COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 18.06.2025 N2 15122

(NOCNENOBATENEHOCTL 0005)

OBLIASA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
[TEHTOKCUD®UJIJIMH BEJI®APM, 100 wmr, TabieTKu KHUIIEYHOPACTBOPHUMBIC, IOKPBITHIC

[UICHOYHOM 000JI0UYKOM.

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByolee BemecTBO: IEHTOKCH(DHIUINH.

Kaxnas Tabnerka cogepxut 100 Mr neHTOKCHMILIHHA.

BcrmomorarenbHbie BelecTBa, HAIMYME KOTOPHIX HAJ0 YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
mpenapara: JJaKTo3bl MOHOTHJIpAT (caxap MOJIOUHBIN) (cM. pazaen 4.4).

ITomubIi MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPHUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku KUIIEYHOPACTBOPUMBIE, TOKPBITHIE IICHOYHONH 000JIOUKOH.
Kpyrible NBOSKOBBIMYKIIbIE TaOJIETKHU, MOKPBIThIE IJIEHOYHOW 0000uKkoil Oenoro mBera. Ha

MIOTIEPEYHOM pa3pese Aapo OEI0ro Uiy MoYTH OENIoro 1BeTa.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHECHHUIO

[Tpenapat IIEHTOKCU®UIIJINH BEJI®APM noka3aH Kk IPUMEHEHHIO Y B3pOCIbIX B BO3pacTe
ot 18 ner.

— Oxkito3MOoHHas 0o0Jie3Hb MEepUPEepUUecKuX apTepuil  aTepoCKIEPOTUUYECKOTO WM
nMa0eTUYecKoro reHe3a  (HampuMmep,  «IIepeMexarolascs»  XpomoTa, JAuabeTnyeckas
AQHTHOTIATHS ).

— Tpoduueckue HapyuieHus (HalpuMep, TpPOPUUECKHE A3BbI FOJICHEH, FaHTPEeHA).

— Hapymenust Mo3roBoro kpoBooOpalieHus (ociaeaCTBHS 1epeOpaIbHOr0 aTepOCKIIepo3a,
KaK, HallpuMep, CHWKEHUE KOHLEHTPALMU BHUMAHHUS, TOJIOBOKPYKEHHE, YXYALICHUE MTaMATH),
UIIEMUYECKUE U TTOCTUHCYIbTHBIE COCTOSIHHUSL.

— Hapymenust kpoBooOpallieH!s B CeTYaTON U COCYIUCTON 000I04Ke Ti1a3a.

- OTockiepos, AereHepaTuBHbIe U3MEHEHUs Ha (POHE MATOJIOTUH COCYI0B BHYTPEHHETO yXa
Y CHIDKEHHUE CIIyXa.

4.2. Pe:xuM 103UPOBAHUS U CIIOCO0 NPUMEHEHHUA

PexuMm no3upoBanus
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

MalMeHTa.

OObIYHast 1032 COCTABIISACT: OJHA Ta0JIeTKA IEHTOKCU(DUIUTHHA TPU pasza B CYTKH € TIOCIIETYIONITIM
MEJIJICHHBIM TOBBIIIEHHEM 103kl 70 200 Mr 2-3 pa3a B cyTku. MakcuMalibHas pa3oBas /103a —
400 mr. MakcumaibHas cytouHas go3a — 1200 mr.

Oco0BbIe IPVIIILI TAIUEHTOB

THayuenmoi ¢ Hapywenuem hyHKyuu novex
Y nanueHToB ¢ HapymieHHOW (QyHKIHMEW Mmodyek (KiupeHc KpeaTuHuHa Hmke 30 MI/MUH)
JIO3UPOBKA MOXKET OBITh CHIKEHA 10 1—2 TabIeTOK B CYTKH.
Iayuenmoi ¢ HapywieHue QyHKyuu neveHu
YMeHbIICHHE 103bl, C YI€TOM WHANBUAYAILHON NMEPEHOCHMOCTH, HEOOXOANMO Y MAIIMEHTOB C
TSDKEJIBIM HapyIIeHUueM (YHKIIHH ITeYCHH.
Tayuenmsi ¢ HU3KUM apmepuaIbHbiM 0d8leHueM
Jledenne MoOXeT OBITh HAYaTO MAJBIMH J03aMH y TAIlMCHTOB C HU3KUM apTePHATBHBIM
JABJICHUEM, a TAKXKE Yy JIUI, HAXOIAIIMXCS B TPYINEC PHCKAa BBUIY BO3MOXKHOTO CHIDKCHUS
apTepHalIbHOTO JaBieHus (manueHTsl ¢ Tsokenoi Gopmoit UBC (umemudeckas 601e3Hb cep/iia)
WIH ¢ TeMOJUHAMHYECKH 3HAYMMBIMH CT€HO3aMHU COCYOB I'OJIOBHOTO Mo3ra). B atux cmyuasx
71032 MOKET OBITh YBEIMYEHA TOJIBKO MOCTEIICHHO.

eTH
bezonacunocts u 3dpdextuBnocty npenapara [IEHTOKCUDUIIJIMH BEJI®APM vy nerteii B
BO3pacte 70 18 et Ha JaHHBII MOMEHT He YCTaHOBJIEHBI. JlaHHbIE OTCYTCTBYIOT.

