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WHCTPYKUUA NO MEAULUMHCKOMY NPUMEHEHUIO

JIEKAPCTBEHHOI'O MNPEMAPATA

I<e

PernctpaumoHHbin Homep: JIC-000323

Toprosoe HaumeHoBaHue: Kcedokam panug
MexayHapogHoe HenaTeHToBaHHOe HaumeHoBaHue (MHH):
TlopHokcukam

IlekapcTBeHHas dopma

TabneTku NoKpbITbIE NNEHOYHOM 060M0YKON

CocraB

1 TabneTka conepxuT:

[Helicmeyrowee sewecmeo: NopHoKkcukam 8 mr
BcriomozamernbHeie sewecmesa: kanbums cteapat 1,6 wr;
runponosa 16,0 mr; HaTpusi rmapokap6oHat 40,0 Mr; rnponosa
Hu3ko3ameLLeHHas 48,0 Mr; MUKpOKpUCTannMyeckas Lennonosa
96,0 mr; kanbums rugpodocdat 6e3sogHbi 110,4 Mr.
MneHouyHas obonoyka: NponuneHrnukonb okono 1,1 Mr; Tanbk
okono 3,6 Mr; TMTaHa Auokcwd okomno 3,6 Mr; runpomennosa
oKomo 5,7 Mr.

Onucaxue

Kpyrnble, OBOSKOBbINYKNblE TabreTku, NOKPbITbIE NAEHOYHON
o6onouykoit, oT 6enoro 4o CBETNO-KENTOrO LBeTa.
®dapmakoTepaneBTUYecKas rpynna

HecTepougHbIii npoTrBoBoCcnanuTenbHblid npenapat (HMBIM).
Kop ATX: MO1AC05

dapmakonoruyeckoe AeicTaue

®apmakoduHamuka

TlopHokcukam ABnsaeTcs HECTEPOUAHBIM
NPOTUBOBOCNANMTENbHBIM CPEACTBOM, 06naAaeT BblpaXeHHbIM
06e360nMBalOWMM M NPOTMBOBOCNANUTENBHBIM [AeNACTBUEM,
OTHOCMTCS K KNaccy OKCUKaMOB.

B ocHoBe MexaHM3Ma [eiCcTBMSI NEXUT NoAaBneHue
CUHTE3a MpocTarnaHAuHOB  (MHrMGMpoBaHWe epmeHTa
LIMKIOOKCHreHasbl), NpUBOZSLLEe K MOAABIEHNIO BOCTANEHNS.
JlopHoKcMKkaM He oka3blBaeT BMMSIHIS HA OCHOBHbIE Moka3aTeni
COCTOSIHUSI OpraHM3ma: TemnepaTypy Tena, YacToTy CepAeyHbIX
cokpallenuin (UCC), aptepuansHoe gasneHue (AL), gaHHble
anekTpokapanorpamMmbl (AKT), cnpomeTpuio.
AHanbreTuyeckuit  3phekT nopHoKCMKaMa He CBSi3aH C
HapKOTUYECKNM AEeNCTBUEM.

Mpenapat Kcedokam panup He okasbiBaeT onuaTonopaobHoro
[ENCTBUA Ha LEHTpanbHylo HepBHyto cuctemy (LHC) u,
B OT/IMYME OT HAPKOTUYECKWX aHamnbreTKoB, He YrHeTaet
[bIXaHUsi, He BbI3bIBAET NeKapCTBEHHON 3aBUCUMOCTH.
BcneactBue Hanuuus MecTHO-pasgpaxarolero AencTsus B
OTHOLLEHNM XenyAo4HOo-kuLweyHoro Tpakta (XKKT) u cuctemHoro
yNbLiepOreHHoro agpdpekTa, CBA3aHHbBIX C MOAABIEHNEM CHUHTE3a
npocTarnaHavMHOB, OCMOoXHeHWst co cTopoHbl XXKT sBnsitotcs
yacTbiMi  HexenaTenbHbIMU  3chdhekTamMmu  Npu  neyYeHuu
HeCcTepOWaHbLIMY NPOTUBOBOCNANMUTENBHBIMM NpenapaTamu.
®apmaKoKuHemuka

BcacbiBanue

JlopHokcukam BbICTPO 1 MPaKTUYECKK MOMHOCTbLIO BCAChiBAETCS
U3 KENyJouHO-KULWeYHoro  TpakTa.  MakcumanbHas
KOHLiEHTpauus B nnasme JocTuraeTcs npubnuantensHo Yepes
30 MUWH.

A6contoTHas BrogocTynHocTk coctasnsieT npumepHo 90-100 %.
OdhheKTOB NepBOro NPOXOXAEHNS Npenapata Yepes neyeHb He
obHapyxeHo. CpepHuii nepuop mnomnyBbIBEAEHUs npenapaTta
coctaBnset 3-4 u.

Mpu ogHOBpEMEeHHOM Npuéme NMOpHOKCUKama C NULLER MOXHO
oxnpatb CcHwkenne C. .. 1 ysennyeHne T ... a TaKkke
yMeHbLUEHWe BCacbiBaHUs NOPHOKCMKaMa.

