COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 20.05.2026 N= 9934

(MOCNEOOBATENEHOCTE 0002)

OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTO HPEITAPATA

1. HAMUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

[enrokcudumummn, 100 Mr; TabIETKH KAIIEYHOPACTBOPUMEIE, TOKPHITHIE TUIEHOYHOH 000IOUKOH.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

JlelicTBytOI1II€€ BEIIECTBO: TEHTOKCU(DUILTHH.

Kaxxnast tabneTka KuIIEUHOpPACTBOpHUMAs, MOKPHITAs IJIEHOUHOW 00oJsioukoi, comepxut 100 mr
MEHTOKCU(UIINHA.

Bemecma, HaJINMYHUEC KOTOPBIX HAAO YUYUTBIBATH B COCTABEC JICKAPCTBCHHOI'O ITpCriapaTa: JIAKTO3bI

MOHOTHApaT (caxap MOJIOUHBIM) M KpacuTesb a30pyOuH (KUCIOTHBIM KpacHbI 2C, KapMyasuH,
E 122) (cm. paznen 4.4).

[ToHBII IepeYeHb BCIIOMOTATEIBHBIX BEIIECTB IIPUBEICH B paszzaee 6.1.

3. JJEKAPCTBEHHASA ®OPMA

TabneTku KUIIEYHOPACTBOPUMBIE, IIOKPBITHIE TUICHOYHON 000JI0UKOM.

Kpyrible nBOSKOBBIMYKIIbIE TaONETKH, MOKPHITHIE 000JI04KOi po3oBoro 1Bera. Ha momepeuHom
paspe3e BUIHBI [IBa CJIOS: BHEIIHUN — PO30BOTO 1IBETA, BHYTPEHHUN — OEIOro WM MOYTH Oenoro
L[BETA.

4, KJIMHUYECKHUE JAHHBIE
4.1. Tloka3zaHusi K NpUMeHEHHUIO

[TenToKcHbMIINH OKa3aH K IPUMEHEHUIO y B3POCIIbIX B Bo3pacTe oT 18 mnerT.

o Oxkito3MoHHast  0one3Hp  mepudepruueckrx apTepuil  aTepOCKICPOTUYECKOTO  HIIU
IabeTHUeCcKOTO TeHe3a (Hanpumep, «IepeMekaronasics» XpoMoTa, 1nadeTuyecKasl aHruomaTHsl);

o Tpoduueckue HapyieHus (Hampumep, Tpo(huyeckre I3Bbl TOJICHEH, TaHTpeHa);

o Hapymienus Mo3roBoro kpoBooopaiieHus (1o cieacTBUs epeOpaaIbHOrO aTepoCKIepo3a, Kak,
HampuMep, CHIDKCHHE KOHIICHTPAIMM BHHMAHUS, TOJIOBOKPY)KEHHE, YXyALICHUE TMaMsITH),
MIIEMUYECKUE U OCTUHCYJIBTHBIE COCTOSHUS,

o Hapymenus kpoBooOpaliieHus B CeTYaToi U COCYUCTOM 000I0UKe I71a3a;

L4 OTOCKJ’IepOB, ACTCHCPATUBHLIC U3MCHCHUA Ha (bOHe MaTOJIOTMHU COCYAOB BHYTPCHHCIO YXa U
CHMIKCHUS CIIyXa.

4.2.  Pe:xum 103UpPOBAHMSA H CNIOCOO MPHUMEHEHUSs

Pexum no3upoBaHus

I[o31/1p0131<a YCTaHaBJIMBACTCA BpaYOM B COOTBCTCTBUM C HHIAWUBUAYAJIbHBIMU 0COOCHHOCTSIMH
InanucHTa.

OObIuHas 1032 COCTaBISET: OJHA TabneTka mnpenapara IleHTOkcUUIUIMH TpU pa3a B CYTKU C
MOCJIEAYIOIUM MEJUIEHHBIM MNOBBIIeHUEM 103bl 10 200 mMr 2-3 pasa B cyrku. MakcumanbHas
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pazoBas n03a — 400 mr. MakcumanbHasi CyToyHasi 103

Oco0ble rpymniibl MalUeHTOB

Hab;ueHMbl C NOYeYHOll HeOOCMAMOYHOCIBIO

VY manueHToB ¢ HapyHMIeHHOH QyHKIMEH moyek (KIMpeHe KpeatnHuHa Hipke 30 MII/MUH) J03UPOBKA
MOJKET OBITh CHIKEHA 70 1—2 TalleTOK B CYTKH.

HauueHmbz C NEeYEeHOYHOU HEOOCMAMOYHOCIbIO

YMeHblIeHHEe J03bl, ¢ YYETOM HHAMBUYaIbHOM NEPEHOCUMOCTH, HEOOXOJMMO y MAIMEHTOB C
TSDKEINIBIM HapylIeHneM (QyHKIUU TICYCHH.

