COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.01.2026 N= 400

(NOCNEOOBATENLHOCTL 0002)

OBIIAA XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O IIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Tonnepuson + Jlupokaun, 100 mMr/mi + 2,5 Mr/mi, pacTBOp AJIsl BHYTPUMBIILIEUHOTO BBEICHHUS.

2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBII COCTAB

JlelicTByIOLIEE BEIIECTBO: TOINEPU30HA THAPOXIIOPU, TUAOKAUHA THIPOXJIOPUI.

Kaxxnas ammyna (1 mMi1) comepkut Tomepu3ona ruapoxiaopua 100 Mr v JingoKkanHa THAPOXIOPHUT
2,5 mr.

BemiectBa, HamuuuMe KOTOPBIX HAJ0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO IIperapara:
MeTuJImaparuipokcuoen3oar (cm. pazuen 4.4.).

ITomubrit MNEPCUCHDb BCIIOMOTI'aTCIIbHBIX BCIICCTB IIPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

PaCTBOp JJIs1 BHYTPUMBIIICYHOTI'O BBCICHHA.

BecuBeTHbII WK cierka 3eJIeH0BaThIN MPO3payHbIid PACTBOP CO CIIEHUPUIECKUM 3aaxoM.

4. KIMHUYECKHUE JAHHBIE
4.1. IlToka3aHusl K NPUMEHEHHIO

IIpenapat Tonnepuson + JIngokanH nokasaH K IPUMEHEHHIO Y B3POCIIBIX NAIIMEHTOB ¢ 18 JieT.

— CuMnTOMaTUYECKOE JICUEHNE CIIACTUYHOCTH Y B3POCIBIX, 00YCIOBICHHON HHCYIBTOM.
— MuodacuuanbHbiit 6071€BONH CHHAPOM CpPEAHEN U TSHKENOM CTeneHW (B TOM YMCIIE MBIIICYHBIN

crasM IpH JOPCONATHSX).

4.2. Pe:xum 103MPOBaHUS M CI0CO0 MPUMeEHEHHU s

PexxuMm mo3upoBaHus

Bspocnvim
ExxenneBHo BHyTpuMbInieuHO 1o 1 M (100 Mr TonnepusoHa) 2 pas3a B CyTKH.

Oco0BbIe TPVIIIHI MAIMEHTOB

HaZ/!MeHI’I’Zbl C NOYEYHOU HeOOCMAMOYHOCMbIO

OnpIT MpUMEHEHUs TOJINEPU30HA Yy MAIMEHTOB C IMOYEYHOHW HEJOCTATOYHOCTHIO OrpaHUYEH, Y
JAHHOUW KaTeropuy MalMeHTOB Yallle BO3ZHUKAIN HeXenaTelnbHble peakiuy. [loaromy y nmanueHTos ¢
HapylmIeHUSIMH (QYHKIMM TI0YE€K CpeJHEel CTeneHW HeoOXOIuMO TMPOBOIUTH MOAOOpP J103BI
TOJIIEPU30HA C THIATEIbHBIM HAOJIOJCHUEM 32 COCTOSHHEM 370POBbs MAallMEHTa U KOHTPOJIEM
¢byskun noyek. [Ipu TsHkenoM nopa)keHUH MovYek Ha3HaueHHUEe TOJEPU30Ha HE PEKOMEHAYeTCsl.
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Hab;ueﬂmw C NeYeHOYHOoU HedoCMAamo4HOCbIO

1y OTUETY

OneIT IPUMEHEHHUS TOJIEPU30HA y MAIMEHTOB C NEYEHOYHOM HENOCTAaTOYHOCTHIO OTPaHHUYEH, Y
JAHHOM KaTeropuu MalyeHToB Yallle BO3HUKAIM HexelaTeabHble peakiuu. [loaToMy y nanueHTos ¢
HapymeHUsIMA  (PYHKIIMM TICUCHH CpEAHEH CTENeHH HEeoOXOIUMO IPOBOAUTH MOA00p 03B
TOJIIEPU30HA C THIATEIbHBIM HAOJIOJEHHEM 3a COCTOSIHMEM 3[10pOBbsl NAIMEHTAa U KOHTPOJIEM
¢bynkuuun neuenn. [lpu TspKEIOM MopakeHUH MEYSHH Ha3HAueHUE TOJIEPU30HA HE PEKOMEHIYETCS.