Criocob nnpuMeHeHus

BnyTps.

[Tpenapat cienyer mporyaTelBaTh LEIMKOM BO BpPEMs WIH Cpa3y IOCIE IpUEMa IHILHY, 3aI1Bas
JIOCTaTOYHBIM KOJIMYECTBOM BOJIBI.

4.3. IIlpoTuBONOKA3aAHUS

— ['Mnep4yBCTBUTENBHOCT K MEHTOKCU(UIUINHY, JPYTUM METUIKCAaHTUHAM WIH K JII0O0OMY
13 BCIIOMOTaTENIbHBIX BELIECTB, IEPEUNCIICHHBIX B pa3zeie 6.1.

— MaccuBHbIE KPOBOTEUEHHSI (PUCK YCUIIEHHSI KPOBOTEUCHHUS).

— OO1mrpHbIEe KPOBOU3IUSHUS B CETYATYIO 000JI0UKY TJ1a3a (PUCK YCHIIEHUS KPOBOTEUEHUS ).
- KpoBounsnusaus B TOJIOBHOM MO3T.

— Octpblit HHPAPKT MUOKap/A.

— Bospact o 18 ner.

- bepemeHHOCTH (HEIOCTATOYHO JTAHHBIX ).

— [lepuon rpyaHOro BcKapMIMBaHus (HEIOCTATOUYHO JIaHHBIX).
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MaTbaOCOpOINH (B CBSI3U C HAJTMYKMEM B COCTaBe MperapaTa JaKTO3bl).
4.4. OcoOble yKka3aHus ¥ MepPbI MPEeTOCTOPOKHOCTHU NMPH MPUMEHEHUH

C 0CTOPOKHOCTBIO

- Tspxenble HapylLeHUs] pUTMa cepALa (PUCK YXYAILIEHUS apUTMUN).

— ApTtepuanbHast TUIIOTEH3Us (PUCK JaIbHEHUIIIETO CHIKEHHS apTEPUATBHOTO AABIICHHS, CM.
paznen 4.2).

- XpoHHUeCcKas cep/iedHas HeI0CTaTOUYHOCTb.

- SI3BeHHast 60JI€3Hb KeNyIKa U IBEHaAATUIIEPCTHON KUIIKH.

- Hapymenust GpyHkun nouex (kimpeHc kpeatuHuHa Mmeree 30 Mii/MUH) (pUCK KyMYJISALIUU
¥ TIOBBIILICHHBIH PUCK Pa3BUTHs TOOOUHBIX A3PPEKTOB, CM. pazaen 4.2).

- Tsoxenble HapymieHuss (QyHKOMM He4eHH (PUCK KyMYJSILMHM M IOBBILIEHHBIH PHCK
10004HBIX 3G heKToB, cM. pazaei 4.2).

- HenaBHo nepeHeceHHbIe OnepaTHBHBIC BMEIIATEIbCTRA.

- [loBpIlIEHHBIH PUCK PA3BUTHUS KPOBOTEUEHUH (Hampumep, IpU HApYLIEHUSAX B CHUCTEME
CBEPTBIBAHMs KPOBHU (PUCK Pa3BUTHs 00JIee TSHKENBIX KpoBOTeueH i), (cM pasnen 4.5)).

- OnHOBpeMEHHBIII IIpUeM C aHTUKOAryjlsHTamMM (B TOM 4YMcCie, HENpsIMbIMU
aHTHKOAryissHTamu [antaronucramu ButamuHa K]) (cMm. pasaen 4.5).

— OpnHOBpEeMEHHBI TNpPUEM C HMHTHOUTOpPAMM arperauud TPOMOOLMTOB (KIJIOMMIOTPEIL,
sntududarun, TupodubdaH, AMOMPOCTEHOI, WIONPOCT, adiukcumad, anarpenua, HIIBIT [kpome
CEJIEKTUBHBIX MHTMOMTOPOB IIMKIOOKCUT€HA3bl-2], alleTHIICATMLMIOBAs KUCIO0Ta, THUKJIOMHUINH,
aunupuaamon) (cM. pasmaen 4.5).

- OMHOBpEMEHHBIII TpPHEM C THIOTIMKEMHYECKIMH CpEACTBaMHU (MHCYJIMHOM U
THIOTTIMKEMHYECKUMU CPECTBAMH IS TpUeMa BHYTph) (cM. pasnen 4.5).

