COOTBETCTBYET 3KCMEPTHOMY OTUETY
5T 04.03 202

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI O IIPEIIAPATA

[Terroxcudmmms, 20 Mr/mi1, KOHIEHTPAT I IPUTOTOBICHHS pacTBOpa st UHQY3HiA.

2. KAUECTBEHHBII 1 KOJIMYECTBEHHBIN COCTAB

JleficTByIOIIIEE BEIIECTBO: MEHTOKCH(DUILTHH.

Kaskpiii Mi1 KOHIIEHTpaTa coaepskuT 20 Mr IIEHTOKCH(HILTHHA.

Kaxxnas ammymna o6semom 5 mut comepkut 100 Mr neHTOKCHUPIILITHHA.

BcrnomorarennbHble BEIIECTBA, HAIWYHE KOTOPHIX HAJ0 YYHTHIBATH B COCTAaBE JICKAPCTBEHHOI'O
npenapara; Hatpuid (cM. pasaen 4.4).

ITonnbI MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCIICCTB IIPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAA ®OPMA

KonneHTpar asns npuroToBiIeHUs pacTBopa s HHQY3Hil.

[Tpo3paunast GecuBeTHAs HITU CIIETKA )KEITOBATAS KUIKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. Illoka3aHusl K IPUMEHEHHUIO

[Tpenapat [leHTOKCUPMIINH MOKa3aH K MPUMEHEHHUIO y B3POCIIbIX B BO3pacTe oT 18 ner:

® OKKJIIO3UOHHAas 0oje3Hb Nepupepuvyeckux  apTepuil  aTepoCKIEPOTHUECKOro MU
IMa0eTUYECKOro TeHe3a (HampuMmep, «IepeMekarolascs» XpoMmoTa, JauadbeTuyeckas
aHTHUOIIATHS);

e Tpoduueckue HapylIeHus (HanpuMmep, Tpouueckre S3Bbl TOJIEHU, TaHTPEHA);

e HapyLIEHHUs MO3TOBOI0 KPOBOOOpaIIeHus (IOCIeICTBUS LIepeOpaIbHOIo aTepoCcKIepos3a, Kaxk,
HarnpuMmep, CHI)KEHUE KOHLEHTpPAIMM BHMMaHUS, TOJIOBOKPYXEHHE, YXYyIILICHHE MaMsTH),
NIIEMUYECKHUE U TIOCTUHCYJIbTHBIE COCTOSIHUS;

e HapyuUIeHHs KpOBOOOpAIIEHUS B CETYATON U COCYIUCTOM 000JI0UKE IJ1a3a;

® OTOCKJIEpO3, JIeTeHEepaTUBHbIE U3MEHEHHS Ha (DOHE MATOJIOTUH COCYAOB BHYTPEHHEIO yxa U

CHMXKCHUA CIIyXa.

4.2. Pe:kuM 103UPOBAHNS M CIIOCO0 MPUMEHEHUSI

Pexxum go3upoBaHus

I[o:«:a U CIIOCO0 Ha3HAYCHUS OMPCACIIAOTCA TAKCCTHIO HapylHeHI/Iﬁ KpOBOO6paH_IeHI/I$I, a TaKXKC Ha
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OCHOBE MHIMBHUyaTbHON TIEPEHOCUMOCTH TIPETapara,

Jlo3upoBKa yCTaHABIMBAETCS BPAauOM B COOTBETCTBHHM C WHAWBUAYAIBHBIMU OCOOCHHOCTSIMHU
HanueHTa.

OO6prunas nmo3a cocrasisier ot 100 mr go 600 mr mpenapara [leHTOKCUbUILIHH, pa3BeACHHAs B
250 ma wim 500 ma 0,9 % pacTBopa HaTpus XJiopuaa uiu pactsopa Punrepa, 1 wnm 2 pasa B
CYTKH.

100 mr mpemapara IIeHTOKCH(HMIUIMH TOJHKHBI BBOJUTHCS, MO MEHBUIEH Mepe, B TEUYCHHE
60 MUHYT.

JononuurenbHo K MH(Y3UMOHHOW Tepanmuy MOKHO Ha3HayaTh NMEHTOKCU(GWIUIMH IS MpHeMa
BHYTpb. [Ipu aTOM 0011251 cyTouHas no3a npenapata [lenTokcnumnun (BHyTpuBeHHas HHDY3US
+ pueM BHYTpPb) He 10JKHA IpeBbimath 1200 mr.

B 3aBUCHMMOCTH OT CONYTCTBYIOIIUX 3a00JieBaHUi (HAampUMep, XpOoHWYecKas cepaeuHas
HEJOCTAaTOYHOCTh) MOXKET BO3HUKHYTh HEOOXOJAUMOCTh B YMEHBIICHHH BBOJUMBIX 00HeMOB. B
TaKUX CIy4asxX PEKOMEHIYETCsl MCIIOJIb30BaTh CIIEHUATBHBIA MH(Y3aTOP A KOHTPOIUPYEMOU
UHQY3HU.

