COOTEBETCTBYET QRCINEFPTHOMY QTYETY
ot 25.02.2025 N2 5183
(NOCNEOOBATENEHOCTE 0006
NHCTRAKEHAS.

10 MEJUITUHCKOMY ITPUMEHEHMNIO JIEKAPCTBEHHOI'O ITPEITAPATA

TpokceBazuu®

PerncrpanuoHHblii HOMep:

Toprosoe HaumenoBanue: Tpokcepasun®

Me:kayHapoaHOe HeNATEHTOBAHHOE WJIHM IPYNIIIUPOBOYHOE HAMMEHOBAHME: TPOKCEPYTHH
JlekapcTBeHHas (popMa: KamcCyJibl

Cocras

1 karcyna conepIKur:

Oeticmsyrowee geugecmego: Tpokcepytut 300,0 mr;

gcnomozamenvhblie gewjecmaa: 1aKkTo3bl MoHoruapat 47,0 mr, maraus creapar 3,0 mr.

0bonouka Kancynvl. KOPIyc - Kpacutenb XUHOJIUHOBBIN xentwii (E 104) 0,9%, kpacurens
conneynblit 3akat xeateid (E 110) 0,039%, tutana auoxcun (E 171) 3%, xenatun no
100%; xpbimeyka - KpacuTelb XuHOAWHOBBIA xenteiii (E 104) 0,9%, kpacurtens
conneuyHblt 3akat xeatbid (E 110) 0,039%, turana auoxcun (E 171) 3%, xenatun 1o
100%.

Onucanue

TBepable MUINHAPUYECKUE KeJTaTUHOBBIE Kancyabl Nel, Kopmyc - KeNThId, KpbllIiedyka -
KenTas.

Copepxumoe Kamncyja: MOPOIIOK OT JKEITOro J0 JKEJITO-3€JIEHOr0 IBETa, JOMYyCKaeTcs
HaJIM4YMEe KOHIJIOMEPATOB, KOTOpbIE€ pa3pylIalOTCs MpH JIEFKOM HaJaBIWBaHUHU
CTEKJISHHOU MAJIOYKOM.

dapmakoTepaneBTHYeCKas IPYNIA: BEHOTOHU3UPYIOIIEE U BEHOIPOTEKTOPHOE CPENICTBO

Kon ATX: CO5SCA04

DapMaKoJIOrHYeCKue CBOMCTBA

Mexanusm neiictBus, dapMakoauHaMuyeckue 3G heKTol

TpokceBasuH coaepxuT He MeHee 95% TpokcepyTuHa. TpOKCepyTHH H30MpaTENbHO
HAaKaIUIMBAeTCs B SHAOTEIUAIBHOM CIIO€ COCYJIOB, IPOHHMKAET IIIyOOKO B CyORHIOTEIHATbHBIN

CJIOMl BEHO3HOM CTEHKH, CO3/aBasi TaM 0ojiee BBICOKME KOHIEHTPALMU [0 CPABHEHUIO C
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OKpYXaloIMMH  TKaHsAMH. [IpenoTBpamagr — BbI3BGHHOE || FOKHGHATEABHEIMEL (- PEakIANM

