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HMHCTPYKIIHA
11O MEJIUITUHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O IIPEITAPATA
TPAMAJOJ
PervcrpainioHHBII HOMeEp:
T oproBoe HammMeHoBaHHe: Tpamaon
MexayHapoHOe HelIaTeHTOBAHHOe HAaIMeHOBaHHe: TPaMaJ0Jl
JlekapcrBeHHas1 opMa: KarcyJibl
Cocras
Opna KancyJja CoAepIKuT:

Heticmsywouyee senuiecmso.

Tpamajoa rugpoxiopua — 100,0 mr

Benomozamenvivie seuecmsa:

JIAKTO3bI MOHOTHAPAT — 66,57 MT, IIeJUI0JI03a MUKpOKpHUCcTaIUIHYecKas (Tun 102) — 16,58 wmr,
Maraus creapar — 1,85 mr

Kamncyna tBepaast sxenatunoBast Ne 2 — 63,0 mr

Kopmyc xancyJst:

tutana guokcua (E 171) — 2 %, xenatun — g0 100 %

Kpplmedka kancyJsl:

tuTana aguokeua (E 171) — 1 %, kpacutens xenesa okcua kpacuoiv (E 172) — 0,5 %, xpacureins
skesiesa okeul xkenThid (E 172) — 1 %, kpacutens myHnobid [Ilonco 4 R] (E 124) —0,5269 %,
skeatuH — o 100 %

Onucanue: TBepaas jkeaaTuHOBas Kamncyna Ne 2. Kopmyc kamcyimbl Oestoro IBeTa, KpblIeuka
KpacHoro IBera. CoJepiKuMoe Kamcyjiabl — HOpPOHmOK Oesloro MM 0esioro ¢ KeJITOBAThIM
OTTEHKOM I[BeTA.

dapmakoTepaneBTHYeCKAs TPYIIIA: aHATBICTUKH, OTHOUBL; APYTHe OMHOUIBI.

OTtHocuTea K CIUCKY CHIIbHOIGUCTBYIONUX BEIECTB.

Kox ATX: NO2AX02

dapmakoorH4ecKHe cBolcTBa

Dapmarkoounamuxa

Tpamaios1 — OIIMOU/THBIM CHHTETUUECKUH aHATIbIeTHK, 00J1a/1al0MUH IIEHTPAIbHBIM MEXaHU3MOM
JNeUCTBUS. SIBIIseTCS HECeIEKTUBHBIM IOJIHBIM ArOHUCTOM UU-, 8- U K- OIHOU/IHBIX PELEITOPOB ¢

OO0JIBIIHM CpoOACTBOM K U-OIIHOHUJHLIM PCICIITOPaAM. BTOprM MCXaHHU3MOM I[eﬁCTBHﬂ
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3axXpara HOpa/IpeHAIMHA HEHPOHAMU U YCUJIGHHE BHICBOOOIKICHUS CEPOTOHHHA.

Tpamagon Takke oOiialaeT NPOTHBOKANLICBBIM JielcTBHeM. B ominmume oT MopduHa, B
TepaleBTUUSCKUX JI03aX HE YTHETaeT JbIXaHWE W B MEHBIICH CTEIICHU BIIMSIET HA MOTOPHUKY
KUIIeYHUKA.  BiusHHe  Ha  CepJIeYHO-COCYJMCTYIO  CHCTeMYy  BbIpaxkeHo  ciabo.
AHAJIBre3UpPYIONTUH TOTSHITHAT TpaMaIoJia cocTapisieT 1/10-1/6 oT akTUBHOCTH MOpdHHA.
Hemu

B kimmHMYeckHX wHccieIoBaHHSAX ¢ ydacTHem Oojee 2000 neTe#t B BoO3pacTHOM Tpymie oOT
HOBOPOKIACHHBIX J1o 17 sieT ObulM H3y4eHbl >(PPEeKThl PHTEPATHLHOTO W HapeHTSPAIHLHOTO
mpUMEHeHuUs TpaMajioia. [lokazanus nis gedeHus: 60Jin, U3ydaeMble B JAHHBIX UCCIICTOBAHUSX,
BKJTIOYAIH OOJIb MOCIe XUPYPTHUSCKOTO BMEMIATEIhCTBA (IPSUMYIIECTBEHHO a0 IOMUHAIILHYIO),
[OCJIe XUPYPTUUESCKOH SKCTpAKIMK 3yOOB, BCIICACTBHE MEPEIOMOB, OKOTOB M TPaBM, a TaKiKe
JpYyTHe COCTOSIHUS, COMpoBOKAaromuecs: 60ibio, TpeGyromue oGe30onMBaromed Tepanuud Ha
MPOTSKEHUH HE MeHee 7 JTHEeH.

[Tocrie oTHOKpPATHOTO TPHUMEHEHHUS B JI03aX JO 2 MI/KI WIH MHOTOKPAaTHOTO TMpPUMEHEHUS B
mo3ax g0 8 wmr/kr B cytku (MakcumaidbHo 400 Mr B cyTkH) ObLIO YCTaHOBJIGHO, 4TO
s dekTHBHOCTh TpaMaIoJia MPEBLIMAeT TAKOBYIO IJIAe00, W NMPEeBbIMAST WIM paBHA TaKOBOM
mapaineramosia, HajJOy(uHa, NeTHIMHA WIA HU3KOW J03bl MopduHa. B mpoBeneHHBIX
HCCIIeIOBaHUSAX Oblla MOATBEepKIAcHA >(PPeKTHBHOCTH Tpamagoia. llpoduabr Oe30macHOCTH
TpamaoJia ObLT CXOHBIM Y B3pOCIIBbIX MAIUEHTOB U JIeTeH crapiie 1 roja.

D apmaxokunemuxa

[Tocie mpuema BHYTph TpaMajoJi ObICTPO M MOYTH TOJHOCTBHIO abcopOupyetcst (okosno 90 %).
Cpennsist abcomoTHasi OHOTOCTYITHOCTD COCTaBJsIeT 0koJio 70 % He3aBUCHMO OT IpHUeMa ITHIIY.
Cumxkenune ouotoctynHocTH 10 70 % o0ycnoBieHo 2(PpHeKkToM «IIEepBOTO MPOXOKIACHUSD Uepes
nedeHb. B cpaBHEHHH ¢ JIPYTUMHU OMMMOUIHBIMU aHAJIbIeTHUKAMH, a0COTIOTHAST OHOOCTYITHOCTh
Tpamajo0Jia BeIcoKasi. MakcuMalibHasi KOHIIEHTpAIU B TUIa3Me KPOBH IOCIIE MIpUeMa TpaMajioia
BHYTpH ompeneisieTcs: uepes 2 vaca. O6beM pacupeneneHus - 209 . CesspiBaHue ¢ OeIKaMu
IJIa3Mbl KpPOBH cocTapsieT okoio 20%. Ilponukaer depes reMarosHIEPaTHUSCKHA |
IIalleHTapHbId Oapbepbl. HesHaunTeIbHBIE KOJTUYECTBA TPAMa/I0ia U €ro JeMEeTHJIUPOBAHHOTO
npousBoaHOTO (0,1 % 1 0,02 % COOTBETCTBEHHO) BBIJISJIIOTCA € TPYAHBIM MOJIOKOM.

B Mertabonmmsme Tpamagosia mpuHHMaT yuacTHe wu3odepmentsi CYP3A4 u CYP2D6,
[IOJIARJICHHE STUX H30(EepMEHTOB JPYTHMH BEIeCTBAMH MOXKET BIHSITh Ha KOHIICHTPAIIHIO
TpaMaJo0Jia U €ro akTUBHOTO MeTaboJuTa B KpoBH. J[0 HACTOSIIET0o BpEeMEHHM KIMHHUYESCKU

3HAYHUMBIC BBaHMOHeﬁCTBHﬂ C JAPYIrHMH JICKAapCTBECHHBIMHU CPpEACTBAMH, OIIOCPCJOBAHHBIC 3THM



COOTBETCTBYET 3K
27 15 2073

ot 22.05.2023 N2 9487

(NOCNEACBATENBEHOCTL 0001)

MCXAaHHU3MOM, HC BBISIBJICHBI.

