COOTBETCTEBYET ZKCNEPTHOMY OTUETY

ot 14.08.2023 N2 15632

MHCTBRYKII GOCNEOCBATENEHOCTE 0003)
11O MEJVUIMHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O IIPEITAPATA
TPAMAJOJI ABEKCUMA

Perucrpanuonubiii Homep: JII1-Ne(003022)-(PI'-RU)
Toprosoe Haumenoanue npenapara: TPAMAJIOJI ABEKCIMA
Me:kayHapoaHOe HeIATeHTOBAHHOE HAMMEHOBaHHe: TPaMaI0Jl

JlekapcTBeHHas popma: TabICTKH

CocraB
1 TabneTka COnePKUT:
Oelicmsyrowee geujecmago: Tpamaaoia ruapoxiopu - 50,0 mr;

ecnomozamellbHble 6ejecmaed. JJaKTO3bl MOHOTHAPAT, KpaxmMall KapTO(i)CHLHBIﬁ, Marbausa creapar.

Onucanme: Kpyrible, TNIOCKOUMIMHAPUIECKON (OpMBbI TabIETKH, OEoro Wi MOYTH OeNoro
I[BETA, CO CJIETKa IIEPOXOBATON MOBEPXHOCTHIO, C IBYXCTOPOHHEH (HacKOil M PUCKOM Ha OJHOM

CTOpPOHEC.

dapmakoTepaneBTHYeCKas IPYNIA: aHAIbI€TUKU; OITMOUbL; IPYTHUE OMHOUIBIL.
OtHocutcs k CIMCKY CHIIbHOJEHCTBYIOIUX BEILIECTB.

Ko ATX: [NO2AX02]

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

TpaManon — ONMOMIHBIN AHANBIETUK C LEHTPAJIBHBIM MEXAHU3MOM JEWUCTBHA. SIBiseTcs
HECEJIEKTUBHBIM MOJHBIM arOHUCTOM -, G- M K-OIMUOUIHBIX PELIETITOPOB € OOJIBIIUM CPOJICTBOM
K p-penentopaMm. BTopelM MeXaHHM3MOM JIEHCTBUSL Tpamajioia, YCWIMBAIOIIUM  €ro
aHaJIbreTUYECKOe JeWCTBHE, SABISETCS MOJABICHHE OOpaTHOrO 3axBaTa HOpPAJIpEeHaIUHA
HEMpOHaMU U yCUJICHHE BBICBOOOXKAECHUS cepoToHUHA. Tpamaaon obaasaeT NpOTHBOKAIIIEBBIM
neiicteueM. B otnmume oT MopduHa, B TepalmeBTHMUYECKHX J103aX HE YTHETAaeT JbIXaHHe U B
MEHBIIEH CTEeNeHW BIMSIET Ha MOTOPHUKY KHILIEYHHKA. BnusHHEe Ha cepaedyHO-COCYAUCTYIO
CUCTEMY BBbIpaXXeHO ci1a00. AHalIbreTHYeCKHil MoTeHIHan Tpamaaona cocrasiusger 1/10-1/6 ot
aKTUBHOCTH MOp(UHAa.

Jlemu

B xnmHMueckux wucciemoBaHusx ¢ ydactuem Oosee 2000 mereld B BO3pacTHOM Tpymme OT

HOBOPOXXIEHHBIX /0 17 ner ObuiM u3ydeHbl AP (EKThl IHTEPAIBHOIO U MapeHTEpaIbHOTO
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npuMeHeHus Tpamaaona. [lokazanus miis nedeHus 60J1Pf-,q/13y‘1ag1\';lﬁ1€EB

CMEPTHOMY OTYETY

BKJTIOYAJIM OO0JIb MOCIIe XUPYPrUUECKOTO BMEIIATENLCTBA (MIPEUMYILIECTBEHHO a0 JOMUHAIIBHYIO),
[OCJI€ XUPYPIHUECKOW 3KCTPAKIMK 3yOOB, BCIEACTBUE MEPEIOMOB, 0)KOTOB U TPAaBM, a TAKKE
JIpYyTHe COCTOSIHUS, COMPOBOXKAaroIuecs Oonbio, TpeOyromue o0e300iMBaromIell Tepanuu Ha
MPOTSHKEHUH HE MEHee 7 JHEH.

[Tocine ogHOKpPATHOTO MPUMEHEHHUsS B J03aX JO 2 MI/KI WJIM MHOTOKPAaTHOTO NPHUMEHEHHs B
no3ax 1o 8 Mr/kr B cytku (makcumManbHO 400 Mr B cyTku) OBUIO yCTAHOBJICHO, YTO
3¢ exTUBHOCTh TpaMajoja MPEeBBIIIACT TAKOBYIO IIANE00 M MPEBBIIACT WM paBHA TaKOBOM
napaieramosnia, HanOyduHa, NETHIWHA WIM HU3KOH 10361 MopduHa. B mpoBeneHHBIX
UCCIIEIOBaHUAX Obula ToATBepkIeHa 3(p(dekTuBHOCTh Tpamanona. llpoduns OGe3omacHocTH
TpaMaoa ObUT CXOAHBIM Y B3POCIBIX MAMEHTOB M JeTel crapiie 1 roxa.

DapmakoKkunemuxa

[Ipu npueme TabneTok BHYTpb abcopOuusi coctaBnsier 6onee 90 %. Cpennss aGconmtoTHas
OnogocTynHOCTh coctaBisieT okojo 70 % He3zaBucuMo oT npuema nuiu. CHUXEHHE
ounonocrymaOocTH 10 70 % 00ycioBieHO 3(h(PEKTOM «IIepBOTO MPOXOXKICHUS» Yepe3 MmeueHb. B
CPaBHEHHMHU C JIPYTUMH ONMUOUIHBIMHU aHAJIbIEeTHKAMU, a0COMOTHAs OMOJOCTYIHOCTH Mpenapara
TPAMAJIOJI ABEKCHUMA upe3Bbruaiino Beicoka. [locie npuema BHyTps 100 mMr Tpamanona B
BUIC TaOJIETOK MOJIOJBIMU 370POBBIMU JOOPOBOJIBIIAMH MaKCHUMalIbHAsl KOHIIEHTPALUS B TIa3Me
KpoBHU (Cmax) coctaBisier 208-280 MKr/m, Bpems qocTiKeHUS Cmax - 1,6-2 4.

Ces3piBanne c OenkaMu I1a3Mbl KpoBH cocTaBisgeT okono 20 %. Ilponukaer uepes
remMatodHIepaTnIecKuil U MIaleHTapHblid Oapbephl. HeaHaunTenpHble KOMTUYEeCTBA TpaMaoia u
ero aemerunupoBaHHoro mnpousBoaHoro (0,1 % u 0,02 % coOTBETCTBEHHO) BBLAEISAIOTCSA C
TPYIHBIM MOJIOKOM.

B wmerabonusme Tpamanona npuHumaroT ydactue wuzodepmentel CYP3A4 u CYP2DG6,
NOJAaBJIEHUE ATUX H30(EPMEHTOB JPYTUMH BEIIECTBAMHM MOXET BIHUATh Ha KOHIIEHTPALUIO
TpaMajoiia W €ro akTUBHOro MeraboimuTa B KpoBU. J[0 HACTOSIIETO BpPEMEHH KIMHUYECKU
3HAYMMBbIE B3aUMOJICHCTBUS C JIPYTUMH JIEKAPCTBEHHBIMU CPEJCTBAMH, OIIOCPEIOBAHHBIE ITUM
MEXaHHU3MOM, HE BBISBIICHBI.