C€TH

[Ipenapat He mpenHa3HauEeH A IPUMEHEHUs y JETeH U OJPOCTKOB B Bo3pacTte 10 18 ser.

Crnoco0 mpuMeHeHus

BuyTpuMsIiIedHO.
4.3. IlpoTuBOMOKA3aAHUS

— T'unmepuyBCTBUTEIBHOCTD K TOJIIEPU30HY, XUMHUYECKH CXOIHOMY 3IEPU30HY WITU JIUIOKAHHY WIN
K JTI0OOMY M3 BCIIOMOTATEIbHBIX BEIICCTB, IIEPEYUCICHHBIX B pasaeie 6.1.

— Mmuacrenus gravis.

— bepeMeHHOCTh | Mepro]] IPYAHOTO BCKAPMITHBAHUSI.

— Jetu u mogpoctku a0 18 jer.

4.4. OcoOble yKka3aHusl M1 Mepbl NPeI0CTOPOKHOCTH NIPH NIPUMEHEHUH

C 0CTOPOKHOCTBIO

[Ipenmapar crieayeT NPUMEHAThH C OCTOPOXKHOCTBIO Yy JKEHIIMH, MNAIMEHTOB C IOBBIIIEHHON
YYBCTBUTEIBHOCTHIO K IPYTUM TIpenapaTaM WX ¢ aJUIepTrUei B aHaMHe3€, y TTAIIMEHTOB C TIOYEYHOH
Y TIEYEHOYHOH HEeJ0CTaTOUHOCThIO (cM. pazaen 4.2.).

Oco0ble YKa3aHusa

Haubonee dacTBIMM  HEXKeJIATEIbHBIMH p€akuusaMu 1pyu HOPUMECHCHUU  TOJIICPHU30OHA B
MOCTPETUCTPAIUOHHOM  IICPHUOAC ObLIH peaknuuu MOBBIIIEHHOM YYBCTBUTCIIbHOCTHU. Hx
BBIPAXKCHHOCTE BAPBUPYET OT JICTKUX KOKHBIX peaKImﬁ J0 TAXCEIIBIX CHCTEMHBIX pCaKHI/H\/JI, BKJIrO4as
aHa(bI/IJ'IaKTI/I‘-ICCKI/Iﬁ mok. CuMIToMaM#u peaKHI/Iﬁ MOBBIIIIEHHON YYBCTBUTCIIBHOCTU MOT'YT OBITh
SpuTeMa, Cbillb, KpallMBHULA, 3Y/I, aHFI/IOHeBpOTI/I‘-IGCKI/Iﬁ OTCK, TaxXuKapauda, apTepuajlbHasd
TUIIOTCH3MUA UJIM OJbIIIKA.

>K6HHII/IHI)I U IIaUEHTHBI C IMOBBIIICHHOM YYBCTBUTCIBHOCTBIO K APYruM IIpe€raparamMm HWIHU C
anJleereI‘/'I B aHaMHE3€ MOryT OBITH MMOABCPIKCHDBI Ooiee BBICOKOMY PHUCKY MOBBIIICHHOM
YYBCTBUTCIIBHOCTHU K TOJIIICPHU3O0HY.

B ciry4dac HW3BECTHOM MOBBIIIEHHOM YYBCTBUTCJIBHOCTHU K JIMJOKAWHY IIPpU TPUMCHCHUHU TOJITICPHU30HA
ciIeayer CO6J'IIOJIaTI) IMOBBIIICHHYIO OCTOPOKHOCTH M3-3a BO3MOXKHBIX IEPEKPECTHBIX peaKHI/If/'I.