Pacnpenenenue

TlopHokckam o6HapyxuBaeTcs B nnasmMe B HEW3MEHEHHOM
BWOe W B BUAOE TMAPOKCUNMPOBaHHOTO MeTabonuta. CTeneHb
CBA3bIBAHNA JTOPHOKCMKamMa € Gernkamu mnasmbl COCTaBnsieT
0Komno 99 % ¥ He 3aBUCUT OT KOHLLEHTpaLu.
BuotpaHcdopmalms

JlopHOKCMKamM B 3HauMTENbHOW CTeneHn MeTabonmsnpyetcs
B MeYeHW, B OCHOBHOM MOCPEACTBOM TMAPOKCUIIMPOBaHUS A0
HeaKTUBHOTO S-rmppokcunopHokcukama. buotpaHcdopmaums
TTOPHOKCMKamMa OCYLLECTBNAETCA NOCPeACTBOM M30depmeHTa
CYP2C9. Bcnencteue nonuMopduaMa reHa, KOAMpYHLLEro
[aHHbIA W30PepPMEHT, CYLLECTBYIOT MOAUM C MeAsfieHHbIM ©
6bICTpBIM MeTabonMamMom npenapata, YTO MOXET MPUBECTU K
3HaUNTENbHOMY MOBLILLEHWNIO YPOBHS NIOPHOKCUKaMa B nnasme
y IWL C MeAneHHbIM MeTabonmamMoM. [MAPOKCUMAMPOBAHHBIN
meTabonnt He obnapaeT (PapMaKoNorMyeckom aKTUBHOCTBIO.
JlopHokckam nmonHocTblo MeTabonuavpyetcs: npumepHo 2/3
npenapata BbIBOAUTCS NeyeHblo, a 1/3 - noykamu B BUAE
HeakTMBHOro MeTabonuTa.

BuiBeaenve

Mepuog nonyBbIBeAeHMs IOPHOKCKKaMa B CPEAHEM COCTaBSET
oT3 804 u.

Mocne npuema BHyTpb npumepHo 50 % npenapaTa
BbIBOAMTCS C kanmoM W 42 % - nouykamu, rnaBHbIM 06pa3om
B BuAe 5-rugpokcunopHokcukama. Mepuon nonysbiBeseHUs
5-rMApOKCUIOPHOKCKKaMa COCTaBnseT npumepHo 9 4 nocne
napeHTepanbHoro BBefeHns 1 unu 2 pasa B CyTKu.

Y nuu ctapyeckoro BospacTa (cTapLue 65 neT) KnvpeHc npenapata
cHkeH Ha 30-40 %.

Y NauMEHTOB C HapYLIEHWAMU (DYHKLMN NEYEHU UMNKN MOYeK He
HabnoaaeTcs 3HaYMMbIX UBMEHEHWIA KMHETUKM MOPHOKCMKaMa,
32 MCKMIOYEHWEM KyMmynsiuuy npenapata y NauMEHTOB C
XPOHUYECKUMU 3aBONeBaHNAMU NeYeHN nocne 7 AHel NeyeHns
B CYTO4HOI fo3e 12 mr unm 16 wmr.

Moka3aHue k NpMMeHeHIo

KpaTtkoBpemeHHOe neyeHne 6oneBoro cuHapoma: ot crniaboi
710 YMEPEHHOA CTeNeHN NHTEHCUBHOCTM.

MpoTuBonokasaHus:

— TUNEPYYBCTBUTENBHOCTb K NOPHOKCKMKaMy Wnn noGomy u3
BCMOMOraTenbHbIX BELLECTB;

NOSHOe MMM HEMonHoe coyeTaHne GpOoHXManbHOW acTMbl,
PELMAMBUPYIOLLEro MOMMMNO3a HOCa MNWN  OKOMOHOCOBbIX
nasyx, PWHUT, aHMMOHEBPOTUYECKUI OTeK, KpamvBHULA U
HEMepeHOCMMOCTb aLeTUNCanuLMIOBONA KACIOTbI U ApYrnx
HMBI (B T. 4. B aHamMHese);

TPOMGOLMTONEHMS;

reMopparuyeckuin anaTea Unn HapyLLeHUsi CBepTbIBAEMOCTM
KPOBM, @ Takxke TeM, KTO NEPEHeC onepaLmu, CONpsiKEHHbIE C
PUCKOM KPOBOTEYEHWS UM HEMOMHOTO reMocTasa;

nepuoa  nocne  NpPOBEAEHWS  AaOPTOKOPOHAPHOro
LUYHTMPOBaHMS;

[1eKOMMEHCMPOBaHHas CepaeyHas HeJoCTaTOuHOCTb;
3PO3NBHO-3BEHHbIE W3MEHEHWUSI CMWU3WCTON KenyaKa Wi
12-NepcTHON  KULLKWM, aKTUBHOE KEeny[o4HO-KMLIEeYHOe
KPOBOTEYEHME;

LiepeBbpoBackynsipHoe Unn MHOe KPOBOTEYEHME;
XENyA0o4YHO-KULLEYHbIE KPOBOTEYEHWUS1 MNK  nepdopauus
S13Bbl B aHaMHe3e, CBsidaHHble ¢ npuemom HIBIT;

aKTWBHas nenTuyeckas $3Ba WU peuuanBupyloLLas
nenTuyeckas s13sa B aHaMHE3E;

BOCNanuTenbHble 3aboneBaHns kuweyvHuka (bonesHb KpoHa,
Hecneumnuiecknin S3BeHHbIN KonuT) B hase obocTpeHus;
Tshkénasi Ne4eHoYHasi HelOCTaTOYHOCTb;

BblpaXeHHas MOYe4yHas HeAoCTaTOYHOCTb  (YPOBEHb
CbIBOPOTOYHOTO KpeaTWHuHa 6Gonee 700 Mkmone/n),
nporpeccupyrolLme 3aborneBaHus Moyvek, NoATBepkAeHHas
runepkanuemms;

6epeMeHHOCTb 1 Nepyog, rpyaHOro BCKapMIIMBaHUS;
nauueHTam B Bospacte 40 18 neT (M3-3a HeQOCTAaTOYHOrO
KIMHUYECKOTO OMbITa).

