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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHITOFO TIPEITAPATA V002!

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITAPATA
Tpenrtan 400, 400 mr, TabmeTKu ¢ MPOJOHTUPOBAHHBEIM BBICBOOOXKICHHEM, TOKPBITHIE
ILUIEHOYHOI 000JIOUKOH.

2. KAUYECTBEHHBIN U KOJJMYECTBEHHbBII COCTAB

JleiicTByromee BemecTBO: IEHTOKCH(PUIUINH.

Kaxxgas Ttabierka ¢ MpPOJIOHTUPOBAHHBIM JIEHCTBUEM, IIOKPBITAs IUIEHOYHOM 000JI0YKOi
conepxut 400 Mr neHTOKCUUILITHHA.

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEICH B pa3jene 6.1.

3. JIEKAPCTBEHHAS ®OPMA

TabneTKu ¢ MPOIIOHTUPOBAHHBIM BBICBOOOKICHUEM, TIOKPHITHIE TNIEHOYHOW 000T0YKOM.
[IpononroBatreie ABOSIKOBBITYKJIbIE TaOJIETKH, MOKPHITHIE MIIICHOYHON 000JI0YKOM Oeoro 1sera,
¢ rpaBupoBkoil «<ATA» Ha 0HON CTOpOHE.

4. KJIMHUYECKHUE JAHHBIE
4.1. Tloxka3aHusi K IpUMeHEHUIO
e OKKJIIO3MOHHAs  Oosie3Hb  NepUPEepUUYECKUX  apTepudl  aTepoCKIEPOTUYECKOTO  WIIU

IMa0eTUYeCKoro TreHe3a (Hampumep, «IIepeMexarolascs» XpoMoTa, auadeThyeckas
AQHTHOTIATHSA ).

Tpoduueckue HapyieHus (Hanpumep, Tpouyeckue A3Bbl OJICHEH, TaHIPEHA).

Hapymenust Mo3roBoro kpoBooOpaieHus (IocieACTBUS LepeOpalbHOro aTepocKiepo3a, Kak,
HalpuMep, CHWKEHUE KOHILIEHTpAallMM BHHMMAHHUS, T'OJIOBOKPY)KEHHUE, YXY/IICHHUE NaMsTH),
UIIEMUYECKUE U TIOCTUHCYIIbTHBIE COCTOSIHUSL.

Hapymenus kpoBooOpaliieHusi B CeT4aTON U COCYyIMCTOM 000I0UKe Ti1a3a.

Otockiiepo3, JereHepaTuBHbIE U3MEHEHUSI Ha (JOHE MATOJOTUHU COCY/IOB BHYTPEHHETO yXa U
CHIDKEHHUS ciIyXa.

4.2.  Pe:xxum 103UPOBAHUS U COCO0 MPUMEHEHUS
Pexum no3upoBanus
Jlo3upoBKa ycTaHaBIMBAETCSI BPpauOM B COOTBETCTBUU C HHAWBHUIYAJIBHBIMU OCOOEHHOCTSIMU

manmueHTa.

OO6brynast no3a cocrasisger: 1 tadbnerka Tpenran 400 n1Ba unu Tpu pasa B cyTku. MakcumanbHast
cyrounas no3a — 1200 wmr.

Tayuenmsi ¢ HapyweHuem QyHKyuy novex

VY nanMeHTOB ¢ HapylleHHOW (QyHKIMEH No4ek (KJIMpeHC KpeaTHHHMHAa Huxke 30 Mi/MUH)
JTIO3UPOBKA MOXKET OBITh CHIKEHA 710 1-2 TabIeToK B CyTKH.

Iayuenmer ¢ napywienuem @yHKyuy nevenu

YMeHbIIeHEe J03bI, C YUECTOM HHHHBHHyaJ'IBHOfI INEPEHOCUMOCTH, HeO6XO)II/IMO Y HTaguc€HTOB C
TSKEJIBIM HapylIeHuEeM (YHKIUH MTeYEHHU.