[Tanmentam cienyer ObITh BHUMATEIbHBIMM B OTHOLICHMH JIIOOBIX CHMOTOMOB IOBBIIIEHHON
YyBCTBUTEIBHOCTHU. [IpM BO3HMKHOBEHHWH CHUMIITOMOB CIIEYET HEMEIJIECHHO NPEKPaTUTh MpPUEM
mpernapara ¥ He3aMeUIMTEeNIbHO 00paTUThCs K Bpady. He cieayeT MOBTOpHO HazHAyaTh Iperapar
IIOCJIE AMM30/1a MOBBIIIEHHON YYBCTBUTEIBHOCTH K JIEKAPCTBEHHOMY IIpErapaTy, COJAepkKallemMy
TOJIIIEPU3OH WJIU JIUIOKAKH.

BcnoMorarepHEIC BEIISCTBA
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[IpemapaT comep)UT METHIMAPArHIPOKCHOCH30aT, KOTOPHI MOXXET BBHI3bIBATH AJUICPTUUYECKUE
peakuuu (BO3MOXKHO, OTCPOUYEHHBIE) U, B UCKIIFOUUTENBHBIX CIy4asiX, OpOHXOCHa3M.

4.5. B3aumojaeiictBie ¢ JPYrUMH JIEKAPCTBEHHBIMH TMpenapataMm #W Jpyrue BH/bI
B3aMMOJAEHCTBUSA

UccnenoBanus  (HhapMaKOKHHETHYECKOTO JICKAPCTBEHHOTO  B3aUMOJICHCTBUSL C  MapKEpHBIM
cyoctpatom wu3zodepmenta CYP2D6 nexcrpameropdaHoM TOKa3aid, YTO OJHOBPEMEHHOE
MPUMECHEHHUE TOJIIIEPH30HA MOXKET IOBBICUTH COJEPKaHHE B KPOBU JICKAPCTBEHHBIX CPEJNICTB,
KOTOpBIE METabOIM3UpYIOTCs mnpeumyliecTBeHHO wu3odepmentom CYP2D6  (tuopumasuH,
TONTEPOJIUH, BEHIAa()aKCUH, ATOMOKCETHH, [JEe3UNpPaMHUH, JEKCTpOMETOpdaH, METOMpOIoI,
HeOnBOJI0J1, IepeHa3HH).

B 1abopaTopHBIX IKCIEPHUMEHTAaX HAa MHUKpPOCOMaxX IMEYCHH YEJIOBEKa M TIemaTOlHUTaX 4YeJIOBEKa
3HAYUTEIHHOTO MHTHOUPOBAHUS WM MHAYKIMK Apyrux uzodepmentor CYP (CYP2B6, CYP2CS8,
CYP2C9, CYP2C19, CYP1A2, CYP3A4) He 0OHapyKEHO.

B cBsa3um ¢ pa3HOoOOpasyeM MeTabONMYeCKHX IIyTeld TONIEPU30Ha IIOBBINICHHE HKCIO3UIIHU
TOJIIEPU30HA IIPH OJHOBPEMEHHOM MpUMEHEeHNH cyOcTpaToB nzodpepmenta CYP2D6 n/unm npyrux
IpenapaTroB HE 0KUIAACTCH.

HecmoTpst Ha TO, 4TO TOJNMEPU3OH SBISETCS MPENapaToM LEHTPAIbHOIO AEHCTBUS, CEJaTUBHBIN
sd ekt ero oueHb HU3KHM. [IpM OJHOBpEMEHHOM NPUMEHEHUU C JIPYTUMH MHOpPEIaKCaHTaMu
LEHTPAJIBHOr0 JEHCTBUS 103y TOJINEPU30HA CIAEAYET YMEHBIIUTD.

Tonnepuson ycunuBaer jeiictBUe HUMIYMOBOH KHUCIOTHI, IO3TOMY IpU OJHOBPEMEHHOM
MPUMEHEHUU CIIEyeT PacCMOTPETh YMEHbIIEHUE J03bI HUQIYMOBONW KHCIOTHI WM JIPYTHX
HECTEPOUAHBIX NPOTHBOBOCHANNTENBHBIX Npenapatos (HIIBIT).