Tpamanon u ero MeTaboIUTHI BRIBOASTCS MPEUMYILIECTBEHHO ¢ MOYOM, CpeTHUI KyMyIATUBHBIN
[OKa3aTellb moYeyHoro BeigeaeHus — 90 %.

[Tepuon momysbiBeneHus: Tpamanona (Ti2) cocTaBiser NpuUONMU3UTENHRHO 6 U HE3aBHUCHMO OT
IyTH BBEJCHUA. Y MAIMEHTOB cTapiie 75 JeT NepHuo/ MOyBBIBEACHUS MOKET ObITh YBEITUYEH B
1,4 paza; npu uuppose neueHu a0 13,3+4,9 4 (tpamanon), 18,5£9,4 u (O-ne3meTuntpamanoin), B
TSDKENBIX ciaydasX — 22,3 4 u 36 4 COOTBETCTBEHHO. T1/2 MpHU MOYEYHON HETOCTATOYHOCTH

(kTUpeHCc KpeaTMHWHA MeHee S5 wi/muH) - 11£3,2 9 (tpamamon), 16,9£3 1 (O-
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NE3METHITPAMaoN), B TSKENBIX ciaydasx — (19,5 4 (43D e8herdistnird. B MHedenn

COOTBETCTEBYET ZKCNEPTHOMY OTUETY

merabonusupyercss mnyreM N- u  O-geMeTHIMpOBaHHS C TOCIEAYIOUIEH KOHBIOranmuen ¢
TJIIOKYPOHOBOHM  kucinoTod. Tombko O-nme3Mermntpamanon obiagaeT  (papMakoIOrHUECKON
aKTUBHOCTHIO. CyIlEeCTBYIOT 3HAYUTENbHbIC HWHAMBHUAYaAJIbHbIE pa3iuyusi B KOHUEHTPALUU
Ipyrux mMerabonutoB. B moue oOHapyxeHnbl 11 merabonutoB Tpamanona. B TepaneBTHUeCcKHX
7103ax Tpamajoi 00a1aeT TMHEHHBIM (hapMaKOKHHETUYECKUM MTPOpHIIEM.

CooTHollIeHHE KOHIIEHTPAllMU Tpamajojia B CHIBOPOTKE KPOBU M aHAJbreTHUecKOro 3¢ddexra
SBIISIETCS J0303aBHCHMbIM, BApPbUPYIOIIUM Y OTACNIbHBIX HHAMBUAOB. KoHIIeHTpalus TpamMaaona
B cbiBopoTKe KpoBH 100-300 Hr/Mia o0b4HO ¢ PeKTHBHA.

Jlemu

bouto ycranoBneHo, 4To (QapmMakokMHEeTHKa Tpamanoia u O-ge3mMeTwiaTpamangoiia IMocie
OJIHOKPaTHOTO M MHOTOKPATHOI'O MpHEeMa BHYTPh y MAIlMEeHTOB B Bo3pacte oT 1 go 16 ner B
1eJI0M ObllIa CXOJIHOM ¢ TaKOBOHM Yy B3POCHBIX MPH KOPPEKIMH J03bl HA OCHOBAaHMHM MaccChl Tela,
HO uMeeT OoJsiee BBICOKYI0 MEKHHAWBUIYAIBHYIO BapHaOeNbHOCTh y JAETed Mmianame 8§ JerT.
dapmakoKMHETHKA Tpamagoia u O-ae3MeTmiiTpaMasoiia y aAeteil muaamie 1 rojna Oplia u3ydeHa,
HO HE TMOJHOCTBIO OXapakTepu3zoBaHa. [laHHBIE HCCIEIOBAaHUN, IMOIYYEHHBIE C Yy4acTHEM
YKa3aHHOM  BO3pAacTHOM  TpYMIbI, [OKa3bIBalOT, UYTO CKOpOCTb  oOpazoBanus O-
ne3MeTwiITpamanona mocpenctsoM  uszopepmernta CYP2D6 MmOCTENIEHHO MOBBIMIACTCS Yy
HOBOPOXXJICHHBIX ¥  MPEINOJOXKHUTEIBHO JIOCTUTAET B3POCIBIX YPOBHEH aKTUBHOCTH
uzopepmenta CYP2D6 k 1 romy. Kpome Toro, He3pemocTh CHCTEM TINIIOKYPOHHPOBAHHUS U
GYHKIIMM TMOYEeK MOXKET TPUBECTH K 3aMEANICHUI0 BbIBeIEeHUS © HakorieHus O-

Je3MeTWITpaMaiona y aereit muaame 1 roga.

Iloxka3zanus K NPUMEHEHHIO
ITpemapatr TPAMAJIOJI ABEKCHUMA noka3aH K NPUMEHEHHUIO B3POCIBIM U JIETSAM CTaplle

14 net nns nedeHust 00JIEBOro CHHAPOMA CPEIHEH U BHICOKON MHTEHCHUBHOCTH.

IIporuBomnokasanus

- ['unep4yBCTBUTENHHOCTD K TPAMaI0y UIH TI0OOMY U3 KOMIIOHEHTOB Tpernapara.

- OcTpasi MHTOKCHUKAITUSI aJIKOTOJIEM, CHOTBOPHBIMH TIperiapaTaMu, aHAJIbIeTUKaMH, OMTMOUIaMHI
WJIU IPYTUMH TICHXOTPOITHBIMU CPEICTBAMHU.

- [IpoTHBOIIOKa3aHO COBMECTHOE MPUMEHEHUE TPaMaI0jia ¢ HHTUOMTOPAaMHU MOHOAMHUHOKCHIA3bI
(MAO), a Takke B TeueHue 14 aHel mociie OKOHYaHUSI UX TpUeMa.

- QHHHeHCI/ISI, HC nmoaggaromaacsa aiCKBaTHOMY MCAUKaAMCHTO3HOMY KOHTPOJIIO.
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- IIpoTuBOMOKa3aHO NMPHUMEHEHHE Tpamajoja B KaqechEIé_-'i;pan;d; 4 It edetnde dittoma

«OTMEHBD» HAPKOTUKOB.
- IlpoTuBONIOKa3aH mpueM BO BpeMs OepeMeHHOCTH. Bo Bpemsi KOpMIiIeHHs TPYAbIO Ipernapar
MOJET OBbITh Ha3HA4YeH TOJIBKO IO JKU3HEHHBIM IOKa3aHUsAM. B cilyuae olHOKpaTHOro mpuema
npernapara HeT HEOOXOJUMOCTH B IPEPbIBAHUM KOPMJICHUS TPYIbIO.

- [IporuBonoka3ano HazHauenue npenapara TPAMAJIOJI ABEKCUMA nersam no 14 ner.

- JlepuuuTt naKTaspl, HENEPEHOCHMOCTb JIAKTO3bI, TIIIOKO30-TaJIAKTO3HAs MabaOCopOIus

(mpermapat coIepKHUT JIAKTO3Y).