MOBPEXKACHUE  KIETOYHBIX MeMOpaH. AHTHOKCHJIAHTHOE JICUCTBHE  MPOSIBISCTCS B
MPEIOTBPAIICHIHN M YCTPAHCHUH OKHMCIUTEIBHBIX CBOWCTB KHCIIOPOJA, MMOJIABICHUU OKUCIICHUS
JUNHUAOB M 3alllUTe JHIOTENUS COCYIOB OT OKHUCIUTEIBHOTO BO3JCHCTBHS THUAPOKCUIBHBIX
panukanoB. TpokcepyTHH yMEHBIIAET MOBBIIICHHYIO MPOHUIIAEMOCTh KalWIISPOB U OKA3bIBACT
BEHOTOHWYECKOE JeicTBre. L[UTOMpOTeKTUBHBIA 3PPEKT SBISETCS PE3yIbTATOM TOJABICHHUS
AKTUBHPOBAHMS U aJIr€3UN HEUTPO(DUIOB, CHIDKEHUS arperaiiii SPUTPOIIUTOB U TIOBBIIIICHUH MX
YCTOMYMBOCTH K JehopMallii, YMEHBIICHUH BBICBOOOXKICHHUS MEIUATOPOB BOCHAJCHUS.
TpokcepyTUH MOBBINIAET BEHO3HO-apTEPUATIBHBIA pedIlOKC U YBEIUYUBAET BPEMS MOBTOPHOTO
HATIOJTHEHUS BEH, YIIYYIIAET MHUKPOIIUPKYIISIIUIO U MUKPOCOCYIUCTYIO TIEpPy3HIO.

TpokcepyTHH  yMEHBIIACT  IATOJIOTMYECKHE  W3MCHCHHS, CBS3aHHBIE C  BEHO3HOU
HEJOCTAaTOYHOCTHIO: OTEK, 00JIb, yIydliaeT TPOPUKy TKaHEH.

bnaromapss BO3IEHCTBHMI0O Ha TNPOHUIIAEMOCTh U PE3UCTEHTHOCTh CTEHOK KaMUJUISIPOB
TPOKCEPYTHH CITOCOOCTBYET 3aMEJICHUIO MPOTPECCUPOBAHUS TUAOCTUUECKON PETUHOIIATHH.
Binustnue TpokcepyTMHa Ha PEOJIOTMUECKHE CBOMCTBA KPOBHU CIIOCOOCTBYET MPEIOTBPAILICHUIO
pa3BUTHSA MUKPOTPOMO03a COCYIOB CETUATKH.

DapMaKOKHHETHKA

BcaceiBanue

[locne mnpuemMa BHYTPh Mpemaparta ¢ paJMOAKTHBHON MeTkoit abcopbuus *C-O-(B-
THUAPOKCUAITUIN)-PYTO3UIOB y  dYeloBeka cocraBiseT okono 10-15%. MakcumanbHas
KOHIIEHTpalus B mia3Me KpoBU (Cmax) JocTuraercs B npenenax 1-9 yacos. B treuenne 120 yacos
KOHIICHTpAILUU OCTaroTCA OTIpeICIIIEMbIMH, CHIDKCHHE KOHIICHTPAIUN HOCHT
OMOIKCITIOHCHITMATILHBINA XapakKTep.

Pacnpenenenue

Cs3p ¢ OenmkamMu Mia3Mbl KpoBH cocTtaBisgeT 27-29%, B HauOOJBIIMX KOJIMYECTBAX
HakarumBaeTcs B SHA0Tennu. He npoHukaer dyepe3 remarosHnedanuueckuii 6apeep. [Iponukaer
yepe3 IUIAlleHTapHbId Oapbep HE3HAYMTENIbHO, B MUHUMAJIbHBIX KOJHWYECTBaX BBIBOJIUTCS C
TPYAHBIM MOJIOKOM.

Buorpancdopmarnus

Metabonu3upyercs B OCHOBHOM IOCPEACTBOM O-TNIFOKYPOHUPOBAHUS B MIEUEHHU.

BriBegeH1E
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BBIBOZMTCS B OCHOBHOM Y€pE3 KUIIEYHUK U B MEHBINEH CREMEHN MOGKAMTE [k HOC Tk 0006)

IToxa3anusi K NPUMeHEHHIO

- XpoHHYECKasi BEHO3HAs! HEIOCTATOYHOCTb.

- [TocTTpoMOOTHYECKUI CHHIIPOM.

- Tpoduueckue HapylIeHUs IPU BAPUKO3HON O0JI€3HU U TPO(YUUECKUE S3BBI.

- B xauecTBe BCIIOMOraTeNbHOrO JIEUEHUS NOCIE CKIEPOTEPANlMU BEH U yNaJeHUS BapUKO3HBIX
y3J10B.

