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MUHUCTEPCTBO 3JIPABOOXPAHEHU I POCCUNCKOU ®EJEPAITMU
UHCTPYKLUS
[10 MEJIMLIMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O ITPETTAPATA
TU3AHUT®

PerucrpanuoHHbiii HOMep:
Toprosoe HauMeHOBaHHE: Tuzanun”
MexayHapoaHoe HenaTeHTOBAHHOE HAUMEHOBAHUe: TH3aHUIHH

JlekapcrBenHnast opma: TablieTKu

COCTAB

Kaowcoas mabaremra cooepoicum:

AKTHBHOE BEIECTBO: TH3aHHUWHA THAPOXJIOPH/ (IKBUBAJICHTHO TH3aHuMHY 2,00/4,00/6,00 mr)

2,288/4,576/6,864 mr.

BenomorareabHbIE BEIECTBA: KPEMHHSI THOKCH] KOJUIOUAHBIH Oe3Boubli 2,88/4,576/6,864 mr,

CcTeapuHOBast KHCJIOTa 0,30/0,40/0,50 MT, 1IEJUTI0JI03a MUKPOKpHCTa/LINYECKast

74,71/101,02/127,64 mr, nakto3sl Monoruapar 79,00/109,43/118,14 wmr.

OIIMCAHHUE

Tabnetku Genoro ik moutH 6eJ10ro 1BETA, IIOCKOMIMHIPHYECKUE ¢ (acKoii ¢ 00erX CTOPOH.
Jliist TaGeTOK 1Mo 2 MI: ¢ PUCKOM Ha OJIHOM CTOpOHE U ¢ U poii 2 Ha APYroil CTOpoHe.

Jlns TabieTok mo 4 Mr: ¢ KpecTooOpasHo# pUCKOW Ha 0HOM cTopoHe M mudpoit 4 Ha Apyroi
CTOpOHE.

Jlns TabiieTok 1m0 6 Mr: ¢ KpecTooOpa3Hoil pUCKOi Ha OXHOM cTOpoHe M IHdpoi 6 Ha npyron

CTOpOHE.

OAPMAKOTEPAIIEBTHYECKAS I'PYIIIIA
MuopenakcanT HEHTPaIbHOTO IEHCTBHS.

Kox ATX: M03B X02

®APMAKOJIOT'MYECKHE CBOMCTBA

dapmMakoIHHAMHUKA

TuzaHuIMH — MHOpPEJIAKCAHT IEHTPAIbHOro JeHcTBUsA. OCHOBHAs TOYKA IIPHIIOKEHHS €ro
NeHCTBHS HAXOAUTCS B CIMHHOM Mo3sre. CTHMYJIHpYS PECHHANTHYECKHE alb(dar-pelenTopsl,
OH TIIONABJIIET BBICBOOOXKIEHHE BO30YMKJIAIOIIMX AMHUHOKHUCIIOT, KOTOPHIE CTHMYJIHPYIOT

peuentopsl kK N-metun-O-acnapraty (NMDA-penentopsr). BenencrBue 3TOro Ha ypoBHE
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IIPOMEXYTOUYHBIX HEHPOHOB CIMHHOIO MO3ra MPOMCXOJUT IOJABJICHUE IOJIUCHHANTHYECKON
neperadd Bo30yxaeHHs. [lOCKONBKY HMMEHHO STOT MEXaHH3M OTBEYaeT 3a H30BITOYHBIN
MBILIEYHBIH TOHYC, TO IPU €ro IOJABJICHUU MBIIICYHBIH TOHYC CHMXaeTcsa. B nomosHeHue K
MHOPETAKCHUPYIOIIUM CBOMCTBAM, THU3aHUIMH OKAa3bIBAE€T TAK)KE IEHTPAJbHBIH YMEPEHHO
BBIPAKEHHBIH aHaIbre3upyromui 3G dexr.

Tuzanuaua 3¢ QexTuBeH Kak NpH OCTPoM OOJIE3HEHHOM MBIIIEYHOM Cla3Me, TaKk M IIpH
XPOHUYECKOH CACTUYHOCTH CITHHAJIBHOIO U LEepeOpaIbHOTO reHe3a. Y MEHBINAeT CIaCTUYHOCTD
M KJIOHHYECKHE CYJOPOTH, BCJEACTBHE 4YEro CHH)KAETCS CONPOTHUBICHHE IaCCHBHBIM
JIBUKEHHSIM U YBEJTMYUBACTCSH 00HEM aKTHBHBIX JIBUIKEHUH.

Muopenakcupyroumii 3¢ dexr (u3mepenne no mkajie AMBOPTA U ¢ ITOMOIIBIO «MAaSTHUKOBOI'0»
TecTa) U MoOOYHbIE ACHCTBUS (CHMXKEHHE YacTOThI cepaednbiX cokpameHui (HCC) u cumxenue
aprepuayibHOro JjasieHus (AJl)) mpenapara 3aBUCAT OT KOHLUEHTpPALMM TH3aHHW/MHA B ILJIa3Me

KPOBH.

PapmMaKkoKHHETHKA

Bcacwvisanue

TuzanuauH BcachiBaeTCsi OBICTPO M MOYTH MOJHOCTHIO. MakcUMabHash KOHIIEHTPALHs B IU1a3Me
KpoBH (Cpax) JOCTHTAETCss MpUMEpHO uepe3 1 uyac mocie mpuema npenapara. [To mpuumne
BBIPXKEHHOr0 MeTaboJIn3Ma IpH «IEPBOM IPOXOXKIACHUM)» yepe3 IEeYEeHb CpeHEe 3HAUYCHHE
OuoocTynmHOCTH cocTaBisieT oKoJo 34%. Chax TH3aHuUAMHA paBHO 12,3 Hr/mu u 15,6 Hr/mi
Mocjie OJHOKPATHOIO M MHOTOKPATHOrO NpHEMa TH3aHHIMHA B J103¢ 4 MI' COOTBETCTBEHHO.
Pacnpeoenenue

Cpennuit 00beM pacnpesie/IeHHss B PaBHOBECHOM COCTOSIHHUHM IIPH BHYTPHBEHHOM BBEJCHUH
coctasseT 2,6 ji/kr. CBsa3biBanue ¢ OenkaMu 1m1a3Mbl kpoBu coctasisieT 30%.

