COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 12.03.2025 N2 6660

(NOCNEQCBATENEHOCTE 0003)

NHCTPYRHWA
IO MEAUIIUHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

TpenTan®

PerncrpanuoHHblii HOMep:

Toprosoe HazBanue npenapata: Tperaran®

Me:xaynapoaHoe HeNaTeHTOBAHHOE WIn rpPyNnupoBoOYHOE HaNMMeHOBaHHe:!
NEHTOKCU(PHIUTUH

JlekapcTBeHHas ¢popma: TaONIETKH KUIIEYHOPACTBOPUMBIE, TOKPHITHIE IFICHOYHOH 000JI0UKOI

Cocras

Oeticmsyrowee geujecmego: neHTokcuumumn — 100 mr;

ecnomozamenvhvle Geujecmsea: Kpaxmal KyKypy3HbIH, JTAKTO3bI MOHOTHIpAT, TallbK, MarHus
cTeapaT, KpeMHHUS JTUOKCH/I KOJIOUIHBIMH.

Cocmas 06010uKu’ COOIUMEP METAKPHUIOBOM KUCIOTH U THinakpunata (1:1), makporon 8000,
tutana quokeun (E 171), Tanbk, HATpUst THAPOKCHI.

Onucanue: Kpyrible TBOSIKOBBIMYKIIbIE TAaOJIETKH, MOKPHITBIE 000J0uYKoil Oenoro meera. Ha
MOTIEPEUHOM pa3pese Aapo OeI0ro Wir Mo4YTH 0eJIoro IBeTa.

dapmakoTepaneBTH4YecKass rpynna: mnepudepruueckue Ba3oIWIATATOPHI; MPOU3BOIHBIC
MypuHa.

Kon ATX: CO4ADO03.

DapMaKoJIOrH4YecKue CBOMCTBA

Dapmakoounamuxa

Mexanuszm deticmeus u hapmakoounamuyeckue 3¢hghexmol

Ipenapar Tpentan® yMeHbIIaeT BA3KOCTh KPOBH U YIydIIaeT PEONOrUYECcKHe CBOMCTBA KPOBH

(TeKkyuecTb) 3a CUeT:

- YIy4lIeHHs HapyleHHOH 1e(hOpMUPYEMOCTH SPUTPOLIUTOB,;

- YMEHBIIEHUS arperaiuu TpOMOOIUMTOB U SPUTPOLIUTOB;

- CHIDKEHHUS KOHIICHTpaluu PUOpUHOTEHA;

- CHIDKEHHS aKTUBHOCTH JIEMKOLIMTOB W YMEHBIICHMSI aATe3UH JIEWKOLUTOB K HHAOTEIIUIO
COCY/JIOB.

B KauecTBe aKTUBHOIO BellecTBa HpemaparT TpenTan® comepHUT IPOM3BOJHOE KCAHTUHA —

NEHTOKCUPWUIMH. MexaHu3M ero JeWcTBUS CBsi3aH ¢ MHruOupoBaHueM ¢ochoanscrepassl u

HaKOIJICHUEM IIMKJIMYECKOro  ajeHo3MHMOoHo(dochara (HAM®D) B KIeTKax IJIaJKoU

MYCKYJIaTyphl COCYJI0B U ()OPMEHHBIX 3JIEMEHTaX KPOBH.
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OkasbiBas c1aboe MHOTPOIHOE COCYI0PACIIUPSIONIEE ACHCTBUCT, MTCHTOKCHHIITIHH HECKOJIBKO
YMEHBIIAET o01Iee nepudepuieckoe COCYANCTOE COMPOTHBICHHE M HE3HAUYUTEIILHO PACIIAPSICT
KOPOHAPHBIE COCY/IBI.

[TenToxcupuMH 00J1a7aET CIIA0BIM TOJIOKUTEIIBHBIM HHOTPOITHBIM 3G ()EKTOM Ha Ceplle.
Yiydimaer MUKPOLIUPKYJISIHIO B 30HAX HAPYIIEHHOTO KPOBOOOPAIICHUS.

Jleuenne mupemapatom Tpenran®

IPUBOJUT K YJIYYLIEHUIO CHMIITOMAaTHMKU HapyLIeHUH
MO3TOBOT'0 KPOBOOOPAIIEHUS.

[Ipr OKKIIIO3MOHHBIX 3a00JIeBaHUSAX TNepUPEPUUECKUX apTepuil TPUMEHEHHUE Ipernapara
Tpentan® NPUBOAMT K YIIMHCHUIO JMCTAHIMH XOJABOBI, YCTPAHEHHIO HOYHBIX CYAOpPOr B

HKPOHOXXHBIX MbIIINAX U HCYE3HOBCHUIO 0oJieli B IOKOE.