4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTDh U JTAKTALUSA

bepemeHHOCTD

B OKCHCPUMCHTAJIBHBIX HCCIICAOBAHUAX Ha XHUBOTHBIX HEC BBIABJICHO TCPATOrCHHOI'O HCﬁCTBHH
TOJIIICPHU30HA. Ilo NPpUYIUHE OTCYTCTBUA 3HAYUMbIX KIIMHUYCCKUX NAHHBIX TOJIIICPHU30H HE CICAYCT
MPUMCHATH IIPU 6CpeM€HHOCTI/I, 3a UCKIIFOYCHUEM CIIYyHacCB, KOr/la OKHuJacMas 110J1b3a ONpPEACIICHHO
OIpaBAbIBACT HOTCHI_II/IaJ'IBHHﬁ pHUCK 1A 11044,

JlakTarms
[TockonbKky AaHHBIE O BBIACIEHUM TOJMNEPU30HA C TPYAHBIM MOJIOKOM OTCYTCTBYIOT, TO €TO
MIPUMEHEHHUE B MEPUO KOPMIICHUS TPYAbIO MPOTHBOTIOKA3aHO.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMU M padoTath ¢
MeXaHU3MaMH

Tonmepr3oH HE OKa3bIBaeT BIUSHUS HAa CIOCOOHOCTH YIPABIATh TPAHCHOPTHBIMU CPEICTBAMH U
MexaHu3mamu. [larenTam, y KOTOPBIX €CTh TOJIOBOKPYKEHNE, COHJIMBOCTD, HAPYIIEHUE BHUMAaHHSI,
AIUJIETICHS, HEUYETKOCTh 3PEHHsI MIU MBIIIeYHas C1a00CTh BO BpeMsl MPUMEHEHHUs TOJIEPH30HA,
clleTyeT IPOKOHCYJIbTUPOBATHCS C BPAUOM.

4.8. Hexkes1aTeibHbIe peaKkuM

Pesrome mpoduirst 0e3onacHOCTH




[Tpoduias 6e30macHOCTH TOINEPU30HA OIEHUBAJICS 1T
6omnee yem y 12000 manueHToOB.

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 15.01.2026 N= 400

b nanmpivg OCTNADKC I FORG1 0 DM

B cooTBercTBUM € 3THMH JaHHBIMH HamOoJIee YacThIMHM ObLIM HApyIIEHUs CO CTOPOHBI KOXH U
IIOJIKOKHBIX TKaHed, OOIIMe pacCTpONCTBA, HApYyLIEHUS CO CTOPOHbI HEPBHOM CHUCTEMBI U

KEITYOAOYHO-KHIIICYHOI'O TPpaKTa.

[Ipu mocTMapKEeTUHIOBOM MPUMEHEHUN PEaKLMU MOBBIIICHHOW YYBCTBUTEIBHOCTU COCTaBUIN 50—
60% Bcex HeXeNaTeNbHbIX PeaKiii. BoIbIIMHCTBO HEXeNaTeNIbHBIX PeaKIHil He ObLUIN CEphEe3HBIMU
U TPOXOJAWIN CaMOCTOSATENbHO. JKU3HEYyrpoXKarolue peakiMyd MOBBIIMICHHOW YYBCTBUTEIHHOCTU

PETUCTPUPOBAIUCH OUYEHB PEJIKO.

TabnuduHOE Pe3OME HEXKENATENBHBIX peakimil / Pe3roMe HeKenaTeabHbIX DEAKIIAN

[IpencraBieHHbIe HUXKE JAHHBIE IO HEXKEIATENbHBIM PEeaKIHsIM KIaCCU(PHUIIMPOBAHBI 10 CUCTEMHO-
opranubiM kiaccaM (COK) u yacTtoTe BO3HMKHOBEHHUS. HacTOTa BOSHUKHOBEHHUS HEXKEIATEIbHBIX
peakuuii ompenensgach B COOTBETCTBUM ¢ Kiaccudukauueir BceemuphHoit Opranuzanuu
31paBooxpaHeHus: 04eHb yacTo (> 1/10), vacto (> 1/100, o < 1/10), HewacTo (> 1/1000, Ho < 1/100),
peako (= 1/10000, vo < 1/1000), ouens peako (< 1/10000), yactoTa Hen3BecTHA (HA OCHOBAHUH
UMEIOIIUXCS JAHHBIX OIEHUTh YaCTOTY HEBO3MOYXKHO).

