

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tayuenmoi ¢ Hapywenuem hyHKyuu novex
OnpIT IpUMEHEHUs TONNEPU30HA Yy MAIMEHTOB C IMOYEYHOW HEAOCTATOYHOCTHIO OTPaHHUYEH, y
JAHHOW KaTeropuu MalMeHTOB Yallle BO3HUKAIN HeXeNaTelbHble peakiuu. [loaTomy y nanueHTon
C HapyleHUAMHU (PYHKLIHMU IOYEK CpedHei cTerneHu HeoOXOTUMO MPOBOIUTH MOAOO0D 103bI
TOJIIEPU30HA C THIATEIHHBIM HAOIIOJIEHUEM 32 COCTOSIHUEM 3JI0POBbsI MAallMEHTa M KOHTPOJIEM
¢ynkunu nmouek. Ipu TspKeIOM mopaskeHUH MoYeK Ha3HAuUSHHE TOJIMEPH30HA HE PEKOMEH/TIyeTCsl.
Tlayuenmsi ¢ Hapywenuem ynKyuu neveHu
OnbIT NpUMEHEHHs TOJIEPU30HA Y MALMEHTOB C MEYCHOYHON HEOCTaTOYHOCTHhIO OIpaHUYEH, Y
JTAHHOW KaTeropuu MalMeHTOB Yallle BO3HUKAIN HexenareabHble peakiuu. [loaTomy y nanueHTon
C HapymeHWsIMH (QYHKIIUU TEYEHU CPEAHEW CTENeHH HEOOXOTUMO IMPOBOIUTH MOIO0pP 03B
TOJIIIEPU30HA C TIIATEIbHBIM HAOMIOJCHUEM 32 COCTOSHUEM 3/I0pPOBbS MAIlMEHTa U KOHTPOJIEM
byakun nedeHu. Ilpu  TsHKenoM MOpakeHWH TIEUEHHW Ha3HAUYEeHHE TOJMNEepU30HA HE
pEeKOMeHAyeTCsl.

eTH
[Ipenapat npoTUBOIIOKa3aH K MPUMEHEHUIO Y aeTel a0 18 ner.

Cnoco6 IIPUMCHCHUA

BuyTpb nocine ezapl, 3anuBas CTakaHOM BOJIbI.
bropocTynHOCTh TONINEPU30HA CHUXKAETCS MIPU IpUEMeE HATOIIAK.
4.3. IIporuBomoxka3aHus
e [unepuyyBCTBUTETHHOCTD K TOJMEPU3OHY WIH K TIOOOMY M3 BCIOMOTaTEIbHBIX BEIIECTB,
MEpPEUMCIICHHBIX B pazzene 6.1
e MuacTteHus gravis
e bepeMEeHHOCTh U NEPUOJ TPYIHOTO BCKAPMIIMBAHUS
e Jlerckuii Bo3pact g0 18 ner
e HenepeHocuMOCTb rajlakTo3bl, JIAKTa3Hasi HEJOCTATOUYHOCTb, INIFOKO30-TaJIaKTO3HAS
MababcopOoITus
4.4. OcoOble ykazaHMs U MePbI NPEIOCTOPOKHOCTH NIPH IPUMEHEHUH
Haubonee wyacThiMH HEXENaTENbHBIMH pEaKUUSIMU TPH NPUMEHEHHH TOJIMNEPU30HA B
MOCTPETUCTPAIIMOHHOM TIEpUOJIe OBLIM PEaKIMHU TUIEPUYYBCTBUTENHLHOCTU. VX BBIPaKEHHOCTh
BapUPYET OT JIETKUX KOXXHBIX PEAKIUNA JI0 TSOKEIBIX CHCTEMHBIX PEaKIUd, BKIIOYas
aHapmIakTHUYeCKUid oK. CUMIITOMaMH peakluil TUIIEPUYyBCTBUTEILHOCTH MOTYT OBITh SpUTEMA,
ChINb, KPAIUBHUIIA, 3y, AHTHOHEBPOTUYECKUM OTEK, TAXUKAPUS, apTepUalibHasi TUIIOTEH3US WU

OJIBIIIIKA.
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ajjieprueid B aHaMHE3€  MOTYT  OBITh  TOJBEPXKEHbI  0ojJee  BBICOKOMY  PHCKY
TUIEPYYBCTBUTEIBHOCTH K TOJIIEPU3OHY.

