COOTBETCTBYET 3KCMNEPTHOMY OTHETY

ot 21.11.202

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

[Ternroxkcupmmmn, 400 Mr, TaGIeTKH C MPOJOHTUPOBAHHBIM BBICBOOOXIEHUEM, IOKPBITHIC

IUIEHOYHOM 000JI0YKOA.

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JeiicTBytoliee BEIeCTBO: MEHTOKCU(DUIUINH.
Kaxxmast TabieTka ¢ MpOJIOHTHPOBAHHBIM BBICBOOOKICHHEM, TTOKPHITAs TICHOYHOW 000I0YKOM,
conepxut 400 Mr NeHTOKCUUILITHHA.

ITonnbI MNEPCUCHb BCIIOMOTI'aTCIIbHBIX BCHICCTB IIPHUBCIACH B pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabJieTKH C IPOJOHTUPOBAHHBIM BHICBOOOKICHUEM, IOKPBITHIE IUICHOYHONW 000I0UKOM.
Kpyriisle IBOSKOBBINYKIIbIE TAOIETKH, HOKPHITHIE TUNIEHOYHONW OOOJIOUYKON OT GEI0ro 10 MOYTH

6enoro nBera. Ha monmepeunoM paszpese sa1po TabJaeTKu OT O€10To A0 MOYTH 0eJIoro IBeTa.

4. KIMHUYECKHUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHH IO

[Tpenapat [leHTOKCUPMIIINH MOKa3aH K MPUMEHEHHUIO y B3pPOCIIbIX B BO3pacTe oT 18 ner.

e OkKkIIO3MOHHas  0oje3Hb mnepudeprueckux apTepuil  aTepoCKIEpOTUYECKOro MU
IMa0eTUYECKOro TeHe3a (HampuMmep, «IepeMekarolascs» XpoMmoTa, JauadbeTuyeckas
AQHTHOTIATHS).

e Tpoduueckue HapymeHus (Hanpumep, Tpoduyeckre S3Bbl TOJIEHEN, TAaHTPEHA).

e Hapymenust MO3roBoro KpoBooOpaieHus (IocaeICTBUS LepeOpaIbHOr0 aTepoCcKiIepo3a, Kax,
HarnpuMmep, CHI)KEHUE KOHLEHTpPAIMM BHMMaHUS, TOJIOBOKPYXEHHE, YXYyIILICHHE MaMsTH),
UIIEMUYECKHE U TIOCTUHCYJIBbTHBIE COCTOSIHUSL.

e Hapymenus kpoBooOpallleHus1 B CETUATKE U COCYIUCTON 000I0UKe Ii1a3a.

e Orockiepo3, JereHepaTuBHbIe U3MEHEHHS Ha (JOHE MATOJIOTMH COCY/I0B BHYTPEHHETO yXa U

CHMXKCHUA CIIyXa.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

I[OSI/IpOBKa HO,[[GI/IpaeTCﬂ BpauOM B COOTBCTCTBHU C HWHAWBUAYAJIIbHBIMU 0COOEHHOCTSIMH
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(NOCNEQCBATENEHOCTE 0001)

MMaleHTa.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

OO6brunas no3a - 400 mr (1 Tabnerka) 2-3 pa3a B cyTkH. MakcuManbHasi cyTo4Has j103a - 1200 mr.

Oco0BbIe IPVIIILI TAIUEHTOB

Tayuenmo ¢ Hapywenuem yHKyuu novex
VY marueHToB ¢ HapylieHHOH (yHKiued nouek ¢ kiaupeHcoMm kpeatnHuHa (KK) < 30 mu/mMun
JO3MPOBKA MOXKET OBITh CHIDKEHA 710 1-2 TabIEeTOK B CYTKH.
THayuenmoi ¢ HapywieHuem yHKyuu neveHu
[TanimeHTamM ¢ TSOKETIBIM HapymieHHeM (YHKIMH TMEYeHH HEOOXOIUMO YMEHBIICHUE JI03bI C
Y4ETOM MHIUBUAYAILHOW IEPEHOCUMOCTH.
Tayuenmoi ¢ HUBKUM apmepuUaIbHbIM 0A6leHUeM
Jleuenne MOXeT OBITh HA4YaTO MaJbIMHA JI03aMH Yy TAIUEHTOB C HU3KUM apTepUATbHBIM
JIABJICHUEM, a TaKXe y JIMI[, HaXOJIIUXCS B TPYIIE PUCKAa BBHIY BO3MOXHOTO CHHIKCHUS
apTepUaTBbHOTO JaBICHHS (MAIIMCHTHI C TSHKEIION (GOPMOM MIIEMUYECKON OOJIC3HH ceplilia WId ¢
reMOJIMHAMHUYECKH 3HAYUMBIMU CTEHO3aMHU COCYAOB TOJIOBHOTO M03ra). B a3Tux ciydasx moza
MOYET OBITh YBEINYECHA TOJIBKO MOCTENEHHO.