Memabonusm

Tuszanuaua ObICTPO M B 3HAYUTENIBHOH cremeHu (oxono 95%) merabonm3upyercs B INEYCHH.
In vitro TH3aHuauH MeTtabonm3upyercs B ocHOBHOM u3zodpepmentoMm CYPIA2 cucrembl
nuroxpoma P450. MetaboauThl HEAKTUBHBI.

Buigeoenue

CpenHuii 1epuoJ| MMOJYBBIBEJACHHS TH3aHH/MHA U3 CHCTEMHOIO KPOBOTOKA COCTaBiAeT 2-4 u,
BBIBE/ICHHE OCYIIECTBIISIETCS IPEUMYIIIECTBEHHO IouKamMu (pubimsurensro 70% 10361) B BHIE
MeTabOoJIMTOB; Ha JIOJIIO HEU3MEHEHHOI'O BEIIECTBA IPUXOAUTCS 0KOJIO0 2,7%.

Bausnue nuwyu

OJITHOBPEMEHHBIH NTPHEM ITHINK HE BIHsET Ha (apMaKOKHMHETHKY TH3aHM/HHA (IIPH NPUMEHEHUH

4 Mr B BuAe TaOJIETOK WM 12 Mr B BHJE Karcysl ¢ MOAM(UIMPOBAHHBIM BBICBOOOXKICHUEM).



Hecmotpst Ha TO, uTo 3HaueHHe Cyax BO3pacTaeT Ha 1/3 mpu npueme mocie €/ibl, 3T0 He ABJIETCs
KJIMHAYeCKH 3HauyuMbIM. CymiecTBeHHOro BiMsiHMs Ha BcachiBanue (AUC, miomans 1o
(bapMaKOKHHETUYECKOH KPUBOH «KOHIIEHTPAIHSI-BPEMSI») HE OTMEYAETCH.

Tuszanuaun B quanaszone 103 ot 1 mr 1o 20 mr obanaer TMHEHHOH papMaKOKMHETHKOM.
Ocobennocmu (papmakokuHemuku y 0moeibHblX 2pynn NAyueHmos

[layuenmul ¢ Hapyuienuem yHKyuu novex

V nauuentoB ¢ HapymenueMm ¢(ynkiuu novex (ximupenc kpeatununHa (KK) < 25 mu/mun)
Cmax TH3aHHJIMHA B IJIa3Me KPOBH B 2 pasa BBIIIE, YeM Y 3/10POBBIX JOOPOBOJIBLEB, KOHEUHBIH
TMIEPHOJI TIOJYBBIBE/ICHUS JOCTUraeT 14 4acoB, YTO NPHUBOAMT K YBEJIUYEHHOH (IIPHMEPHO B
6 pa3) cucTeMHOM OHOIOCTYITHOCTH TH3aHuMHA (u3MepenHoi no AUC).

[layuenmol ¢ napywenuem ynkyuu nevenu

CrneunaabHBIX HCCIICIOBAaHHH y TNMAIMEHTOB JAaHHOM KaTeropuu He MpoBOAMIOCH. [lockoibky
TH3AHUIMH MTPEUMYIIIECTBEHHO MeTabomm3upyercs B nedenu uzopepmenrom CYPIA2 cucremsl
[IUTOXpOMa, HapylmieHHe (QYHKIUH TEYCHH MOXKET IPUBOJUTH K YBEIHUYCHHIO CHCTEMHOIO
BO3/ICHCTBHS IIpernapara.

Iayuenmer cmapuie 65 nem

JlanHble o papMakOKHHETHUKE Y MAMEHTOB JAHHON IPYIIIbI OTPAHUYEHBI.

3asucumocms om nona u pacoeou NPUHAONIEHCHOCMU

[Ton He oka3bIBAeT BIUSHUS Ha (PapMaKOKHMHETUYECKUE CBOMCTBA THU3aHUAMHA.

BrusiHHe STHHYECKOH M pacoBOW INPHHA/UICKHOCTH Ha (PapMaKOKMHETHKY TH3aHHIMHA HE

H3y4aJioCh.

INOKA3AHUA K IPUMEHEHHUIO
bonesnennviit Molueunvlil cnazm:
® CBS3aHHBIA CO CTAaTHYECKUMH M (YHKIHMOHAJIBHBIMH 3a00JI€BaHUAMU I103BOHOYHMKA
(ImIeHHBIN ¥ MOSICHUYHBIA CUHPOMBI);
® [I0CJIE XHPYPrHYECKUX BMEIIATENIbCTB, HAIIPUMED, 110 ITOBOY I'PBDKH MEXKIIO3BOHKOBOTO
JIUCKA UJIK 0CTe0apTpo3a Ta300eJpeHHOro CycTaBa.
Cnacmuunocms  CKeJlemHbIX MblUlly Npu  He8poo2uyeckux 3abonesanusx, HAIPUMEpP, IIPH
paccestHHOM ~ CKJIepo3e, XPOHMYECKOW MHENONaTHH, JIereHEPaTHBHBIX 3a00JieBaHHAX H
IOBPEXKICHUAX CIIMHHOTO MO3ra, IMOCJIEACTBUSX HAPYLICHHH MO3roBOro KpOBOOOpAllEHHs H

JIETCKOM LiepeOpalibHOM Iapaiinye (mauueHTs crapiie 18 ner).



