N={0Q01171)-(Pl-BLU) o1 13.06, 2024 COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 16.04.2024 N2 7550
(MOCNEQOBATENBEHOCTL 0003)

OBLIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O IIPEIIAPATA

Tpurruko, 150 mr, TabieTku ¢ NPOJIOHTMPOBAHHBIM BBICBOOOKIEHHEM

2. KAUYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JleiicTByloliee BELIECTBO: TPa30J0HA THIPOXIOPHI.

Kaxnas tabnerka coaepxut 150 Mr Tpa3zoioHa ruipoxjiopujaa.

BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YYUTHIBATh B COCTABE JICKAPCTBCHHOT'O
npemnapara: caxaposa (mpeccoBaHHbli caxap) (cm. pazaen 4.3 u 4.4).

[TonHblii nepeyeHb BCIOMOraTeIbHbIX BEIIECTB IPUBEIEH B paszzaene 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTku ¢ NPOJIOHTHPOBAHHBIM BbICBOOOKICHUEM.
JIBosikOBBINyKIIbIe TaOeTKN 0€10r0 Hin 0e10-KeITOBAaTOrO 1BETa OBAJILHON (OPMBI C IBYMS

napasuleIbHBIMU PUCKaAMH Ha 00€UX CTOpOHAX.

4. KIIMHUYECKHUE JIAHHBIE
4.1. [Toxa3zanust K NpUMEHEHHUIO
[Ipenapar TpuTTHKO NOKa3aH K NPUMEHEHHUIO Y B3POCIBIX I JICYEHUs JENPECCUBHBIX

paccTpOMCTB ¢ TPEBOr Ol uiu Oe3 Hee.

4.2. Pe:xum 103MpOBaHUs M CII0CO0 NPHMEHEHHUSs

PesxuM no3uposaHus

B3spocavie

75-150 mr/cyTku B BHJ€ pa30BOil 103bl BeuepoM nepea cHoM. Jlo3a MokeT ObITh yBenUueHa
110 300 mr/cyTKu, pa3IeaeHHbIX Ha JBa pUeMa.

Y rocnuTanu3MpOBAHHBIX IALUMEHTOB [03a MOXKET OBITh IOCTENEHHO YBEIMUYEHA J0
600 mMr/cyTKH B IOBTOPHBIX J103aX.

Oco0ble rpyIIbl MalUEHTOB

Ilayuenmu noscuno2o eéospacma
JU1s nOoKMbIX MK OCIa0ICHHBIX MALMEHTOB PEKOMEHyeMas HavaibHas J103a J0JIKHA ObITh

cHmkeHa 10 100 mr/cyTku B BHe ApOOHBIX 103 WIM B Ka4e€CTBE pa30OBOH /103bl B BEUEpHEE
1
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Bpemsi nepea cHOM (cm. pasaen 4.4). JlaHHyrO 103y MOMKHO IOCTEINEHHO IMOBBIILIATH IOJ
HaO0JII0/IEHHEM Bpaya B 3aBUCUMOCTH OT d(P(HEKTUBHOCTH M NEPEHOCHUMOCTU Ipernapara. B
OOJIBIIMHCTBE CIIy4aeB [UIsl JAHHBIX MAlMEHTOB CIeAyeT u30eraTb Ha3HAYECHUS PA30BOM 03kl
6onee 100 mr. O6b1uHO HE TpedyeTcs A03a, npeBbimatomas 300 Mr/cyTku.
Ilayuenmul ¢ neueHouHOU HEOOCMAMOYHOCMbIO
Tpa3on0H noasepraeTcsi HHTEHCUBHOMY I€UYEHOYHOMY MeTaboM3My, U IpUEM Mperapara
MOJKET aCCOLMUPOBATBLCS C TeNaroTOKCUYHOCTBIO (cM. paszgenst 4.4 u 4.8). Cuenyer c
OCTOPO’KHOCTBIO HA3HAYaTh MNpenapar MalUeHTaM ¢ IeYEHOYHOM HEeA0CTaTOYHOCTHIO,
OCOOEHHO IpU HAJWYUM IEYEHOUYHOW HEJOCTATOYHOCTH TskKeno crenenu. Heodxoaumo
NEPUOUYECKU ITPOBOAUTH MOHUTOPHUHT (DYHKIIUU NIEYEHHU.
Iayuenmul ¢ noueunou HeOOCMAaMOYHOCMbIO
OOBIYHO KOPPEKTUPOBKA J103bl HE TPEOYETCs, OJTHAKO CIEAYET C OCTOPOKHOCTHIO HA3HAYATh
NALUEHTaM C TSKEJION NMOYEeUHON HEJ0CTATOYHOCTBIO (CM. pasjensl 4.4 u 5.2).

eTu
TputTHKO HE CneaAyeT NPUMEHSTH Y AETeH B Bo3pacte 10 18 j1eT B CBSI3U C pUCKOM, CBSI3aHHBIM
C ONaCEHUsIMU OTHOCUTENILHO 0e30nacHOCTH (CM. pasjen 4.4).

Crooco0 nnpumMeHeHust

Tabnerku CJICAYCT IMNpPHHUMATh ULECIMKOM, HE pa3XKCBbiBasg, U 3alMdBasgs A0CTATOYHBIM
KOJIMYCCTBOM BO/BI. Tepanmo CJICAYCT HA4YUMHAThb C BCUYCPHEro IpueMa H IMOCTCIICHHOI'O
YBCIIUMYCHUA THEBHBIX 103.

l'[penapar MOXKET IIPUHUMATBCA HE3AaBUCHUMO OT NNpHUCMa IMUIIH.

[Ipenapar cnenyer npumeHsaTh KypcaMu He MeHee | Mecsua.

4.3. IlporuBonoka3anus
. ['Mnep4yyBCTBUTEIBHOCT K JCHCTBYIOIIEMY BEIIECTBY WJIH K JIOOOMY U3

BCIIOMOTIaTCJIbHbBIX BCUICCTB, IICPCHYUCIICHHBIX B pa3aciic 6. l;

. QJIKOTOJIbHAsI MHTOKCUKAIMS U MHTOKCUKALIMs CHOTBOPHBIMU IpenapaTaMu;
. OCTpbIil HH(pAPKT MUOKApAA;
. nehuuuT caxapo3bl/M30ManbTO3bl, HENEPEHOCHUMOCTh bpyKTO3HI,

IJIIOKO30-TajlakTO3Hast ManbabcopOuusi, Tak Kak JIEKAPCTBEHHBIH Ipenapar COACPKHUT
caxaposy;

. Bo3pacT 10 18 net (Oe3omacHOCTh HE ycTaHOBIIEHA) (CM. paszaen 4.4).
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4.4. Ocodble yka3zanusi 1 Mepbl PeJ0CTOPOKHOCTH IPH NPUMEHEHUH

[Tpumenenue v nerer ¥ noapocTkoB (1o 18 jer)

Tpa3010H He cneyeT NPUMEHATDh y JeTel U MOJAPOCTKOB 10 18 jerT.

B KIMHMYECKMX MCCIEAOBAHUSAX C Y4YyaCTHEM [JETeH M NOJAPOCTKOB, IOJIYYaBIIUX
AQHTHJICTIPECCAHTDI, CYMLMJAIbHOE MOBEACHUE (CyMIUAANbHAs IONBITKA U IJIAHUPOBAHUE
CyHMLIHJA) U BPak1eOHOCTh (B OCHOBHOM arpeCCUBHOCTb, COIIPOTUBIIEHUE U THEB) NIPH NIPUEME
npenapatoB HaOloJanMch wvamle, 4yeM B rpymnne mianedo. bonee Toro, orcyTcTBYIOT
JIOJTOCPOYHBIE JaHHbIE O O€30IaCHOCTH Yy JeTed U MOJPOCTKOB B OTHOLIEHHHM pOCTA,
CO3pEBaHMsL, KOTHUTUBHOI'O ¥ MIOBEICHYECKOTO Pa3BUTHS.