HauueHmbz C HUSKUM apmepuailbHbim oasnenuem

Jleuenue MokeT ObITh HAUYaTO MaJILIMM J103aMU Y MAllUEHTOB C HU3KUM apTepUAIbHBIM JaBICHUEM,
a TaKXkKe y JIMI, HaxoJSIUXCs B TPYIIE PUCKAa BBUAY BO3MOXHOI'O CHIKEHHUS apTEPHAIBHOTO
JaBJIeHUs (MALMEHTHl C TSHKENoW (opMoil HIeMHuecKod 00JIe3HU cep/la WM ITeMOJUHAMUYECKU
3HAYUMBIMH CTE€HO3aMH COCYJIOB TOJIOBHOTO MO3Tra). B 3THX ciydasx 103a MOXET ObITh yBeJIUYEHA
TOJIBKO ITOCTENIEHHO.

€T

bezomacnocts u apdexTuBHOCTH TIpenapara [lentokcudrmmma y nerer B Bo3pacre ot 0 1o 18 mer
HC YCTaHOBJICHBI. HaHHBIC OTCYTCTBYIOT.

Crocob nmpuMeHeHus

Buytps. Ilpenapar cienyer mporiarbiBaTh LETUKOM BO BpeMsl WM cpasy IMOCie IpueMa MUIIH,
3anuBasi 10CTATOYHBIM KOJMYECTBOM BOJIBI.

4.3. TlporuBomoka3aHus

L4 FI/IHep‘IYBCTBI/ITCHBHOCTB K HeHTOKCI/I(bI/IJ'IJ'II/IHy WX JOPYyTUM MCTHJIIKCAHTHHaM, HIN K
J'IIO6OMy 13 BCIIOMOTI'aTCJIbHBIX BEIICCTB, IICPCUMUCIICHHBIX B Pa3aciic 6. 1,

J MaccuBHbIE KPOBOTEUEHUS (PUCK YCUIICHHS KDOBOTEUCHHS);

J OO1npHbIe KPOBOU3IHUSHUS B CETUATYIO 000JI0UKY IV1a3a (PUCK YCHIICHUSI KPOBOTEUEHHS);
J KpoBousnusiHus B roJ0BHON MO3T;

o Octpeiit uH(DapKT MUOKapAA;

o Bospact 10 18 net (3¢hekTuBHOCTH U 6€30MaCHOCTD Mpenapara He YCTaHOBJICHA);

o bepemeHHOCTH (HEIOCTATOUYHO JTAHHBIX);

. [Tepuon nakranuu (HEAOCTATOYHO JAHHBIX).

4.4. QOco0Oble ykazaHus U Mepbl NIPeI0CTOPOKHOCTH PH NPHMEHEHNH

C 0CTOPOKHOCTBIO

e TspKenble HapyIIEHUs pUTMa cepaua (PUCK yXyIAIeHUs] apUTMHUN);

e ApTepuanbHas THINOTEH3Us (PUCK JalbHEUIIEr0 CHIDKEHUS apTepUaIbHOTO JaBlICHUS,
cM. paznen 4.2.);

L4 XpOHI/I‘-ICCKaH CepZicYHas1 HEAOCTAaTOYHOCTh,
e JSI3BenHas 0oJe3HBb JKCIIyJIKa 1 ﬂBeHaﬂHaTHHepCTHOﬁ KUIIKU,

e Hapymenus ¢pynknunm moyek (KiIupeHC KpearnHuHa MeHee 30 MII/MUH) (PUCK KyMYJSIIIUH W
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MIOBBIIIEHHBINA PUCK PA3BUTUSA TOOOYHBIX APPEKTOB, C

e Tspkenple HapylmeHUS (YHKIUH MEYCHU (PUCK KyMYJSIUU M TMOBBIMICHHBIH PUCK MOOOYHBIX
3¢ dekToB, cM. pasnen 4.2.);

L4 HGI[aBHO IEPCHECCHHBIC ONICPAaTUBHBIC BMEIIATCIILCTBA,

e [loBbIIEHHBIH PHUCK pa3BUTHS KPOBOTEUYCHUH (HampuMmep, NpH HAPYIICHUSX B CHCTEME
CBEPTHIBAHUS KPOBH (PUCK pa3BUTHs OoJiee TSHKEIIbIX KPOBOTEUEHHUI), cM. paszen 4.5.);

e OIHOBpPEMECHHOEC TPUMEHEHHE C aHTUKOAaryJsHTamMu (B TOM  YHUCJIE€  HENPSIMBIMHU
aHTUKOAaryJasiHTamu [antaronuctamu Butamuna K]) (cm. pazaen 4.5.);

e OJHOBpPEMEHHOE NPUMEHEHUE C HUHTHUOUTOpaMH arperandd TpoMOOLUUTOB (KIOMUAOIpE,
sntududatuy, tupodudaH, sMONpPOCTEHOJ, HiIonpoct, adbuukcumad, aHarpenua, HIIBII [kpome
CEJICKTUBHBIX HMHTHOMTOPOB LMKJIOOKCUT€HA3bI-2|, aleTHJICAIMLUIIOBAs KUCIO0Ta, TUKJIONMHUIWH,
munupuaamod) (M. paszaen 4.5.).

e OaHOBpPEMEHHOE TMPUMEHEHHE C TUIMOTJIMKEMUYECKUMH CpEACTBaMU (MHCYJIUHOM |
TUTIOTJIMKEMUYECKUMU CPEACTBAMU IS IPUEMa BHYTPh), CM. pasnen 4.5;

e  OpaHOBpEMEHHOE MPUMEHEHHE ¢ UMPOoIoKcaruHoOM (cM. pasnen 4.5.);
e  OpaHOBpEMEHHOE NMPUMEHEHHE ¢ TeOUIUTMHOM (CM. pazzen 4.5.).