— OIHOBpEMEHHBIN MpHeM ¢ munpodrokcanutHom (cM. paszer 4.5).

— OIHOBpEMEHHBII TIpUeM ¢ TeOQULTHHOM (CcM. pasnen 4.5).

Oco0ble yKa3aHus

Jleyenue cienyer NpoOBOAUTH MO KOHTPOJIEM apTEPUAIBHOIO JaBICHUS.

Y nanueHToB ¢ caxapHbIM AMA0ETOM, IPUHUMAIOILINX THITOTTIMKEMUYECKUE CPE/ICTBA, HA3HAYCHHE
O0JBIINX /103 MOKET BBI3BATh BHIPAXKEHHYIO THIIOTIIMKEMUIO (MOKET MOTPEeOOBATHCS KOPPEKIUS
1103 TUITOTIIMKEMUYECKUX CPEJICTB U MPOBEACHNUE TNIMKEMUUYECKOTO KOHTPOJIS).

[Ipy mpuMeHEHMHM OJHOBPEMEHHO C AHTUKOAryjasHTaMH HEOO0XOJUM KOHTPOJb IOKazaTeseil
CBEpTBIBAaHUS KPOBH.

VY manueHTOB, HEJABHO MEPEHECIIMX OMNEepaTUBHOE BMENIATENbCTBO, HEOOXOIUM pPETyJsSpHBIN

KOHTPOJIb reMorjioouHa 1 réeMaToKpuTa.
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7103y IEHTOKCU(UILTHHA.

Y  OoXuibIx IIaIIUEHTOB MOXKET HOTpe6OBaTBCSI YMCHBIICHUC OO3bI HCHTOKCI/I(bI/IJIJII/IHa
(ToBBIIIICHNE OMOIOCTYITHOCTH Y CHUYKCHUE CKOPOCTH BBIBEICHHUS).

besonacHocTh U 3¢ (peKTUBHOCTH IEHTOKCU(PHIUTMHA Y IETEH N3Y4eHBI HEJIOCTATOYHO.

KypeHue MOKeT CHHKATh TePAeBTUYCCKYIO d3PPEKTUBHOCTH Mperapara.

BcnoMorarenbHbIe BelIeCTBA

[Ipenapar [MEHTOKCUOUIIJIMH BEJI®APM coaepuT JaKTO3bl MOHOTHApAT (caxap

MoJiouHblil). IlammeHTam ¢ peako BCTpedarollelcs HacieICTBEHHON HenepeHOCHMOCThIO
raJIakTo3bl, JMe(UIIMTOM JAKTa3bl JIOMAPEH WU TIIOKO30-TaJaKTO3HOW ManbabcopOIueit He
CJICAYCT MPpUHUMATL 3TOT IIperiapar.

4.5. B3amMmopeiicTBHe ¢ JpPYrHMH JIeKAPCTBEHHBIMH IpenapaTamMM M JApyrue BH/bI
B3aNMOJAeHCTBUSA

' MnoTeH3uBHBIE CPEACTBA

[TeHTOKCU(WLIMH MOBBIIIAET PUCK PA3BUTHS apTePUATLHONW THIIOTCH3HU MPH OJHOBPEMEHHOM
IPUMEHEHNUN c TMIIOTEH3UBHBIMU CpeIcTBaMu (HampumMmep, UHTUOUTOPBI
aHruoTeH3uHNpeBpaaroero gepmenra (AIlD)) wim 1pyruMu JeKapcTBEHHBIMU CPEJICTBAMH,
00J1aJaf0IMMU TIOTEeHIMAIBHBIM AaHTUTHUIIEPTEH3UBHBIM (G eKTOM (HarpuMep, HUTPATHI).

HCK&DCTBGHHHG CpCAacCTBA, BJUAOMMWE HAa CBEPTHIBAIONIYIO CUCTEMY KPOBHU

[TeHTOKCMGWIIMH MOXET YCUJIUBaTh JAECUCTBUE JIEKAPCTBEHHBIX CPEICTB, BIMAIOLIMX HA
CBEPTHIBAIOLIYIO CHUCTEMY KpOBM (IpsSMble M HENpPSIMbIE AHTUKOATyJSHTBI, TPOMOOIUTHKH,
AHTUOMOTHKH, TaKHE KakK 11e(aJoCIIOPUHBI).