CYPII_LI/IIL/CYI/II_LPIIlaJ'IbelC MBICJIM WJIW YXYAIMICHUEC KJIIMHHYCCKHUX CUMIITOMOB

[lpu npenpeccHBHBIX COCTOSIHUSIX MOBBILIEH PHUCK IPOSABICHUN CYyMIMJIAIbHBIX MBICIIEH,
HaHeceHUst cebe Bpena wnM cyuuuaa. JlaHHBIL PHCK COXpaHSIETCS A0 BO3HHUKHOBEHMS
BBIPQKEHHON peMUCCHU. [IOCKOIbKY yiIydllIEHHE MOMKET HE HACTYNHUThb B TEYEHHE IEPBBIX
HECKOJIbKMX HE/ellb JICYeHHUsI WK OOoJblle, MAlMEeHThl JAO/KHBI HAXOAUTBCS MOJ CTPOIMM
KOHTPOJIEM 10 HacTymieHus yiayuuieHus. CoriacHO o0meMy KIMHHUYECKOMY OIIBITY, PHUCK
CYMIIM/JIa MOJKET IOBBIIIATHCS HA PAHHUX CTAJAUSIX BbI3JOPOBICHUS.

N3BeCTHO, UTO MALIMEHTHI C CYHLIMJAIbHBIMU COOBITUSIMY B @aHAMHE3€, WM NALUEHThI, KOTOPbIE
NPOSIBJISIIOT 3HAYUTENbHYIO CTENEHb CYMIMIAIbHOIO MBIIIJICHUS €lle 0 Haydajga JIeueHus,
UMEIOT 0ojee BBICOKMH PUCK BO3ZHHUKHOBEHHUS CYMLUMJIAIbHBIX MBICIEH WIM IMOIBITOK
caMOyOMICTBA, M JIOJKHBI HAXOAUTHCS MOJ1 TIATEIbHLIM HAOIIOICHUEM B TCUCHHUE JICUCHHUS.
Pesynbrarel  MeTaaHanu3za  11ane00-KOHTPOJIUPYEMBIX — KIMHUYECKHX  HCCIIEI0BAaHUMN
AQHTHJICTIPECCAHTOB, KOTOPbIE MCIIONIB3YIOTCS Y B3pPOCIBIX ¢ ICUXUYECKUMHU PAacCTPOHCTBAMU,
NOKa3aJI1 MOBBIILIEHHBIH PUCK PAa3BUTHUS CYULUAIBLHOTO MOBEJICHUS Y NALIMEHTOB MOJIOKE 25
JeT Ha (hOHE MpuemMa aHTUCIIPECCAHTOB B CPAaBHEHHH C IU1a1e00.

TmwarenbHoe HaOMIOAEHUE 3a MALUEHTaAMH, OCOOEHHO HMMEIOLUMMH BBICOKUH PUCK, AOJKHO
COMPOBOXKAATh JIEKAPCTBEHHYIO TEPANMI0, OCOOEHHO Ha paHHUX €€ CTaausiX U Iocle
u3MeHeHui 103el. HeoOxoaumo npeaynpeaurs nauueHToB (U UL, OCYLIECTBIISIOMUX YXO/ 3a
HUMH) O HEOOXOAUMOCTH OTCIIEKUBATh JI000€ KIMHUYECKOE YXYILUIEHHE COCTOSHUS,
CYHMLMJJATbHOE NOBEACHUE WM CYULUAANIBHBIE MBICIIH, HEOOBIYHBIE U3MEHEHUS NIOBEICHUS, U
HEMEJICHHO O0palaThCsi 3a KOHCYIbTALMEH K CHELMAIUCTY IpPHU MOSBICHUH TaKHUX
CUMITOMOB.

Jlnst MUHMMM3a1MH TOTEHLUAIBHOIO PUCKA MONBITOK CYHIMa, OCOOEHHO B Ha4alle JICUYCHHUs,

B KaXXJIOM KOHKPETHOM CJIy4dac NOJI)KHA Ha3HA4YaTbCAd MUHUMAJIbHO HCO6XOILPIMa$I J03a.
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v MAanMEHTOB CO CICAYIOMMMH COCTOAHUAMHU PEKOMCHAYECTCA CO6JI}O£laTb OCTOPOKHOCTH ITPH

N3MCHCHHUHN CXCMbI JO3UPOBAHHUSA U IIPOBOJUTL PErYJISAPHOC Ha6JI}OIlCHI/ICZ

. IPU HNUIETICUU HEOOXOAUMO N30€eraTh pe3Koro yBeJINYEHHs UM YMEHBIICHUS 103bI;
. MALMEHTBI C HapylIeHueM (DYHKIMH [IEYEHU MU [T0YEK, 0OCOOCHHO TSIKENOi CTENeHH;
. HNalMeHThl ¢ 3a00J€BaHUSIMU  CEpAlld, TAKUMHU KAaK CTEHOKap/Aus, HapyLIECHUs

npoBoauMocty wim AB-Onokaga n000# CTeneHH, HEJIAaBHO NEPEHECeHHBbIH HH(apKT

MHOKap/a;
. TUIIEPTHPEO3;
. HApYLIEHUs MOYEHCIyCKaHMs, Hanpumep, Ha (oHe runeprpoduu npeacraTeabHON

JKeJe3bl, XOTs IPOOJIEM HE 0JKUAETCS, IOCKOIbKY aHTUXOJIMHEepruyeckuii apext TpazoioHa
HE3HAYUTEJICH;

. OCTpasi 3aKpbITOYTOjbHasl IJIayKOMa, MOBBILIEHUE BHYTPHUIJIA3HOIO JABJICHHUs, XOTs
3HAYUMbIC H3MEHEHHUS MAJIOBEPOATHBI, IIOCKOJIbKY aAHTUXOJMHEPIHYECKOE ICHCTBHE

TPa30/]0Ha BBIPAKEHO c1a0o0.
[Ipu pa3BuTUM XKENTYXU TEpaIus TPA3010HOM J10JDKHA ObITh NPEKpallieHa.

[IpumeHeHne aHTUETIPECCAHTOB Y NAILIMEHTOB C MU30(PPEHUEH U JIPYTUMHU NICUXUYECKUMU
paccTpoMCTBAMU MOKET NMPUBECTH K BO3MOKHOMY YXY/IIICHUIO ICUXHMYECKMX CHMIITOMOB.
[Tapanouaanbuple MbICAIM MOTrYT ycuiauBaTthes. [Ipu jeueHuM Tpa3o0HOM JENpPECCHBHBIE
NPUCTYNBI MOTYT BapbUPOBAaThCA OT MAaHMAKAIbHO-IENPECCUBHBIX [0 MAaHHUAKAJIbHOTO

ncuxo3a. B aTom citydae Tpa3o10H J0KEH ObITh OTMEHEH.

[lpuy npumenenun  TpazoAoHa  OJHOBPEMEHHO ¢  Ipernapatamu,  00J1aJaloUUMH
CEpPOTOHMHEPTUYECKON AKTUBHOCTBIO, TAKUMHU KaK JPYrHe€ aHTHICHPECCAHTHI (Harpumep,
TPULIUKJIMYECKUE AHTUACIPECCAHTBI, CEJIEKTUBHbIE MHIHMOUTOPBI O0OpaTHOro 3axBara
CEpPOTOHMHA, CEJIEKTUBHBIE HHTMOUTOPBI 0OPAaTHOrO 3axXBaTa CEPOTOHMHA U HOPAJIpPEHAIMHA U
MAO-uHrubuTOpsl) U HEHPONENTHKH, OBUIM ONHCAHbI B3aUMOJECHCTBUSL C pPAa3BUTUEM
CEPOTOHMHOBOIO CHUHApPOMA WIM 3JI0KQYECTBEHHOTO HEHPOJENTHYECKOr0 CHHIPOMA.
3/10Ka4e€CTBEHHbIN HEHPOIENITUYECKUI CUHIPOM C JIETAIbHBIM HCXO00M ObLI 3apEerucTpUPOBaH
B CJIy4asiX COBMECTHOT'O IPUMEHEHUS ¢ HEHPOIENTUKAMHU, /1151 KOTOPBIX ATOT CUHAPOM SIBIISICS

M3BECTHOM BO3MOXKHON HEKEIATEIbHOM JIEKapCTBEHHON peakiueil (cM. paszenst 4.5 u 4.8).