OcoOble YKa3aHus

Jleuenue creayer IpOBOAUTD MO KOHTPOJIEM apTEPUATBHOTO AABJICHUS.

VY maiueHToB ¢ caxapHbIM AUa0eTOM, IPUHUMAIOLIUX TUIMOTIMKEMUUYECKUE CPEAICTBA, Ha3HAYCHHE
OOJIBIINX 103 MOXET BBI3BATH BBIPAKEHHYIO THIIOTTIUKEMHUIO (MOXKET MOTPEeOOBATHCS KOPPEKIIHS 103
TUTNOTIMKEMHYECKUX CPEICTB U MPOBEICHUE MITMKEMUYECKOTO KOHTPOJIS).

[Ipu HazHauenuu mnpenapata [IeHTOKCUPWIIMH OAHOBPEMEHHO C aHTHKOAryJAsSHTaAMH HEOOXO0IUM
KOHTPOJIb MIOKa3aTelieil CBEPTHIBAIOIICH CHCTEMBI KPOBH.

v ManMEHTOB, HEAABHO IICPCHECIINX OIICPAaTUBHOC BMCIIATCIIBCTBO, HCO6XO,I[I/IM peFYHHpHBIﬁ
KOHTPOJIb reMorjo0ruHa U réMaToKpurTa.

HaHI/IeHTaM C HU3KMM U HECTaOMILHBIM apTepHaJIbHbIM JaBJIICHUEM HCO6XOI[I/IMO YMCHBUIUTH JO3Y
HGHTOKCI/I(bI/IJ'IJ'II/IHa.

YV NOXMABIX NAIlUEHTOB MOXET HOTpC6OBaTLCﬂ YMCHBIICHUC O3bI HCHTOKCI/IQ)I/IHHI/IHa (HOBLHJ_ICHI/Ie
6I/IOI[OCTy1'IHOCTI/I U CHUXKCHHEC CKOPOCTHU BLIBeI[eHI/ISI).

bezonacHocTh 1 3¢ (eKTUBHOCTS NEHTOKCU(DUIUIMHA Y AETEeH U3Y4YEeHBI HEIOCTATOYHO.
Kypenne MokeT cHUXaTh TepaneBTU4YeCcKyo 3(h(PeKTUBHOCTH Mpenapara.

BcnoMorarenbHbI€ BEIIECTBA

[Ipenapar IleHTOKCHUIITUH CONEPKUT JIAKTO3bI MOHOTHpAT (caxap MojouHblif). [lannenTtam c
pPEeIKO BCTpEyaroIlelcsi HACIeACTBEHHOW HENEepPeHOCHUMOCTBIO TallaKTO3bl, Ae(PUIUTOM JaKTa3bl
JIoTIapel WK TIII0KO30-TalaKTO3HOW MallbabcopOIMelt He caeyeT MPUHUMATh TOT IIpernapar.

ITpenapat [IeHTOKCUDIIIIMH COASPKUT KpacUTeIb a30pyOuH (KUCIOTHBIN KpacHbIi 2C, KapMyasHuH,
E 122), koTOpbIif MOXKET BBI3BATh aJUICPIHYECKUE PEAKIIHH.

4.5. B3aumojeiicTBMe ¢ JAPYrUMH JIEKAPCTBEHHBIMHU MpenapaTaMu M JApyrue BHIbI
B3aNMOAeNCTBUA

C I'UNOTEH3UBHBIMU CPEJICTBAMU

[TeHTOKCH(WIITMH TMOBBIMIAET PUCK Pa3BUTHs apTEpPUAIbHON THUIOTEH3UH NPHU OJHOBPEMEHHOM
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aHTHOTeH3WHIpeBpararmero ¢epmenrta (AIlD)) unu APpyruMH JIGKAPCTBEHHBIMU CPEJICTBAMH,
00a1al0IMMU TIOTEHITUATBHBIM aHTUTUTIEPTEH3UBHBIM YPPEeKTOM (HAIpUMeEp, HUTPATHI).

C JICKAPCTBCHHBIMHU CPEACTBAMU, BIUAIOMIMMH Ha CBEPTHIBAIOMIYIO CUCTEMY KPOBH

[leHTOKCMOWITMH MOXKET YCHUJIMBATh JEHCTBHE JICKAPCTBEHHBIX CPEJACTB, BIHSIOMNX HA
CBEPTHIBAIOLIYIO CHCTEMY KpOBU (IpsAMblE U HEOpsMble AHTHUKOAryJIsSHTbI, TPOMOOJIUTHUKH,
AHTUOMOTHKY, TAKME KaK 11e(agoCOpHHBI).