B Gonee TspxenbIx ciiydasx, 0COOGHHO Yy MAlMEHTOB C CUJIBHBIMU OOJISIMU B MOKOE, C TaHTPEHOU
i Tpouaeckumu sizBamu (I1I-1V craguu mo knaccudukannn OoHTEHA) MOKa3aHa ITUTEIbHAS
BHyTpuBeHHas uH(y3us npemnapara [lenrokcudumiun B 1o3e 1200 mr B Teuenue 24 yacoB. O1y
JI03y MOKHO pa3IeUTh Ha J1Ba MH(Y3UOHHBIX BBeeHUs 10 600 Mr, Kaxk10€ U3 KOTOPBIX JOJIKHO
IIPOJOJDKAThCA, 0 KpaiiHel mepe, B TeueHue 6 yacoB. [Ipu 3ToM MHAMBUyalIbHAS 1032 MOXKET
ObITh paccuuTana no ¢opmyne: 0,6 Mr NeHTOKCU(PMIIIMHA Ha KI' Macchl Tena B yac. CyTouHast
71033, TOJCUMTaHHAs TakuUM oOpa3oM, Oyner coctaBisaTh 1000 Mr mneHTokcudUUIMHA I
naruenTa ¢ Mmaccoi Tena 70 xr u 1150 Mr neHTOKCHUITUHA 171 TallueHTa ¢ Maccoii Tena 80 Kr.
Buyrpuaprepuansto - cHayana B 1o3e 100 mr B 20-50 mi 0,9 % pactBopa HaTpus xjopuja, a B
nociaenytoume 184 - o 200-300 mr B 30-50 mu 0,9 % pactBopa HaTpus xjuopuaa (CKOpOCTb
BBeeHHS — 10 Mr/MuH).

ITpu BeIpask€HHOM aTEPOCKIIEPO3€ COCYOB TOJIOBHOTO MO3Ta MPENapar HeJlb3sl BBOAUTH B COHHYIO
apTepHuIo.

[Tpu noanep:kuBaroIIel Tepanuy NepexoaT Ha IPUEM NTEHTOKCU(UIIINHA BHYTPb.

Oco0bIe I'pynnbl DaNMCHTOB

Tlayuenmui nodcunozo eospacma

YV MOXUJIBIX MAIIUEHTOB MOXKET MOTPEO0BATHCS YMEHBIIICHHUE J03BI (MTIOBHITIICHUE OMOIOCTYITHOCTH
Y CHMKEHUE CKOPOCTH BBIBEJICHHUS ).

llayuenmul ¢ napywenuem ynkyuu novex

Y mNanueHToB C IIOYEYHOM HEJOCTaTOYHOCTBHIO (KJ'II/IpeHC KpCaTHUHUHA HHUIKC 30 MJ'I/MI/IH)
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HE0OXOAMMO CHU3UTH 103upoBKY Ha 30-50 %, 4ro 3a3nd%%%ﬂﬁ%ﬁf&ﬁ%qfe e’ﬁé%@cm

npernapara MnaiueHTOM.
Tayuenmoi ¢ Hapywenuem ynKyuu neveHu
YMmennmenue A03bI, C YUCTOM HHI[HBHI[yaHLHOﬁ NEPpCHOCUMOCTH, HGO6XOI[I/IMO Y MalMCHTOB C
TSDKEIIBIMU HAPYIICHUSAMHU (PYHKLIUU TTEYCHH.
Tlayuenmoi ¢ HU3KUM apmepuaibHbiM 0deieHueM
Jleuenne MoxeT OBITh HAyaTO MaJbIMH J03aMH y NAIlMEHTOB C HU3KUM apTepUalbHBIM
JaBJICHUCM, a TAKXKC Y IMAUCHTOB, HAXOAAIUXCA B I'PYIIIC pPUCKAa BBUAY BO3MOXHOI'O CHHIXKCHUSA
apTepUAIbHOTO JaBJICHUS (TTAUEHTHI C TSHKENoW (OpMOI UIIIEMHYECKON OOJIE3HU cep/la Wik ¢
reMOJUHAMHYECKH 3HAYUMBIMU CTEHO3aMU COCYAOB TOJIOBHOTO MoO3ra). B aTux ciyuasx mosa
MOJKET OBITh YBEJIMYEHA TOJIBKO OCTEIIEHHO.

CTU
bezonacHocTh u 3 hexTuBHOCTS npenapara [lenrokcnuumH y netei B Bo3pacre ot 0 1o 18 et
HA JIaHHBII1 MOMEHT HE YCTaHOBJICHBI. JJaHHBIE OTCYTCTBYIOT.

Cnoco6 IIPUMCHCHUA

BHyTpuBEHHO, BHYTpHApTEPUAIBHO.

4.3. IIpoTHUBONMOKA3AHHS

® TUIEPYYBCTBUTEIHHOCTH K MEHTOKCU(DUIUTUHY, APYTUM METHIIKCAHTHHAM H/WIH K JII0O0MY 3
BCIIOMOTaTeNbHBIX BEUIECTB, IEPEUNCIICHHBIX B pa3zene 6.1;

® MacCHBHbIE KPOBOTEUEHHsI (PUCK YCUJICHUSI KPOBOTEUECHHUS);

e OOHIMpHBIE KPOBOMU3IHUSIHUS B CETUATYIO 000JI0UKY IJ1a3a (PUCK YCHIICHHS] KPOBOTEUEHUS);

® KPOBOM3JIMSAHUSA B TOJIOBHOHN MO3T;

®  OCTpbI UHQAPKT MUOKap/a;

e Bo3pacT 1o 18 ner;

e OepeMeHHOCTH (cM. pazzen 4.6);

e [epuoJi TPYAHOTO BCKapMIIMBaHUs (CM. pa3zen 4.6).