DapmakoKkunemuxa

Bcacvieanue

[Tocne mpueMa BHYTPh NEHTOKCH(PHILTHH OBICTPO U TIOYTH ITOJTHOCTHIO BCACHIBACTCS.
Pacnpeoenenue

[TenTokcupmmmuH moasepraetcss 3PPEKTy «IEPBUYHOTO» MPOXOKICHHUS UYepe3 IICUCHb.
AOcomoTHas OMOJOCTYITHOCTh UCXOMHOM cyOcTanmu cocrapisieT 19 £ 13 %.

Memaboauzm

KoHuentpanus OCHOBHOTI'O AKTUBHOI'O meraboiura 1-(5-ruapokcurexcun)-3,7-
TUMETHIIKCAaHTHHA (MeTabonuT |) B 1a3Me KpoBHM B JIBa pa3a MPEBBIIIAET KOHIEHTPALUIO
UCXOJHOTO MeHToKcummuHa. MetabonuT | HaxoauTcss C MEeHTOKCU(DUIUIMHOM B 00OpaTHMOM
OMOXMMHUYECKOM  pelIoKc-paBHOBecHH.  [losromy  meHTOKcMbWIIMH u  meradbomnut |
paccMaTpuBalOTCS BMECTE KaK aKTHUBHAs CIMHUIA. BCIeICTBUE 3TOT0 JOCTYMHOCTh aKTUBHOM
CyOCTaHITMY 3HAYUTEITHHO OOJIBIIIE.

Buviseoenue

[Tepuon monyBeIBeACHHS TIEHTOKCU(UIUIMHA TIOCTIE TPUeMa BHYTPh cocTaBisieT 1,6 d.
[TeHTOKCH(UILTHH TOTHOCTHIO MeTabonu3upyercs u 6onee yeM 90 % BBIBOIUTCS Yepe3 MOYKH B
(dbopMe HEKOHBIOTUPOBAHHBIX BOJAOPACTBOPHUMBIX META0OIUTOB.

Tayuenmoi ¢ HapyweHuaAMU YHKYUU NOYEK

Y nanueHToB ¢ HapymeHUsIMU (YHKITUHU MTOYCK BBIBEICHUE METaO0IUTOB 3aMeISICTCS.
layuenmul ¢ napywenusmu hyHKyuu neyeHu

VY manueHToB ¢ HapylIeHHsSMH (DYHKIIUW TIEYCHU TEPHOJ IMOTYBBIBEJICHHUS MMEHTOKCU(PUILTHHA
YAJIUHSAETCS U a0COMI0THAs OMOAOCTYITHOCTh YBEINUHUBAETCS.

Ioxka3zaHus K NPUMEHEHHIO

Ipenapar Tpenran® nokazaH k NPUMEHEHHMIO y B3POCIBIX B BO3pAcTe OT 18 JeT mpu clieyIomux

3200JI€BaHUAX U COCTOSIHUSAX:

e Okkiro3uoHHas  OoJjie3Hb  MepuepuyecKux  apTepuil  aTepOCKICPOTHYECKOrO  MIIH
nMa0eTHYeCKOoro TeHe3a (Hampumep, «IIepeMekaroIascs» XpoMoTa, JauabeThyeckas
AHTUOTIATHS).

e Tpoduyeckue HapyieHHUs (HalpuMep, TpOPUUECKHE I3BbI FOJICHEH, FaHTpeHa).

e Hapymenust Mo3roBoro KpoBooOpamieHus (OCIeACTBHS IepedpaIbHOTO aTEPOCKIIepO3a, Kak,
HalpuMep, CHIDKCHHWE KOHIICHTpPAIlMM BHUMAHWHs, TOJOBOKPY)KEHHE, YXYIIICHHUE TaMsTH),
UIIEMUYECKHE W TOCTUHCYIIBTHBIE COCTOSTHUSI.

e HapymieHus kpoBooOpalieHus B CETYaTON U COCYUCTON 000JI0UKe ria3a.



COOTBETCTBYET 3KCNEPTHO

~ M
i) }

oT 12.03. 2025 N2 &

(MOCNEOCBATENEHOCT :. 0003)

— R

OTockiepo3, JereHepaTHBHbIE U3MEHEHUS HA (POHE MATONIOTAN COCYI0B BHYTPCHHCIO yXa 1
CHIDKEHUS CIIyXa.

IIporuBonokazanus

[ToBbIIeHHAsT 4yBCTBUTEIBHOCTh K INEHTOKCU(DWIIMHY, APYTUM METWJIKCAaHTHMHAM WU K
J1r000My BCIIOMOTaTeIbHOMY BEIIECTBY IIpenapara.