eTU
be3onacHocTh 1 3pPekTUBHOCTD Mpenapata [leHTokcudmumH y nerei B Bozpacte ot 0 1o 18 ner
Ha JJAHHBII MOMEHT HE YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco0 npuMeHeHus

BHYTpB TabmeTku CJICAYCT POIJIaThiBaTh LCJIMKOM, BO BpEMS WJIN CPa3y IIOCJIC IIpUcMa MUy,

3anuBas JOCTAaTOYHBIM KOJIHUYCCTBOM BOJHEI.

4.3. IIpoTuBONOKA3aHUS

® TUNEPUYYBCTBUTENILHOCTh K MEHTOKCU(DWIUTUHY, JPYTUM METHIIKCAHTHHAM MJIU K JI000MY U3
BCIIOMOTaTeNbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zene 6.1;

® MacCHBHbIE KPOBOTEUEHHsI (PUCK YCUJICHUSI KPOBOTEUECHHUS);

e O0LIMpPHBIE KPOBOMBIUSHUS B CETUATYIO0 000JI0UKY I1a3a (PUCK YCUIICHUS] KDOBOTEUEHHUS);

® KpPOBOM3JIMSIHUS B TOJIOBHOW MO3T;

®  OCTpbI UHQAPKT MUOKap/a;

e 0OEpeMEHHOCTh U MEPHOJ IPYIHOTO BCKAPMIUBAHMS.
4.4. OcoOble ykazaHMsl U1 MepPbl NPeI0CTOPOKHOCTHU NPH NPUMEHEHUH

HpenapaT CJICAYCT Ha3HA4YaThb C OCTOPOKHOCTBIO B CICAYIOIIUX ClTydasaX:

® TSDKEJbIE HapYIICHUS CEpACYHOro puTMa (PUCK yXY/IIICHUS] apUTMUN ),
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
o1 21.11.2025 N= 29011

apTepHalibHas TUIIOTEH3Us (PUCK JalbHENI
XpOHHUYECKasl cep/ieyHasi HeI0CTaTOYHOCTh;
si3BEHHAs 00JIE3Hb JKETy/IKa U JABEHAIATUIICPCTHON KHILIKH;

Hapymenuss GyHknuu modek ¢ KK < 30 mur/muH (pUCK KyMYISIIMA ¥ MOBBIIICHHBIA PUCK
Pa3BUTHS HEXKENATEIbHBIX PEaKIINii);

TSDKENbIE HapyIICHUs (YHKIMHM MeYeHU (PUCK KyMYJSIUU U TOBBIILIEHHBIH PUCK Pa3BUTHS
HEeXeJaTelIbHbIX PEeaKIuil);

HEJaBHO MEPEHECEHHBIE ONIepaTUBHbIC BMEIIATENIbCTBA;

MOBBIIICHHBIA PUCK Pa3BUTUS KPOBOTECUCHUH, HANpUMep, MPU HaAPYIICHUSX B CUCTEME
CBEPTHIBAHUS KPOBH (PHUCK pa3BUTHsI 00JIEe TSKETBIX KPOBOTEUCHUH );

OJIHOBPEMEHHOE MPUMEHEHHE C TIperapaTaMu:

- AaHTHKOAT'YJISIHTBI, B TOM YHCJI€ HETIPSMbIE aHTUKOATYJISIHTHI (AaHTaroHUCTHI BUTaMuHa K);

- UWHTHOMTOPBHI arperanud TPoMOOUMTOB (Kjiomuumorpen, sntududatun, TupodudaH,
3MOMPOCTEHOII, WJIOMPOCT, abuukcumao, aHarpenu/, HECTEPOUIHbIE
npotuBoBocnanuTenbuble  npenapatsl  (HIIBIT) (kpome ceneKTUBHBIX HHTHOUTOPOB
LUKJIOOKCUTEHA3bI-2), alleTUIICAIUIIMIIOBAS KUCJIOTA, TUKJIOMUANH, TUTUPUAAMOI);

- TUMNOMIMKEMHYECKHUE CpPeACTBa (MHCYIUH M THIIOTIIMKEMHYECKHUE CpeACTBa UId IpHeMa
BHYTPB);

- QUIPoQIIOKCaINH;

- TeopuIuINH.

JleueHue CJICAYCT MPOBOAUTDH ITOA KOHTPOJICM apTCPUATIBHOT'O JABJICHUA.

