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OBIIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOTO TIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

[Tenroxkcupmmnua PeneBan, 100 mMr, TabneTKu KHUIIEYHOPACTBOPUMBIC, MOKPBITHIE IJICHOYHOU
000JI0YKOH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTBytOIIIeE BEMIECTBO: MTEHTOKCU(DHILITHH.

Kaxnas tabierka KUIIEYHOPACTBOPUMASA, MOKPHITasl IJICHOUYHOW o0onoukoid, comepxut 100 mr
NEHTOKCU(WIUINHA.

BemecTBa, Hamu4Me KOTOPBHIX HAJO YYUTHIBATH B COCTAaBE JICKAPCTBEHHOIO IMpemapara: JIAKTo3a,
Hatpuii (cMm. paszzuen 4.4.).

[TonHbIii IepevYeHb BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6. 1.

3. JEKAPCTBEHHAS ®OPMA

TaGneTku KUIIEYHOPACTBOPUMBIE, TOKPHITHIE IIJICHOYHOW 000JI0UKOIA.

Kpyriibie JBOSKOBBITYKJIBIC TAOJETKH, MOKPBITHIC IUIEHOYHOW OO0OJOYKOW O€J0ro WM IOYTH
Oenoro 1Bera. Ha momepeuHom paspese sapo Oenoro wiv modtd Oenoro msera. Jlomyckaercs
IIIEPOXOBATOCTh TIOBEPXHOCTH.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHIO

HeHTOKCI/I(I)I/IJIJ'II/IH PeneBan nmokaszaH k MPUMCHCHUIO Y B3POCJIbIX B BO3PACTC OT 18 ner.

e OkkiIO3MOHHAs  0OJe3Hb  MEepUPEPUUYECKUX  apTepUuil  aTepOCKIEPOTHYECKOrO  WIIU
IMa0eTUYeCKOro TeHe3a (HampuMep, «IIepeMexarollascs» XpoMoTa, AuadeThyeckas
aHTHomnaTHs);

e Tpoduueckue HapyleHus (Hanpumep, Tpopuueckre S3Bbl TOJICHEH, TAaHTPEHa);

L4 HapyHmICHUA MO3IroBOro KpOBOO6paIlICHI/ISI (HOCJ'IC,[[CTBI/IH uepe6paan0ro aTCPOCKIICPO3a, KaK,
HallpuMEp, CHUIKCHHUC KOHLCHTPAIIUKM BHUMAHHSA, T'OJIOBOKPYKCHHC, YXYAUICHUC HaMHTI/I),
HIIEMHUYCCKUEC U TTIOCTUHCYJIBTHBIC COCTOAHUSA,

®  HapylEeHHs KpOBOOOpAIEHHS B CETYATON M COCYIUCTON 00O0JIOUKE II1a3a;

L4 OTOCKJICPO3, ACTCHCPATUBHBIC M3MCHCHUA Ha (I)OHC MMaToJIOru COCYINOB BHYTPCHHEIO yXa H
CHMKCHUA CIIyXa.

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s

PexxuM 103upoBaHus

,HO?:I/IpOBKa YCTaHAaBJIMBACTCA BpadOM B COOTBCTCTBHMUM C HWHAWBUAYAJIbHBIMU 0COOCHHOCTSAMU
IIanucHTAa.
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C OCJIEAYIOIIUM MEIJICHHBIM MOBBIIIEHHEM 103b1 10 200 mMr 2—3 pa3a B CyTKH.
MakcumanbHas pazoBas go3a — 400 mr.
MakcumanbHas cyrodHas 1o3a — 1200 mr.

Oco0ble rpynisl MalueHToB

Ilayuenmul ¢ Hapyuenuem ynKyuu novex

VY manueHToB ¢ HapYIICHHON (QYHKIMEH moYek (KiIupeHc KpeaThHrHA Huxke 30 MII/MHUH) JO3HPOBKA
MOJKET OBbITh CHIKEHA 10 1—2 TabJIeTOK B CYTKH.

Iayuenmsi ¢ HapyweHnuem yHKyuu neyeHu

VYMeHblIeHHEe [103bl, ¢ YY€TOM HHIMBUIYaJbHOW MEPEHOCUMOCTH, HEOOXOJUMO Yy MHAIMEHTOB C
TSDKEIIBIM HapylieHHeM (QyHKIHUU TIeUSHH.