Ilayuenmoi ¢ HUBKUM APpMEPUATLHBIM 0A8TIeHUEM

Jleuenne MoOKeT OBITH HA4YaTO MalIbIMHU A03aMM Yy MaOUCHTOB C HHU3KUM apTCpPpUAIbHBIM
JIaBJIEHUEM, a TaKXKe y JIMI, HaxXOJAIIMXCS B TPYMIE PUCKAa BBUAY BO3MOXKHOTO CHIDKEHUS
apTepuanbHOTO JaBieHus (manueHTtsl ¢ Tsokenoi ¢opmoir MBC wimm ¢ reMoamHaMHUYECKH
3HaYMMBIMH CTE€HO3aMH COCY/IOB TOJIOBHOIO Mo3ra). B »Tux ciyuyasx 1o3a MoOXeT OBITh
yBEJIMYEHa TOJIKO MOCTENEHHO.
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Cnooco0 nnpuMeHeHus

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

4.3. TlporuBomoxka3zaHus
e [unepuyBCTBUTENBHOCTh K MEHTOKCU(PHIUIMHY, IPYTHM METHIKCAHTHHAM WIH K JIIOOOMY U3

BCIIOMOTaTEJIbHBIX BEIIECTB, IEPEYUCICHHBIX B pasjeie 6.1.

MaccuBHbIE KPOBOTEUEHUS (PUCK YCUIIEHUS] KPOBOTEUEHUS).

OO01rpHbIe KPOBOUBIHUSHUS B CETUATYIO 000JI0UKY ria3a (pUCK YCUIICHUSI KDOBOTECUECHHUS).
KpoBouznusHus B rOJ10BHOW MO3T.

OcTpslit UHGAPKT MUOKAp/A.

Bo3spact o 18 ner.

bepeMeHHOCTD (HEOCTATOYHO JJAHHBIX).

[Tepuon rpyaHOro BckapMiMBaHUs (HEIOCTATOUHO JIAHHBIX).

4.4. Oco0ble ykazaHusi 4 Mepbl PEIOCTOPOKHOCTH NMPHU NMPUMeHEeHUH

C OCTOPOXKHOCTBIO

e Tspkenble HApYIIGHUSI pUTMA cepaUa (PUCK YXYALICHUS apUTMUN).

e AprepuanbHas TUIOTEH3US (PUCK JATBHEHINET0 CHIKEHHS apTePHAIBHOTO JTABICHUS, CM.
paznen 4.2.).

e XpoHHUECKas ceplieyHasi HeIOCTATOYHOCTb.

S13BeHHas 0OJNE3Hb KelyIKa U JBEHAAATUIIEPCTHON KUIIKH.

e Hapymenus ¢yHkumu modek (kaupeHc kpearnHuHa Hipke 30 Mu/MuH) (PUCK KyMYJSALUU U
MOBBIIIEHHBINA PUCK Pa3BUTHS MOOOYHBIX d3PPEKTOB, cM. pasaen 4.2.).

e TspKerple HapyHIeHUs! GYHKUIUHU MEYCHH (PUCK KYMYJISIIIUHM U TIOBBIIIEHHBIH PUCK MOOOYHBIX
s¢dexros, cm. pasaen 4.2.).

e HemaBHO nepeHeceHHbBIE ONIepaTHBHBIC BMEIIATEIbCTBA.

o [loBbIIIEHHBIH PUCK DPA3BUTHUS KPOBOTEUEHMH (HampuMep, NpU HapyLIeHHAX B CUCTEME
CBEpTHIBAHUS KPOBH (PUCK pa3BUTHUs 00Jiee TSHKEIBIX KPOBOTEUEHHI) (cM. pasnen 4.5.).

e OJHOBpEMEHHOE TNPUMEHEHHE C aHTHKOAaryJIssHTaMd (B TOM 4MHcJe, HENpsMbIMU
AQHTUKOATYJITHTaMU [aHTaronucTamu Butamuna K]) (cm. pasaen 4.5.).

e OJHOBpEeMEHHOE IMPHMEHEHHE C MHTMOMTOpaMH arperanyu TPOMOOLUTOB (KJIOMUIOTpE,
sntududatua, tupodubaH, SMOMPOCTEHON, HIIONPOCT, abiukcumad, anarpenun, HIIBIT
[KpOMe CeNeKTUBHBIX MHTHOUTOPOB LMKIOOKCUIeHa3bl-2], aleTUICaIMLIMIIOBas KHUCJIOTa,
TUKJIONUINH, TUIUpUAamModn) (cM. paznen 4.5.).

e OJHOBpPEMEHHOE TPUMEHEHHE C TUIOIMIMKEMUYECKUMU CpeACTBaMH (MHCYIMHOM U
THITOTJIMKEMHYECKUMU CPEJICTBAMH JIJIS IpHeMa BHYTpPb) (cM. pasnen 4.5.).

e OnHOBpeMEHHOE MTPUMEHEHHE ¢ nunpodIokcauHoM (cM. paszaen 4.5.).

e OnHOBpeMEHHOE MpUMEHEHHe ¢ TeohmTHHOM (cM. pasnen 4.5.).

