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| COTNACOBAHC
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HHCTPYKIIUA
IO MEIUITUHCKOMY TTPUMEHEHHIO JIEKAPCTBEHHOI'O ITPEITAPATA

TPAMAJIOJI
Peructpaunonnsiii Homep: P N001820/01
Toprosoe HanmeHnoBanue: Tpamanon
MexayHapoaHoe HeNATEHTOBAHHOE HAHMEHOBaHHe: Tpamanon
JlexapcTBeHHas popma: pacTBOp /Ul HHBEKLHI
Cocras: | M pacTBOpa COAEPIKUT OeliCMEYIoyee Geuecmeo: TpaMaaoiaa TuapoxIopus - S0 mr;
6CHOMO2AMENbHBLE Geujecmea: HaTpus aueTart - | Mr; Boza ayi1 uHbeKuui - 10 1 M.
Onucanne: npo3paynas OecLBETHAS KHAKOCTb.
®apmakoTepaneBTHYECKAas IPYNNA; aHAIBIE3HPYIOLIEE CPEACTBO CO CMEIaHHBIM MeXaHH3-
MoM JeiictBus. CniuCcOK CHIBHOAEHCTBYIOLIMX BELIECTB.
Kon ATX: N02AX02.
dapmako/I0rHyecKHe CBOHCTBA
DapmakoouHamuxa
Tpamanon - onmHOMAHBIH aHANBreTHK C LEHTPAIBHBIM MEXaHU3MOM JAeicTBus. SIBisercs Hece-
JIEKTHBHBIM TOJHBIM ArOHUCTOM |-, &- H K-ONHOMAHBIX PELeNnTOPOB ¢ OONBIINM CPOIACTBOM K
p-penentopam. BTopeIM MexaHW3MOM [JeHCTBHS TPamaznolia, yCHIMBAIOIIAM €ro aHallbreTHye-
CKOe NelCTBHE, ABIAKTCA MOAaBIeHHe 00paTHOIo 3aXBaTa HOpaJpeHaTMHA HeHPOHAMH H YCH-
7eHHe BHICBOOOKIEHHs CepoToHHHA. Tpamanon obnazaer NMPOTHBOKALUIEBBIM AedcTBHeM. B
OTAHYHE OT MOP(hHHA, B TEPANeBTUYECKHX 033X HE YTHETaeT AbIXaHHe U B MEeHbIIeH CTereHH
BJIMSAET Ha MOTOPUKY KHIIEUHHKa. BiusHue Ha cepledHO-COCYIHUCTYIO CHCTEMY BBIPaKeHO Clla-
60. AnanereTnyeckuii moTeHIMan Tpamagona cocrasiser 1/10 — 1/6 ot aktuBHOCTH MOpduHA.
Jlemu
B xnunnueckux uccrnenosaHusax ¢ ydactuem 6osiee 2000 nereit B BO3pacTHOI rpymre OT HOBO-
poxaeHHbIX 10 17 ner Obuin u3yyeHsbl 3QQeKTsl IHTEPATEHOTO U IAPEHTEPATBHOIO IIPUMEHEHHS
Tpamanona. [Tokasanus i nedenus 00, U3ydaeMble B JAHHBIX HCCIEJOBAHHAX, BKIIOYAIN
00b rocie XUPYPru4ecKoro BMenaTenscTea (mpenMyiecTBeHHO abIOMHUHAIBHYIO), TI0C/Ie XH-
pypruveckoil 3KCTpakuun 3yOOoB, BCIEICTBHE ITEPEIOMOB, 0KOTOB U TPAaBM, a TaKxke JAPyrue co-
CTOSIHMS, CONPOBOXkAaromuecs 00sbt0, Tpedyromue o0e30onuBaromel Tepanuy Ha NPOTLKEHHU
He MeHee 7 qHell.
[Toce 0HOKPATHOrO NPHMEHEHHS B J03aX A0 2 MI/KI MM MHOTOKPaTHOTO NPHMEHEHHA B J10-
3ax 10 8 Mr/kr B cyTku (MakcumansHo 400 Mr B CYTKH) OBUIO YCTAHOBIEHO, UTO 3 (PEKTHBHOCTH

1



Tpamajgoaa MpeBBIIaeT TAKOBYIO IUiaued0 M MpeBBIIAET WIH paBHA TAKOBOH Mapaueramona,
HanOyduHa, meTHIMHA MK HU3KOH 1036l MOpduHa. B npoBeneHHbIx uccnenoBaHusx Obina noa-
TBeprkieHa A dexTnBHOCTH Tpamanona. [Ipoduns Ge3onacHOCTH ObLT CXOAHBIM Y B3POCIBIX Ma-
LIMEHTOB M 1eTel cTapie | roga.

DapMaKoKuHemuKa

[Tocne BHYTPUMBIIEYHOTO BBEASHHs Tpamanon abcopOupyercs GBICTPO M MOJHOCTHIO, MAKCH-
MajlbHas KOHLEHTPALHs B MIa3Me KPOBH J0CTHraeTcs yepes 45 MunyT. buomocrynuocts Onuska
K 100 %. CeasbiBanne ¢ Genkamu muasmel KpoBr okomo 20 %. Tpamamon uMeer BBHICOKOE Cpoa-
cTBO K TKaHAM (Vap= 203 £ 40 n). [IpoHukaer yepe3 remarosHuedaTHIECKHI U MIALEHTAPHBIR
Oapbepsl. HesHaunTenbHble KonHyecTBa Tpamanona u ero O-1eMeTHIMPOBAHHOTO MPOU3BOIAHO-
ro (0,1 u 0,02 %, cOOTBETCTBEHHO) BBIAEIAOTCSA C TPYIAHBIM MOJIOKOM.