HauueHmbz C HU3KUM apmepuailbHbim odasnenuem

Jleuenune MokeT OBITH HAYaTO MaJIBIMU A03aMHU Yy TallUCHTOB C HU3KHUM apTCPHUAIbHBIM OABJICHUCM,
a TaKKe y JIHI, HAaXOISIIMXCS B TPYIIE PUCKAa BBUAY BO3MOXKHOTO CHIDKCHHS apTEPUAILHOTO
naBieHus: (MAalMEeHThl C TSOKENoM Qopmoil umemudeckor Oonesnn cepaua (MBC) wmm ¢
reMOJJMHAMHUYECKH 3HAYMMBIMH CTEHO3aMHU COCYAOB TOJOBHOrO Mo3ra). B »Tmx ciydasx moza
MOKET OBITh YBCJINYCHA TOJIBKO IMOCTCIICHHO.

CTH

bezomacHocte M 3ddexTuBHOCTh mpenapara llenrokcuduumma PeneBan y nmereit B Bo3pacte
ot 0 10 18 neT He ycraHOBEHBI. [[aHHBIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeHns

BHYTpB HpenapaT CJICAYCT NpOoIJIaTblBaTh HNCJIUKOM BO BpEMs HJIM Cpa3y IIOCJIC IIpHEMa IHIIH,
3aliuBas JOCTaTOYHBIM KOJIMYCCTBOM BOJHI.

4.3. IIpoTnBonoOKa3aHus

e ['unepyyBCTBUTEIBHOCTb K MEHTOKCU(WIUINHY, IPYrUM METHWIKCAaHTHUHAM, WU K JII000OMY M3
BCIIOMOTaTeNIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3zene 6.1.;

®  MAacCHBHbIE KPOBOTEUEHHs (PUCK YCUIICHUSI KPOBOTEUECHHUS);
e  O0IIMpPHBIE KPOBOM3IIHUSHUS B CETUATYIO 000JI0UKY Ti1a3a (PUCK YCUJIEHUS! KPOBOTEUEHHUS);
e  KPOBOU3JIMSHHS B TOJIOBHOM MO3T;

®  OCTpbIl HHPAPKT MUOKap/a.
4.4. OcoOble yKkazaHus U MepPbl MPeI0CTOPOKHOCTHU NPH NPUMEHEeHUH

IIpemapat cieayeTr IpUMEHSITh C OCTOPOKHOCTBIO:

e  Tsxenble HapylIeHUS pUTMa cep/lia (PUCK YXYALLIEHUS apUTMUN);

e aprepuaibHas TUIMOTEH3WS (PUCK JAJBHEWINEr0 CHIDKEHUS apTepUaIbHOTO JIaBIICHUS,
cm. paszen 4.2.);

®  XPOHHMYECKAS CEpACUHAs HEIOCTaTOYHOCTB;
e  s3BeHHAas 0OJIE3HB XKEIyAKA U ABEHAIIATUTIEPCTHON KHUIIIKH;

e HapymeHUs (QYHKIHUM Mouek (KIupeHc KpeaTMHHHa MeHee 30 MuI/MMH) (pUCK KyMYJSLUU U
TIOBBIIICHHBINA PUCK pa3BUTHS TOOOUHBIX 3P (DHEeKTOB, cM. paznen 4.2.);
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addexToB, cMm. pazaen 4.2.);
o HCAAaBHO IIEPCHCCCHHBIC OINICPATUBHLIC BMCIIATCIILCTBA,

® [IOBBILIEHHBIM PUCK pa3BUTUS KPOBOTEUEHWM (Hampumep, NpU HapYUIEHMSX B CHUCTEME
CBEPTBHIBAHUS KPOBH (PUCK Pa3BUTHUS 00JIEE TSHKEIBIX KPOBOTEUEHHIA), CM. pasen 4.5.);

® OJHOBpEMEHHOE NpPHMEHEHHWE C aHTUKOaryjIsHTamMu (B TOM 4YHCI€ HENpPSIMbIMU
AHTUKOAryJITHTaMu (aHTaroHucTamu Butamuna K), cM. pazuen 4.5.);

e OJHOBPEMCHHOC MPHUMCHECHHE C HWHTHOMTOpAMH arperaidd TPOMOOUUTOB (KJIOMUAOTPEI,
sntudubdbarun,  tupodubaH,  AIOMPOCTEHON,  HWIOMPOCT,  abmukcumad,  aHarpenus,
HECTEPOMIHBIC MPOTHBOBOCHAIMTENbHBIE Tpemaparsl  (HIIBII) (kpoMe CEneKTHBHBIX
WHTUOMTOPOB  HMKIOOKCHUTEHA3bl-2),  aleTWICAIUIWIOBAS  KHCIOTa,  TUKJIOMHUJIUH,
nunapuaamod) (cm. pasaen 4.5.);

® OJHOBPEMEHHOE TMPUMCHCHHE C  TUIOTJIMKEMHUYCCKHMH  CpPEACTBaMH  (HMHCYJIMHOM
Y TUTIOTJIMKEMHYECKUMU CPEJICTBAMHU JIJIsl IpUeMa BHYTPb) (CM. pazzen 4.5.);

®  OJHOBpPEMEHHOE MPHUMEHECHHUE ¢ IHUIPOQIIOKCATMHOM (cM. paszzen 4.5.);
e  OJHOBPEMEHHOE NPUMEHEHHUE C T€OUIIMHOM (CM. pasaen 4.5.).
Jleyenue cnemyeT NPOBOAUTH 10T KOHTPOJIEM apTEPHATBbHOTO AABICHUS.