Oco0ble yKazaHus

Jleyenue cienyer NpOBOAUTH IO KOHTPOJIEM apTEPUAIBHOIO JaBIICHUS.

VY nmanueHToB C caxapHbIM Aua0eToM, MNPUHUMAIOMIMX THIOINIMKEMUYECKHUEe CpeJCTBa,
Ha3HaueHHe OOJBLIMX J103 MEHTOKCU(WIIMHA MOXXET BBI3BATh BBIPAKEHHYIO T'HITOTIIMKEMHIO
(MOxeT moTpeboBaTbCcs KOPPEKIMS 103 TUIOTJIUKEMUYECKUX CPEACTB U IPOBEICHHE
TJIMKEMUYECKOTO KOHTPOJIS).

[Tpu nHa3Hauenuwm npemnapata Tpenran 400 OAHOBPEMEHHO C AHTHKOAryJssHTaMH HEOOXOIUM
KOHTPOJIb [T0KA3aTeJIEH CBEPTHIBAOLLEH CUCTEMBI KPOBHU.
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KOHTPOJIb TEMOTTIO0OMHA U TEMaTOKPHTA.

[TanmenTamM ¢ HU3KMM M HECTaOWJIBHBIM apTEPUAIBHBIM JTaBICHHEM HEOOXOIMMO YMEHBIIHUTH
7103y TMEHTOKCU(WIUIMHA. Y TMOXWIBIX IMAIUEHTOB MOXET MOTPEeOOBATHCS YMEHBIICHUE 03Bl
NEeHTOKCU(MUINHA (TIOBBIIIEHHE ONOIOCTYITHOCTH M CHHYKEHHUE CKOPOCTH BBIBEICHUS).
BezonacHocTh 1 3 PEeKTUBHOCT NEHTOKCU(PIIIMHA Y I€TEH U3yYeHbI HEJJOCTATOYHO.

KypeHne MokeT CHIXKaTh TepaneBTHYECKYIO 3((PEKTUBHOCTH IpenapaTa.

4.5. B3aumojeiicTBHe ¢ JAPYrMMM JIEKAPCTBEHHBIMHU NpenapaTamMM M Jpyrue BHUAbI
B3aUMO/IelCTBUS

C runoTeH3UBHBIMU CPEACTBAMHU

[TeHTOKCU(WIITUH TOBBIIIAET PUCK PA3BUTHUS apTEPUATBHON THIIOTEH3UU TPU OJHOBPEMEHHOM
PUMEHEHUU c TUIOTEH3UBHBIMU CpelCcTBaMuU (mampumep, UHTHOUTOPBI
aHTHoTeH3uHIpeBpaniaroiero Gepmenta (AlID)) wimm ApyrumMu JIeKapcTBEHHBIMU CPEJICTBAMH,
00J1a1aI0MMHU TTOTEHITHATBHBIM aHTUTUIIEPTEH3UBHBIM 3P G EeKTOM (HarIpuMep, HUTPATHI).

C n1eKapCTBEHHBIMH CPEJCTBAMH, BIUSIOMIMMHI Ha CBEPTHIBAIOUIYIO CHCTEMY KPOBH
[TeHTOKCU(DWITHH MOXKET YCWIHBATh JCHCTBHE JICKAPCTBEHHBIX CPEICTB, BIHUSIONINX Ha
CBEPTHIBAIOIIYI0 CHUCTEMY KpOBU (IIpSIMbIE W HEMpsIMble aHTUKOATYJSIHTBI, TPOMOOJIHTHKH,
aHTUOMOTHKY, TaKHUE KaK 11e(aTOCTIOPUHBI).

[Ipy COBMECTHOM MNPUMEHEHUM TMEHTOKCUPWIINHA U  HENpPsSMBIX aHTUKOATYJISHTOB
(anTaronuctoB BuUTaMuHa K) B MOCTMapKETHHIOBBIX HCCIEAOBAHUSAX OTMEYAIHCH CIy4au
YCHUJICHUSI aHTUKOATYJISHTHOTO JEHCTBUS (PUCK pa3BUTHs KpoBoTeueHuil). [losTomy B Hauane
npreMa MeHTOKCU(MIUINHA WK H3MEHEHHUH €T0 JI03bl PEKOMEHTyeTCS KOHTPOJIUPOBAThH CTETICHb
BBIPAKEHHOCTH AHTUKOATYJISHTHOTO JIEWCTBHS Yy MALUMEHTOB, MPUHUMAKOUUX JaHHYIO
KOMOMHAIIUIO  MpernapaToB, HAaNpuUMep, MPOBOAUTH  peryasipHeii  koHTposib ~ MHO
(MeXIyHapOJHOE HOPMAJIM30BAHHOE OTHOIICHHUE).