Cnenyer co0moaaTh OCTOPOKHOCTH Yy IALIMEHTOB, NPUHUMAIOLIMX CEPOTOHUHEPTUYECKUE
CpEJICTBA, TAKUE KaK TPA30/10H, OJIHOBPEMEHHO ¢ aHTHKOATrYJITHTAMU U/UJIM aHTHArPEraHTaMu,

a TaAK¥XKC y MAllUCHTOB C WU3BECTHOM TCHJICHIUEH K KPOBOTCUYCHUAM.
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Tak kak arpaHyJI0UUTO3 MOXKET MPOSABIATHCSA KaK IPUIIIONOI00HbIN CUHIPOM, O0JIb B ropiie U
JUXOpajKa, IPH MOSBJICHUHU JAHHBIX CUMIITOMOB PEKOMEHIYETCS KOHTPOJIMPOBATh KapTHHY

KPOBH.

Coo011a10¢h 0 ciiy4asix 'MIOTEH3UH, BKJIIOYAs OPTOCTATHYECKYIO THIIOTCH3UIO B OOMOPOK, Y
NALHEHTOB, NPUHUMAIOLINX TPA30/10H. OJ1HOBpeMEHHOE IPUMEHEHHE c
AQHTUTUNECPTCH3UBHBIMM ~ NpernapataMu  MOXKET  HOTpeOOBaTh  CHIDKEHHS  JI03bI

AQHTUTUNIEPTEH3UBHOIO Iperapara.

[Ipu nnurenpHOM Tepanuu TPa3o0HOM PEKOMEHAYETCS IOCTENEHHOE CHHKEHUE J103bI Epe]
OTMEHOMH Ipenapara JiUIi MUHMMH3alui CUMITOMOB OTMEHBI, TAaKUX KakK TOLIHOTA, IOJIOBHAs

00J1b, HEJIOMOTaHHE.

Her Hukakux J0Ka3aTeNbCTB TOrO, YTO TPA30J0HA THAPOXJIOPUI 00aJaeT KAaKUMH-JIHOO

BBI3bIBAOIIUMHU IIPHUBBIKAHHUE CBOMCTBaMH.

Kak u B cioywae ¢ apyrumu aHTHIENpPECCAHTaMH, O cilydasx yuiuHeHus uHrepBaia QT c
TPa30/10HOM cOo00LIaI0Ch OYeHb peako. Ciaeayer codmoaaTh OCTOPOKHOCTD MPU HA3HAYECHUU

TPa30/10HA C JIEKAPCTBEHHBIMU IIpenapaTamMu, KOTopble yuInHsAI0T uuTepsain QT.

Tpa3onon cinegyer NpUMEHATb C OCTOPOKHOCTBIO y MAILMEHTOB C MU3BECTHBIMHU CEPACYHO-
COCYAMCTBIMH 3a00neBaHusIMH, B TOM uucie ¢ ymiuHenuem untepBana QT. CuibHble
uHruouTopsl CYP3A4 MOryT npuBECTH K MOBBIIICHUIO YPOBHS TPa30/10Ha B CBIBOPOTKE KPOBH

(cm. pazzen 4.5).

Kak u B ciaywae apyrux npenaparoB ¢ anb(a-aJpeHOIUTHUYECKON aKTUBHOCTHIO, TPa30/10H
OUEHb PEIKO ACCOLMHMPYETCS € MPUANU3MOM. DTO MOXKHO CKOPPEKTHpPOBATh € MOMOILbIO
BHYTPHUKABEPHO3HOH MHBEKLUUHU allb(a-aJpeHeprudeckoro CpecTBa, TaKOro Kak aJpeHaauH
WIH MeTapaMHHOI. Tem He MeHee, eCThb COOOLIEHUS O BBI3BAHHOM TPA3010HOM IPHAINU3ME,
KOTOpbIE IOTPeOOBAIM XMPYPrUYECKOrO BMEIIATENLCTBA MM IPUBEIM K IOCTOSHHON
cekcyanbHOM jauchyHkuuu. IlanmeHTsl, y KOTOpBIX pa3BUBaeTCs 7Ta Mpejrosiaraemas

noooyHas pe€akuus, 10JIKHbI HEMCIJICHHO MPEKPATUTh [IPUEM TPa30a0HaA.

[TaneHTHI OKUIOr0 BO3pacTa

[Toxunble manueHTel 4acTo 0osiee BOCIPUMMUMBLI K aHTHACIPECCAHTaM, B YaCTHOCTH, 4alle
coobmaercss 0 CiIy4asx OPTOCTATHMYECKOM TMIIOTEH3UH, COHJIMBOCTH M JAPYTHX

aHTuxoauHepruueckux s dexrax Tpazo0Ha.
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Ocoboe BHUMaHME HYKHO YJAEIMTh MOTEHUHAIBHBIM QJUTHUBHBIM 3(dexram B cBs3M ¢
OJIHOBPEMEHHBIM ~IPUMEHEHHUEM JPYIMX IICUXOTPONHBIX WIM AHTHUTUIIEPTEH3UBHBIX
npenapaToB WM NPU HAIMYMKM (PAKTOPOB pUCKA, TAKMX KAK CONYTCTBYHOLIUE 3a00jeBaHus,
KOTOPBIE MOTYT yCYI'yOJIATh JaHHBIEC PEAKLUH.

Pexomennyercsi, urtoObl MAalMEHT WM  JIMLO, OCYILECTBISIONIEE  yXOiA,  Obliu
npouH(GOPMUPOBAHEI O BO3MOXHOM BO3HUKHOBeHuM Takux d¢pdextoB. Heobxoaumo
TIIATEIbHO KOHTPOJIUPOBATh UX NPOSBICHUE Y MALMEHTA MOC/IE Havyalla Teparuu, 10 1 1ociae

TUTPOBAHMS B BO3pACTaIOLLEH 103€.

Biusinue Ha pe3yJibTaThl aHAJIU3a MOYHU

[Ipy wmcnonp30BaHMM MMMYHOTECTOB /JIi KOHTPOJI HApKOTUYECKUX BELIECTB B MOYE,
peakTUBHOCTh MerabonuTta TpaszogoHa Mera-xyoppenwinunepasuna (M-XIIIT), xoropsrii
CTPYKTYPHO IOX0K Ha MeTuieHauokcumeramberamun (MJIMA, skcTasu), MOXKET BbI3bIBATD
JIO)KHOTIONOKUTEIBHYIO peakuuio Ha aMm@eraMuH. B gaHHBIX cioydasx peKOMEHAYeTcs
NPOBOJUTH NOATBEPIK A0 aHAIN3 C TOMOILBIO METO/1a MAaCC-CIEKTPOMETPHH.

Baxxnas undopmaliiys 0 BCIoMorareibHbIX BEIIECTBAX

[Ipenapat cosepKUT B cOCTaBe caxaposy.
[TaumenTamM ¢ peako BCTPEHAIOLIEHCS HACIEACTBEHHOW HENEPEeHOCUMOCTBIO (DPYKTO3BI,
IJIIOKO3HO-TAJIAKTO3HOW ManpabcopOuuel uau  AeGUUUTOM caxapasbl-U30MalbTa3bl HE

CJICAYCT NPUHUMATD 3TOT IIpEriapar.