4.4. OcoOble ykazaHMsl M1 MepPbl PeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBLIO

® TsDKEJbIE HapYIIEHUs puTMa cepaa (pUCK yXyIIIeHUs! apUTMHN);
e aprepuanbHas TUIIOTEH3Us (PUCK JaTbHEUIIEr0 CHIKEHHSI apTepHaIbHOTO IaBJICHHUS);
® TsDKeJas UIIeMudeckas 00Je3Hb cep/ia Uik reMOAMHAMUYECKH 3HaUUMBble CTEHO3BI COCYJIOB

TOJIOBHOT'O MO3ra (BBICOKHM PUCK CHIDXKEHHUS apTEPUAIbHOTO JaBIICHUA);
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® XpOHHYECKas cepAcuHass HEJOCTATOUYHOCTD,

e HapymeHus QyHKIHMH Movyek (KIupeHc KpeaTuHnHa MeHee 30 MiI/MUH) (PUCK KyMYJISIIUU U
MTOBBIIICHHBIA PUCK Pa3BUTHS TOOOUHBIX 3D (HEKTOB);

® TsDKENbIe HapyLIEeHUS PYHKIMU MEYeHU (PUCK KyMYJSIUU U MOBBIILIEHHBIA PUCK MOOOYHBIX
3¢ dexToB);

® HEJaBHO [EPEHECEHHbIE ONEPATUBHbBIC BMEIIATEIbCTBA,

® T[OBBIIICHHBIM PHUCK Pa3BUTHUS KPOBOTEUEHHUI (Hampumep, MpH HAPYUICHUSAX B CUCTEME
CBEPTHIBaHUS KPOBU (PUCK pa3BUTHs O0JIee TSHKEIBIX KPOBOTCUEHUN));

® OJHOBPEMEHHOE MPUMEHEHHWE C AaHTHKOAryiasHTaMd (B TOM 4HCIE, HENPSIMbIMU
AHTUKOATyJSTHTaMHU [aHTaroHucramu Butamuna KJ);

® OJHOBPEMEHHOE MPUMEHEHHE C WHTHOMTOpaMHU arperanvu TPOMOOUMUTOB (KIOMHIOTPEIL,
antududarua, THUpoduOaH, AIOMPOCTEHOJN, HJIOMPOCT, AaOIMKCUMad, aHarpeIum,
HECTEPOM/IHbIC MPOTHBOBOCHAIMTENbHbIe Tpemnaparsl (HIIBII) [kpoMe CeneKTHBHBIX
WHTHOUTOPOB  IHMKJIOOKCUTEHA3bI-2]|,  aleTWICATUIIWIOBAs  KUCJIOTA,  TUKIIOMHIWH,
JTUTTAPUAAMOI );

® OJHOBPEMEHHOE NPUMEHEHHE C THUIOTIHUKEMUYECKUMH CpeAcTBaMU (MHCYIMHOM U
TUIOTIMKEMUYECKUMU CPEICTBAMU JIJIsl IpUeMa BHYTPB);

® OJHOBPEMEHHOE MIPUMEHEHHUE C HUMIPOQIOKCAITUTHOM;

® OJHOBpPEMEHHOE MPUMEHEHHUE C TE€OUITUHOM.

Oco0ble yKa3aHus

JleyeHue ciemyeT IPOBOAUTH MO KOHTPOJIEM apTePHAIbHOTO AaBICHUS.

VY nmanmeHToB ¢ caxapHbIM AUA0ETOM, IPHHUMAFOIIMX THIOTIMKEMUYECKUE CPEJICTBA, HA3HAYCHUE
OOJIBIIMX 103 TEHTOKCH(DHUUTMHA MOXET BBI3BaTh BBIPAKCHHYIO THUIOTJIMKEMHUIO (MOXKET
NOTPeOOBATHCS KOPPEKIMS 103 THIIOTIMKEMHYECKHX CPEACTB M MPOBEJICHUE TIIMKEMHUYECKOTO
KOHTPOJIS).

[lpn mpuMeHEeHWH OIHOBPEMEHHO C AaHTHKOATryJISHTaMH HEOOXOIUM KOHTPOJIb IOKa3aTenei
CBEPTHIBAHUS KPOBH.

VY manueHToB, MEPeHECIINX HEJaBHO ONEPAaTHBHOE BMEIIATEILCTBO, HEOOXOIUM PETYIISIPHBIMH
KOHTPOJIb TEMOTIIO0MHA U TEeMaTOKPHUTA.

[TanmeHTaM ¢ HU3KMM W HECTaOWMJIBHBIM apTepHAIbHBIM JaBICHUEM, a TAKKe Y IMAI[EHTOB C
BBIPAKCHHBIM aT€POCKIIEPO30M KOPOHAPHBIX H/WIIK IIepeOpabHBIX apTepuil, T.K. B MOCIEIHEM
clly4ae JIOMOJTHUTEIbHOE CHIDKEHHE apTePUATTbHOTO JTABJICHHUS MOYKET MIPUBOIUTD K YXY/IIICHHIO
KPOBOCHA0KEHUSI Cep/Ilia 1/UiH MO3ra, HEOOXOAMMO YMEHBIIHUT /103y Mperapara.

YV NOXHUIIBIX IAaIUEHTOB MOXKET HOTpe60BaTLCH YMCHBIICHUC JO3bI (HOBBII_HCHI/IC 6I/IOJIOCTy1'IHOCTI/I
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U CHI)KEHUE CKOPOCTH BBIBEJICHHUS).

Kypenne MoXeT CHUXaTh TepaneBTUYECKYIO Y3(PPEKTUBHOCTH Mperapara.

CoBMeCTUMOCTh pacTBOpa MEHTOKCHU(PHUIUIMHA C IPYTMMHU MH(Y3HOHHBIMU PAaCTBOPAMHU CJIEIYET

IPOBEPSTH B KAKIAOM KOHKPETHOM CIIydae.