C UMMEeTUANHOM
[{uMeTHIMH MTOBBIMIAET KOHIICHTPAITUIO MEHTOKCU(PUILTHHA U aKTUBHOTO MeTabonmTa I B Tutazme
KpPOBH (PUCK BO3HUKHOBEHUS TOOOYHBIX YPPEKTOB).

C ApyrumMu KCAaHTUHAMH
CoBMecTHOE Ha3HauY€HUE C IPYTMMH KCAHTHHAMH MOKET PUBOJIUTH K Upe3MEPHOMY HEPBHOMY
BO30YKICHHUIO.

C I'MOOrIMKEMHYECKMMH CPEICTBAMU (MHCYJIMHOM M THIIOTIHKEMHYECKHMH CPEACTBAMU JUIS
IIpHEMa BHYTPb)

['mnornmukemMudeckoe AEWCTBUE HWHCYJIMHA WM THUIOMVIMKEMHUYECKMX CpEJCTB i Mpuema
BHYTPb MOXET YyCHUJIUBAThCS TIPH  OJHOBPEMEHHOM TPUMEHEHHH TEHTOKCU(DHUIIITHHA
(TIOBBIIIEHHBI PHUCK Pa3BUTUSA TUIOTTUKEeMUH). HeoOXomuM cTporuil KOHTPOIb COCTOSIHUS
TaKUX MMAaIMEHTOB, BKJIIOYAs PETYJISAPHBIN TTTMKEMUYECKUN KOHTPOJIb.

C teouaauaoM

YV HEKOTOpBIX MAIMEHTOB MPHU OJTHOBPEMEHHOM MPUMEHEHUH IMEHTOKCHU(PUILIMHA U Teo(DUIUTMHA
OoTMCUYACTCA YBCHquHHe KOHHCHTpaI_[I/II/I TeOCbI/IJ'IJ'II/IHa. B )IaJ'IBHefIHIeM 3TO MOXECT HpI/IBO)II/ITI) K
YBEJIMUEHUIO WM YCUIICHUIO TOOOYHBIX JEHCTBHMA, CBA3aHHBIX C TEOPHUILITHHOM.

C munpodokcanuHom

Y  HEKOTOpBIX NAalMeHTOB IMpH OJHOBPEMEHHOM IPUMEHEHHM TEHTOKCU(WIIMHA U
unpodIoKkcalHa OTMEYaeTCsl yBeIUYeHUEe KOHIEHTPAIlMK NEHTOKCU(IUIMHA B TJIa3Me KPOBU.
B nmanbHeiiieM 3TO MOKET MPUBOJAWUTH K YBEIHMYEHHIO WM YCUJICHUIO MOOOYHBIX JIEHCTBUM,
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C uHrubuTopaMu arperaiyy TpOMOOIUTOB

[Ipy  ONHOBPEMEHHOM TPUMEHEHUH TMEHTOKCH(PWILIINHA ¢ HWHTHOMTOpaMH  arperamuu
TpoMOOLIUTOB  (Kiomumorpen, osntudubaruna, TUpoduOaH, AHOMPOCTEHOJ,  HIIOMPOCT,
abumkcumad, amarpenun, HIIBII [kpome CelmeKTHMBHBIX HMHTHOWTOPOB IMKJIOOKCHTE€HA3BI-2],
aleTWICATMIMIOBAs  KUCJIOTa,  TUKJIONUAWH,  JUOUPUIAMOJN)  BO3MOXKHO  pa3BUTHE
MOTEHIUATHHOTO JTUTUBHOTO JEHCTBUS, YBEIMYUBAIOIIETO PHUCK PA3BUTHS KPOBOTECUCHUS.
[TosTromMy wu3-3a pucka pa3BUTUS KPOBOTEUYECHHUS CIEAYET C OCTOPOXKHOCTBIO IMPUMEHSThH
NEHTOKCU(PWIINH OJHOBPEMEHHO C  BBINICTICPCUYUCICHHBIMU ~ HHTUOUTOPAMH — arperamuu
TPOMOOIMTOB (cM. paszen 4.4.).