CNEPTHOMY OTYETY

Tpamason U ero MeTaboIUTHI BHIBOISTCS MPEUMYIIECTBEHHO ¢ Mouol. [lepuos momyBbIBeIeHUS
tpamagona (Tin) cocTapnsgeT MPUOIUUTEILHO 6 YacOB HE3aBUCHMO OT IYTH BBEJACHUS. Y
MAIACHTOR cTapiie 75 JieT TMepHoJl MOJYyBBIBSISHUS MOXKeT ObITh yBenmueH. llpu mmppose
neuenn Tip Tpamagona coctaBisieT 13,3+4.9 waca (amamazon jgo 22,3 gaca), Tin, MoHO-O-
nesMetrwiTpamajiona — 18,549.4 gaca (nuanason 10 36 gacop). Ilpu nmodedHoi HeJOCTATOYHOCTH
(kpeHce kpeaTHHUHA MeHee 5 wr/muH) Ti2 Tpamasgosa coctaeisgeT 1143,2 daca (AuamasoH Jio
19,5 wacoB), Ti1n MoHO-O-ae3MeTrTpamManona — 16,943 vaca (quanazoH jo 43,2 gaca).

B neuenun metabomuzupyetest myTeM N- U O-IeMeTUIIMPOBAHUS € MOCIEYIONEH KOHBIOTAIueH
(© [JIIOKYPOHOBOM KUCIIOTOH. Tonsko MOHO-O-1e3MeTHIITPaMaI01 obnamaeT
(hapMaKoOJIOTHUECKOH aKTUBHOCTHIO. CYIECTBYIOT 3HAUUTEIbHbIC HH/IUBUAYAJIbHbIC Pa3Iuyus B
KOHI[SHTpAllUK JIpyruxX MeTaboiuToB. B Moue oOHapyxeHnl 11 MeraGomuToR Tpamagoia. B
TEpaNeBTHUSCKUX J103aX Tpamajaon o0jajiaeT JUHEHHBIM (papMaKOKMHETHUECKUM TMPOQUIISM.
CooTHoIeHHe KOHIIGHTPAIIMH TPaMaJiojia B CHIBOPOTKE KPOBH M aHaJbreTHueckoro sddexra
SIBJISIETCS JI0303aBUCUMBIM, BApbUPYIOMIUM Y OTASIbHBIX UHUBH/I0B. KOHIIeHTpaLus TpamMagoJia
B ceIBopoTke kpoBH 100-300 Hr/mMi oObruHO 3¢ deKTUBHA.

Hemu

Beito ycraHoBiieHO, 4TO (hapMaKOKWHETHKA Tpamajioia U MoHO-O-Ae3MeTHITpaMaioia Mmocie
OJTHOKPATHOTO M MHOTOKPATHOTO IpHeMa BHYTPh Y MAIUEHTOB B Bo3pacTe oT 1 g0 16 jeT B
1eJIoM ObLiIa CXOJHOM ¢ TAaKOBOM Yy B3POCIBIX MPH KOPPEKIMH J03bI HA OCHOBAHUM MAaCChI TeJla,
HO HMMeeT 0ojiee BBICOKYIO MEKWHIMBHIYAIbHYIO BapHaOeJIbHOCTh y JeTe Muajme 8 JieT.
(dapmakoKHHETHKA TpaMajojia U MoHO-O-1e3MeTIITpaMaoia y AeTed miagme 1 rojga Obuia
W3y4YeHa, HO He IIOJHOCTBIO OXapaKTepu3oBaHa. JlaHHBIE MCCIIEJOBAHUM, IIOJyYEHHBIE C
y9acTHEM YKa3aHHOW BO3pPACTHOW IPYMIMBI, MOKA3BIBAIOT, YTO CKOPOCTh 0Opa3oBaHus MOHO-O-
Je3MeTHITpaMaosia mocpeAcTBoM u3odepmernTta CYP2D6 mocTeneHHO TOBBIMASTCS Y
HOBOPOKJACHHBIX, M MPEANOJOKHUTEIBHO JOCTUTaeT B3POCJBIX YPOBHEH aKTUBHOCTH
uzoepmernta CYP2D6 k 1 romy. Kpome Toro, He3pelocTh CHCTEM TJIIOKYPOHUPOBAHHS U
(YHKIIMKA TOYEeK MOXKET NPUBECTH K 3aMeUICHUIO BBIBEJACHHUS W HAKOIUICHHS MOHO-O-
Je3MeTWITpaMajoJia y JeTed Miuaame 1 roga.

IHokazaHu K IPUMEHEeHHIO

— OoJyieBOM CHHAPOM Cpe/JHeH M BBICOKOW MHTEHCHBHOCTH PA3IMUYHOU STHUOJIOTHH (HAIIpUMED,
60JH Y OHKOJIOTHYESCKUX MAI[HEHTOR, TIPH TPaBMax, B MOCIICONEPAIIMOHHOM MePHO/IL).

Hp OTHBOIIOKAa3aHMA
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BCIIOMOTaTeJIbHBIX BEIIESCTB;

— OoCTpasi HHTOKCHKAIIMS aJIKOTOJIeM, CHOTBOPHBIMH IIpenapaTaMu, aHAJIbIe THKAMHU, OTTHOU/TAMHU
WJIU IPYTHUMH IICUXOTPOIIHBIMU CPE/ICTBAMM,

— OJHOBpPEeMEHHOE MPUMEHEHHE TpaMa/oJjia ¢ MHTHOMTOpaMH MOHOoaMHHOKcHAassl (MAO), a
TaKKe B TeueHHe 14 qHel 1mocie OKOHUAHUS UX TIpUeMa;

— DMOWICTICHS, HE MOJIAI0MAsICs a/IeKBATHOMY MeJIUKAMEHTORHOMY KOHTPOJIIO;,

— IpUMEHEHHE TpaMajJoJjia B KadecTBe IIpemapaTa Uil JICUSHHUS] CHHAPOMA «OTMEHBD)
HApKOTHKOB;

— OepeMeHHOCTh, MEPUO TPYAHOTO BCKAPMITUBAHUS,

— JeTCKuM Bo3pacT a0 14 jer;

— J1eUIUT JJIAKTa3bl, HETIEPEHOCUMOCTD JIAKTO3BI, INIFOK030-TAIAKTO3HAS MAThaOcopOITus.

C ocTopoxHOCTHIO

Ecnu y Bac ooHo u3z nepequciennvix 3a001€6anUl, nepeo npuemom npenapama 06A3amenbHo
HPOKOHCYIbHUPYIHIMECH C 6PAUOM.

— OIIMOW/IHASI 3aBUCUMOCTH |

— YepeIHO-MO3rOBasi TpaBMa, COCTOSHHME IMOKA, HApYIICHHE CO3HAHHUSI HESICHOTO TeHesa,
pPACCTPOUCTBO JIBIXaHUs, HApYLICHUE JISSITECJIbHOCTU JIBIXaTeJIbHOTO I[€HTPA, ITOBBIIMICHHOE
BHYTPUYEPEIIHOE /I1aBJICHHE,

— HENEePEeHOCHMOCTh OIIMOM/IOB AJUIEPrUYeCKOTO U HeAJUIEPTHUECKOTO TeHe3a;

— DSOWICNCHs,  NOJJAKMmascs  aJeKBaTHOMY  MEJHMKAaMEHTO3HOMY  KOHTPOJO WU
MOABEPIKEHHOCTh PA3BUTHIO CYIOPOT (TpaMa ol MOXKET MPUMEHSITHCS TOJIBKO MO JKH3HEHHBIM
nmokazaHusM) (cM. pazes «Ocolble yKazaHUs»),

— CKJIOHHOCTh K 3JIOYMOTpeOJIeHHI0 JIeKapCTBEHHBIMH IMperapaTaMH WIH HapKOTHYecKast
3aBUCHUMOCTh (JISUSCHHE TPaMaoJioM JIOJDKHO TIPOBOJUTHCS KOPOTKUMH KypcaMH W O[T
MeIUITMHCKUM KOHTpoJieM) (cM. pazfen «Ocolble yKazaHUsD» ),

— OJHOBPEMEHHOE IIpUMEHECHHME TpaMajoJla ¢ CEJAaTUBHBIMU CpeJCTBAMH, TaKMMH Kak
OeH30/1Ma3eIMHBI WU TpenapaTaMy HoJo0HOTO JIeHCTBUS,

— BBICOKasl aKTUBHOCTH MeTabonu3Ma 1o uzopepmenty CYP2DG6;

— TIeYeHOYHAsl /WK NOYSUHAsI HeJJOCTATOUHOCTh

— TpU JUIMTEJILHOM IPUMEHEHHHU IIperapaTta BO3HHUKAST PUCK Pa3BUTHS HAIOYSIHUKOBOMU
HEJJOCTATOYHOCTH M PUCK CHUIKEHHS YPOBHS ITOJIOBBIX TOPMOHOB.