[Ipu coBMecTHOM MPUMEHEHWH NEHTOKCH(PHIUIMHA M HEMPSIMbIX aHTUKOATYJISHTOB (QaHTarOHUCTOB
ButaMuHa K) B [OCTpErucCTpalMOHHBIX MCCIEIOBAHUAX OTMEYAINUCh CIydyad YCHUJICHUS
AHTUKOAryJAsIHTHOTO JeHcTBUS (PUCK pa3BUTHUA KpoBoTedeHui). [loaToMy B Hauane mnpuema
MEHTOKCU(WINIMHA WM U3MEHEHUM €ro JI03bl PEKOMEHIYeTCS KOHTPOJUPOBATH CTENEHb
BBIPAKEHHOCTH aHTUKOAryJISTHTHOTO JIEHCTBUS Y NAI[UEHTOB, IPUHUMAIOLIUX JaHHYI0 KOMOWHALINIO
IpernapaToB, HampuMep, MPOBOAUTH  peryiaspHbli  koHTposb MHO  (MexayHaponHoe
HOPMaJIM30BaHHOE OTHOIIIEHHUE).

C 1IUMETUINHOM

[{uMeTuaAMH NOBBIIIAET KOHIEHTPALMIO MEHTOKCU(UIUIMHA U aKTUBHOTO MeTabonuta | B miua3zme
KpOBU (pUCK BOZHUKHOBEHUSI TOOOYHBIX PEAKIIHI).

C apyruMu KCaHTUHAMU

CoBMeECTHOE Ha3HA4YE€HHE C IPYTMMHU KCAHTHMHAMHM MOJKET IPUBOJWUTH K YPE3MEPHOMY HEPBHOMY
BO30YKICHHIO.

C I'MOOINIMKEMHUYECKUMH CpeACTBAMHU (MHCYJIMHOM M THOOTIMKEMUYECKHMU CPEACTBAMU JUIS
IpreEMa BHYTDB)

l'unornukemMuyeckoe JecTBUE MHCYJIMHA WIM THIOTIMKEMUYECKHX CPEACTB AJISl MpueMa BHYTPh
MOXKET YCHJIUBATHCS MPH OJHOBPEMEHHOM MPUMEHEHHUU MEHTOKCHU(IIINHA (TOBBIILIEHHBIA PHUCK
pasButus runorimkeMun). Heo6xoamm cTporuit KOHTPOJIb COCTOSTHUS TAaKUX MAllMEHTOB, BKIIIOYAs
PETYISPHBIN IITUKEMUYECKUI KOHTPOJIb.

C reodhnanHOM

v HCKOTOPBIX IMALMEHTOB IIpHM OAHOBPCMCEHHOM IPHUMCHCHHUN HGHTOKCI/I(l)I/IJ'IJ'H/IHa n TCO(bI/IJ'IJ'II/IHa
OTMECYACTCA YBCIMYCHHUEC KOHICHTpAlUU TGO(l)I/IJ'IJ'II/IHa. B ,Z[aJ'IBHefII.HeM 9TO MOXET IPHUBOIUTH K
YBCINMYCHHUIO UJIN YCHUIICHUIO MOOOYHBIX ﬂeﬁCTBHﬁ, CBA3aHHBIX C Teoq)I/IJ'IJ'II/IHOM.

C HI/IHDOd)JIOKCaHI/IHOM

Yy HCKOTOPBIX NanucHTOB IIpu OJHOBPEMCHHOM IIPpUMCHCHHUU HCHTOKCI/Iq)I/IJ'IJ'II/IHa n
L[I/IHpO(bJ'IOKcaI_[I/IHa OTMECYACTCs YBCIIMYCHUC KOHLICHTPAUN HCHTOKCI/Iq)I/IJ'IJ'II/IHa B IIJIa3M€ KPOBH. B
,Z[aJ'ILHefII.HeM 9TO MOKCT IIPUBOAUTD K YBCIMYCHHUIO UJIN YCUJICHUTIO MOOOYHBIX ﬂeﬁCTBHﬁ, CBs3aHHBIX
C IIPUMCHCHHUEM JTaHHOU KOM6I/IHaI_[I/II/I.

