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OBIIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOFO TIPEITAPATA “70)

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
Tpentan, 100 mr, TabIeTKN KUIIEYHOPACTBOPUMBIE, TOKPBITHIE TNIEHOYHON 000I0UYKOH.

2. KAUYECTBEHHbBINA M1 KOJJMYECTBEHHBIN COCTAB

JleiicTByolee BemecTBO: IEHTOKCH(DHIUINH.

Kaxnas tabneTka KUIIEYHOPACTBOPHMAs, MOKPHITAS MJICHOYHOW 000104Kkoi comepkut 100 mr
NEHTOKCU(PHIUTHHA.

BcrmomorarenbHbie BEIECTBa, HAMYME KOTOPBIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: Jlaktosa (cM. pasuen 4.4.).

[TonHbIN epevyeHb BCIOMOTATEIbHBIX BEILIECTB MPUBEJIECH B pasjeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA

Ta0neTku KUIIEYHOPACTBOPUMBIE, TOKPBITHIE IIJIEHOYHOH 000JI0UKOA.

Kpyrible BOSKOBBINYKIIbIE TaOJETKU, MOKPBIThIE IJIEHOYHOU oOosioukoil Oenmoro nsera. Ha
HOTIEPEYHOM pazpese sIpo 0e10ro Ui nouTy O0enoro 1uBera.

4. KJIMHUYECKHUE JTAHHBIE

4.1. Tloka3aHusi K NpMMeHEHUIO

[Tpenapat TpenTan nmokazaH K MPUMEHEHUIO Y B3POCIBIX B BO3pacTe OT 18 JIeT MpH CIeayIOmuX

3a00JIEBAHUAX U COCTOSHUSAX:

e OkiIt03uOHHasg  0oJe3Hb  NepuepudyecKux  apTepuil  aTepoCKIEPOTUUYECKOrO0 WM
nuabeTHyecKkoro reHe3a (HampuMep, <«IIepPeMEKarolascs» XpoMoTa, auadeTHYecKast
AHTHOTIATHSA ).

e Tpoduyeckue HapymeHus (Hanpumep, TPOYUIECKUE A3BbI TOJICHEH, TaHTPEHA).

e Hapymenust Mo3roBoro kpoBooOpaiieHus (IocieCTBHs 1IepeOpabHOTO aTepoCKIIepo3a, Kak,
HalpuMep, CHWIKCHHE KOHIEHTpPAIlMM BHUMAHHWSA, TOJIOBOKPYXECHHE, YXYAIICHHE MaMsITH),
UIIEMUYECKHE U MOCTUHCYIIBTHBIE COCTOSHUSI.

e HapymieHus KpoBooOpaIlleHusl B CETYaTOM U COCYAMCTOM 000JI0UKe Ti1a3a.

e Orockiepos, AereHepaTuBHble U3MEHEHNs Ha (pOHE MaTOJIOTMM COCY/I0B BHYTPEHHErO yXa U
CHIDKEHMS CIyXa.

4.2.  Pexxum 103MpPOBaHUSA U CIOCO0 NPUMEHEHUS
Pexxum 1o3upoBanus
Jlo3upoBKa yCTaHaBIMBAE€TCS BPAauOM B COOTBETCTBMM C MHJIUBUAYAJIbHBIMH OCOOEHHOCTAMHU

OOJIBHOTO.

OOplyHast 1032 COCTaBIsAeT: OJHa TableTka mpernapara TpeHTan Tpu pa3a B CYTKH C
MOCJIEIYIOLIUM MEIJIEHHBIM MOBbIIIeHuEM 10361 10 200 Mr 2-3 pa3a B cyTku. MakcumaibHas
pazoBas no3a — 400 mr. MakcumanbHas cyrodnas no3a — 1200 mr.

Oco0ble TPVIIILI TAIUEHTOB

Iayuenmol ¢ napywenuem @yHKYuu novex

VY mnanueHTOB C HapylleHHOW ¢yHKIMeW mnodek (KIUpeHc KpeaTnHuHa Huxke 30 Mil/MUH)
JTIO3UPOBKA MOXKET OBITh CHIKEHA 710 1—2 TabJIeToK B CYTKH.