IIpumeHeHIe TPU GepPEeMEHHOCTH U B TIEPHO/I TPYAHOT0 BCKAPMIIMBAHUSA

bepemennocmo
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0e30MacHOCTH TMPHUMEHEHHUSI Tpamajoja BO BpeMsl OSpEeMEHHOCTH Y HYeJIoBeKa HE IOJYUYSHO,
MOATOMY TpPaMaJoJl He CIeIyeT MPUMEHATh BO BpeMs OepeMeHHOCTH. JlaHHbIe TOKJIMHUUSCKUX
UCCIICIOBAHUHN TPOJEMOHCTPUPOBAIIM TOKCHUECKOE JICHCTBHE HA PENPOAYKTUBHYIO CHCTEMY,
TepaTOTeHHBIX A(P(PEKTOB BBHISIBICHO He ObUT0. J[HMTE/NbHOE NMpUMEHEHHE TpaMaJoJia BO BpeMs
OepeMEHHOCTH MOKET TPHUBECTH K PAa3BUTHIO CHHAPOMA «OTMEHBD» Yy HOBOPOKICHHOTO.
Tpamaion He BIUSET Ha COKPATUMOCTh MATKH BO BpeMsl POJOB. Y HOBOPOMKACHHBIX TPaMaJoJl
MOJKET BBI3BAThL H3MEHEHHE HYACTOTHI ABIXAHHS, YTO OOBIYHO HE SBJIISTCS KIMHHYSCKH
3HAYUMBIM.

I'pyonoe ecxapmnusanue

Oxono 0,1 % go3bl TpaMajiosia, BBEJICHHOW MaTepH, BBIBOJHUTCS € MOJIOKOM BO BpeMs
KOPMJICHHSI TpYAbIO, IMO3TOMY TpaMajojd He CJeAyeT IPUMEHSITh B TIEPHOJ] TPYIHOTO
BeKapwiHBaHUs. [Ipu HEOOXOMUMOCTH JICUSHHUS TPAMAaI0JIOM TPY/IHOE BCKapMIIHBAHHE JIOJDKHO
ObITh TpekpamieHo. [locie ogHOKpaTHOTO TpHeMa Tpamagojia OOBIYHO HeT HEOOXOJAMMOCTH B
MpEepbIBAaHUHN TPYJAHOTO BCKapMJIMBaHMs. B paHHeM MOCIEpOJIOBOM MEpUOJE IPUEM BHYTPh
MaTepblo CyToyHOM J03bl J0 400 MI COOTBETCTBYET CpeJHEMY KOJIMYECTBY TpamMajoJia,
MPUHUMASMOMY TPY/IHBIMH JIETbMH, 3 % OT JO3UPOBKH € YUETOM MACChl TeJIa MAaTEPH.
DepmunbHOCmb

JlaHHBIC O BIMSAHHH TpaMasoJia Ha (PepTHILHOCTh OTCYTCTBYIOT.

Crioco0 nmpyMeHeHUs U T03bI

BHyTpb, Kamcyibl MNpOTJATHIBAIOT IIEJIMKOM, HE pa3KeBbIBasi M HE BCKpbIBasi, 3aluBast
JIOCTATOYHBIM KOJIMUECTBOM JKHUAKOCTH, HE3ABUCUMO OT IIpHEeMa MHIIH.

[Ipemapar Tpamamon npUMEHSETCS IO HA3HAUYEHHIO Bpada, pEeXKUM JIO3UPOBAHHUS U
JUTMTETILHOCTh JICUCHUS] MoJ0HpaeTcs HWHIAMBUIYAILHO B 3aBHCHMOCTH OT HMHTCHCHBHOCTH
00JIEBOTO CHH/IpOMA ¥ HHAUBHYJIbHOHW YyBCTBHTSILHOCTH NareHTa. HeoOxoumo moadupaTh
MUHUMAJIbHYIO »(eKTHBHYIO [03y IMpenapara, OpH JICUSHUH XPOHHUUYECKOTo OOJIeBOTO
CHHJI[pOMa  CJeJyeT TPHJICPKUBATLCS  ONIpeJesieHHoTo Trpaduka TMpUeMa Ipernapara.
PexomMeH 1yembie J103bI SIBISAIOTCS OPUSHTHPOBOUYHBIMHU.

Bspocnvie u noopocmxu cmapuie 14 nem

Hauunate neuenue cienyer ¢ pazoBod go3el 50 Mr tpamajona. J[s TOUHOCTH JTO3UPOBAHUS
CJeyeT HCIOJIB30BATh TPaMajoJi Jo3upoBkod 50 Mr B JiekapcTBeHHOU dopMme TabIeTKH WIH
Karcyiel. [lpu yCHJICHHH/HEKYNIUPOBaHUHM OGOJIH HeoOXOJUMO HCIOJIb30BaTh IMOCTETICHHO
yBeJTHYUBaOIHecs 10361 npenapata. [Ipenapar Tpamason, kancysel, 100 Mr mpeiHazHAYCH I

JICUeHHS HHTESHCHBHOH OojiH. B 3aBHCHMOCTH OT HHTEHCHBHOCTH O0JIEBOTO CUHApOMA,
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cyTouHyI0 703y Tpamanona — 400 Mr, 3a HCKIIIOUSHHEM OCOOBIX OOCTOSITESJILCTB (HAIpHMED,
OHKOJIOTHUeCKast OoJb WM TspKeJas MocjeonepalonHas Oosib). B mocieonepanimoHHOM
MEpUO/Ie BO3MOKHO KpPaTKOBpEeMEHHOE IpUMeHEeHHe 0oJiee BHICOKHMX J103 IMpemnapaTa (B paHHUE
CPOKH IIOCJIE OIIepaIun).

[TanueHTaM MoKWIOrO Bo3pacTa (1o 75 ser) Oe3 KIMHUYSCKHX TPOABICHUHM NEYSHOUYHOU WITH
MOYeYHOM HEJOCTATOYHOCTH OOBIUHO He TpeOyeTcsa u3MeHeHue 103kl Tpamaiona.

Ilayuenmor cmapuie 75 nem

VY manueHTOB cTapuie 75 et BhiBeieHUe TpaMagosna MoKeT 3aMeIsAThes. [Ipu HeoOXouMOCTH,
MIEPEPHIB MEIKY MPUEMaMHU TIpernapaTa MOKeT ObITh YBEJIMUSH COOOPA3HO COCTOSIHUIO TAI[USHTA.
Iayuenmovr ¢ nouedHoU HEOOCMAMOUHOCHIbIO UMW HA Ouanuze, a MaKodce nNayueHmsl ¢
NeYeHOUHOU HeOOCNamOYHOCbIO

IIpn HapymeHuu (YyHKIHHM T[MOYEK M /WM TeUYEeHH BbIBeAcHHEe Tpamagona W3 opraHusma
sameuieHHo. [lpu JedeHuH ocTporo GoNieBOro CHHApPOMA, Korja HEOOXOJAHUMO pPeIKOe HIIH
OJIHOKpaTHOE HasHaueHHWe Tpamaioiia, W3MEHEeHHE JO3UPOBOK He TpelyeTcs. OAHAKO TMpH
JICUSHUU XpOHUYECKHUX OoJiel HeoOXOAMMO YUMTHIBATH KyMYJBIIUIO IIperapaTa B OpraHU3Me U
YBEJIUYUBATh HHTEPBAJIBI MEIKTY OTACIbHBIMU ero npueMamu. [Ipu kiupence kpeatununa (KK)
< 30 MJI/MHH H y MaIlHSHTOB ¢ TNEYSHOYHOH HEJOCTATOYHOCTHIO HEoOXoauM 12 U HHTepBal
MEIKAY NPUEeMaMH 0Yepe/IHBIX /103 Ipenapara.

IIpooonsicumenvrocms mepanui

He cnemyer nmpumeHsTh mpemnapaT JoJjbllie CpOKa, ONPABJAHHOTO ¢ TePANEBTHUYESCKOM TOUKH
3peHus. Eciu HeoOXoquMo JIHTeNBHOES JIedeHHe 00U TpaMadoJioM BBUJTY XapaKTepa U TSDKECTH
3a0oJsieBaHMsL, TO HEOOXOAUMO TIIATEIBHOE U peryJsipHoe HabmtoieHue (IIpH HeOOX0TUMOCTH ¢
mepephiBaMH B JICUCHUH ), YTOOBI OIICHUThH CTETIeHb HEOOXOJUMOCTH JTaJIbHEHUINEro IpuMeHSHHUS
npemnapara.