B ciydae u3BecTHOW TI'MITEPYYBCTBUTEIBHOCTH K JIMAOKAMHY NPH MPUMEHCHHWU TOJIEPHU30HA
cllelyeT coOJII0aTh MOBBIICHHYIO OCTOPOKHOCTh M3-32 BO3MOXKHBIX TEPEKPECTHBIX PEaKIHi.
Heo0xoanMo pekoMeHI0BaTh MAIlMEHTaM UMETh HACTOPOKEHHOCTh B OTHOIIEHHWH BO3MOXHBIX
CHUMIITOMOB ajuiepruu. IlanmeHTsl JOKHBI OBITH OCBEIOMIICHBI O TOM, YTO IPH TOSBICHUU
CHMIITOMOB QJUIEPTUH CIIEAYeT MPEKPAaTUTh MPHUEM TOJIEPH30HA U HEMEUIEHHO OOpaTHTHCS 3a
MEIUIIMHCKON TTOMOIIIBIO.

ITocae OIIN30/ia TUIICPUYBCTBUTCIIBHOCTH K TOJIICPHU30HY ITOBTOPHO Ha3HA4YaTh IMPCIiapaT HCIb34.

BcnomorarenbHbIe BENIECTBA

IIpenapar conepXKUT B CBOEM CoOCTaBe JIakTo3y. [lamueHnTtaM ¢ penko BeTpedaromencs
HACJIC/ICTBEHHON HENEePEeHOCUMOCTBIO TaJIaKTO3bl, 1e(UIIUTOM JIAKTa3bl JIONMApel WIN TII0K030-

raJlakTO3HOHM MalibaOcopOLMeli He clielyeT MPUHUMATh 3TOT Iperapar.

4.5. B3zauMmopaeiicTBHe C APYrUMH JeKapPCTBEHHbIMHU NpenapaTaMu 1 Ipyrue BU/bI
B3aMMO/JEHCTBHUA

B ¢dapmakoknHeTHUECKUX MCCIET0BAaHUSIX JEKAPCTBEHHBIX B3aUMOJICHCTBUI YCTaHOBJIEHO, YTO
COBMECTHBIN MpueM ToJirepu3oHa ¢ cyoctparom uzodepmenta CYP2D6 nexcrpomeropdanom
CIOCOOCTBYET YBEIHMYEHHUIO KOHIICHTPAIMKM B KPOBU CPEICTB, KOTOpPBIE METaOOIM3UPYIOTCS
npeumyuiectBeHHO u3opepmentom CYP2D6, wHanpumep, THOpHUIa3HHA, TOJATEPOJIUHA,
BeHJ1a(hakCuHa, AaTOMOKCETHHA, JIe3UNIPaMuHa, JJIeKCTpoMeTopdaHa, METONpoIIoia, HeOMBOJIO0IA U
nepdeHasuHa.

B wuccnenoBanusix in vitro Ha MHUKpOCOMax II€YEHM 4YeJIOBEKa M TenaToLWTax dYesloBeKa
BBIp@)KEHHOE WHIUOMpoBaHWE WM MHAYKIMS apyrux uzodepmentoB (CYP2B6, CYP2CS,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He moATBEPKICHBI.