[Ipy COBMECTHOM TNpPUMEHEHUU TMEHTOKCUPWIIIMHA U  HENpAMbIX aHTHKOATYJSHTOB
(anTaronucroB BuTamMMHa K) B NOCTMapKETMHIOBBIX MCCIIEOBAHUSX OTMEYAIMCh CIIydau
YCUJIEHHSI aHTUKOATyJISHTHOTO JEHCTBHs (pUCK pa3BUTUs KpoBoTeueHuil). IlosTomy B Hauane
npreMa MeHTOKCU(UIUINHA WM U3MEHEHUH €r0 J03bl PEKOMEHIyeTCsS KOHTPOJIUPOBATh CTENEHb
BBIPQXEHHOCTU AHTUKOAryJsSsHTHOTO JEMCTBHMS Yy MAalUMEHTOB, MPUHUMAIOUIUNX JIaHHYIO
KOMOMHAIMIO  TpernapaToB, HampuMmep, NPOBOJAUTH  peryiaspHbii  koHTpons MHO
(MeXlyHapoJHOE HOPMaJIM30BaHHOE OTHOLIEHHUE).

[{umeTuanH

[{uMeTHIMH MOBBIIIAET KOHIIEHTPALUIO TEHTOKCU(IILIINHA U aKTUBHOTO MeTabonuTa | B riasme
KPOBHU (PUCK BO3HUKHOBEHHS MTOOOYHBIX pEaKIuii).

JIpyrue KCcaHTHUHEI

CoBMecTHOE Ha3HAUYEHHUE C IPYTUMH KCAaHTUHAMHU MOJKET MPUBOJIUTH K YPE3MEPHOMY HEPBHOMY

BO30YKICHHUIO.
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['unormmKeMuYecKrue cpeicTBa (MHCYIIMH U THIT I‘J'II/IKCM%QCKI:IIgaD ECTEE%HJM&LBHVTDL)

['unornnkeMuueckoe AEHCTBUE WHCYJIMHA WU TUIIOTJIMKEMUYECKUX CPEJICTB JIsl IpUeMa BHYTPb
MOJKET YCHIIUBATHLCS MPU OJJHOBPEMEHHOM MPUMEHEHUH NEHTOKCU(DHIITHHA (TTOBBIIICHHBIA PUCK
pa3BUTHsl TUNOTIUKeMHH). HeoOXonuMm CTporwii KOHTPOJIb COCTOSIHHS TaKHX ITallHeHTOB,
BKJIFOYAs PETYJIAPHBIN TTTMKEMUYECKHU KOHTPOJIb.

Teodumnmn

Y HEKOTOPBIX MAIMEHTOB MPU OJHOBPEMEHHOM MPUMEHEHUHU MEHTOKCU(WIUINHA U Teo(DHIUTMHA
OTMEYAETCs YBEJIMUEHUE KOHIIEHTpaMu TeopruinHa. B ganbHe#eM 3To MOKET IPUBOJANTH K
YBEJUYCHUIO UM YCUJICHUIO MTOOOYHBIX ICUCTBHM, CBI3aHHBIX C TEO(DHITTHHOM.

HunpodJiokcaua

Y  HEKOTOpBIX TMAaIMEHTOB TMpPH OJAHOBPEMEHHOM IPUMEHEHHMH TNEHTOKCH(PHIUIMHA H
unpodoKkcalHa OTMEYaeTcsl yBeJIMueHNe KOHIEHTPaluyi NeHTOKCU(HIUIMHA B TJIa3Me KPOBU.
B nanpHeimem 3T0 MOXET NPUBOAMTH K YBEJIMYEHHUIO WM YCUJICHUIO MOOOUYHBIX JEHCTBHIA,
CBSI3aHHBIX C IPUMEHEHHUEM JTaHHOW KOMOMHAIINY.

I/IHFI/I6I/ITODI>I arperaimumn TDOM6OHI/ITOB

[Ipy OAHOBPEMEHHOM TPUMEHEHUH TEHTOKCU(UIUIMHA C HHTHOMTOpaMU  arperanuu
TpoMOOLIUTOB  (Kjiomumorpen, osntudubarua, THpodubaH, SMONPOCTEHON,  HIOMPOCT,
abuukcumad, anarpenua, HIIBIT [kpome CeleKTHBHBIX MHTHOMTOPOB IMKIOOKCHUTE€HA3bI-2],
ANCTWICATUIIMIIOBAS  KHUCJIOTa,  TUKJIONMWUIWH, JHUIHAPUAAMON)  BO3MOXHO  pa3BHTHE
MOTEHLUAIBHOTO AJJIMTUBHOTO JEHCTBUS, YBEJIMYUBAIOIIETO PUCK PA3BUTUS KPOBOTEUCHHUS.
[TooTomMy wu3-3a puicka pa3BUTHUS KPOBOTEUEHUS CIEIYET C OCTOPOKHOCTHIO TMPUMEHSTh
MEHTOKCU(PWIINH OJHOBPEMEHHO C  BBINICTICPEYHCICHHBIMA WHTHOUTOpPAMHU  arperanuu
TPOMOOIMTOB (CM. pa3zaen 4.4).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD U JAKTALMSA

bepemeHHOCTD

[TeHTOKCU(DWIITUH HE PEKOMEHIYeTCsS K MPUEMy TpU OEPEeMEHHOCTH (TaK KaK HEJIOCTaTOYHO
JTAaHHBIX ).