IloGounoe neiicTBHE

HauGonee 9acThIMU HEXKENATSILHBIMU PEAKITUSIMU SIBJISIIOTCSI TOIMHOTA U TOJIOBOKPYIKEHHE,
oTMeueHHbIe Gosiee yem y 10 % marueHTos.

HexenaTenbHble SIBICHUS CTPYNIHPOBAHBI B COOTBETCTBUM € KiIaccH(pUKAIMEW OpraHoOB H
cucteM opranoB MedDRA, B nipeenax KakIoH rpyIiibl NepEeUUCICHBI B TIOPS/IKES YMEHBIICHUS
3HAYUMOCTH.

YacroTa BO3HHKHOBEHHS TMOOOYHBIX 53(PeKTOB  Ompe/iessulack B COOTBETCTBHH  C
kiaccudukanue Beemupro#t Opranmuszanuu 3ApaBooXpaHeHHs: od4eHb vacto (= 1/10), gacto

(= /100, < 1/10), mewacto (= 1/1000, < 1/100), peako (= 1/10000, < 1/1000), oyeHsr peako
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(< 1/10000), BxITIO9ast OTACIBHBIE COOOMCHHUS.

CNEPTHOMY OTYETY

Hapywienus co cmopoHvl UMMYHHOU cucmembvl. peoKo — aJUIepTUYecKue peakiuu (O/blIIKa,
OpoHxocHa3M, CBUCTSIIIEE AbIXaHUE, AaHTHOHEBPOTUUIESCKUH OTEK) M aHA(DUITAKCHSI.

Hapyuwienus co cmoponst 0OMeHa seuyecms 1 numanua: peoko — A3MEHEHHS alllleTUTA.
Hapywienus ncuxuxu: peoko — TAJUIIOIHUHAIUMH, CIIyTAaHHOCTh CO3HAHMs, HapylIeHHE CHA,
TpeBora, AeJIMpUH U HOUYHBIe KomMapskl. [lociie mpuMeHeHHs TpaMa0Jia BO3MOKHBI Pa3jIMYHbIE
peliko HaOJogaeMble HeXKeJaTeJbHbIC PEAaKIUU CO CTOPOHBI INCHXHUKH (B 3aBUCHMOCTH OT
JUYHOCTHBIX OCOOCHHOCTEH MaIlMeHTa M IPOJIOJDKUTEIBHOCTH JICUCHMs). ODTH MOOOYHBIC
JEUCTBUSL BKJIIOYAIOT M3MEHEHHUS HacTpoeHUs1 (oObIdHO »iidopusi, uHOrma auchopus),
HU3MEHEHHUsI aKTUBHOCTU (OOBIUHO CHH)KGHHE, MHOTJA IOBBIMICHHUE), HAPYIICHUE KOTHUTUBHBIX
(YHKITUH U BOCTIpUATHS (HATIpUMED, TIPOIIECC MPUHATHS pEIICHUH, pacCTPOUCTBA BOCTIPUSITHS).
Bo3MOXKHO pa3BUTHE JIEKADCTBEHHOU 3aBHCHMOCTH.

Hapyuienue co cmopoHul HEpsHOU CUCmeMbl: O4YeéHb 4acmo — TOJIOBOKPYXKEHHUE, 4acmo —
rojoBHasi Oojib, COHJIMBOCTB, peodko — paccTpoicTBa peud, MapecTe3uH, TpeMop,
SIWICNTH(GOPMHBIE TIPUMAJKH, HEIPOU3BOJBHBIC MBIMICUHbIC COKpPAIICHHs, HapYIISHUS
KOOpJMHAIUHM, OOMOpPOK. DNWIeNTH(QOpMHBIE IPUNAJAKH BO3MOMKHBI IIOC/Ie IPUMEHEHHUS
BBICOKHX /103 TpaMa/10Jia ¥ IIpU OJJHOBPEMEHHOM IIPUMEHEHHUH ¢ NIpenapaTaMy, IOHUKAIOMUMHU
IIOPOT CYIOPO’KHON T'OTOBHOCTH.

Hapyuwienus co cmoponvt opeana 3peHus: peoko — MUO3, MUJIpUa3, 3aTyMaHEeHHOE 3peHue.
Hapywenus co Ccmopousl CepoOeuHO-COCYOUCTNON — CUCHEMbl: Hedacmo — OIMYISHHUES
cepAleOneHHs, TaxUKap/us, OpTOCTaTHYeCKas THUIIOTEH3Ws WIM KoJulalic (B OCHOBHOM
HaOJII04al0TCs IPU BHYTPUBEHHOM BBEJICHMH TpaMa/l0Jla WU IPU 3HAUUTEIIbHBIX (PU3HUECKUX
HarpysKax), peoxko — OpaJiuKkap/ius, MOBBIIICHUE APTEPUAILHOTO JJABJICHHSI.

Hapyuwienus co cmopoHvl ObiIXAmenbHoll CUCEMbL, OPEaHOE SPYOHOU KIeMmKU U CPeOOCMEHUs!
peoxko — yrHeTeHHe JbIXaHMs (TIpH 3HAUUTEJILHOM TIIPEBBIMIEHHH PEKOMEHJYEeMBIX 03 ¢
OJHOBPEMEHHBIM TNpPUMEHEHHEM Jpyrux ImnpemnapatoB, yraetaromux [[HC), oxpimka. Beuio
OTMEUESHO YXY/UICHUE COCTOSIHUS IIPH OpOHXUAIBHOU acTMe, OJHAKO NPUUYUHHO CJIe/ICTBEHHAs
CBsI3b ¢ IIPUMEHEHHUEM IIpelnapaTa YCTaHOBJICHA He OblLia.

Hapyuwienus co cmopoHbl Jcey00UHO-KUMEHHO20 MPaKma: o4eHb 4acmo — TOMHOTA; Yacmo —
3a1op, CyX0oCTh BO PTY, PBOTA; HEYACMO — PBOTHBIE IIO3BIBbI, YYBCTBO TSDKECTH B DIIUTACTPHH,
METEOPHU3M, JHAPEsl.

Hapyuwienus co CmopoHvl nedeHu U HCendesvi600auux nymeil. 4acmoma Heu3eecmua — B
OT/IeJIBHBIX CIIyYassX OTMEUYaJoCh MOBBIMICHHWE AKTHUBHOCTH (PEpPMEHTOB I€USHH, IO BpEMEHHU

COBIIagaBIICC C TepaHHeﬁ TpaMaJoJIOM.
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Hapyuienus co cmopoHbl KOJICU 1 HOOKOICHBLX mxaneﬁll]/lé’c;nyzgi;d%ﬁggdchfﬁ e éy,u,

COOTBETCTBYET SKCNEPTHOMY OTYETY

CBIIIb, KPAIIUBHUIIA.
Hapyuienus co cmopoHvl cKenemHo-MbliledHol 1 COeOUHUMENbHOU MKAHU, peOKO — MBIIISTHAS
c1ab0CTh.

Hapywienus co Cmoponbr nodex U MOYESLIE00AWUx nymel. peoko — HapyUIeHUs
MOYEHCITYCKaHUs (JIU3YPHUS U 3a/IepiKKa MOYH).

Obwue paccmpoiicmea u Hapyuienus 6 mecme 66e0eHUs: Hacmo — YTOMIBIEMOCTh, peoKko —
BO3MOJKHBIE CUMIITOMBI «OTMEHBD) AaHAJTOTHYHBI CUMITOMaM «OTMEHBD) OMHOUIOB: aKUTAIHSL,
TPEeBOTa, HEPBO3HOCTh, HAPYIICHHUSI CHA, THICPKUHE3HS, TPEMOpP M CHMIITOMBI CO CTOPOHBI
HKEJTYTOUHO-KUIIEUHOTO TPAKTa.

JIpyTHe CHMITOMBI, OUYCHBb pPEIKO BCTPEUAIOIMECS ITPH OTMEHE TpamajoJia, BKIIOYAIOT:
[aHUYSCKUE aTaKH, TSDKEJIYIO TPeBOTY, TaUTIOLMHAIIMM, IApeCTe3MH, 3BOH B yIIaX U JIpyrue
KpailiHe peaku cumnTomMbl co cropoHsl I[HC (3amemaTenscTBO, JenepCOHATH3AIMA,
Jlepeaiu3alysi, HapaHous).