CHCTeMHO-OpraHHbI| Yacrora
KJIACC

Hexenare/bHbIC peakun

Hapymenust co ctoponsl KpoBH U | O4eHb pesiKko
TUM(ATHIECKON CUCTEMBbI

AHnemus, nuMdaeHonaTus

Hapymenns co cTopoHkI | Penko
MMMYHHOH CHCTEMBI

Peaxius HOBBIIIEHHOM!
YyBCTBUTEJIHHOCTH, aHa(UIAKTHUYECKAs
peaxkuus

OuyeHsb penko

AHapWIaKTHYECKUH 10K

Yacrorta AHTMOHEBPOTHUYECKUN OTEK, BKJIIOYas
HEU3BECTHA OTEK JIMIA, Iy0

Hapymenuss merabonmusma u | Heuacto AHopekcus

MTATAHUS Ouensb penko | [Homuauncus

IIcuxnyeckue HapylIeHUs Heuacro beccoHHuIa, HapylIEHHs CHA
Penxo

CumxeHue AKTUBHOCTH, JCTIPECCHUA

Ouens penko

CryTaHHOCTBH CO3HAHUS

Hapymennst co cTopoHbI HEPBHOM

l'onoBHas  607b,  TOJOBOKPYKEHUE,

cllyXa U JJaOupHHTA

Heuacto
CUCTEMBI COHJINBOCTbD
p Hapymenne BHUMAaHWs, TpEMOD,
€IKO
A SIWJICTICUS, THUIIECTE3US, IapeCTE3Hs,
JIeTaprus
Hapymenusa co cTopoHBI OopraHa
Py p p Penko HeuetkocTs 3peHns
3pPEHUS
Hapymenusa co cTopoHBl opraHa [Iym B ymiax, BEpTuUr
Py p P Pesko y y » BCPTHUT'O

Hapymenust co croponsl cepaua | Penxo

CreHokapaus, TaXWUKapAus, OUIYIICHHE
cepaneOueHust

Ouens penko | bpagukapaus
Hapymenus co croponsl cocynoB | Hewacto ApTteprualibHasi TUIIOTEH3USA
Penxo «[ TpunuBby
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Hapymenus co cTopoHsl | Penko ObIIKa, - ~HOCOBOE Eﬁﬂ)‘i)’E‘(‘iT"e‘feﬁﬁ'é;""I"
JBIXaTEJIbHON CUCTEMBI, OPTaHOB YYAIlIEHHOE JbIXaHue
TPYAHOM KJIETKU U CPEIOCTEHUS
Hapymenuns co cropoHsl | Hewacto JuckomdopT B )KUBOTE, IUApEs], CYXOCTb
KEITYJJOUHO-KUILIEYHOTO TPAKTa BO PTY, AMCHENCHSs, TOIHOTA
Penxo bonw B anuracrpansHOit 0051acTH, 3am0p,
METEOpH3M, PBOTA
Hapymenust co ctoponsl neuenu | Penko [leyeHouHass HEAOCTATOYHOCTH JIETKOM
Y KEJTUEBBIBOJSIIUX MMyTeH CTENEHU
Hapymienust co cropons! koxu u | Pegko AJepruyeckuil 1epMaTuT, MOBBIILIEHHAs
MOJAKOKHBIX TKaHEH MOTJIMBOCTb, KOXHBIN 3yJ, KpaluBHULIA,
ChIllb
HapymeHI/i;I co CUTOpOHBI Hewacro Mpiieunas ¢1abocTh, MUanTus, 00Ib B
MBIIIEYHOH, KOCTHOM u KOHEYHOCTSIX
COCIMHHUTCIILHON TKaHU Penxo