B merabonu3me Tpamanona npuanMaroT yuactre usopepmentsl CYP3A4 u CYP2D6, nonasie-
HHE 3THX H30()epPMEHTOB IPYrUMH BEIECTBAMI MOYKET BIMATH HA KOHLEHTPALMIO TPaMaaona u
ero akTHBHOTO MetaboyiuTa B KpoBH. [0 HACTOAIIEro BpeMEeHH KIMHHYECKH 3HAUYHMbIE B3aUMO-
JeACTBHS C APYTHMH JIeKAPCTBEHHBIMH CPEACTBAMH, ONOCPENOBAHHBIE 3THM MEXAHH3MOM, HE
BBIABJIEHBI,

Tpamanon u ero MeTabOIHTHL BHIBOAATCS NMPEUMYLIECTBEHHO MOYKAMH, CPEAHHH KYMYJIATHBHBIH
NoKa3aTenb MoYevyHoro BbiBeneHus - 90 %.

Ilepuon nomyseiBenenus Tpamanona (T12) cocTaBnser npHOIM3UTENBHO 6 YaCOB BHE 3aBHCHMO-
CTH OT IyTH BBeJeHHs. Y nauueHtoB crapie 75 net Ti, Moxer ObITh yBenuueH B 1/4 pasa, npu
uuppo3se nedeHy — 10 13,3 £ 4,9 yaca (tpamagon), 18,5 + 9,4 vaca (O-gemeTunrpamaznon), B T-
JKeNBIX ciiyyasx — 22,3 yaca u 36 4acoB COOTBETCTBEHHO.

T12 npH NMOYEYHOM HEAOCTATOYHOCTH (KIMPEHC KpeaTHHHHA MeHee 5 mu/muH) — 11 + 3,2 yaca
(rpamagon), 16,9 + 3 yaca (O-zemerunTpamanon), B TsoKenbIx ciydasx — 19,5 yaca n 43,2 yaca
COOTBETCTBEHHO.

B neyenn meraGomusupyerca nyrem N- u O-geMeTHIHPOBAHUS C NOCHEAYIOMIEH KOHBIOralHeH
¢ rmokypoHoBo# kucnotoil. Toneko O-gemeruntpamazon obnanaer (GapMakOJIOrHYECKOH aK-
THBHOCTBIO. CyYILLIECTBYIOT 3HAYHTE/IbHBIE MHOMBUAYAIbHEIE PA3INYHA B KOHIEHTPALUH OPYTHX
metabonutoB. B Moue obHapyskeHs! 11 MeTabonuToB Tpamanona.

B TepaneBTHYECKHX 033X Tpamajuoj obsajgaer JTHHEeHHBIM (JapMaKOKHHETHYECKHM NPOdHIIeM.
CooTHOLIEHHE KOHUEHTPAUHH TPaMajaosia B CHIBOPOTKE KPOBM M aHalmbreTHueckoro s¢dexra
ABIISETCS 10303aBHCHMBIM, BADLHPYIOLIMM Y OTAEIbHBIX HHANBHAOB. KOHUEHTpauus TpaManona
B ceiBOpoTKe KpoBu 100-300 ur/mu 00b1uHO 3¢ dexTHBHA.

Jlemu

Beuio ycranosneHo, uto ¢apmakokuHeTHka Tpamazona u O-IeMeTwiTpamManona nociae OaHoO-

KPaTHOTO M MHOTOKPATHOTO IMpHEMa BHYTPh Y MALMEHTOB B BO3pacTe OT 1 10 16 ner B uenom
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OBLIa CXOIHOM C TAKOBOMH Y B3POCIBIX MPH KOPPEKLIMH A036I HA OCHOBAHHH MAaCChI TeJa, HO HMe-
er Oomee BBICOKYIO MEKHMHIMBHIYAIbHYIO BapuadenbHOCTh y gereil miaame 8 jer. dapmako-
KuHeTHKa Tpamanona u O-memermaTpamanona y nereil muagwme | roga Obiia usydeHa, HO HE
NOJIHOCTBH) OXAPaKTepH30BaHa. JlaHHbIE HCCIIEOBAaHMI, MOJYYEHHbIE C YYaCTHEM YKa3aHHOM
BO3PACTHOM IPYNIBI, MOKA3bIBAIOT, YTO CKOPOCTh 00pazoBanus O-geMeTHITpamManona nocpes-
crBoM m3odepmenta CYP2D6 mocTeneHHO NMOBBILAETCS Yy HOBOPOKAEHHBIX, M ITPEIIIONONKH-
TEIBbHO JOCTHUIaeT B3POC/bIX ypoBHeil akTuBHOCTH u3odepmenta CYP2D6 k | romy. Kpome To-
ro, He3PEeJOCTh CHCTEM IIIOKOPOHHPOBAHHUS H (YHKIHMH TOUEK MOKET MPHBECTH K 3aMeIJIEHHIO
BBIBEJIEHHs W HakoreHnio O-aemernnitpamanona y aeteii Mnaawe | roga.

ITokazaHus K NpHMeHEeHHI0

- Jleyenune Gonu cpenHeli ¥ BEICOKOH HHTEHCHBHOCTH.

IIpoTuBONOKA3AHUSA

- MOBBILIEHHAA YYBCTBUTE/IBHOCTD K TPAaMaaoly M J1000My U3 KOMIIOHEHTOB Mpernapara;

- 0OCTpasad MHTOKCHKaLHA aJIKOI'OJIEM, CHOTBOPHBIMH Ipe€naparaMH, aHaJIBI€THKaAMH, ONMHOHOa-
MM HJIM JPYTHMH TICHXOTPOITHBIMU CPEJICTBAMH;

- OJHOBpEMEHHOe NpHMeHeHHe Tpamazoya ¢ uHruburTopamu MoHoamuHOkcugasel (MAO), a
TaKKe B TeueHue |4 aHell mociie OKOHUaHHA HX MPHEMa;

- TNpPUMEHEHHEe TPaMaJ0ja B KayecTBe Mpenapara Ajs JiedeHHs CHHIPOMAa «OTMEeHbI» HAPKOTH-
KOB;

- DIUJIENCHs, He NOAJAIOIIAACS aIeKBATHOMY MEIUKaMEHTO3HOMY KOHTPOJIIO;

- OepeMeHHOCTE;

- B NIEPHOA IPYOHOr0 BCKAPMIIMBAHUA Npenapar MOXKET OBITh HAa3HAYEH TOJNBKO IO YKH3HEH-
HBIM NoKazaHusaM. B ciryyae 0qHOKpaTHOTO MpHema npenapara HeT HeOOXO0JUMOCTH B IpepbiBa-
HHHU KOPMIIEHH IPYIbIO;

- JeTckuii Bo3pacT jno | roxa.