C 0CTOPOKHOCTHIO

Tpamanon cieayeT NpUMEHSTh C OCTOPOKHOCTHIO:

- y HallMEHTOB C OIHOMIHON 3aBHCUMOCTBIO;

- IPY YEPEITHO-MO3TOBOM TpaBMe, y OOJIbHBIX B COCTOSHMU IIIOKA, Y OOJBHBIX C HApyHICHUSMHU
CO3HAHHUSI HESICHOTO TEeHe3a, Yy OONBHBIX C pPacCTPOMCTBAMHU JbIXaHUS M HApYIICHUEM
NeSITETLHOCTH JIIXaTeIBHOTO LIEHTPA, IPH MOBBIIIIEHHOM BHYTPUYEPEITHOM JIaBJICHUU;

- mpenapar ClieyeT NPUMEHSATh C OCTOPOKHOCTBIO Y TALMEHTOB C YCTAHOBICHHOM TSDKENOM
HETEePEHOCUMOCTBIO OMTMOU/IOB AITIEPTUYECKOT0 M HeaJUIEPIHYECKOTO I'eHe3a;

- NPH SIWICTICUH, MOIJAMNIEHCS aJeKBaTHOMY MEIMKAMEHTO3HOMY KOHTpOJIIO, JHOO Yy
NAIMEeHTOB, TOJBEPKEHHBIX Pa3BUTHIO CYAOPOT, TPaMaJoJl MOXET MPHUMEHSTHCS TOJBKO II0
KU3HEHHBIM MOKa3aHusIM (cM. «OcoOble yKa3zaHUs»);

- Y HAlMEHTOB CO CKJIOHHOCTBIO K 3JIOYMOTPEOJICHUIO JIEKAPCTBEHHBIMU IperapaTtaMH MU
HapKOTHYECKOW 3aBHCUMOCTBIO JIEYEHHWE TPamaJojioM JOJDKHO TMPOBOAUTHCS KOPOTKUMH
KypcaMHy U TIOJl MEAULIMHCKUM KOHTpOoJIeM (cM. «OcoOble yKa3aHUs»);

- y TAalKEeHTOB, NPUHUMAIOIIUX AHTHAENIPECCAHTbl M NPOTUBOMUIPEHO3HbIE JIEKAPCTBEHHbBIE
CpeACTBa, B CBSI3W C PUCKOM DAa3BUTHUS y HUX CEPOTOHMHOBOro cuHiapoma (cM. «OcobObie
yKa3aHUs»);

- y TAIMEeHTOB, NMPHUHUMAIOIIAX OJHOBPEMEHHO IpenapaThl, CHUKAIONIUE MOPOT CYAOPOKHOM
TOTOBHOCTH (MHTHOMTOpPHI OOpaTHOrO 3axBaTa CEPOTOHHMHA, CEPOTOHHMHA-HOPAJpEHAINHA,
TPULIMKIIMUECKUE aHTUACTIPECCAHThI, aHTUIICUXOTUKH), B CBSA3M C yBEJIMUEHHEM pHCKa CyI0por
(cMm. «OcoObie yKazaHus»);

- IPY OJTHOBPEMEHHOM TIPUMEHEHUH C CEJaTUBHBIMU CPEJICTBAMH, TAKIMH KaK OE€H30/IMa3eIIHbI
WY TipenapaTsl OJ00HOro 1eHCTBHS;

- y MAIIMEHTOB C BBICOKOM aKTUBHOCTHIO MeTabou3ma o uzodpepmentry CYP2D6;

- y MAI[HEHTOB JIETCKOIO BO3PACTa.
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 14.08.2023 N= 15632

IpuMeHeHne NpH GepeMEHHOCTH U B EPHOJ rpyHoro Beraphtimimsanms o 10 C o 0003)

bepemennocms. Tpamamon TpOHUMKAeT depe3 IUIALIGHTApHBIN Oapbep. YOemIUTETbHBIX
JI0Ka3aTe’IbCcTB O€30MaCHOCTH NPUMEHEHHS TpaMaiolia BO BpeMsi OEpeMEHHOCTH Yy YelIOBeKa He
MOJIy4€HO, TIO9TOMY TpaMaJoji He CleAyeT NMPUMEHSTh BO Bpems OepeMeHHOCTH. JlmuTenbHoe
IpUMEHEHHE Tpamaaoia Npu OEepeMEHHOCTH MOXKET IPUBECTH K Pa3BUTHIO CHUMIITOMOB
«OTMEHBI» Y HOBOPOXIECHHOTO.

Tpamanon He BIMSIET HA COKPATUMOCTh MAaTKU. Y HOBOPOXKICHHBIX TPamajoi MOXKET BbI3BaTh
M3MEHEHHUE YaCTOThI IbIXaHUS, YTO OOBIYHO HE SIBJISETCS KIIMHUYECKU 3HAYHMBbIM.

Ilepuoo epyonoco ecxkapmausanus. Oxono 0,1 % no3sl Tpamangonia, BBEACHHON Martepw,
BBIBOJMUTCS C MOJIOKOM BO BpeMsi KOpMJICHUSI Tpyabto. Tpamanon He clieqyeT MPUMEHSTh BO
BpeMs OepeMeHHOCTH W jakTtauuu. llocie omHOKpaTHOro mpuema Tpamajojia OOBIYHO HET
HEO0OXOMMOCTH B IPEPHIBAHUU TPYIHOTO BCKAPMIIMBAHHUS.

B pannem mnocneponoBoM mepuojie MpHEM BHYTPb MaTephlo CyTOuHOM 1036l 10 400 mr
COOTBETCTBYET CPEIHEMY KOJUYECTBY TpaMajiojia, MPUHUMAEMOMY IPYIHBIMU AeThbMU, 3 % OT
JIO3UPOBKM C Y4eToM Beca Mmarepu. [loaToMy Tpamanon He cienyeT NPUMEHATh BO BpeMs
TPYAHOTO BCKApMIIMBAHHUS, PU HEOOXOUMOCTH JICUEHUS TPaMaJ0JIOM IPYTHOE BCKapMJIMBaHUE
JOJIKHO OBITH TIPEKPAIICHO.

@epmunrvnocms.  VlccnenoBaHus Ha JKMBOTHBIX HE BBISIBUIM BIMSHHS TpamMajojia Ha

(bepTUIBHOCTD.

Cnocod npuMeHeHus U 103bl

[Tpenmapar TPAMAJIOJI ABEKCUMA, Talnerku cieayeT HOpUHUMATh BHYTPb. TabieTku
Tpamajiojia MPOIJIaThIBAIOTCS LIEJIMKOM, HE pPa3KeBbIBas, 3allMBas JOCTATOYHBIM KOJINYECTBOM
KUAKOCTH, HE3aBUCUMO OT IpUeMa MHILH.

Jlo3bl crnepyer moaOUpaTh WHAWBUAYAJIbHO, B 3aBUCHUMOCTH OT HMHTEHCHBHOCTH OOJIEBOIO
CHUHApOMa M MHJAWBUIYAJIbHON UyBCTBUTEILHOCTH MallMeHTa. PeKkoMeHayeMble 103bl SIBISIFOTCS
OpPUEHTUPOBOYHBIMHU. [IpoomKUTENBHOCTD JIEYEeHUS penapaTomMm ornpezensercs
WHIVBUAYAJIBHO.