INPOTUBOITIOKA3AHUSA

e [loBbllIeHHAs YYBCTBUTEILHOCTh K TH3aHUAMHY WIM K JIIOOOMY IPYromMy KOMIIOHEHTY
npenapara.

e Hapymenue QyHKIIMH NEUCHH TSHKEJIOH CTEIICHH.

e OJHOBpeMEHHOE NPUMEHEHHE C MOIIHBIMH HHruOuTopamu wuzodpepmenta CYPIA2,
TAKUMHU KaK (JIyBOKCAMUH HJIH IIUITPO(DIIOKCAIMH.

e He pekOMEHOBaHO MAIlMEHTaM C PEIKHMHU HACJIEICTBEHHBIMH 3a00JI€BaHHAMH, TAKMMH
KaKk  Je(UUUT  JIaKTa3bl, HENEPEHOCHMOCTb  JIAKTO3bl,  IJIOKO30-TaJaKTO3Has
MasibabcopOIIns, TaK KaK JieKapcTBeHHas opMa COJICPIKHT JIaKTO3Y.

e OmbIT NpUMEHEHHs Ipernapara y naiueHToB muaame 18 ser orpanudes. [Ipumenenue

npenapara TH3aHWI® y MAIMEHTOB JaHHOM MONYJISIHH HE PEKOMEH I0BAHO.

C OCTOPOXHOCTHBHIO

Pexomenyercst co0Jt01aTh OCTOPOXKHOCT ITPH NIPUMEHEHUH IIperapara y IalueHTOB CTapiie
65 5er, NAlMEHTOB C HapylIeHHeM (YHKIUH IOYEK, IMAlHEHTOB C HapyUICHHAMH (QyHKIHH
TIIEYECHHU CPETHEH CTETICHH TSIKECTH.

HeoOxomumo coOMIOIaTh  OCTOPOXKHOCTH IIPU  OJIHOBPEMEHHOM IIPHMEHEHMH IIperapara
Tusamun® ¢ npemaparamu, yUmMHSIOmEMH  uaTepBan QT (HampuMep,  IMcanpu,

AMUTPHUIITUAIMH, A3UTPOMHIIMH).

INPUMEHEHUE TIIPU BEPEMEHHOCTH U B IIEPHO/Jl TIPY/IHOI'O
BCKAPMJIMBAHMUSA

bepemennocmeo

[TocKkOJIBKY KOHTPOJIUPYEMBIE HCCIIEOBAHMS IPUMEHEHUS TH3aHUAMHA Y O€pPEeMEHHBIX JKEHIIUH
HE IPOBOIMIIUCH, €T0 HE CIIEYeT IPUMEHSTh IIPH OEPEMEHHOCTH, 3a HCKIIFOYECHHEM TEX CIIy4acs,
KOrJ1a O)KHuaaeMas 1oJjb3a Ulsi MaTepH IPEBBILAET BO3MOXKHBIN PHCK JUIA TUIO/IA.

B uccrieoBaHUSAX y JKHBOTHBIX HE BBISABICHO sIBJICHUH TepaToreHHocTH. Ilpn mpumenenun B
go3ax 10 mw 30 Mr/kr B CyTKM Yy JKMBOTHBIX OTMEUYEHO YBEIMYCHHE CpOKa TIeCTalluH,
3aperuCTPUPOBAHBI ClIydyau MPEHATAIBLHON M IIOCTHATAJILHON IIOTEPH IUIOJA, a TAKXKe 3a/IepikKa
pa3BuTHs 1ioAa. [Ipm mpUMeHEHHH BbILIEYKAa3aHHBIX /103 Y CAMOK OTMEYaJIUCh BBIPA)KEHHBIC
MpPU3HAKH MHUOpeIaKcaluu U cemanuu. Vicxons w3 IUiom@ay IOBEPXHOCTH Tela, yKa3aHHBIC
J103b1 TIPEBBIIIAIA MAKCUMAIBHYIO PEKOMEH/IyeMyIo 103y Juisi yenoBeka (0,72 MI/KTr B CYTKH) B

2,2 u 6,7 pa3.



I pyonoe eckapmausanue

B uccrneoBaHUSAX Yy )KUBOTHBIX TH3aHHJIMH BBIICISUICS B HEOOIBIINX KOJMUYECTBAX C MOJIOKOM
JAaKTUPYIOrIMX camok. He ciexyer nmpuMeHSTH npenapar B IIEPHOJ IPYAHOIO BCKapMIIMBaHUS,
TaK KaK HET JAHHBIX O IPOHUKHOBEHHH TH3aHHU/IMHA B IPYJHOE MOJIOKO Y YEJIOBEKA.

Tecm na bepemennocmeo

[lepesl HAYaJIOM NpPHMEHEHHs Mpenapata TW3aHWIW Yy TALMEHTOK C COXPAHEHHBIM
PEnpOIyKTUBHBIM IOTEHIIHAIIOM PEKOMEHIOBAHO MOJIyYUTh Pe3yJIbTaT TecTa Ha OEpEMEHHOCTD.
Brusinue na gpepmunvrocmeo