JlakTanus

[TeHTOKCU(UILTHH MPOHUKAET B TPYAHOE MOJIOKO B HE3HAUUTENbHBIX KOTUYECTBAX.

[Tpr HeoOXOaUMOCTH TIpHeMa TMpenapara ClIeAyeT MPEeKPaTHTh TPYJAHOE BCKapMIIUBaHUE
(yuuTbIBasi OTCYTCTBHE OIbITA IPUMEHEHU).

4.7. Bausinne Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMH CPeACTBAMH H pPadorarh ¢
MeXaHU3MaMH

YuuTeiBasi BO3MOXXHBIE TTO00UHBIE (P PEKTHI (HampuMep, TOJTOBOKPYKEHUE) CIIEAYET COOI0IaTh

OCTOPOXHOCTb IIpHW YIPABJICHHUHN TPAHCIIOPTHBIMHU CPEACTBAMH W 3aHATHUAX MNTOTCHOHWAJIBHO
5
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OBICTPOTHI ICUXOMOTOPHBIX PEAKLINH.
4.8. HexenarejbHbIEe peaKnuu

Pe3ioMe HexxenaTeabHbIX PEaKIIUN

HesxxenaTenbHble peakiMK MPEJCTaBICHb B COOTBETCTBUU C MOPAXKEHHEM OPTaHOB U CUCTEM
OpraHoB B TIOCJIEJOBATEIILHOCTH MEAMIMHCKOTO CIIOBaps Ui HOPMAaTHBHO-TIPABOBOM
nesteabHocT  (MedDRA). Yacrora BO3HHKHOBEHHs OINpEACIsUIaCh B COOTBETCTBUU  CO
CJICYIOIIMMH KaTeropusMH: odeHb yacto (>1/10), gacto (>1/100, Ho <1/10), mHeuacto (>1/1000,
Ho <1/100), peaxo (=>1/10000, Ho <1/1000), ouenp peako (<1/10000), yvacrora Hens3BecTHA (Ha
OCHOBaHUHW UMEIOIINXCS JAHHBIX OIICHUTH HEBO3MOXKHO).

Hapywenua co cmoponvl Kposu u aumgamuueckoli cucmemsl. YacToTa HEHU3BECTHA —
JIeKOTIeHUs/HEUTPOTICHU S, TPOMOOIIUTONCHHU S, TAHIIUTONIEHUS, THTO(PHUOPHUHOTEHEMHUSI.
Hapywenusa co CMOPOHbL UMMYHHOU — CUCMeMbl. yacToTa  HEW3BeCTHA  —
aHaduIakTHYecKue/aHaQUIaKTONTHbIC peakiuu, AHTHOHEBPOTUYCCKHIA OTEK,
aHa(UIAKTUYECKUH 10K, OpPOHXOCHA3M.

Tcuxuyeckue napyuienus. 4aCTOTa HEM3BECTHA — AXKUTALINA, HApYIIEHUE CHA, TPEBOra.
Hapywenus co cmoponbl HepeHOU cucmemsl. 4YacTOTa HEM3BECTHA — TOJIOBHas OOIb,
TOJIOBOKPY)KCHUE, aCEITUYECKUN MEHUHTHUT, CYJOPOTH.

Hapywenus co cmopoHbl opeana 3penus: 9acToTa HEU3BECTHA — HAPYIICHUE 3PEHUs, CKOTOMA.
Hapywenus co cmoponvl cepOya: 4acToTa HEM3BECTHA — TaXWUKapIus, apUTMUS, CHIDKECHUE
apTepHaIbHOTO JaBIICHUS, CTCHOKAPIUS.

Hapywenus co cmopoHbl cocy0og. 4acTOTa HEW3BECTHA — <IIPHIMBBD» KPOBH K KOXHBIM
MIOKPOBaM, KPOBOTEUECHHS (B TOM YHMCIIE, KPOBOTEUCHHUS U3 COCYIOB KOXKH, CIIM3UCTHIX 000JI0YEK,
KEIyIKa, KUIIICYHUKA).

Kenyoouno-kuuieunvie HapyuieHus: 9aCTOTa HEU3BECTHA — KCEPOCTOMHUS (CyXOCTh MOJIOCTH PTa),
AHOPEKCHUS, aTOHHWS KHIICYHWKA, YYBCTBO JABIICHUS W TICPEMIONHEHUS B OOJACTH JKEIyIKa,
TOIITHOTA, PBOTA, TUapesi, 3a1op, TUIepcaAIMBaIis (ITOBBIIIEHHOE CIIFOHOOT/ICTICHNUE).