Ecnu nobvie u3 YKA3auHuIX 6 UHCHMPYKYUU NODOUHBIX 3ghhexmos ycyeyonaiomes, unu Bul
samemunu nobvie opyeue nobouHvie 3pPexmol, He YKA3AHHLIE 6 UHCMPYKYUY, coobujume 06
IMOM epayy.

Ilepemo3upoBka

Cumnmomui: Ilpu nepenozupoBke TpaMa/oJia cIe/yeT OJKUAaTh CUMIITOMOB, XapaKTePHBIX JUIS
HApKOTHUSCKUX aHAJILI'€THKOB.

Bo3MokHBIE CHMIOTOMBI IIE€PEJO3HPOBKH IpemapaTa Tpamajgoi: MHO3, pBOTa, KOJUIAIC,
paccTpoHCTBa CO3HAHUS BIUIOTH /10 KOMBI, CY/IOPOTH, YTHETeHHE JbIXaTeIbHOTO LIEHTpa BILIOThH
JTO OCTAHOBKH JbIXaHUSA (AIHOD).

Jleuenue: obecrieueHHe MPOXOJAMMOCTH JbIXaTebHBIX myTed. IlojiepikaHue AbIXaHUS |
JESITeILHOCTH Cep/IeUHO-COCYIUCTONH CUCTEMBI B 3aBUCUMOCTH OT CUMIITOMATHKH.

[Tpu HapyIIEHUHU JbIXaHHS BBOJUTCS HATOKCOH. [IpH cyoporax cie/lyeT BHyTPUBEHHO BBOJHTH
nuazenaM. llpu mepemosupoBke Mpemapara B JIGKAapCTBEHHBIX (opMax sl IpUeMa BHYTPh
HeOOX0/IMMO MIPOBECTH NPOMbIBAHME JKeJIyJKa U Ha3HAUYUTh AKTUBUPOBAHHBIN yroJib B TeUCHUE
IIepBBIX JIBYX YacoB Iocie nepeo3upoBku. [loce npuema ocoGeHHO GONBIIUX /103 MIpenapaTa B
KallcyJlaX, yJaJeHHe COJepKHUMOIO >KeJyjaka MoixkeT ObITh >(dekTHBHO M B OGoJsiee MO3AHHE
cpoku. ['emonamms u reMopmiIbTpanus MajaodGGeKTHBHBI IPH NEPEI03UPOBKE.
B3aumogeiicTBHe ¢ IPYTHMHU JIEKaPCTBeHHBIMH CPeICTBAMU

Tpamanon Henb3si NPUMEHATH OJIHOBPEMEHHO WM B TeueHHe 14 1Hel mocie OTMEHBI

uarubutopor MAQO. ¥V nmanueHToB, NOJyYaBIIUX JeueHue uHruoburopamu MAO B Teuenue 14
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YIPOXKAIONUe >KU3HHU JISKAPCTBEHHbIE B3aUMOJCHUCTBHUS, MPOSIBISIIONAECS CHUMITOMAaMH CO
croponsl ITHC, npixaTrebHOU U Cep/IeUHO-COCYTUCTON CUCTEM. AHAJIOTUYHbIC B3aUMOICUCTBHUS
¢ wuHrubutopamMu MAQO BO3MOXKHBI W TpH TNPUMSHEHUH Tpamagona. OIHOBpeMEHHOS
IIpUMEHEHHe TpaMajoJia U cpeAcTs, yrHetaromux [[HC, Bxirouass agkoroib, MOXKET YCHUIUTh
noGoynpie peakuuu co cropoHel [[HC. OtmedeHo, uYTO TMpH OJHOBPEMEHHOM WJIH
MPeIMIEeCTRYIOMEM TMPUMCHEHHH IUMETHIHHA (HHTHOUTOpAa MHKPOCOMABHBIX (DepPMEHTOR
NEYSHU) KIMHUYECKH 3HAUYMMbIE B3aUMOJICHCTBUSI MAJOBEPOATHBI. OJHOBPEMEHHOE WIIH
MpeAlecTByoMee MpuUMeHeHHe KapOamazenmuHa (HMHIYKTOpa MHKPOCOMATBHBIX (EepMEHTOB
MCUYSHU) MOXKET CHHU3HTh aHaIbIe3upyromui >(QekT Tpamajioia U COKpPAaTUTh BpEeMsl €ro
JEeUCTBHUA.

OHOBpeMeHHOE TIPUMEHEHUE OMUOUOB U CEaTHBHBIX CPEJICTB, TAKUX KakK OSH30/IMa3elUHBI
WIN TpenapaThl MOAOOHOTO JISWCTBHS, MOBBINIACT PHUCK pPa3BUTHUSA CeJaTHBHOTO 3(dekTa,
YIHETCHUS JbIXaHUsl, KOMbl U CMEPTH BCJICACTBUE JOMOJIHUTEIBHO YTHETAIOMETO BIIUSHUS HA
ITHC. /lo3a u mpoJoKUTEILHOCTD O/THOBPEMEHHOTO IPUMEHEHHUS JOJDKHBI ObITh OTPAHUYCHBI.

He pexomenayercsi KOMOMHHUPOBATH TpPaMaJoJl ¢ AaroHUCTAMH-aHTArOHUCTAMH OIHMOMIHBIX
peuenTopop  (Hampumep, OymnpeHopduHOM, HaIOy(HUHOM, TEHTA30I[MHOM), TaK Kak
aHAJIbTE3UPYIOMHUN P PeKT TpaMa oia KaK MOJHOTO arOHUCTA ONMUOUIHBIX PEIIENTOPOB MOXKET
CHUBHUTHCS.

Tpamagon MoKeT BBI3BIBATH CYJOPOTH U YCHUJIUBATh JCHUCTBHUE CEJICKTUBHBIX HMHTHOHTOpPOB
obOpatHoro 3axBata cepotoHuHa (CHUO3C), MHrHOUTOpPOBR OOpaTHOTO 3axXBaTa CEPOTOHHHA-
HopaapeHanuHa (MO3CH), TpUIUKIMYECKUX AHTUCIIPECCAHTOB, HEHUPOJISNITHKOB U JIPYTHUX
[penapaToB, CHWKAIOMMX IOPOT CYAOPOMKHOW TOTOBHOCTH, TakUM oOpa3zoM, TPHUBOAS K
PA3BUTHIO CYA0POT.

OHOBpeMEeHHOE TPUMEHEHHUE TpaMajoJia ¢ JIPYTUMH CEPOTOHUHEPTHUECKUMHU IIperapaTaMH,
takumMu kak CHO3C, MO3CH, unruburtoppi MAQO, TpUIUKIMUECKHE AHTHJICTIPECCAHTHI H
MHUpPTA3alKH, a TAKKe ¢ MPOTHBOMUTPEHOZHBIMHU CPEJACTBAMM, MOKET IPHUBECTH K PA3BUTHIO
CEPOTOHHMHOBOIO CHHApPOMA. BO3MOIKHBIE CUMIITOMBI CEPOTOHHHOBOTO CHHJIpOMA: CIIyTaHHOCTh
CO3HAHUS, AXKHUTALUS, TUNSPTEPMHS, MOTIMBOCTb, ATAKCHA, TUNeppedIeKcHsi, MUOKJIOHYC H
quapes. OTMeHa CEepOTOHMHEPTHUSCKHUX IIPelapaToB BbI3BIBAET OBICTPOS HMCUE3HOBEHHUE
cumnToMoB. HeoOxo/iuMasi Tepamnus onpeieiseTcsi KINHHISCKOH KapTHHON M BBHIPAKEHHOCTHIO
CHMIITOMOB.

IIpu oaHOBpeMEHHOM TPUMEHEHHH TpaMajosia ¥ HeNpsAMBIX aHTUKOATYJISTHTOB —

IIPOU3BOJHBIX KyMapUHa (HampuMmep, BapdapHuHa) HeoOX0UMO TIIaTeJbHOe HaOIIOeHHE 3a
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HopManuzoBaHHoro otHomeHus: (MHO) ¢ pazBuTHEM KpOBOTECUEHUIN U DKXUMO30B.