- 'emoppoii (6011b, SKCCYIAIMSA, 3y K KPOBOTCUEHHE).

- B kauecTBe BCIIOMOraTeJILHOIO JIEYEHHs PETHHONATUU Y MAlMEHTOB C CaxapHbIM AMA0ETOM,
apTepHaJIbHOM TMIIEPTEH3UEN U aTEPOCKIEPO30OM.

IIpoTruBonokaszanus

- I'unepuyBCTBUTENBHOCTh K TPOKCEPYTHHY, PYTO3HMJAM MM K JHOOOMY U3 BCIOMOTraTeIbHBIX
BEILIECTB Mpernapara.

- bepemennocts (I Tpumectp).

- SI3BeHHAas OOJIE3HD KENMyIKa M TBEHAIIATHIIEPCTHOW KUIIKH.

- XpoHHUEeCKul racTpuT B (aze 000CTpeHus.

- erckuit Bo3pacT 10 18 yieT (OnbIT KIMHUYECKOTO MPUMEHEHHS HEI0CTaTOUYEH).

- [leprion rpy1HOTO BCKapMITUBaHUSI.

- Penxas HaciencTBeHHasi HEIEPEHOCUMOCTD TaJlaKTO3bl, Je(UIUT JIAKTa3bl, CUHAPOM TIIIOK030-
raJlakTO3HON MallbaOCOpPOIIHH.

C 0CTOPOKHOCTHIO

[Ipenapar cnenyer NPUMEHSATh C OCTOPOXKHOCTHIO MPU TOYEHYHON HENOCTaTOUYHOCTH (Tpu
JUIUTETbHOM IpuMeHeHun ), npu 6epemenHoctu (11 u Il Tpumectpsr).

IIpumenenne npu 0epeMEHHOCTH M B MIEPHOJ JIAKTALIUH

bepeMeHHOCTD

[Ipumenenue mpemapata B TeueHue | TpumecTpa OepeMEHHOCTH MPOTHBOMNOKA3aHO.
Bo3smoxxHocTe mnpumeHeHuss mnpemapata Bo Bpems Il u Il Tpumectpa OGepemMeHHOCTH
ONpEAEsAeTCs BpadyOM M BO3MOXKHO JIMIIb B TOM Ciy4ae, €ClIM NpeArojaraeMas 1oib3a Juist
MaTepy MPEBBIIIAECT MOTEHIIMAIBHBIM PUCK AJIS IUIOAA.

B cnyuae HeobxomaumocTu mpumeHenus npenapara Bo II m III Tpumectpax GepemeHnHocTH

ClIeTyeT MPOKOHCYJIbTUPOBATHCS C BPAYOM.
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Jlakrauus (NOCNEOOBATENEHOCTE 0006)

B MuHUMaNbHBIX KOJMYECTBAaX BBIBOJMUTCS C IPYAHBIM MOJOKOM. lIpuMeHeHue mpemnapara B
MIEPHUOJ TPYAHOTO BCKAPMITMBAHUS HE M3YUYCHO.

Cnoco0 npuMeHeHMsI U 103bI

BuyTpb, Bo Bpems eapl. Karcynsl cienyer mporiaThiBaTh IEIMKOM, 3aluBasi JOCTATOYHBIM
KOJIMYECTBOM BOJIBI.

ITpu xpornuueckoti 6eHo31HOl HEOOCMAMOYHOCMU U €€ OCTOHCHEHUAX, IPU  CUMNMOMAMUYECKOM
JleueHuu eemMopposi Ha Ha4aJIbHOM JTare JieueHus Ha3HadarT mo | kancyne (300 mr) 2-3 pasa B
cytku (600-900 Mr) B 3aBUCHMOCTH OT TSDKECTH CHUMITOMOB. D((PEeKT 0OBIYHO pa3BHBACTCS B
TedeHue 2 Heelnb. JIeueHue npekpamnaoT nocjae NCYe3HOBEHUS CUMITTOMOB U OTEKa.