JuckomMdpopT B KOHEUHOCTAX

Ouens penko | OcTteonenus
OHype3, IPOTEUHypus

HapymeHI/Iﬂ CO CTOPOHBI ITOYCK U

o Penxo
MOYEBBIBOJISIIIIMX MYTEH
OOmue HapyIICHUS U PEaKiuu B OmrymieHyue Teryia B MECTE BBEACHHS,
MECTE BBEICHUA Yacto MOKpaCHEHHE B  MECT€  BBEICHUS
rpernapara
Heuacro
Acrenusi, TucKoM(pOPT, YCTANIOCTh
Penko UyBCTBO ONBSHEHHUs, YYBCTBO apa,

PasApaKUTCIbHOCTD, KaKaad

Ouenb peko JrckoMpopT B rpyIHON KIIETKe

Jlaboparopublie " CHuxeHue apTepUaIbHOTO JaBJICHMUS,
MHCTPYMEHTAJIBHBIE JaHHBIE runepOuIupyorHemMus, U3MEHEHHUE
AKTUBHOCTH II€YCHOYHBIX q)epMeHTOB,
TPOMOOIMTONEHHUS, JICHKOLUTO3

OueHb peako | YBEIMYEHHE KOHIEHTPAUKM KPEaTUHUHA
B IUIa3M€E KPOBHU

Penxo

COO6H.I€HI/IC 0 TOA03PEBACMBIX HEXKCIIATCIIbHBIX PCAKIINAX

Baxno coo0marb O NOJO3PEBAaCMbIX HEKEJIATENIbHBIX PEAKIUAX IMOCIE€  PErucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ ILeblo oOecrneueHus] HeMpepbIBHOIO MOHUTOPUHIA COOTHOIICHUS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOro Ipemnapara. MeannuHCKUM paOOTHHKaM PpPEKOMEHIYEeTCs
co00MIaTh O JIOOBIX MM0I03PEBAEMBIX HEKENATENbHBIX PEaKIMIX JEKapCTBEHHOTO IpenapaTa yepes
HalTMOHAJIBHBIE CHUCTEMBbI COO6H1€HI/I$I 0 HCXKCIIATCIIBHBIX pPEeaKOUiAX TOCydapCTB — YJIICHOB
EBpasuiickoro 5KOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

denepanbHas ciyx6a 1o Haa3opy B cdepe 3apaBooxpanenus (PoczapaBuanzop)
Anpec: 109012, r. MockBa, CnaBstHCKas IJI01a1b, 1. 4, cTpoeHue |

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

OnektpoHHas moura: pharm@roszdravnadzor.gov.ru

CaiiT B m”HGOpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHON ceTH «HTepHeT»!
https://www.roszdravnadzor.gov.ru


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/
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CHUMIITOMBI

CuMITOMBI NEPEAO3UPOBKM Yalle BCErO0 BKIIOYAKOT: COHJIMBOCTB, JKEIYAOYHO-KHUILIECYHBIE
HapylmeHust (TOIIHOTA, PBOTAa, OOJNb B SIUTACTPUU), TaXUKApIUs, MOBBIIICHHE apTEPHAIBLHOTO
JaBJIeHUs, OpaJMKUHE3MsI U BEPTUTO. B TSHKENbIX ciiydasix CyJOpOrd, YTHETEHHUE JbIXaHUs, allHOd U
KOMa.

JleueHue

CHGI_II/I(bI/I‘-IeCKOI‘O AHTUA0TAa HCT, pPCKOMCHA0BAHA CUMIITOMATHYCCKAA TCPAIlus.

5. PAPMAKOJIOTMTYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHUYecKHe CBOlicTBa

dapMakoTepareBTUYeCKasi Ipymnna: MHUOPETIaKCaHThl; MHOPENAKCAHThl IIEHTPAIBHOTO JEHCTBUS;
JIPYTUe MUOPETAKCAHTHI IIEHTPAIBHOTO JIEUCTBHUS.
Kox ATX: M03BX04

MexanusMm aercTus ¥ dapMakoanHaMuueckue 3O deKThI

Tonnepuszona  eudpoxaopud  —  MHOPEIAKCAHT  IEHTpalbHOro  nedctBus.  Oka3bIBaeT
MeMOpaHOCTa0MIM3UPYIOLIee, MECTHOAHECTE3UPYIOIee AeCTBHE, TOPMO3UT IPOBECHHE HEPBHBIX
UMITYJIECOB B TICPBUYHBIX ap(EPEHTHBIX BOJIOKHAX W JBUTATEIBHBIX HEWPOHAX, YTO MPUBOJHUT K
OJIOKMPOBAHUIO CTUHHOMO3TOBBIX MOHO- U MOJUCHHANTUYECKUX peduiekcoB. [IpennonoxurensHo,
TOJITIEPU30H OMOCPENYET OJIOKUPOBAHUE BBIJCICHHS MEIHUATOPOB MyTEM TOPMOKEHHUSI TIOCTYTUICHHS
MOHOB KaJbIMs B CHHATICHL. TOPMO3UT MPOBEACHNE BO30YKICHHUS IO PETUKYIOCIUHAIBHOMY ITyTH B
CTBOJI€ TOJIOBHOT'O MO3Ta.

HezaBucuMo OT BIMSIHHS Ha UEHTPaJIbHYIO HEPBHYIO CHUCTEMY YCHUIMBaeT mepudepruieckoe
KpoBooOparieHue. ITo ACHCTBUE HE CBSI3aHO C BO3JICUCTBUEM IperiapaTa Ha IEHTPAIbHYIO HEPBHYIO
CUCTEMY U MOXeT OBbITh OO0YyCJOBIEHO cIabbIM CHa3MOIUTHYECKUM M aHTUAJPEHEePTUYECKUM
JIEWCTBUEM TOJIIEPU30HA.

Jluooxauna 2udpoxnopuo o0nagaeT MECTHOAHECTE3UPYIOUIMM JEHCTBHEM M NpU JO3HMPOBAHUU
COTJIACHO MHCTPYKIIMU CHUCTEMHOTO JICHCTBHS HE OKa3bIBACT.

5.2. GapMaKOKHHeTHYeCKHUe CBOHiCTBA

TonneprsoHa ruapOXIJIOPUL

buompancgopmayus
Tonmepu3oHa THIPOXJIOPH/T TIOJIBEPTAETCsI MHTCHCUBHOMY METa0O0JU3MY B TICUCHH U TIOYKAX.
Onumunayus

BriBoguTcss moykamMM, MPAKTHYECKH TMOIMHOCTBhIO (Oomee 99%) B  Buae MeTabOIUTOB,
(dapmakonornyeckasi aKTUBHOCTh KOTOPBIX HEW3BecTHA. [Ipu BHYTPMBEHHOM BBEACHHH IEPHO]]
MOJyBbIBECHHS ~ 1,5 4.

JIngokanHa TMAPOXIOPHUI

Abcopbuyus
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

BeegeHun — 30—45 muH. CBsa3b ¢ Oenkamu m1asmel — 50—-80%.
Pacnpeoenenue

Brictpo pacnpenensiercss B TKaHsax W opraHax. [Iponukaer uepe3 I'Db u muanenrapusiii 6apwep,
CEKPETUPYETCsl C MAaTEPUHCKUM MOJIOKOM (40% OT KOHLIEHTpAIMK B IUIa3Me MATEPH).

Buompancgpopmayus

Mertabonusupyercss B nedeHn (Ha 90-95%) c¢ ydacTHeM MHUKpPOCOMAaJbHBIX (DEPMEHTOB IyTeM
NE3aJKIINPOBAHUS. aMUHOTPYNIBI M pa3pblBa aMHUIHON CBSI3M C OOpa3oBaHMEM aKTHBHBIX
METa0O0IUTOB.

Onumunayus

BreiBonutest ¢ kemdbto (4acth 036l moaBepraercs peadcopouuu B XKKT) u moukamu (1o 10% B
HEM3MCHEHHOM BUJIC).