Y maumpeHToB ¢ CaxapHbIM I[I/Ia6eTOM, NPpUHUMAKOIHUX T'HIIOTJIIMKEMHUYCECKUE CPEACTBA, HA3HAYCHHUEC

0OIBIIHX 03 HCHTOKCI/I(l)I/IJ'[J'[I/IHa MOXKCT BBI3BATb BBIPAKCHHYIO THIIOTJIMKEMHUIO (MO)KCT

HOTp€6OBaTI>C$I KOppEKOuA 03 THIOTIMKEMHUYCCKUX CPCACTB U IMPOBCACHUEC TIIMKECMHUYCCKOI'O

KOHTPOJIS).

HpI/I Ha3HAYCHUU IIpCIiapara HCHTOKCI/I(I)I/IJ'IIII/IH OIHOBPEMCHHO C aHTUKOATr'yJIAHTaMH HCO6XOI[I/IM

KOHTPOJIb MTOKA3aTeJIe CBEPTHIBAIOIIECH CUCTEMBI KPOBH.

VY mnanueHToB, HEJABHO MEPEHECIINX OMNEPaTUBHOE BMEIIATENIbCTBO, HEOOXOIUM pPEryspHBIN

KOHTPOJIb reMOIJIOOHHA H réMaToKpuTa.

ITaumenTamM ¢ HU3KUM U HECTaOMIIbHBIM ApTCPpHUAIIBHBIM TAaBJICHUCM HCOGXOJII/IMO YMCHBIINUTDH

7103y MIEHTOKCU(PHUIUIHHA.

VY  IOXMIBIX ITIaITUEHTOB MOXKET HOTpe6OBaTI)C$I YMCHBIICHUEC OO3bI HGHTOKCI/I(bI/IHJ'II/IHa

(ToBBIIIIEHNE OMOIOCTYITHOCTH U CHUKEHUE CKOPOCTH BBIBEJICHUS ).

Kypenne MoxeT CHUXaTh TepaneBTUYECKYIO Y3(PPEKTUBHOCTH Mpernapara.
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.11.2025 N2 23011

4.5. B3aumojeiicTBue ¢ JAPYrHMH JieKapcCl BeHHbln'igl:l:ﬁamg;ﬁwqﬂ:ﬂp;fﬁ:I:'lli'aubl

B3auMOAeliCTBUA

' MnnoTeH3uBHBIE CPEACTBA

[TeHTOKCUGWILIMH MOBBIIAET PUCK PA3BUTHs apTepUaAbHONW IMIIOTEH3UU IIPU OJAHOBPEMEHHOM
IPUMEHEHUN c T'MIIOTEH3UBHBIMU cpeacTBaMu (Hampumep, UHTUOUTOPBI
aHruoTeH3uHNpeBpamammero Gepmenrta (AIID)) unu gpyrumMu JeKapCTBEHHBIMH CPEICTBAMH,
00J1aJaf0IMMU TOTEHIUAIBHBIM aHTUTUIIEPTEH3UBHBIM 3()(heKTOM (Hampumep, HUTPATHI).

JlexkapCTBEHHBIE CPEJICTBA, BIUSIIONIME HA CBEPTHIBAIONIYIO CHCTEMY KPOBH

[TeHTOKCMGWIIMH MOXET YCHIMBaTh JACWCTBUE JIEKAPCTBEHHBIX CPEJCTB, BIMAIOLIMX Ha
CBEPTHIBAIOLIYI0 CHCTEMY KpOBH, HampuMmep, NpsSAMble M HENpsMble AHTHKOATYJISHTHI,
TPOMOOJINTUKY, aHTUOMOTUKH, TaKHE KaK 1e(ParoCIIOPUHBI.

[Ipy coBMECTHOM TNPUMEHEHUU MEHTOKCUQWIIMHA M  HENpsMbIX  AHTUKOAryJIsHTOB
(anTaronucroB BUTaMuHa K) B MOCTPErucTpanMOHHBIX HMCCIEJOBAHUAX OTMEUYAIUCh CIlydyau
YCUJICHHS aHTHKOATYIISIHTHOTO JEUCTBHUS (PHUCK Pa3BUTHA KpoBoTeueHwii). [loaTromy B Havaie
npremMa NMEeHTOKCU(WIIMHA WM TPU M3MEHEHUH €ro 03Bl PEeKOMEHAYETCS KOHTPOJIMPOBATH
CTEINEHb BBIPA)KEHHOCTH AHTHKOArYJISSHTHOTO JIEHCTBMS Y MAlMEHTOB, IPUHUMAIOIINX JaHHYIO
KOMOMHAIMIO TpenapaToB, HAIpUMEp, MPOBOAUTH PETYJSPHBIA KOHTPOJIb MEXAYHAPOIHOTO
HopManu3oBaHHoro otHomenus (MHO).