[Tpu neuenun Bceraa HEOOXOAMMO MOJAOMPATH MUHUMAIBHYIO 3((GEKTUBHYIO 103y Ipernapara.
[Tpu neyeHNM XPOHHUYECKOTrO OOJIEBOTO CHUHApPOMA CIEAYET MPUICPKUBATHCS OMPEIEICHHOTO
rpaduka npuema npemnapara.

He cnenyer mpeBblmaTh CyTOuHyO 103y Tpamagoia — 400 Mr, 3a HCKIIOUYEHHEM OCOOBIX

00CTOSITEILCTB (HaanMep, OHKOJIOTHYeCKas 00JIb HIIH TSHKeIast ocJjcoIrcpanuonHas 60J'IL).
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COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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Bspocnvie u noopocmku cmapwe 14 nem (6oned 25 k2) (MOCNEAOBATENBHOCTS 0003)

PazoBas noza cocraBisier 50 Mr tpamanona. B ciydae HemocTaTOYHOCTH 00€300JIMBAIOIIETO
apdekra yepes 30-60 muuayr npuHuMaror 50 Mr moBTOpHO. [IpM WHTEHCHBHBIX OO0JISIX
peKoMmeHayemMas pa3oBas j103a - 100 mr.

B 3aBHCHMOCTH OT MHTEHCHUBHOCTH OOJIEBOTO CHHIpPOMA, aHAIbIETUYECKOE JEUCTBHUE OOBIYHO
coxpansiercs B TeueHue 4-6 wacoB. B mocieonepallmOHHOM TEpPHOJE  BO3MOXKHO
KpaTKOBPEMEHHOE Ha3HaueHHe Oosiee BBICOKMX [J03 IIpernapaTa B paHHUE CPOKH IIOCIe
orepanuu.

Tayuenmam nodwcunoeo eozpacma (00 75 nem) 6e3 KIUHULECKUX NPOSBIEHUN NEUeHOUHOU UIU
nOYeuHOol HedoCmamo4yHocmu OOBIYHO He TPeOyeTCsl U3MEHEHUS J103bl TpamMaIoa.

Y nayuenmoe cmapwe 75 nem BbpIBeneHUE Tpamajojia MOXKET 3aMeiATbes. ClieoBaTeIbHO,
€CJIM 3TO MPEACTABISAETCS HEOOXOIMMBIM, MEPEPHIB MEXy MPUEMaMu IpernapaTa MOXKET ObITh
yBeJIMYEH cO00pa3HO COCTOSHUIO MAlMEHTA.

layuenmoul ¢ noueunoii HeOOCMAMOYHOCMbIO UAU HA OUANU3E U NAYUEHMbl C NeYeHOYHOU
Hedocmamoynocmuio. [lpu HapymeHUH (YHKIUU TOYEK /WU TIEYCHH BBIBEJICHUE Tpamasoiia
U3 opranu3Ma 3amezuieHo. [Ipu HeoOXoAMMOCTH HHTEPBAT MEXKIY IPUEMaMH IMpernapaTa J0JKeH
OBITH yBEIUYECH.

IIpooonocumenvrocms mepanuu

Tpamamon HM MpU KaKUX OOCTOATENbCTBAX HE JOJDKEH IPUMEHSATHCS JIOJIbIIE, YEeM 3TO
HeoOxoaumo. [lpu AnuTensHOM NpUMEHEHUH TpamMaaoia, OOYCIOBIEHHOM HHTEHCHUBHOCTBHIO
WIM DJTUOJNIOTHEW OO0JIeBOTO CHHApPOMA, HEOOXOAMM TEPUOAUYECKUN KOHTPOIb (eciu
HEOOXOAMMO, C TepepbiBaMH B TpHEME TIpernapara) Uisi OINpeAesieHHs HEoOXOAUMOCTH

JaTbHENIIEN Tepanui U ONTUMHU3AIUU JTO3bI.

IToGouHnoe neiicTBHE

[To nanubiM BcemupHoil opranmszanuu 3apaBooxpaneHust (BO3) HexenarenbHble peakUu
KJIAaCCU(UIIUPOBAHbI B COOTBETCTBUU C UX YaCTOTOMU CIEIYIOIINUM 00pa3oMm:

oueHb yacto: > 1/10; yacto: > 1/100 u < 1/10; meuacto: > 1/1000 u < 1/100; penko: > 1/10 000 u
< 1/1000; ouens peaxo: < 1/10 000; yacToTa HEU3BECTHA: MO UMEIOLIUMCS JJaHHBIM YCTaHOBUTh
4acTOTY BOSHUKHOBEHHUS HE MPEJCTABIISIETCS BOZMOKHBIM.

Haubonee dacTeiMM HEXeNIaTENbHBIMH DPEAKIUSMU SBISIOTCA TOLIHOTA W TOJIOBOKPY)KEHHUE,
oTMeueHHbIe Oosiee ueM y 10 % marueHTos.

Hapywenus co cmoporvl UMMYHHOU CUCTIEMbL.:

Penko:  amnepruueckme — peaknuu  (OJbIMIKa, OpOHXOCIMA3M, CBUCTAINEE  JbIXaHUE,

AHTHOHEBPOTUYECKHUM OTEK) U aHA(UIIAKCHS.
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 14.08.2023 N= 15632

Hapywienus memabonuzma u numanus’ (MOCNEQOBATENBHOCTE 0003)

Penxo: nsmMeHeHus anneTura.

Tcuxuueckue napywenus:

Penko: rammonuHanuy, CyTaHHOCTh CO3HAHUS, HApyILIEHUs CHA, TPEBOra, JAECIUPUN U HOYHbBIC
kommapsel. [lociie mpumeHeHHsI Tpamazoia BO3MOXHBI pa3IUYHbIE, PEIKO HabI0JaeMbie
HE)KEJaTeNbHBIC PEaKIUi CO CTOPOHBI ICUXUKHU (B 3aBUCUMOCTH OT JIMYHOCTHBIX OCOOCHHOCTEH
OOJIBHOTO M TPOJOJKUTEIBHOCTH JICYCHHUS). DTH MOOOYHBIE ACHCTBUS BKIIOYAIOT M3MEHEHUS
HacTpoeHus: (0ObuHO »HHdopuss, wuHOTAA AUChOpHsi), H3MEHEHHE AaKTUBHOCTH (OOBIYHO
CHW)KCHME, WHOT/a TOBBIIICHHE), HapyIIeHHWEe KOTHUTUBHBIX (YHKIUHA W BOCHPHUATHUS
(HampuMmep, TpouLecC NMPUHATHS PELIEHUH, pacCcTpOMCTBA BOCHpUATHS). BO3MOXHO pa3BuTHE
JIEKapCTBEHHOM 3aBUCUMOCTH.

Hapywenus co cmoponvl Hepenoti cucmembi:

OueHp 4acTo: roJIOBOKPYKEHHE.

Yacro: ronoBHas 001k, COHIIUBOCTb.