C OCTOPOXHOCTLIO

Mpn cneaytowwmx Hapylwenusx npenapat Kcedokam panug
crepyeT HasHayaTb TOMbKO NOCME TLWATENbHOM OLEHKM
0X1AaeMoi Nonb3bl Tepanui U BO3MOXHOTO pucka:

- HapyweHune dyHKUMM noyek: nerkon CcTeneHn (KpeaTWHWH

@

<M parnmg

cbiBopoTkn  150-300 MKMOMb/M) M yMEpeHHON CTeneHn
(kpeaTHuH cbiBopoTk 300-700 mkmonb/n), Tak Kak
noaAepxaHe NoYEYHOro KPOBOTOKA 3aBUCUT OT YPOBHS
MOYEeYHbIX MNpocTarnaHavnHoB. [lpueM  MopHOKCHMKama
cneayeT npekpaTUTh B criydae yXyAweHus yHKLUNK noyek
B MpoLiecce NeyeHus.

- KoHTpomb yHKUMM nNOYeK [OMKEeH OCYLLeCTBNATLCA
Yy NauueHToB, KOTOPbIM 6biNO BbINONHEHO OOLWWPHOE
onepaTMBHOE BMELLATENbCTBO, MaLWEHTOB C CepAeqHon
HEeJOCTaTOYHOCTbIO, MOMyYalWMX AWMYPEeTUKM, a Takke B
Ccnyyae npuMeHeHWs npenapaToB, 06nafatoLLmMx AoKkasaHHOM
1nu npegnonaraemoit HepOTOKCUYHOCTbHO.

- HapyleHnune crcTembl CBepTbIBAHNS KPOBU: PEKOMEHA0BAHO
TwaTenbHoe KnuHUYeckoe HabmiogeHne UM oueHka
nabopaTopHbIX MokasaTenien, Hampumep aKTUBMPOBAHHOMO
4acTM4HOro TpoMbrHoBOro BpemeHn (AYTB).

- HapyweHune yHKLMM neyeHn (UMppo3 neyeHn): crepyet
NPOBOAUTL  PErynsipHoe KnuHuyeckoe HabniopeHne u
OLieHKy NlabopaTopHbIX NokasaTenen, Tak kak nNpu neyeHnn
TIOPHOKCMKAMOM B CYTOYHOW [fo3e 12-16 Mr BO3MOXHa
KymMynsiums npenaparta.

- [nutenbHoe neyenue (Gonee 3-x MecsALEB): pekOMeHAyeTCs
perynsipHas oLeHka nabopaTopHbIX nokasaTteneit Kposu
(remornobuH), yHKUMM Moyek (KpeaTuHWH) U HEPMEHTOB
neyeHu.

- [MaumeHTtbl cTapwe 65 neT: pekoMeHAyeTcs KOHTPOMb
YHKLMN NedeHn 1 nodek. NpUMEHsTb C OCTOPOXHOCTBIO Y
MOXMMbIX UL, B NOCNIEONepaLyoHHOM Nepuoae.

- Heobxognmo wu3beraTb OAHOBPEMEHHOro npuema c
apyrummn  HMBM, Bkntovask CENEKTUBHLIE WMHMUBUTOPBLI
LIMKIOOKCHreHasbl-2.

- HexenatenbHble 3ddekTbl MOXHO MWHUMU3NPOBATb,
1CNonb3yst HauMeHbLLY0 3EKTUBHYIO [03y NpenapaTa B
TeYeH1e HaMMeHbLLIEro NPoOMeXyTka BPEMEHU, AOCTAaTOYHOMO
QNS KOHTPOMS CUMNTOMOB.

- XenynouyHo-kuweyHoe KpoBOTEYeHWe, A3Ba, nepdopaums,
KoTopble OTMeyYanuchb paHee npu npumeHeHnn Bcex HIMBI
Ha nobom atane neyeHns U MOryT NPUBECTU K NeTanbHoOMy
nexopy.

- Hanwnune Helicobacter pylori.

- fABNeHus xenyao4HO-KULLIEYHO TOKCUYHOCTY B aHaMHese, B
4aCTHOCTM B MOXWIOM BO3pacTe.

- Mpun opHOBpeMeHHOM npueMe TakuX JeKapCTBEHHbIX
CpeAcTB, kak nepopanbHble  IOKOKOPTUKOCTEPOUbI
(HanpumMep, MPEOHW30II0H), aHTUKOAarynsHTbl (Hanpumep,
BapdapuH), CenekTUBHbIE UHIMOUTOPbLI 0BpaTHOro 3axeaTa
CepoTOHWHA  (Hanpumep, uWTanonpam, QnyoKCeTuH,
NapoKCeTWH, CepTpanuH) U  aHTuTpomboumTapHble
npenapatbl (Hanpumep, auleTuncanuuunoBas Kucnota,
Kknonuaorpen).

- [Mpn ogHoBpemeHHoM npumeHeHun HIMBI u renapuHa
npy NPOBEAEHWN CMWHAMNBHOW W ANUAyparnbHON aHecTe3nmn
MOBLILLIAETCS PUCK Pa3BUTUS TEMATOMBbI.

- Matonorusi XXKT B aHamHe3e (i3BeHHbIi konuT, 60nesHb
KpoHa), Tak kak X COCTOSIHME MOXET yXyALUMTbCS.

- ApTepnanbHas  runepTeHsus  w/unu  ceppevHas
HeoCTaToOYHOCTh B aHamHese, Tak kak npu npuMeHeHun
HMBIM oTmeyanack 3aaepxka XUAKOCTU U Pa3BUTUE OTEKOB.