C 0cTOpPOKHOCTEIO

Tpamanon cneayer npHMEHATH ¢ OCTOPOKHOCTBIO:

- Y HNauHEHTOB C OHI/IOH,E[HOﬁ 3aBHCHMOCTBIO;

- TIpH 4epenmHO-MO3TOBOH TpaBMe, y IMALHEHTOB B COCTOAHHMH IIOKA, Yy MallMEHTOB C Hapylle-
HUAMH CO3HaHHMA HESICHOTO reHe3a, y NMAaLMEHTOB C PacCTPOMCTBAMHM ABIXaHHMA M HAPYIIEHHEM
ACATEIPHOCTH ABIXATEJIBHOTO LEHTPA, NPH IMOBBIIUEHHOM BHYTPHYEPEITHOM JABJICHHH,

-y NAIMEHTOB C YCTAHOBJIEHHOH TAKENON HENepeHOCHMOCTBI) ONMMOMIOB a/UIEPrUYecKoro 1
HeaJlIePrH4eCcKoro reHesa;

- TPH SMHJIETICHH, MOJAAOIIENCs aIeKBaTHOMY MeIHKaMEHTO3HOMY KOHTPOJIIO, MO0 Yy mauu-
€HTOB, NMOABEPKEHHBIX PA3BHTHIO CYAOPOr, TpaMaaol MOJKET NMPUMEHATBCA TOJIBKO IO KHU3HEH-

HBIM MMOKa3aHuAM (cM. paszen «Ocobble yKazaHHm»);



- Y TAUHEHTOB CO CKJIOHHOCTBIO K 3/10YMOTpeO/IeHHI0 JIeKAPCTBEHHBIMH IpernapaTaMi HIH
HAPKOTHYECKOH 3aBMCHMOCTBIO JIeYeHHe TPaMal0IoM J0/DKHO HPOBOJUTECS KOPOTKHMH Kypca-
MH H 10/ MEIHLIMHCKUM KOHTposeM (cM. pasaen «Ocobbie ykazauus»).

Ilppumenenne npu 6epeMEHHOCTH H B MEPHOA MPYAHOI0 BCKAPMJ/IHBAHHS

bepemennocms

Hccnenopanus Ha AKMBOTHBIX MOKA3aJM, YTO B OY€Hb BBHICOKMX J03aX TPaMazoJl BIMSAET Ha pas-
BUTHE BHYTPEHHUX OPraHOB, OCCH()UKALMIO U HEOHATATBHYI CMEPTHOCTh. TpaMaon mpoHHKa-
€T 4epe3 MiaueHTapHbli Oapeep. YOeOuTeNbHBIX 10Ka3aTeNbCTB 0€30MacHOCTH NPUMEHEeHUS
TpaMajaona BO Bpems OSpeMEeHHOCTH y 4elOBeKa He MOJYYeHO, MO3TOMY TPaMaios He CIeXyeT
NPUMEHATL BO BpeMs OepeMeHHOCTH. [|uTensHOe MpUMeHeHHe TpaMaaoiia BO BpeMsa OGepeMeH-
HOCTH MOYKET ITPHBECTH K PA3BHTHIO CHMIITOMOB «OTMEHBI» Y HOBOPOXKIEHHOTO.

[Ipumenenue Tpamanona HermoCpeICTBEHHO Iepej WK B NepHoJ POJOB He BIMAET HAa COKPATH-
MOCTh MAaTKH BO BpeMsi pOAOB. Y HOBOPO’KIEHHBIX TPAMAAOJI MOXKET BBI3BIBATH H3MEHEHHE 4a-
CTOTBI JBIXaHHS, YTO OOBIYHO He ABJIAETCS KIHHHYECKH 3HAYMMBIM.

[Tepuoo apyonoeo éckapmiueanus

Okono 0,1 % no3sl TpaMamona, BBEAEHHON MaTepH, BHIBOAHUTCS C MOJIOKOM BO BpeMs KOpMIIe-
HHA TPyasro. TpaManon He cieayeT NPUMEHATh BO BpeMs rpyaHoro Bckapmnusanus. [Tocne on-
HOKPaTHOTO NPUMEHEeHHs Tpamanona OoObMHO HeT HeoOXOAMMOCTH B NpepbIBAHUH TPYAHOTO
BCKapMJIMBaHHA.

Depmunvrocme

HccnenoBanus Ha )KHBOTHBIX M MOCTPErHCTPAllMOHHBIE HAOMIOAEHHS He BBISBUIIM BIHSIHHSA Tpa-
Majiona Ha (PepTHIBHOCTS.

Cnioco® npuMeHeHHS H 103bI

[lpenapatr Tpamanon, pacTBop ans uHbekuuil, 50 Mr/Mia npenHasHayeH A BHYTPHBEHHOTO
CTPYHHOrO, BHYTPHMBILIEYHOIO, MOJKOKHOTO U BHYTPHBEHHOTO KalellbHOTO BBeAeHHdA. BHyT-
pUBEHHOE BBeIeHHe PacTBOpa A1 HHBEKLHIl OCYILeCTBIsSETCS CTPYITHO MEUIEHHO WIN Kamellb-
HO TI0CJIe pa3BeJeHHs B pacTBOpe AN HHbeKUuil. MeTonuka mpUroToBIeHHs pacTBOpa Ui HHb-
exuuii onncaxa B noapaszaene «Pacuer odbema pacTBopa 11 HHBEKIHI.

[IpumeHsieMble 10361 3aBHCAT OT CTENEHH BHIPAKEHHOCTH 00/I€BOr0 CHHAPOMA M WHAMBUIYallb-
HO#l 4yBCTBUTEIBHOCTH nanuenTa. Heo6xomumo moabupate MUHAMATEHYIO 3G dEKTUBHYIO 103y
npenapata Tpamanon. Ilpn nedeHun XpoHHYECKOro OONEBOr0 CHHAPOMA CIEAYET MPHUIAEPIKH-
BATHCSA ONpPENeNeHHOro rpadguka BBeAEeHH NPenapara.