VY nmanueHToB ¢ caXapHbIM JUa0eToM, MPUHUMAIOLIMX THIOINIMKEMUYECKUE CPe/ICTBA, Ha3HAUEHUE
OOJIBIINX /103 MOXKET BBI3BAaTh BBIPAKCHHYIO THIOTIIMKEMHUIO (MOXKET MOTPEOOBATHCS KOPPEKITUS
7103 TUIIOTJIMKEMUYECKHX CPEICTB U NMPOBEJCHNUE TTIMKEMUUYECKOTO KOHTPOJIS).

HpI/I Ha3sHaAa4YCHHUHU HCHTOKCI/I(bI/IJIJII/IHa OOAHOBPEMCHHO C AaHTUKOAryJIsIHTaMU H€O6XOIII/IM KOHTPOJIb
roxkasareJjieit CBCPTBIBAHUSA KPOBH.

VY nanueHToB, HEAABHO MEPEHECUIMX ONEPATHBHOE BMEIIATEIbCTBO, HEOOXOIUM pEryJspHBIN
KOHTPOJIb TeMOTTIO0MHA U TeMaTOKPHTA.

HaIII/IeHTaM C HU3KUM U HEeCTaOUJILHBIM ApTCPpHAJIBHBIM OAaBJICHUCM HGO6XOI[I/IMO YMCHBIIUTH 103y
HCHTOKCI/I(I)I/IJ'IJ'II/IHB..

VY NOXKUJbIX MallMEHTOB MOKET MOTPEOOBATHCS YMEHBIIEHNE J03bl HIEHTOKCU(PHIIIMHA (OBBILICHHUE
OMOIOCTYITHOCTH U CHUYKEHHUE CKOPOCTH BBIBEACHU).

bezonacHocTh 1 3¢ (HEeKTUBHOCTh NEHTOKCU(DUIUIMHA Y JIETeH H3yUeHbl HEOCTATOYHO.
Kypenune MoxeT CHUKATh TepaneBTUYECKYI0 Y3 PEeKTUBHOCTD Mpernapara.

BcnoMorarenpHble BEIIECTBA

JlaHHBIN JIEKaPCTBEHHBIN Mpenapar He ClIeAyeT MPUHUMATh MalueHTaM C PEJKO BCTPEUArOIICHCs
HACJICICTBEHHON HEMEePEHOCHMOCTBIO (DPYKTO3bI, HEMEPEHOCUMOCTHIO TaaKTO3bl, TAAKTO3eMHUEH
WJIH TJTFOKO30-TATaKTO3HON MallbaOCOPOIIHE.

JlaHHBIH JIeKapCTBEHHBIN MperapaT coepKuT MeHee | Mmonb (23 Mr) HaTpus Ha TaOJIETKY, TO €CTh
10 CYTH, «HE COJIEPKUT HATPUS».

4.5. BzaumojaeiicTBue ¢ JAPYIrMMH JIeKAPCTBEHHbIMH IpenapaTamMM W Jpyrue BH/bI
B3aNMOIeHCTBUA

C r'uIoTeH3UBHBIMHA cpeacTBaMu

[TeHTOKCMOWIIIMH TOBBIMIAET PUCK PA3BUTHUSA apTEPUATIBHONM TUMOTEH3UU MPU OJHOBPEMEHHOM
MIPUMEHEHNN c TUITOTEH3UBHBIMU CpelcTBaMu (Hanmpumep, UHTHOUTOPBI
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00JaaroNMMHY TOTEHITUATBHBIM aHTUTUIIEPTEH3UBHBIM d(PPeKkToM (HarmpumMep, HUTPATHI).

C JICKAPCTBCHHBIMHU CPCACTBAMU, BIUATOIMMHU HAa CBEPTHIBAIOIIYIO CUCTEMY KPOBH

[TeHTOKCMOWIIIMH MOXET YCWUJIMBATh JICHCTBHE JICKQPCTBEHHBIX CPEICTB, BIMSAIONIMX HAa
CBEPTHIBAIOIIYIO CHCTEMY KpOBH (MpsSMbIE ¥ HENPSMBIE AHTHKOATYJSHTBI, TPOMOOIUTHUKH,
AHTUOMOTHKH, TaKHE KakK 11e(aTOCTIOPHUHBI).