- Mpun Hannuum 3aboneBaHuin NepudeprUyeckux apTepun unn
LepebpoBackynsapHbix 3aboneBaHui, HanuuMu akTopos
pycka pas3BUTHS CEPAEYHO-COCYANCTBIX 3aboneBaHuit, Takux
kak apTepuanbHas runepTeH3us, rMneprnnuaemMns, caxapHbiii
avabert, kypeHue, crneayeT HadHavaTb JIOPHOKCHKaM TONbKO
nocne TLATeNbHOW OLEHKW OXWAAeMON NoMb3bl Tepanuut 1
BO3MOXHOTO pucka.

- JlopHokcukam, kak u gpyrve HIBI, MoxeT  noBbICUTb
puUCK apTepuasnbHbIX TPOMOOIMBONMYECKMX OCHOXHEHUI
(Hanpumep, MHdapKTa MUOKapAa UMK MHCYIbTa).

- C OCTOPOXHOCTbIO CriefyeT HasHavaTb npenapat nauyeHTam
¢ 6poHXMarnbHON acTMON B aKTUBHOI dhase N B aHaMHe3e,
nockonbKy 13BecTHo, yto HIBIT moryT cnposoumpoBath y
Takux nauueHToB GpoHxocnasm.

- B ouyeHb pepkux crnyyasix BO3MOXHbl TSKEMNble KOXHble
peakLuy, NPUBOASLLME K NeTarbHOMY UCXOAY, B TOM Yucne
akcconmatueHomMy Aepmatuty, cuHapomy CTuBeHca-
[XOHCOHa 1 TOKCUYECKOMY annaepManbHOMY HEKPOMU3y.

- [pumeHeHne nopHokcukama, kak W noboro npenapata,
VHMMGMPYIOLLIETO LIMKIOreHasy U CHTE3 mpocTarnaHanHoB,
MOXET HapyLLaTb CNocoB6HOCTb K ONNOAOTBOPEHNIO, NO3TOMY
He peKOMEeHyeTCs MPUMEHSITb JKEHLMHAM, Xenawwmum
3abepemeHeTb.

- Y naumeHTOB C CMCTEMHOWN KpacHoi BonuaHkoit (CKB) n
CMellaHHbIMM  3aboneBaHUsiMN  COEANHUTENBbHON  TKaHM
MOXET 6bITb NOBBILLEH PUCK aCENTUYECKOTrO MEHWUHIUTA.

- JlopHokcukam nopaBnseT  arperauuio  TpPomMGoLMTOB
1 YANUHSIET BpeMs KPOBOTEYEHWs, MOITOMYy CrieayeTt C
OCTOPOXHOCTbIO  HasHayaTb €ro npu  MOBbILIEHHON
CKMOHHOCTM K KPOBOTEYEHUAM.

- OpHoBpemeHHoe npumeHenne HIBI u Takponumyca MoxeT
MPVBECTM K MOBBILLIEHMIO prcka HEPPOTOKCUYHOTO AEeNCTBUS
BCNEeACTBME YrHETeHUs CUHTEe3a NpOoCTaLMKIMHA B NoyKax.

- PekomenpayeTcst usberatb NpyMEHEHUst NIOPHOKCKUKama npu
VHEEKLWMSIX, BbI3BAHHbLIX BUPYCOM BETPSIHOM OCbI.

Mpumenenne B nepuop 6GepeMEHHOCTW W TFpyAHOro

BCKapMNMBaHus

M3-3a OTCYyTCTBMS [AaHHbIX MO MPUMEHEHWIO npenaparta

Kcecbokam panug B nepuos GepeMeHHOCTW W KopmneHus

TPyAbIo, MPUMEHSITb JIOPHOKCHKAM He crieayer.

lMopaBneHne cuHTe3a npocTarnaHAMHOB MOXeT oOkasaTb

noboyHoe AeiicTBUE Ha GepeMeHHOCTb W/unu pa3snTHe Nnoaa.

MpyMeHeHne WHMMBUTOPOB CUHTE3a MpOCTarnaHAMHOB Ha

paHHeM cpoke 6epeMeHHOCTM MOBbIWAET PUCK BblKMABILIA

unu paseBuTMe nopoka cepaua. CuuTaeTcs, u4TO  puck

NpONopLMOHarneH A03e 1 ANUTENbHOCTY NEYeHNs.

HasHaueHne MHrMOMTOPOB CMHTE3a MpocCTarnaHAnHOB

B TpeTbeM TpumecTpe 6GepemMeHHOCTM MOXeT npuUBecTn

K TOKCWYHOMY BNWSIHUIO Ha cepaue W nerkve nnoga

(NpexneBpeMeHHOe  3akpbiTe apTepuanbHOro  MpoToka

W pasBATWE NEroYHOI MMNEepTeH3nn), a Takke HapyLIeHUIo

YHKLMM MOYEK W, CriefloBaTENbHO, CHIKEHWIO aMHUOTUYECKO

XupkocTn. MNpUMeHeHre Ha MO3AHMX CPOKax MOXET Bbl3BaTb

YANMHEHWe BPEMEHN KPOBOTEYEHNS y MaTepu 1 NoAa, a Takke

noaaBfieHNe COKPATUTENBbHOW aKTUBHOCTU MaTKM, YTO MOXeET

OTCPOUUTb UMM YAMMHWTL NEPUOA POAOB.

Cnoco6 npumeHeHns 1 [A03bl

Kcedokam panup TabneTku NOKpbITbie NAEHOYHON 0BONOYKOI

npeAHasHayeHsl Ans Npuéma BHyTPb, U UX CrieayeT NpuHUMaTh,

3annBas [JOCTATO4HbIM KOMMYECTBOM XKUAKOCTU.