[ToBbIIIeHNE HKCHO3HMIMK TOJIIEPU30HA HE OXKHUIACTCS TI0CIIe OJHOBPEMEHHOTO BBEICHUS
cyoctparoB uzopepmenta CYP2D6 w/mnm apyrux mpemapaToB U3-3a  pa3HOOOpasust
MeTa0OJIMUECKUX MyTeH TONMEeprU30Ha.

BuonoctynHoCTh TONMEpU30HA CHUXKAETCS NPU TpUEMe HATOILIaK, [O03TOMY IpUMEHEHHE
npernapara peKOMEeHIyeTCsl ocie MprueMa MUIIH.

X 0T TOJNNEPHU30H BIUAET HA LIEHTPAIbHYIO HEPBHYIO CUCTEMY, €TI0 MOTEHIMAIbHBIN CEaTUBHBINA
s dexT Hu3Kuil. B cmyyae coBMECTHOro mpuema ¢ IpyruMu MHOpEJIaKCaHTaMH IIeHTPaJbHOrO

I[GﬁCTBHH CJICOAYCT OLICHUTDH HCO6XOI[I/IMOCTB CHMXCHUSA 03Bl TOJIICPHU30HA.
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HUGDIYMOBOM KHUCJIOTBI WU JPYrOr0 HECTEPOUIHOTO IMPOTHUBOBOCHAIMTEIBHOTO Ipernapara
(HIIBII) B cnydyae 0O AHOBPEMEHHOTO MPUMEHEHHS C TOJITEPU3OHOM.

4.6. @epTUIBHOCTD, 0€PEMEHHOCTD U JIAKTAIUSA

bepeMeHHOCTB

B skcnepuMeHTAIbHBIX HUCCIAEAOBAHUSX HA KMBOTHBIX HE BBISIBIIEHO TEPATOTEHHOIO JEHCTBUS
tosnepusona. [1o mpuunHe OTCYTCTBUS 3HAUMMBIX KIIMHUYECKHUX JIAHHBIX TOJINEPU30H HE CIEAYEeT
OPUMEHSTh TNpU OEpPEeMEHHOCTH, 3a HCKIOYEHHEM CIydyaeB, KOI/a OXHJaeMas I0Jb3a
OTIpEeIeNIEHHO ONPAB/IbIBACT MOTEHIIMATBHBIN PUCK AJIS TUIOAA.

JlakTanus

[TockonbKy NaHHBIE O BBLICJICHUU TOJIIEPU30HA C TPYAHBIM MOJOKOM OTCYTCTBYIOT, TO €TO
MPUMEHEHUE B IEPUOJ KOPMIICHUS TPY/IbIO MPOTUBOIIOKA3aHO.

DepTUabHOCTD

JlaHHBIE OTCYTCTBYIOT.

4.7. Bausinue HA CIOCOOHOCTH YNPABJATH TPAHCIIOPTHBIMH CpeCTBAaMHU H padoTaTh ¢
MeXaHU3MaMH

Tonmepu3oH He OKa3blBa€T BIMSHUA Ha CIIOCOOHOCTh K YIPABJIEHUIO TPAHCIOPTHBIMU
cpeacTBaMU M MexaHusmamu. llanMeHTaM, y KOTOPBIX €CTh TOJIOBOKPYKEHHE, COHJIMBOCTH,
HapylIeHWe BHUMAaHMs, SMWIENCUS, HEYETKOCTh 3PEHMsI WJIM MBIIIEYHas ClIadoCTh BO BpeMs
IIpYeMa TOJIIIEPU30HA, CIIEAYET IPOKOHCYJIbTUPOBATHCS C BPAYOM.

4.8. HexenareJbHble peakKnuu

Pesrome nnpoduiast 0e30macHoOCTH

[Tpopmip Oe3omacHOCTH TOJNEPU30HA OLEHHUBAICS IO JAaHHBIM IOCTPETHCTPALMOHHOIO
npuMeHeHus 6onee yeM y 12 000 marueHToB.