C I/IHFI/I6I/ITOI)8.MI/I arperaimnu TDOM6OI_II/ITOB

[Ipu ogHOBpEMEHHOM MPUMEHEHHH MEHTOKCHU(IIINHA C HHTUOUTOPAMHU arperamu TpoMOOIIUTOB
(xnomuaorpen, snrtudubatua, TupodubdaH, SMOMPOCTEHON, WIIOMPOCT, aOUMKCHUMald, aHATpeNH/,
HIIBII [kpoMe CeleKTHBHBIX WHTHOUTOPOB HUKIOOKCUTEHA3bI-2], alleTUIICATUIIUIOBAs KHUCIIOTA,
TUKJIOTIUJIUH, IUMHUPUAAMON) BO3MOXHO pa3BUTHE MOTEHIIMAIBLHOTO aJTUTHBHOTO JEWUCTBUSA,
YBEIIMYMBAIONIETO PUCK Pa3BUTHs KpoBoTeueHHs. [lo3ToMy H3-3a pHCcKa pa3BUTHS KPOBOTEUECHHUS
CIIETyeT C OCTOPOKHOCTHIO MPUMEHSTh IEHTOKCU(DUIIITMH OTHOBPEMEHHO C BBIIIETIEPEUHCICHHBIMU
MHTUOMTOPAaMH arperanuu TpoMOonuToB (cM. pasnen 4.4.).
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4.6. @epTUWILHOCTH, 0EPEMEHHOCTDb U JTAKTAMUS

bepemeHHOCTh

[Ipenapar IlenTokCH(DUIIMH HE PEKOMEHIYETCSI K NPUMEHEHHMIO NMPH OCpPEeMEHHOCTH (TaK Kak
HEI0CTAaTOYHO JAHHBIX).

JlakTanus
[TeHTOKCU(UILTHH TPOHUKAET B TPYIHOE MOJIOKO B HE3HAYUTEITHHBIX KOJIMICCTBAX.

[Ipu HeoOXOAMMOCTH TPHUMEHEHHs TIpernapara CleAyeT NPEKPaTUTh TPYJHOE BCKapMIIMBAHHE
(yuuTbIBasi OTCYTCTBHE OIbITa IPUMEHEHNU).

DepTUIIBHOCTD

Jlanubie 0 HepTHIIHBHOCTH OTCYTCTBYIOT.

4.7. Biusinue Ha CHOCOOHOCTH YHOpaBjasdATbh TPAHCHOPTHBIMH CPEACTBAMH H paﬁoTaTl, C
MEXaHU3MaMHM

[leHTOKCUPUIIMH OKa3bIBAET YMEPEHHOE BIMSHHE HA CIIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMU
CpeICTBaMH U paboTaTh ¢ MEXaHU3MaMHU.
VYuuteiBas BO3MOXKHBIE TI000YHBIE A(P(PEKTH (HampuMep, TOJOBOKPYKEHHE) CIEIYeT COOIIoIaTh

OCTOPOXKHOCTb.

4.8. HexeaaTelbHble peakunu

Pe3romMe HexenaTenbHbIX peakiui

YacTtoTa BO3HMKHOBECHHS HEKENATEIBHBIX pEaKIUi OmlpeiesuiaCh B COOTBETCTBUH  C
knaccudukanuein BcemupHOW opraHM3anuu 3ApaBOOXpaHEHHs: o4eHb yacto (> 1/10), wacrto
(> 1/100, wo < 1/10), HEwacto (> 1/1000, Ho < 1/100), peaxo (= 1/10000, HO < 1/1000), 0OYeHB penko
(< 1/10000), gactora HEM3BECTHA (HA OCHOBAHWY UMEIOIIMXCS JAHHBIX OLICHUTh HEBO3MOXKHO).

Hapywenus co cmoponst kposu u aumgpamuyeckoui cucmemol

Yacmoma  Heu3gecmua:  NCHKOTICHUS/HEHTPOIICHUS,  TPOMOOLMTONICHUS,  TAHIUTOIICHHUS,
runopuOpUHOTECHEMUSI.

Hapymele CO CNOPOHbI MMMyHHOI:i cucmemasl

Yacmoma wneuzsecmua: aHaduIaKTHUECKHE/aHA(QUIAKTOUIHBIE pPEAKIMH, AHTHOHEBPOTUYECKUUN
OTeK, aHa(hUITAKTHUECKUI 0K, OPOHXOCTa3M.

Icuxuueckue napyuwenus

Yacmoma neuzeecmua: aXXUTALNs, HAPYLLIEHUS CHA, TPEBOTA.

Hapywenus co cmopomnvl nepeHoul cucmembl

Yacmoma neuzéecmmua: ToI0BHas 00JIb, TOJOBOKPY)KEHHE, ACENTUYECKIUIT MEHUHTUT, CYIOPOTH.
Hapywenus co cmoponwl opeana 3penus

Yacmoma neuzsecmna: HapylICHUE 3pEHUS, CKOTOMA.

Hapywenus co cmoponul cepoya

Yacmoma neuzsecmna: TaXUKapaus, apUTMUs, CHUKECHUE apTEPUaAIbHOTO JaBIIEHUs, CTCHOKApAMSL.
Hapywenus co cmoponul cocyoos

Yacmoma Heuzgecmua: «(IIPUJIMUBBD> KPOBU K KOXHBIM IMOKPOBAM, KPOBOTCUCHUA (B TOM 4YHUCIIC
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HapyweHu;z CO CNMOPOHbBL ()fceflyOO'{HO—KMWQ'{HOZO mpaxkma

Yacmoma HeuzsecmHa: KCEPOCTOMHUS (CyXOCTh MOJOCTH pPTa), aHOPEKCHsl, aTOHUS KUILIECYHHKA,
YyBCTBO [IaBJICHUS W TEPEIOJHEHUS B OO0JIacTH >KeNydka, TOIIHOTA, pPBOTA, aMapes, 3arop,
runepcanuBaius (MOBBIIIEHHOE CIIOHOOTICICHUE).