[Ipu npoBeieHNM BHYTPUBEHHBIX HH(Y3UI MAIIMEHT JOJDKEH HAXOAUTHCS B TIOJIOKCHHUH JICXKA.
eTu

BezonacHoCTh 1 3P PEeKTUBHOCTD MEHTOKCU(PIILIMHA y A€TEH U3y4EeHbI HEJOCTATOYHO.

BcnoMorarenbpHEIC BEIECTBA

Jannsbrit npenapat conepxut Mmenee 1 mmons (23 mr) Harpus Ha 100 mr (1 ammyna), To €CcTh MO

CYTHU HE COAECPKUT HATPUSI.

4.5. BzaumojeiicTBie ¢ [PYrHMH JeKAPCTBEHHbIMHM TMpenaparaMd M JApyrue BH/bI
B3aNMOJAeHCTBUSA

C runoTeH3UBHBIMU cpeacTBaMu

[TeHTOKCUWLIMH MOBBIIIAET PUCK PA3BUTHs apTePUATLHONW THIIOTCH3HU MPH OJHOBPEMEHHOM
IPUMEHEHUN c TMIIOTEH3UBHBIMU cpeacTBaMu (HampumMmep, UHTUOUTOPBI
aHruoTeH3uHNpeBpamaroero Gepmenra (AIID)) unu gpyrumMu JeKkapCTBEHHBIMH CPEICTBAMH,
00J1aJaf0IMMU TIOTEeHIMAIBHBIM aHTUTHUIIEPTEH3UBHBIM () (eKToM (Harmpumep, HUTPATHI).

C JCKAPCTBCHHBIMU CPEACTBAMMU, BIUAIONIMMHA Ha CBEPTHIBAIOIIYIO CUCTEMY KPOBHU

[TeHTOKCUGWIIMH MOXET YCHJIMBaTh JACWCTBUE JIEKAPCTBEHHBIX CPEJCTB, BIMAIOLIMX Ha
CBEPTHIBAIOLIYIO CHUCTEMY KpOBM (HEMpsIMblE U TMPsIMblE AHTUKOATYJISHTBI, TPOMOOJIUTHKH,
AHTUOMOTHKH, TaKHE KaK 11e(aJoCIIOPUHBI).

[Ipy COBMECTHOM NpPUMEHEHUM TMEHTOKCUPWIJIMHA U  HENpAMbIX aHTHKOATYJISHTOB
(anTaronucroB BUTaMuHa K) B MOCTpErucTpalMOHHBIX HMCCIEIOBAHUSAX OTMEUYAINCh CIIydyau
YCUJIEHHS aHTUKOATYJISHTHOTO JAEUCTBUS (PUCK Pa3BUTHUA KpoBoTeueHMit). [loaTromy B Haudaie
npreMa MEeHTOKCU(UIUINHA WIN U3MEHEHUH ero A03bl PEKOMEHIyeTCs KOHTPOJIUPOBATh CTENIEHb
BBIPQXEHHOCTU AHTUKOAryJsSsHTHOTO JEMCTBHMS Yy MAalMEHTOB, NPUHUMAIOUIUNX JIaHHYIO
KOMOMHAIMIO TpenapaToB, HampuMmep, peryisipHbii koHTpoiab MHO (MexnyHapoaHoe
HOPMaJIM30BaHHOE OTHOILIEHUE).

C HIMMETHANHOM

[[uMeTHIHH MTOBBIIIAET KOHIICHTPAITUIO MEHTOKCU(IILTHHA U aKTUBHOTO MeTaboymTa | B tutazme
KpPOBH (PUCK BO3HUKHOBEHUS TOOOYHBIX YPPEKTOB).

C apyrumMu KCaHTUHAMH

CoBMecTHOE Ha3HauY€HUE C IPYTUMH KCAHTUHAMH MOKET NMPUBOJIUTH K YPE3MEPHOMY HEPBHOMY

BO30YKICHHUIO.
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(noc B4 HOC TR Q0007
C I'MIormKeMUYEeCKHMH cpeacTBaMy (MHCYINHOM M rgmrMeI@Mwegdgaw-nM

apreMa BHYTPB)

I'MnornukeMuyeckoe JEMCTBUE UHCYJIMHA WU TUIIOIVIMKEMAYECKUX CPEACTB UL IIpUeMa BHYTPb
MOYKET YCUJIUBAThCS NPH OJHOBPEMEHHOM ITPUMEHEHUH NTEHTOKCU(UIIIIMHA (IIOBBIILIEHHBIN PUCK
pasBuTHs runoriaukemun). HeoOXxoaum CTporuii KOHTPOJIb COCTOSIHMS TaKUX HallMEHTOB,
BKJIFOYasi PEryJIAPHBIN INIMKEMUYECKUN KOHTPOJIb.

C reodunauHoM

v HEKOTOPBIX MAIWMCHTOB NP OJHOBPEMECHHOM ITPUMCEHCHUHN HCHTOKCI/I(l)I/IJ'IJ'H/IHa u TCO(i)I/IJ'IJ'II/IHa
OTMEYACTCA YBCIIMYCHUC KOHLOCHTpalWUH TeO(l)I/IJ'IJ'II/IHa B KpOBH. B ,I[aJ'IBHeﬁIHeM 9TO MOXKCT
MMPUBOJUTH K YBCIMYCHHUIO UJIU YCUIJICHHUIO MOOOYHBIX I[GIZCTBHIZ, CBsA3aHHBIX C TCO(bI/IJIJII/IHOM.