B ciydae moBTOpHOTO BO3HMKHOBEHHUS! CUMIITOMOB JICYEHHE BO3OOHOBIIIOT B TOW K€ /103€ HIIU
CHIKAIOT 1103y - 1 Kamcyna 2 pa3a B cytku (600 mr).

Hocturnyteiii 3pQexT coxpaHsercs Ha MOpOTsbkeHUH He MeHee 4 Hexenb. Kypc neuenus
COCTAaBJISIET B CpeiHEeM 3-4 Helemnu.

[Tpu ouabemuueckoti pemunonamuu nipemapat npuMeHstot B 1o3e 1800-3000 mr mo 6-10 karcyn
(2 paza B cyrku mo 3-5 kancyn (1800-3000 wmr)). Kypc neuenust cocrapnsieT B cpenHeM 3-4
HEJIeTu.

HeoOxomuMocTs 0osiee UIMTENFHOTO JICUSHHs OMPEeNseTCs MOociie KOHCYIBTAIlMH C BPAuoOM H
WHIMBUTYATBHO.

ITo6o4unoe neiicTBue

Pe3roMe HeXeIaTeIbHbIX PEeaKIuid

UactoTa BO3HUKHOBEHHWS HEKEIATCIBHBIX PEAKIUH TPHBEJICHA B COOTBETCTBUU C
kinaccudukanueit BO3: ouens wacto (>1/10), gactro (>1/100, <1/10), newacto (=1/1000, <1/100),
peako (=1/10000, <1/1000), ouens peaxo (<1/10000), gacroTa Hem3BecTHa (HE MOXKET OBIThH
OIICHEHA HAa OCHOBaHHUH UMEIOIUXCSI TAHHBIX ).

Hapywenus co cmopoHvl uMMyHHOU cucmembl: OYECHb PENKO - aHAPMIAKTUYCCKAN IMIOK,
aHa(UITAKTOUHBIC PEaKIMU, PEAKIUU TOBBINICHHOW YYBCTBHTEIBLHOCTH (HAIPUMEp, KOXHAs
CBITIb).

Hapywenus co cmopoHvl HepeHOU cucmembl: O4EHb PEIKO - TOJIOBHASL 00JIb, TOJIOBOKPYKEHHE.

Hapywenus co cmoponwl cocy0os: 04€Hb PENIKO - TUNIEpeMHUst («IIPUIIUBBDY KPOBHU), SKXUMO3BI.
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JKenyoouno-kuweunvie Hapywienus: PEAKO | TOUIHQTa; ) OO¥b [ ) IMGKOMBOPT CH |JKeyMKe,

JUCIENCHS, METEOpU3M, JHapesi, SPO3UBHO-SI3BEHHBIE IOPAKEHUS HKEITYyJA0YHO-KHUIIEYHOTO
TpaKxTa.

Hapywenus co cmopoHbl Kodicu u nOOKOICHBIX MKaHell: PEAKO - 3y, Chlllb, KPAIIMBHULIA.

Obwue napywienus u peaxyuu 8 mecme 66e0eHus: 0O4eHb PEKO - UyBCTBO YCTAIOCTH.

B ciydae BO3HMKHOBEHUS HeXeNATEeIbHBIX PEaKIMi CIeAyeT 0OpaTUTHCS K Bpady.
Ilepeno3upoBka

CuMnOTOMBI

[Tpu mepeno3upoBKe BO3MOXKHO IOSIBIEHUE CIEAYIOLIMX CHUMIITOMOB: BO30YXJE€HHUE, TOUIHOTA,
roJIoBHas 00JIb, «IPUIIMBED) KPOBH K JIUILY.

Jleuenune

Heo6xonuMo MNpPOMBITH JKENYIOK, MPUHATH AKTUBUPOBAHHBIM yrojib, HPU HEOOXOAUMOCTH
OPOBOJAT CHMITOMATHYECKOE JICYEHUE.