Hapywenus co cmoponvl neyeHu u Jicenyegvbl8o0awjux nymeti: 4YacTOoTa HEU3BECTHA —
BHYTPUIICYCHOUYHBIH  XOJIECTa3, TMOBBIIICHUE AaKTUBHOCTH «IEYCHOYHBIX» TpaHCAMHUHA3,
MOBBIIICHHE aKTUBHOCTH TIEIOYHOM pocdaTassbl.

Hapywenus co cmopousl Kodicu U NOOKONMCHbIX MKAHell: 9acTOTa HEU3BECTHA — KOXKHBIA 3V,
KOXKHasl ChIlb, dpUTeMa (MOKpAaCHEHHE KO>KH), KPANUBHUIIA, MOBBIIICHHAS JIOMKOCTh HOTTEH,
OTEKH.

Coo01IeHne 0 MoI03PEBAEMBIX HEXKEIATEIBHBIX PEAKITHIX

BaxxHo coo01maTh 0 M0103pPEBAEMBbIX HEXKEIATENBHBIX PEaKIUAX MOCJIE PErUCTPALlUH IIperapara ¢
6
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JICKapCTBEHHOTO Tpernapara. MeIuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOMIaTh O JTFOOBIX
MO/I03PEBACMbBIX HEXKENIATENbHBIX PEAKIUAX JICKApCTBEHHOTO Ipernapara 4epe3 HalMOHAIbHbIC
CUCTEMBbl COOOILEHUSI O HEKeJIaTeIbHBIX pEaKIHUsIX TrocyaapcTB — uwieHoB EBpasuiickoro
SKOHOMMYECKOTO COI03a.

Poccuiickas ®eoepayus

OenepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBHanzop)

109012, r. MockBa, CnaBsiHCKas Iiomans, 1. 4, crpoenue 1

Ten.: +7 (800) 550-99-03

E-mail: pharm@roszdravnadzor.gov.ru

WurepHeT-caidT: WWw.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMOTOMBI

['onoBokpy’KeHue, TOIIHOTA, pPBOTA THIA «KO(EHHOM ryliny, MaieHue apTePHAIbHOTO JABJICHUS,
TaxuKapJusi, apUTMUs, IIOKPACHEHHE KOKHBIX MOKPOBOB, MOTEPsI CO3HAHUSA, 03HOO, apedieKcus,
TOHHUKO-KJIIOHUYECKHE CYIOPOTH.

B ciydyae BO3HMKHOBEHMSI ONMHMCAHHBIX BBIIIE HAPYIICHHH HEOOXOAWMO CPOYHO OOpPaTUTHCS K
Bpauy.

Jleuenue

Jleuenue cumnromatrueckoe. [Ipu mosBIeHUH MEPBBIX MPU3HAKOB MEPEI03UPOBKH (IIOTIUBOCTbD,
TOIIHOTA, IIMaHO3) HEMEUICHHO IMpeKpamlalT MpueM mpenapara. Eciu mpemapar HpUHAT
HEJJaBHO, CJIENyeT OOECTIeuuTh MEpHI, HaIpaBJIEHHbIE Ha MPEJOTBpPAIECHUE aTbHEHIIEro
BCACBIBaHMsI Tpernapara IyTeM €ro BBIBEJACHHS (IIPOMBIBAHHUS JKENMyAKa) WU 3aMeJICHUS
BCAChIBaHMsI (HAIIpUMeEp, MPUEM aKTUBUPOBAHHOTO YTJIs).

Oco0oe BHUMaHHUE JOKHO OBITH HAMpPaBICHO Ha MOJAJEpKaHWE apTePUATBHOTO JABJICHHS U
dbyakuun nprxanus. [Ipyu cy10poKHBIX MPUITAIKaX BBOJAT JUa3ETIaM.

Crenuduyeckuii aHTUI0T HEU3BECTEH.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMH4YeCKHe CBOMCTBA

dapmakoTepaneBTHUYECKas IPpyIa; neprudepudeckre Ba30uIaTaTopbl; MPOU3BOIHBIE MypHHA.
Koxg ATX: CO4AD03

MexaHu3M JeUCTBUS U d)aDMaKOHI/IHaMI/I‘-IGCKI/IC Bd)d)eKTLI

[TeHTOKCU(DWIINH yMEHBIIAeT BSA3KOCTh KPOBU M YIYYIIAeT PEOJIOTMYECKHE CBOMCTBA KPOBU

(TeKy4ecTb) 3a CHET:
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— YMEHBIICHUS arperanuy TpPOMOOLIUTOB U SPUTPOLIUTOB;

— CHIDKCHHUS KOHIIEHTpaluu (UOpUHOTEHA;

- CHIDKEHHSI aKTUBHOCTH JICHKOIIUTOB M YMCHBIICHHS aJre€3U JICHKOIIMTOB K DHJIOTEIIHIO
COCYIIOB.