Iayuenmer ¢ napywenuem @yHKyuy nevenu

YMeHblIeHHEe JI03bl, ¢ YY€TOM HMHAMBHUIYaTbHOH NMEPEeHOCUMOCTH, HEOOXOIUMO y MAIUEHTOB C
TSDKEJIBIM HapylIeHHeM (YHKLIUHU TEYCHH.
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(NOCNEOCBATENEHOCTE 0003)

HauueHmbl C HU3KUM apmepuailbHblm oaenernuem

Jleuenne MOXeT OBITh HAYaTO MaJbIMH JI03aMH Y MAIMEHTOB C HHU3KUM apTepPHAIbHBIM
JIaBJICHUEM, a TaKXKe y JIML, HaXOJAIIUXCS B TPYIIE PHUCKA BBHUIY BO3MOXXHOIO CHUXCHUS
apTepUaNbHOTO JaBieHUs (ManueHTtsl ¢ Tsokenoi ¢opmoir MBC wim ¢ reMoamHaMHYECKH
3HAYMMBIMH CTEHO3aMH COCY/ZOB TOJIOBHOTO MO3ra). B 3Tux ciydasix 1o3a MOXET OBITh
YBEJIMYEHA TOJIBKO ITOCTETICHHO.

eTH
bezonacHocts U 3¢ dekTUBHOCT MpUMEHEHHUs Ipernapata TpeHTan y jaeredl B Bo3pacte [0

18 ner He ycraHOBNEHBI. JJaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

Bnytps. IIpenapar ciienyer nporiaTselBaTh LIEIUKOM BO BPEMs MIIM Cpa3y IIOCIIE IIpUeMa IHINH,
3anuBas JOCTATOYHBIM KOJIUYECTBOM BOJBI.

4.3. TIporuBomoxka3aHus
® ['unepyyBCTBUTEIBHOCTh K MEHTOKCU(PUILIUHY, APYTUM METHJIKCAHTUHAM WIH K JHOO0OMY U3

BCIIOMOTaTeNbHbIX BEUIECTB, IEPEUNCIICHHBIX B pa3fene 6.1.

MaccuBHbIE KPOBOTEUEHHUSI (PUCK YCUIICHHUS KPOBOTCUCHHS).

OO6mupHbIe KPOBOUBIUSHUS B CETUATYIO 000JI0UYKY ria3a (PUCK YCHICHUS KPOBOTECUECHHUS).
KpoBousznusHus B roJIOBHOM MO3T.

Octpsiii HHPAPKT MUOKap/a.

Bospact 5o 18 ner.

bepeMeHHOCTD (HEIOCTATOYHO JIAHHBIX ).

[lepuon nakranuu (HEIOCTATOYHO JTAHHBIX ).

4.4. OcoOble yka3aHusi 4 Mepbl MPeI0CTOPOKHOCTH NMPHU NPUMeHEeHUH
C 0CTOPOKHOCTEIO
e Tspkenble HApYyIIEHUSI pUTMa cepaa (PUCK YXYALICHUS apUTMUN).

e AprepuanabHas THIIOTCH3US (PUCK JaTbHEUIIET0 CHIDKEHHS apTepPHaIbHOTO JIaBJICHUS, CM.

pasaen 4.2.).

XpoHHUYecKas cep/iedHast HeI0CTaTOYHOCTb.

S13BeHHast 0OJIE3HB JKEITYIKA U IBEHAIATUIIEPCTHON KHIIIKH.

Hapymenust pyHkium nouex (knupeHc kpeatTuHuHa MeHee 30 MiI/MUH) (PUCK KYMYJISIUH U
HIOBBIIICHHBIN PUCK Pa3BUTHUsI HOOOYHBIX (P PEKTOB, cM. paszaen 4.2.).

e Tspkenble HapylleHUs (QYHKUMU Te4YeHH (PUCK KyMYJSIUM W TOBBIIIEHHBIH PHUCK

no0ouHbIX 3G deKToB, cM. pazaern 4.2.).

HenaBHO mepeHeceHHbIe OTepaTHBHBIC BMEIIATELCTBA.

[ToBbIlIEHHBI PUCK Pa3BUTUS KPOBOTEUEHUU (HANpUMeEp, MPU HAPYLIEHUSX B CUCTEME
CBEpTHIBaHUS KPOBH (PUCK pa3BUTHs 00JIee TSHKEIBIX KPOBOTEUEHHIA), cM. pasaen 4.5.).

e OJHOBpeMEHHOE TPHUMEHEHHE  C AaHTUKOAaryJIsHTaMH (B TOM YHCIE HENPSIMBIMU
aHTHKOArylsiHTamu [aHtaronucramu ButamuHa K]) (cMm. pasaen 4.5.).

e OJHOBpEeMEHHOE MPUMEHEHHE C MHTMOMTOpaMH arperaiuud TPOMOOIUTOB (KJIOMHIOTPE,
sntududatua, tupodudaH, SMOMPOCTEHON, WIOMPOCT, aduukcumald, aHarpenua, HIIBIT
[KpOMe CEeJIeKTUBHBIX MHTHOUTOPOB IMKIOOKCUTEHA3bl-2], aleTHJICATUIMIOBAs KHUCIIOTa,
TUKJIONUNH, TUIUpUaamModn) (cM. pasnen 4.5.).
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e OIHOBPEMEHHOE TPUMEHEHHE C THIIOTIIH KeMqué%%j%@%ﬁgﬁgb%%\%ﬂlgggﬁn