Hapywenus co cmoponst nevenu u dcenuesbl8o0sauux nymetl

Yacmoma Heuszsecmna: BHYTPUIICUYCHOUHBIA XOJIECTa3, MOBBIIICHUE AKTUBHOCTU «IICUCHOUHBIX»
TpaHCaMUWHAa3, MOBHIIICHUE aKTUBHOCTH IIEJIOYHOH (ocdaTasbl.

Hapymeﬁwz CO CNOPOHbL KOJHCU U NOOKOJCHBIX MKAHEL

Yacmoma Heuzgecmua: KOXKHBIN 3y, KOXKHAsI ChIlb, d)puTeMa (TIOKPACHEHUE KOXKH), KPAIMBHUIIA,
TTOBBIIIICHHAS JIOMKOCTh HOTTEH, OTEKH.

Coo011eHne 0 moa03peBaeMbIX HEKEIATEIbHBIX PEAKIINIX

BaxxHo cooOmiaTh 0 1Mo03peBaeMbIX HEKENATEIbHBIX PEaKIMIX MOCIIE pPEerucTpalyy mpenapara c
1ebl0 00ecreueHusl HeMPEPhIBHOTO MOHUTOPUHTA COOTHOIIEHHS «I10J1b3a-PUCK» JIEKAPCTBEHHOTO
npernapara. MenWUIMHCKUM paOOTHUKAM PEKOMEHIYeTCs COOOIIaTh O JIOOBIX MOA03PEBAEMBIX
HeXXeNaTeNIbHbIX PeaklusX JEKapCTBEHHOTO Mpernapara yepe3 HallMOHAJIbHbBIE CUCTEMbI COOOIIEHNUS
0 HEeXeJIaTeJIbHBIX PEAKIUSAX TOCYyAapCTB — WieHOB EBpa3uiickoro 3KoHOMHUYECKOTrO COr03a.

Poccuiickas ®enepanust

denepanpHas cayx0a 1Mo Ha3opy B cdepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. Mocksa, CnaBsHckas miomaisp, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnexTpoHHas mouta: pharm@roszdravnadzor.gov.ru wim npr@roszdravnadzor.gov.ru

Caiit B MHGOPMAITMOHHO-TEJIEKOMMYHHKAITMOHHOM CeTH «HTepHeTY:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMIITOMBI

CHUMIITOMBI NEepeAO3UPOBKHU: T'OJIOBOKPYKCHUC, TOITHOTA, PBOTA THUIIA ((KO(i)GfIHOfI rymu», maacHue
APTCPUAJIBHOI'O JABJICHUA, TaxXUKapaus, apuTMHUA, IIOKPACHCHHUC KOXHBIX IIOKPOBOB, IIOTCPA
CO3HaHu1, 03H06, ape(i)J'IGKCI/IH, TOHUKO-KIIOHUYCCKUEC CYJOPOTIH.

B ciyyae BO3HUKHOBEHHMSI ONIMCAHHBIX BbIIIE HAPYIIEHUH HEOOXOAUMO CPOYHO OOPATUTHCS K Bpady.
Jleuenue

Jleuenne cumnroMatuyeckoe. [Ipu mosiBIeHUM MEPBBIX MPU3HAKOB MEPEIO3UPOBKH (TIOTIUBOCTS,
TOIIIHOTA, [T1aHO3) HEMEUIEHHO IpPEeKpalaoT MpueM npenapata. Eciau npenapaT npuHAT HEAaBHO,
clieyeT o0ecneunTh Mephl, HalpaBlIeHHblE Ha NpPEJOTBpalleHHE AajJbHEWUIIEero BCachIBAHUS
Ipernapara IyTeM ero BbIBeJIeHHs (IPOMBIBAHUE KeTy/IKa) WIN 3aMeJJIEHHs BCaCbIBaHUSI (HaIIpumep,
IIpUeM aKTUBHUPOBAHHOTO YIJIf).

Ocoboe BHMMaHHE JOJDKHO OBITh HAmpaBlIeHO HA TOJJIEpXKaHHE apTEepPUaTbHOTO JaBJICHUS U
¢bynkuuu apixanud. [Ipu cygopoxKHBIX IPUINIAAKaX BBOJIST IUA3EIaM.

CHCL[I/I(I)I/I‘-ICCKI/Iﬁ AHTUJOT HCHU3BCCTCH.


https://www.roszdravnadzor.gov.ru/
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5.  ®APMAKOJOTMYECKHUE CBOICTBA (NOCNEOOBATENEHOCTE 0002)

5.1. dapmakoguHaMHU4YeCKHe CBOMCTBA

dapmakoTepaneBTHIecKas rpymnmna: nepudepuaeckue Ba3oIuaaTaTophl; MPOU3BOIHbIC TypPHHA.
Kox ATX: C04ADO03.