Bspocivie u noopocmku cmapwe 12 nem: pasoBas go3a A OOHOKPAaTHOrO BBEIEHHA
50 - 100 mr tpamamona (1 - 2 mu pacteopa msa unbekuuit). Ecnn yepes 30 - 60 munyT nocie
MEPBOro BBEIEHHS HE HACTYMHJIA YIOBIETBOPHTENbHAS aHANBIe3Us, MOBTOPHO MOMKET OBITh

nasnaueno 50 mr (1 mu) tpamazona. Ilpu cunbHOI 6OMM B KaUeCTBE HAYATBHOMN 10351 PEKOMEH-
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ayerca eeaenne 100 mr (2 mn) Tpamazona. B 3aBHCHMOCTH OT HHTEHCHBHOCTH 0OJIEBOTO CHH-
ApOMa, aHAIbreTHYEeCKoe JeHCTBUE Tpamajona miutes 4 - 8 yacos. B mocieonepauroHHOM re-
pHOAe BO3MOMKHO KPaTKOBPEMEHHOE NPHMEHEHHe TPaMajaoia B J03aX, MPEeBBIUAIOIIHX YKa3aH-
Hble. MakcuManeHas cyTouHas 103a Tpamaznoia He JoJbKHa npeebimate 400 Mr. 3a HCKIIIOUEHH-
€M HEKOTOPBIX KJIMHHYECKHX CIy4aeB (Harmpumep, npu JeyeHuH 6OIeBOro CHHAPOMA Y OHKOJIO-
THYECKHX OOJIBHBIX U B [IOC/IEONEPALHOHHOM MIEPHOIE).
Jlemu 6 6ospacme om 1 0o 12 nem: npenapar Tpamanon, pacTBOp A HHBEKLHIA HA3HAYAETCS B
pa3oBoii no3e u3 pacuera | - 2 mr/kr maccer Tena peberka. HeoGxoaumo nmoabupars MHHHMATB-
Hy!0 2¢dexTnBHyI0 103y. CyMMapHas CyTouHas 703a TPaMano/ia He JI0XKHA MPEeBbIaTh 8 MI/Kr
Macchl Tena peGenka uinu He Gonee 400 Mr B CyTKH, pacyeT MPOBOAMTCS 10 HAMMEHbLIEMY 3Ha-
YEHHHO.
Ocobbie cpynnvl nayuenmos
Tayuenmuor noxcunozo eospacma
Y nanueHTOB MOXKHIOTO Bo3pacTta (10 75 neT), He MMEKIIMX KIMHHYECKH BBIPAXKEHHOH mede-
HOYHOH WJIH IMOYEYHOH HeIOCTATOYHOCTH, KOPPEKUHH 1035l 00bIMHO He Tpebyercd. Y nauueH-
TOB CTapie 75 JeT BeIBeIeHHE NperapaTa MoxkeT ObITh 3amMemneHo. [loatomy, npu HeobxoauMo-
CTH, YBeTHYHBAIOT HHTEPBAJ B HA3HAYEHHH IIPEnapara B COOTBETCTBHH C 0COO@HHOCTAMH MalH-
eHTa.
Hayuenmer ¢ novyeyHol HeAOCMAMOYHOCMBIO UMY HA QUANU3E U NAYUEHMbL ¢ NEYEeHOYHOU Heoo-
CMAamo4YHOCMbIO .
[Ipu Hapymenun GyHKUNH MOYEK W/HIN MeYeHH BBIBEJCHHE TPaMaaonia H3 OPraHu3Ma 3aMejuie-
HO. [Ipn HEOOXO0IMMOCTH HHTEPBAT MEXK Iy MPHEMaMH TPenapara A0/KeH ObITh YBEITHYEH.
Pacuem obvema pacmeopa 018 uHveKy Uil

1. Jlnsa pacuera mosHO# 10361 Tpamanona (Mr) Tpedyertcs: Macca Tena (Kr) X go3a (Mr/kr).

2. O6wem (M) pa3baBIeHHOrO PacTBOPa Ul BBEAEHHs PACCYMTBHIBAIOT CIEAYIOLIMM 00pa-

30M: JIeIAT MONHYIO 103y (MI) Ha COOTBETCTBYIOLLYIO KOHIIEHTPALHIO Pa3BeIeHHOro pac-

TBOpaA (Mr/MJ1, CM. TAaOIHILY HHXKE).

[Tpenapat Tpamanon 50 Mr
(50 Mr/mn — 1 mir) pactBop
JUIA MHBEKLHH + nobasneH-

[Ipenapat Tpamanon
100 mr (50 mr/mm — 2 M)
pacTBOp A1 HHBEKUMH +

Konnenrpauus pazbas-
JIEHHOT'O PacTBOpa 1
HUHBEKLMI (MI TpamMamo-

HBIIl pacTBOPHUTENH no0aBeHHBIH pacTBOPH- na/mn)
Telb
Il Mo+ 1 Mn 2 M+ 2 mn 25,0 mr/mn
1l M1+ 2 M 2 M+ 4 M 16,7 mMr/mn
1 M+ 3 M 2 M+ 6 M 12,5 mr/Mn
1 mn+4 Mmn 2 M+ 8 mn 10,0 mr/mn




I MI+5 mn 2ma+ 10 ma 8,3 Mr/mi
1 M+ 6 Mn 2w+ 12 M 7,1 mMr/mn
1 M+ 7 M 2mi+ 14 M 6,3 Mr/mn
1 Mo+ 8 M 2mn+ 16 M 5,6 Mr/mi
1 M +9 mn 2w+ 18 mn 5,0 Mr/mi

B cootsercTBuM ¢ pacueToM pa30aBbTe COAEPKMMOE aMmynbl N0GABIEHHEM PaCTBOPHTEI,
CMeLIaiiTe W BBEIMTE PACCUMTAHHBIH OOBEM IOTOBOrO PacTBOpa. Y THIH3MDYHTE HEHCIIOIb30-
BAHHBIN OCTaTOK PAaCTBOPA A/l HHBEKIHIA.