Ocrtpas 6onb

[losa nopHokcukama coctaenseT 8-16 mr, pasosas pgosa

coctaBnseT 8 Mr. B nepsble cyTki MOXeT BbiTb AaHa HavanbHas

posa 16 wr, a cnycta 12 v - ewe 8 mr. [lanee makcumanbHas
pekoMeHayemasi CyTouHas fo3a coctaensieT 16 mr.

[ononxutensHas nHdopmaLms Ans 0cobblx rpynn nauneHTos

Moxuribie nodu

CneumanbHo noabupath [03y MOXUMBIM NauMeHTam (cTaplue

65 net) He TpebyeTcs, ecnn HeT HapyLlleHust yHKLMKM noYek

unu nevenu. Mpenapat crnegyeT Has3HavaTb C OCTOPOXHOCTBIO,

NOCKOIbKY B 3TOV BO3PACTHOM rpynne HexenatenbHble SBeHNs

co cTopoHbl XKKT nepeHocaTcs xyxe.

HapyweHue gyHKkyuu noyek

Y nauMeHTOB C HapyweHuem yHKUMM NoYeK MOoxeT

noTpe6oBaThCs KOPPEKLNS [03bl.

HapyweHue gyHKyuu neyeHu

Y nauueHTOB C HapyweHnem YHKUMM Ne4eHn MoxeT
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noTpeboBaTbCS KOPPEKLMS [03bI.

HexenatenbHble  apdekTbl  MOXHO — MUHMMU3MPOBATD,

UCMonb3yst HauMeHbLUylo 3ddekTUBHY0 03y npenapata B

TeYeHNe HaMMEHbLLEro NpOMeXyTka BpPeMeHW, A0CTaTO4HOro

QNS KOHTPONS CUMMTOMOB.

MoGouHoe gevicTBue

Hanbonee uyacTo BcTpevarowwmMecs HexenatenbHble peakuuu

Ha HIBI otmevatotcs co cTopoHbl XXKT: moryT passuBatbes

nenTuyeckne 5i3Bbl, nepdopauns UK XKenyaouHo-KMLLEYHoe

kpoBoTeyeHne. [locne npumenenns HIBM oTmevanuch

TOLUHOTa, PBOTA, AMAPEs, METEOPU3M, 3anopbl, Aucrnencuyeckme

sBNeHus), 6onu B KMBOTE, MeneHa, KpoBaBasi PBOTA, 3BEHHbI

cromaTut, obocTpeHne konuta unu Gonesun KpoHa. B Gonee

peakux cnyyasx Habnogancs ractput.

MpumepHo y 20 % NaureHToB, NOMTy4atoLLMX FIOPHOKCHUKaM, MOTYT

pa3BuBaTbCs HexenaTtenbHble peakuwn. Haubonee yacTbimm

ABNAIOTCA — TOLWHOTA, pBOTa M Auapes, Aucnencuyeckue

SIBMEHNs1, pacCTPOACTBO NULLEBapeHusi, 6oru B XMBOTE.

B «kaxpoi 4acTHoW kaTeropunm nobouHble 3dekThl

CrpynnMpoBaHbl MO  CUCTEMHO-OPraHHOMYy  Kmaccy W

npeAcTaBeHsbl B Nopsiake yobiBaHNs 4acToThl:

o4eHb YacTo — 1/10 HasHayeHuH (= 10 %); vyacTo — 1/100 HasHauveHUA

(2 1% un <10 %); HeyacTo — 1/1000 HasHaueHmit (= 0,1 % n

<1 %); peako — 1/10000 Ha3HaueHmi (= 0,01 % 1 < 0,1 %); o4eHb

penko — 1/10000 HasHayeHni (< 0,01 %); yacToTa HemsBecTHa —

Ha OCHOBAHWM NMEIOLLIMXCS JaHHbBIX OLieHKa HEBO3MOXHA.

UHekuuoHHble U napasumapHsle 3aboneeaHus

Pepko: dapuHrut.

HapyweHus co cmopoHbl Kposu u numMgamuyeckol cucmembl

Pepako: aHemusi, TpOMBOLIMTONEHWS!, NEKONEHWS), yBENUYeHne

BPEMEHM KPOBOTEYEHNS!.

OueHb pepfko: 3kxumosbl. Cooblanock o Tom, yto HIBI

MOryT BbI3blBaTh MOTEHLMANbHO TSKENble rematonornyeckme

HapyleHus, HanpuMep HEeWTPOMeHWo, arpaHynoLuTos,

annacTuyeckylo aHeMmio 1 remMoNNTUYecKylo aHemmio (knacc-

cneumduyeckne achdeKTbl).

HapyweHus co cmopoHb! uMmyHHOU cucmemsl

Pefko:  runep4yBCTBUTENbHOCTb, —aHacunakTtoumaHble W

aHaunakTnyeckne peakLmuy.

HapyweHus co cmopoHbl 0bmeHa sewecmes u numaxus

HevacTo: aHopekcusi, U3MeHeHe Beca.

HapyweHus ncuxuku

HevacTo: HapyLleHne cHa, aenpeccus.

Peako: cnyTaHHOCTb CO3HaHUS, HEPBO3HOCTb, TPEBOXHOE

BO3OYXaeHMe.

HapyweHus co cmopoHbl HepeHol cucmemb!

YacTo:  KpaTKOBPEMEHHble ToroBHble  Gonu  cnabon

VHTEHCUBHOCTU, rOJTOBOKPY)XEHME.

Pepako: coMHoneHums, napecteauu, HapyLleHue Bkyca, Tpemop,

MUrPeHb.