4.6. @DepTUIBHOCTDH, 0€PEMEHHOCTH U JAKTALMS

bepemenHoCTh

[Ipenapar Tpentam 400 He pekoMeHAYyeTCS K NPUMEHEHHIO Npu OepeMEeHHOCTH (TakK Kak
HEJIOCTATOYHO JIAHHBIX ).

JlakTaims

[leHTOKCHUWIINH NPOHUKAET B TPYIHOE MOJIOKO B HE3HAUUTENbHBIX KonuuecTBax. [lpu
HEOOXOAMMOCTH TPUMEHEHHUs TIpernapara CcieayeT TMpPeKpaTuTh TPYyAHOE BCKapMIIMBaHUE
(Y4uTbIBasi OTCYTCTBHE ONbITA IPUMEHEHU).

4.7. BunsiHHe Ha CIOCOOHOCTH YNPABJATH TPAHCIOPTHHIMH CPeICTBAMH W PadoTaTrh ¢
MeXaHu3MaM#
YuuThiBasi BO3MOXKHBIE TOO0YHBIC A(D(PEKTHI (HampuMep, TOJIOBOKPYKEHHUE), CIICYET COONM0AaTh
OCTOPOXHOCTh TIPH BOXKACHHH aBTOTPAHCIIOPTA W 3aHATHUSX MOTCHIIMAIBHO OMACHBIMHU BUIAMH
NEeSITEITLHOCTH.

4.8. HexenaTeabHble peaKInu

Pe3roMe HexeNnaTeNIbHbIX peaKknii

YacTtoTa BO3HMKHOBEHHS HEXKENATENbHBIX PEaKIUi OIpeaensiack B COOTBETCTBUU C
Kjaccuukanuein BceMupHON opraHu3zanuu 3/paBoOXpaHeHus: oueHb ydacto (= 1/10), vacro
(> 1/100, vHO < 1/10), HeuacTo (= 1/1000, HO < 1/100), peako (= 1/10000, o < 1/1000), oyeHb
penko (< 1/10000), wactora Heu3BecTHa (Ha OCHOBAHMU WMEIONIUXCS JIAaHHBIX OIEHUTH
HEBO3MOJKHO).

Hwmwxke mnpencraBieHbl TOOOYHBIE pEaKIMHM, KOTOPbIE OTMEYAIMCh B  KIMHUYECKHX
MCCJIEIOBAHMSIX U TIPU TOCTMAPKETUHTOBOM MMPUMEHEHHH Mpernapara (4acToTa HEM3BEeCTHA).
Hapywenus co cmoponvl Kposu u Jaumgpamuyeckol cucmemvl. JEHKOTICHUS/HEHTPOIICHUS,
TPOMOOLIMTONICHH S, TAHIIUTONICHHU S, TUTTO(HUOPUHOTEHEMUSI.

Hapywenus co cmopoHbl uMMyYHHOU cucmembl. aHaUIaKTHUECKUE/aHA(DUIAKTOUTHbIE
pEaKIuu, aHTHOHEBPOTHUYECKUH OTEK, aHA(UIAKTHIECKHI 0K, OPOHXOCHAa3M.

Icuxuueckue Hapyuienus: aXUTaNWsl, HAPYIICHUS CHA, TPEBOTA.

Hapywenusa co cmopoHbl nepsHoOll cucmemyl. TOJOBHAs 00JIb, TOJIOBOKPYKEHUE, aCENTUYECKHM
MEHUHTHT, CYJJOPOTH.

Hapywenus co cmoponuvl opeana 3penus: HapyluieHHE 3peHUs, CKOTOMA.

Hapywenus co cmoponvl cepoya: TaXWKapaus, apUTMUsS, CHIKCHHE apTepHUaAIbHOTO JTaBIICHHS,
CTEHOKapIusl.

Hapywenus co cmopoHvl cocy008: «IPUIUBBDY KPOBU K KOKHBIM MOKPOBaM, KPOBOTEUCHHS (B
TOM YHUCJIE, KPOBOTEUCHHSI U3 COCYIOB KOXKH, CIIM3UCTHIX 000I0YEK, KeTyAKa, KHIIIEUHUKA).
JKenyoouno-kuweynvle HapyuieHus. KCEPOCTOMHUS (CyXOCTh TIOJOCTH PTa), aHOPEKCHUS, aTOHUS
KHIIIEYHHUKA, YYBCTBO JABJICHUS U TIEPEIIOIHEHUS B 00JIaCTH JKEIyAKa, TOIHOTA, pBOTA, AUapes,
3arop, runepcaauBaIys (MMOBBIIIEHHOE CIIOHOOT/ICTICHHUE).
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Hapywenus co cmoponvl neuenu u iwcenuesnié odﬂmux'g%aEﬁﬁﬂ-@Eﬂfgqgﬁﬁ Q(;ggéTaS,

MOBBIIICHHE AKTUBHOCTH <«II€YCHOYHBIX)» TpPAHCAMHHA3, MOBBIIICHHE AKTUBHOCTH MIEIOYHON
docdarasbl.