IIpooonscumensnocms mepanuu

Tpamanon vu npu KakuX 00CTOATENBCTBAX HE HNOJ/UKEH NPHMEHATHCA JOJbIUE, YeM TO Heo0Xo-
anmo. Tpu anuTensHOM NpHMeHeHHH TPaMaaona, 00yCIOBIEHHOM HHTEHCHBHOCTBIO MITH ITHO-
norueit 601eBOro CHHAPOMA, HeOOXOIUM NEePHOIHYECKHI KOHTPOMB (ec/Hn HeoOX0auMOo ¢ mepe-
pbIBAMM B NpHEMeE TpernapaTa) Ui OnpeaelieHuss HeoOOX0MHMOCTH NalbHENIIel Tepanui | Om-
THMH3AIMH PeKHUMA T03HPOBAHMUS.

IToGounoe aeiicTBue

Hanbonee vacTeiMu no6ounsiMu 3 pekTamMi ABISIOTCA TOLIHOTA H FOJIOBOKPYKEHHE, OTMEUEH-
Hble 6onee, yeM y 10 % nauueHToB.

Knaccuduxaums yacte! pazsutis nobounsix 3¢ dexros Beemupuoit Opranusanuu 3apasooxpa-
nenusa (BO3): ouens wacto (= 1/10); wacro (=1/100 <1/10); Heuacto (>1/1000 <1/100); pemko
(=1/10000, <1/1000); ouens peaxo (<1/10000); yacToTa HEM3BECTHA: HE MOKET OBITH Onpenene-
Ha HA OCHOBAaHHH MMEIOLHMXCS JAHHBIX .

Hapywenus co cmoponut cepoya:

HEYAaCTO: BIMAHHE HAa CepAeYHO-COCYIUCTYIO perynsauuio (OLyuenne cepaueOnenns, Taxukap-
nus). Oti nobouHble 3 (HEeKTH B OCHOBHOM HAOJIIOJAIOTCS [PH BHYTPUBEHHOM BBEJEHHH Ipe-
napaTa Wi NpH 3HAYHTENbHBIX QHU3HYECKHX HArPY3KaX;

penxo: Opaagukapaus.

Hapywenus co cmoponwl cocydos:

HEYaCcTO: BIMAHME HA CEPAEYHO-COCYIHCTYIO PEryIsAlui0 (OpTOCTaTHYeCKas THIOTEH3HA WIH
koyutanc). It nodounsle 3QQexThl B OCHOBHOM HaOIIOAAKOTCS MPH BHYTPUBEHHOM BBEIEHHH
npernapaTa MiIH MPH 3HAYHTEIbHBIX (PH3HYECKUX HArpy3Kax;

PEKO: NMOBLIIEHHE APTEPHATBHOTO TABICHHS.

Hapywenus co cmoporvl 0bmena seuyecms u RUManus:

peaKo: H3MEHEeHHS aNMeTuTa;

4aCTa HEM3BECTHA: THITOTIIHKEMHSL.

Hapywenus co cmoponst ObixamenbHot CUCMEMbl, OP2aHO8 2PYOHOL KIemKU U CPEOOCMEHUA.



PeZKO: YTHEeTeHHe JAbIXaHHUs, ONBIILIKA.

[Ipu 3HAUMTEILHOM TIPEBBIIEHHH PEKOMEHIyEMBIX 103 C OAHOBPEMEHHBIM MPUMEHEHHE IPYTHX
Mpenaparos, YrHETAKIIMX LEeHTpalbHy0 HepBHYIO cucTemy (LIHC), BO3MOKHO yrHeTeHHe Obl-
XaHHA.

Beuo  otmeueHo yxynmmieHHe COCTOSHHA NpH OpPOHXHANBHOH acTMe, OJHAKO TPUYHHHO-
CIEZICTBEHHOH CBS3M C NPHMEHEHHEM Mpenapara yCTAHOBIEHO He OBLIO.

Hapywenus co cmoponul nepeHoti cucmemoi:

OYeHb YacTO: FOJIOBOKPYKEHHE;

4acTo: roJIoBHast 00JIb, COHIIHBOCTS;

PeIKO: pacCTPOMCTBA peuH, MapecTesns, TPeMOop, AMIIeNTHHOPMHbIE NPHITAAKH, HENPOH3BOJIb-
HbI€ MBILIEYHBIE COKPALIEHH, HAPYLIEHHEe KOOPAUHALIMH, 0OMOPOK.

OnunentudopMHbIe MPUMAJKH BO3MOXKHBI 10C/I€ IPHMEHEHHS BRICOKHX 03 TPAMa/I01a HIIH TIPH
OIHOBPEMEHHOM IPHUMEHEHHH C MpernapaTamu, MOHHXKAIOIHMH MOPOT CYJOPOXKHOH TOTOBHO-
CTH.

Hapywenus ncuxuxu:

PelKo: ra/UIOIMHALMH, CITyTAHHOCTh CO3HAHMA, HAPYILIEHHS CHA, TPEBOTa, NENTHUPHI M HOYHBIE
kommapsl. [Tocie npuMeHeHus TpaMazona BO3MOXKHEI pa3inuHble peako Habmomaemsie HP co
CTOPOHBI IICHXUKHU (B 3aBHCHMOCTH OT JJMYHOCTHBIX OCOOEHHOCTEN MaluneHTa ¥ MPOJOIIKHTEb-
HocTH neveHus). Oti HP Bkmrouaior u3MeHeHus HacTpoeHus (0ObYHO 3H(BOpHsA, HHOTIA THC-
(opus), H3MeHeHHs aKTHBHOCTH (0OBIYHO CHIDKEHHE, HHOT/IA MOBBILIEHHE), HAPYLIEHHE KOTHH-
THBHBIX (DYHKUHII U BOCTIpUATHA (HanpuMep, poLEece NMPHHATHS PeLieHHii, pacCTPONHCTBAa BOC-
npuATHs). BO3MOKHO pa3BHTHE JIEKAPCTBEHHOH 3aBHCHMOCTH. BO3MOKHBIE CUMIITOMBI «OTMe-
HBI» AHAJIOTHYHBI CHMIITOMAM «OTMEHbI» ONMOUJIOB: AKHUTALMs, TPEBOra, HEPBO3HOCTb, HapY-
IIEHHUs CHA, THIIEPKHHE3US, TPDEMODP H CHUMIITOMBI CO CTOPOHBI JKeNyI04YHO-KHIIEYHOr 0 TPAKTa.
Jpyrue CHMNTOMBI, OYEHb PEIKO BCTPEYAIOINHEC NPH OTMEHe TPaMazaoiia, BKIKYAKT: NaHHue-
CKHE€ aTaKH, TAKEIYI TPEeBOry, Fa/UTIOLMHALMH, ITapecTe3uy, UIyM B YIIaX W Jpyrue KpaiHe
penkue cuMnTombl co croponsl [JTHC (3aMewarensCTBo, ra/ullONMHALNH, JeNepcoHaTH3aLHIo,
Iepeann3aLuio, NapaHoiio).