C nunpodJIoKcalmaoM

Y  HEKOTOpBIX MAIMEHTOB MpU OJAHOBPEMEHHOM IPUMEHEHUH IEHTOKCUDWIIMHA W
unpodIIoKcalHa OTMEYaeTcsl yBeJIMuYeHNe KOHIEHTPallui NeHTOKCU(HIUIMHA B TJIa3Me KPOBU.
B nanpHeiimeM 3TO MOXET NPUBOAUTH K YBEJIWYEHHIO WJIM YCWJICHUIO NMOOOYHBIX AEHCTBUM,
CBSI3aHHBIX C IPUMEHEHHUEM JTaHHOWH KOMOMHAIINY.

C I/IHI‘I/I6I/ITODaMI/I arpeéraiummu TDOM6OHI/ITOB

[lpy OAHOBPEMEHHOM TPUMCHEHUM TCHTOKCU(PWUIMHA C HMHCHOMTOpaMH — arperamuu
TpoMOOIUTOB  (KIomuaorpes, AnTududarun, THpoduOaH, SIONPOCTCHON,  HIOMPOCT,
abuukcumad, anarpenua, HIIBIT [kpome CelNeKTHBHBIX MHTHOMTOPOB IMKJIOOKCHUTE€HA3bI-2],
alCTWICAJMIIMIIOBAs ~ KUCJIOTa,  THKJIOMHMIWH,  JUIHMPUAAMOJI)  BO3MOXXHO  Pa3BUTHE
MOTEHIIMAIBHOTO AJIUTUBHOTO JEHCTBUS, YBEIMYUBAIOIIETO PUCK PA3BUTUS KPOBOTEUCHUS.
[ToaTroMy wu3-3a pHCKa pa3BUTHUS KPOBOTEUCHHS CIIEIYET C OCTOPOKHOCTBHIO TMPUMEHSTH
MEHTOKCU(PWIINH OJHOBPEMEHHO C  BBINICTICPEYHCICHHBIMA WHTHOUTOpPAMHU  arperanuu
TPOMOOITUTOB (CM. pasaen 4.4).

C KeTopoJlakoM

[Ipu ogHOBpEMEHHOM MPUMEHEHUU NEHTOKCU(DWIIIIMHA C KETOPOJAKOM TIOBBIIIAETCS PUCK
KPOBOTEUYECHHH W/WJIHN YIAJIMHEHUS IPOTPOMOMHOBOTO BpeMeHU. COBMECTHOE HA3HAUEHUE JaHHBIX

npenapaToB HEKECIATCIBbHO.

4.6. ®epTUIBHOCTDH, 0€PEMEHHOCTD M JIAKTALUSA

bepeMeHHOCTB

[Tpumenenue npenapara [lenTokcuduamue Bo BpeMs 0epeMEHHOCTH MPOTUBOINOKA3aHO BBUIY
HEI0CTaTOYHOCTH JIaHHBIX 10 3(PPEKTUBHOCTH U O€30MaCHOCTH MPUMEHEHUS IEHTOKCU(UILITHHA

y 6epeMEeHHBIX MaIUEeHTOK.
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JlakTamus

[TeHTOKCMWILIMH TPOHUKAET B TPYAHOE MOJIOKO B HE3HAUUTEIbHBIX KOJMUECTBAX.
[Tpr HEoOXOAMMOCTH MPHUMEHEHHs Ipernapara CieayeT MPEeKpaTHTh IPyIHOE BCKapMIIMBAHUE
(Y4uThIBask OTCYTCTBUE OIBITA IPUMEHEHHUS).

DepTUILHOCTE

JlaHHBIE OTCYTCTBYIOT.

4.7. BiusiHde Ha CHOCOOHOCTH YNPABJSATH TPAHCIHOPTHBIMHU CpPeACTBAMH M PpadoTaTh ¢
MeXaHU3MaMHu

YuuTteiBas BO3MOXKHBIE TTOOOYHBIC 3P PEeKThI (HAIprMep, TOJTOBOKPYKEHUE) CIETYeT COOI0IaTh
OCTOPOIKHOCTb IIPHU BOXACHUU aBTOTPAHCHOPTA U 3aHATUAX IMOTCHHUAILHO OIIACHBIMH BUIAMU

JACATCIIbHOCTH.

4.8. Hexkes1aTelbHbIE peaKIUH

PesroMe HexxenaTeabHbIX PEAKIIUT

Yacrora moOOYHBIX peakiuil MpuBeJeHa B BUJE CIEAYIOLIEH rpajanuu: ovens yacmo (> 1/10);
yacmo (> 1/100 no < 1/10); reuacmo (= 1/1000 mo < 1/100); pedxo (= 1/10000 mo < 1/1000); ouens
peoko (< 1/10000); uacmoma neuzéecmua (He MOXET ObITh OIICHEHA HA OCHOBE MMEIOIIMXCS
JIAHHBIX ).

Hapywenus co cmoponul kposu u tumghamuueckoul cucmemol

OuyeHv pedxo: TPOMOOLMTONECHUS, TPOMOOIIUTONICHHYECKasl MypIlypa, ariacTUyeckass aHeMHus,
TIAHIUTOIICHUS;

Peoko: xpoBoTeueHuss (B TOM 4YHCIIE HOCOBBIE KPOBOTCUCHHS, KEIYyIOYHO-KUIICUHBIC
KPOBOTEUEHHMsI, KPOBOTCUCHHS M3 MOUYEBBIBOSAIINX MyTEH U 1Ip.);

Yacmoma neussecmua: NeHKONEHUS/HEUTpONIEHHsI, THITOPHOPUHOT€HEMUS.