B uccrenoBaHusaX y )KHBOTHBIX HE OTMEYATIOCh HEOJIArONpPUSATHOTO BIUSHUSA Ha (EePTHIBHOCTD
ocobeii MyXCKOT0 M YKEHCKOTO I0JIa IIPU IMPUMEHEHUH TU3aHUIUHA B J103¢ 10 MI/KT B CyTKH H
3 MI/KT B CyTKH COOTBETCTBEHHO. OTMEYaIOCh YMEHbIICHUE (PEPTHILHOCTH Y 0CO0EH MYKCKOTO
T0J1a, TIOJTyYaBIIUX TH3aHUIHMH B J103€, npeBbinatomeil 30 MI/Kr B CyTKH, U y 0co0el )KEeHCKOro
nmona — B Jo3e, mpesbimaomeid 10 mr/kr cytku. Mexons w3 miomaad MOBEPXHOCTH Tela,
yKa3aHHbIE JI03bI MIPEBBINAIH MaKCUMATBHYIO PEKOMEHIyeMyIo /103y s yenoBeka (0,72 Mr/kr
B CYyTKH) B 2,2 u 6,7 pa3. [Ipn npuMeHEHUH yKa3aHHBIX /103 CO CTOPOHBI MaTepH OTMEYaIHCh
noBegeHuYeckre 3(P(PEKTHl U KIMHUYECKHE NPU3HAKH, BKIIIOYAIOIIHE BBIPAKEHHYIO CEIallUIo,

YMEHBIICHHE MACChI T€JIa U aTAKCHIO.

CIIOCOB ITPUMEHEHMUMS U J103b1

Ilpenapar  Tusammn® o6mazaer y3KMM — TEpaleBTHYECKHM  HHACKCOM H  BBICOKO
BapHabeJIbHOCTBIO KOHIICHTPAIlMM TH3aHWJIMHA B IUIa3M€ KpPOBH, II03TOMY HEOOX0auM
TIIATEIbHBIA 000P 103bIL.

Jlody ¥ pexuM JJ03UpOBaHMs ClieJyeT MoAOUpaTh HHAMBHIYAJbHO B 3aBUCHMOCTH OT
norpebHOCTel nanuenTa. [IpiMeHeHue npenapara B Ha4albHOW 03¢ 2 Mr 3 pasa B JICHb
CHMIKAeT PHCK pa3BUTHs MOOOYHBIX 3 (HeKToB.

[Ipenapar npuHUMAIOT BHYTPb.

Tlpu 6onesnenHom Mblueunom cnazme Tpenapar TH3aHHI® NPUMEHSIOT, KaK IPABHIO, B 03¢
2 mr w4 Mr 3 pa3a B JICHb.

B TskenmpIX ciydasX BO3MOXKHO JIOTIOJIHMTEIBHOE IpHMEHeHue 2 Mr uwim 4 Mr
(MIpeAOYTHTEIHHO MIEPE/I CHOM H3-3a BO3MOXKHOT'O YCHJICHHSI COHJIMBOCTH).

[Ipu cnacmuunocmu ckeremuvix mvluly, 00YCI061EHHOU HEEPONOCUYECKUMU 3a00/1e6aAHUAMU,
HavyaJdbHas CyTOYHAas 7032 — 2 MI' 3 pasa B JI€Hb, 3aT€M JI03y IIOCTEIIEHHO YBEJIHYHUBAIOT Ha
2-4 Mr ¢ uaTepBasamu 3-7 naHeil. OnrtuManbpHas cyrouHas posa 12-24 mr B 3-4 npuema,

MaKCHUMaJIbHAasi CyTO4YHas J103a 36 Mr.



IIpumenenue y nayuenmos cmapuie 65 1em

OnbIT npUMEHEHHs Ipernapara Tusaumi® y NAIMEHTOB B BO3pacTe cTapie 65 JeT M cTapiie
orpaHuyeH. PekoMeH/yeTcsi HauMHATh TEPANHIO € MHUHHMAaJIBHOM JI03bI C IOCTENEHHBIM
TOBBIIIEHUEM JI0 JIOCTHIKEHHSI ONTHMAIBHOIO COOTHOIICHHSI IEPEHOCUMOCTH U 3D (PEKTUBHOCTH
TEepanuHu.

IIpumenenue y nayuenmos ¢ HapyuleHUAMU QYHKYUu novex

[lanuenTam ¢ IMOYEYHOM HEJOCTATOYHOCTHIO (IIPH KJIMpEHCe KpeaTHHHHA MeHee 25 MJ/MHH)
npueM HayuHAIT ¢ 2 Mr 1 pa3 B jeHb. [Ipn HEOOXOMMOCTH /103y IOBBILAIOT MOCTENIEHHO €
YY4ETOM IEPEHOCHMMOCTH. Eciu HeoOX0auMO NOJMyduTh Oosiee BBIpaXKeHHBIA d(QeKT,
pPEKOMEH/IyeTCsl CHayala yBEJHYHTh /103y, HazHayaeMylo | pa3 B JieHb, 3aT€M — KpaTHOCTb
Ha3HA4YEHHSL.

IIpumenenue y nayuenmos ¢ HapyueHuaMu QYHKYuu nedeHu

[Ipumenenue npenapara Tuszauun” y NALMEHTOB ¢ HApyIIeHHEM (YHKIHMM TeYeHH TSOKEION
CTENEHH ITPOTHUBOIIOKA3aHO.

V nanueHToB ¢ HapylieHHeM (YHKIMH TEYEHHU Cpe/IHEH CTEINEHM TSDKECTH Ipernapar Clieyer
IIPUMEHSTH C OCTOPOYKHOCTBHIO; PEKOMEH/IOBAHO HAUMHATH TEPANUI0 C MHHMMAJILHOHM 03B, C
IIOCTENICHHBIM TIOBBIIICHUEM JIO JIOCTH)KEHHSI ONTHMAJIBHOIO COOTHOLICHUS IEPEHOCHMOCTH H
5)(EKTUBHOCTH Tepamuu. PeKOMEHJAlMu 110 KOHTPOJIO IoKas3aresed (yHKIMM IeYEHH
ykazaHbl B pa3zeie «OcolOble yKazaHus».