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeyenb BCIOMOraTeJbHBIX BElIECTB

JIV3 TUIICHTTIMKOJIST MOHOATHIIOBBIH A(Up
MerunnaparuipokcuoeH3o0aT
Boa 11 uebeKImin

6.2. HecoBMecTUMOCTH

B cBs3m ¢ OTCyTCTBMEM HCCIIEOBAaHUN COBMECTUMOCTH, JAHHBIM JIEKapCTBEHHBIN IIpernapaTr He
CJIEyeT CMEIINBATh C APYTUMHU JIEKAPCTBEHHBIMHU IIpErapaTaMu.

6.3. Cpok roaHocTH (CpOK XpaHeHHsl)
2 roja.
6.4. Oco6ble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh NpHU TeMnepaTtype He Bbliiie 15 °C B OpUrnHaibHON yIaKOBKe (U1 3aLIUTHI OT CBETA).

6.5. XapakTep u cojep:KaHHe YIAKOBKH

ITo 1 mMa B aMmynsl JUIsl JIGKAPCTBEHHBIX CPEICTB, M3TOTOBJIEHHBIE W3 TEMHOro CTekjaa l-ro
THIPOJIATUIECKOTO KIIacca.

Ha ammynbl HakneWBalOT STHKETKH M3 OyMaru STHKETOYHOM WJIM MUCYEH, WM CaMOKJIesIuecs
ITHUKETKH.

I[To 5 ammyn mnomemalOT B IUIACTHKOBBIM TMOAJIOH M3 IUICHKH TMOJMBUHWIXJIOPUAHON WU
noMATHIIeHTeped TamaTa.

ITo 1 mmacTHKOBOMY MOJIOHY BMECTE C JIMCTKOM-BKJIQIBIIIEM TOMEIIAIOT B AUKy U3 KapToHA s
MOTPEOUTENHCKOM Taphl.

JlonmyckaeTcst B MauKy BKJIabIBaTh CKapudukarop.
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6.6. OcoOble Mepbl NMPeIOCTOPOKHOCTH NMPH YTHIN3ALUH %Eg%ﬂgd%gﬁioﬁ%ﬂg%:&ﬁ'eﬂmb

npenapara MJiH OTXO0J0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHs JIEKAPCTBEHHOI0 Mpenapara, u
Apyrue MAHMIYJISLHMU € IPenapaTom

Het 0co0bIx TpeOOBaHUM K yTUIM3ALUH.
7. AEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHU A

Poccuiickas @enepanus

3A0 «KanoH(papma mpo1akImH»

141100, MockoBckast 00i1., r.0. II{énkoBo, T. Ll[énkoBo, yu. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

DnekTpoHHas nouta: safety@canonpharma.ru

7.1. IIpeacTaBUTENb A€pPrKATE/ISI PETHCTPALMOHHOIO YA0CTOBEPEHUSI

IIperen3un norpeduTene HaupaBIATh 110 AAPECY:

Poccuiickast ®enepanus

3A0 «KanoHpapma poJaKIIH»

141100, MockoBckas 0011, r.0. LI{&nkoBo, r. LI{énkoBo, yn. 3apeunas, a. 105
Ten.: +7 (495) 797-99-54

+7 (800) 700-59-99 (6ecmaTHas ropstyast TuHus 24 daca)

OnektponHas mouta: safety@canonpharma.ru

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHUSA

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlekapcTBEHHBIN ITpenapaT OTHOCUTCS K KATETOPUU OTITYCKA 10 PELENTY.

OO01as XxapakTepuCTHKa JIeKapcTBEHHOTo npenapara Tomanepuson + JIuiokauH AOCTYyINHA B €MHOM
peecTpe 3aperucTpUpPOBaHHBIX JIEKAPCTBEHHBIX CPeCTB EBpazniickoro 3KOHOMHUYECKOI0 COX03a U Ha
opuIHMATEHOM caunre YIIOJIJHOMOYEHHOTO opraHa (3xcrepTHOM OpraHu3aIim)
https://eec.eaeunion.org/.
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