OueHb peako: acenTU4eckun MeHWHrUT y GomnbHbix CKB u

CMelLUaHHbIMK 3aB0neBaHNsAMU COEANHUTENBHO TKaHW.

HapyweHus co cmopoHb! opeaHa 3peHusi

HeuacTo: KOHBIOHKTUBUT.

Pepko: paccTponcTea 3peHust.

HapyweHus co cmopoHkl opzaHa cryxa U nabupuHmHbie

HapyweHus

HevacTo: ronoBokpyxeHue, Lym B yLuax.

HapyweHus co cmoporbl cepdua

Heuacto: ceppuebuenve, Taxukapausi, OTEKW, CephevHas

HEeoCTaToOYHOCTb.

HapyweHus co cmoporbl cocydos

HevacTo: npunuB KpoBM K nULLY, OTEKU.

Peako: apTepuanbHas runepTeHsns, MNpUnuBbI  KPOBH,

KPOBOW3MUSIHUE, remaToMa.

HapyweHusi co cmopoHb! ObixamenbHoU cucmeMbl, 0p2aHo8

2py0HoU Kemku u cpedocmeHusi

Heyacro: punHuT.

Penko: avcnHoa, kawenb, GpoHxocnasm.

HapyweHus co cmopoHb! xeny0o4Ho-Kuwe4Ho20 mpakma

Yacro: TowHoTa, 6onu B KMBOTE, AUCMENCUYECKUEe SBMEHNS,

Avapes, pBoTa.

Heuacrto: 3anop, meTeopu3m, OTpbDKKa, CYXOCTb BO PTY,

racTpuTt, s3BeHHas 6onesHb xenyaka, 60nv B anuracTpansHon

obnactn, s3BeHHas 6onesHb [BeHaALATUNEPCTHOW KMLLKY,

U3bA3BNEHNS B NONOCTK pTa.

Pepko: menena, kpoBaBas pBOTa, CTOMAaTWT, 330daruT,

ractpoasodarnanbHblii - pediiokc, Aucdarns, adTosHbIN

CTOMaTuT, rnoccut, nepdopaTMBHas nenTuyeckas s3Ba,

KEIYAOYHO-KULLEYHOE KPOBOTEYEHNE.

HapyweHus co cmopoHbl neYeHu U Xen4esbigodauiux nymeu

Hevacro: noBblLLIEHNE aKTUBHOCTM NeYeHOYHbIX

epmeHTOB - anaHuHamuHoTpaHcdepasbl (AnAT) wunu

acnapTtatamuHoTpaHcdepasbl (ACAT).

Peako: HapyLueHre (yHKLMN neyeHu.

OuyeHb peaKo: NoBpexXaeHe renatounTos. [enaToTOKCMYHOCTL

MOXeT MPUBECTU K NEYEHOYHON HEAOCTAaTOYHOCTM, remaTuTy,

KENTyXxe W Xxonecraay.

HapyweHusi co cmopoHb! Koxu U MOOKOXHbIX mKaHeu

Heuyacto: cbinb, 3yA, MOTNMBOCTb, 3pUTEMATO3HAst ChbiMb,

KpanuBHuLa, oTek KBUHKe, anonewus.

Pepko: fepmatut v aksema, nyprypa.

OueHb pepko: oTeku, BynnesHble peakumm, cuiapom CTuBeHca-

[KOHCOHa, TOKCMYECKUI annuaepMarbHbIi HEKPOMu3.

HapyweHusi co  cmOpOHbI ckenemHo-Mblwe4Hol  u

coeduHUmMenbHoU mKaHu

Heyacro: apTpanrus.

Pepko: 6onu B KOCTSX, CNa3Mbl MbLLLL, MUAMTUS.

HapyweHus co cmopoHbl MoYek u Mo4eesigodsawux nymed

Peako: HUKTYpUsi, HapyLUeHUsi MOYencryckaHus, MoBbILLEHNe

YPOBHS MOYEBUHbI U KpEaTUHUHA B KPOBW.

OueHb pefKo: Y NaLMEHTOB C YXXe UMEIOLMMCS HapyLUeHWeM

(PYHKUMM MOYeK, KOTOPbIM ANsi MOAAEPXKaHWS MNOYeYHOro

KPOBOTOKA HEoBX0oAWMbI  MO4YeYHble  MpoCTarmaHAuHbI,

NOPHOKCMKAM MOXET CMPOBOLMPOBATL OCTPYIO MOYEYHYI0

HeAoCTaTo4HOCTb. HedpoTOKCMYHOCTb B pasnuyHbIX dopmax,

BKIOYast HePpUT U HehPOTUYECKUIA CUHAPOM, SBASIETCS Knacc-

cneumduydeckum acbcpektom HIBIM.

Ob6uwue paccmpolicmea u HapyuweHusi 8 Mecme 88edeHusi

HeuvacTo: HegomoraHue, oTek nuua.

Pepko: acteHus.

Mepepno3upoBka

B cnyyae nepenoavpoBku npenapata Kcedokam panug moryt

HabnioagaTtbcs crneaylolwne CUMNTOMbI: TOWHOTa W PBOTa,

LepebparnbHble CUMNTOMbI (FONIOBOKPYXXEHUE, PaCCTPOICTBO

3peHuUsi, aTaKkcus, nepexoaswas B KOMy, W CyAoporu).

Bo3MOXHbI 3MEHEHNS (hyHKLIMM NEYeH 1 NoYeK 1 HapyLUeH!s!

CBEPTLIBAEMOCTY KPOBU.

lMpu peanbHoOW Mnu NpeanonaraeMon nepefo3npoBke crnegyet

npekpaTuTbL NpUém nekapcTsa. bnarogaps kopoTkomy nepuoay

nonyBbIBEAEHUS, TIOPHOKCMKaM  BbICTPO  BbIBOAUTCA U3

opraHuama. [lnanua HeadhhekTBEH.