[Ipepuvisanue nevenus

[Ipu NpeKpaleHuy TEeparuy MpernapaToM TH3aHHI® C HeTbI0 YMEHBIIEHHS PHCKA Pa3BUTHS
PHKOIICTHON M'MIEPTEH3UH M TaXHUKAP/UH CJIEyeT MEAJIEHHO CHHXKATH JI03Y JIO MOJIHOM OTMEHBI

npenapara, B 0COOEHHOCTH Yy IIAIMEHTOB, I10JIy4YarOlluX BBICOKHE [03bI IIp€Iiapara B TCUYCHHC

JUIATEJIBHOI'O BPEMECHHU.

IMMOBOYHOE JIEMCTBUE

HpH IIpUEME MaJIbIX 103, PCKOMCHAYCMBIX JUI KYIIHPOBAHHA 00JIE3HEHHOI'0 MBIIIIEYHOTO
criasmMa, OTME4aJlIuCh COHJIMBOCTD, ITOBBIIICHHAsT YTOMJIISIEMOCTDH, I'OJIOBOKPYXEHHE, CYXOCThb BO
pPTYy, CHH)XXCHHEC AI[, TOIIHOTA, JXXCJIYJOYHO-KUIICYHBLIC paCC’I’pOﬁCTBa, ITIOBBIIICHHUE AaKTUBHOCTH
IICYCHOYHBIX TpaHCaMHHa3. OOBIYHO  BBIINIEONMCAHHBIE TTOOOYHBIC p€aknuu YMEPEHHO
BBIPAXXCHBI U ITPEXOISIIIH.

HpH npueMe Ooyiee  BBICOKHX J03, PEKOMCHIYCMBIX JUIA JICUYCHHUSA CIIACTHYHOCTH,
BBIIICTICPCYUCIICHHBIC HEXKEIATC/IBHBIC PEAKIIHH BO3HHUKAIOT Yallle U Ooitee BBIPpAXXCHBI, OJTHAKO

OHH PEAKO Tpe6y10T [IpeKpalleHus: OTMECHBI Mperapara B CBJA3H C TSHKECTHIO HEXKEIATCIbHBIX



peakumii. KpoMe TOro, MOryr BO3HHKATh CIEIYIOLIHE SBICHUS: OpajuKapaus, MbIIIeYHas
ciabocTh, O€CCOHHMIIA, HAPYIIEHUS CHA, FTAJUTIOIMHALIMY, TeTIaTUT.

HesxenarebHble peakiii CrPYNIHMPOBAaHbBI B COOTBETCTBHH C KJIAcCH(HKAIMEH OpraHoB U
cucreMm opranoB MedDRA, B npeziesiax KakJ0# IpyTIbl NEPEYHCICHB] B OPAJIKE YMEHBIICHUS
4acTOThl BCTpeYaeMOoCTH. Jlisi OLIEHKH YacTOThl pa3BHUTHs HEXKENATEIbHBIX pEaKIUi
HCII0JIb30BaHbl CIIEAYIONIME KPUTEPUH: 04eHb YacTo (> 1/10); wacto (> 1/100, <1/10); HedacTo
(> 1/1000, <1/100); pexxo (> 1/10000, <1/1000); ouens peaxo (<1/10000), Biroyas OTAEIbHBIE
COOOIIECHHS.

Hapywenus co cmoponvl HepeéHOU cucmembl. O9€Hb 4acTO — COHJIMBOCTH, I'OJIOBOKPYKCHHE.
Hapywenus ncuxuxu.: 4acto — 6€CCOHHMIA, HAPYIIECHHUS CHA.

Hapywenus co cmopoHwvl cepoya: HedacTo — OpaiuKapaus.

Hapywenus co cmoponel cocy0os. 4acto — CHukeHue AJl (B OTAEJBHBIX CiIy4asX BBIPAKCHHOE,
BIUTOTH JIO IIUPKYJIATOPHOTO KOJUIAIICA M OTEPH CO3HAHUS).

Hapywenusi co cmopoHnbl nuujesapumenbHou cucmembvl. 0YEHb 4acTO — XKEJIy0YHO-KUIICYHbIC
paccTpoicTBa, CyXOCTh BO PTY; YAaCTO — TOLIHOTA.

Hapywenuss co cmopomuvl cKkeiemno-mMoluleyHou U COCOUHUMEIbHOU MKAaHu: OYE€Hb YacTo —
MBlIIeYHas ¢1a00CTh.

Obwue paccmpoucmea u Hapywienuss 6 mecme 66e0eHus. OYEeHb 4YaCTO — IIOBBIIICHHAsS
YTOMJISIEMOCTD.

Jlabopamophvie u uncmpymenmanbHblie OaHHbIE: YACTO — MOBBINIEHHE aKTUBHOCTH MIEYCHOYHBIX
TpaHCAMHUHA3.

[Ipu pe3koit oTMeHe npenapara Tusasmi® mocie MPOIOIDKHTEIBHOTO JICUCHHs H/UIH TIpHeMa
BBICOKHX JI03 IIpenapata (a Taike I0C/e OJHOBPEMEHHOIO IIPUMEHEHHMs BMECTE C
TMIIOTEH3MBHBIMHM IIpeNapaTaMyi) OTMEYaJloCh pa3BUTHE TaxXWKapAMd M mnoBbimeHus Al
CrocoOHOE B OTHEJIBHBIX  CIy4asX IIPUBECTH K OCTPOMY HapyUIEHHIO MO3IOBOIO
KpoBOOOpaIieHus, B CBSI3H € 4eM JI03y IIpernapara TuszaHun”® CieLyeT CHIKATh TOCTENIEHHO J10
IIOJIHOM OTMEHBI IIpernapara.