Penxo:  paccrpoiicTBa  peuM, mHapecTte3uH, TPEMOpP, AHWIECNTU(OPMHBIE  MPUIAIKH,
HEMPOU3BOJIbHBIC MBILICYHbIE COKPAILIEHHUsI, HAPYIICHUS KOOPIUHAIIMH, 0OMOPOK.
OnunenTuGopMHbIC MPHUMAIKH BO3MOXHBI MOCJIE MPUMEHEHHs BBICOKUX /103 Tpamajoyia U Mmpu
OJIHOBPEMEHHOM IPUMEHEHMM C IIpenapaTaMH, MOHIKAIOUMMU IOPOr  CYJOpPOKHOMI
TOTOBHOCTH.

Hapywenus co cmoponwvl opeana spenus:

Penxo: Mro3, Muapuas, 3aTyMaHEHHOE 3pEHHUE.

Hapywenus co cmoponwl cepoya:

Hewacro: BamsHME Ha CepAEYHO-COCYAMCTYIO pEryisiluio (OIIyIIeHHE CcepaueOueHus,
TaXUKapaus). DTH HeKelaTellbHble peaklMM B OCHOBHOM HaOJIOJAIOTCS NMPU BHYTPUBEHHOM
BBEJICHUU Mpernapara Wil Mpu 3HAYUTEIbHBIX (PU3NUYECKUX HArpy3Kax.

Penko: Opagukapaus.

Hapywenus co cmoponwsl cocyoos:

HeuacTo: BAMsIHHME Ha CEpIEYHO-COCYAUCTYIO PETYISALUI0 (OpTOCTaTHYECKas TMIIOTEH3US WU
KoJIIarnc). OTH HeXKesaTelbHble PEeaKIMM B OCHOBHOM HAONIONAIOTCS NpPU BHYTPHUBEHHOM
BBEJICHUU Mpernapara Wil Mpu 3HAYUTEIbHBIX (PU3NUECKUX Harpy3Kax.

Penko: noBbllIeHnEe apTepHaAIbHOTO AaBJICHUS.

Hapywenus co cmoponul Ovixamenvhotl cucmemsl, 0peanos 2pyOHOU KIemKU U CPeOOCMEeHUsL:

Penko: YrHETCHHUC IbIXaHUs, OJAbIIIKA.

Crp. 7u3 14
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IPYTHX TperapaToB, YrHETAIOMIMX IeHTpaidbHylo HepBHyH cuctemy (IITHC), Bo3moxHO
YTHETEHUE JIbIXaHUS.

Bbut0o  OTMEUYEHO YXYIIICHWE COCTOSHUS TpPH OpOHXMAIBHOW acTMe, OJHAKO MPUYHMHHO-
CJICZICTBEHHOM CBSI3U C MPUMEHEHHEM IperiapaTa yCTaHOBIICHO He ObLIO.

YacroTa HEU3BECTHA: UKOTA.

Kenyoouno-kuweynvle napyuienus:

OueHb YacTo: TOIIHOTA.

YacTo: 3amop, CyXocTh BO PTy, PBOTA.

Hewacto: pBOTHBIE MMO3BIBBI, YYBCTBO TSHKECTH B SIMUTACTPUHU, METCOPU3M, TUAPES.

Hapywenus co cmoponul neuenu u scenueblgo0Auux nymel.

B oTHmenbHBIX ciiydasx OTMEUYaJOCh MOBBINICHHE aKTUBHOCTU «IIEYCHOYHBIX» (PEPMEHTOB, IO
BPEMEHU COBIIQJIABIIICE C TepAIUel TPaMal0JIOM.

Hapywenus co cmopoHbl Kodcu u NOOKONHCHBIX MKAHEU.

Yacro: NoTInBOCTb.

HeuacTo: 3y1, ChbIllb, KpalIMBHULIA.

Hapywenus co cmopoHvl mbluieunotl, CKelemuol u COeOUHUMeNbHOU MKAHU:

Penko: mbimednas ciabocTb.

Hapywenus co cmopoHbl nouex u Mo4egble00sWUx nymeu:

Penko: HapymeHusi MOYEUCITYCKaHUS (3aTPYAHEHUE P MOYCUCITYCKaHUH, TU3YPHUS U 3a/ICPIKKA
MOUYH).

Obwue napywenus u peakyuu 6 mecme 68e0eHUsL.

YacTo: yToMIISIEMOCTb.

Penko: BO3MOXKHBIE CUMOTOMBI «OTMEHBI», aHAJIOTMYHBIE CUMITOMAaM «OTMEHBD» OMUOHJIOB:
QXKHUTalUs, TPEBOTa, HEPBO3HOCTh, HAPYIIECHHE CHA, TMIEPKUHE3Hs, TPEMOpP M CHUMITOMBI CO
CTOPOHBI JKEITYJOYHO-KHIIIEIHOTO TPAKTA.

Jlpyrue CHMIITOMBI, OYEHb PEIAKO BCTpEUAIONIMECS TPU OTMEHE TpaMajoia, BKIIOYAIOT:
MAaHUYECKHE aTaKH, TSHKETYH TPEBOTY, TAJLTIONWHAIMYU, MapecTe3rd, 3BOH B yIIaX H JAPYTUe
KpaiiHe penkue cumnToMbl co croponsl [[HC  (3amemaTenscTBO, TrajliOlMHALINY,
JIETIePCOHAITN3AIINS, JepeaTH3alius, MapaHous).

Ecnu 6o3nukau ykasawHvle 68 UHCMPYKYUU HeXCelamelbHble peakyuu Uil 3ameyeHvl opyeue

HeofcellamellbHble peaKyuu, He YKA3adHHble 6 UHCMPYKYUU, 00061(4141’1’18 00 smom epavy.
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(NOCNEQCBATENEHOCTE 0003)

Ilepeno3upoBka

CMEPTHOMY OTYETY

ITpu nepeno3upoBKe Tpamazaosa CIeAyeT OKHUAaTh CUMITOMOB, XapaKTEPHBIX AJIS OIMHOUIHBIX
AQHAJIBIE€TUKOB LIEHTPAJIILHOTO IEUCTBHUS.

Bosmooicnvie cumnmomul: Mu03, pBOTa, KOJUIAIC, PACCTPOMCTBA CO3HAHMS BILJIOTH /10 KOMBI,
CyJIOpOTH, YTHETEHHE JbIXaTeIbHOTO LIEHTPa JI0 allHO).

Jleuenue: obecriedeHUE NTPOXOAUMOCTH JbIXaTeNbHBIX myTeil. llognepikaHue AbIXaHHUS H
JESATEIBHOCTH  CEPACUHO-COCYUCTON CUCTEMBI B 3aBUCUMOCTH OT cumnromaTtuku. llpu
HApYIICHUU JbIXaHUS BBOAMTCA HajokcoH. IIpu cymoporax cienyer BHYTPUBEHHO BBOIHTD
muazenam. Ilpu mepemozupoBke mpemapaTa B JIEKQpCTBEHHBIX (opmax uis mpuema BHYTPb
HE00XOUMO IIPOBECTU MPOMBIBAHUE JKEJyJIKa U HA3HAYUTh aKTHUBUPOBAHHBIN yroyib B TEUEHUE
NEPBBIX JIBYX 4acOB Iocie nepeao3upoBku. [locne mpuema ocoGeHHO OONBIIMX 103 Mpernapara
ylajgeHue COAECPKUMOro KeIyaKa MOKET ObITh 3 (HEKTHBHO U B O0sIe€ MO3THIE CPOKH.