Hapywenus co cmopoHnsl uMMyHHOU cucmembl

Heuacmo: peakiuyu TUIIEPUyBCTBUTEIIEHOCTH,

OuyeHnb pedko: TsKENblE, TMPOUCXOJSAIIMNE B TEUEHHWE HECKOIbKUX MHUHYT IOCIIE BBEACHUS
NEHTOKCUPWIINHA aHaduIakTHYeckue Wi aHapUIAKTOUJHBIE peakiuu, OoTeKk KBHHKe,
OponxocmasM, aHaQUIAKTHIECKUH TIIOK.

Icuxuueckue Hapyuienus

Heyacmo: noBbIlieHHas BO30YIMMOCTh, OECCOHHUIIA,

Yacmoma neuzéecmua: TpeBora.

Hapywenus co cmoponvl nepénoti cucmemol

Heuacmo: TonoBOKpyXeHUe, TPEMOp, TOJI0BHas 00JIb;
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Ouenvb peodxo: TApecTe3us, CYAOPOTH, BHyTquepéilH{%:e;JE{&%@@%E%@: [;zlge_ﬁ'l:ll;ft';'érlczl'xnﬁ

MCHHHTHT.
Hapywenus co cmoponul opeana 3penus

Heuacmo: napyuieHue 3peHusi, KOHbIOHKTHBHT;

Ouenvb pedko: KPOBOMZJIMSHHUE B CETYATYIO OOOJOYKY IJia3a, OTCIOCHHE CETYAaTOW OOOJIOYKH
rJasa;

Yacmoma neuzéecmua: CKOTOMA.

Hapywenus co cmoponwl cepoya

Heuacmo: HapylieHue puT™Ma cepia, TaxXuKapIus;

Peoxo: cteHOKapaus, OBIIIKA.

Hapywenus co cmoponul cocyoos

Yacmo: TuniepeMust KOXKH JIHIIA;

Peoxo: cHmKeHne apTepualibHOTO AaBICHHS, IEPUPEPUICCKHE OTEKH;

Ouenb pedko: TIOBBIILIEHUE APTEPUATTHHOTO JaBJICHUSI.

Kenyoouno-kuweynvle napyuienus

Yacmo: TONHOTA, PBOTA, B3AYTHE )KUBOTA, OLIYIICHUE TSHKECTH B XKEIYIKE, TUapes;

Yacmoma HeusgecmHa: KCEPOCTOMHUS (CyXOCTh IIOJIOCTH pTa), AaHOPEKCHs, 3arop,
rUnepcanuBarys (MMOBBIIICHHOE CITFOHOOT/ICIICHUE).

Hapywenus co cmopoHbl neyenu u sHceniesbi8o0auux nymeti

Ouenv pedko: BHYTPUIICUCHOYHBIH XOJIECTa3, TIOBBINICHHE AaKTHBHOCTU «IICYCHOYHBIX)
TpaHCaMHHAa3;

Yacmoma neuzéecmua: TOBBIIIEHHE aKTUBHOCTH MIeNTOYHON (ochaTassl.

Hapywenus co cmopoHbl Kodcu u NOOKONHCHBIX MKAHel

Heuacmo: KOXHBIH 3y, d)pUTeMa, KParMBHHUIIA;

OueHb pedxo: TOKCHUYECKHH SIUIepMaibHBIA Hekponus, cuuapoMm CtuBeHca-/[>koHCOHAa,
MOBBIINICHHOE TTOTOOT/ICIICHUC;

Yacmoma neuzéecmua: KOKHAs ChIIb, MOBBIIIEHHASI TOMKOCTh HOTTEH.

Obwue Hapywenust u peaxyuu 6 Mecme 66e0eHus

Heuacmo: NOBBIIIICHNE TEMIIEPATyphI Tela.

COO6HI€HI/I6 0 TOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxHo coo0marsh O M0J03pPEBAEMBIX HEXKENaTeIbHBIX pPEaKLUUAX IOCIe PEerucTpanuu
JIEKapCTBEHHOTO Tpernapara ¢ LeJiblo 00ecreyeHns HepephIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«I0JIb3a — PHUCK» JIEKapCTBEHHOIO TMpemnapara. MenuIUMHCKUM paOOTHHKAM PEKOMEH]yeTCs
coo0maTe 0 JIOOBIX MOJO3PEBAEMBIX HEKENATENbHBIX PEAKIUAX JIEKAPCTBEHHOIO Ipernapara

YCpe3 HAMOHAJIBHBIC CUCTEMBI COO6HI€HI/I$I 0 HCXKCJIATCIBHBIX PCAKIUAX TOCyAapCTB — YJIICHOB
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(NOCNEQCBATENEHOCTES 0000)

EBpa3zuiickoro 5KOHOMUYECKOTO COK03a.

Poccniickas @enepanvs

@DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHCHHUS
Anpec: 109012, r. MockBa, CnaBsiHcKasi 1iomaib, a. 4, ctp. 1
Tenedon: +7 800 550 99 03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OpMAIIMOHHO-TEJICKOMMYHUKALMOHHON ceTn «HTepHeT»:

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

4.9. Ilepeno3npoBka

CHMITOMBI

CnabocTh, NOTIMBOCTb, TOIIHOTA, IIMAaHO3, TOJOBOKPYXEHHE, BBIPAKEHHOE CHIKEHUE
apTepHalIbHOTO JaBIIEHUS, TaXUKapIUsi, 0OMOPOUHOE COCTOSTHUE, COHIIMBOCTh HIIM BO30YKIEHNE,
MoTepsl CO3HAHUS, APUTMHS, TUIEPTEPMUS, ape]ieKCchs, TOHUKO-KIOHUYCCKUE CYyIIOPOTH,
MPU3HAKY KEITyIOYHO-KUIIIEYHOTO KPOBOTCUEHUS (PBOTA TUTIA «KODEHUHOM TyIIn»).