Omoenvuvie coobwenusi 0 HP no oannuvim npumenenus 6 KIUHU4eCKou Npakmuke

[TockoJIBKY B MOCTPErHCTPAIMOHHOM Hepuoje coobmmenus o HP nmocrynaror B 100poBosIbHOM
MOpsAZIKE W3 TIONMYJISIIIMA HEONPEAEJIEHHOIO pa3Mepa, JIOCTOBEPHO OLEHHTb 4YaCTOTy HX
BO3HHKHOBEHHS HE MPEJICTABIISAETCS BOZMOXKHBIM (4aCTOTa HEM3BECTHA).

Hapywenusi co cmopoHbl UMMYHHOU cucmembl. PEAKLUH THIIEPYYBCTBHTEIBHOCTH, BKIIFOYAsA
aHa(MIIAKTHYECKUE PEaKIIMU, aHTHOHEBPOTUYECKUHM OTEK U KPAITUBHHUILY.

Hapywenus ncuxuku: TaJUTIOIMHALIH, CITyTAaHHOCTh CO3HAHMS.

Hapywenusi co cmoponbl Hep8HOUl cucmembl. TOJIOBOKPYKEHHE.



Hapywenus co cmoponel opeana 3peHus. 3aTyMaHUBaHUE 3PEHHS.

Hapywenuss co cmoponbl nevenu u JHCeN4e8bl600AWUX nymeu. TeIaTuT, IeYeHOYHas
HEI0CTaTOYHOCTb.

Hapywenusi co cmopoHvl KOJCU U NOOKOICHbIX MKAHeU. KOXKHAsl Chlllb, IPUTEMA, KOKHBIA 3y,
JIEpMaTHT.

Obwue paccmpoucmesa u HapyuleHus 6 mecme 66e0eHUs. aCTCHHsI, CHHIPOM OTMEHBI.

Ecnu nmobvle u3 ykazawuvix 6 uHcmpyKkyuu nobounvix s¢pghexmos ycyzybnaomces, unu Boi
samemuau nobvle Opyeue nobounvie s¢hghexmol, He yKasaHHvle 6 UHCMPYKYUU, co0Ouiume 00

IMOM 6payy.

INEPE/IO3UPOBKA

Cumnmompl: TOIIHOTA, PBOTA, CHHXeHHE AJl, TrOJOBOKpYKEHHE, COHJIMBOCTb, Y/UIMHEHHE
uaTepBaia QT (c), MuO3, GeCIOKONWCTBO, YTHETEHHUE JIBIXaHUs, KOMA.

Jleuenue: MpOMBIBAHUE HKEITY KA, IPUEM aKTHBUPOBAHHOI'O YIJIsl, IPOBEJCHUE (POPCHPOBAHHOTO

Auype3a, CHMIITOMaTHYCCKas Teparusi.

B3AUMOJIEMCTBHUE C JIPYTUMHU JEKAPCTBEHHBIMU CPEJACTBAMU

[Ipu npumenenun npenapara Tuzanun® ¢ uaruouTopamu u3opepmenra CYP1A2 Bo3MOXKHO
MOBBIIICHHE KOHIIEHTPAIlMM TH3aHUMHA B IUIa3Me KpOBH. B CBOIO ouepeib, MOBBLIIICHHE
KOHIIEHTPAIlMH TH3aHW/IMHA B IIa3Me KPOBH MOXET MPHBOAUTH K CHMIITOMAaM IEPEA03HPOBKH
IpernapaToM, B TOM yKcie yuimHenuio uarepsaita QT (c).

OnHOBpeMEHHOE INPHUMEHEHHE IIpernapara Tusaumn® ¢ uaaykTopamu u3odepmenta CYP1A2
MOXET NPUBOJUTH K CHIKCHHMIO KOHLIEHTpPAlMM THU3aHWIMHA B IUIA3ME KPOBH, YTO MOXKET
IIPUBOJIUTEH K YMEHBIICHUIO TepaneBTHYecKoro 3¢ dexra npenapara.

IIpomusonoxazanmvie KOMOUHayUU ¢ MU3AHUOUHOM

OJIHOBpEMEHHOE MNPUMEHEHHE TH3aHHIMHA C (IYBOKCAMHHOM WIH LHUNPO(IOKCALUHOM,
uaruduropamu u3opepmenta CYP1A2, nporuBonokasaHo.

[Ipy mpUMeHEHWH TH3aHUAMHA C (IYBOKCAMHHOM HJIM LHUNPOQIIOKCAIIMHOM OTMEYAETCs
COOTBETCTBEHHO 33-KpaTHoe U 10-kpaTHOE yBeIHMYEHHUE IUIOIIAH 10l KPUBOH «KOHIIEHTpAIUS-
BpeMs» (AUC) tuzanuamna. B pesyinpTaTe MOTyT BO3HHUKHYTH KIMHHYECKH 3HAYMMOE U
IPOJIOJDKUTENbHOE CHIDKeHHe AJl, mpuBOzsIee K COHIIMBOCTH, TOJOBOKPYKEHHUIO, CIa00CTH U
3aMeJUICHHIO TICHXOMOTOPHBIX pPeakIfii (B OT/AEIBHBIX CIydasX K IOTEPE CO3HAHMUSA); Y/UIMHEHHE
uatepBasia QT (cMm. pa3znen «Ilepeno3upoBkay).

Hepexomenoyemvle KoMOUHayuu ¢ muzanuOuHoMm

He pexomeHIyeTCss NpPUMEHSATh TH3aHHIMH OJHOBPEMEHHO C JPYTMMH HHIHOMTOpamMu
m3odpepmenra CYP1A2 — aHTHapUTMHUYECKHMH IpenaparaMd (aMHOJApoOH, MEKCHIICTHH,
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npornaeHoH), IMMETHIMHOM, HEKOTOPBIMH (TOPXMHOJIOHAMH (PHOKCAlMH, He(IOKCallHH,
Hop(IIoKCcanuH), podeKoKcHOOM, NepopaibHBIMU KOHTPALEIITUBAMH, THKJIOIHAUHOM.
Kombunayuu ¢ muzanuourom, mpebyrowue cobaio0eHus 0CmopoICHOCmu

HeobxoumMo  coOmoaaTh OCTOPOKHOCTH TPH  OJHOBPEMEHHOM IIPUMEHEHHH IIpenapara
Tuzanmn® ¢ npernaparamu, yumMHsommMu - uHTepBan QT (Hampumep,  mu3anpui,
AMHUTPHIITUIMH, Q3UTPOMHUIIUH).