B KkadecTBe MACHCTBYIOIIEr0 BEIIECTBA IMPEMapar COJNEPKUT MPOM3BOJHOE KCAHTHHA —
NEHTOKCUPIUIMH. MexXaHu3M ero ACWCTBUS CBs3aH ¢ MHTHOMpoBaHueM ¢ochonudcrepassl U
HAKOIJICHHEM [UKIMYECKOTo aiecHo3uHMOHOpochaTa (TAMD) B KIIeTKaX IIIaJKOH MYCKYJIaTypbl
cocynioB ¥ (POPMEHHBIX DIIEMEHTaX KPOBH.

OxaspiBasi ci1ab0e MHOTPOITHOE COCYAOPACIIMPSIONIee NeiCTBUE, TEHTOKCU(PHIUIMH HECKOJIBKO
yMEHbIIAaeT ob1ee nepupepudeckoe COCyAUCTOE CONPOTUBICHHE  HE3HAUYNUTEIBHO PACHIUPSIET
KOPOHAPHBIE COCY/IbI.

[MenToxcupminH 001a7aeT CIIA0BIM ITOJIOKUTEIBHBIM HHOTPOIHBIM 3 dexkrom Ha cepale.
VYiydiaer MEKPOIMPKYIISLUIO B 30HaX HAPYIIEHHOTO KPOBOOOpAIICHUSI.

JleyeHre MEHTOKCU(PHIUTMHOM HPUBOJAUT K YIYUYIICHUIO CHMITOMATHKH HapYIIEHHH MO3TOBOTO
KPOBOOOpAIIICHUSI.

[Ipr OKKJIFO3MOHHBIX 3a00JIeBaHUSX MEpU(PEPUUSCKUX apTepHil TMPHEM MEHTOKCU(UILIHHA
NPUBOAUT K Y/UIMHEHHWIO JUCTAHIMU XOABOBI, YCTPAHEHHIO HOYHBIX CYIAOPOT B MKPOHOXKHBIX
MBILIIAX U UCUE3HOBEHUIO 00JIEH B IIOKOE.

5.2. ®DapmakoKuHeTHYECKHE CBOMCTBA

Abcopbrus

[Tocne mpuema BHYTPh IEHTOKCU(DHILTHH OBICTPO U TIOYTH TTOJTHOCTBIO BCACHIBACTCS.

Pacnpenenenne

[TenroxkcupmwunH noasepraercss 3((eKTy «IepBUYHOIO» TNPOXOXKIACHUS UYepe3 IEUYEHb.
AbcomoTHas OMOJOCTYITHOCTh MCXOJHOM cyOcTaHuuu cocraBiser 19+13 %. Konnenrpauus
OCHOBHOT'O akTHBHOTO Metabonuta 1-(5-ruapokcurekcun)-3,7-auMeTHIKCaHTHHA (MeTaboauT I)
B IUIa3ME€ KpPOBU B J[Ba pa3za MPEBHIIIAET KOHUEHTPALMIO HCXOAHOTO IMEHTOKCU(UIUINHA.
Mertaboiur | HaxoauTcs C MNEHTOKCU(DWIIMHOM B 00OpaTMMOM OHOXMMHYECKOM PpEIOKC-
paBHOBecHH. [103TOMY EHTOKCUGIIIIIMH U MeTabosIuT | paccMaTpuBaroTCs BMECTe Kak akTUBHAs
enuHuIa. BeneacTBue 3Toro 10CTymMHOCTh aKTUBHOM CyOCTaHIIMK 3HAYUTEIIBHO OOJIBIIIE.

buorpancdopmarms

HCHTOKCI/I(I)I/IHJ'II/IH ITOJITHOCTBIO MCTa6OJ'II/IBI/IpyeTC$I u 6omaee uem 90 % BBIBOJUTCA YCPEC3 MOYKHU B
(bopMe HCKOHBIOTMPOBAHHBIX BOJOPACTBOPUMBIX MeTa0OJIUTOB.

DIMMHHAINS

[Tepuox nonyBbIBeA€HUS IEHTOKCU(UIIMHA TTOCE TpUeMa BHYTpb cocTaBiser 1,6 4.
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IToueunast HeJOCTATOYHOCTE

VY manueHToB ¢ HapyIIEeHUSIMH (PYHKIIH MTOYEK BBIBEJICHUE META00IUTOB 3aMe ISIETCS.