[lo HacTosillero BpPeMeHN cneunduyeckoro aHTugota He

13BeCTHO. Heobxoanmo npeaycmMoTpeTb NpoBeaeHne 0Bbl4HbIX

HEOTMOXHBIX MEpOnpUsATUIA, BKMOYasi MpoMbiBaHWe Xenypaka.

Vicxoas u3 obLLMX NPUHLMNOB, NPUMEHEHUe aKTUBUPOBAHHOTO

YIS TONbKO MY YCIOBUW €ro npuéma cpasy e nocre npuéma

npenapata Kcedokam panua MOXeT NpUBECTU K YMEHbLUEHNO

BCaCbiBAeMOCTV npenapata. [N neyeHns XenyaouHo-

KULIEYHbIX PacCTPOCTB  MOTYT NPUMEHSTLCS  aHanoru

npocTarnaHanHa unv paHuTUANH.

B3aumopencTaume ¢ ApyrMu nekapcTBEHHbIMU CpeAcTBaMn

OpHoBpeMeHHoe nNpuMeHeHne npenapata Kcedokam panug u:

° LMMeTMAMHA — MOBbILIAET KOHLEHTPALMIO NIOPHOKCMKamMa B
nnasme. B3aumopaeicTBus ¢ paHUTUAMHOM W aHTaLMAHBIMU
npenapaTammu He BbISIBEHO;

®  aHTWKOArynsHTOB UMM UHMMBUTOPOB arperaLui TPOMBOLMTOB
- BO3MOXHO YBeNnWYeHWe BPEMEHU KpOBOTEYEHWs
(NOBBILUEHHBII PUCK KPOBOTEYEHWS!, HEOBXOAMM KOHTPOmb
MeXayHapoaHOro HopmMarnuaoBaHHoro oTHolerns (MHO);

* (beHnpoKoyMOHa: CHWXeHWe 3P DEKTUBHOCTM neyeHns

@

¢heHnpokoyMoHOM;

e renapuHa: HIMBC noBbIWaT puUCcK pasBUTUS CrMHaNbHOW/
3nuAayparbHoii reMaToMbl MPU OHOBPEMEHHOM NPUMEHEHUN
C TrenapMHoM npu NPOBEAEHWM CMWHANMBHOW  1nn
anuayparnbHoii aHecTe3nu;

* GeTa-agpeHobnokaTopoB n MHrMbuTOpOB
aHrMoTEeH3VHNpeBpaLLatoLLero (hepMeHTa MOXeT yMeHbLUaTb
WX TUNOTEH3UBHbIN 3dhpekT;

*  [AVYPETUKOB - CHIXXAET MOYErOHHbI 3P EKT U TMNOTEH3NBHOE
[eicTBMe NeTNeBbIX U TUA3UAHbLIX ANYPETUKOB;

* [WrOKCKHA - CHXKAET NOYEYHbIA KIMPEHC AUTOKCUHA;

®  XWHOJIOHOBBIX @HTUGMOTUKOB - MOBBILIAET PUCK Pa3BUTHS
CYAOPOXHOTO CUHAPOMa;

* aHTWarperaHToB: MOBBILAET PUCK KEMYLOYHO-KULLEYHOMO
KPOBOTEYEHUSI;

e apyrux HIBIT unun rniokoKOPTUKOMAOB - YBENUYMBAET PUCK
pa3BnTUS 53BeHHON GonesHn unm XKKT KpoBOTEUEHMI;

* MeTOTpeKcaTa - NoBbILLIAET KOHLEHTpaLUMio MeToTpekcata B
CbIBOPOTKE;

* CENEKTUBHbIX MHMMBUTOPOB 0BpaTHOrO 3axBaTa CEPOTOHUHA
(Hanpumep, uuTanonpam, rYyoKCETUH, MapPOKCETHH,
cepTpanuH) nosbiwaet puck XXKT kpoBoTeueHui;

e coneii NUTUS - MOXET BbI3blBaTb YBEMUYEHWE MUKOBBIX
KOHLEHTpaUuii TS B Nna3me U, TEM CaMblM, YCUNUBaTh
13BECTHblE NOBGOYHbIE 3CHDEKTbI NUTUS;

* uMKMoCropuWHa -  yBENWUUMBAEeT  HE(MPOTOKCUYHOCTb
LIMKIOCNOPHHa;

* MpOU3BOAHBIX CYNb(OHUIIMOYEBUHBI - MOXET yCWUnuBaTb
runornukemMmyeckuin achekT nocnegHux;

* uedamangon, uedonepasoH, uedoTeTaH, Banbnpoesas
KICNOTa YBENNYMBAIOT PUCK KPOBOTEUEHNST;

* BeLLeCTB, SBASIOWMXCA MHAYKTOPaMU U UHrMbuTopamu
nsocdepmerTa [IC9 umtoxpoma P450: nopHokcukam (kak u
apyrve HMBM, metabonuaupyemble usodepmeHTom [1C9
umtoxpoma P450) B3aMmMopgelicTByeT C ero uHaykropamu u
MHrMbuUTOpamu;

* Takponumyca — MOBbILEHWE puUCKa HEedPOTOKCUYHOrO
abekTa BCreACTBUE YTHETEHWS CUHTE3a NPOCTALMKNNHA B
noykax;

e nemetpekcepa: HIBI MoryT cHWXaTb  MOYeYHbI
KMMPEHC MeMETPEKCeaa, YTO MPUBOAMT K BO3pacTaHuio
HEPOTOKCUYHOCTN U KENYAOUYHO-KULLIEYHON TOKCUYHOCTM
npenapara, a Takke K YrHeTeHUI0 KPOBETBOPEHMUSI.