Hapywenus co cmopounvt opeana 3penus:

penko: MHO3, MUIPHA3, 3aTYMAHEHHOE 3pPEeHHe.

Hapywienua co cmoponvl Heeny00dHo-KueHHo20 mpakma.:

O4€Hb 4aCTO. TOLIHOTA,

4acTo: 3ar0p, CyXOCTh CIIM3UCTOI 000I0UKH MOJIOCTH PTa, PBOTA;

HEYacCTO. PBOTHBIC MO3BIBEL, YYBCTBO TAXKECTH B JMMHUTaCTPpHH, METCOPH3M, aHapes.

Hapyuienus co cmopoHbl KOXCU U NOOKOMCHLIX MKAHET:

4acCTO:. NOBBIIIEHHOEC ITOTOOTACIICHHUE,



HEYaCTO: KOJKHBIE PeakunH (HarmpumMep, KOXKHbIH 3y, 3pUTeMa, KParuBHULA).

Hapywenus co cmoponvl ckeaemno-muitueyHot i COCOUHUMENbHOT MKAHIL

PelKo: MbIeYHas ¢1aboCTs.

Hapywenusa co cmoponsl nevenu u Heenyesuieoosyux nymeii;

B ornenpHpIX crydasx OTMeYanoch IOBBILEHHE aKTHBHOCTH (PePMEHTOB MEYEHH, MO0 BPEMEHH
COBIaZaBILIEe C Tepanuei TpaMaIoIoM.

Hapywenus co cmoponvt nouek u Moueguigo0suux nymeii:

penKo: HApYLIEHNs MOYEHCITYCKaHHA (JH3ypUs U 3a1epP/KKa MOYH ).

Hapywenus co cmoponvt ummyHHOT cucmemi

PEAKO: aiIepruyeckue peakuuu (oaplmka, OpOHXOCMasM, CBUCTALLEE ABIXaHHE, AHTHOHEBPOTH-
4eCKHH 0TeK) H aHa(HITaKCHA.

Obwue paccmpoticmea u HapyUeHus 8 MECIE 66EOEHUA.

4acTo: YTOMJIIEMOCTb.

Ecnn BosHukmM ykasanuslie B MHCTpYyKUHH HP, nnu 3amedensr npyrue HP, He ykazaHHbIe B MH-
CTPYKUHH, cOOOIHTE 06 3TOM Bpauy.

ITepeno3npoBka

IIpu nepenosupoBke Tpamanoia ClIeAyeT OKHIATH CHMIITOMBI, XapaKTepHbIE IS HAPKOTHYE-
CKHMX aHAIbIE€THKOB.

Cuvnmomvi: MHO3, PBOTA, KOJLIAIC, PACCTPONCTBA CO3HAHMSA BIUIOTh 0 KOMBI, CYAOPOTH, yrHe-
TEHHE JBIXATeIbHOrO LeHTPa A0 Mapanuya AbIXaHuUs.
Jleuenue: obecriedeHne MPOXOAMMOCTH AbIXaTeNbHBIX myTeil. [lomnepikanue AbIXaHUA U 1es-
TEILHOCTH CEPAEYHO-COCYAHCTON CHCTEMBI B 3aBHCHMOCTH OT CUMIITOMATHKH.

ITpu napymesny apIxaHus BBOAUTCS HanokcoH. [Ipu cymoporax cienyer BHYTPUBEHHO BBOAHTH
nuasenam. Ilpu nepenosmpoBke npenapara B JIeKaPCTBEHHBIX (OPMax Aas MpUEeMa BHYTPb
Heo0X0MMO NPOBECTH NMPOMBIBAHHE XKeTyJKa H Ha3HAYHTh aKTHBUPOBAHHBIN yTOIIb B TEUEHHH
NePBLIX JBYX 4acOB nocne nepeno3nposku. [Tocrne nmpuema ocobeHHO 00MBLINX 103 Mpenapara B
Kancynax, yJajleHHe COAepAKUMOro Kenyaka MokeT ObITh 3 dexTuBHO 1 B Gonee no3aHue cpo-
k. I'emoananus u remopuisTpanusa Mano3GdexTHBHEI NPH MepeI0o3HPOBKe.

B3aumopneficTBHe ¢ APYTHMH J1eKaPCTBEHHBIMH CPeACTBAMH

Tpamanon B Buze pacTBopa s HHBEKUHH (apMaleBTHYECKH HECOBMECTHM C UHBEKIHOHHBIMH
pacTBopamu aukinodenaka, nHIOMeTaunHa, Genunbyra3zona, nuasenama, QuyHHUTpas3enama, MH-
Iia301aMa, HUTPOTTHLIEPHHA.

Tpamanon Henb3sa NMPUMEHATH OTHOBPEMEHHO WIH B Te4eHMH 14 nHel nociae OTMEHB! HHTHOMTO-
poB MAO. V nanueHnToB, nomy4yaBmux jseuenue uHruburopamu MAO B Teuennn 14 guein mo
Hayasna MpUMeHeHHs ONMHOWIHOIrO aHAIbreTHKA MeTHAHHA, ObUIM OTMEeUeHbl YTPOKAIOLINe K13~

HH JIEKAPCTBEHHBIE B3aUMOJEHCTBH, Npossistommecs cumnromamu co croponst ITHC, nprxa-
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TEbHOH M CepAEeYHO-COCYAHCTON CHCTeM. AHAJIOrHYHBbIE B3aMMOAEHCTBHA C MHIHOMTOpaMM
MAO B03MOHEI H TIPH MPUMEHEHHH TPAMAJI0JIa.