[[umeTn e

[lumMeTuAMH MOBBIIAET KOHLIEHTPALUIO IEHTOKCU(PUIUIMHA U aKTUBHOTO MeTabonuTa I B miazme
KPOBHU (pPUCK BO3HMKHOBEHHSI HEXKeaTeIbHbIX PEaKIIUi).

Jpyrue KCaHTHUHBI

CoBMecTHOE Ha3HAUYEHUE C IPYTUMH KCAaHTUHAMU MOXKET NMPUBOJUTH K YPE3MEPHOMY HEPBHOMY
BO30YXJICHHIO.

['MnoraMKeMHUYecKre CpeacTBa (I/IHCVJ'II/IH U THNOTTTMKEMHUYCCKHE CPEACTBA JIA IpHEMaA BHVTDB)

[M'unornnkemMuueckoe AeHCTBUE WHCYIIMHA WU TUITOTJIMKEMUYECKUX CPEJICTB JIJIsl IpUeMa BHYTPh
MOET YCUIIMBATHCS TIPU OJTHOBPEMEHHOM NMPUMEHEHUH MEHTOKCU(MIIITNHA (TTOBBIIIEHHBINH PUCK
pa3BuTUs TUNOrMKeMuH). HeoOXoaum CTporuil KOHTPOJIb COCTOSHHUS TaKHX MaI[MEHTOB,
BKJIFOYAs PETYJSAPHBIN IMTUKEMUYECKUN KOHTPOJIb.

Teodummmn

Y HEKOTOpHIX MAlMEHTOB MPH OJJHOBPEMEHHOM NMPUMEHEHUHN MEHTOKCU(UIUTHHA U TeOPUILTNHA
OTMEUaeTCsl YBEIMUEHNE KOHIICHTpAIMN TeopInHa. B nanbpHenemM 3To MOXKeT TPUBOJIUTH K
YBEJIMUEHUIO WIH YCUIICHUIO HEXKENATeIbHBIX PeaKIiii, CBSI3aHHBIX C TEOPUIIITHHOM.

Hunpodmokcama

vy HCKOTOPBIX IMAIlMECHTOB IMpU OAJHOBPEMCHHOM INPHUMCHCHUU HeHTOKCI/I(i)I/IJ'IJ'H/IHa n
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.11.2025 N2 23011

UpogIIoKcariiHa OTMEUACTCsl YBETUUCHUE KOHHCHTDaIﬁIIjI};I ﬁ&ﬁ&&ﬁ'@l%gl '; Il‘IJIZt_éMle Q]‘LH)BH.

B nanbHeleM 5T0 MOXKET PUBOIUTD K YBEJIIMYEHUIO WIH YCUJICHUIO HEKEIATEIIbHBIX PEaKLIUM,
CBSI3aHHBIX C IPUMEHEHHUEM JTaHHOKH KOMOMHAIINY.

I/IHFI/I6I/ITODI)I arperainmmn TDOM6OI_II/ITOB

[Ipy OAHOBpEMEHHOM TNPUMEHEHUH TEHTOKCU(UIUIMHA C HWHTHOUTOpaMU  arperauuu
TpoMOOIUTOB  (KIomuaorpen, AnTududbarun, TUpoduOaH, SIONPOCTEHON,  HIOMPOCT,
abuukcumad, anarpenua, HIIBIT (kpome CelNeKTHBHBIX HHTHOMTOPOB IMKJIOOKCHUTCHA3bI-2),
aleTWICAIUIIWIOBAs ~ KUCJIOTa,  TUKJIONWUIWH,  JUMUPHUAAMOJI)  BO3MOXXHO  pa3BUTHE
MOTEHLUAIBHOTO AJJIUTUBHOTO JEHCTBUS, YBEIMYUBAIOLIETO PUCK PA3BUTHUS KPOBOTCUCHUSI.
[ToaTroMy wu3-3a pHCKa pa3BUTUS KPOBOTEUCHUS CIIEIYET C OCTOPOKHOCTBHIO TMPUMEHSTH
NEHTOKCU(PWIINH OJHOBPEMEHHO C  BBIIICTICPEYNCICHHBIMA WHTHOUTOpAMHU  arperamuu
TPOMOOITUTOB.

Keroposak

[Ipy OIHOBPEMEHHOM TPHUMECHCHHH TCHTOKCU(UIUIMHA C KETOPOJIAKOM ITOBBIMIASTCS PHCK
KPOBOTCUCHHI W/WJIH YIJIMHEHUS IIPOTPOMOUHOBOTO BpeMeHH. COBMECTHOE Ha3HAUCHUE JIAHHBIX

MperapaToB HEKCIIATCIbHO.