TUTIOTJIMKEMIUYECKUMHU CPEJICTBAMU JIJISl IpUeMa BHYTPB), cM. pazjaen 4.5.
e OaHOBpEeMEHHOE MPUMEHEHHUE ¢ IunpoduiokcanuaoM (cMm. pasaen 4.5.).
e OaHOBpEeMEHHOE IPUMEHEHUE ¢ TeoGUTHHOM (cM. paszen 4.5.).

Oco0ble yKazaHus
Jledenue crieyeT IPOBOAUTD MO KOHTPOJIEM apTEPUAITBHOTO JTaBIICHUS.

Y nDanmMeHToB € caxapHbIM JAMa0eTOM, MPUHUMAIOIIMX TUIIOTJIMKEMUYECKHE CpECTBa,
Ha3HayeHWe OONBUIMX J03 MOXET BbI3BATh BBIPAKEHHYIO THUIIOTJIUKEMHUI0  (MOXKET
noTpedoBaThC KOPPEKLHUs 03 TUMOTIMKEMUYECKHX CPEICTB M MPOBEACHUE TTTUKEMUYECKOTO
KOHTPOJIS).

[Ipu nHazHauenuu npenapara TpeHTan OJHOBPEMEHHO C AHTHKOAryJsIHTAaMH HEO0OXOAUM
KOHTPOJIb [T0KA3aTeJIE CBEPTHIBAIOIIECH CUCTEMBI KPOBH.

VY manueHTOB, HEJABHO TEPEHECIINX OIEPATHBHOE BMEMIATEIIHCTBO, HEOOXOIUM pPEryJIspHBIN
KOHTPOJIb TeMOTJIO0UHA U TEMATOKPHTA.

[TarueHTaM ¢ HU3KUM U HECTAOUIBHBIM apTEPUAIBHBIM JIaBICHUEM HEOOXOAMMO YMEHBIIUTh
1103y IEHTOKCU(UILTHHA.

Y NOXWIBIX NAIMEHTOB MOXET MOTPe0OBaThbCS yMEHbBIIEHUE J103bl IMEHTOKCU(UIINHA
(moBbIIIeHNE OUOAOCTYITHOCTH U CHUKEHHE CKOPOCTH BBIBEJICHUS).

bezonacHoCTh 1 3 (EKTUBHOCTH MEHTOKCU(UIUIMHA Y JETeH N3YICHBI HEJOCTATOYHO.

KypeHne MoXeT CHIKATh TEPaeBTUYECKYI0 3P PEKTUBHOCTH Mpenapara.

BcnoMorareanbHbI€ BELIECTBA

[TamenTaM C peaKo BCTPEYAKOLIEHCS HACIEACTBEHHOM HENEPEHOCUMOCTBIO TalaKTO3bl,
neduIUTOM JIaKTa3bl JIOMapedl WM TJII0KO30-TalaKTO3HOW ManbaOcopOIueil He cleayer
[IPUHUMATH 3TOT Ipernapar.

45. B3aumojeiicTBHEe ¢ JPYrMMH JIeKAPCTBEHHBLIMH IMpenaparaMu W Jpyrue BHbI
B3auUMOAelCTBUSA
C TUIIOTCH3UBHBIMHU CPCACTBAMUA

[IeHTOKCUQWIIMH  MOBBIIAET  PHUCK  Pa3BUTHUS ~ apTEpUAIBbHONM  TUNOTEH3MM  IIpH

OJTHOBPEMEHHOM TPHMEHEHHH C TUMOTEH3WBHBIMH CpEICTBAMH (HAIpUMep, WHTHOUTOPHI
aHruotreHsuHnpeBpamawomero  ¢gepmenra (AlldD)) wnmm  ApyruMH  JIeKapCTBEHHBIMHU
CpeAcTBaMu, 00JalaloNIMMU TOTEHIMATbHBIM aHTUTHIIEPTEH3UBHBIM (G GEKTOM (Hampumep,
HUTPATBHI).

C JICKAPCTBCHHBIMHU CPEACTBAMMU, BIUAIONIMMHA Ha CBEPTHIBAOIIYIO CUCTEMY KPOBU

[TeHTOKCUDWITHH MOXET YCWUIMBaTh JAEWCTBHUE JIEKAPCTBEHHBIX CPEACTB, BIUSAIOIIUX Ha
CBEPTHIBAIOLIYIO CUCTEMY KpOBU (TpSMble U HENpsIMble AHTHUKOAryJSHTBI, TPOMOOJIUTHKH,
AHTUOMOTHKH, TaKHe KakK 11e(aJoCIIOPUHBI).