B cooTBeTcTBUM € 3TUMM JaHHBIMHM HanOoJiee YacThIMU ObUIM HApyLIEHHUs CO CTOPOHBI KOXKHU U
MOJIKOXHBIX TKaHeW, oOIIMe paccTpOWCTBa, HApPYIIEHUS CO CTOPOHBI HEPBHOM CHUCTEMBI U
JKEITYJOYHO-KHMIIIEYHOT O TPAKTA.

ITpu mocTperncTpailnoHHOM IPUMEHEHUH PEAKIIUY THIIEPYYBCTBUTENBHOCTU cocTaBriin 50—-60 %
BCEX MOOOYHBIX peakiuil. BOIBIIMHCTBO MOOOYHBIX peakluil He ObLIN CephE3HBIMU M IPOXOIUIN
CaMOCTOSITEIIBHO.

JKuszneyrposkaromuye peakiuy THIIEPYyBCTBUTEIBHOCTH PETUCTPUPOBAIINCE OYEHb PEIKO.

Tabauunoe pe3IoMe HeXKelaTeIbHbBIX peaKIIMii

HexxenarenbHble peaknMyd NpPUBEACHBI HUXKE B COOTBETCTBMM C kiaccudukanuein MedDRA.

YacToTa BO3HHUKHOBCHUS pacapeacisiiacb B COOTBETCTBUH CO CICAYIOIMIUMMH KaTCTOPUAMU:
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meuacto (>1/1000, Ho <1/100), peko (>1/10000, Ho <1/10603; E&E%%EE&QH%JO@P Wetora

HCHU3BCCTHA (Ha OCHOBAHUH UMCHOIIUXCA JaHHBIX OUCHHUTD HGBOBMO)KHO).

. YacroTa
CHCTeMHO-OpPraHHbI| Kjace Heuacro Penko OueHb penko
HeU3BeCTHA

Hapyienust co cTopoHst Anemus,
KpPOBH M TMM(aTHIECKO mnMdaneHOnaThS
CUCTEMBI
HapymieHus co cTopoHsI Peaknus AHapuUIaKTUYCCKH |AHTHOHEBPOTHYECK
UMMYHHON CHCTEMBI TUIEPYYBCTBUTEIHLHO |i MIOK Ui OTEK, BKJIOYAst

CTH, OTeK JIHIa, Iy0

aHaUIaKTHYECKAS

peaxmus
Hapymienus metabonm3ma 1 | AHOpEKCHUs [Momumuncus
MUTaHUSA
Icuxuveckue HAPYIICHUS Becconnuia, CHmKeHue CryTaHHOCTh

HaApYIICHUS CHA AKTUBHOCTH, CO3HAHUS

Jienpeccus
HapyrmieHust co cTOpOHBI T'onosHast 60716, Hapyienue
HEPBHOW CHCTEMBI TOJIOBOKPY)KCHHE, |BHHUMAaHUSI, TPEMOP,