[Tpu coBMECTHOM NPUMEHEHUH NEHTOKCU(PWIIMHA U HETPSIMBIX aHTHKOATYJISTHTOB (AaHTarOHHUCTOB
ButaMMHa K) B IOCTMApKETHMHIOBBIX HCCIEIOBaHMAX OTMEUYAIUCh CIy4ald  YCHIJIEHUS
AHTUKOAryJsSHTHOIO JeMcTBUS (pUCK pa3BUTHUs KpoBoTeueHuil). [loaTomy B Haudane mnpuema
NEHTOKCUGWIIMHA WIM M3MEHEHHUM €ro Jl03bl PEKOMEHAYETCS KOHTPOJIMPOBATH CTEIEHb
BBIPR)KEHHOCTH aHTUKOATYJSTHTHOTO JEHCTBUS y MAIIMEHTOB, IPUHUMAIOIIUX JAaHHYI0O KOMOMHAITUIO
IIPENapaToB, HAIPUMED, IPOBOAUTH PETYJISAPHBIM KOHTPOJIb MEXAYHApPOAHOIO HOPMAJIU30BaHHOTO
otHowenus (MHO).

C HMMEeTUINHOM

[{uMeTuAMH TOBBIIACT KOHICHTPAIUIO NEHTOKCU(DMIUTMHA M aKTHBHOTO MetabonmTa | B miasme
KpOBH (PUCK BOSHUKHOBEHHUSI ITOOOYHBIX PEAKIIH).

C apyrumMu KCaHTHHAMHA

CoBMecTHOE Ha3HAYCHHE C JPYTUMHU KCAHTUHAMH MOXET HPUBOJIUTH K YPE3MEPHOMY HEPBHOMY
BO30YKIECHHUIO.

C TI'UIOOIIMKEMHYECKHUMH CpeACTBAMH (MHCYJIHHOM M THIOIMIUKEMHYECKUMH CPEACTBAMHU JUISI
IIpHUeEMa BHYTDD)

I'unorimkeMuyeckoe AEUCTBUE MHCYJIMHA WIW TMIIONVIMKEMHUYECKHUX CPEICTB Ul IIPHUEMa BHYTPb
MOJKET YCHJIUBATHCA MPH OJHOBPEMEHHOM INPHUMEHEHHH MEHTOKCU(WIIIMHA (TIOBBIIICHHBIH PUCK
pa3BuTHs runoriaukeMun). Heo6xonum cTporuit KOHTPOJIb COCTOSIHUS TaKUX MAI[MEHTOB, BKIIKOYas
pEryasapHbIA INTMKEMHYECKUI KOHTPOJIb.

C reodrnuaoM

v HEKOTOPBIX MAIIMCHTOB MpPU OAHOBPEMCHHOM NPHUMCHCHHU HGHTOKCI/I(l)I/IJ'IJ'II/IHa u TGO(i)I/IJ'IJ'II/IHa
OTMCYACTCA YBCIMUYCHUC KOHLCHTPAIUU TeO(I)I/IJ'IJII/IHa. B ,[[aJ'IBHefIH.IeM 9TO MOXCT HNPUBOAUTH K
YBCIIUYCHUTIO UM YCUITICHUIO MOOOYHBIX )leﬁCTBHﬁ, CBs3aHHBIX C TGO(l)I/IJ'IJ'II/IHOM.

C munpodroKkcalmaoM

Y HEKOTOpHIX  TAIMEHTOB TPU  OJHOBPEMEHHOM  NPUMEHEHHUH  TMEHTOKCHU(UIUIMHA
U nunpoQIiokcaiHa 0TMEYaeTCsl YBEIMUEHUE KOHIIEHTPAIUY MeHTOKCU(UIUTHHA B TJ1a3Me KPOBHU.
B nanpHeiimemM 5TO MOXET MPUBOIUTH K YBEIUYEHUIO WM YCUJICHHIO TOOOYHBIX JIEHCTBHIA,
CBSI3aHHBIX C TPUMEHEHUEM JTaHHON KOMOWHAIUH.

C uHrHOUTOpaAMHU arperamiu TPOMOOIIMTOB

[Tpu oHOBpEMEHHOM NMPUMEHEHHH MEHTOKCU(MIIIMHA ¢ MHTMOUTOpaMU arperanuu TpoMOOIIUTOB
(xkmommumorpen, sntududaTua, THpoduOaH, SMOMPOCTEHON, HWIOMPOCT, a0IMKCHUMal, aHArpeNw,
HIIBII (kxpome CEneKTHBHBIX MHIMOMTOPOB LUKIOOKCHI€Ha3bl-2), alleTUIICATULUIOBAS KUCIOTa,
TUKJIONUIMH, JAMUPUIAMOII) BO3MOXKHO pa3BHTHE NOTEHIMAIBHOTO aJJUTHBHOTO JIEHCTBHS,
YBEIMUMBAIOIIETO PUCK Pa3BUTHUS KpoBoTeueHUs. [loaToMy u3-3a pucka pa3BUTHS KPOBOTECUECHHUS
CIIEYET C OCTOPOKHOCTHIO MMPUMEHSTh MIEHTOKCH(DUIUTMH OJJHOBPEMEHHO C BBIIIECTIEPEUNCIICHHBIMU
MHTUOMTOpAaMU arperauy TpoMOoonuToB (cM. pazaen 4.4.).
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4.6. ®epTUIBLHOCTD, 0EPEMEHHOCTD U JAKTALUA