[Ipy COBMECTHOM MpPHUMEHEHUH MEHTOKCU(PWIIMHA M HENpPSMBIX aHTHUKOATYJISIHTOB
(anTaronucroB BuTamMHHA K) B MOCTMapKETHHTOBBIX MCCIEJOBAHUAX OTMEYAIHMCH CIIydau
YCUJICHHSI aHTUKOAryJIsTHTHOTO JIelcTBUs (PUCK pa3BUTHA KpoBoTeueHui). [loaTomy B Hauane
npreMa NEeHTOKCU(PWUIMHA WIM HM3MEHEHHH €ro J03bl PEKOMEHIYETCs KOHTPOJIMPOBATH
CTENEeHb BBIPA)KEHHOCTH aHTUKOATYJIIHTHOTO ACUCTBUS Y MAllMEHTOB, IPUHUMAIOLINX JaHHYIO
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(MeXTyHApOIHOE HOPMATIM30BAHHOE OTHOILICHHUE).

C 1IMMEeTHANHOM

[{uMeTHIMH TOBBIIIACT KOHIIEHTPALMIO TMEHTOKCHU(PWILUINHA M aKTUBHOTO Metabonuta | B
11a3Me KpoBHU (PUCK BOSHUKHOBEHHUSI TOOOYHBIX PEAKIUil).

C IpyrumMu KCaHTHHAMM
CoBMecCTHOE Ha3HAUYCHUE C APyruMn KCaHTHHaMM MOXET IIPUBOAUTE K YPE3SMEPHOMY

HEPBHOMY BO30YKICHUIO.

C r'MnoriaMKeMHUYECKUMU cpeacTBaMu (I/IHCVJII/IHOM W TUITOTJTIMKCEMHUYCCKMMHU CPCACTBAMU JIA

opreMa BHYTPB)

['unornukeMuyeckoe eWCTBUE WHCYIWHA WIM TUIOTJIUKEMHUYECKHX CPEACTB Ui IpHeMa
BHYTPb MOXET YCWIMBATbCS TPU OJHOBPEMEHHOM MPHUMEHEHUU MEHTOKCU(UIITHHA
(TIOBBIIIEHHBIN PUCK pPa3BUTHS TUIOTIUKeMuHn). Heobxoaum cTporuit KOHTPOJIb COCTOSIHUS
TaKHUX MAIlMeHTOB, BKIOYAas PETYISIPHBIN MTMKEMUYECKHI KOHTPOJIb.

C reopmmmHoM

Y HEKOTOpHIX TMAIMCHTOB TIPH OJHOBPEMEHHOM MPUMEHCHHH MEHTOKCUPWIUINHA U
TEOPWIINHA OTMEUACTCS YBEIMYCHHE KOHIEHTpaluu TeopwuimHa. B mampHelimiem 310
MOJET TPUBOJIUTH K YBEIMYCHHUIO WM YCUJICHHIO TOOOYHBIX JIEHCTBHUH, CBS3aHHBIX C
TEO(QUITHHOM.

C munpodIIoKcalmaoM
Y HEeKOTOphIX MAIMEHTOB TIPU OJHOBPEMEHHOM MPUMEHEHHH NEHTOKCUPWIINHA U

nuIpodIIoKcaliHa OTMEUYaeTCs YBEIWYEHUE KOHIIEHTPAIMM TEHTOKCU(MIIIMHA B TIJIa3Me
KpoBU. B nanpHeieM 5TO MOXET MPHUBOAWTH K YBEITWYCHUIO WU YCHUJICHUIO MOOOYHBIX
JIEWCTBUM, CBSI3aHHBIX C IPUMEHEHHEM JIaHHOW KOMOWHAIIUH.