TI'unomen3suemnvie npenapamei

OiHOBpeMEHHOE IIPUMEHEHHE IIpenapara Tusanwi® ¢ THIIOTEH3MBHBIMHU NPENapaTaMH, BKIIOUAst
JIMYPETHKH, WHOTJA MOJXET BBbI3bIBaTh BhIpaXKEHHOE CHIDKEHHME AJl (B OTHENBHBIX Clydasx
BILIOTH JI0 ITUPKYJISATOPHOTO KOJUIAICa U IOTEPH CO3HAHMS) U OpaauKapauio.

[Ipu peskoli oTMeHe Ipenapara Tuszanmwi® 1OCHE OXHOBPEMEHHOTO TpPUMEHEHHS C
THIIOTEH3UBHBIMHE TIperapaTaMi OTMEYaJIOCh PAa3BUTHE TaxWKapauu U noseiueHue AJl, kotopoe
B OT/ICJIBHBIX CIIy4asiX MOXKET IIPHBECTH K OCTPOMY HApYIICHHIO MO3rOBOTO KPOBOOOpAILEHHS.
Pugpamnuyun

OJHOBpeMEHHBIH MpUeM TH3aHUJUHA M pHbaMnuiHa NOpHBOUT K 50% CHIKEHHUIO
KOHIIEHTpAIlM¥ TH3aHWMHA B IUIa3Me KPOBH. BcieacTBue 3TOro TepaneBTHYECKOE JEHCTBHE
npernapara MOXKET CHHIKATHCS, YTO MOXKET UMETh KIMHUYECKYIO 3HAYMMOCTBH JUIS HEKOTOPBIX
nanuenToB. Cienyer u3berath UIMTEILHOTO OJHOBPEMEHHOTO NpPUMEHEHHs pH(aMIHIMHa U
TH3aHUJIMHA, TIPH HEBO3MOXKHOCTH PEKOMEHJYEeTCsl TINATENIbHBIA MOAOOp J03bI TH3aHMIMHA
(yBenuyeHue).

Kypenue mabaxa

CucreMHass OHOJIOCTYITHOCTh TH3aHWIMUHA Yy Kypsmux nanueHtoB (6onee 10 curaper B JIEHB)
cHWkeHa nmpuMepHo Ha 30%. JlnurenbHas Tepanus npenaparoM y NalleHTOB JaHHOH KaTeropuu
MOXeT noTpeboBaTh 00Jiee BBICOKUX /103 TH3aHHIMHA, YEM CPE/IHHE TE€PareBTHYECKHUE.

Ankozone

Bo BpeMs Tepamuu IpemapaToM cliefyeT u3derarb IpHeMa ajKorojis, TaKk Kak OH MOXET
OBBICHTH BEPOSATHOCTh Pa3BHTHs HEXeNAaTeJIbHBIX SIBJICHHN (Hampumep, cHiKeHHs AJ[ u
3aTOPMOXKEHHOCTH). TH3aHHIMH MOXKET YCHJIMBATH YIHETAIOUIee JEHCTBHE QJIKOrojsi Ha
HEHTPAJIBHYIO HEPBHYIO CUCTEMY.

lpyaue nexapcmeennvie cpeocmea

CelaTUBHEIE, CHOTBOPHBIE Ipenaparsl (OeH30/1mazenuH, 6axioden) u Apyrue npenaparsl, Takue
KaK aHTUTMCTAMUHHBIE MIPENapaThl, MOTYT TaK)Ke YCHJIMBATH CEATHBHBIH 2)(dEKT TH3aHMIUHA.
Cnenyer u3berath NpueMa Mperapara ¢ JAPYTHMH aroHHCTaMHu anb(ay-aJpeHOPEIENnTOpOB

(HanpnMep, KJIOHI/IIIHHOM) BCJIEJICTBUEC ITOTCHIHAJILHOIO YCHJICHUA 'MIIOTCH3UBHOI'O 3(bd)eKTa.



OCOBBIE YKA3AHUS

['MnoTeH3uss MOXET BO3HHUKATh Ha (1)0H€ INPUMCHCHUS IIpCriapara Twuzanun , a4 TaKX€ KakK

®

pe3yJbTaT JIEKAPCTBEHHOTO B3aUMOJICUCTBHs ¢ MHrHOMTOpamu u3opepmenta CYP1A2 w/uam
THIIOTEH3UBHBIMU TIpenaparamu. BeipakeHHoe cHkeHue AJl MOXET NPUBOAUTH K IOTEpE
CO3HAHUS M LUPKYJIATOPHOMY KOJUIAICY.

[TarmeHTaM C CHHAPOMOM BpPOXKAEHHOrO y/UIMHeHHs uHTepBata QT Tu3anuauH cienyer
Ha3HA4aTh C OCTOPOYKHOCTBIO.

VY Dan@eHToOB C HIIEMHYECKOM OoJe3HbIO cepaua M (WIHM) CEpACYHOH HEI0CTAaTOYHOCTHIO
clie/lyeT perysipHoro kontpoauposath JOKI'.

VY nanueHToB ¢ MHACTEHHUEH ClIeyeT MPUMEHSATh ¢ 0CO00H OCTOPOKHOCTBIO TOJBKO B CIIy4Yasx,
KOTJIa 0H/1aeMasl 10JIb3a CYIIECTBEHHO IIPEBBIIAET BO3MOXHBIM PUCK.