B cnyyae npuema npenapata Kcedokam panug Tabnetku,

NOKPbITbIE MNEHOYHON O0OONOYKON, C MuLLel, BcacbiBaHue

nopHokcukama 3amegansietcsi. [oaTomy npenapaTt He cneayet

npuHuMaTb BMecTe ¢ nuwen, ecnu Tpebyetcs ObicTpoe

HacTynneHne AenCTBUS npenapata (cHaTue Gonesoro

CUHapoma).

Mpuem ¢ nuweir MOXeT CHWXaTb BCacbiBaHWE IOPHOKCMKama

npumepHo Ha 20 % 1 nosbiwath T,

Ocobble ykasaHus

He criegyeT npumeHsTb npenapaTt OAHOBPEMEHHO C ApYruMu

HMNBM.

Mpyu nosiBNeHU NpU3HAKOB NOPaXeHUs MeyYeHn (KOXHBIA 3ya,

NOXENTEHUE KOXHBIX MOKPOBOB, TOLWHOTA, pBOTA, Gonu B

XMBOTE, NOTEMHEHUE MOYM, MOBbILIEHUE YPOBHS «NEYEHOUHBIX

TpaHcamuHa3») crneayeT nNpekpaTuTb Npuem npenapaTta

06paTuTbCs K Nevallemy Bpady.

MpenapaTt MOXET U3MeHSITb CBOVCTBA TPOMBOLIMTOB, OHAKO He

3aMeHsieT NPOUNaKTUYECKOro AENCTBUS aLeTUNCcanuLmnoBon

KUCMOTbI NPY CEPAEYHO-COCYANCTLIX 3a60NEBaHMSIX.

Mpuem nopHokcukama criegyeT npekpatuTb B Clyyae

YXyALeHus (PYHKUMM NoYeKk B MPoLecce NeveHus HapyLeHus

yHKLMM MOYeK: Merkon cTeneHu (kpeaTuHWH cbiBopoTkn 150 -

300 MKMOMb/M) 1 yMEepeHHON CTeneHn (KpeaTUHWH CbIBOPOTKW

300-700 Mkmorb/NT), Tak Kak NOAAEPXaHWe NOYEYHOro KPOBOTOKA

3aBUCUT OT YPOBHS NOYEYHbIX NMPOCTarnaHauHoB.

BnusiHMe Ha CNOCOGHOCTb YNpaBnATb TPAHCMOPTHLIMMU

cpeAcTBaMM U MeXaHM3MaMu

MaumeHTaM, y KOTOPbIX OTMEYAETCs TONOBOKPYXEHWE W/Mmnn

COHMMBOCTb BO BPEMSI JIEYEHWUs! MOPHOKCKMKaMOM, criegyet

BO3[EPXMBATLCS OT BOXAEHUS aBTOMOGMNS U ynpaBneHus

TEXHUKOM.

®dopma Bbinycka

TabneTkn NOKPbITLIE NIIEHOYHOW 060N0YKON, 8 Mr.

Mo 6 unmn 10 Tabnetok B An/An 6nucrep.

1, 2 6nuctepa no 6 Tabnetok wnm 1, 2, 3, 5, 10 wnm 25

6nuctepos no 10 Tabnetok ¢ MHCTPYKUMEA MO MPUMEHEHUo

NoMeLLatoT B KAPTOHHYHO Mauky.

YcnoBus xpaHeHUs

Mpu Temnepatype He Bbiwwe 30 °C.

XpaHuTb B HEOCTYNHOM Ans AeTen MecTe.

Cpok rogHocTH

2 roga.

He vcrnonb3oBaTth nocrne UcTeYeHUst Cpoka rogHOCTU.

Ycnosusa otnycka

OtnyckatoT no peLenty

HaumeHoBaHue W agpec OpuAMYECcKOro nuua, Ha uMsA

KOTOPOro BblAAHO PErncTpaLMoHHOE YA0CTOBEPEHNE

Takepa ®apma A/C, JaHus

[iobengans Anne 10, 2630 Taactpyn, Janus

Takeda Pharma A/S, Denmark

Dybendal Alle 10, 2630 Taastrup, Denmark

MpousBoauTens

Takepa ®apma A/C, JaHus

AnoTekepLuTaiti 9, 9500 Xo6po, [laHus

Takeda Pharma A/S, Denmark

Apotekerstien 9, 9500 Hobro, Denmark

Takepa M'M6X, Mepmanus

JNennywrpacce 70-98, 16515, OpanueHbypr, epmaHms

Takeda GmbH, Germany

Lehnitzstrasse 70-98, 16515 Oranienburg, Germany

®dacoBwMK/YNakoBLMK

Takepa M'm6X, Fepmanus

NeHnywrpacce 70-98, 16515, OpanueHbypr, Fepmarms

Takeda GmbH, Germany

Lehnitzstrasse 70-98, 16515 Oranienburg, Germany

Bbinyckatowmit KOHTPOnb KayecTBa

Takepa M'm6X, l'epmanus

NeHnywrpacce 70-98, 16515, OpaHueHbypr, Mepmarms

Takeda GmbH, Germany

Lehnitzstrasse 70-98, 16515 Oranienburg, Germany

MpeTeH3un noTpeduTenen HanpaBnNATL NO aapecy

000 «Takepa PapmacbioTuKanc»

119048 Mocksa, yn. Ycavesa 4.2, ctp.1

Ten.: (495) 933 55 11; chakc: (495) 502 16 25

3n. noyta: russia@takeda.com

WHTepHeT: www.takeda.com.ru
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