C uHrnbuTOpaMu arperaiuyu TpPOMOOLUTOB

[Ipy OOHOBpEMEHHOM NPHUMEHEHMHM TNEHTOKCU(PWIUIMHA C HWHTUOMTOpaMH arperamnuu
TpoMOoIMTOB  (KJIOmMaorpen, Hsntudubarun, TUpopubdaH, SMOMPOCTEHON, HIOMPOCT,
abrukcumad, anarpenua, HIIBIT [kpome CeleKTHBHBIX WHTHOMTOPOB LUKIOOKCHUTEHA3bI-2],

allCTUJICAJINIIUIIOBAast KHCJIOTAa, THUKIJIOIIUMAHWH, }II/IHI/IpI/II[aMOJ'I) BO3MOXHO Pa3BUTHC
NOTCHIHUAJIBHOI'O aJJUTHBHOI'O HeﬁCTBHﬂ, YBCINYUBAOUIETO PUCK PA3BUTHUA KPOBOTCUCHUA.
[TosTomMy wu3-3a pHCKa pa3BUTHS KPOBOTCUCHHS CIIEAYET C OCTOPOXKHOCTHIO MPHUMEHSTH
HeHTOKCI/I(i)I/IJ'IJ'H/IH OOIHOBPEMCHHO C BBIHICIICPCUNCICHHBIMU I/IHFI/I6I/ITOpaMI/I arperanuu
TpOMOOIUTOB (CM. paszaen 4.4.).

4.6. DepTUIBLHOCTb, 0ePeMEHHOCTDb M JIAKTALMA

bepemeHHOCTD
[Ipenapar TpeHTa)m HE pPEKOMEHAYETCSs K TNPUMEHEHUI0 TpH OepeMeHHOCTH (Tak Kak

HEOAOCTATOYHO IlaHHBIX).
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[TeHTOKCUWILIMH TPOHUKAET B TPYAHOE MOJIOKO B HE3HAUYUTEIILHBIX KOJMYECTBAX.
[Tpr HEoOXOAMMOCTH MpPUMEHEHMS Iperapara CleqyeT HNPEeKpaTUTh I'pyJHOE BCKAPMIIMBAHUE
(yuuTbIBasi OTCYTCTBHE OIIbITA IPUMEHEHUS).

4.7. BausiHMe Ha CMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CPeICTBAMH U PadoTaTh ¢
MeXaHU3MaMH
Y4uuThiBas BO3MOXHBIC TOOOYHBIE 3D (DEKTHI (HaIpUMEp, TOJIOBOKPYKEHHE), CIEAYyeT COOII0IaTh
OCTOPOKHOCTh TP BOXKIACHHUH aBTOTPAHCIIOPTA U 3aHATUAX MOTCHIIMAIBHO OMACHBIMHU BUIAMH
NEeSITETTHHOCTH.

4.8. HexenaTeabHble peaKInu

Pe3roMe HexeNnaTenbHbIX PEAKIHN

YacroTa BO3HMKHOBEHHS HEXENIATENbHBIX pEaKIUi OIpeaessiack B COOTBETCTBUU C
kiaccudukanueir BcemMupHO#M opraHu3alidy 3ApaBOOXpaHEHHs: odeHb dacTto (> 1/10), gacto
(> 1/100, vHO < 1/10), Hewacto (> 1/1000, HO < 1/100), penko (= 1/10000, HO < 1/1000), oyeHBL
penko (< 1/10000), dwacrora Hew3BecTHAa (HA OCHOBAHMHM WMECIONIMXCS JIAHHBIX OICHUTH
HEBO3MOJKHO).

Hwmwxke npencraBieHbl TOOOYHBIE pEaKIMHM, KOTOPHIE OTMEYAIMCh B  KIMHHYECKUX

UCCJICIOBAHMSIX U MPU OCTMAPKETUHIOBOM NMPUMEHEHHH TMpenapara (4acToTa HEM3BECTHA).
Hapywenus co cmopomnsr xposu u numgamuueckol cucmemvl: IJEHKONECHUS/HEHTPONICHHUS,
TPOMOOLIMTONICHHUS, TAHIIUTONICHHUS, TUITOHUOPUHOTEHEMUSI.

Hapywenus co cmoponvl ummynHoOU cucmemsl: aHaQUIAKTHYECKUE/aHADUIAKTOUTHBIC
peaKInu, aHTHOHEBPOTHYCCKHUI OTEK, aHA(DUIAKTUICCKUH IIIOK, OPOHXOCIIAa3M.
Tcuxuueckue Hapyuienus: aXXATALNs, HAPYIICHUS CHA, TPEBOTA.

Hapywenus co cmopoHuvl nepgnoll cucmemvi: TOIOBHAsI 00JIb, TOJIOBOKPYKEHUE, aCENTHYECKUI
MCHHHTHUT, CYJOPOTr'H.

Hapywenus co cmopoHul opeana 3penus. HapylUIeHne 3peHns, CKOTOMA.

Hapywenus co cmoponvl cepoya: TaXWKapAus, apUTMUs, CHIKCHHUE apTepHUabHOTO JaBIICHHS,
CTCHOKapIHSL.