Hapywenusa co cmoponsl Kodcu u NOOKOIHCHbIX MKaHell: KOXKHBIN 3yJ, KOXKHAasl ChIlb, dpUTEMA
(TIOKpacHeHHE KOXKH ), KPAITMBHHIIA, IOBBIIICHHAS JIOMKOCTh HOTTEH, OTEKH.

Coo0111eHre 0 M003PEeBAEMbIX HEKEJIATSIbHBIX PEAKITUIX

BaxHo coo0miaTh O TMOJ03PEBACMBIX HEXKEIATeIbHBIX PEAKIUAX IOCIe pPErucTpanuu
JICKapCTBEHHOT'O Mperapara ¢ Hejblo 00ecreueHrs HenPepPhIBHOIO MOHUTOPHUHIA COOTHOIICHUS
«I10JIb3a — PUCK» JIEKAPCTBEHHOro mpernapata. MeIUIUHCKUM pabOTHUKAM PEKOMEHIYETCsI
€o00IIaTh O JIFOOBIX IOJ03PEBAEMBIX HEKEIATENIbHBIX PEAKIMIX JICKAPCTBEHHOrO Iperapara
Yyepe3 HaIlMOHAJIbHBIC CHCTEMBI COOOIICHHSI O HEXKEIATEIbHBIX PEAKIMIX TOCYIapCTB — YICHOB
EBpa3uiickoro 3kOHOMHUYECKOT'0 COI03a.

Poccuiickas ®@edepayus

®denepaiibHas Ci1yx0a 1Mo Ha3opy B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

Anpec: 109012 r. Mocksa, CnaBsinckas Tuiomais, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

DnekTpoHHas rmodra: pharm@roszdravnadzor.gov.ru

CaiiT B nH(MOpPMAIIMOHHO-TEJICKOMMYyHUKAIIMOHHOM ceTH «HTepHEeT:
https://www.roszdravnadzor.gov.ru/

4.9. TIlepeno3upoBka

CuMITOMBI

CHUMIITOMBI TIEPEIO3MPOBKU: TOJIOBOKPY)KCHHE, TOIIHOTA, PBOTA THIA «KOPEHHOW TyIIN»,
naJicHue apTepUaIbHOTO JaBIICHUS, TaXUKApIUs, apUTMUS, MMOKPACHEHHWE KOXKHBIX MOKPOBOB,
oTepsi CO3HAHUSI, 03HO0, apedICKCHsl, TOHUKO-KJIOHHYECKUE CYOPOTH.

Jleuenue

B ciyuae BO3HHMKHOBEHMs ONHMCAHHBIX BBIIIE HApyIIEHUH HEOOXOAMMO CPOYHO OOpaTUTHCS K
Bpauy.

Jleuenne cumnromatudeckoe. IIpu mOSBIEHUM TEPBBIX MPHU3HAKOB  IEPET03UPOBKU
(MOTIUBOCTH, TOIIHOTA, IMAHO3) HEMEJICHHO MpEeKpaIalT npueM npenapara. Eciu npemapar
IPUHAT HEJJABHO, cJIelyeT 00eCeunTh Mephl, HallpaBJICHHbIE Ha MIPel0TBpallleHUe JallbHelero
BCaChIBaHMsI IIperapaTa IMyTeM €ro BbIBEACHUs (MPOMBIBAHME >KENyJKa) WM 3aMeaeHUs
BCAChIBaHMsI (HAIIpUMeEp, PUEM aKTUBUPOBAHHOTO YTJIs).

Oco0oe BHUMaHHUE JOKHO OBITH HAIPaBJIEHO Ha MOJAJEp)KaHUE apTEPUAIIbLHOTO JAaBJICHUS U
dbyHkuy npixanus. [Ipy cy1opoKHBIX MpHUMaaKax BBOAAT JUa3eNaM.

Crenuduyeckuii aHTUI0T HEU3BECTEH.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA

51. ®apmakoamHaMHyecKue CBOcTBa

®dapmakoTepaneBTHUYECKas IPpyIa; neprudepudeckre Ba30uIaTaTopbl;, MPOU3BOIHbBIE MMypHUHA.
Kox ATX: C04ADO03.