COHJIMBOCTb SMUIICTICHS,
TUIEPTEH3UA,

HapecTe3usl, JIeTaprus

Hapymenus co ctoponsl Heuertkoctsb 3peHus
opraHa 3peHust

Hapymenus co cTopoHsl IlIym B ymax,
opraHa ciiyxa u JaOUpHHTa BEPTUTO
Hapymenus co cropoHsl CreHokapaus, bpanukapnus
cepaua TaxXUKapaus,
OIIyIIICHNE
cepareOnueHus
Hapymenus co cTopoHsl AptepuanbHas «[IpunuseD» KpoBU K
COCYJIOB THIIOTEH3US JHLy.
Hapymenus co cropoHsl Oppl1IKa, HOCOBOE
JIBIXaTENbHOM CUCTEMBI, KPOBOTEUEHUE,
OpraHOB IPYIHON KJIETKH U Y4alleHHOE JbIXaHhe
CPeNOCTEHUS
KenynouHo-kumieuHsie Huckomdopt B Bbons B
HapyLIECHUS KHUBOTE, AUapes, SMUracTPaIbHOM
CyXOCTh BO PTY, obnactw, 3amop,
JUCTIETICHS, METEOPHU3M, PBOTA
TOIHOTA
Hapymenus co cropoHsl ITeuenounas
MIEYEHU U )KETYEBBIBOAAIIUX HEOCTaTOYHOCTD
nyTei JIETKOM CTeNeHu
Hapyienus co ctoponst Annepruueckuit
KO>KH U MTOJIKO>KHBIX TKaHEH JIEPMATHT,
MOBBIIIEHHAS
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KPAaITMBHHUIIA, CHIITb
Hapymenus co cropoHsI OHypes,
MOYEK ¥ MOUYEBBIBOAAIINX MPOTEHHYPHS
nyTeu
Hapymenus co cropoHsI MpimeyHas JuckomopopT B OcTteoneHuns
MBIIIEYHOH, CKEJICTHON U c1ab0CTh, MUANTHS, |KOHEYHOCTSX
COEIMHUTENBHOM TKaHN 601b B
KOHEYHOCTSIX
OO6ure HapyIeHHs U AcTteHns, UyscTBo ombsHeHHS, |[JuckoMbopT B
pEaKIy B MECTE BBEJICHUS | AUCKOMOOPT, YYBCTBO Xapa, TPyJHOH KIeTKe
YCTaJNIoCTh pa3ipaxuTEeIbHOCTD,
KK
JlabopaTopHbie U CHuxeHue YBenuueHnue
MHCTPYMEHTAJIbHBIEC JAHHbIC apTepHaIbHOTO KOHLICHTPAINH
JIaBIICHUS, KpEeaTHHUHA B
TUIepOMIHPYOHMHEMH |TIa3Me KPOBH
s, I3BMEHEHHE
AKTHBHOCTH
MEYEHOYHBIX
(hepMeHTOB,
TPOMOOIUTOTICHUS,
JIEHKOIUTO3

COO6H.ICHI/IC 0 TOAO03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0miaTh 0 mo103peBaeMbIX HEKENIATEIBHBIX PEAKIUAX MOCIIE PErUCTPAIIMH MperapaTa ¢
IEIbI0 OOECHEYEeHHS] HENMPEPhIBHOIO MOHUTOPUHTA COOTHOIICHHUS «I0Jb3a — PHUCK»
JIEKapCTBEHHOTO Tpemnapara. MeTuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCsl cOO0IIaTh O JTHOBIX
MOI03PEBAEMBIX HEXKENATENbHBIX PEAKIUAX JIEKApCTBEHHOrO Mpernapara 4yepe3 HalMOHAIbHbIE
CHUCTEMBl COOOINEHUsI O HEXKeJIaTeNbHBIX pPEeaKIUsIX ToCyAapcTB — uJIeHOB EBpasuiickoro
SKOHOMHYECKOTO COI03a.

Poccniickas @enepanus

®denepanbHas cryx0a mo Haa3opy B chepe 3apaBooxpanenus (Poc3apaBHanazop)

109012, Poccuiickas @enepanus, r. MockBa, CnaBsiHcKas muomanb, 1.4, crp.l

Tenedon: +7 (800) 550-99-03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

Wnrepuer-caiit: https://roszdravnadzor.gov.ru

4.9. Ilepeno3mpoBka

CumMnToMbI

CoOHIMBOCTD, JKETyJOYHO-KHUIIEYHbIE HapylleHUs (TOLUIHOTA, pPBOTA, OOJIb B AHUTACTPHUH),
TaXWUKap/aus, MOBBIICHUE apTePUAILHOTO JaBlICHUs, OpaAMKHUHE3US U BEPTHUTO.

B TspKenbIx ciydasx Cynopord, yrHeTeHUe JbIXaHus, allHOD U KOMa.