bepemeHnHOCTh

[TeHTOKCUDUILTUH HE PEKOMEHAYETCSI K IPUMEHEHHUIO TIPH OEPEeMEHHOCTH (TaK KaK HEIOCTATOYHO
JTAHHBIX ).

JlakTarus
[TeHTOKCH(UIUTMH MPOHUKAET B TPYAHOE MOJIOKO B HE3HAUYUTEIBHBIX KOJIUYCCTBAX.
[Ipn HEOOXOAMMOCTH TPHUMEHEHHUs IMpernapara CIeAyeT MNPEKPaTHTh TPYJHOE BCKapMIIUBaHUE

(YuuTbIBasi OTCYTCTBHUE OIBITA IPUMEHEHHUS ).

4.7. BiusiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padorarh ¢
MeXaHM3MaMH

Y4uThIBas BO3MOXKHBEIC MOOOYHBIE YPPEKTHl (HApUMep, TOJOBOKPYKEHHUE), CICAYET COOII0IATh
OCTOPOXKHOCTh TPH BOXKJICHHU ABTOTPAHCIIOPTAa M 3aHSATUSX MOTEHIMAIbHO OMACHBIMH BUIAMHU
JCSTCIILHOCTH.

4.8. HexenaTelbHbIE peaKIMU

Pe3roMe HexenaTeabHbIX DEAKIINI

YacTtoTa BO3HUKHOBCHHS HEKEIATCIBHBIX PEAKIHUHA  ONpelesiach B COOTBETCTBUU  C
knaccudukanueii BcemupHON oOpraHu3anmMu 3apaBOOXpaHeHHs: o4deHb dYacto (=>1/10); wacto
(>1/100, Ho <1/10); HeuacTo (>1/1000, HO <1/100); peaxo (=>1/10000, vHo <1/1 000); oueHb peako
(<1/10000); gacToTa Hen3BecTHA (HA OCHOBAHHH MUMEIONITUXCSI TAHHBIX OLIEHUTH HEBO3MOIKHO).

Hwxe npencrabieHsl TOOOYHBIE PEAKIIMU, KOTOPbIE OTMEYAINCh B KIMHUYECKUX MCCIIEIOBAHUIX U
IIpU IOCTMAapKETUHIOBOM IIPUMEHEHUU Tperapara (4acToTa HEeU3BECTHA).

Hapywenua co cmoponvl kposu u aumghamuyeckou cucmemsl. JEUKONECHUS/HEHTPOIIEHUS,
TPOMOOLIMTONICHUS, TAHIIUTONIEHUS, TUITO(PUOPUHOTEHEMHUSI.

Hapywenusa co cmoponvl ummyHHoU cucmemsl’. aHauIakTHuecKue/aHaQUIaKTOUAHbIE PEaKILINY,
AHTMOHEBPOTUYECKHH OTEK, aHa(PUIAKTUYECKUH 110K, OPOHXOCTIa3M.

Icuxuueckue Hapyuienus. aXxUTalus, HApyIIEHUE CHA, TPEBOTa.

Hapywenus co cmoponvl nepénoti cucmemyl. TOJIOBHAs 00Jib, TOJIOBOKPY)KEHHE, aCENTUYECKUI
MEHUHTUT, CyJIOPOTH.

Hapywenus co cmoponul opeana spenus. HapylieHHe 3pEeHus1, CKOTOMA.
Hapywenus co cmoponul cepoya: Taxukapaus, apuTMus, CTCHOKapAMSL.

Hapywenus co cmoponvl cocy0os. CHWKEHHE apTepUALHOTO IaBIICHHSI, IPHIMBBD KPOBH K
KOXXHBIM MOKPOBaM, KPOBOTEYECHHsI (B TOM UHUCIE, KPOBOTCUEHHUS M3 COCYIOB KOXH, CIIM3HCTHIX
000104€eK, KEeITyKa, KHIIICUYHUKA).