MaccuBHbIE KPOBOTEUEHUS (PUCK YCUIIEHUSI KPOBOTEUEHHUS).

OOmmpHBIe KPOBOMIUSHUS B CETYATYIO0 000JI0UKY II1a3a (PUCK YCHUIICHUS! KPOBOTECUCHHS).
KpoBousnusHus B rOJIOBHONW MO3T.

Octpsiii HHPAPKT MUOKap/a.

Bospact o 18 ner.

bepemenHOCTh (HEIOCTATOYHO TAHHBIX ).

[Tepuon rpyaAHOro BCKapMIIMBaHUs (HEJOCTATOYHO JaHHBIX).

C 0CTOPOKHOCTHIO

Tspxenble HapyIIEHUs] pUTMa cepAua (PUCK YXYIIEHUS ApUTMHUN).

ApTtepuanbHasi TUIIOTEH3Us! (PUCK JaJbHEHIIEr0 CHUXKEHHUS apTepUaIbHOTO JABJICHUS, CM.
pasnen «Crnoco0 MpuUMEHEHUS U JTO3bI»).

XpoHuueckasi cepJieuHas HeJJOCTaTOUYHOCTb.

S13BeHHast 00JIE3HB JKEITYIKA U IBEHAANATHUIIEPCTHON KHIIIKH.

Hapymenus ¢pynkumu nouek (kiupeHc kpeatunuHa menee 30 Mi/MuH) (PUCK KyMYIISLIUU U
HOBBIIIEHHBIA PUCK pa3BUTUS NMOOOYHBIX 3ddekToB, cM. pasnen «Crnocold MpUMEHEHHs U
JIO3B1»).

Tsokenble HapylleHus (QYHKUMU TIe€4eHH (PUCK KyMYJISILMHM M IOBBIIIEHHBIH pHUCK
100049HBIX 3P (HeKToB, cM. pa3aen «Crocod MPUMEHEHHSI U JI03BD»).

HenaBHo nepeHeceHHble ONEpaTHBHbBIE BMEIIATENbCTBA.

[ToBBIlIEHHBI PUCK pa3BUTUS KPOBOTEUEHUU (HalpuUMep, MpU HAPYIICHUAX B CHCTEME
CBEpThIBaHUSI KPOBH (PUCK pa3BUTUs Oo0Jee TSKEIbIX KpPOBOTEUEHMI), CM. pasnen
«B3anMopnelicTBrE C IPYTUMU JIEKAPCTBEHHBIMH CPEICTBAMUY).

OnHOBpeMEHHOE TNPUMEHEHHE C aHTUKOAryJlsHTaMH (B TOM 4HCJIE€ HENpsSIMbIMU
aHTHUKOArylssHTaMM [aHTaroHuctamu ButamuHa K]) (cm. pasgen «BsaumopelictBue c
JPYTUMH JICKapCTBEHHBIMH CPEJICTBAMUY).

OnHOBpeMEHHOE NMPUMEHEHUE C MHTMOMTOpaMH arperanuud TpoMOOLUUTOB (KIOMHIOTpPEd,
sntududatua, TUpodubdaH, SMOMPOCTEHON, WUIOMPOCT, abmukcumad, anarpenun, HITBIT
[KpOMe CENIEKTUBHBIX MHTMOUTOPOB IMKJIOOKCHUI'€HA3bl-2], alleTUJICATMIUIOBAs KHUCIOTa,
TUKJIONUJIUH, IUnupuaamon) (cM. pasznen «B3aumoneicTBue ¢ JpyruMu JeKapCTBEHHBIMU
CPEICTBAMU»).

OnHOBpeMEHHOE TNPUMEHEHHE C TUIOTNIMKEeMUYECKMMU CpPEJACTBAMU (MHCYJIMHOM U
TUIIOTIMKEMUYECKUMHU CPECTBaMU Ul IIpUEMa BHYTpPb), cM. pa3zaen «B3anmonelictue
JPYTMMH JIEKaPCTBEHHBIMH CPEACTBAMM.

OnHOBpeMEHHOE MpPUMEHEHHE C LUIMpodUIoKcalMHOM (cM. paszaen «B3aumopelcTBue c
JPYTMMHU JIEKaPCTBEHHBIMH CPEACTBAMMU)).

OpnHoBpeMeHHOE MpUMEHEHHE ¢ TeopuuTMHOM (cM. paszzaen «B3aumoneiicTBue ¢ Ipyrumu
JIEKapCTBEHHBIMU CPEACTBAMUY).
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IIpumeHnenne npu OepeMEeHHOCTH M B MePHO/ TPYIHOTO BCRAPMIINBAHTS

bepemennocmo

[Ipemapatr TpeHTtanm™ He peKOMEHIyeTcs K MPUMEHEHHIO INpu OEepeMEeHHOCTH (Tak Kak
HEJO0CTAaTOYHO JAHHBIX).