OnHoBpeMeHHOE TpHMEHEHHEe TpaMajoja M BEWIEeCTB, MojaBnswux aesrensHocts L[HC,
BKJIHOYas alKOTr0JIb, MOTYT YCHJIHTh 10OOYHbBIE PEAKLIHK CO CTOPOHBI LEHTPAILHOMH HEPBHOMN CH-
CTEMBI.

OTMmeueHO, 4TO NPH OJHOBPEMEHHOM WJIH MPeIIeCTBYIOIEM IPUMEHEHNH IMMETHIHHA (WHTH-
OHTOpPAa MUKPOCOMATBHBIX (PEPMEHTOB IE€UEHH) KIMHHYECKH 3HAUMMbIE B3aHMOJEHCTBHA MaJo-
BEPOSATHEI.

OnHoBpeMeHHOE WM TpeamecTBYIOUIHe MpPHMeHeHHe kapOamaszenuHa (MHAYKTOpa MHKPOCO-
MalbHbIX (PEPMEHTOB NE4YEHH) MOXKET CHU3HTh aHadbreTHyeckui 3¢dext Tpamagoma u Cokpa-
THTb BpeMs ero AeicTBHsI.

Tpamazon MoXkeT BBI3BIBATH CYJOPOrH M YCHJIHBATH NEeHCTBUE CEIeKTHBHBIX MHrHOMTODPOB 00-
patnoro 3axpara ceporonnHa (CHO3C), narubutopos o6paTHOro 3axBara CEPOTOHHHA H HOpa-
npenanuHa (MO3CH), TpHIMKINYECKHX aHTHAENPECCAHTOB, HEHPOJENTHKOB H JPYrHX Ipemna-
paToB, MOHMKAKOLIMX MOPOr CYAOPOXKHOMH roTOBHOCTH (Hanmpumep, OynponMoH, MUPTA3alHH),
TakuM 00pa3oM, NPHBOJS K Pa3BHTHIO CYIOPOT.

OnHoBpeMeHHOe NpPUMEHEHHe TPamazoiia ¢ JPYrHMH CePOTOHMHEepPrHYyecKMMH IperapaTamH,
takuM kak CHO3C, MO3CH, unruburopst MAO, TpHUMKIHYECKHE AHTHEIIPECCAHTBI U MHPTA-
3alHMH MO’KeT NMPHBECTH K Pa3sBHUTHIO CEPOTOHHHOBOTO CHHApPOMA. BepoATHOCTE pa3BUTHSA cepo-
TOHMHOBOIO CHHJIPOMA CYLIECTBYeT, Korjaa HaOnronaercss OJUH M3 HHKeNepedHCIeHHBIX CHH-
IPOMOB/CHMITTOMOB:

- CIIOHTAHHBIH MBIIEYHBIH KJIOHYC,

- HHAYUUPYEeMBIH WJIH TIa3HOH MHOKIIOHYC € BO30Y:KIEHHEM HJIH TOBBILIEHHBIM ITOTOOTAEIEHH-
eM;

- TpeMOp M THIeppedIeKCHs;

- TUMEPTOHHS, NOBbILEHHE Temrepatypsl Tena > 38 © C M MHAyUMPYEeMBIH HIH TIa3HOH
MHOKJIOHYC.

OTMeHa CepOTOHHHEPTHYECKHX MPENapaToB BEI3bIBAET OBICTPOE HCUE3HOBEHHE CHMIITOMOB. He-
obxomuMas TepanHs ONpeNenseTcs KIMHMYeCKOH KApTMHOH W BBIPAKEHHOCTBI) CHMIITOMOB.
IIpy 0ZIHOBPeMEHHOM MPMMEHEHHH TPaMajoia i KyMapHHOBBIX MPOM3BOJHBIX (Hampumep, Bap-
dbaprHa) He0OX0OAMMO OCYIIECTBIATh TINATENbHOE HAOMIOAEeHHE 33 NALMeHTaMH, TaK KaK y He-
KOTOPBIX M3 HHX OTMEUYaJOCh MOBBIIEHHE MEXIYHApPOAHOTO HOPMAIM30BAHHOIO OTHOLIEHHA
(MHO) ¢ pa3BuTHeM KPOBOTEYEHHH H IKXMMO30B.

Jpyrue uarnburopsr nzodpepmenta CYP3A4, HanprMep, KETOKOHA30J1 U IPUTPOMHULIMH, MOTYT
sameniaTe  Merabonmsm  Tpamazona (N-meMeTwnIMpoBaHME) M, BO3MOXKHO, aKTHBHOTO

O-nememmpamanona. Knuuuueckoe 3HaUeHHE NJAHHOTO B3aHMOJEHCTBHSA HE H3y4anocCk.



HMMeroTcs orpaHHYeHHbIe JaHHbIE, YTO MpPel- MK MOCIe0nepauioHHoe npuMeHerue 61okaropa
5-HTs-penentopoB — OHOAHCETPOHA YBENMYMBANIO MOTPEOHOCTE B TPaMaaoje y MALMEeHTOB C
MOCIEONePaHOHHBIM O0IEBBIM CHHAPOMOM.

Oco0bie yka3aHHs

Y naumeHToB ¢ ONHOMAHON 3aBUCHMOCTBIO, TPABMAMH T'OJIOBBI, LIIOKOM, C HAPYIIEHUAMH CO3HA-
HHS HEACHOH 3THOJIOTHH, HAPYIIEHHAMH JBIXaHHA HIH NOpakeHHeM JbIXaTeIbHOIO LeHTpa, No-
BBIILIEHHEM BHYTPHUYEPENHOTO naBiaeHHs Tpamanon Ao/KeH MPHUMEHATHCS TONBKO ¢ 0co0oi
OCTOPOIKHOCTBIO.