Hapywenus co cmopoHvl cocy008: «IPUIUBBDY KPOBU K KOKHBIM MOKpOBaM, KpOBOT€UEHHUS (B
TOM YHCJI€ KPOBOTEUEHHSI U3 COCYI0B KOXKH, CIIM3UCTBIX 000I0YEK, XKETYyAKa, KUILICUHUKA).
Kenyoouno-kuweunvle HapyuwieHus. KCepOCTOMUS (CyXOCTb MOJOCTH PTa), aHOPEKCHUs, aTOHUS
KUIIEYHHNKA, YyBCTBO JABJICHUS U MEPENOIHEHUs B 00JaCTH JKelyJIKa, TOLIHOTa, pBOTA, JUapes,
3arop, runepcanuBanyst (MOBBIIIEHHOE CIIOHOOT/IEICHHE).

Hapywenus co cmopoHvl neuenu u iHcenuesbleooAwux nymelii. BHYTPUIIEYEHOYHBIH XOJIecTas,
MOBBIIICHHUEC AKTUBHOCTU <«IICUCHOYHBLIX» TpaHCaMWHA3, IMOBBIICHUC AKTUBHOCTH HICJIO'—IHOﬁ
docdarasbl.

Hapywenus co cmoponbl Kodicu u NOOKOJICHbIX MKaHelU: KOXKHBIM 3yl1, KOXKHas Chlb, IpUTEMA
(MOKpacHeHHEe KOXXH), KpallMBHHIIA, IOBBIIIICHHAs! JIOMKOCTh HOI'TEH, OTEKH.

Coo0111eH1e 0 110/103PEBAEMBIX HEXKEIATEIbHBIX PEAKIIUAX

BaxHo coo0mare 0 TM0A03peBaeMBIX HEXENaTeIbHBIX pPEaKUUsAX IO0Cie pPEerucTpanuu
JIEKapCTBEHHOTI'0 Mpernapara ¢ Lelblo o0ecreueHus HeMpepbIBHOIO MOHUTOPUHIA COOTHOLIEHUS
«T0JIb3a — PUCK» JIEKapCTBEHHOr0 mpemnapata. MenumuHCKUM paOOTHUKAM pPEKOMEHyeTCst
coo0mare O JOOBIX IMOJ03PEBAEMBIX HEXKENATENbHBIX PEAKLUAX JIEKAPCTBEHHOrO Ipenapara
yepe3 HallMOHAJIbHBIE CHCTEMBbl COOOLIEHHS O HEXKENATeNbHBIX PEAKIUAX T'OCYIapCTB — YJICHOB
EBpa3niickoro 3K0HOMHUYECKOTr0 COI03a.
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Poceuiicxas Dedepayus (NOCNEOOBATENBLHOCTL 0003)

OdenepanbHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBHanzop)
Anpec: 109012 r. Mocksa, CnaBsiHckas miomanis, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmovra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(OPMAIIMOHHO-TEJICKOMMYHUKALMOHHOM ceTn «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/

4.9. TIlepeno3dupoBka
CUMOTOMBI

CuMnTomMbl MepeO3UPOBKU: TOJIOBOKPYKEHHE, TOIIHOTA, PBOTA TUIA «KOGEHHOW TyIIn»,
najJieHue apTepUajIbHOTO NaBICHUS, TaXUKApAHs, apUTMUS, MOKPACHEHHUE KOXHBIX MOKPOBOB,
noTepsi CO3HaHUsI, 03HOO, apedeKcus, TOHUKO-KJIOHUYECKUE CYJOPOTH.

B ciyyae BO3HMKHOBEHHS OMHMCAHHBIX BBIIIE€ HApYIICHUH HEOOXOJUMO CPOYHO OOpAaTUTHCA K

Bpauy.

Jleuenune

Jleuenne cumnromarudeckoe. Ilpu TOSBIEHHMM TEPBBIX NPU3HAKOB  IEPEIO3UPOBKU
(MOTIMBOCTH, TOIIHOTA, IIMaHO3) HEMEIJICHHO MPEKpallaloT IMpueM mpenapara. Ecnu npemapar
NPUHAT HEJABHO, CIIEAYET 00ECIICUUTh MEpHI, HAIIPABJICHHbBIC Ha MTPEAOTBPAICHHE JaIbHEHIIIeTo
BCAChIBaHUS TIperapara IYyTeM ero BBIBEACHHs (IIPOMBIBAHUE >KENYIKa) HIM 3aMeJICHHS
BCachIBaHUs (HaIpuMep, MPUEM aKTUBUPOBAHHOTO YIJIA).

Oco0oe BHUMaHHUE JOKHO OBITH HAIIPaBIEHO Ha MOJAJIEpP)KaHUE apTEPUAIBHOIO JABJICHUS U
¢ynkuuu npixanus. [Ipu cyaoposKHBIX TpUNagKax BBOJAT TUA3CTIaM.