4.5. B3aumojeiicTBHe ¢ JPYrHMH JIEKAPCTBEHHBIMH IpenapaTaMH W Jpyrue BH/bI
B3aUMO/1eHCTBUSA

Obuwee

CenaruHblil 2p ekt aHTUIICUXOTUYECKUX, CHOTBOPHBIX, CEJaTUBHbBIX, AaHKCHOJIUTUYECKUX U
AQHTUTMCTAMUHHBIX IIPENapaToB MOXET YCWJIMBATBhCS, B TAKUX CIy4asX PEKOMEH/yeTcs
CHIDKEHHE J103bl.

Metabo113M aHTUETIPECCAHTOB YCKOPSETCS B CBSI3H € renatudeckuMH d(hdexramu opanbHbIX
KOHTpaLenTuBoB,  (enuromHa, kapOamaszenmHa u  OapburyparoB.  Merabonusm
AQHTUJICTIPECCAHTOB  HMHIUOMpyeTcs UUMETUJAUHOM U HEKOTOPBIMH  JIpYT'MMHU
AQHTUIICUXOTHYECKUMH IpErapaTamMu.

CYP3A44 uncubumopwi
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HccnenoBanus metabonn3ma npenapara in vitro nokasbiBaloT, 4TO CYILECTBYET MOTEHIHAI IS
JIEKapCTBEHHOIO B3aUMOACHCTBHUSI, KOI'/1a TPAa30J0H HA3HAYAETCA ¢ MHTUOMTOpaMH LIMTOXPOMa
P4503A4 (CYP3A4), TakuMH Kak pUTPOMHIIMH, KETOKOHA30J, MUTPAKOHA30Jl, pPUTOHABUD,
uHauHaBup U HedazonoH. Muruburopst CYP3A4 moryr npuBOAMTH K 3HAUUTEIBHOMY
NOBBIIICHUIO KOHLEHTPALMU TPa30JoHa B IUa3Me. B uccrnenoBanusix in vivo Ha 310pOBBIX
J100poBOJIbIIAX ObLI10 MOATBEPHKACHO, 4TO B J103¢e
200 mr aBa pa3a B IcHb PUTOHABUD yBEJIMUUBAJ YPOBHHU TPa30/0HA B IU1a3Me Ooiee 4eM B JBa
pasza, YTO NIPUBOAWIO K TOIIHOTE, OOMOPOKAM M apTepuUaabHOM runoreH3uu. Eciau tpazonon
NpUMEHSIOT ¢ MOLHBIM uHrHOuTOopom CYP3A4, neodxoauma Oonee HU3Kast 103a TPa3040Ha.
[Tpumenenus CYP3A4 uurudbutopos cieayer 1o BO3MOKHOCTH N30€rars.

Kapbamaszenun

Pe3ynbTarhl COBMECTHOTO NPUMEHEHHS BHIPAYKAIOTCSl B CHUKEHUM KOHLIEHTPALUU TPa30/10Ha
B 1uiasme. OgHOBpeMEeHHBIH npuem kapOamasenuHa B cyrouyHod ao3e 400 mr mpusen K
CHI)KEHMIO KOHLEHTPALMKU TPa3o[OHAa B IUIa3ME€ KPOBHM MU €ro aKTUBHOIO METadOoIuTa M-
xsoppenunnunepaszuna 10 76% u 60%, coorBercTtBeHHO. 10 2TON npuUuYMHE MALMEHTHI,
NPUHUMAIOLIME TPa30JOH B KOMOMHAIMM C KapOamas3enmuHOM, JOJDKHBI ITOCTOSIHHO
HaOII0AaTHCS HA NIPEeIMET HEOOXOAMMOCTH MOBBIIICHUS JO3UPOBKH TPA30/10HA.
Tpuyuxnuueckue anmuoenpeccanmol

OaHOBpeMEHHOTrO NpuemMa C Tpa3oAO0HOM clieayeT u3derartbh M3-3a pUCKa B3aUMOJCHCTBUS.
Cneayer omacaTbCs CEPOTOHHMHOBOIO CHHAPOMAa M MOOOYHBIX I(P(EKTOB €O CTOPOHBI
CEepAEYHO-COCYIUCTON CUCTEMBL.

Dnyokcemun

Coo0wanocs 0 peKUX Ciay4asix MOBBIIICHUs YPOBHs TPa30/0HA B IUIA3ME€ U HEKEIATEIbHBIX
apdekrax npu codyeraHuun TpazogoHa ¢ ¢uyokceruHoMm, unruburopom CYP1A2/2D6.
Mexanu3m, nexamuid B OCHOBE (DapMAaKOKMHETHYECKOrO B3aMMOCHCTBUS, MOJHOCTBIO HE
u3yueH. He uckioueno papmaxkoguHaMuueckoe B3auMoieiicTBue (CepOTOHUHOBBII CHHIPOM).
Hneubumopwvr MAO

Co00111a710Ch 0 BO3MOXKHOM B3aUMO/IEHCTBUH ¢ HHI'MOMTOpAaMu MOHOaMHHOOKcH1a36l (MAO).
Hecmorpss Ha TO, 4TO HEKOTOpBIE BpayM HA3HAYalOT JBa Ipernapara OJHOBPEMEHHO,
NPUMEHEHHUE Tpa30/10Ha OJHOBPEMEHHO ¢ nHruontopamu MAO uin B TeUeHHE ABYX HEIEIb
nociae 3aBepuieHust npuema uHrubutopoB MAO He pexkomenayercsa. [Ipumenenue
uHruburopoB MAO B TedyeHue OJHON HEJIENM IOCJEe TEparnuu TPa30J0HOM TaKKE He

PEKOMEH 1y €eTCsL.
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Denomuaszutbl

Bb1i 0TMEYEHBI Cilydan cepbe3HON OPTOCTAaTHUECKOH M'MITOTEH3UH B CIIy4ae OIHOBPEMEHHOTO
npuMeHeHuss ¢ (EHOTHA3MHAMM, HaNpuMep, C XJopnpomazuHoM, ¢uydeHa3uHOM,
JIEBOMENPOMA3HHOM, NepdheHaznHoM.

Anecmemuxu/ muopenaxkcanmoi

TpazomoHa ruapoOXJIOpUI MOXKET YyCWIMBaTh A(PPEeKTbl MHOPEIAKCAHTOB U JIETYYHX
AQHECTETHKOB, IIPUMEHSTH HEOOXOIUMO C OCTOPOIKHOCTBIO.

Ankozonw

Tpazonon ycunuBaer ceaatuBHblil d¢dext ankorons. Crneayer uzberatb ynorpediieHUs
AJIKOT0J1s1 BO BpPEMsi TEpPAIuU TPa3010HOM.

Jleeooona

AHTHUJETIPECCAHTBI MOTYT YCKOPSATH METa00IM3M JICBOIOIIBL.

Ilepopanvhvie anmukoa2yisaHmyl u/uiu aHmMuUazpe2anmbyl

Peaxo coobmanock 00 u3MEHEHHMH (YHKUMM AHTUKOAryJISHTHOW CHCTEMbI (M3MEHEHHE
1a00OpaTOPHBIX 3HAYEHUH W/MIM KJIWHUYECKHUE IPU3HAKU M CHUMITOMBI) C YCHICHHEM
KPOBOTEYEHHUSI.

Coo011anocs o citydasx H3MEHEHHs: IPOTPOMOMHOBOIO BPEMEHH Y NMAIIMEHTOB, IPUHUMABIINX
OJIHOBPEMEHHO TPA30/10H U Bap(apuH.