4.6. DepTUIBHOCTD, 0€PEMEHHOCTD U JTAKTALHSA

bepemeHHOCTD

[Tpenapat [lenTokcupUIMH HE PpEKOMEHIYEeTCS K TPUMEHEHHUIO BO BpeMsi OepeMEHHOCTH BBHUY
HEJOCTAaTOYHOCTHU JaHHBIX MO 3 (PeKTHBHOCTH U 0€30MaCHOCTH MPUMEHEHUS IEHTOKCU(PUILTHHA.
JlakTarms

[leHTOKCU(UIIIUH TIPOHWKAET B TPYAHOE MOJOKO B HE3HAYMTEIBHBIX KojudecTtBax. [lpum
HEOOXOMMOCTH TpUMEHEeHUs mpemnapara [[eHTOKCUPUIIINH TpyAHOE BCKapMIIMBaHUE CIIEAYyeT

MMPCKPATUTDH (y‘II/ITBIBaH OTCYTCTBHUC OIIbITA HpI/IMeHeHI/Iﬂ).

4.7. BausiHde Ha CMOCOOHOCTH YNPABJSATH TPAHCHOPTHBLIMH CPeICTBAMH M padoTaTth ¢
MeXaHU3MaMH

[Tpenapat IlenTokcupuIMH OKa3bIBa€T BIUSHUE HA CIIOCOOHOCTH YIPaBISATh TPAHCHOPTHBIMU
cpeacrBaMu 1 pa6OTaTI) C MexaHu3MaMH. YUHTBEIBasg BO3MOJXKHEIE HEKeJaTeIbHEIE p€aknuuu
(HampuMep, TOJIOBOKPY)KEHHE), CIEIyeT COONIoAaTh OCTOPOKHOCTH TIPH  BOXICHUH

TPAHCIIOPTHOT'O CPCACTBA U 3aHATUAX TOTCHIHUAJIBHO OIMTACHBIMU BUJAAMU NCATCIIBHOCTH.

4.8. HexkesaTeibHbIe peakuu

TabnnuHoe pE3IOME HEXKENATSIIHLHBIX PEaKINH
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(00c DB L HOCTE 0007
HEeXKeJIaTeIbHBIC PEaKIluH, Kélpops'rgE [ 'qa@gllf H]';' 'IIH'IJIHWIQC'KHX

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HCCJIICAOBAHUAX U TTPHU ITOCTPCTUCTPALMOHHOM NPUMCHCHU U HGHTOKCI/I(bI/I.H.HI/IHa. HexenarennHble

pCaknuu pacupCaCJCHbI [0 CUCTCMHO-OPTaHHBIM KJIaCCaM B IMOPAIAKE y6BIBaHI/I$I HUX CCPLE3HOCTH

C YKazaHHEM 4YaCTOThl X BO3ZHHKHOBCHHA COIJIACHO KJ'IaCCI/I(l)I/IKaI_II/II/I BCCMHpHOﬁ OopraHu3aliun

sapaBooxpanenus (BO3): ouens uacmo (> 1/10); wacmo (= 1/100, vo < 1/10); newacmo (= 1/1000,

HO < 1/100); peoro (> 1/10 000, Ho < 1/1000); ouenv peoxo (< 1/10 000); uacmoma neussecmna

(Ha OCHOBAHHMH UMCHOIIUXCA JaHHBIX OLICHUTH HGBO3MO)KHO).

mpakma

CucTteMHO-OpraHHbIN YacroTa u HexenarenbHas peakuust
KJ1acc BCTPEYAEMOCTh
Hapywenus co cmoponwl 4acToTa JICUKOTICHHS/HEUTPOTICHUSI, TPOMOOIMTOICHNS,
Kpoeu u tumgamuieckol | HEU3BECTHA | MAHUUTONEHUS, TUIO(GUOPUHOTEHEMUS
cucmemul
Hapywenus co cmoponwl qacToTa aHaduIakTHYecKue/aHapUIaKTOUIHbBIE PeaKIuy,
UMMYHHOU cucmembl HEU3BECTHA | AHTMOHEBPOTHYECKUN OTEK, aHa(pUIAKTUYECKUI
10K, OpOHXOCHa3M
Icuxuueckue napywenus 4acToTa QXHUTalMA, HApYILIEHUs CHA, TPEBOTra
HEU3BECTHA
Hapywenus co cmoponwl 4acToTa roJI0BHAs 00JIb, TOJOBOKPYKEHUE, ACENTHUECKUIA
HepBHOLL cucmembl HEU3BECTHA | MEHHUHTUT, CYI0pPOTH
Hapywenus co cmoponwl qacToTa HapyIlIeHHUE 3peHusi, CKOTOMa
opeaHa 3peHust HEU3BECTHA
Hapywenus co cmoponwl 4acToTa TaxuKapaus, apuTMHs], CTEHOKapIns
cepoya HEU3BECTHA
Hapywenus co cmoponwl yacToTa CHU)KEHHE apTepHaIbHOTO JTaBJICHUS,
cocy008 HEU3BECTHA | «IPUJIUBBD» KPOBH K KOXHBIM IIOKpOBaM,
KPOBOTEUEHHs (B TOM 4YHCJIE KPOBOTEUEHHUS W3
COCYJIOB KOKH, CIM3UCTBIX 000JI0UeK, KeTyaKa,
KHILEYHHKA)
Hapywenus co cmoponwl 4acToTa KCEPOCTOMMUS (cyxocThb IOJIOCTH  pTa),
HCENYOOUHO-KUUEUHO20 HEU3BECTHA | AaHOPEKCHs, AaTOHMS  KHIIEYHHUKA, YYyBCTBO