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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JleueHune

CHCI_[I/I(I)I/I‘ICCKOI‘O AHTHUA0TAa HCT, pPCKOMCHA0BAHA CUMIITOMATHYCCKAA TCPaIlu.

5. DPAPMAKOJIOTHMUYECKHUE CBOMCTBA

5.1. @apmakoanHaMH4YecKHe CBOMCTBA

®dapmakoTepaneBTUYECKas rpyIina: MHOPEIAKCAHThI; MUOPEIAKCAHTBI IEHTPAIILHOTO JIEUCTBUS;
JIpyrue MUOPETAKCAHTBI IEHTPAIBLHOTO JIEUCTBHUS.

Koxg ATX: M03BXO04.

MexaHu3M IeHCTBUS

TonnepusoH ABIAETCS MUOPEIIAKCAHTOM LEHTPAJIBHOTO JEeUCTBUA. TOUHBIA MEXAHWU3M JICHCTBUS
MOJTHOCTBIO HE BBISICHEH. ToJNmepu3oH oOsafaeT BBHICOKOH ad(GUHHOCTHIO K HEPBHOW TKaHH,
JocTurasi HauOONBIIMX KOHIEHTPAllMid B CTBOJE TOJOBHOIO MO3ra, COUHHOM MO3re U
nepudepudeckoir HepBHOW cucreMe. OcHOBHOM 3(deKT Toimepu3oHa OMOCPeOBaH
TOPMOXXCHHEM CHUHAIBHBIX PE(ICKTOPHBIX Iyr. BepositHO, 3TOT 3(@eKT COBMECTHO ¢
yCTpaHEHUEM OOJIerYyeHusl MPOBEACHUS BO30YXKACHUSI MO HUCXOISIIMM IYTSAM OOecreunBaeT
TEepaneBTUYECKOE BO3/ICHCTBUE TOINEPU30OHA.

XuMuYeckasi CTpyKTypa TOJIIEPU30HA CX0Xka CO CTPYKTYypo# nuaokanHa. [lomoOHo nupokauny,
OH oOnagaeT MeMOPaHOCTAOWUIU3UPYIONIUM  JEHCTBUEM M CHHXKACT  DJIEKTPHUYECKYIO
BO30yIMMOCTb JIBUTaTeJIbHBIX HEMPOHOB M MEepBUYHBIX ad(epeHTHBIX BOJOKOH. Tonmepu3oH
JI0303aBUCUMO  TOPMO3HUT  AKTHUBHOCTh  IOTEHUHAJI-3aBUCUMBIX  HATPUEBBIX  KaHAJOB.
CoOOTBETCTBEHHO, CHWKAETCS aMIUIUTY/a M YacTOTa MOTEHIaIa AEHCTBHSL.

bl nokazan yrHeraromuid  3¢Q¢QeKT Ha NOTEeHIHUAl-3aBUCHUMbIE KaJbI[MEBbIE KaHaJbl.
[Tpenmonaraercs, 4YTO B JONOJHEHUE K €M0 MEMOPaHOCTAOMITN3UPYIOLIEMY IEWCTBUIO TOINEPU30H
MOJET Tak)K€ TOPMO3UThH BbIOpoc MenuaTtopa. Tonmepu3oH o0siagaeT HEKOTOPhIMH ciIaObIMU
cBOiicTBamMHt ab(a-aIpeHEPruuecKiX aHTarOHNUCTOB U AHTUMYCKApPUHOBBIM JICHCTBUEM.

5.2. @apmakokMHeTH4YeCKHEe CBOMCTBA

AOGcopOuus

ITocne mpremMa BHYTph TOJIINEPU30H XOPOIIO BCACHIBAETCS B TOHKOM KHMILIEYHUKE. MakcuMasbHas
IUIa3MEeHHas KOHLeHTpanus otmedaercs yepes3 0,5—1,0 4 mocne npuema.