Hpyzoe

OHOBpEeMEHHBIH PUEM TPa30/10Ha C IperapaTaMu, KOTopblie yutnHs0T nutepai QT, moxer
NOBBIIATL PHUCK JKEIYJA0YKOBOH apUTMUH, BKJIIOYAs HOIMMOP(HYIO IKEITyI04KOBYIO
Taxukap . Heobxoauma 0ocTOpoKHOCTh IPH UX COBMECTHOM NPUMEHEHHUHU C TPA30JOHOM.
[TockonbKy Tpa3oa0H sABISETCS ¢1abbIM HHIHOUTOPOM OOpPATHOIrO 3aXBaTa HOPAJAPEHAIMHA U
HE M3MEHSET peaklHi0 apTepUalbHOrO JABJICHUS HAa THPAMHH, BJIUSHHE HA THIOTEH3UBHOE
JEHCTBUE COCIMHEHUH 110 TUITY I'yaHETHIMHA MaJIOBeposTHO. TeM He MeHee, UCcCIeI0BaHUs Ha
KMBOTHBIX IPEJAINONIATalOT, YTO TPA300H MOXKET MHIMOMpPOBaTh OOJIBLIYIO 4YacTh OCTPOIroO
s dexTa KIOHUAMHA. B OTHOLIEHHUH IPYTHX aHTUTUIIEPTEH3UBHBIX [IPENapaToB BO3MOXKHOCTb
NOTEHLIMPOBAHUS JOJDKHA YUUTHIBATbCS, XOTS KIMHUYECKU B3aUMOJICHCTBUE HE JIOKA3aHO.
[To6ounbIe 2(h(eKThl MOTYT NPOSBIISATHCS Yallle TPH OJTHOBPEMEHHOM IPUMEHEHUH TPA300Ha
¢ mpenaparaMmu, Coiep:KaluuMu 38epo00oii npoasipsiBieHubll (Hypericum Perforatum).
OHOBpEMEHHOE IPUMEHEHUE JUTOKCHUHA WIN (PEHUTOMHA C TPA30JJOHOM MOJKET IPUBOAUTH K
MOBBILIECHUIO YPOBHS JUTOKCHHA U (DEHUTOMHA B CHIBOPOTKE KpoBH. Clie/lyeT KOHTPOJIMPOBATH

YPOBCHb JUI'OKCHHA U Cl)CHI/lTOI/lHa B CBIBOPOTKE Y TAKHUX IMAalTUCHTOB.
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4.6. ®epTHIBLHOCTD, HEPEMEHHOCTD H JIAKTALHSA

bepemenHocTth

JlanHble MO OrpaHUYEHHOMY KOJMYECTBY OEPEMEHHBIX JKCHIIUH, KOTOpbIC IMPHUHUMAIN
npenapat Bo BpeMmsi 6epemenHoctd (<200), He BbIsABWIM NMOOOYHBIX 3(eKkToB Tpas3oioHa B
OTHOIIEHUHM OEPEeMEHHOCTH U 3J0POBbSl  ILJI0Ja/HOBOPOKACHHOrO. WHBIX JOCTYHHBIX
AMUJAEMUOJIOTMYECKUX JIAHHBIX HET.

WUccnenoBanus Ha JKMBOTHBIX HE BBISIBUWIM NPSIMOIO MM KOCBEHHOI'O OTPHUIATENIBLHOIO
BO3JECHCTBUST  HAa  OepeMEHHOCTb,  AMOpHOHaIbHOE/(eTanTbHOe  pa3BUTHE  IUIOJA,
pOJIOpa3pellIeHUEe UM NOCTHATAJILHOE Pa3BUTHE B TEPANIEBTHUECKUX J103aX (cM. paszen 5.3).
[Ipenapar pomxkeH Ha3HayaTbCss OEPEMEHHBIM JKEHIIMHAM TOJILKO B Clly4ae, €ciH
NOTEHIUAJIbHAS 110JIb3a JUISl JKEHIUHBI ONPAB/bIBAET BO3MOXKHbIE pUCKHM s moja. [Ipu
NPUMEHEHUU [0 POJOPA3pPELICHUsT HOBOPOXKIACHHBIC JOJIKHBI HAOMI0JAThCsl HA NpPEJAMET
NPOSIBJICHUS] CHHJIPOMA OTMEHBI.

[Ieproa rpy/IHOTO BCKapMIMBAHUS

OrpaHu4eHHbIE JIaHHBIE MOKA3bIBAIOT, YTO HEOOJIBIIOE KOJUYECTBO TPa30J0HA IONAJAeT B
IPyJHOE MOJOKO, HO YpPOBEHb AaKTUBHOIO MeTaboiuTa Heus3BecTeH. B cBsa3u cC
HEI0CTATOYHOCTBIO JAHHBIX PELICHUE O MPOI0DKEHUN/IPEKPALLIEHUH IPUEMa IIpernapaTa uiu
NPOJOJKEHUN/TIPEKPAILEHUH T'PYJIHOrO0 BCKAPMIIMBAHUS JIOJDKHO IPHUHUMATBCS, YUWUThIBas

N0JIb3y KOPMJICHMS TPYAbIO A1l peOeHKA U NOJb3y Tepanuu ISl MaTepHu.

4.7. Bausinue Ha cnOocOOHOCTH YNPABJIATH TPAHCHOPTHBIMHM CPeICTBAMH M padoTarth ¢
MeXaHH3MaMH

Tpa3010H OKa3bIBACT HE3HAYUTEILHOE WM HEOOJBIIOE BIUSHUE HA CIIOCOOHOCTb YIPAaBIIsATh
TPAHCIIOPTHBIMM CPEJACTBAMU MM MexaHusmamu. llamueHnt nomkeH ObITh HpenynpexieH o
pPUCKE IPU YNPABICHUU TPAHCIIOPTHBIMH CPEACTBAMU WM NpU paboTe ¢ MEXaHU3MaMH, MOKa
OH He OyJIeT yBEpeH, 4YTO HE MCHbITHIBAET COHJIMBOCTb, BSUIOCTb, T'OJOBOKPYKEHUE,

CITYTAaHHOCTb CO3HAHUA UJIU HCUCTKOCTD 3PCHUA.

4.8. HexkeslaTeibHble peak UM

PesroMme HexenaTelbHbIX peaKUi

Coolmanocs 0 ciayyasx CyMUMIAIbHBIX MBICICH M CyHMLUMJAILHOTO IMOBEACHUS BO BpeMs
TEparnuy TPa3010HOM WK B PAHHEM I1EPUOJIE N10CIIE 3aBEPLICHUS TEPAIIUH.

Cnenyiolme CHMITOMBI, HEKOTOPbIE M3 KOTOPBIX TaKKe OBUIM OTMEYEHbI B CIIydasx
9
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COOTBETCTBYET 3KCNEPTHOMY OTHETY

HEJICYCHOH Aenpeccuu, OblH 3a(PUKCUPOBAHBI Y NALUEHTOB, IPUHUMAIOLIUX TPA30/10H.