I'emonnanu3 u reMopuabTpanus Manod(hPEKTHBHEI.

B3aumopneiicTBHe ¢ APYTMMH JIeKAPCTBEHHBIMH NIpenapaTaMu

Tpamanon Henb3s NPUMEHSITh OJHOBPEMEHHO WWJIM B TeueHue 14 gHel mocie OTMEHBI
uaruoutopoB MAO. YV nanueHToB, Moiy4aBmux yedeHue uaruouropamu MAO B Teuenue 14
OHEeW [0 Havala TNPUMEHEHHUS ONUOWIHOTO aHAIbIeTHKa MeTHIWHA, OBUIM OTMEYEHBI
YIPOXKAIOLIUE JKU3HHU JIEKAPCTBEHHbIE B3aMMOJEWUCTBUSA, MPOSBISAIOLIUECS CUMITOMAaMH CO
croponbl [IHC, npixarenbHOil U cepaeYHO-COCYIUCTOM CUCTEM. AHAJIOTUYHbIE B3aUMOICUCTBUS
C MHIMOUTOpaMH BO3MOXHBI M ITPU HA3HAUYEHUH TPaMaoa.

OpnHoBpeMEHHOE MPUMEHEHHE Tpamajoyia W BeLecTB, MNojaBisitomux aestenbHocTs [THC,
BKJIIOYAsl aJIKOT0JIb, MOXKET YCHJIMTh M0O0ouHbIe peakuuu co ctoponbl [THC. OtMeueno, uto npu
OJTHOBPEMEHHOM  MJHM  MpEALIeCTBYIOIIEM  NPUMEHEHMM  LUMETHIUMHAa  (MHruburopa
MHUKPOCOMAJIbHBIX ~ ()EPMEHTOB  TE€UeHH)  KIMHUYECKH  3HAYUMble  B3aMMOJAEHUCTBUS
MaJIOBEPOSTHBI.

OnHOBpeMEHHOE NMPUMEHEHHE ONMHOUAOB M CEAATUBHBIX CPEJCTB, TAKUX KaK OCH30/1Ma3eTHHbI
WINA Tpernaparbl MOAOOHOTO AEWCTBUS, TMOBBIIAET PUCK PA3BUTHUS cedaTUBHOrO 3(ddexra,
YTHETEHUS JbIXaHUs, KOMBl 1 CMEPTH BCIIEICTBUE JOIOJHUTEIBHOTO YTHETAIOIIErO BIUSAHUS Ha
I[THC. lo3a 1 npoA0mKUTEIbHOCTh OTHOBPEMEHHOTO MPUMEHEHUS JOKHBI ObITh OTpaHUYEHBI.
OpnHoBpeMeHHOE  WJIM  MpEALIeCTBYyOIlee INpUMEHEeHHe  KapOamaszenuHa  (MHIYKTOpa
MHUKPOCOMAJIbHBIX (PEPMEHTOB IMEUEHH) MOXKET CHU3UTh aHaJIbre3upyoomuil a¢pdekr tpamamona
Y COKPaTUTh BPEMs €ro ACHCTBHUSL.

TpamManon MOXeT BBI3BIBaTh CYJOPOTH M YCUJIMBATh JEHCTBUE CEIEKTHUBHBIX WHTHOUTOPOB

obpatHoro 3axBata cepoToHnHa (CHO3C), mHrHOMTOPOB OOpaTHOTO 3axBaTa CEPOTOHWHA-
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IpenapaToB, MOHWXKAIOIUX IOPOT CYJOPOXHOW TOTOBHOCTH (Hampumep, OyNpoInoH,
MHUpTa3aMUH), TAKUM 00pa30M IPUBOJIS K PA3BUTHUIO CYJOPOT.

OpnHoBpeMEeHHOE MpPUMEHEHUE Tpamajoyia C IPYTMMH CEpOTOHHHEPTHYECKHMMU Ipenaparamu,
takumu kak CHO3C, MO3CH, unruburopst MAQO, TpHUIIMKINYECKUE AHTUICIPECCAHTHI W
MUpPTa3aluH, NPOTUBOMUIPEHO3HBIE JIEKAPCTBEHHBIE CPEICTBA, MOYKET IPUBECTU K PA3ZBUTHIO
CEpPOTOHUHOBOI'O CUHIPOMa.

Bo3MokHBIE CHUMITOMBI CEPOTOHHHOBOTO CHHAPOMA: CIYTAHHOCTh CO3HAHUSA, aKUTaIus,
TUIEpTEepPMHUsI, TOTIUBOCTb, AaTakcus, runeppeduekcus, MUOKIOHyc u auapes. OtTMmeHa
CEepOTOHMHEPTUYECKUX  IPENaparoB  BBI3bIBAET  OBICTPOE  HCYE3HOBEHHE  CHUMIITOMOB.
HeoOxonnmas Tepamnus onpeaensercss KIMHUUYECKONH KapTUHON U BBIPA)KEHHOCTHbIO CUMIITOMOB.
[Ipy onHOBpEeMEHHOM NPUMEHEHHWH Tpamajoyiia W MPOU3BOAHBIX KyMapuHa (Hampumep,
BapdapruHa) HeoOXOIMMO OCYIIECTBIAThH THIATENbHOE HAOMIOJEHUE 3a MAllMeHTaMH, TaK KaK y
HEKOTOPBIX U3 HUX OTMEYAIOCh MOBBIIIEHHE MEXIYHAPOJIHOIO HOPMAIM30BAHHOTO OTHOLIEHUS
(MHO) ¢ pa3BuTHeM KpOBOTEUEHHUI U SKXUMO30B.

Hpyrue unruduropsl nzodpepmenta CYP3 A4, nanpumep, KETOKOHA30JI U SPUTPOMHULIMH, MOTYT
3aMeUIITh MeTabonu3M Tpamazgona (N-meMmeTunanmpoBaHUE) W, BO3MOXKHO, akTuBHOro O-
ne3MerwiTpamanona. KnmHudyeckoe 3HaueHUE TaHHOTO B3aUMOJICHCTBUS HE U3y4allOCh.
HmeroTcs orpaHrueHHbBIE JaHHBIC, YTO MPEI- WIX MOCICONEPAMOHHOE TIPUMEHEHNE OJIoKaTopa
5-HT3-cepoTOHMHOBBIX PEIIENTOPOB — OHJAHCETPOHA, YBEINYMBAIO TOTPEOHOCTH B TPAaMaIoie y

ManueHTOB C IMMOCJICONCPANOHHBIM 00JIeBBIM CUHAPOMOM.

Oco0ble ykazanust

VY mnanueHToB € ONUOMAHOW 3aBUCUMOCTBIO, TPAaBMaMH TOJIOBBI, IIOKOM, Yy MAallM€HTOB C
HapyLIEHUSAMH CO3HAHUS HESICHOM STHUOJOTUM, HAPYIICHUSMHU AbIXaHUS WM TOpPaKEHUEM
JBIXaTeTbHOTO IIEHTPA, TMOBBIIICHUEM BHYTPUYEPEIHOTO JIABJICHHS TPaMajoll JIOJDKEH
MPUMEHSITHCS TOJIBKO ¢ 0CO00H 0CTOPOKHOCTBIO.