Hapywenusa co cmoponul dHceny0ouHo-KumeyHo20 mpakma: CyxoCTb MOJIOCTH pTa (KCepocToMus),
AQHOPEKCHS, aTOHHS KHUIIEYHWKA, YYBCTBO [IaBJICHUS W TICPETIOTHEHHUS B O0OJIACTH KEITYIKa,
TOIIIHOTA, PBOTA, AMApEs, 3a10p, MOBHIIICHHOE CIFOHOOTAENICHNE (TUTIEpCaTBAIIHS).

Hapywenus co cmoponvl neuenu u dcenuedbleoOswux nymeti:. BHYTPUIICUCHOYHBIH XOJecTas,
MOBBIIIICHNE AKTUBHOCTH «IIEUYEHOUYHBIX» TpAaHCAMHHA3, MOBBIIICHUE AKTUBHOCTH IIEIOYHON
docdarassl.

Hapywenusa co cmoponvl Kodcu u nOOKOMCHbIX MKaHell: KOXHBIA 3y/, KOXHas ChIllb, dpUTEMa
(oKpacHEeHUE KOKH), KpAITMBHUIIA, TIOBBIIIIEHHAS IOMKOCTh HOTTEH, OTEKH.
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COO6H.I€HI/IG 0 MOA03PEBACMBIX HCXKCIATCIIbHBIX PCAKIIMAX

BaxHo coo0marb O 1OJO3pEBAaEMbIX HEXKEJIATENbHBIX PEAKUUAX I[OCIE€  PErucTpanuu
JICKaApCTBEHHOTO IIperapara ¢ IeJbl0 00ecredyeHus] HEeNpephIBHOTO MOHHTOPUHIA COOTHOIICHHS
«I10JIb3a — PUCK» JIEKAPCTBEHHOro mpenapara. MeaunuHCKUM pabOTHUKAM PpPEKOMEHIYeTCs
coO00IaTh O JTIOOBIX IMO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIMSIX JIEKapCTBEHHOTO IIpenapaTa uepes
HallMOHAJIbHBIE CHCTEMBl COOOLICHMSI O HEKEJIATeIbHbIX pPEaKLUUsAX TIoCyJapCcTB — YJICHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COK03a.

Pocculickas ®@enepanus.

denepanpHas cayx0a o Haa30py B cdhepe 3paBOOXpaHEHUS.

Anpec: 109012, r. MockBa, CinaBsiHcKast miiomiaib, 1. 4, ctp. 1.

Tenedon: +7 800 550 99 03

DnexktponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru

Caiit B mHGOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBKa

CHUMIITOMBI

I"osi0BOKpY’KEHHE, TOLIHOTA, PBOTA THUIA «KO(EHHOW Tylmu», MajJeHHe apTepUallbHOrO JaBJICHUS,
TaXWKapAWs, apUTMHS, TIOKPACHEHUE KOXHBIX MOKPOBOB, IMOTEPSI CO3HAHM, 03HOO, apedieKcHs,
TOHUKO-KJIIOHUYECKUE CYLOPOTH.

B cinydyae BO3HMKHOBEHMSI OINKCAaHHBIX BBIIIE HAPYIIEHUH HEOOXOJUMO CpPOYHO OOpaTUThCA K
Bpauy.
Jleuenue

Jleuenne cumnromatuyeckoe. [Ipu MosiBIEHUM NMEPBBIX NMPU3HAKOB MEPEI03UPOBKU (ITOTIMBOCTD,
TOILHOTA, IIUaHO03) HEMEJJIEHHO MpeKpallaT IpueM npemnapara. Eciu npenapar npuHAT HEJABHO,
cieayer o0ecHneunTh Mephl, HaIpaBlICHHbIE Ha NPEAOTBpAlLICHHE JajJbHEWUIIero BCACHIBAHUS
mpernapata IMyTEM €ro BbIBEACHMs (IIPOMBIBAHUS IKeNly/Ka) WM 3aMEUICHUs BCAaChIBaHUS
(HampuMep, IpHUeM aKTUBUPOBAHHOTO YIJIf).

Ocoboe BHHMMaHUE JOJDKHO OBITh HaIlpaBIIEHO HA MNOJJEp)KAaHUE apTepUaIbHOrO IaBJICHUS U
¢bynkuuu apixanus. [Ipyu cyaopoKHbBIX IpUMaaKax BBOIAT JUa3EaM.

Cnenunduyeckuii aHTUIOT HEU3BECTEH.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoaMHaMHuYecKHe CBOiicTBA

dapMmakoTeparneBTU4YecKas Tpymna: nepupepudeckrue Ba3oAuIaTaTopbl; MPOU3BOIHBIC TypHHA.
Kox ATX: CO4ADO03.