Knacc cucmem  opzanoe| Yacmoma neuszeecmua (Ha 0CHOGAHUU UMEIOWUXCA OAHHBIX
(MedDRA) OUECHUMb HEEO3MOMNCHO )

Hapymienuss co  cTOpoHBI | ArpaHyJIOLUTO3, TPOMOOLUTONIEHUS, 703uHO(UIIHS,
KpoBU M JIUM(ATHUYECKOH |JIEHKONIEHUs, aHEMHUS

CUCTEMBI

Hapymenus co  cTOpoHbI | AllZIEpru4ecKue peakuu

UMMYHHOM CHCTEMBI

OH/IOKpUHHBIEC HAPYLICHUS

CPIHIlpOM HEaJICKBATHOMN CCKpCLUUHN AHTUIUYPETHUYCCKOI'O

ropmona (CHC A1)

Hapywenus merabonusma u

IMUTAHUA

lunonatpuemus', moTeps Beca, aHOPEKCHs, TOBbIILICHHBIH

aIrcTuT

[leuxuueckue HapyeHus

CyMUMJaIbHBIE MBICAM WIH CYMIHJAILHOE [OBEJEHHE,
CIIyTaHHOCTb CO3HAHUs1, OECCOHHUIIA, 1€30PUEHTALIUS, MAHUS,
0eCrnoKONCTBO, HEPBO3HOCTb, BO30YXkKACHHE (OYEHb PEIKO
obocrpsitolieecss 10 OPHUCTYNOB — Opena),  ACNUPHUH,
arpeccuBHas peaklys, Ta/UIIOLMHALIMK, HOYHBIE KOLIMApBHI,

CHHIKCHHC J'Ild6ld£l0, CUHAPOM OTMCHBI

Hapymenuss co  CTOpOHBI

HEPBHOU CUCTEMBI

CepOoTOHMHOBBIA  CHUHAPOM, CYAOPOTH, 3JI0Ka4€CTBEHHBIN

HEUPOJIENITUYECKHIH CUHIAPOM, TOJOBOKPYKEHHE, BEPTHIO,

COHJINBOCTB",

rojioBHasi 00Jib, 0ECIOKOMCTBO, CHHMIKECHHE
OAUTENBHOCTH, TPEMOpP, HApYILICHUE 3PEHUs, HapyLIECHUE
namsiTH, MUOKJIOHUYECKUE CYAOPOrH, BbIpakeHHas adasusi,

napecresusa, TuCTOHUA, UBMCHCHUEC BKYyCa

Hapymenuss co  CTOpOHBI

cepaua

Cepneunas apurmus’ BKJIIOYAs HOJUMOPDHYIO
P PPHY

HKEIYyJOUYKOBYIO TaXUKapJuIo, Yy4alleHHoe cepaledueHue,
HPEeXJIEBPEMEHHOE JBa

KEITYAOYKOBOC COKpalICHHUEC,

NOCJIE/1I0BATEIbHBIX KOMILIIEKCa IPEKIEBPEMEHHBIX
JKEJTYJIOUKOBBIX COKpAILECHUH, KEITyJOUKOBash TaXUKapus),
Opaaukapaus, Taxukapaus, otkionenus no IKI' (yanmunenue

unrepaia QT)

10
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Hapymemm (&10) CTOPOHBI OpTOCTaTH‘-ICCKaﬂ THNOTCH3UA, apTCpUaIbHAsA T'UIICPTCH3Us,

COCY/I0B 00MOpOK

Hapymenuss co  cTOpOHBI | 3a7105K€HHOCTh HOCA, OIBILIKA
JIbIXaTeNbHON CUCTEMBI,

OpPraHoOB TPYAHON KJIETKH U

CPEIOCTEHUS

Keny104HO-KHILIEYHbIE TomnoTra, pBOTa, CYXOCTH BO PTY, 3aloOpbl, JuUapes,

HapyLIEHUs aucrienicusi, 00ab B JKMBOTE, TaCTPOIHTEPUT, IMOBBIIICHHOE
CIIIOHOOT/IETICHHE, napajJuTHYeCcKast KULIEYHasi
HEMPOXOAUMOCTD

Hapymenus co cropons! |Hapymenus ¢yHkuun nedeHu (BKIIO4ash IKENTyXy H
TEYEHH U JKETYEBBIBOMAIINX |IOBPEKICHUE  KJIETOK  TI€YEHM)’,  BHYTPUIICUEHOUHBIH

nyTeu xoJiecras

Hapymenus co  cropons! | KoxkHas cbinb, 3y, rUnepruapos

KOXKH H ITIOJKOXKHBIX TKaHeH

Hapymenuss co  croponsl | boiib B KOHEUHOCTSX, O0/Ib B CIIMHE, MUAJITUSL, apTPAJIrus
MBILICYHOH, CKEJICTHOH U

COEUHUTEILHON TKAHU

Hapymwenuss co croponsl | PaccTpolicTBO ~ MOYEHCIYCKaHUsI,  HEJEpHkKAHUE  MOYH,
NOYEK M MOYEBBIBOJALINX |3a/1€piKKa MOUYM

nyTeu

Hapymenuss co  cropousi | [Ipuanuzm®
PENpOAyKTUBHON CUCTEMBI U

MOJIOYHBIX JKCJIC3

OO0miue HapyuIeHus u |Cnaboctb, OTEK, IPUMNIONOJI00HBIE CUMIITOMBI, YCTallOCTh,

p€akuun B MECTC BBCIACHUSA 00J1b B rpyay, Juxopazaka

JlaBoparopusbie u | [ToBblieHHbI YPOBEHb (DEPMEHTOB NEYEHH

HHCTPYMCHTAJIbHBIC ITAHHBLIC

'V HauueHToB ¢ MMEIOLIMMHCS CHMIITOMAMH CJIEAYeT KOHTPOJIMPOBATH COCTOAHHE BOJHO-DICKTPOIHTHOIO
Oananca.

2 Cmorpure pazuen 4.4.

3 Tpa30/10H - QHTHIENPECCAHT, 00JIAIAIOIHIT CeaTUBHBIMU CBOMCTBAMH. B HEKOTOPBIX CllydasX B IICpPBbIC AHH
JICYCHHS] BO3HUKACT COHJIMBOCTb, KOTOPasi OOBIYHO MCUE3ACT MO3XKE.

4 HccnenoBaHust HAa JKUBOTHBIX [IOKAa3alld, 4YTO TPA30LOH MEHEE KapAHOTOKCHYCH, 4eM TPULMKIHYCCKHE
AQHTHUJICIIPECCAHTBI, a KIIMHUYECKHE MCCIICI0BAHHS [I0KA3bIBAIOT, YTO ATOT IpernapaT ¢ MEHbLICH BEPOATHOCTHIO

11
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BbI3bIBACT HApyLICHMs pHUTMa cepiua y ueioBeka. CornacHo pesyibraraM KIMHMYECKMX HCCIIEIOBaHMI Y
[ALUEHTOB C paHee HMEIOIUMUCSH 3a00JICBaHUSIMU CEpJla, TPA30J0H MOKET o0ajaTh apUTMOICHHBIM
HOTEHLUAIIOM Y HEKOTOPBIX ALMEHTOB B 9TOH HOITYJISLUH.

3 O HexenarenbHbIX A eKrTax Ha QYHKLHIO IEYEHH, HHOT/IA TSKEIIBIX, COOBLIANOCH PEIKO.

& Cmotpute pazzen 4.4.

Jletn ¥ OAPOCTKHU

JlaHHBIE OTCYTCTBYIOT, TaK KakK Ipenapar MpoTUBOMOKAa3aH AETsAM U NOAPOCTKaM 10 18 ner.

Coo00111eHKE 0 [10I03PEBAEMBIX HEXKEIATEILHbBIX PEAKIIUIX

Baxno coo0mate 0 M0OA03peBAaEMbIX HEXKENATENbHBIX PpEaKUUsAX IO0CIE PEerucTpanuu
npernapara ¢ LENbI0  00ECNEYEHHs]  HENpPEephIBHOIO  MOHHUTOPUHIA  COOTHOLICHMS
«I10J1b3a — PUCK» JIEKAPCTBEHHOro mpernapara. MeaunuHcKUM pabOTHUKAM PEKOMEHyeTCs
co001aTh 0 JIOObIX [0103PEBAEMBIX HEIKEIATEIbHBIX PEAKLMAX JIEKAPCTBEHHOrO Ipernapara
4yepes3 HallMOHAIBHBIE CUCTEMBI COOOLIEHHS O HEXKENATENbHBIX PEAKIUSIX TOCY/1apCTB — WICHOB
EBpasuiickoro 5kKOHOMHUYECKOI0 COI03a.