MexanusM AeicTBus U papMakognHaMuuecKue 3O eEKThI

[Tpemapar Tpentan 400 yMmeHbIIaeT BS3KOCTh KPOBH M YIIYYIIAET PEOJIOTHUECKHUE CBOMCTBa
KpPOBH (TE€KYy4eCTh) 3a CUET:

- YIIy4IlIeHUS] HApYIIEHHOH 1e(hOpMUPYEMOCTH SPUTPOIIUTOB;

- YMEHBIIICHHUS arperaiuyi TPOMOOIIUTOB M SPUTPOIIUTOB;

- CHUKCHHSI KOHIIEHTpaluu (GuOpHUHOTEHA;

- CHWKCHHS AaKTHBHOCTH JICHKOIIUTOB WM YMEHBIICHUS aJre3Wd JICHKOIMTOB K DHIOTEIIHIO
COCY/JIOB.
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— NeHTOoKCU(pUIUTMH. MeXxaHu3M ero ACWCTBUS CBsI3aH ¢ MHTHOWpoBaHUEeM (ochoanscTepassl U
HAaKOIJICHHUEM IMKJIMYECKOro  ajJeHo3uHMoHodpochata (UAM®D) B  KkieTkax IJIaaAKoH
MYCKYJIaTyphl COCY0B U ()OPMEHHBIX 3JIEMEHTaX KPOBH.

Okxka3biBasi ci1laboe MHOTPOITHOE COCYAOpACIIMpsIOIIee JeicTBUE, NEHTOKCU(PHIUIMH HECKOJIBKO
yMEHBIIAET ob11ee nepupepruIeckoe COCyIMCTOe CONMPOTUBICHUE U HE3HAYUTEIHHO PaCIIUPSET
KOPOHAPHBIE COCY/IbI.

[TenTokcupmIIUH 00agaeT caabbiM MOJOKUTEIBHBIM HHOTPOITHBIM 3 (eKToM Ha cepare.
VilyumiaeT MUKpOLMPKYJISLHUIO B 30HAX HAPYLICHHOT'O KPOBOOOpAILIEHHSL.

Jleuenune npenaparom Tpenrtan 400 NpUBOAMT K YIYYILIEHUIO CUMITOMATHUKU HapyLIEHUI
MO3r0OBOI'0 KPOBOOOpAIIEHUS.

[Ipr OKKIIIO3MOHHBIX 3a00JieBaHUSAX TNepUPEpUUIECKUX apTepHii NPUMEHEHHE IMperapara
Tpentan 400 mpUBOAUT K YAJUMHEHHUIO JUCTAHLUU XOAbOBI, YCTPAHEHUIO HOYHBIX CYAOpPOT B
MKPOHOKHBIX MBIIIIIAX ¥ HCUE3HOBEHHIO 0OJICH B TIOKOE.

5.2. ®apmMakoKHHeTHYeCKHe CBOHCTBA

[Tocne mpuema BHYTPb NEHTOKCH(PWIIIMH MOYTH MOJIHOCTBIO BcachiBaeTcs. [leHTOKCHpMILITUH
noasepraercsi  d((HEKTy  «IEepBHYHOTO TPOXOXKACHUS» dYepe3 MedeHb. AOcoioTHas
OMOJOCTYIMHOCTh HMCXOAHON cyOctaniuu coctaBisier 19413 %. Konuentpanus OCHOBHOTO
akTHBHOro Merabonuta 1-(5-ruapokcurexcuin)-3,7-auMeTniakcanTiaa (Meradonut |) B miasme
KPOBH B JIBa pa3a MPEBHIIIAET KOHIIEHTPAIMIO HMCXOMHOTO MeHTokcudmimuHa. Metabomut [
HAXOJHUTCS C MEHTOKCU(UILTHHOM B 0OPaTUMOM OMOXHMHYECKOM peIOKC-paBHOBecHH. [loaToMy
NEHTOKCU(PWILINH 1 MeTaboIuT | paccMaTpuBaroTCsl BMECTe Kak akTUBHAs equHuIa. BeneacTue
3TOr0 JOCTYNHOCTh AKTUBHOM CyOCTaHIIMU 3HAUUTEIBHO OOJIBIIIE.