B cnyuae nepeno3upoBku mpenapata ciaeayeT HEeMEJIEHHO OOpaTUThCs K Bpady.
B3aumopneiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CpeCTBaMU

Het ycTaHOBIEHHOTO JIEKaPCTBEHHOI'O B3aUMOJICHCTBHUS.

Oco0ble yka3anus

[Ipu neyeHnH NOBEPXHOCTHOrOo TpomOogiaeduTa MM TpomMOO3a TIyOOKHMX BEH HPUMEHEHHE
npenapara HE HCKIIOYaeT HEOOXOAMMOCTh HA3HAYEHHs! CPEJICTB NPOTHBOBOCHAIUTENBHON U
AHTUTPOMOOTHUYECKON TepaIH.

TpokcepytuH He3(p(eKTHBEH NpU OTEKax, BBI3BAHHBIX COMYTCTBYIOIIUMH 3a00JE€BaHUAMHU
NIEYEHH, TIOYEK U ceplia.

Ecin B mepuoj mnpuMeHeHUs Impernapara BbIPa)KEHHOCTb CHMIITOMOB 3a00JieBaHUS HeE
YMEHBIIAETCS WIM CUMIOTOMBI 3a00JI€BaHUS YTSDKEISIOTCS, CIeIyeT HEMEIUIEHHO O0paTHThCs K
Bpauy. OnbIT IpUMEHEHNUs INpenapaTta y IeTeil B Bo3pacte muaame 18 ner HenocraroueH. [Ipu
CaMOCTOSITEIbHOM TPUMEHEHHH Ipernapara He CielyeT MpeBbIIIaTh MaKCHUMallbHble CPOKH U
PEKOMEHI0BaHHbIE J103bI.

Biansinne Ha CIOCOOHOCTD K YNIPAaBJICHHIO TPAHCIIOPTHBIMH CPeACTBAMH, MEXaHU3MAMHU
ITpuem npenapara HE OKa3blBa€T BIMSHUSA Ha JBUTATEIbHBIE M IICUXUUYECKHE PEAKIHMH, HE
MPEMSITCTBYET YIPABIECHUIO TPAHCIIOPTHBIMU CPEICTBAMU U IPYTUMU CIIOKHBIMU MEXaHU3MaMHU.

dopma BbIIIYCKA
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Kancybr, 300 mr. (NOCNEOOBATENEHOCTE 0006)

ITo 10 unu 20 kancyn B 6nuctep u3 [IBX/An ¢ponbru unu 1IBX/IIBJIX/An ¢ponbru.
[To 5 6GaucTepoB BMecTe ¢ HHCTPYKUUEH MO MPUMEHEHHUIO TIOMEIAIOT B MAYKy KapTOHHYIO, HA
KOTOPYIO JIOTIOJTHUTEIEHO MOTYT OBITh HAHECCHBI 3alIUTHBIC HAKJICHKH.

YcaoBusi XxpaHeHust

XpaHuTb 1pu Temreparype He Boie 25 °C.

XpaHUTh B HEJOCTYITHOM JIJIs JIeTel mecte!

Cpox rogHoctu

5 ner.

He npumeHATh 10 UICTEYEHUHU CPOKA TOJHOCTH.

YcaoBust ornycka

OrtnyckaroT 0e3 perenra.

IIpousBoauTeab

bankandapma-Pazrpang A/l,

BbynsBap Amnpenbckoro Bocctanus 68, Pasrpan 7200, bonrapus,

ten.: +359 (84) 613 318, daxc: +359 (84) 634 272

On.noura: office@antibiotic.bg

Opranusanys, NPMHUMAIONIAs NPETEH3UH MOTpeduTe e

00O «TeBay, 115054, Mocksa, yn. Banosas, 35,

Ten.: +7 (495) 644 22 34, paxkc.: +7 (495) 644 22 35

On.nmouta: info@teva.ru
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