Crienudrueckuii aHTHIOT HEU3BECTEH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

5.1. @apmakoanHaMH4yecKHe CBOHCTBa

®dapmakoTepaneBTUUYECKas rpyIna; nepudepuieckie Ba3ouIaTaTopsl; MPOU3BOIHBIE TypUHA.
Kox ATX: CO4ADO03.

Mexanusm aelictBus U hapMakoaruHaMudeckre dhGheKThI

[Ipenapar TpeHTanm yMeHbIIAET BA3KOCTh KPOBU U YJIYULIAET PEOJIOTMYECKUE CBOMCTBA KPOBU

(TexydecTb) 3a cUer:
yIIy4llIEeHUS! HapyILIEHHOH 1e(hOpMUPYEMOCTH 3PUTPOLIUTOB;

YMCHBUICHUS arperaiymuunu TpOM6OHI/ITOB " OPUTPOLUTOB;

CHWDKEHUS KOHIIEHTpanuu puOpuHOTEHa;

CHW)KCHHSI aKTMBHOCTH JIEMKOLMTOB W YMEHBIICHUS AAT€3UH JIEHKOLUTOB K JHIOTEIHUIO
COCYZIOB.

B kauecTBe akTMBHOIrO BellecTBa mpenapar TpeHTal COAEPKUT MPOU3BOJHOE KCAaHTUHA —
NEHTOKCUPWIIMH. MexXaHu3M ero JAEWCTBUS CBsi3aH ¢ MHTHOMpoBaHHEM Qochoaudcrepassl U
HAaKOIUIEHWEM  IMKIUYECKOTO aneHosmHMoHOo(dochara (HAMD) B  kIeTkax TIaAKON
MYCKYJIaTyphl COCYA0B U (P)OPMEHHBIX JIEMEHTaX KPOBH.

OkxkasbiBas clladboe MHOTPOITHOE COCYAOpacIIupsIoliee AelCTBHE, MEHTOKCU(DUIUIMH HECKOJIBKO
yMeHbIlaeT ob1iee nepudepruueckoe COCyJUCTOe COMPOTUBICHNE U HE3HAUUTENBHO pacIIUpseT
KOPOHApHBIE COCYIBI.

[TenroxcupmnH o0nagaet ciadbIM MOJI0XKUTEIBHBIM HHOTPOIHBIM 3((ekToM Ha cepaLe.
VYiydiaer MUKPOILMPKYJISAILUIO B 30HAX HApYILIEHHOTO KPOBOOOpAIIEHUS!.
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KpOBOOOpaIeHHUS.

[Ipr OKKIIIO3MOHHBIX 3a00JIeBaHUSAX TNEpUPEPUUECKUX apTepuil TNpHUMEHEHHE IpenapaTa
TpeHTan NpUBOAMT K Y/UIMHEHHWIO AMCTAaHIMU XOJbObI, YCTPAHEHHMIO HOYHBIX CYAOpPOr B
MKPOHOKHBIX MBIIIIIAX ¥ HCUE3HOBEHHIO 0OJICH B TIOKOE.

5.2. ®apmMaKoKHHeTHYeCKHe CBOHCTBA
[Tocne npuema BHYTph NEHTOKCUGHIUIMH OBICTPO U MOYTH MOJTHOCTHIO BCACHIBACTCSL.

[lenTokcupminun mnoasepraercs >Q(PEKTy «IEpPBUYHOT0» MPOXOKACHUS 4Yepe3 IeUYCHb.
AOcomoTHass OMOAOCTYITHOCTh MCXOMHON cyOctanmuu coctaBisier 19 + 13 %. Konnenrpamus
OCHOBHOT'O aKTHBHOTO Metabonuta 1-(5-ruapokcurekcui)-3,7-1uMeTuIKcanTuHa (Metadbonut |)
B IUIa3ME€ KPOBU B J[Ba pa3a TPEBHIIACT KOHIICHTPAIIMIO HMCXOIHOTO MMEHTOKCU(UILTNHA.
Mertabonut | HaxomuTcss C MEHTOKCUPWIUIIMHOM B 0OpaTMMOM OHOXMMHUYECKOM PEIOKC-
paBHoBecuu. lloaToMy mneHTOKCHMpWUIMH U MeTabonuT | paccmaTpuBaroTcsi BMECTE Kak
aKTHBHAsg eJWHMIA. BciencTBue STOro JOCTYMHOCTh AKTHUBHOM CYOCTaHIIMM 3HAYUTEIBHO
OoJibIIe.