[TposoHrupoBaHHOE BHICBOOOXKIEHUE TMEHTOKCU(UIUIMHA TIO3BOJIAET TMOJACPKHUBATH €ro
NOCTOSIHHYIO ~ (OECNMKOBYI0) KOHIEHTPAIMIO B KPOBH, YTO OOECIEYMBACT JIYYIIYIO
MEPEHOCUMOCTh IIpenapara B JaHHOU JIeKapCTBEHHOH (opMe.

[Tepuox nonyBbIBeA€HUSI TEHTOKCU(UIIMHA TIOCTE TpUeMa BHYTpb cocTaBisieT 1,6 4.
[TeHTOKCUWILIMH MOTHOCTHIO MeTaboau3upyercs u 6osee yem 90 % BBIBOAUTCS Yepe3 MOUYKH B
(opMe HEKOHBIOTHPOBAHHBIX BOJAOPACTBOPUMBIX META0OIUTOB.

IToyeyHas HETOCTATOYHOCTD
VY nanueHToB ¢ HapymeHUsIMU (HYHKIIUU MTOYEK BhIBEIEHUE META0OIUTOB 3aMeIISIETCS.

IleyeHoUHAs HETOCTATOYHOCTD
VY nanueHToB ¢ HapyleHUAMHU (QYHKIUU NEYEHU NMEPHUO TONTYBBIBEICHUS MEHTOKCU(UIINHA
YIUITMHSAETCS, U a0COMOTHAsE OMOJOCTYITHOCTh YBEIMUUBAETCS.

6. ®APMALEBTUYECKHUE CBOUCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHbBIX BElIECTB
[M'iapokcuaTuIIEeII0I03a

Tanpk

IMoBuaon K25

Maruus creapat

CocraB 0007109KH
['unpomerniosa (I'TIMIT 2910)
Turana quokcun (E171)
Tanpk

Maxkporoin 8000
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6.2. HecoBMecTHMOCTHL

Henpumenumo.

6.3. Cpox rogHocTH (CPOK XpaHeHHUs1)
4 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH PH XPAHEHUH
He xpanute npu Temneparype Boitie 25 °C.

6.5. XapakTep U coaep:KaHHe MEPBUYHOI YIAKOBKH

10 TabieToK MOMEIAT B KOHTYPHYIO SUCHKOBYIO YIAKOBKY U3 IUICHKH IOJMBUHHUIXJIOPUIHON
U (OJIBTU ATFOMHUHHUEBOM.

2 uiay 6 KOHTYPHBIX SYEHKOBBIX YIIAaKOBOK BMECTE C MHCTPYKIHEH MO MPUMEHEHUIO OMEIIAIOT
B IIAUKy U3 KapTOHA.

Ha mauke nomyckaercsi HajaW4yHe CaMOKJIESIIErocs(MXcs) CTHKepa(oB) C ILENbI0 KOHTPOJIS
MIEPBOTO BCKPBITHSI.

6.6. OcolOble Mepbl MNPEeIOCTOPOKHOCTH TPH YHUUYTOKEHHHM HCIOJb30BAHHOIO
JIEKapCTBEHHOI'0 MpenapaTa uiu 0TX010B, MOJYYeHHBIX M0C/e MPUMeHeHns penapara, u
APYyrue MaHUMYJISIIMY € TIPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. JAEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Poccuiickas ®@eoepayus

3A0 «®apm®Pupma «CoTeke»

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

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

OnexTpoHHas noyra: info@sotex.ru

7.1. IIpeacraBuTe/b JepKaTessi PETHCTPALMOHHOIO Y10CTOBEPEeHH
[IpereH3un noTpeduTeNel caeyeT HampaBIsATh 0 aJIpecy:

Poccuiickas ®@eoepayus

3A0 «Dapm®Pupma «CoTexc»

141345, MockoBckast 06011., . Ceprues [locan, n. benukoso, 1. 11

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

OnexkTpoHHas noyra: pharmacovigilance@sotex.ru

8. HOMEP PETUCTPAIMOHHOTI'O YIOCTOBEPEHUA

9. JATA IEPBUYHOM PETUCTPALIMM (ITOJATBEPXJIEHUS PETUCTPAIIUY,
HEPEPEITNCTPALIMN)
Jlata nmepBoii peructpanuu:

10. JATA NEPECMOTPA TEKCTA
OOmass  xapakTepucTUKa JeKapcTBeHHOro mpemnaparta Tpentan 400 mgoctymHa  Ha

MH(OPMAIMOHHOM MopTasie EBpasuiickoro SKOHOMHYECKOTO CO03a B HH(OPMAIMOHHO-
KOMMYHUKaIIMOHHOM cetn «HTepHeT» http://eec.eaeunion.org/