Pacnopenenenune

[To mpuuyuHe BBIPAKEHHOT'O MPECUCTEMHOIO0 METaboIu3Ma OUOAOCTYITHOCTh COCTaBISET OKOJIO
20%. boraras >xupamu TUIIA YBETUYHBAET OMOJOCTYIMHOCTh MPUHSATOTO BHYTPH TOJIMEPU30HA
npumepHo Ha 100% u yBenTuuMBaeT MaKCUMaJIbHYIO MJIa3MEHHYIO KOHIIEHTPALIUIO IPUMEPHO Ha
45% 1o CcpaBHEHHIO C IPHUEMOM I[IpernapaTa HATOLIAK, 3aJCpPXKUBAs BpEMsS JTOCTHUKEHUS

MaKCHMaJIbHON KOHIIEHTpaIuy NpuMepHO Ha 30 MUH.
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(NOCNEQCBATENEHOCTE 0002)

Bbuorpancdhopmarimsg

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tonmepu3oH WHTCHCHMBHO META0ONM3UpyeTcs B IMEYeHHM H Toudkax. Ddapmakoyioruyeckas
AKTUBHOCTH METa0OJUTOB HEU3BECTHA.

OJIMMHUHALNS

[TpakTruecku nonHOcTHIO (Oosee 99 %) BriBOAMTCA MOUKamMu B popme metabonuToB. [lepuos

[I0JIyBBIBEJIEHUS TIOCIIE IPUEMA BHYTPb — OKOJIO 2,5 4.

6. DPAPMALEBTUYECKUE CBEJAEHUSA
6.1. IlepeyeHb BCIOMOraTeJbHbIX BelIECTB

S npo TabieTku

Kpaxman Kkykypy3HbIi

Kpemuust nMoKCu KOJITOUAHBIN
JlakT03b1 MOHOTHApPAT

JImMoHHas KUCI0Ta

CreapuHOBas KUCIIOTA

Tanbk

[enmros103a MUKPOKPHUCTATUTMYECKAS

[Tnenounas o6osouka — Omanpait 20A28380:

['unposno3a (ruAPOKCUIPONIIILIEIITION03A)

['unpomennosa (TuAPOKCUITPOITMIIMETHIILIEIUTION03a)

Tanpk

Turana quokcuy

6.2. HecoBmecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTu (CPOK XpaHeHHUs1)

2 rona.

6.4. OcoOble MepbI NPEIOCTOPOKHOCTH NIPH XPAHEHHUH
XpaHuTh NpH TemnepaType He Bbie 25°C B OpUTHHANBHOM yIIakoBKe (MTayke KapTOHHOM).
6.5. Xapakrep u coaep:kaHHe NEPBUYHON YIAKOBKH
TabneTku, MOKPHITHIE MIIEHOYHOU 000I0UYKOM.

Toaxmepuson Kanon, 50 Mmr, TabIEeTKH, TOKPBITHIE INIEHOYHONM 000JIOYKOM

I[To 10 unm 30 TaGneToK B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 TJIEHKH MOJIMBUHIWIXJIOPUIHOHN U
(bonbru aFOMUHUEBOH MEYaTHOM JTaKUPOBAHHOM.
ITo 30 unu 60 TabmeTok B OaHKY MOJUMEPHYIO JIJIs JICKAPCTBEHHBIX CPEACTB M3 MOJUATUIICHA HITH

nonudTHIeHTepedTanaTa. Kpbliika U3 MonusTUIeHa WIH MOJUIIPOIUIICHA.
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ITo 3, 6 KOHTYPHBIX AYEUKOBBIX YIMAKOBOK 1o 1j0 Ta6ne%glx<' I/IJI;I'I‘RD 12 KUHlfyp'Hr;Ix HUCHKOBBIX

ymakoBku 1o 30 Tabnerok, uiau mo 1 6aHkKe MOTUMEPHOM AJIs IEKAPCTBEHHBIX CPEJICTB BMECTE C
MHCTPYKIMEH 1O MPUMEHEHHIO B MTAYKY U3 KapTOHA.