MexauusM nerictBus ¥ hapMako auHaMudeckue 3hdheKThl

[Ipenapar IleHTOKCH(PHUIUINH yMEHBIIAET BSA3KOCTh KPOBH U YIYYIIAeT PEOJOTHYECKHE CBOMCTBA
KpOBHU (TEKY4€ECTb) 32 CUET:

e yIy4IIEHHUS HapyIIeHHOH 1eOpMHUPYEMOCTH SPUTPOLIUTOB;

® YMEHBIIEHHUS arperai TpOMOOLIUTOB U SPUTPOLIUTOB;

® CHIXEHHS KOHLIEHTpaluu puOpuHOreHa;

® CHIXEHHS aKTMBHOCTH JIEMKOLIMTOB U YMEHBIICHUS aAr€3UN JIEHKOIIUTOB K 3HJOTEIIUIO COCYIOB.

B xauecTBe akTHBHOIO BellecTBa npenapart [IeHTOKCUGMIIITUH cOAeP)KUT MPOU3BOIHOE KCAHTUHA —
MeHTOKCUGWIIMH. MexaHu3Mm ero JeMcTBHs CBA3aH ¢ MHIruOMpoBaHueM Qocdoamuscrepassl U
HAKOIUICHHEM LHKJINYECKOTO afieHo3MHMOHO(ochaTa (HAM®D) B kieTkax Iiaakoll MycKyaaTypbl
COCYyZI0B U (DOPMEHHBIX DJIEMEHTaX KPOBH.

Oxa3biBasg ciaboe MHOTPOMHOE COCYIOpacUIMpsoNiee AeHCTBUE, MEHTOKCU(UIUINH HECKOJIbKO
yMeHbIIaeT obuiee nepudeprudeckoe COCyIucTOe CONPOTUBICHUE M HE3HAUYUTENIBHO PACIIUpPSET
KOPOHapHBIE COCY/IbI.

[TerTokcubumuMH 00J1aaeT CITA0BIM TOJIOKUTEIHPHBIM HHOTPOIHBIM 3 (HEKTOM Ha cepile.
VYirydnraeT MEKPOIMPKYJISIMIO B 30HaX HAPYIIEHHOTO KPOBOOOPAIICHHSI.

Jleuenue npenaparoM [leHTOKCMGMIIUH NPUBOAUT K YIAYYIICHUIO CUMITOMATHKU HapylIeHUN
MO3IOBOTO KPOBOOOpAIIEHHUS.

IIpn  OKKIIO3MOHHBIX 3a00yieBaHMSIX Nepudepruueckux apTepuil NpUMEHEHHEe Mpemnapara
[TeHTOKCUGUITUH MPUBOIUT K YAJMHEHHUIO AUCTAHIIMHM XOAbOBI, YCTPAHEHUIO HOYHBIX CYAOPOT B
MKPOHOXHBIX MBIIIIAX ¥ UCYE3HOBEHUIO O0JIeH B OKOE.

5.2. ®dapMakoKHHeTHYEeCKHE CBOWMCTBA

AOGcopOrms

ITocne IpueMa BHYTPb HGHTOKCI/IQ)I/IHHI/IH 6LICTpO H I1I0YTH ITIOJIHOCTBIO BCACBIBACTCA.

Pacnpenenenue

[TenTokcudumnua noasepraercs 3pPexTy «nepBUYHOTO» MPOXOKACHUS Yepe3 meueHb. AOCONMIOTHAS
OMOJOCTYITHOCTh UCXOTHOM cyOcTaHIuu coctaBisieT 19 + 13 %. KoHieHTparyst OCHOBHOTO aKTHBHOTO
merabomuta 1-(5-rumpokcurexcun)-3,7-auMerTuikcanTiHa (Metaboaut 1) B m1a3Me KpoBHU B JBa pasa
MPEBBIIAET KOHIIGHTPAILMIO HCXOJHOTO MeHTokcupwumHa. Merabomut | Haxomutes ¢
MEHTOKCU(UILTMHOM B 00paTuMOM OMOXUMHUYECKOM pefoKcpaBHOBecHH. [103TOMY MEHTOKCHPUILITUH
u MetabonuT | paccmarpuBarOTCs BMeCTe KaK aKTHBHAs €IUHMUIIA. BCIEACTBHE 3TOTO JIOCTYMHOCTH
AKTUBHOW CYOCTaHIIMH 3HAYUTEIHHO OOJIBIIIE.

buotp aHCd)ODMaI_II/I}I

HCHTOKCI/I(I)I/IJ'IJ'II/IH IOJIHOCTBIO MCTa6OJ'II/13preTCSI u 6onee yeM 90 % BBIBOJAUTCA 4YCPE3 TTOYKH B
(popMe HCKOHBIOI'MPOBAHHBIX BOJAOPACTBOPUMBIX METa0OJIMTOB.
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(MOCNEOOBATENEHOCTE 0002)