MexaHu3M ASUCTBUS U d)aDMaKOHI/IHaMI/I‘-ICCKI/IC Bd)d)eKTBI

[leHTOKCUOWIITUH yMEHbIIAeT BA3KOCTb KPOBU M YIYYILIAET PEOJIOTUYECKHE CBOWCTBA KPOBU
(TekydecTb) 3a CUeT:

— yIydlIeHUs HapylIeHHOH 1eOpMUPYEMOCTH SPUTPOLIUTOB;
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— YMEHBIIEHUS arperaluu TpPOMOOLIUTOB U SPUTPOLIUTOB;

— CHWXEHHS KOHLIEHTpauuu GuOprHOreHa;

— CHHMIXCHHA aKTHBHOCTH J'ICfIKOHPITOB U YMCHBLICHHUS aArc3uu JIEHKOLIMTOB K OHAOTCINIO
COCYIOB.

B kauecTtBe JEHCTBYIOIIErO BEIIECTBA IpemapaT COJAEPKUT IPOU3BOJHOE KCAaHTHMHA —
NEHTOKCUGWIIMH. MexaHu3M ero JeicTBus cBs3aH ¢ HMHruOupoBaHHeM (ocdoauscrepasbl U
HAKOIJICHUEM LUKIMYECKOro afeHo3nHMOHO(ochaTa (IAM®) B KJIeTKax IIaJKOH MYCKylaTyphl
COCyJ10B U (POPMEHHBIX AJIEMEHTAX KPOBH.

Oxa3zpiBast ciiaboe MHOTPOITHOE COCYIOpaCIIUpsIONIee ACUCTBUE, MEHTOKCH(PHIUIMH HECKOJIBKO
yMeHbIlaeT obiee nepudepruueckoe COCYIUCTOE CONPOTUBICHHE M HE3HAYUTENIBbHO PacIIupsieT
KOpOHapHBIE COCY/IBI.

[TenTokcudumuMH 00s1aaeT CITa0bIM MOJIOKUTEITHPHBIM HHOTPOITHBIM () (PEKTOM Ha cep/alie.
VYiydmaeT MEKPOIUPKYIISAINIO B 30HAX HAPYIICHHOTO KPOBOOOPAITICHHSI.

JleueHre NEHTOKCH(DMIUIMHOM MPHUBOIUT K YIYYIICHUIO CUMIITOMATUKH HApPYLUICHHH MO3TOBOTO
KPOBOOOPAIICHHUSI.

[Ipy OKKIIFO3MOHHBIX 3a00JNIeBaHUSAX MEepUPEPUUECKUX apTepUil MPUMEHEHHE MEeHTOKCU(UIUINHA
IPUBOJIUT K YIJIMHEHUIO JUCTAHLIMM XOAbObI, YCTPAHEHHIO HOYHBIX CYJOpPOT B HKPOHOMKHBIX
MBIIIIAX U UCYE3HOBEHHIO O0JIel B TOKOE.

5.2. apmaKkoKHUHEeTHYECKHUeE CBOIiCTBA

AOGcopOumst

[Tocne npuema BHYTph NEHTOKCU(DHIITUH OBICTPO U MOYTH IMOJTHOCTHIO BCACHIBACTCS.

Pacnpenenenue

[lenTokcupummnun nonsepraercs 3S(QGDEKTy «IIEepBUYHOTO» MPOXOXKIAECHHUS UYepe3 IEYEHb.
AOcomoTHas OMOAOCTYIMHOCTh HCXOIHOW cyOcTaHuuu coctaBiseT 19+13 %. Kouuenrpanus
OCHOBHOT'O aKTHBHOTO MeTabosmuta 1-(5-ruapokcurexcuin)-3,7-1MMeTHIKCAaHTHHA (MeTabouT 1) B
IUIa3Me KPOBH B JIBa pa3a MPEBBIIIAET KOHLIEHTPAILIMIO HCXOJHOT0 IeHTOKcHpuiuinHa. Metabonut 1
HaxOJUTCS C MEHTOKCU(PUIUTMHOM B OOpaTUMOM OHMOXMMHUYECKOM peAoKc-paBHOBecHH. [loaTomy
NEHTOKCUWIIMH U MeTabonuT 1 paccmMaTpuBarOTCsl BMECTe Kak aKTHBHas eAMHuUIA. Benencreue
3TOr0 JOCTYIMHOCTh aKTUBHOM CyOCTaHIIMM 3HAYUTEIBHO OOJIbLIE.

BI/IOTDaHCd)ODMaHI/IH

[TenTOKCHPUIUIUH TIOJHOCTHIO MeTabonu3zupyetcss u 6osee ueM 90 % BBIBOAUTCS Yepe3 MOYKHU B
(hopMe HEKOHBIOTUPOBAHHBIX BOJOPACTBOPUMBIX META0OIUTOB.

OIuMHUHAIIUSA
[Tepron monyBbIBeACHHS TIEHTOKCU(UILIMHA TIOCTIE IPUeMa BHYTPh cocTaBisieT 1,6 4.