Jleuenue

CumnromaTHueckoe, HampaBiIeHHOE Ha MOoAJepkaHue (YHKIUU JbIXaHHWs U apTEepUATbHOTO
nasieaust. Cy0pOKHBIC MIPHUIAIKHA KYITUPYIOT BBEICHUEM JIHA3eIaMa.

[Ipy TOSIBIICHWM TMEPBBIX MPU3HAKOB IEPEAO3HPOBKM HEMEUICHHO IPEKPAlIalOT BBEICHUE

npcerapara. O0ecrieunBaroT 00JIee HU3KOE MOJIOKEHNE I'OJIOBBI U BerHeﬁ YacCTH TYyJIOBHIIIA.

5. PAPMAKOJIOTUMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOICTBA
dapmakoTeparneBTHUECcKas Tpymnma: nepudepruueckue Ba3oui1aTaTopbl; MIPOU3BOAHbIE TyPHHA.

Kon ATX: CO4ADO03

Mexanusm neiicTBus

B kadecTBe aKTMBHOIO BEIECTBA IIpemapaT COJEPKUT MPOU3BOJHOE KCaHTHMHA —
NEHTOKCUPWIUIMH. MexaHu3M ero AECWCTBUS CBs3aH ¢ MHTHOMpoBaHHEeM Qochoaudcrepassl U
HAKOIUIEHHEM LIMKJIMYECKOT0 aJileHO3MHMOHO(pochaTa (HIAM®) B Ki1eTKax riajkod MyCKyIaTypbl
coCyZ10B ¥ ((OPMEHHBIX AIEMEHTaX KPOBH.

Okxka3piBasi ciiaboe MHOTPOITHOE COCYAOpACIIMpsIONIee AeicTBHE, MEHTOKCU(UILTUH HECKOIBKO
yMEeHbIIAaeT ob11ee nepupepuyeckoe COCyAUCTOe COMPOTUBIICHHE U HE3HAUYUTENBHO PACHIUPSET
KOPOHApHbIE COCYIbI.

dapmakoanaamudeckue YO HeKTol

[TeHTOKCU(WITHH yMEHBIIAET BA3KOCTh KPOBU U YIIYHYIIAET PEOJIOTMUECKHE CBONCTBA KPOBU
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(TeKydecTb) 3a CUeT: YJIydlIeHUs HapYyIICHHON z[ed)ophh%;}e-lw-&%gbﬁ-l{%%g yﬁelliBIIIHIeIHI/IH

arperani TPOMOOLIMTOB M 3PUTPOLIUTOB, CHUKECHUSI KOHIIEHTpaUuu (pUOpUHOTeHA, CHUXKEHUS
AKTUBHOCTH JICHKOLIUTOB U YMEHBIICHUS a[I€3UH JICUKOLMTOB K SHAOTEIUIO COCYI0B.

Kinuanueckas 3¢ dekTHBHOCTE U 0€3011aCHOCTh

[TenToxcupuIMH 00J1a7aET CIIA0BIM TOJIOKUTEIIBHBIM HHOTPOITHBIM 3 ()EKTOM Ha Ceplle.
Yiydimaer MUKPOLIUPKYIISIHIO B 30HAX HAPYIIEHHOTO KPOBOOOPAIIICHUS.

Jledenne NMeHTOKCU(DUIUTMHOM MPUBOANT K YAYUIICHHIO CHMIITOMATHKU HAPYIICHU MO3TOBOTO
KpOBOOOpAIICHHUS.

[lpr OKKIIFO3MOHHBIX 3a00JIEBaHUAX NepUPEpPUIECKUX apTepHii TPUMEHEHHUE Iperapara
MPUBOJIUT K YIJIMHEHHWIO AWCTAHIIMU XOJbOBI, YCTPAHCHUIO HOYHBIX CYJOPOT B HMKPOHOMKHBIX
MBIIIIAX ¥ UCUE3HOBEHUIO 00JIEH B IIOKOE.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

Pacupenenenue

[TerToxcupmmmHa umeet 0ombIIoi 00beM pactpeneneHus (168 m mocie 30-MuHyTHON MHDY3UH
200 MT) ¥ BBICOKHI KIMPEHC, COCTaBIstonuid mpuMepHo 4500-5100 mi/MuH.
[TeHTOKCUGWILIMH U €ro METa0OIUThI HE CBA3BIBAIOTCA C O€JIKaMU I1a3Mbl KPOBH.