JaBJICHUS U NMEPCIIOJTHCHUA B obOnacTu KEIyaka,

TOIIHOTA, pBOTa, uapes, 3arop,
rurnepcalnBanus (mOBBILLIEHHOE
CIIIOHOOT/IENICHNUE)
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ot 21.11.2025 N= 239011
yrpunc G aeb o o = 00T

Hapywenus co cmoponwl qacToTa

o)

COOTBETCTBYET 3KCNEPTHOMY OTUYETY

nedyeHu u HCHU3BCCTHA

JHcenueableo0AuUX nymeti

H apywerusl co CnmopoHbl qaCToTa KO>KHBIN 3yA, KO>XHas CBIIIb, OPUTCMaA

Koorcu U  NOOKOJNCHBIX HCHU3BCCTHA (HOKpaCHeHI/Ie KO)KI/I), KpallMBHHUILIA, TIOBBIIICHHAA

mxauetl JIOMKOCTh HOT'TEH, OTEKH

Jlabopamopnuie u 4acTora HOBBIIICHHE AKTUBHOCTH «TIEYCHOYHBIX)»
UHCMPYMEHMATbHbLE HEU3BECTHA | TPaHCAMHHA3, MOBBIIICHHE AKTHBHOCTH
oanHvle IeTI0YHOH (ocdaTasbl

COO6H_IGHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

Baxxno cooOmare 0 TOA03pEBACMBIX HEXKENATEIbHBIX PEAKIUAX TI0CIe PErucTpaluu
JICKapCTBEHHOTO TIperapara ¢ meiibio 00eCreueHrs: HeMPEePhIBHOIO MOHUTOPHUHTA COOTHOIIICHUS
«IoNb3a — PHUCK» JICKAPCTBEHHOTO mpernapara. MeTuIuHCKUM pa0OTHUKAM pPEKOMEHIYETCS
coo0maTh O JIOOBIX I0JI03PEBACMBIX HEKEJIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHBIE CUCTEMBbI COOOIIECHUS O HEKEIaTeNbHBIX PEaKIHIX TOCy/IapCTB — YJICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccniickas @enepanys

®OenepalnibHas Ciryx0a 1o Haa30py B cepe 3ApaBOOXpaHEHUs

109012, r. Mocksa, CnaBsiHCcKas iomais, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

DnexTponHas moyra: pharm@roszdravnadzor.gov.ru wu npr@roszdravnadzor.gov.ru

Cair B HH(bOpMaLIHOHHO'TeHeKOMMYHHKaHHOHHOﬁ CCTHU ((I/IHTepHeT))Z

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3npoBka

CHMIITOMBI

CUMNTOMBI TIEPETO3UPOBKHM BKIIOYAIOT B CeOs: TOJOBOKPY)KEHHE, TOIIHOTY, PBOTY THUIA
«KOo(eWHOH TyIN», MajeHNue apTePHATLHOTO JTABJICHUS, TaXUKAPIUI0, apUTMHIO, TTIOKPACHEHUE
KOXHBIX IIOKPOBOB, TTOTEPIO CO3HAHMS, 03HOO, apedIekcrio, TOHHKO-KIIOHHYECKHE CYIOPOTH.
JleueHue

Jledenue cumnromaTtrueckoe. [Ipu mosBIeHUN MEePBBIX MPU3HAKOB MEPEI03UPOBKH (TOTIUBOCTD,
TOIHOTA, IIMAHO3) HEMEUICHHO IPEKpallaloT MpueM mpenapara. Ecim mpemapar HpUHSAT
HEJaBHO, CJIEyeT OOECIeYUTh MEpbl, HANpaBJICHHBIE Ha TPEJOTBpAIICHUE TaIbHEUIIETO

BCaCbIBaHUA IIpCIllapaTa NYTEM C€ro BbIBCIACHUSA (HpOMBIBaHI/IC menyzuca) niIn 3aMCIJICHUA
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BCacChIBaHMsI (HaIIpUMeEp, PUEM aKTUBUPOBAHHATO YIJIs).