TloyeyHas HETOCTATOYHOCTD

V mamueHToB ¢ HapyIICHUsIMU (IJYHKI_II/II/I IIOYCK BBIBCICHHEC METa0OJINTOB 3aMCIJIACTCA.

IleueHouHas HEAOCTATOYHOCTDH

YV mamueHToB C HapyHmCHUAMUAU (bYHKLII/II/I MEYCHU TNCpUOoa IMOJTYBBIBECACHUA HeHTOKCI/I(l)I/IJIJ'II/IHa
YAJIUHACTCA, 1 a0coJIroTHAs 6I/IO}IOCTy1'IHOCTI) YBCINYNBACTCA.
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6. ®PAPMAIIEBTUYECKHUE CBOMCTBA (MOCTIEQOBATENEHOCTS 0001)

6.1. Ilepeyenb BCoMoOraTeJibHbIX BelIeCTB

JIakTO3BI MOHOTHIPAT;
KpaxMaJl KapToQebHbI;
nosuon K30;

MarHus creapar;
METHIILEIUTION03A.

CocraB 00010YKH

Tanbk, METaKPHIIOBOW KUCIIOTHI M dTHIaKpuiaaTa conoaumep [1:1], Tpustunmmrpar, noiaucopodbar 80
(rBuH-80), HaTpHs JaypuiICyIbdar.

6.2. HecoBMeCTUMOCTH

He nmpumenumo.

6.3. Cpok roaHocTu (CPOK XpaHeHusl)

3 roxa.

6.4. OcoOble MepbI MPEI0CTOPOKHOCTH MPH XPAHEHUH

XpaHI/ITb B KOHTypHOfI STYCHKOBOM YIIAKOBKE B ITA4YKE UISA 3allIUTBI OT CBETA IPU TEMIICPATYPC HUKE
25°C.

6.5. XapakTep U cojep:kaHHe YIAKOBKH
ITo 10, 15, 20 TabneToOK B KOHTYPHYIO SYEMKOBYIO YIAKOBKY M3 IUIEHKH MOJIMBUHUIXJIOPUIHON U

(G oNbru amOMHUHNAEBON MEYaTHON JTAKUPOBAHHOM.

6 KOHTYPHBIX STYEHKOBBIX ynakoBok 1Mo 10 TabmeTok, nim 4, 8 KOHTYPHBIX STYEHKOBBIX YIIaKOBOK 110
15 tabnetok, win 3, 6 KOHTYPHBIX SUEHKOBBIX YMakoBOK MO 20 TabJIeTOK ¢ JIMCTKOM-BKJIAbIILIEM
MOMENIAIOT B TTAYKY U3 KapTOHA JUTSI TOTPEOUTEIILCKOM Taphl.

6.6. Oco0ble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUHM MCIO0JIb30BAHHOIO J1eKAPCTBEHHOI 0
npenapara WM OTXOJ0B, MOJYYEHHBIX IOcC/e NMPUMEHEHHUs JeKAPCTBEHHOro mnpenapara, u
Apyrue MAaHMIYJISILMY € MIPenapaTom

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. IEP/KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHU A

Poccuiickas @enepanus

AxnmonepHoe o0riectBo «IIpousBoacTBeHHas apmareBTHUecKas koMnanuss OOHOBIECHUE
633621, HoBocubOupckas 0611., Cy3yHckwuid paiioH, pir. Cy3yH, yi1. Komuccapa 3stpkoBa, 1. 18.
Ten./dakc: 8 (800) 200-09-95.
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7.1. IlpencraBuTe/ib AepsKaTessi perUHCTPAIHOHHOID VL[OCTégepef;lpEﬂ] IBATEINEHOCTL 0001)

IIperen3uu noTpeduTeneil HaNPaBIATh 110 AJPECY:

Poccuiickas @enepanus

AxuunonepHoe obmectBo «IIpousBoacTBeHHas papmareBTHueckas koMnanust OOGHOBJIEHUE
630096, r. HoBocubupck, yiu. CrannuonHas, . 80.

Ten./dakc: 8 (800) 200-09-95.

e-mail: pretenzii@pfk-obnovlenie.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS

9. KATEI'OPUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KaTETOPUM OTITYCKA 10 PELENTY.

OOmiast xapakTepHCTUKa JIEKapCTBEHHOro mpenaparta lleHroxcudmumn PeneBanm moctymHa B
€IMHOM DPEECTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpasuilckoro 3KOHOMHYECKOTrO
COI03a M Ha OQHUIMATBHOM CalWTe YIOJHOMOUYEHHOTO OpraHa (SKCIEPTHOW OpraHHM3alum)
https://Ik.regmed.ru/Register/EAEU_SmPC
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