®

Ilepuoo zpyonozo eckapmaueanus

[TeHTOKCUWILIMH TPOHUKAET B TPYAHOE MOJIOKO B HE3HAUYUTEIILHBIX KOJMYECTBAX.

[Tpr HEoOXOAMMOCTH MPHUMEHEHHs Ipernapara CieIyeT MPEeKpaTHTh IPyIHOE BCKapMIIMBAHUE
(Y4uTBIBasE OTCYTCTBUE ONBITA IPUMEHEHHS).

Cnoco0 npuMeHeHMsI U 103bI

Jlo3upoBKa yCTaHABIMBAETCS BPAayoOM B COOTBETCTBUM C WHAMBHUIYAIBbHBIMU OCOOCHHOCTSIMU
00JBHOTO.

OO6bIuHas 7032 COCTABJIsAeT: ojHAa TabneTka mpemapata Tpentan® Tpu pasa B CYTKH C
MOCJEAYIOLUM MEJUIEHHBIM NOBBIIIEHHEM 103bl 0 200 Mr 2-3 pa3a B cyTku. MakcumaibHas
pasoBas no3a — 400 mr. MakcumanpsHas cyrounass mo3za — 1200 mr. Ilpemapar criemyer
IPOTJIAThIBATh IEIUKOM BO BpeMsl WM Cpa3y ITOCie NpueMa MUIIW, 3aluBas JOCTATOYHBIM

KOJIN4YCCTBOM BOJEI.

Ocoovle zpynnbl nayuenmos

Tayuenmoi ¢ napywenuem ¢hynkyuu novex

VY mnanmeHToB ¢ HapyumieHHOW (yHKIueld mouek (KiMpeHc KpeaTwmHMHA Hipke 30 MJI/MUH)
JIO3UPOBKA MOXKET OBITh CHI)KEHA 10 1—2 TabJIeTOK B CYTKH.

THayuenmo ¢ HapywieHuem yHKYuU neveHu

YMeHblIeHHE 103bl, C YY4ETOM MHAMBHUAYaAJIbHON NEPEHOCUMOCTH, HEOOXOAUMO y MAlMEHTOB C
TSDKEJIBIM HapylIeHHeM (YHKIUHU TeYEeHH.

Tlayuenmoi ¢ HUZKUM apmepuanrbHbiM 0asleHUuem

Jleuenne MoxeT OBITh HA4aTO MaJbIMU JI03aMH Yy TMAalUMEHTOB C HU3KUM apTepUalbHbIM
JABJICHUEM, a TAKKE y JIML, HAXOIAUIMXCA B TPYIIE PHUCKAa BBUAY BO3MOXKHOIO CHM)KEHHS
apTepuasbHOrO JaBiieHus (manueHTsl ¢ Tsokenod dopmoit MBC wim ¢ remoaMHaMHUYeCKH
3HAUMMBIMM CTEHO3aMH COCYJIOB TOJIOBHOIO Mo3ra). B aTux ciydasx 1go3a MOMKET OBITh
yBEJIMYEHA TOJIBKO IMOCTETIEHHO.

/emu
BesonacHocTh 1 3(¢eKTUBHOCTL NpuMeHeHus npenapata Tpenran® y gereif B Bospacte 10 18
JIET HE YCTaHOBJEHBI. JlaHHbIE OTCYTCTBYIOT.

IToGouHoe neiicTBHE

Pe3ztome nesxrcenamenvHvix peakyuil

YacToTa BO3HWKHOBEHHS HEKEIATENBHBIX pEaKIUi ONpenesuiach B COOTBETCTBUH C
Kjaccudukanuein BcemMupHON opraHu3alnuu 3ApaBOOXpaHeHus: oueHb 4dacto (= 1/10), wacto
(>1/100, vHO < 1/10), HEwacto (= 1/1000, o < 1/100), peaxo (> 1/10000, Ho < 1/1000), oueHs
penko (< 1/10000), wacroTa Heus3BecTHa (Ha OCHOBAaHUU HMEIOIIUXCS JaHHBIX OIICHHUTH
HEBO3MOXXHO). Hike mpecraBieHbl MoOOUHbIE peaKkIiK, KOTOPhle OTMEYAINCh B KITMHUYECKUX
UCCIIEIOBAaHMSX M ITPH MOCTMApKETUHIOBOM IPUMEHEHUH MpenapaTa (4acToTa HEU3BECTHA).
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Hapywenus co cmopouvt Kposu u aumehamiqecrol CUCmemsl. JICHKOTCHIST/ HCUTPOTICHI,
TpOM6OI_II/ITOHeHI/I5I, IMaHIUTOIICHU A, rI/IHO(bI/I6pI/IHOreHeMI/I${.