Ocoboe BHUMaHME JOKHO OBITH HANpPaBICHO Ha MOJIEp)KaHUE apTepUALHOTO JABJICHUS U
¢bynkuuu npixanus. [Ipyu cyaoposKHBIX TpUNajKax BBOJAT JUA3CIaM.

Crernuduyecknii aHTHI0T HEU3BECTEH.

5. PAPMAKOJIOTMYECKHE CBOMCTBA

5.1. ®apmakoauHaAMHYeCKHe CBOICTBA
®dapMakoTeparneBTUYECKas Tpymia: nepudepruuecKue Ba3oJUIaTaTophl; MPOU3BOIHEIC TyPHUHA.
Koxg ATX: CO4AD03

MexaHu3M IeHCTBUS

[TeHTOKCU(WILINH - TPOU3BOAHOE KCAHTHHA. MEXaHU3M €ro IeHCTBUS CBSA3aH C MHTHOUPOBaHUEM
dochonuscTepassl U HAKOIUIEHUEM LUKIMYECKOTO aJeHo3uHMOHO(pochara (IAM®) B kieTkax
[JIAAKOH MYCKYJIATypbl COCYZIOB U (JOPMEHHBIX 3JIEMEHTaX KPOBH.

dapmakogngamuyeckue 3P HeKTol

[TeHTOKCUWLIMH YMEHBIIAET BA3KOCTh KPOBH W YIyYIAeT PEOJIOTUYECKHE CBOWCTBA KPOBU

(TeKy4ecTb) 3a CUET:

e yIy4IlIEHUS HAPYIICHHOH 1eOpMUPYyEMOCTH SPUTPOIIUTOB;

® YMEHBIIEHUS arperauyu TpOMOOLUTOB U SPUTPOLIUTOB;

® CHIDKCHHS KOHIICHTpanuu GuOpHHOTCHA;

® CHHIKXCHHUS AKTHUBHOCTU J'IGfIKOIIHTOB U YMCHBIICHHA alArc3uu JICﬁKOIII/ITOB K JSHAOTCIIUIO
COCY/IOB.

Oxa3spIBasi claboe MHOTPOITHOE COCYAOPACIIMPSIONIee NeHCTBHE, TEHTOKCU(PHIUITMH HECKOJIBKO

yMEHBIIaeT o0mee neprupepuieckoe COCYANCTOE COMPOTHBIICHHE M HE3HAUYNTEIFHO PACHIUPSET

KOPOHAPHBIE COCY/IbI.

[TenTokcupmIIUH 00agaeT caabbIM MOJOKUTENBHBIM HHOTPOITHBIM 3(()EKTOM Ha cepile.

VYirydimaer MEKPOIMPKYISUIO B 30HaX HAPYIIEHHOTO KPOBOOOpAIICHUSI.

JleyeHne NeHTOKCU(DUIUTMHOM MPUBOAUT K YAYUUIEHHIO CUMIITOMAaTHUKH HApyLIEHUI MO3rOBOTO

KpPOBOOOpAIIIEHUS.

[Tpu OKKITIO3MOHHBIX 3a00J€BaHMIX Mepudepuueckux apTepuil MpUuMeHeHHe MeHTOKCU(UIUTHHA

NPUBOJIUT K YIJIMHEHHIO AMCTAHLUUU XOJbObI, YCTPAHEHHUIO HOYHBIX CYJOPOT B HMKPOHOMKHBIX

MBIIIIAX ¥ HCYE3HOBEHHUIO 00JIEH B ITOKOE.

5.2. ®apmakoknHeTHYECKHE CBOHCTBA

AOGcopbuus

ITocae InprueMa BHYTPb HGHTOKCI/I(l)I/IJ'IJ'II/IH IIOYTH ITOJITHOCTBIO BCACBhIBACTCA.
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AOcoroTHas OMOIOCTYITHOCTh HCXOHON CYOCTRHITMI Cblg'}:cll]';ﬂjl%'i] 1€ E‘ 'Ig%l.:'H': CThb 0001)

Pacnpenenenue

[TponoHrMpOBaHHOE BBICBOOOXKIEHUE TICHTOKCU(DMIUTMHA TO3BOJISIET TMOMJCPKUBATH  €T0
MOCTOSIHHYIO  (OECMUMKOBYIO) KOHLEHTPAllMI0O B  KPOBHU, YTO OOECHEeYMBaeT JIy4lIyIo
MEPEHOCUMOCTD IIpernapara B JaHHOU JIeKapCTBEHHOH (opMe.