DauMUHALTUI

[lepron nomyBbIBeIeHHSI TIEHTOKCU(MILTMHA TIOCTIE TpUeMa BHYTPb cocTaBisier 1,6 .
Iloueunas nedocmamounocme

VY nmarueHToB ¢ HapyMICHUSMHU (QYHKIIMH MOYEK BBHIBEICHNE META0OIUTOB 3aMEIISIETCSL.
Ileyenounas nedocmamounocmo

VY manueHToB ¢ HapymeHWsMH (YHKIUU TEYSHU TEPHOJ TOJTYBBIBEACHHUS NEHTOKCH(PHIUIMHA
yIUIMHSIETCS], ¥ a0COTIOTHAs! OMOAOCTYITHOCTD YBEITHUMBACTCSL.

6. ®APMAINEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCOMOraTeJbLHBIX BelIECTB

BcnoMorarenbpHBIE BEIIECTBA Aapa:

JIakTO3bI MOHOTHUIPAT (Caxap MOJIOYHBIH);

Kpaxman kaprodenbHblii;

Kanbuus creapar;

Kapb6okcumerunkpaxman HaTpus (IpUMOTesb, TUI A);
[Mosumon (K-17).

BcnomorarensHble BENecTBa 000J0YKH:

MeTtakpuiaoBOM KUCIOTHI U ATWIakpuiiaTa conoymmep [1:1];
Tanbk (MarHust THIPOCHIIMKAT);

[ToBunon (rkosuuaoH 30);

[Momucopo6at (TBUH-80);

TuTaHa TUOKCHT,

Kpacurens azopyoun (kucinoTHbii kpacHbli 2C, kapmyas3uH, E 122).
6.2. HecoBmecTHMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpoK XpaHeHH)

2 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH MPU XPAHEHUH

B 3amumeHHom oT cBeTa Mecte npu Temneparype He Boie 25 °C.
6.5. XapakTep M cogep:kaHHe YIIAKOBKHU

ITo 10 TabneTok B KOHTYPHYIO SIYEHKOBYIO YIIAKOBKY U3 IJICHKH MOJMBUHUIXIOPUAHON U (OIBIH
ATIOMMHUEBOM NIEYaTHOW JJAKUPOBAHHOM.

ITo 20, 30, 60 Ttabmerox B OaHKM W3 TOJUIPONHJIEHA WM TOJUATUICHA C KPBIIIKAMU
HaBUHYMBAEMbIMH WJIM HATATMBAEMBIMU U3 MOJIUIIPONMIICHA UITH MOJIUATUIICHA.
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ITo 1 Ganke wnm mo 2, 3 win 6 KOHTYPHBIX STYCUKOBBIX ynaﬁdgg%;;%%&é‘ IEQII_(&{/E%RB%R&EI{&

MOMEIIAIOT B MAUKy U3 KapTOHa.

6.6. Oco0ble Mepbl MPeIOCTOPOKHOCTH MPH THIU3ALUH UCIIO0JIH30BAHHOIO JIEKAPCTBEHHOI0
npenapara WJiH OTXOI0B, NMOJYYEeHHBIX MOcCJe NMPUMeHEeHHs JIEKAPCTBEHHOro mnpenapara, u
Apyrve MAHMIYJISIUM C MIPenapaTom

Oco0ble TpebOoBaHMS OTCYTCTBYIOT.

1. JAEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

Poccniickas ®@enepanus

ITAO «buocunTes»

[Tensenckas o6m., T. [len3a, yn. JIpyxOs1, cTp. 4.
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05
®axc: +7(8412) 96-96-27

Anpec snekrpoHHoi nouTsl: Biosintez.Info@sunpharma.com
7.1. IlpeacraBuTeib Jep:kaTe/isi perHCTPALMOHHOIO YI0CTOBEPEeHH S

[IpeTen3un norpedbuTenell HaPaBIATh MO aAPECY:
Poccuiickas @eneparus

[TAO «buocunres»

[Tenszenckas o6m., T. [len3a, yn. JpyxOs1, cTp. 4
Tenedon: +7(8412) 96-96-27, 8-800-100-40-05
@axc: +7(8412) 96-96-27

Anpec anekrponHo# nouThkl: Biosintez.Hotline@sunpharma.com

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOTI'O YIOCTOBEPEHUSA

9. KATEI'OPUA OTIIYCKA JIEKAPCTBEHHOTI'O ITPEITAPATA

HeKapCTBeHHHﬁ npemnapar OTHOCUTCA K KaTCropuu OTITYCKa I10 PCUCIITY.

OO0rmas xapakTepuCcTHKA JIEKapCTBEHHOTO mpenapara [IeHToKCnpHUIMH T0CTyITHA B €IMHOM peecTpe
3aperHCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeicTB EBpa3milckoro SKOHOMHYECKOTO COK03a W Ha
odurmansHOM caiire YIOJTHOMOYEHHOTO opraHa (9KCcTIepTHOM OpraHHU3aluH)
https://lk.regmed.ru/Register/EAEU_SmPC