Hapywenus co cmoponst ummynnot cucmemvpl. aHaQUIAKTHYECKHE/aHA(DUIAKTOUIHbIE
peaKkiiuy, aHTHOHEBPOTHUYECKHMH OTEK, aHA(DUIAKTUYECKHI LIOK, OPOHXOCIIA3M.

Tcuxuueckue Hapyuiernus. aXuTalnua, HapyueHus CHa, TpEBoOra.

Hapymel-twl CO CMOpPOHbL H@p@HOﬁ cucmemsl. I10JIOBHAA 60.]11), TOJIOBOKPYKCHHC, acenTHYCCKUH
MEHUHIHUT, CYJOpPOTH.

Hapywenus co cmoponsl opzana 3penus: HapylieHHE 3pEHHsI, CKOTOMA.

HapyweHu}Z CO CMOpPOHbL cepdua.‘ TaxXuKapausa, apuTMusa, CHUXKCHUC apTCpUaIbHOI0 JaBJICHUA,
CTCHOKapaus.

Hapywenus co cmopomnsl cocy0os: «IPUIUBBD KPOBU K KOXKHBIM [TOKPOBaM, KpOBOTE€UEHHS (B
TOM YHUCJIE KPOBOTCUCHUA U3 COCYIOB KOXKHU, CIM3UCTBIX 060H0qu, JKCIIyaKa, KI/IHIeLIHI/IKa).
JKenyoouno-kuweunvie Hapyuwienus: KCepocToMus (CyXOCTh MOJOCTH PTa), AHOPEKCHS, aTOHHSI
KHIICYHNKA, YyBCTBO JABJICHUS U MEPENOTHEHUS B O0JIACTH JKEIyAKa, TOIIHOTA, PBOTA, AUAPES,
3arop, runepcanuBanys (OBBIIIEHHOE CIIOHOOTAEICHHE).

Hapywenus co cmoponvl neuenu u xHeenuesbleooAuwux nymeil. BHYTPHIIEYEHOYHBIH XOJIECTas,
NOBBILICHUE AKTUBHOCTH «II€YEHOYHBIX» TPAaHCAMUHA3, IOBBIIIEHWE AKTHUBHOCTH IIEIOYHOMN
docdarasbl.

Hapywenus co cmoponsl Kodtcu u nOOKONCHbIX mMKaHel: KOXKHBIA 3yJ, KOKHas ChIIlb, dpUTEMa
(HOKpaCHeHI/Ie KO)KI/I), KpalluBHHUIIA, IIOBBIIICHHAS JIOMKOCTb HOFTeﬁ, OTCKH.

Cooouienue 0 no0o3pesaemvix HeHCeIamenbHbIX PEAKUUAX

BaxHo coo0mare O TMOA03pEeBACMBIX HEXKENATeNbHBIX PEAKIHAX IIOCIe PETUCTPAINU
JICKApCTBEHHOTO Tperapara ¢ Helbl0 00eCTIeYeHNsT HeTPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS
«I10J1b3a — PUCK» JIEKAPCTBEHHOI'0 Ipenapata. MeauuuHCKUM paOOTHUKAaM pPEKOMEHIYeTCs
co00IaTe O JIOOBIX MOI03PEBACMBIX HEXKENATENbHBIX PEaKIUAX JEKapCTBEHHOTO IMpernapara
yepe3 HAIlMOHAIBHBIE CUCTEMBI COOOIIEHHUS O HEXENaTeNbHBIX PEAKIHIX TOCYAapCTB — YICHOB
EBpa3uiickoro 53K0OHOMHUYECKOTr0 COI03a.

Poccuiickas ®edepayus

®denepanpHas ciayx0a mo Haa30py B cdepe 3apaBooxpanenus (Poczapasuanzop)

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAAb, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas noyta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIMOHHO-TENIEKOMMyHUKAIIMOHHOM ceTu «HTepHeT»:
https://www.roszdravnadzor.gov.ru

Ilepeno3upoBka

Cumnmombt

CuMnTOMBI TIEPEIO3UPOBKH: TOJIOBOKPY)KCHHE, TOIIHOTA, PBOTA THMA «KOMDEHHOWU TYIIH»,
najieHue apTepPUAIBbHOTO JABJICHUS, TaXUKaApIAUs, apUTMUs, MMOKPACHEHHE KOXHBIX TTOKPOBOB,
MOTEPsI CO3HAHUS, 03HOO, apeIeKCHs, TOHUKO-KJIIOHUYECKUE CYIOPOTH.