Poccuiickas @eneparus

Anpec: 109012, r. Mocka, CnaBsiHckas momasp, 1. 4, ctp. 1

®denepanbHas cinyxba 1o Haa3o0py B cdepe 3upaBooxpanenus (Pocsipasuaazop)
Ten.: +7 800 550 99 03

DnekTpoHHas noura: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru/

Pecnyoiuka Kazaxcran

Anpec: 010000, r. Acrana, yi. A. Umanosa, 13

['PII na IIBX «HaunoHanbHbIH LHEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEIACTB U MEAUIIMHCKHUX
n3aenuiny Komurera MeAMIIMHCKOrO U (hapMalieBTUYECKOro KOHTPOIsi MuHUCTEpCTBA
3npaBooxpanenust Pecnybonuku Kazaxcran

Ten.: +7 (7172) 78-98-28

OnekrponHas nouta: pdlc @dari.kz

Caiir: https://www.ndda.kz/

PecniyOiunka ApmeHus

Anpec: 0051, r. EpeBan, np. Komuraca, 1.49/4

«Hay4Hblil HEHTp DKCNEPTU3bI JIEKAPCTB U MEAULMHCKUX TEXHOJIOTUN UM. AKaJeMUKa D.
["aGpuensna» AO3T

Ten. (+374 10) 20-05-05, (+374 96) 22-05-05

DnekTpoHHas rnouta: vigilance@pharm.am
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Caiir: http://www.pharm.am/

Keipreizckas PecnyOiuka

JlenapraMeHT JIeKapCTBEHHbIX CPEACTB M MEIULMHCKUX U3J1eIUH ipu MuHucrepcrse
3npaBooxpanenus Keiproisckoi Pecnydnnku

Anpec: 720044, r. bumkexk, yi. 3-s auHus, 1.25

Ten.: 0800 800-26-26

OnextponHas noyra: dlomt@pharm.kg

Caiir: http://www.pharm.kg/

4.9. ITepeno3upoBka

CumnToMbl

CoHMBOCTD, FOJIOBOKPYIKEHHE, TOIIHOTA, pBoTa. B Oonee Tsxkenbix ciayyasx cooluanoch o
BO3HUKHOBEHUHU KOMBI, TaXMKapuH, TUIIOTEH3HH, TUIIOHATPUEMHH, Cy0pPOrax U OCTAaHOBKE
JbIXaHus. B OTHOMIEHUH cepeYHOM NeATEIbHOCTH 3TO MOT'YT ObITh OpaguKapaus, yUIMHEHUE
unrepsana QT u nonumopdHas xeiry104KoBast TaXUKapAUs.

CHUMIITOMBI MOTYT MpPOSIBIATHCA B T€YEHHE 24 4acOB WM IO3[HEE MOCIE NEPEI03UPOBKH.
[lepenosupoBka Tpa3040HOM B COYETAHUM C JAPYTMMH aHTHJACIIPECCAHTAMU MOYKET BbI3bIBATh
CEPOTOHUHOBBIM CUHIPOM.

Jleuenue

Crienuguueckoro aHTH0TAa TPA30/J0HA HE CYIIECTBYET. AKTUBHPOBAHHBII YTrOJIb MOXKET ObITh
UCIO/Ib30BaH B3POCIBIMH, NPUHSABIIUMHU Oosiee 1 I Tpa3ogoHa MM ACTbMH, NPUHSIBLUIUMH
oonee 150 mr TpaszojnonHa B TeyeHue | yaca nocie MOSIBICHUS CUMITOMOB. B kauectBe
albTEPHATUBHONW TEPANMM B3POCIIBIM MOXKET OBbITh MPOBEACHO NPOMBIBAHME JKEllyaKa B
TedyeHue | yaca rnocie npueMa noTeHIHAIbHO YIPOKAIOLIEH KU3HU J03bL.

Heobxoaumo HabmoieHne Kak MUHMMYM B TeueHue 12 yacoB mociie npuema mpenapara, a
TaK)K€ KOHTPOJb YPOBHS apTEPUAILHOTO JABJICHMS U IyJibca MO LIKaiae KoMbl Inasro. Ecian
NOKa3aTeNN MIKaabl KOMBI [71a3r0 CHHKEHBI, KOHTPOIUPYIOT HACBILIEHHE KPOBU KHCIOPOIOM.
Kontponb ceppednoit ¢pyHKIuu HEOOXOAUM Yy MAIMEHTOB C HAJUYUEM COOTBETCTBYIOLIMX
CUMITOMOB.

Enunuynble KOPOTKHE CyA0pOrd He TpedyloT Tepanuu. YacTble WM JUIMTEIbHBIE CY10POTH
KOPPEKTUPYIOT BBeaeHueM juaszenama BHyTpuBeHHo (0,1-0,3 wMr/kr Beca Ttenma) wiu

nopasenama (4 mr/kr y B3pocinbix i 0,05 Mr/kr Beca tena y aerei).
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Ecnu nannbie Mepbl HE MO3BOJISIIOT KOHTPOJIMPOBATh CYJOPOrd, MOKET ObITh PEKOMEH10BAHO
BHYTPUBEHHOE BBeJeHUE (enuTonHa. J1si KOppeKUuM KHCIOTHO-IIEIOYHOro OanaHca u
HapyIlIeHUs: MeTaboIM3Ma HE0OXO0AUMO HCIO0Ib30BaTh KUCIOPO UHTAJIALIMOHHO.

B ciydae runoreHsuu u upe3mepHoro ceaatuBHoro s¢ddekra nomkHa ObITH IPOBEAEHA
CUMNTOMATUYECKasi U Mojjep:kuBaromas tepanus. [Ipu coxpaneHum TsKeno0d TMIIOTEH3UU

cleyeT pacCMOTPETh IPUMEHEHUE JOIaMUHA WM 100yTaMUHA.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOHCTBA

®apmakoTtepaneBTuueckas rpynna: [IcuxoananenTuku. AHTHAETPECCAHTHIL.
Koa ATX: NO6AXO05

MexauusMm aeicteus U hapmakoguHamuueckue 3¢ exThl

Tpa3onon sBiIse€TCS NPOU3BOAHBIM TPHUA3OJIONUPUANHA, PPEKTUBHBIM IS JICUCHUS
JICTIPECCUBHBIX PACCTPOMCTB, BKJIKOYAs JENPECCHIO, ACCOLMMPOBAHHYIO C TPEBOrOH U
paccTpoiicTBaMU CHA, U XapaKTEPHU3YIOUIMICA KOPOTKMM JIATEHTHBIM IEPUOIOM (OKOJIO
HEJIEIN).

Tpa3on0H siBIsieTcss UHrMOMTOPOM OOpPATHOrO 3axBara CEPOTOHMHA W aHTaroHuctom S5-HT:2
pEeLenTopoB, AaKTUBALMsl KOTOPLIX IJIaBHBIM O0pa3oM cCBsi3aHa ¢ OECCOHHULEH, TPEBOTOM,
NCUXOMOTOPHBIM BO30YK/ICHUEM U U3MEHEHHUSIMU I1OJIOBOM (PYHKIUH.

B ormiuume OT JApyrux MNCUXOTPONHBIX IPENaparoB, TPA30J0H HE NPOTUBOINOKA3aH IPH
riaykome, 3a00JIeBaHUSIX MOYEBBIBOISIIMX IyTEeH, HE OKA3bIBACT IKCTPAITMPAMUIHBIX
2¢(deKkToB, HE MNOTEHLUUPYET aJIPEHePrHuecKyl0 mepenady; Ojarojaps OTCYTCTBHIO
AQHTUXOJIMHEPIHYECKOM  aKTUBHOCTH  TPA30JOH HE HMEeT TUNHYHBIX 3 deKToB

TPUIHUKINYCCKUX aHTUACTIPECCAHTOB HA CEPACHHYIO ACATCIIBHOCTD.