IIeueHouHas HEAOCTATOYHOCTD

v MMagUCHTOB C HAPYUICHHUAMU (bYHKHI/II/I MEYCHU IIE€PpHUOA ITOJTYBBIBCACHHA HGHTOKCI/I(l)I/IJ'IJ'II/IHa

YAJIUHACTCA, U a0CcoII0THAs 6I/IO,Z[OCTYHHOCTB YBCIUYHUBACTCA.

6. PAPMAIHEBTUYECKHUE CBOICTBA
6.1. [lepeuenb BcnoMorare/ibHbIX BellleCTB

S npo TabieTkn

JlakT03BI MOHOTHIPAT (Caxap MOJIOYHBIN)
Kpaxmain kaprodenbHbiii

Tanbk

KpemHust AMOKCHT KOJITIOUAHBIH (a3pocuit)

Maruus creapar

[Lienounas o6omouka — ACRYL-EZE® 93A18597 Geblii:

MeTakpuiioBoil KUCIOTHI M 3Takpuiiata conoaumep 1:1

Tanpk

Turana 1MOKCHU]T

Kpemuust nokcua KoJIOUIHBIN (a3pOCHIT)

Hatpus 6uxkap6onar

Hatpus naypuicynbdar

TpudTriInATpaT

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok romHocTH (CPOK XpaHEeHHs)

3 rona.

6.4. OcoOble Mepbl NPEIOCTOPOKHOCTH NMPH XPAHEHU U

B 3amuiieHHoM OT cBeTa MecTe Ipu Temneparype He Boime 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIIAKOBKH

10, 14 TabneTok B KOHTYPHYIO SIUEHKOBYIO YIAKOBKY U3 IJICHKU MOJTUBUHUIXJIOPUIHON U (HOJIBIU
AJTIOMUHHUEBOM NTEYAaTHOM JTaKUPOBAHHOM.

10, 20, 30, 40, 50, 60, 70, 80, 90, 100 TabneTok B OaHKY MOJTUMEPHYIO U3 TOJUMPOIIICHA WU
MOJIMATUIICHA, YKYIIOPEHHYIO HATSATMBAEMOM WJIM HAaBUHYMBAEMOM KPBIIIKOW MOJMMEPHON st
JIEKapPCTBEHHBIX CPEACTB M3 MOJUIIPONUICHA WU TOJUITUIIEHA C KOHTPOJIEM MEPBOTO BCKPBITUS

win 06€3 KOHTPOJIs, ¢ YIUIOTHSIOIINM 3JIEMEHTOM WK 0€3 Hero.
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aMOpPTHU3ATOP, UIIH OCYIIUTEIb.

Ha 6aHKy HaKJIEUBAIOT ATHKETKY CAMOKJICSIIYIOCS.

Kaxnyto 6anky, 1, 2, 3,4, 5, 6,7, 8,9, 10 KOHTYpHBIX SYESHKOBBIX YITAKOBOK C MHCTPYKITUEH 11O
MIPUMEHEHHUIO TIOMEIIAIOT B IMAYKy W3 KapTOHA.

6.6. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0  Mpenapara WJIM OTX0A0B, TOJYYEHHBIX TOcJe TNpPUMEHEeHHus
JIEKAPCTBEHHOT'0 Mpenapara, v Apyrue MAaHUMYJISIIUN € TPenaparom

Oco0bie TpeOOBaHMS OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YJOCTOBEPEHUSA
Poccuiickas ®@enepanus

OO61ecTBO ¢ OrpaHMYEHHOM O0TBEeTCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
115184, r. Mockaa, niep. O3epkoBckuid, a. 12, stax 1, momemt. |, kom. 9

Ten.: +7 (3522) 48-60-00

e-mail: fsk@velpharm.ru

7.1. IlpeacTaBUTEIb J€PsKATE/ISI PETHCTPALMOHHOIO Y10CTOBEPEHU

[Iperen3un norpedbuTENeH HAIPABIATE 110 aIPECY:

Poccniickas @enepanys

OO61ecTBO ¢ OrpaHMYEHHOM 0TBETCTBEHHOCTHIO «Bendapm» (000 «Bendapm»)
640008, Kypranckas o0:., r. Kypran, npocnekt Koncturynuuu, a. 11

Ten.: +7 (3522) 48-60-00, 55-51-80

e-mail: fsk@velpharm.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. IATA IEPBUYHOM PETUCTPAIINA

JlaTa nepBo perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OObmas xapakrtepuctuka JekapctBeHHoro mnpenapatra [IEHTOKCUOUIIJIMH BEJI®APM
JOCTyIIHA Ha HH(OpMAIMOHHOM Tmoprane EBpa3uiickoro 3>KOHOMHMYECKOI'O COI03a B

nH(pOpPMAIIMOHHO-KOMMYHHUKAIIMOHHOM ceTu «MHTepHeT™ http://eec.eaeunion.org/.
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