B cnydae BOSHUKHOBEHHS ONHMCAHHBIX BBINIE HAPYIICHUH HEOOXOIUMO CPOYHO OOpPaTUTHCS K

Bpauy.
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Jleuenue
Jleyenne cumnromatuyeckoe. Ilpm  mMOsSBIGHMM TIEPBBIX IPU3HAKOB  IEPEIO3UPOBKHU
(MOTIUBOCTH, TOIIHOTA, IIMAHO3) HEMEIJIEHHO MPEKpallaloT MpueM mpemnapaTta. Ecimu npemapar
MIPUHSAT HEJABHO, CJIETyeT 00ECIIEYUTh MEPhI, HAaIlPaBJIECHHBIC HAa MPEIOTBPAIICHHIE TaJTbHEHUIIIETO
BCACBIBaHUsI IMpernapara IyTEeM €ro BBIBEJACHHUS (IMPOMBIBAHUE JKENYAKA) WM 3aMeIJICHUS
BCachbIBaHUs (HapuMep, IPUEeM aKTUBUPOBAHHOTO yTJIs).

Oco0oe BHUMaHUE JOHKHO OBITH HAMPABICHO HA TMOJJICPKAHHE APTEPHUATBLHOTO JABIICHUS U
dbyHKIMY nbixanus. [Ipyu cyTOpOKHBIX MPHUMAIKax BBOAAT JUa3EaM.

Crernuduyecknii aHTHIOT HEU3BECTEH.

B3aumopeiicTBHe ¢ APYTHMMH JIEKAPCTBEHHBIMH CPeICTBAMH

C zunomeH3ueHbIMU CpeOcmeamu

[leHTOKCMOWIIMH  TOBBIIIAET  PUCK  Pa3BUTHS  apTEpPUAIbHON  THIIOTEH3MH  IIPH
OJTHOBPEMEHHOM IPHMEHEHHH C TUIIOTEH3WBHBIMH CpEACTBAaMH (HAaIpuUMep, WHTHOUTOPHI
aHruoTreH3uHNpeBpamarmomero  ¢gepmenrta (AIlP)) wiam  ApyrumMu  JI€KapCTBEHHBIMU
CpeAcTBaMH, 00JIQTAIONIMMH MTOTEHIIMAIILHBIM aHTUTHIIEPTEH3UBHBIM 3P deKToM (Harmpumep,
HUTPATBI).

C nekapcmeennbiMu cpeocmeamu, 6aAUAIOUUMU HA C6EPMBIGAIOUYIO CUCHEMY KPOBU
[TeHTOKCMGWIIMH MOXET YCWIMBATh JEHCTBHE JIEKAPCTBEHHBIX CPEJCTB, BIUSIOIIMX Ha
CBEPTHIBAIOLIYIO CUCTEMY KpPOBM (IpsSMble M HENpPsSIMble AHTHKOATYJISHTBI, TPOMOOJIMTUKH,
AHTHOMOTHUKH, TaKHE KaK 1e(aroCIIOPUHBI).

[Ipy COBMECTHOM TPUMEHEHUH MEHTOKCHQWIIMHA ¥ HENPSAMBIX AaHTUKOAryJsSHTOB
(anTaronucroB BuTamuHa K) B NMOCTMapKETHMHIOBBIX HCCIIEIOBAaHUSAX OTMEYAIUCH Cilydau
YCUJIEHUSI AaHTUKOArYJISTHTHOTO AeUCTBUS (pUCK pa3BUTHUS KpoBoTeueHui). [loatomy B Havaie
npreMa NEeHTOKCU(PWUIMHA WIM HM3MEHEHUH €ro J03bl PEeKOMEHJYeTCsl KOHTPOJIMPOBATH
CTETEHb BBIPA)KEHHOCTH aHTUKOATYJISIHTHOTO AEUCTBUS Y MALIUEHTOB, IPUHUMAIOIIUX TaHHYIO
KOMOMHAIMIO TpenaparoB, HampuUMep, MNPOBOJUTH  PEryispHbli  koHTpons MHO
(MeXlyHapoJJHO€ HOPMaJIM30BaHHOE OTHOLICHHUE).

C uyumemuounom
[{uMeTHIMH MOBBIIIAET KOHLEHTPALMIO NEHTOKCU(PWIIMHA M aKTUBHOTO Merabonuta I B
11a3Me KpoBHU (PUCK BOSHUKHOBEHMSI TIOOOYHBIX PEaKIUil).