BI/IOTDaHCd)ODMaHI/IH

[TeHTOKCUWIIMH WHTEHCUBHO METa0ONM3HUPYETCsl B 3pUTpoUUTaX M mnedeHH. KoHneHTpauus
OCHOBHOT'O akTUBHOTO Metabosuta 1-(5-ruapokcurekcun)-3,7-auMeTHIKCaHTHHA (MeTaboauT I)
B IUIa3ME€ KpPOBU B J[Ba pasza MPEBHIIIAET KOHIEHTPALMI0O HCXOAHOTO MEHTOKCU(DUIIIHMHA.
Metabonutr | HaxomuTcs ¢ TEHTOKCHPWIIMHOM B 0OpaTUMOM OHOXHMHUYECKOM pPEIOKC-
paBHoBecHH. [ToaToMy neHTOKCUpMIIITNH U MeTabonuT | paccmaTrpuBaroTcs BMECTE KaKk aKTHBHAs
enuHuIa. BeneacTBue 3Toro 10CTyMHOCTh aKTUBHOM CyOCTaHIIMM 3HAYUTEIIBHO OOJIBIIIE.
DJIMMUHALNS

[Tepuoxa momyBbIBeICHUS TEHTOKCU(IILITNHA TIOCTIE BHYTPUBEHHOTO BBEJICHUS COCTaBuseT 1,6 u.
[TeHTOKCUPMILITNH TOTHOCTBIO MeTabonu3upyercs u 0osee yem 90 % BBIBOAUTCS uepe3 MOUKH B
(opMe HEKOHBIOTHUPOBAHHBIX BOJOPACTBOPUMBIX META0OIUTOB.

BriensieTcst ¢ rpyAHBIM MOJIOKOM.

Oco0bIe I'pynnbl HJaMCHTOB

Tayuenmul ¢ napywenusmu hyHKyuu novex

VY nanueHToB ¢ HapylmeHUussMU (QYHKIUH TOYEK BhIBEJIEHUE META0O0IUTOB 3aMeIISETCS.
Tayuenmoi ¢ HapywieHuAMYU YHKYUU NeYeHU

VY nanueHTOB ¢ HapYHICHUSMHU (YHKUIUHU MEYEHU NEepUo]l MOTYBBIBEJICHHUS MEHTOKCU(WIIHMHA

YAJUHSAETCS U a0COMI0THAS OMOAOCTYITHOCTh YBEIUUYHUBAETCS.
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6. PAPMAIEBTHYECKHE CBOMATBA _V-1EH0E

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

Harpus xnopuzg

Harpus quruapodocdara quruapar

0,1 M pacTtBOp HaTpus THAPOKCHUIA

Bona st nabekmnmii

6.2. HecoBmecTuMOCTD

JlaHHbIN JIEeKapCTBEHHBIN IpenapaT HE CJIEAYeT CMEIIMBAaTh C APYTUMHU JIEKAPCTBEHHBIMU
IpernapaTamu, 3a HCKJIIOUYEHUEM YIIOMSHYTBIX B paszeie 6.6.

6.3. Cpok rogHocTH (CPOK XpaHEeHHs )

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHUTb B 3aIIUIIEHHOM OT CBETa MeCTe IpH TeMiieparype He Boiie 25 °C. He 3amMopaxuBaTh.
6.5. XapakrTep u conep:xaHue NePBUYHON YIAKOBKHU

ITo 5 mn npenapaTta B amiyJibl O€CLIBETHOTO HEHTPAIbHOIO CTEKJIa TUI | ¢ BETHOM TOYKOW U
HACeYKOW WJIM C LBETHBIM KOJbLOM M3j10Ma. Ha ammysbl 1ONOJHUTENIBHO MOKET HAHOCUTHCS
OJIHO LIBETHOE KOJIBLIO.

Ilo 5 amITyn moMemaroT B KOHTYPHYIO SSYEMKOBYIO YIIAKOBKY M3 IIJICHKH ITOJIMBUHUIIXJIOPUIHOM.
1 nim 2 KOHTYpHBIE SYEHKOBbIE YIIAKOBKM BMECTE C MHCTPYKLIUEH 110 MPUMEHEHUIO IOMEILAIOT B
KapTOHHYIO YIIAaKOBKY (TAuKYy).

6.6. Oco0Oble Mepbl MNPEIOCTOPOKHOCTH MNPH  YHUYTOKEHUM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI0 Npenapara MJH  OTXO0J0B, TMOJYYeHHBIX IOcjde NpPUMEHEeHUus
JICKApPCTBEHHOI'0 MpenapaTa u Apyrue MaHUIYyJISIIAH C IPenapaToM

CoBMeCTUMOCTh € JIpYTMMH HH(Y3MOHHBIMH pPacTBOPaMHU JIOJDKHA TECTHPOBATHCS OTAEIBHO;
MCIIOJIb30BaTh MOKHO TOJIKO MTPO3paYHbIE PaCTBOPHI.

Yuan3anms

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccus
000 «ATomn»

445351, Camapckas 00:., r. XKurynesck, yin. ['mapoctpourenei, . 6.
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7.1. IlpeacraBuTeIb AepKATENIA PEricTPAIMOHHOIO vﬂl‘@r})ﬂ&%ﬁﬁﬁ‘ TENEHOCTE 0000)

[Iperensun norpeOUTENEH HAIPABIISITE 10 aAPECY:

Poccus

000 «O308»

445351, Camapckas 00:1., T.0. JKurynesck, T. XXurynesck, yi. ['mapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP PET'HCTPAIIMOHHOTI' O YAOCTOBEPEHMUSA

9. JIATA TIEPBUYHOW PETMCTPAIIMM (MMOATBEPKIEHUSA
PETACTPAIIAU, TEPEPETVCTPALIAN)

Jlata nepBoii perucTpaiuu:

10. JATA IEPECMOTPA TEKCTA

OO0miass xapakTepuCTHKa JIEKapCTBEHHOro Impenapara lleHTOkcMpWIIMH JOCTynmHa Ha
MH(pOpPMallMOHHOM TmopTaje EBpa3suiickoro 5SKOHOMHMYECKOTO COr03a B HMH(POPMAIOHHO-

KOMMYHUKaIMOHHOM cetn «HTepueT» https://eec.eaeunion.org/.
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