5.2. @apmakoKHHeTHYeCKHE CBOHCTBA

AOcopbuus

[Tociie nepopanbHOro npuema pa3zoBoit 1036l 150 Mr TpaszojioHa ¢ NPOJOHTUPOBAHHBIM
BbICBOOOXKAEHUEM Cmax 0K0JIO 1,2 MKI/MII JOCTHraercs depes tmax paBHOE 4 yacam mocie
npuema, AUC cocraBnsier okoso 18 Mkr/min/y.

HccnenoBanue B3auMOJACHCTBUS € MUILEH HE BBIIBUIO 3HAUYUTENbHBIX U3MEHEHUN B Cmax U
AUC npum npuMEHEHMH JIEKapCTBEHHOro  mpenapara  TpuTTuko, TableTku ¢

NPOJIOHTMPOBAHHBIM BBICBOOOKAeHHEM 150 Mr, 10 MM nociie npueMa Mmulily.
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Buorpanchopmarus

WccnenoBanust in vitro Ha MHUKpPOCOMAaX II€YEHM YEJIOBEKAa IOKa3alld, 4YTO TPa30JOH, B
OCHOBHOM, MeTabonuzupyercst uuroxpomoM P4503A4 (CYP3A4).
DJIUMUHALUS

Ilepuoa nonyBbIBe1€HUS COCTABISAET OKOJIO 12 yacos.

5.3. JlaHHble JOKJIHHHYECKOH 0e3011acCHOCTH
B noknuHuuyeckux uccnenoBaHusx HaOmogamuch S(@eKTsl JMib [pU  BO3AEHCTBUU

JIEKAPCTBEHHOI'0 IIpernapara B [03aX, CYLIECTBEHHO IIPEBOCXOMAILIMX MAaKCHMAaJIbHBIE, YTO
ABJISICTCA KIMHHYCCKH HE3HAYUMbIM.

HccnenoBanust TepaTOr€HHOCTU Yy KpPbIC BBIABUIM YCHJICHHE HSMOPHOJIETAIBHOCTU IIPH
UCIO/Ib30BAaHUM IIpenapara TOJbKO B J03aX, TOKCHYHBIX JJIsi OpraHu3Ma MarepH
(300-450 wmr/kr/cytku). OmOpuoneranbHbie d(D(EKTsl M peAKHe Ciaydad BpPOXKICHHBIX
aHOMaaui HaOMIOAANUCh Y KPOJMKOB IIPU MCIOIbL30BAaHMM Ipenapara TOJBKO B J03aX,
TOKCUYHBIX Ji1si opranu3Ma marepu (150-450 mr/kr/cytku). OTCyTCTBHE HEMOCPEACTBEHHOIO
BJIMSIHMSL HA YMOPHUOH NOJATBEPIKIAETCSl UCCIIEIOBAaHUSIMHU IIPOHUKHOBEHUS TPa30/l0Ha depes
IUIALEHTApHbIN  Oapbep y KpbIC: TOJIBKO HE3HAYUTENIbHBIE KOHLEHTPALMU TpPa300Ha

00HapyKUBAIUCH B TKAHSIX YMOPUOHOB U B OKOJIOILIOAHBIX BOIAX.

6. DPAPMAIIEBTUYMECKUE CBOMCTBA
6.1. Ilepeyens BcnoMorarte/ibHbIX BelleCTB
Caxapo3a (npeccoBaHHbBIN caxap)

Bock kapHaydckuit

[ToBunon K25 (nonuBuHUINNPPOIUIOH)

Marnus creapar

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rognoctu (CpoK XpaHeHust)

3 roja.

6.4. Ocolble MepbI NPEIOCTOPOKHOCTH IPH XPAHEHHH

Xpauutb npu temneparype He Boie 25 °C.
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6.5. XapakTep H cojiep:KaHHe NEPBHYHOH YIAKOBKH

ITo 10 unu 15 Tabnerox B 6nuctep u3z [IBX/ antomunueBoit ¢onbru.

ITo 2 unm no 6 6auctepos 1o 10 Tadierox unu 6 6Gnuctepos 1o 15 TabieTok BMECTE C JIMCTKOM-
BKJIQ/IbILLIEM B KaPTOHHYIO I1A4KYy.

He Bce pa3Meps! ynakoBOK MOTYT ObITh JOCTYIIHBI JUIsSl pealu3aluH.

6.6. OcoOble Mepbl NPeJOCTOPOKHOCTH INPH YHHYTOKEHHH HCIHOJb30BAHHOIO
JIEKAPCTBEHHOI'0 Ipenapara MWJIH OTXO0/0B, IOJYYEHHbIX IHOCJIe NpPHMEHEeHHs
JIEKAPCTBEHHOI'0 NPenapaTa u Apyrue MaHUIyJIsIHU ¢ NPenapaToM

OcoObie TpeboOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIHIUOHHOI'O YOCTOBEPEHUS
Uranus

Amxennan ®@apma C.nLA.
Angelini Pharma S.p.A., Viale Amelia 70, 00181, Rome, Italy

7.1. IIpeacraBuTe b AepAKaTe/isi perHCTPALHOHHOIO Y/10CTOBEPEeHHUs!

[Iperen3uu norpeduTENIEH HANIPABIIATE 10 JAPECY:

Poccuiickaa ®edepayus

000 «Anmpxenunu ®apma Pyc»

109028, r. Mockga, Cepebpsinnueckas HaO., 1. 29

Ten.: + 7 (495) 933 3950

®axc: +7 (495) 933 3951

e-mail: complaints@angelini.ru

Pecnybauxa Kazaxcman

TOO "BIOMAPAS KZ (BUOMAIIAC K3)"

050040, r. Anmatel, bocranabikckuit paiton, ynuua [luporosa, 1. 16
Ten.: +7 701 758 00 43

e-mail : pv.kz@biomapas.com

Kuvipavizckas Pecnybauxa

00O «buomanac»

105064, Poccuiickas ®enepauus, r. MockBa, BH.T€p.I. MyHULMNAIbHBIN OKpYr bacMaHHbIi,

yi1. 3emtsiHoit Ban, 1. 9, noment. 2/1
16



COOTBETCTEBYET ZKCINEFPTHOMY OTHETY
ot 16.04.2024 N= 7550
(MOCNEOOBATENEHOCTE 0009)

Ten.: +996 552 25 45 60

e-mail: pv.kg@biomapas.com

Pecnybauxka Apmenus

00O «buomanacy

105064, Poccuiickas ®@enepauus, r. MockBa, BH.Tep.I. MyHULIMIIATbHBIA OKpYr bacmaHHBI,
yi1. 3emtsiHoit Ban, 1. 9, noment. 2/1

Ten.: +374 91 264695

e-mail: pv.am@biomapas.com

8. HOMEP PETUCTPAIIMOHHOTI'O VJIOCTOBEPEHHUS
JITI-Ne(001171)-(PT-RU)

9. IATA NEPBUYHOM PETMCTPALIUU (IIOATBEPKJIEHUSI PETUCTPALIUH,
INIEPEPEI'MCTPALIUN)

Jara nepsoii peructpauun: 30 arycra 2022 r.

10. JATA IEPECMOTPA TEKCTA

OOmass  xapakTepucTHKa  JIEKapCTBEHHOro  rpernapara  TpUTTHKO  JIOCTyHHAa  Ha
uHpopmarmoHHoM nopraie EBpa3uiickoro ’KOHOMHYECKOIO CO3a B HH(POPMALMOHHO-

KOMMYHHUKalMOHHOM cetu «MHTepHe»: http://eec.eacunion.org.
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