C opyaumu Kcanmunamu
CoBMecTHOE Ha3HAuYe€HUE C JPYTMMU KCAaHTMHAMH MOXET MPHUBOAUTH K YpPE3MEPHOMY
HEPBHOMY BO30Y>KICHUIO.

C 2unoznukemuueckumu cpeocmeamu (UHCYIUHOM U 2UROTUKEMUUECKUMU CPEeOCmeamu
0 npuema 6Hymps)

['unornmkeMuueckoe AEUCTBHE WHCYIMHA WM THIOTIUKEMHYECKUX CPEJICTB IS TpHeMa
BHYTPh MOXET YCHUJIMBAaThCA TIPH OJHOBPEMEHHOM TPUMEHEHHWU TEHTOKCHU(DUIITMHA
(TIOBBIIIEHHBIM PUCK Pa3BUTHS TUIIOTIHKEeMHUH). HeoOXoauMm CTpOruii KOHTPOIb COCTOSIHHS
TaKUX MALMEHTOB, BKIKOYAs PETYJISAPHbIN TTMKEMUYECKUN KOHTPOJIb.
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C meoghunnunom
Y HEKOTOphIX TAIMeHTOB TMpPU OJHOBPEMEHHOM MPUMEHEHMH NEHTOKCUPWIUIMHA U
TeOQWIINHA OTMEUaeTCsl YBEJIMYEHHE KOHLEHTpauuu TteodwuinHa. B panpHeiiem 3TO
MOKET TNPUBOAMTH K YBEIUYCHUIO WM YCUJICHUIO MOOOYHBIX JIEHCTBUI, CBA3aHHBIX C
TEO(PUITUHOM.

C yunpodghrokcayunom

Y HEKOTOpHIX MAalMEHTOB TMPH OJHOBPEMEHHOM NPUMEHEHHH MEHTOKCUDWIIHHA W
unpodIIoKcaliiHa OTMEYAaeTCsl yBEJIMUYEHHE KOHIEHTpAIMA TCHTOKCH(PHUIMHA B IIa3Me
KpOBHU. B nanmpHeimemM 3TO MOXET NPUBOAUTH K YBEITHMYCHUIO WM YCHJICHHUIO TOOOYHBIX
NEMCTBUH, CBS3aHHBIX C MPUMEHEHHEM JJaHHOW KOMOWHAIIHH.

C unzubumopamu azpecayuu mpomooyumoe

[Ipy OJHOBpEMEHHOM MPUMEHCHWH ICHTOKCU(WUIMHA C WHTHOUTOpaMHU arperamnuu
TPOMOOIUTOB  (KIOMHUIOTPeN, ANTUGUOATHI, THPOPUOAH, SIOMPOCTCHON, HIOMPOCT,
abuukcumad, anarpenua, HIIBIT [kpoMe CEneKTUBHBIX MHIMOUTOPOB IHUKJIOOKCHICHA3bI-2],
ANCTHICATMIIMIIOBAS  KHUCJIOTa, TUKJIONWUIWH, JUMUAPHAAMOJI) BO3MOXXHO  Pa3BUTHE
MOTEHLMAIBHOTO aJIUTUBHOTO ACHCTBUSI, YBEIMYUBAIOIIETO PUCK PAa3BUTHSI KPOBOTCUCHHUSI.
[TosTomMy wu3-3a pUCKa pa3BUTHUSI KPOBOTEUYECHHS CIIEyeT C OCTOPOKHOCTHIO MPUMEHSTh
NEHTOKCU(PWIINH OJHOBPEMEHHO C BBILICTICPEUUCICHHBIMU WHTHOUTOpAMHU arperanuu
TpOoMOOLIUTOB (cM. pazaen «C OCTOPOKHOCTHIO).

Oco0ble ykazanust

JleueHwue cieayeTr MPOBOAUTH MO KOHTPOJIEM apTePHATbHOTO JaBICHHS.

VY [NanMeHToB € CaxapHbIM AMa0eTOM, MPUHUMAMONIMX THIOTIHKEMAYECKHE CPEICTBa,
Ha3HaueHWe OONBIIMX 103 MOXET BbI3BaTh BBIPAKCHHYIO THUIIOTIIUKEMUI  (MOXET
HOTPeOOBATHCSI KOPPEKIMS 103 TUIOTIIMKEMUYECKHX CPEICTB M MPOBEICHHUE TTHKEMHUUYECKOTO
KOHTPOJIS).

[lpu HasHaueHuu npenapata Tpentan®

OJTHOBPEMEHHO C AHTHKOAryJIssHTaMH He0O0XOIUM
KOHTPOJIb ITOKA3aTENEN CBEPTHIBAIOIIEH CUCTEMBI KPOBH.