Coo0manochk 0 cirydasx HapyImeHui ¢yHKIUN NeUYeHH, CBA3aHHBIX C TU3aHUJMHOM, OJTHAKO IIPH
MPUMEHEHUH CYTOYHON O3Bl J0 12 Mr 3TH cilyyau OTMEYaluch peako. B cBsA3M ¢ THM
PEKOMEHyeTCsl KOHTPOJIHPOBATh (PyHKIHOHAIBHBIC «IIe4eHO4YHbIe mpoOel» 1 pa3 B mecdil B
nepBbie 4 MecsIa JICYEHHs y MAl[MEHTOB, KOTOPbIE MOTyYaloT TH3aHU/IMH B CYTOUHOM 03¢ 12 Mr
¥ BBIIIE, a TAKXKE B TE€X CJIydasX, Korja HaOI0JaloTCs KIMHHYECKUE IIPU3HAKH, I03BOJISIONIHE
MPEIIOI0KUTh HapyIleHHe (PYHKIIMU MEYCHH, TaKue Kak HeOObsACHHMAas TOLIHOTA, aHOPEKCHs,
YyBCTBO YCTAJIOCTH. B ciydae, Korja akTHBHOCTh ajgaHuHaMuHOTpaHcoepasel (AJIT) wu
acriapraramuHoTpancgepaspl (ACT) B CHIBOPOTKE CTOMKO IPEBBIIAIOT BEPXHIOK T'PAHHUILY
HOpMBI B 3 pa3a u 0oJiee, IpUMEHEHHUE NIpenapara TusaHuI" CIIEyeT IPEKPATHTS.
Konmpayenyus

Cnenyer uHGOPMHPOBATH NAIMEHTOK C COXPAHEHHBIM PEIPOAYKTUBHBIM IIOTEHIHAIOM O
HeOIaronpusTHOM BIMSHHM IIperapaTa Ha pPa3BHBAIOLIMHCSA IUIOJ, BBIABICHHOM B
HCCIIEIOBAHMSX Y KHBOTHBIX. BO BpeMsi MpuUMeHEeHHs Iperapara, a Takke B TeueHue 1 CyTok
1ociie NpeKpalleHus IpHeMa IIpernapara I[alMeHTKaM C COXPaHEHHBIM PENpPOJTyKTHBHBIM
IOTEHIHAIOM CJIEJIyeT MCIIOJIb30BaTh HAJEKHBIE CIIOCOOB!I KOHTpALENIUH (IIPH IIPaBHJIBHOM H

JUIMTETHOM MCIIOJIb30BaHMH KOTOPBIX YaCTOTa HACTYIUICHUS] OEpEMEHHOCTH cocTaBisieT <1%).

BJIUSHUE JIEKAPCTBEHHOI'O IPEITAPATA HA CIIOCOBHOCTbD YIIPABJISITH
TPAHCIIOPTHBIMU CPEACTBAMU, MEXAHU3MAMH

[Ipu pa3BUTHH COHJIMBOCTH, FOJIOBOKPY)XCHHsI WK CHIDKeHHs AJ] Ha (oHe Tepanuu 1penapaTtom
Tusaaun” cleyeT BO3JEPKAThCS OT BHJOB paboT, TPeGYIOMHMX BBICOKOH KOHIEHTPALHH
BHUMaHHs M OBICTPOM peakiM{, HalpUMeEp, YNpPaBICHHUsS TPAHCIOPTHBIMH CpEJCTBAMH H

MCXaHHU3MaMHU.
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®OPMA BBIITYCKA
Tabnerxu, 2 mr, 4 Mr, 6 Mr.
[To 10 Tabnerox B 6mucrep u3 [IBX/I1D/11BJIX/amom.

ITo 1, 2, 3 win 4 6nucrepa B nadyky KapTOHHYIO BMECTE C HHCTPYKIHUEH 110 IPUMEHEHHIO.

CPOKT'OJHOCTH

3 rona. He IIPUMEHSTH ITperiapar 10 UCTCYCHUH CPOKa rOAHOCTH, YKa3aHHOI'O Ha YIIaKOBKE.

YCJIOBUSA XPAHEHUS
B cyxoMm 3amuineHHoM OT cBeTa MecTe IpH Temreparype He Bbime 30 °C.

XpaHI/ITb B HEJOCTYITHOM JUUIA JIETEH MecTe.

YCJIOBHUA OTITYCKA

OTnyckaroT 1o penenry.

BJIAJIEJIEL] PETUCTPAIIMOHHOI'O YIOCTOBEPEHUAA
Cumnekc ®apma [IBT. JITA.,

B-4/160, Cadnapmxanr Duxias, Heto Jlenu - 110 029, Unaus

IMPOU3BOJAUTEJIb

Cumnexc ®apma [1sT. JIT.,

C-7 mo C-13 u C-59 no C-64, lleutrp Paszurus Curammu, CUJIKVYJI, Curagnu, Korasap —
246149, luct. [1aypu ['apxsan, Yrrapaxaua, Uuaus.

IMPETEH3UU IIOTPEBUTEJEN IPUHUMAIOTCS IO AJIPECY:

H KOPAJI-ME[
CORAL-MED

119530, r. MockBa, OuakoBckoe 11occe, 1. 34,
ten.: +7 (495) 935-76-65,

e-mail: info@coralmed.ru

B cayuae ynakoeku na 000 «Humepghapma) 00noiHumMenNbHo yKaA3bl6AemMCA:
YIIAKOBIIMK M BBIITYCKAIOIIHAIA KOHTPOJIb

000 «HAuTeppapmar»

Poccus, 300004, r. Tyna, TopxoBckuit npoesn, 1. 8.

[TpencraButens GupMbl E.E. Kucenena
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