[Ipenapar cieayer NpUMEHSATh C OCTOPOKHOCTBIO Y MALIMEHTOB € TSAKEIOW HEMEPEHOCUMOCThIO
OMMOUJIOB AJUIEPIrUYECKOT0 U HEAINIEPTUUECKOro reHesa.

OTMe"annch ciydan Cyaopor y MnamydeHTOB, IMPUHHUMAIOMUX TpaMaJol B PCKOMCHIOBAHHBIX
J03ax.

Puck pa3BuTHs Cymopor MOXET YBEIMYMBATHCA MPU  NPEBBIILIEHUH MaKCHUMaJbHO
pEeKOMEeHIyeMoi cyTouHOM 103bI npenapata (400 mr).

IIpueM Tpamazmona MOXKET yBEIMYMBATh PHUCK CYJOpPOr y TMAalHMEHTOB, IPUHUMAOIINX

OJIHOBPEMEHHO IIpernapaThl, CHWXKAIOIIME TOpPOr CYIOPOKHOM TOTOBHOCTH (MHTHOUTOPHI
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AQHTHUJICTIPECCAHTDI, AHTUIICUXOTHKH). BOJIbHBIE C SNuiencued M NanueHThl, MOABEPKECHHbBIE
Pa3BUTHIO CYIOPOT, JOKHBI IPUHUMATh TPaMa0Jl TOJIBKO 110 )KU3HEHHBIM [OKa3aHUSIM.
Tpamaznon umeeT HU3KMHA IMOTEHIMAl Pa3BUTUS JIEKAPCTBEHHOM 3aBucuMocTH. OnHAKo mpu
JUINTEJIbHOM IIPUMEHEHUH BO3MOXHO IPUBBIKaHUE, PU3UUECKas U IICUXUUYECKasl 3aBUCUMOCTh. Y
NAIMEHTOB, CKJIOHHBIX K 3J70yMOTPEOICHUIO JIEKApCTBEHHBIMU IpenapaTamMu, MO0 K pa3BUTHIO
JIEKapCTBEHHOM 3aBucuMoOcTH, JjeueHue mnpenaparom TPAMAJIOJI ABEKCHUMA nomxHO
IPOBOJUTHCS TOJIBKO KOPOTKUMH KypCcaMH U O] MEIULIMHCKUM HaOJIIOAEHUEM.

[Ipy paUTENBHOM MNPUMEHEHMM TpaMajioiia BO3MOXKEH PHUCK CHIJKEHHMsS YPOBHS IOJIOBBIX
TOPMOHOB.

TpaManon He NPUMEHMM B KauyeCTBE CPEJICTBAa 3aMECTUTENIBHOM Tepanmuu y IAlUEHTOB C
ONUOMJIHON 3aBUCUMOCTBI0. HecMOTpst Ha TO, UTO Tpamazoi SIBJISETCS arOHUCTOM OMHOMIHBIX
PELEeNTOPOB, OH HE MOKET MO/AABISATh CUMITOMBI «OTMEHBD» MOp(dHHA.

C yBenuueHHeM [J03bl ONMOUAOB BO3PACTACT PUCK IMEpeno3UpOoBKU. OnuouAbl HE CleqyeT
UCIIOJIb30BaTh B TEYEHUE JUIUTEIILHOIO NIEPUO/A BPEMEHH, 32 UCKIIIOYEHUEM TEX CIy4aeB, KOrja
JpyTrue JeKapCTBEHHbIE Mpernaparhbl He KyupyT 00JIb.

[IpuMeHeHHEe ONMOUIHBIX AHAIBIETHKOB CBS3aHO C PHUCKOM pPa3BUTHS HHAYLHPOBAHHOU
ONMOUJaMH TUIepaire3uu (ONnuonA-uHAYLIUPOBaHHAsA runepaire3us). Yaie n1aHHOE COCTOSHUE
BO3HHUKAET IPH JUTUTEIHHOM NMPUMEHEHUH OIMUOUIHBIX aHAIBI'C€TUKOB W/WIM B BBHICOKHX J103aX,
JIMarHOCTUKA TUIEpaNIre3un 3aTpyIHEHA, YTO MOXKET MPUBECTU K MOBBIILICHHUIO JI03bI OMMOMIOB,
TaKUM 00pa3oM yBEeJMYMBasi PUCK YTHETEHUS JIbIXaHHUS.

OpnHoBpeMEHHOE NPUMEHEHHE ONHMOUIOB € OEH30/1Ma3zelnuHaMu WIH APYTUMHU CpPEICTBaMH,
yraeratouumu  [ITHC, Bximrodas ankoroib, MOXET NPUBECTH K TIyOOKOMY CeJaTUBHOMY
3pQeKTy, YTHETeHHIO IbIXaHUs, KoMe M cMepTH. OJHOBPEMEHHOE Ha3HAYEHHE OIMMOMIHOTO
aHaJbreTUKa W OEH30/IMa3eNMHOB WM ApPYyrux mpenaparoB, yraeratomux LIHC, Bo3moxHO
TOJIbKO B cily4yae KpailHel HEOOXOJWMOCTH Y NaIMEeHTOB, Il KOTOPBIX albTepHATHUBHBIC
BapHaHTHI JICYEHUS] HE TPUMEHHUMBI.

[Ipy onHOBpEeMEHHOM NPUMEHEHUHM Tpamajoja M CEJaTUBHBIX CPEACTB CleqyeT HoJ0upaTth
MUHUMaJIbHYIO 2 PEKTUBHYIO 103y MAaKCUMAJIbHO KOPOTKUM KypcoM. HeoOxoaumo TiiateabHoe
HaOJII0/IEHUE C LIEJbI0 BBISIBICHUS MPU3HAKOB M CUMIITOMOB YTHETEHUS ABIXaHUS U CEAAINU.
[ToaTOoMy HaACTOSATENHHO PEKOMEHAYETCS MHPOPMHUPOBAThH MALMEHTOB U JIMII, OCYILIECTBISIOIINX
yXOJl 32 HUMH, O TaKux cuMnToMmax. IIpu mpekpaiieHun JeueHus] TpamMa 0JIoM IeJ1ecoo0pa3Ho

MOCTCIICHHOC CHUXKCHUC NO3bI AJId ITPEAOTBPALICHUA CUMIITOMOB «OTMCHEID.
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BO3MOKHO  HEOIAronmpusTHOE  JeKApCTBEHHOE - [ sarhonetiersie | ;ﬁaﬁﬁﬁﬁﬁé' I ¢

AQHTUJCTIPECCAHTAMH W TPOTUBOMMUIPEHO3HBIMH  JICKAPCTBEHHBIMU  CpPEACTBAMH,  4YTO
COITPOBOKIAETCS] PUCKOM Pa3BUTHSI CEPOTOHMHOBOTO CHHIPOMA.

[Ipn npueme Tpamamoia BO3MOXKHO BO3HHKHOBCHHE PHCKA DPA3BUTHS HAaIIOYEYHHKOBOH
HEJIOCTATOYHOCTH.