Buorpancdopmarus

[Tenroxkcupmuma noasepraercsi 3(P(eKkTy «IepBUYHOTO MPOXOKACHUS» Uepe3 IEUYCHb.
KoHIieHTpaIusi 0CHOBHOTO akTHBHOTO MeTabosuTa 1-(5-rumpokcurekcui)-3,7-IMMETHIKCAHTHHA
(merabomutr 1) B mmasmMe KpoBM B 2 pa3a MPEBbIIAET KOHILEHTPALMIO HCXOJIHOTO
neHTokcupmwmHa. Merabomut | HaxomuTcs ¢ TMEHTOKCU(DUIUIMHOM B 0OpaTHMOM
OMOXMMHYECKOM  pelokc-paBHoBecuu. [loatomy meHtokcupmwimma u  metabomur |
paccMaTpUBaIOTCS BMECTE KaK akTHUBHAs eIuWHUIA. BcrneacTBue ATOro JAOCTYNMHOCTh aKTHBHOU
CyOCTaHIIMM 3HAYUTEIHHO OOJIbIIIE.

DJIMMUHALHS

[Tepuon momyBwiBeneHust (T1/2) MEHTOKCU(HUIUTMHA TTOCIE TIEPOPATHHOTO BBEICHHS COCTABIISCT
1,6 4. IleHTOKCUPUIITMH TOTHOCTHIO OMOTpaHchopmupyercs u 6onee yem 90 % BHIBOAUTCS uepe3
MOYKH B (pOpME HEKOHBIOTHPOBAHHBIX BOJIOPACTBOPUMBIX METAaOOIHUTOB.

Tloueunas nedocmamounocmo

Y m[anuMeHToB C HApyIICHUSMH (YHKIMHA TI0YCK BBIBEJICHHE METa0OJIUTOB 3aMEIISICTCS.
Ileyenounas nedocmamounocmo

VY manueHToB ¢ HapymieHUsIMU (YHKIUH TEYEHHN YBEIMYUBatOTCA T1/2 MEHTOKCU(DUIIIUHA U €T0

abconroTHast OMOIOCTYITHOCTb.

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. IlepeyeHp BCIOMOraTeJIbHbIX BEIIECTB
I'unpomernosa

[ToBunon K25

Tanbk

Maruus creapar

CocraB 000JI0YKH:

I1oNMBUHUITOBBIN CLIUPT
Turana nuokcun (E171)
Maxporon 4000
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6.2. HecoBMecTHUMOCTL

He npumenumo.

6.3. Cpok rognocTu (CpOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH MPH XPAHEHU U

Xpanutb 1pu Temrneparype He Boiie 25 °C.

6.5. XapakTep u coepxkaHue NePBUYHON YIIAKOBKHU

ITo 10, 15 u 20 TabeTOK B KOHTYPHYIO SSUCHKOBYIO YITAKOBKY M3 TJICHKH IMOJIUBUHWIXJIOPUIHON
1 (OB ATIOMHUHHUEBOM IMEYaTHOMN JIAKHPOBAHHOM.

1,2,3,4,5, 6 unu 9 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE C MHCTPYKIMEH MO0 MEAUIIUHCKOMY
MPUMEHEHUIO (JTMCTOK-BKJIA/IBIII) TOMEIIAIOT B KAPTOHHYIO YITAKOBKY (TIAUKY).

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH MNPHM  YHMYTOXKEHUH  HMCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MWJH OTXO0JA0B, TMOJYYeHHBIX IOcCjJe NpPUMEHEeHUs:
JIEKAPCTBEHHOI'0 Mpenapara u Apyrue MaHUMYJIALUMHU ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU S

Poccns

000 «PUD»

445351, Camapckas obnacth, r.0. Kurynesck, r. XKurynesck, yn. I'mapoctpouteneid, a. 6,

romelnt. 272.

7.1. IlpencraBuTe/ib AepaKaTelisi perHCTPALIMOHHOIO YI10CTOBepPeHus

[Tperen3un notpedUTeNel HaPaBIIATh O aJIpecy:

Poccus

000 «O308»

445351, Camapckas 0611., r.0. Kurynesck, r. XKurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PETMCTPAIIMOHHOTI'O YAOCTOBEPEHUA
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9. JIATA TIEPBHYHOW PErUCTPATHIU-"“AIOHTREPHKAEHUS

PETUCTPALIMU, HEPEPETUCTPALIUN)

JlaTa nepBoi perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OO0mas xapakTepuCTHKa JIeKapcTBEHHOro mnpenapaTta [leHTokcuduuMH AOCTynHA B €QMHOM
peecTpe 3aperuCTpUPOBAHHBIX JIEKAPCTBEHHBIX CPeCTB EBpa3uiickoro 3kKOHOMUYECKOT0 COI03a U
Ha  O(QHUIMAIBHOM  CaiiTe  YNOJHOMOYEHHOTO  OpraHa  (9KCIEPTHOW  OpraHU3alliH)

https://Ik.regmed.ru/Register/EAEU_SmPC.
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