Tomnepuson Kanod, 150 mMr, TabJIETKH, IOKPHITHIE INIEHOYHONH 000JI0YKOMN

ITo 10 TabieToK B KOHTYPHYIO STYECHKOBYIO YIIAaKOBKY U3 TJICHKU MOJMBUHWIXJIOPUIHON U (HOJIBTH
AJIOMUHHUEBOM NI€YaTHOM JTaKUPOBAHHOM.

[To 30 wiu 60 TabneTok B 6aHKy MOTUMEPHYIO JIJIS IEKAPCTBEHHBIX CPEICTB U3 MOJIUATHIICHA HITH
nonudTHIIeHTepedTanaTa. Kpbliika U3 MonusTUIeHa WIH MOJUIIPOIUIICHA.

ITo 3, 6 KOHTYPHBIX SYEHKOBBIX yHmakoBOK 1o 10 TabneTok miau mo 1 OGaHKe MOTMMEPHOW st
JIEKapCTBEHHBIX CPEJICTB BMECTE C MHCTPYKLMEN IO MPUMEHEHHIO B MAYKY U3 KapTOHA.

6.6. OcoOble MepbI MPETOCTOPOKHOCTH NMPH YHUUTOKEHHH MCTI0JIH30BAHHOTO
JIEKAPCTBEHHOI'0 MpenapaTa Ui 0TX0/0B, MOJYYEeHHbIX N0cJIe IPUMeHeHHs
JIEKApPCTBEHHOI0 Mpenapara, u Apyrue MaHUNyJsiMU ¢ penapaTomM

Oco0ple TpeOoBaHHS OTCYTCTBYIOT. Bech ocTaBIIMIACS JIEKapCTBEHHBIH MpenapaT U OTXOJbI

CJIICAYCT YHUYTOXHUTDL B YCTAHOBJICHHOM ITOPAOKE.

7. AEPXKATEJIb PETUCTPAHIMOHHOI'O YAOCTOBEPEHUSA

3A0 «Kanonbapma nponakiin», Poccuiickas deneparusi,

141100, MockoBckas 00u1., T.0. [1]&nkoBo, r. [I]énkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

OneKkTpoHHbIN aapec: safety(@canonpharma.ru

7.1. IlpeacraBuTe/Ib AEpKATEN PETUCTPALMOHHOIO YA0CTOBEPEHUS

[Iperen3un norpedUTENEeH HAIPABIATE 10 aAPECY:

3A0 «Kanondapma npogaxun», Poccuiickas ®enepanus,
141100, MockoBckast 0611, r.0. lI{&nxoBo, r. [I{&énkoBo, yn. 3apeunas, a. 105.
Ten.: +7 (495) 797-99-54.

DneKTpOoHHBIN anpec: safety(@canonpharma.ru

8. HOMEP PETUCTPAHIMUOHHOI'O YAOCTOBEPEHUSA

9. TIATA IEPBOM PETUCTPAIIMM (ITOATBEPKJIEHUSI PETUCTPALIUH,
MNEPEPETUCTPALINN)

JlaTa nepBoii perucTpanuu:

10. JATA IIEPECMOTPA TEKCTA



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 13.04. 2024 N= 7935

(MOCNEODBATENBEHOCTE 0002)

OO0mast xapakTepuCTHKa JIEKapCTBEHHOTo npenapaTta Tonnepu3on Kanon nocrynHa Ha
UH(POPMALIMOHHOM TopTaie EBpa3uiickoro 3KOHOMHYECKOT0 COK03a B MH(POPMAIIMOHHO-

KOMMYHUKaIMOHHOM ceTtn «HTepHEeT» http://eec.eaeunion.org/.
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