Metabonau3m TpaMaosia OCyIIEeCTBIIeTCs B nedeHu ¢ ydactuem uzopepmenta CYP2D6. [pu
HEOCTaTOYHOCTH WM OTcyTcTBuM u3odpepmenta CYP2D6 mnomyueHwe aaeKkBaTHOTO
obe30omuBaroniero dddexra HeBo3MokHO. CorilacHo oreHkam, mnpumepHo y 7 %
IPE/ICTAaBUTENICH E€BPOMEOUTHON PAachl MOXET HaOMI0JaThCsi HEJOCTaTOYHOCTH H30(epMEeHTa
CYP2D6. HampoTuB, y NalnMeHTOB C BBICOKOW AKTUBHOCTBIO METAa0OJM3Ma CYIIECTBYET
NOBBIIICHHBI PUCK PA3BUTHS HEKENATENIBHBIX SBICHUN ONMUOMIHOW TOKCHYHOCTH Jaxe MpH
npueMe B PEKOMEHJOBaHHBIX J03ax. K o0mmM cuUMOTOMaM ONMUOWAHOW TOKCHUYHOCTH
OTHOCSITCS: CIyTaHHOCTh CO3HAHUS, COHJIMBOCTb, TIOBEPXHOCTHOE JIBIXaHHE, CY)KEHHE 3PayKOB,
TOIITHOTA, PBOTA, 3aII0p M OTCYTCTBHE aIMETHTA. B THKENBIX Ciydasx HAOIIOAAI0TCS CUMITOMBI
HEIOCTaTOYHOCTH KpOBOOOpAIIeHWsI W yrHETEHUS JbIXaHHs, KOTOPble MOTYT HOCHUTh
YIPO’KAIOIIU )KU3HU XapaKTep M B KpaiHE PEIKUX CIydasxX MPUBOAUTH K JICTATbHOMY HCXOY.
OmneHka pacrpoOCTPAaHEHHOCTH «OBICTPBIX» METabOIM3aTOPOB B PA3IUYHBIX IOMYJISAIMSIX
NpUBEJICHA HIDKE.

Adpuxanus/sduomnst - 29 %

Adpoamepukanipl - 3,4-6,5 %

Asuarel - 1,2-2 %

EBpomneiiner - 3,6-6,5 %

I'pexu - 6,0 %

Benrpsr - 1,9 %

Ckaggunassel - 1-2 %

[To maHHBIM, OITyOJIMKOBAaHHBIM B JIUTEpAType, MPUMEHEHUE TPaMazoia B MOCIEONEepAIIHOHHOM
nepuoJie y JAeTeid ¢ CHHAPOMOM OOCTPYKTHBHOTO alTHO? BO CHE TTOCJI€ TOH3WUIDKTOMHH W/WIH
a/ICHOMJIPKTOMUH TPUBOJWIO K PA3BUTUIO PENIKUX, HO YIPOXKAIOIIUX KU3HU HEXKEJIaTeNbHBIX
apneHui. CienyeT cobaroaaTe 0co0yr0 OCTOPOKHOCTh IPY MPUMEHEHNH Tpamajioia y eTeu s
KyIHpOBaHUsI 0OJIM B TMOCIEONEPAIIHOHHOM TIEPHOAE M OCYIICCTBIATH TINATEIHHBINH KOHTPOIb
CHUMITTOMOB OITMOMTHON TOKCUYHOCTH, BKJIFOUAs] YTHETCHHE JBIXaHUSI.

Tpamanon He peKOMEHAYeTCs A MPUMEHEHHs Yy JIeTel Mpu HapylleHUH (YHKIWU JIbIXaHUS,
BKJIIOYass HEPBHO-MBILIEYHBIE PACCTPOMCTBA, TsDKeNble 3a00sieBaHUs, WHQPEKIUH BEpPXHHUX
JIBIXaTeNbHBIX TYTeH W JIETKWX, MHOKECTBCHHBIE TPaBMbl WIH OONIMPHBIE XUPYPrHUYECKHE

BMEIIATENLCTBA. DTH (baKTOpI)I MOI'YyT YCUJIMBATHb CUMIITOMBI OHI/IOHJIHOﬁ TOKCHUYHOCTH.
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B0O3MOXHO pa3BUTHE NPHUBBIKAHUS, (DU3UUECKOU M TcHXHHECR 6t SABIIMOETH; d0BerH0 ‘mpu

AJIUTCIIBHOM ITPUMCHCHHWH.

Bansinne Ha cIOCOOHOCTH YIIPABJSATH TPAHCIIOPTHBIMHU CPeACTBAMH, MEXaHU3MAMU

Jlaxxe B peKOMEHyEeMbIX /103aX TPaMaJoJl MOKET BBI3bIBATh Takue d(PPEKThl KaK COHIMBOCTS,
TOJIOBOKPY)KEHHE, M TMOATOMY OH MOXET HApyIIaTh PEaKIHI0 Yy BOJUTENCH aBTOMOOWICH W
ornepatopoB Mexanu3moB. [Ipu mpueme mpenapara TPAMAJIOJI ABEKCHUMA Heo6xoaumo
BO3JICP)KUBATHCS OT YINPABJICHHUS AaBTOTPAHCIIOPTOM M 3aHATHH MMOTEHLMAIbHO OMACHBIMHU
BUJAMH JESITENbHOCTH, TPEOYIOIMIMMH TOBBIIIEHHON KOHIEHTpPAllMd BHHUMaHUS U OBICTPOTHI
MICUXOMOTOPHBIX peakluil, OCOOCHHO TMpU OAHOBPEMEHHOM MPUMEHEHUU C JIPYTUMU

IICUXOTPOIIHBIMHU IpENapaTaMy WU aJIKOTOJIEM.

®opMa BBIILYCKA

Tabmerku, 50 mr.

[To 10 TabneTok B KOHTYPHYIO SIYEHKOBYIO YINAKOBKY M3 IUICHKU IOJIMBUHUIXJIOPUIAHON U
($oJIbru aMIFOMUHUEBOM NEYaTHON JTAKUPOBAHHOM.

[To 30 Tabneroxk B 0aHKy W3 MOJMITHICHA HU3KOIO IABJIEHHS, YKYIOPEHHYIO KPBILIKOW ¢
YIJIOTHSIOIIMM 3JIEMEHTOM U KOMIIEHCATOPOM MosinMepHbIM. Ha GaHKy HaK/IenBarOT 3TUKETKY.
1, 2, 3 unu 5 KOHTYPHBIX STYEUKOBBIX YIMAKOBOK WK 1 GaHKY ¢ MHCTPYKIMEH 110 MEAUIIMHCKOMY

MPUMCHCHUIO ITOMCHIAIOT B ITAYKY M3 KapTOHA.

YciaoBus XxpaHeHus
Cnucok CUIIBHOAEUCTBYIOIINX BELIECTB.
XpaHUTh B 3aIUIIIEHHOM OT CBETa MECTE, MPU TemIiepaType He Boite 25 °C.

XpaHUTh B HETOCTYITHOM JUIsI IETEH MeCTe.

Cpoxk rognocTu
3 roza.

He IMPHUMCEHATH IO UCTCUCHUHN CPOKA rOAHOCTHU, YKA3aHHOT'O HAa YITAKOBKC.

YcaoBus ornycka

OTmycKaroT Mo peuenTy.

HaumeHnoBanue aeprkaresisi (BJ1aJe/bla) PerucTPAIMOHHOIO yA0CTOBepeHust/Opranusamnusi,
NPUHUMAKOIIAA NIPETeH3UN

OAO «ABexcuMa»
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