Ilpenapar cneayeT NpUMEHATH C OCTOPOKHOCTBIO Y MALMEHTOB ¢ M3BECTHBIMM CY4asMH TsxkKe-
JIOH HENEPEeHOCHMOCTH ONMHOM/IOB AJUIEPTHYECKOT0 H HeaUIepruueckoro reHesa.

OtmMeyanuce ciryyau CyIOpor y NauueHTOB, IPHHUMAIOLIHMX TPAMaI0l B PeKOMEHJOBAHHBIX 10-
3ax. Puck pasBHTHA CyqOpOr MOXKET YBEIMYHBATLCH MPH MPEBBILEHNH MAKCUMAIBHO PEKOMEH-
Ayemoii cyrouHoii no3sl npenapara (400 mr). [Tpuem Tpamanona MokeT MOBBILIATE PUCK Pa3BH-
THA CYZOPOTr y MAalMeHTOB, NIPHHUMAIOIIMX Npenaparsl, CHIKaKOIMe cya1opoxHbli nopor. [la-
[MEHThI C SMUIETNCHEH U MAaLUHEHTEI, TI0JBEP/KEHHBIE Pa3BUTHIO CYIOPOT, JOKHBI NPHHUMATh
TpaManos TOIBKO 10 KH3HEHHBIM MTOKA3AHHIM.

[Ipenapat TpamManoa HMEET HU3KMil MOTEHIMAN Pa3BUTHA JIEKAPCTBEHHOMN 3aBUCHMOCTH. OIHAKO
NpH JUTHTEIBHOM MPHMEHEHWH BO3MOXKHBI MpPUBLIKAHHE, (QU3HYECKas W INCUXHYeCKas 3aBHCH-
MOCTb. Y NalMEeHTOB, CKJIOHHBIX K 3JI0YMOTPeOIeHNIO TeKapCTBEHHBIMU TIpernapaTamy, 1u6o K
Pa3BHTHIO JIEKAPCTBEHHOM 3aBHCHMOCTH, JIeUeHHEe TpernaparoM 1pamMazos AOKHO MPOH3BO-
IMTBCA TONBKO KOPOTKMMHU KypPCaMH U IMOJ MEHIIHHCKUM HaOII0IeHHeM.

IIpenapar Tpamanon HempHMeHHM B KaueCcTBe CPeJICTBA 3aMeCTUTETBbHOMN Tepanuu A MauHeH-
TOB C 3aBHCHMOCTBIO OT onHonaoB. HecMoTps Ha To, 4TO TpaManon sBIAETCS arOHMCTOM OMHO-
HHBIX PELENTOPOB, OH HE MOYKET IOJABIATE CHMITOMBI «OTMEHBI» MOP(hHHA.

Bausinue Ha ¢cnocoOHOCTE yNPAaBJISATL TPAHCTIOPTHBIMH CPeICTBAMH, MEXaAHH3MAMH

Jlake B peKOMEHIyeMBIX 033X TPaMaJ0J MOXET BbI3bIBaTh TakHe 3Q(QeKTrl KaKk COHIHBOCTD U
TOJIOBOKPY)KEHHE M TIOATOMY MOJKET HapylllaTh PEaKLHK y BOAUTENell aBToMOoOUIeH u omneparo-
poB mexanu3moB. [Ipu npumenenun npenapata Tpamagon HeoOXOIMMO BO3JEPKHBATBCA OT
yIpaBlIeHUsA aBTOTPAHCIIOPTOM M 3aHATHIH NMOTEHIHATbHO OMACHBIMH BHIAMH JEATEIbHOCTH,
TpeOYIONIMMH TMOBBIILIEHHONH KOHIEHTPAUHH BHUMAHHA U OBICTPOTBI MCHXOMOTOPHBIX PEaKIMii,
0c0OeHHO MpPH COBMECTHOM NMPHMEHEHHH C APYTHMH NMCHXOTPOMHBIMH NpPenapaTaMH WIH ajlKo-
rojemM.

Popma BBIMyCKA

Pacreop nns unbekuuii 50 Mr/mi.

ITo 1 M wm 2 M B ammynax HeifrpamsHoro crekia mapku HC-3 ninn 1-ro ruiponuTHIecKoro

Kjracca.
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5 amMmysn mo 1 MuT WK 2 MJT B KOHTYPHYIO SIYEHKOBYIO YIIAKOBKY C (oJbroit win 6e3 Gombsru.

1 umM 2 KOHTYpHBIE JYEHKOBBIE YIIAKOBKH NMOMEILAOT B Ma4YKy U3 KapTOHA.

B nauky BKJIaJbIBAIOT HHCTPYKLHIO 0 NPUMEHEHHIO, HOXK aMITyJIbHBINA WM CKapH(HKATOp aM-
ITYJIBHBIH.

IIpu MCNONBL30BaHMH aMITyNT ¢ KOJIBLIOM M3/10Ma WM C HaAPe30M M TOUKOH HOX aMITYJIBHBIH HIM
ckapuGHUKaTOp HE BKJIAABIBAIOT.

YcnoBusi xpaHeHHs1

CHHCOK CHITbHOAEHCTBYIONIMX BEILECTB.

B zamumniennoM OT cBeTa MecTe, npu Temrieparype He Boiie 30 °C.

XpaHHUTh B HEJIOCTYITHOM IS IeTel MecTe.

Cpok roaHocTH

5 ner.

He ncrnone30Bate Mo OKOHYaHHN CPOKA TOAHOCTH, YKA3aHHOTO Ha yraKOBKe.

YcaoBus ornycka

OrnyckaoT mo peuenty.

HanmeHoBaHHe, agpec NPOH3BOAUTE/A JIEKAPCTBEHHOr0 NMpenapara H aapec MecTa npoMs3-
poacTBa/HanmeHoBaHHe OPraHH3aALHH, IPHHAMAKLIEH IPETEeH3HH 0T noTpeduTeei

AO «Opranuka», Poccns, 654034, Kemeposckas obnacts, r. HoBokysreuk, mocce Kysneuxoe,
n. 3, ren. (3843) 994-222, dakc: 994-200, www.organica-nk.ru

TexHu4eckuil JUpeKTOp

AO «Opranuka»
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