[Tepuox monyBbIBeACHHS TIEHTOKCU(UILIMHA TIOCTIE TPHeMa BHYTPb COCTaBiseT 1,6 d.
[TeHTOKCH(DUILTHH TOTHOCTHIO MeTabonu3upyercs u 6onee yem 90 % BBHIBOAUTCS uepe3 MOYKH B
(hopMe HEKOHBIOTUPOBAHHBIX BOJAOPACTBOPHUMBIX META0OJIUTOB.

IToyeyHas HETOCTATOYHOCTD

VY nanueHToB ¢ HapyleHUus MU (YHKIUU IOYEK BbIBEIEHNE META00INTOB 3aMeJIAETCS

IleyeHOUHAs HEIOCTATOYHOCTh

Y namueHToB C HapylmeHusIMHU Q)YHKHI/II/I MEYCHU IMNEpUoA IOJYBBIBCIACHUSA HeHTOKCI/I(i)I/IJ'IJ'II/IHa
YAJIMHACTCA U a0COJIFOTHAS 6I/IOI[OCTy1'IHOCTL YBCIUYNBACTCA.

6. ®APMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHb BcOMOraTe/bHbIX BellleCTB
Kpaxman Kkykypy3HbIi

JlakT03BI MOHOTHAPAT

Tanbk

Marnus creapar

Kpemuus 1MOKCHI KOJIITOUIHBIN

CocraB 0007104KH

CononuMep METaKpUIOBOM KUCIOTHI U dTuiakpuiaTa (1:1)
Maxkporoa 8000

Turtana nuokcun (E 171)

Tanpk

Harpus ruapokcun

6.2. HecoBMecTUMOCTH
He npumenumo.

6.3. Cpox rogHocTH (CPOK XpaHEHUsl)
4 rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
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He xpanure npu temnepatype Boiie 25 °C.

6.5. XapakTtep M cojep:KaHNe NEPBUYHOH YIIAKOBKH

10 wmm 15 T1abneTok NOMEMAIOT B KOHTYPHYIO SYEHKOBYIO VYIIAKOBKY U3 IUICHKH
HOJIMBUHUIIXJIOPU THON/TOTUBUHUINIEHXIOPUIHON U (DOJIBI'M aTFOMUHUEBOM.

6 KOHTYPHBIX STYEUKOBBIX yIMakoBOK MO 10 TabneTok win 4 KOHTYpHbIE sTYEHKOBBIC YIIAKOBKHU IO
15 TabieTok BMeCTe ¢ MHCTPYKLUEH 110 IPUMEHEHHIO TOMEIAl0T B IaUKy U3 KapTOHA.

Ha mnauke nomyckaercss HaJlUuuMe CaMOKIIESIIETocsi(MXcsl) CTUKEpa(oB) C LEIbI0 KOHTPOJIS
IIEPBOTO BCKPBITHUS.

6.6. OcoGble Mepbl NPEIOCTOPOKHOCTH NPH YHHYTOKEHUH HCHOJb30BAHHOIO
JIEKAPCTBEHHOT'0 NMpenapaTa Wi 0TX010B, MOJYYeHHBIX MO0C/Ie NPHMeHeHnsl penapara, u
Apyrue MaHHITYJISIHH € IPEeNapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHMU S
Poccutickas ®@eoepayus

3A0 «Dapm®Pupma «CoTekc»

141345, Mockogckas 00u1., T. Ceprues [locan, n. benukoso, 1. 11

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

OnekrponHas moura: info@sotex.ru

7.1. IlpeacTraBUTedb Jep:KaTesl PErHCTPALMOHHOI0 YI0CTOBEPEHHUS
[Iperen3un noTpeduTesier cieayeT HaupaBIsITh MO aIPECy:

Poccuiickas ®@edepayus

3A0 «®apm®Pupma «CoTeke»

141345, MockoBckast 0011., r. Ceprues Ilocan, n. benukoso, 1. 11

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

OnekTpoHHas nouta: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPALHUOHHOI'O YAOCTOBEPEHUA

9. JIATA MEPBUYHON PETUCTPALIMU (HOJATBEPXKJIEHUS PETUCTPAILIAH,
INEPEPETUCTPALIMN)
JlaTa nepBo perucTpanuu:

10. JATA NEPECMOTPA TEKCTA
OO6mas xapakTepucTHKa JEKapCTBEHHOIo IpenapaTta TpeHTan noctynHa Ha MHGOPMAMOHHOM

nopTaie EBpaSHﬁCKOFO 3KOHOMHUYECKOIo COor3a B I/IH(bOpMaLII/IOHHO-KOMMyHHKaHHOHHOﬁ CETHU
«Hurepuet» http://eec.eaeunion.org/