JHpyrue uarubutopsl uzodpepmenta CYP3 A4, nanpumep, KETOKOHAZ0J U SPUTPOMHUIIUH, MOTYT
TOPMO3UTh MeTaboau3M Tpamagosa (N-AeMeTHIUpOBaHUE) U BO3MOYKHO aKTHUBHOIO MOHO-O-
Je3MeTHATpamanoia. KilmHu4Yeckoe 3HaUeHHE JJaHHOTO B3aHMOJISHCTBHS HE H3Y4aJIOCh.
HmeroTcss orpaHMuYeHHBIE JaHHBIE, 4YTO IIpeJ- HIH IIOCJICOIEPAllUOHHOE IIPUMEHEHHE
OPOTHBOPBOTHBIX ~ CpeACTB Ipynnbl OnokatopoB  5-HT3-CepoTOHHHOBBIX  peIEITOPOB
(HampuMep, OHJIAHCETPOHA) VYBEJIMYMBAIO MOTPeOHOCTH B TpaMajojie Y TMAlUeHTOB ¢C
[IOCJICOTIEPAIUOHHBIM OOJIEBBIM CHHIPOMOM.

Oco0ble ykazaHu s

OJHOBpeMEeHHBIM IpPHEM TpaMajojia U CeJaTUBHBIX JICKAPCTBEHHBIX CPEJICTB, TaKUX Kak
OeH30/Ma3eMHbl WJIH POJCTBEHHBIC MM BEIECTBA, MOIYT BBI3BIBATh CEJAaTHBHBIH >QekT,
YIHETEHHE JIbIXaHUsA, KOMy M cMepTh. Hanuume pHUCKOB OJHOBpEMEHHOTO IPUMEHEHUS STHX
CEe/IAaTUBHBIX IMPeNapaToB JODKHO OBITH OTPAaHHYCHO CIIyYasiMHM, KOT/ia ajbTepHATUBHBIC
BapHaHThl JICUEHUS HEBO3MOJXKHBL EcCIM NpPHUHATO pelleHHe O TNPHUMEHEHWH IIperapara
Tpamason 0JHOBpEMEHHO ¢ CeJaTUBHBIMHU IIpeliapaTaMM, HEOOXOJUMO IPHUMEHSITh CaMylo
HU3KYI0 d(pdexTHBHYIO 103y MpemapaTa, MPU STOM IMPOJOIKUTEIBHOCTh COIMYTCTBYIOMETO
JISUSHHS! TOJDKHA OBITh KaK MOJKHO KOpOUe.

CrnenyeT BHHMaTeJIbHO HaOJIOJaTh 3a IOSBICHUEM Yy IAIMSHTOB INPH3HAKOB M CHMIITOMOB
YTHETEHHUs IbIXaHUsI U CeTaTUBHOTO JISUCTBHUSI IIpenapaTta.

B CBSI3M ¢ 5THUM HACTOATEIILHO PEKOMEHIYETCSI HHPOPMHUPOBATh MAITUEHTOB U UX OKPYKECHHE O
CHMIITOMAaX YIHETCHHs [bIXaHHS M CcelallMH (CM. pazael «B3auMOneHCTBHE ¢ JpyrHMH
JIEKapCTBEHHBIMU CPEJICTBAMUIY).

Crnenyer coGmoaTh OCTOPOXKHOCTH IPU IMPUMEHEHHUH IpernapaTa TpaMaaos y MalueHTOB ¢
CUMIITOMAMHM YTHETEHHMs [bIXaHUS B CJIydasx, KOI/la IPHMEHSIOTCS COIYTCTBYIOMIME
Ipemnapathl, yrHeTalomue MeHTpaibuyo HepBHyo cuctemy (IITHC) mnum xorja no3a npenapara
3HAUMUTEJIBHO IIpeBbImeHa (cM. pazaen «llepegozupoBkar), Tak KaK B STUX CUTYalMsIX HEJIb3sI
HCKJIIOYaTh BEPOATHOCTh Pa3BUTHsI YTHETSHMs JbIXaHMs (CM. pasfenbl «BzaumopeicTBHE ¢
JPYTHMH JIEKapCTBEHHBIMU CpecTBaMKu» U «llepenozuposkay).

Hapymienns gp1Xanusi BO CHE

OHI/IOI/I,[[I)I MOT'YT BBI3BIBATH HAPYIICHUA ABIXaHHA BO CHC, BKIIIOYAA NEHTPAJILHOC allHOD CHA U
THIIOKCCMHIO BO CHC. HpHMeHeHHe OITHOUAOB YBCJIMYHUBACT PUCK LNCHTPAJIBHOTO allHOS CHA B
3aBUCUMOCTH OJ MAO3BI IIpCIiapaTta. Y MMagueHTOB ¢ MNCHTPAJIBHBIM aIllHO® CHa CJIICAYET

pPacCcMOTPETh BO3SMOKHOCTD YMCHBIICHHA CyMMapHOﬁ J03bI OITHOHUJOB.
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PaszButHe cyaopor

COOTBETCTBYET SKCNEPTHOMY OTYETY

Coo0manock 0 pa3BUTHHU CYJOPOr Y HNAIUSHTOB, MOIYYAaBIIUX TPaMa 0 B peKOMEHJOBAHHBIX
no3axX. PHCK MOXKeT yBeIMUMBATHCs, KOTAA JO3bI TpaMaJojia MPEeBBINIAIOT PEKOMEHIYEMYIO
MaKCHUMaJIbHYIO CyTouHylo 703y (400 mr). Kpome Toro, TpaMagoi MOXKET YBEJIHYHTH PUCK
Pa3BHUTHA Cy0POT Y NMAIIUEHTOB, IPHHUMAIOIIHX JIPYTHE JIeKapCTBEHHBIE NIpeNapaTsl, KOTOPbIS
CHIDKAIOT IOPOT CYAOPO’KHOM aKTHBHOCTH (MHTHOMTOpbI OOpaTHOro 3axBaTa CEepOTOHMHA,
CEepPOTOHHMHA-HOPA/IPEHAIMHA, TPHUIUMKINYECKHE aAHTHU/ICNPECCAHThI, AHTUIICHXOTHKH) (CM.
paznen «BzaumoneHcTBHE ¢ JPYTHMH JICKapCTBEHHBIMH cCpeJcTBaMu»). Ilammentam ¢
SIUJICTICUEH WK TIPEIPACIIONOKEHHBIM K PAa3BUTHIO CYIOPOT CJeAyeT MPUMEHSTH TPaMaJiol
TOJILKO B UCKITIOUUTEIILHBIX CJIy4asiX IpU HAIMYUH CYIIECTBEHHBIX TEPANIeBTHUSCKUX IPUUHH.

JIekapcTBEeHHAS 3AaBUCUMOCTh, TOJIEPAHTHOCTEL (IIPUBBIKAHIE) M BO3MOKHOE 3JIOV1'IOTD86JIGHI/I6

Y Bcex NanUeHTOB JUIMTEJIBHOE NIPUMEHEHHE IpenapaTa TpaMaoJl, Jaxke B TepalleBTHUECKUX
7103aX, MOXKET IPUBECTH K PAa3BUTHIO JIEKapCTBEHHOM 3aBUCHMOCTH. PuCK pasButHs
3aBUCHUMOCTH YBEJIMUMBACTCA y IAIMEHTOB, yV KOTOPBIX HMMeeTcs TeKyllee HeIllpaBHJIbHOE
IpUMEHEHHE, CBs3aHHOE € 3JI0yNOTpeOIeHHEM IICHXOAKTHBHBIMHM BEIIECTBAMU (BKJIIOYAS
3J0ynoTpeOyIeHHe aJIKOrOJIeM) MJIM PAacCTPOMCTBO IICHXMUYECKOIO 370pOBBsl (HaIpuUMep,
GOJIBIIOe JIETIPECCUBHOE PACCTPOUCTBO). 3a TAKUMHU MAIUCHTAMH PEKOMEH/IyeTCsl 00eceUnTh
JOTIOJIHUTEIIFHOS MEJUIIMHCKOES HaOII0JeHUE U YXO/I.

HeoGxouMo  TIIaTeJIbHO  OIGHMBAaTh  aHAMHe3 MalMeHTa, 4YToOBbl  3aUKCHPOBAThH
COIYTCTBYIOIIME JICKAapCTBEHHbIE IpelapaThl, B TOM WYHCNe, OTIycKaeMble 0Oe3 pelenTa,
HapyIIeHUs ICUXHUYECKOI0 3/JOPOBhS B aHAMHE3€ M B TeKyLIUM IepUOJ.