VY nanueHToB, HEJABHO MEPEHECIINX ONEpaTUBHOE BMEIIATENIbCTBO, HEOOXOJUM PETYNSpPHBIM
KOHTPOJIb FEMOTJIOONHA U TEMAaTOKPUTA.

[TarueHTaM ¢ HU3KUM M HECTAOMJIbHBIM apTepUaIbHBIM JABJIIEHUEM HEOOXOJIMMO YMEHBIIHUTH
7103y MEHTOKCU(PUIUIHHA.

Y NOXWIBIX TalMEeHTOB MOXET MOTpeOOBaThCsl yMEHBIIEHHWE [03bl IEeHTOKCU(UIINHA
(moBbIIEHNE OMOIOCTYITHOCTH U CHUKEHHE CKOPOCTH BBIBEICHUS).

bezonacHocTh U 3¢ (peKTHBHOCTH NEHTOKCU(PHUIUIMHA Y 1eTeH N3y4eHbl HEI0CTaTOYHO.

Kypenue MoxeT CHIKaTh TeparneBTUYECKYI0 3 PEKTUBHOCTH Mpenapara.

Bcnomozamenvnvie éeuecmea

[TatmeHTamM C peako BCTPEYAOMICHCS HACJIEICTBEHHOW HENEPEHOCUMOCTBIO TaJIaKTO3bI,
neUIUTOM JaKTa3bl JIOMAapel MM TJII0KO030-TajJakTO3HOW ManbabcopOiueil He cienyer
MPUHUMATh 3TOT Mpemnapar.
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Bausinue Ha CHOCOOHOCTH YNPaBJAATb TPAHCHOPTHBIMH CPEACTBAMIA HW  pad0TaTh C
MeXaHH3MaMHU
YuuThiBas BO3MOXHBIC TOO0YHBIE A (DEeKThI (HampuMep, TOJTOBOKPYKEHHUE), CICYET COOII0IaTh
OCTOPOYKHOCTh TIPU BOXKIACHUW aBTOTPAHCIIOPTA W 3aHATHIX MOTEHIIMAJIBHO OIMACHBIMU BUJIaMHU
JESTEIIbHOCTH.

dopMa BbINIYCKa

TabneTkn KUIIEYHOPACTBOPUMBIE, TOKPHITHIE ITICHOYHOH 0005109K0i, 100 M.

10 wmm 15 TabneTok MOMEmAIT B KOHTYPHYKHO SYCHKOBYIO YIIAKOBKY W3 IUICHKH
MOJIMBUHUJIXJIOPUAHOMN/TIOTUBUHUIIU IEHXJIOPUTHON U (POJIBIH aTFOMUHUEBOM.

6 KOHTYPHBIX SYEHKOBBIX YIakoBOK 10 10 TabieTok uiau 4 KOHTYpHBIE SYCHKOBBIE YIIAKOBKH IO
15 TabneTok BMecTe ¢ HHCTPYKIIMEH 10 MPUMEHEHHUIO MOMEIIAIOT B NAaUKy U3 KapTOHA.

Ha nauke nomyckaercs HaJMuuMe CaMOKIIESIIErocsi(Mxcs) CTUKEepa(oB) C MLEIbIO KOHTPOJIA
MIEPBOTO BCKPBITHSI.

YciaoBust XxpaHeHUs
He xpanute npu remneparype Bbie 25 °C.
XpaHUTh B HEJJOCTYITHOM JIJISl JIeTel MecTe.

Cpox roaHocTu
4 rona.
He npuMeHsaTh MO UCTEYEHUU CPOKA TOAHOCTH.

YcaoBus ornycka
OTIIyCKaOT MO perenTy.

IMpousBoautens / @acoBmuk  (MepBHYHAST  YNAKOBKA) / YNakoBmIMK  (BTOpHYHAS
ynakoBka) / Belnmyckamomuii KOHTPOJIb KayecTBa

3EHTUBA ITPAVBET JIUMUTE]]

VYyacrok Ne 3501-3515, 6301-6313 u 16, Merep Poyn/C, 3oma I''M.JI.C., AHKJIEIIIBAP-
393 002, okpyr-bxapyy, mrat I'ymkapar, Magus

Jlep:kaTesib  PEerucTPAllMOHHOTO  yaocroBepeHusi / Opranu3anusi, NPHHAMAIOIIAS
NPeTEeH3NH NOTPeduTeIeH

Poccuiickas ®edepayus

3A0 «Dapm®Pupma «CoTekc»

141345, MockoBckast 0611., . Ceprues [locan, n. benukoso, 1. 11

Ten.: +7 (495) 956-29-30

OnekTpoHHas nouta: pharmacovigilance@sotex.ru