IIpu puuTesbHOM NPUMEHEHMH IIpeliapara y Mal[deHTa MOJXKET MOSBHUTHCA IOTPeOHOCTH B
VBEJIMYEHUHU J103bl IIpenapara, 4YToObl IOJIY4YUTh TOT JK€ YpPOBEHb KOHTPOJI O0JIeBOTO
CHH/IPOMA, YTO U N€PBOHAYAIBHO, TaK KaK IIAI[UEHT OLIEHHWBAET, YTO IPUHUMAaeMoe JISUCHHE
CTaHOBUTCSI MeHee >(pdekTUBHBIM. Takke MOKET BO3HMKHYTh HOTpeOHOCTH B NPUMEHEHHUH
JOTIOJTHUTEIBHBIX COMYTCTBYIONUX AaHAJIBI€TUKOB. DTH PU3HAKH MOTYT CBU/ETEJILCTBOBATH O
pa3BUTHH MpuBbIKaHMS. [lalMeHTy cieayeT pa3zbsCHUTh PUCKHM PA3BUTUSL TPUBBIKAHHS K
Ipenapary.

UpesmepHOe WM HENPaBWJILHOE IIPHMEHEHHE IIperapaTa MOJKET IIPHBECTH K IIEPEJO3UPOBKE
W/WIM cMepTH. BaxHo, 4ToObI MAllMeHTHI IPUHUMAIH [IpenapaT B TOYHO PeKOMEH0BAHHON UM
J103¢ ¥ HUKOMY He IlepelaBajiy Mpenapar i BO3MOKHOIO IIPUMEHEHUSI.

[TareHTHI JTOJDKHBI HAXOJMTHCS IOJ THIATEIbHBIM HaOJIOJEHHEM Bpada Ha IpeaMeT
IPU3HAKOB HETPABUILHOTO IPUMEHEHHUSI IIpeTiapaTa, 3JI0yoTpeOIeHUs WK 3aBUCUMOCTH.

HpHMeHeHHe AHAJIBICTUKOB  JOOJDKHO pPETYJECIpPHO IIEpeCMAaTpHUBATBLCA € TOYKH 3pPCHHUS
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KJIMHHYECKOM H606X0)_'[I/IMOCTI/I.

CI’IH! [POM KOTMCHbBID»

Ilepen HauajgoM TpPUMEHEHHs TpemapaTta Tpamagonl cieayeT OOCYIUTh ¢ TAlUCHTOM
CTPATETHUIO OTMEHBI WJIH NPEKpAISHUS IPUMEHEHHUS TIpeTapaTa.

CHHIpPOM «OTMEHBI» MO’KET BO3HUKHYThH IIPU PE3KOM IPEKpaleHHH Tepalluy WIH CHU)KEHUH
no3bl. Korpa mnammenty Oosbmie He TpeOyercsl JiedeHHMe, PEKOMEHIYETCSl IOCTEIIeHHOE
CHIDKEHHE JIO3BbI Tpemapata, JJIg TOro, 4ToObl CBECTH K MHHMMYMY Pa3BUTHE CHMIITOMOB
oTMeHbl. CHH)KEHHE BBICOKOH JI03BI MOJKET NMOTpeGOBaTh BPEMEHH OT HECKOJIBKUX HeNlelb JI0
HECKOJIBKUX MecsieB. CHHIPOM «OTMEHBD» OIHOWIHBIX AaHAJIBIETHKOB XapaKTepU3yeTCs
HEKOTOPBIMH HWJIM BCEMH TIPE/ICTABJICHHBIMH CHMIITOMAMHU: OSCIOKOHCTBO, CIIC30TCUCHHUE,
pHHOpES, 3eBOTA, MOTIUBOCTh, 03HOO, MHAJITHS, MUJIpHA3, cepareOueHne. MoryT pa3BUTHCS U
JApYTHe CUMIITOMBI: pa3pa’kUTeJIbHOCTD, BO3OY KACHHe, OeCIIOKOMCTBO, THIIEPKUHE3, TPEMOP,
¢1aboCcTh, GECCOHHMIIA, aHOPEKCHsI, CIIa3M B JKMBOTE, TOIIHOTA, PBOTA, JUapesi, MOBHIMICHUE
apTepUATBHOTO JIaBJICHUS, IOBBIMICHHE 4YAacTOThI JIBIXaHUSI MM YACTOThl CepACUHBIX
COKpAIl[eHUH.

Ecnu >xeHIMHBI IPUHUMAIOT 3TOT IpenapaT BO BpeMs OepeMeHHOCTH, €CTh PHCK Pa3BUTH
HEOHATaJIbHOTO aOCTHHEHTHOTO CHH/IpOMA.

IIpenapar Tpamanon He MOAXOAUT I JICUSHUs] NAIMEHTOB ¢ ONMUOUIHON 3aBUCHMOCTBIO.
HecmoTps Ha TO, 4TO TpaMajol SIBJIICTCSI aTOHUCTOM OIHOUIAHBIX PELeNITOPOB, OH HE MOJKET
NPUMEHSATHCS JUISI TOJABJICHUSI CHMIITOMOB OTMEHBI MOp(HUHA.

I'unepanresus

I'unepanresus MoxkeT ObITH AMArHOCTHPOBAHA Yy MAIMEHTa, Y KOTOPOTO IpH JUIMTEIBHOM
IIPUMEHEHHUH OTIMOM/THBIX aHAJIbI€TUKOB IIPUCYTCTBYET yCHIeHHe Gosiel. I unepanresus MoxxeT
Ka4eCTBEHHO M AHAaTOMHUYSCKH OTJIHYAThCS OT OOJM, CBSI3aHHOM ¢ IPOrpeccHpOBaHUEM
3a00JIeBaHMs, WIK YCUIIeHHEM OOJIH B pe3yJibTaTe IPUBBIKAHUS K Ipenapary.

Bonb, cBs3anHas ¢ runepaiaresued, oObIuHO ObiBaeT Oosiee Auddy3HOU, UYeM paHee
cyliecTBoBamas GoJib M €€ CI0KHO ONUCATh 0 KaUeCTBEHHBIM XapakTepucTHKaM. CHMIITOMBI
TUIIEePAINe3UH MOTYT HCUE3HYTh ¢ YMEHBIICHUEM 103l IIperaparta.

IIpu juTenbHOM NPUMEHEHUH IpenapaTa Tpamagoil BO3MOXEH PUCK CHH)KEHHUS YPOBHS
IIOJIOBBIX ~TOPMOHOB. B03MOXHO HeOJIaromnpusTHOe JIGKApCTBEHHOE  B3aUMOJCHCTBHE
TpaMa/oja ¢ aHTHACTPECCAaHTAMHU U TPOTHBOMUIPEHORHBIMH JICKAPCTBEHHBIMU CPeICTBAMHU,
4TO CONPOBOMKIASTCSI PUCKOM Ppa3BUTHUSA CEpOTOHHMHOBOTO CHHJApoMa (CM. pasjel
«Bzaumoe#icTBHe ¢ APYTUMH JICKAPCTBCHHBIMH CPEACTBAMEI ).

HpH nmpueme nperapara TpaMaIIOJ'[ BO3MOXKHO BO3HUKHOBCHHC PHCKa  pa3BUTHIL
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(NOCNEACBATENBEHOCTL 0001)

HaJIIOYeYHUKOBOM HEJOCTATOYHOCTH.

CYP2D6-onocpe/ToBAHHBIN MeTa0OIHU3M

ITockonbky MeTaGoNM3M Tpamajoiia OCYHMIECTBIISIETCS B IEUEHU ¢ ydacTHeM H3o(pepMeHTa
CYP2D6, To mpu HETOCTATOYHOCTH WM OTCYTCTBUU m3odepmenta CYP2D6 momydenwue
ajlekBaTHOTO 0Ge300MBatomero >¢gdexra HeBo3MOKHO. COrIacHO OleHKaM, IPpUMEpHO Yy 7 %
Ipe/JICTaBUTENICH €BPOIICONIHOM pachl MOXKeT HaOJII0JaThesl HETOCTaTOUYHOCTh M30(epMeHTa
CYP2D6. HampoTup, y MallHEHTOB C BBICOKOH aKTHBHOCTHIO MeTaboJW3Ma CYIECTBYET
IIOBBINIEHHBIM PUCK Pa3BUTHs HE)KeJIATEJIbHBIX SIBJICHUH ONMOMIHOM TOKCHYHOCTH JaXkKe IIpH
IpueMe B pPEKOMEHJIOBaHHBIX jo3aX. K oOmum cuMOToMaM ONHOUIHOM TOKCHYHOCTH
OTHOCSTCS: CIIYTAHHOCTh CO3HAHMSL, COHJIMBOCTD, IOBEPXHOCTHOE JIbIXaHUE, CY)KEHHE 3pAUKOB,
TOIIHOTA, PpBOTAa, 3allOp M OTCYTCTBHE ammeTuTa. B TOKeIbIX CilydasxX HaOI0aioTes
CHUMIITOMbI HEJAOCTATOUHOCTH KpOBOOOpANICHHWs] M YTHETCHHs [IbIXaHHs, KOTOpbIE MOTYT
HOCHTb YIPOXKAIOIHUH JKU3HH XapaKTep U B KpalHe PeAKHX CIIydasx NPHBOJUTH K JIETAJIBHOMY
ucxony. OrmeHka paclpOCTPaHEHHOCTH «OBICTPBIX» MeTaOOJIU3aTOPOB B PasIHUHBIX

MOMyJEINUAX IMTPUBECHA HUMKE:

[omysamus Pacnipoctpanennocts (%)
Adpukanupl/>puors 29 %

AdpoaMepHKaHIIbI 3,4%-6,5%

AnHaThl 1,2% -2 %

EBpomneiinpl 3,6%-6,5%

I'pexn 6,0 %

Benrpsi 1,9 %

CxaHIMHABbI 1%-2%

IlocneonepaliioHHOE IPUMEHEHUE V JIeTeH

[To nanHbIM, OTyOJIMKOBAHHBIM B JIMTEpATYpe, IPUMEHEHUE TPaMa/iojia B MOCISONepallHOHHOM
nepuoJie y AeTed ¢ CHHAPOMOM OOCTPYKTHBHOTO altHO? BO CHE IMOCJIC TOH3WUIPKTOMUU W/ HIH
AJICHOU/IPKTOMUHU TPUBOJAUIO K PA3BUTHIO PEJIKUX, HO YIPOKAIONMUX JKU3HHU HEIKEIATSIbHBIX
sieieHui. ClieyeT MPOSIBISITE 0COOYI0 OCTOPOIKHOCTL MPH NMPUMEHEHHUH TpaMasofia y JIeTeH
U1 KyTUpOBaHUSI OOJH B TIOCICOTICPAIIMOHHOM IEpHOJEe U OCYHISCTBIISITH TINATSIHHBIN
KOHTPOJIb CUMIITOMOB OITHOWTHONM TOKCUYHOCTH, BKJIFOYAs] YTHETEHUE JbIXaHUSL
eTH ¢ HapVIICHHOU DVHKITHEH ALIXAHMS
Tpamanon He peKOMeHIyeTCs ISl IPUMEHEHHUS V JIeTed TIpU HapylieHUH (YHKIUH JbIXaHUs,

BEKJIrOHast HEPBHO-MBIIICYHBIC paCCTPOﬁCTBa, TSDKCJIBIC 3a00JIeBaHHUA cepana N
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pecipaTopHbie 3a0oJieBaHUs, WH(PEKIHUU BPPXHHUX ': EQ&%@%EL%&‘T%%I%CﬁH%’ ‘%;gllﬁx,

MHOKCCTBCHHBIC TpaBMBI HWJIH 06LHHpHLIe XUPYPruiYeCKUC BMCIIATCIILCTBA. OTH (l)aKTopr
MOTYT YCHJIMBATh CHUMIITOMBI OHHOHIIHOﬁ TOKCHYHOCTH.

BcnoMoraTenLHbIe BelecTBA

[Ipenapar Tpamamoi cofep:KHUT JakTo3bl MOHOTH/paT. [lanenTam ¢ peako BeTpevaromeincs
HACJIS/ICTBEHHOW HEMEPEHOCUMOCTBIO TAJIaKTORbI, JS(PUIIMTOM JIAKTA3HI JONapel WK IJIH0K030-
raJIakTO3HOHN MaslbabcopOiiue He cieIyeT MPUHUMATh STOT MpeTapar.

IIpenapat Tpamanoi coaep:kuT KpacuTessb nyHIoBbIHM [IIonco 4 R] (E 124), koTopeiit MmoxeT
BBI3BATh AJUICPTHUUSCKUE PEAKITHH.

BiumsiHie Ha cocOGHOCTH YIIPABIATH TPAHCIIOPTHLIMHU CPeICTBAMM, MeXaHHU3MAMM

[Ipu mnpueme Tpamagona HEOOXOAUMO BO3JCPIKUBATHLCS OT VIPABJICHHUS TPAHCIIOPTHBIMHU
CPEeJCTBAMU M 3aHITHH TOTCHIIMAJIBLHO OIACHBIMH BHJIAMH JICATSIBHOCTH, TpeOYyIOMUMHU
MOBBINICHHOW KOHIICHTPAIIMM BHUMAHUSL U OBICTPOTHI ICUXOMOTOPHBIX peaKIlii, 0coOOeHHO TMpH
O/JTHOBPEMEHHOM TPUMEHEHHWH C JIDYTUMH IICUXOTPONHBIMHM Tmpemnapatamu. Jlaxke B
PEKOMEH/TYEMBIX [103aX TPamaJoJl MOYKET BbI3bIBATH COHJIUBOCTH, TOJOBOKPYKEHHE U JIPYTHE
HesKeJIaTeJIbHbIe JIEKapCTBEHHbIE peakmuu co crtopoHsl I[HC, B cBa3u ¢ yem Hapymaetcs
CIOCOOHOCTh  YIIPABJISATh TPAHCIIOPTHBIMU CPEJACTBAMM M 3aHUMATLCS JIPYTHUMH BHIAMHU
JeATSIPHOCTH, TpeOYIOMUMH  TOBBINMICHHOH  KOHIIGHTpPAIIMH BHHUMAaHHS M OBICTPOTHI
IICUXOMOTOPHBIX PEaKIIHUH.

dopma BbOIyCKaA

Kancymsr 100 mr.

ITo 10 xancys B KOHTYPHYIO STUSHKOBYIO YIAKOBKY W3 IUICHKH MOJIMBUHWIXJIOPUTHONU U (OJILIH
AJTIOMUHUCBOM IE€YaTHOM JIAKMPOBAHHOW WM THUOKOM YIAKOBKM Ha OCHOBE aJIFOMUHUEBOM
donbru. 1 WM 2 KOHTYpHBIE STUCHKOBBIC YIAKOBKH BMECTe ¢ MHCTPYKIMEH MO TMPUMEHEHHIO
mpernapara B HauKy U3 KapToHA.

Y ciioBus XpaHeHusn

B cooTBeTCcTBHM ¢ IpaBUJIaMU XpAHESHUS CUIIHLHO/ICHCTBYIONHUX BEIISCTB.

[Ipu Temnepatype He Bbilie 25 °C.

XPpaHUTh B HEJTOCTYITHOM JIJISI JIeTeH MecTe.

Cpok rogHocTH

2 roga. He npuMeHATH MOCIIe UCTEUSHHS CPOKA TOTHOCTH.

Y ciioBus oTIIyCcKa

OTIIyCKalOT O PEIENTY.

Hp OM3BOIUTEC/ID:
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DenepaabHOE FOCYIAPCTBEHHOE YHUTAPHOE TIPE nnpnmﬁglgﬁ(;gdg&ﬁﬁ‘g gﬁ%‘i’&ﬁlﬁﬁiﬁ‘é&%ﬂ»

ITpouszeodcmeo comosoii nexapcmeeHHol Qopmbi:

r. Mocksa, ys. HoBoxoxiioBekasi, 1. 25, crp. 2

Buinyckaowuii KOoHmpons xauecmea.

r. Mockea, yi. HoBoxoxioBekas, 1. 25, ctp. 1

Baagenenr perucTpalMioHHOTo YIOCTOBepPeHUs/HAMEHOBaHMeE, aJpec OpraHu3alMu,
TIPUHUMAOIIEI TIPeTeH3UH TOTPeOUTeJIs:

DenepanbHOE TOCY/IAPCTBEHHOS YHUTapHOE Ipeanpusitie « MockoBCKUH HTOKpUHHBIN 3aBO»
Poceuns, 109052, r. Mocksa, yi. HoBoxoxnoBckasi, 1. 25

Ten./dake: (495) 678-00-50/911-42-10

http://www.endopharm.ru
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