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OBIIASA XAPAKTEPUCTHUKA J1

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Awmutpuntunut, 10 Mr/mi, pacTBOp [iisi BHYTPUBEHHOTO U BHYTPUMBIILIEYHOTO BBEICHUSI.

2. KAYECTBEHHbBI 1 KOJIMYECTBEHHBIN COCTAB

JleficTByIOIIIEE BEIIECTBO: AMUTPUIITHIINHA THIPOXJIOPHI.

Kaxpiit M1 pacTBOpa cofepkut 10 Mr aMUTPUNITHINHA (B BUIE THAPOXIOPHIA).
BcnomorareabHble BCIICCTBA, HAJIMYMUC KOTOPLIX HAJAO0 YUYUTBIBATH B COCTABC JICKAPCTBCHHOI'O
npemnapara: HaTpuil (cM. paszaen 4.4.).

ITonnbIM MEPCUCHb BCIIOMOI'aTCJIbHBIX BCIICCTB IIPUBCACH B pa3JiciiC 6.1.

3. JEKAPCTBEHHAS ®OPMA
PactBOp /11 BHyTPUBEHHOT'O ¥ BHYTPUMBIIIEYHOTO BBEICHMUS.

Hp03paqHa51 66CI_IBCTHa$I WK CJICTKa OKpalllCHHAad )XKUAKOCTb.

4. KIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHHUIO

OHJIOTe€HHBIE JENPECCUH U JPYTHE JENPECCUBHBIE PACCTPOMCTBA.
4.2. Pe:kum 103MPOBAHUSA U CIOCO0 MPUMEHEHUSsI

PexuMm no3upoBanus

Jlo3pl mpenapara noaOUparOT WHAMBUAYAJIbHO B 3aBUCUMOCTH OT BO3pacTa U COCTOSHUS
HanyeHTa.

ITpu penpeccusix, pe3UCTEHTHBIX K TEPAlMU: BHYTPUMBILIEYHO W BHYTPUBEHHO (BBOJIWTH
memieHHo!) BBogsaT B qo3e 10-20-30 Mr mo 4-x pa3 B CYTKH, YBEIMYCHHE O3Bl CIEAYET
IIPOBOAMTH MOCTETIEHHO, MaKCUMaJbHas cyTouHas Ao3a 150 mr; comycrs 1-2 Henenu nepexonsT
Ha MPUEM IIpenapara BHyTpb.

Ecin cocrosiHue nanueHTa He yJydllaeTcsl B T€4eHUe 3-4 HeAenb JICUYEHUs, TO JalbHeWas
Tepanust HerenecooOpas3Ha.

[Ipenapat cneayeT OTMEHSATh OCTENIEHHO BO U30eKaHne Pa3BUTHS CHHAPOMA «OTMEHBD.

[Tocne MIMTENBHOrO MPUMEHEHUS MPH PE3KOM IPEKPALIEHUH IPUEMa MOTYT BO3HHUKAaTh TaKUeE
HEe)KEJNaTeNbHbIE peakIMM, KaK TOIIHOTa, pPBOTA, Juapes, TOJIOBHAas O0ib, HEJOMOTaHHeE,

OecCOHHMIIA, HEOOBIYHBIC CHOBUJICHUS, HEOOBIYHOE BO30YKJICHHE, Pa3IpPaKUTEIbHOCTD; TOCIIe
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AJIUTCIIBHOTO TMMPUMCHCHUS IMPU MMOCTEIICHHOM

HEOOBbIUHBIE CHOBHUACHUA. JTU CHUMITOMBI HE CBUACTEIHCTBYIOT O PAa3BUTHH MPUBBIKAHUS K
npernapary.

Oco0nIe T'pyHIbl NAalIlMCHTOB

HauueHmbl NnOJ2HCUI020 803pacma
JIuiiaM moKHUIIoro BO3pacTa BBOOAT 0oJiee HU3KHE J03bI U ITOBBIIIAIOT UX MCAJICHHCC.

Cnoco0 ImpuMeHeHus

BHyTpUMBIIIEYHO U BHYTPUBEHHO.

4.3. lIlpoTuBONOKAa3aHNUSs

— TUIEPUYYBCTBUTEIBHOCTh K AMUTPUINTHIMHY WM JIIOOOMY U3 BCIIOMOTaTElbHBIX BEILECTB,
MepEeUYUCIICHHBIX B pasjene 6.1.;

— uHGapKT MUOKap/a (OCTPBIN U MOJOCTPBIN MEPHOADI);

— apUTMuH,

— TSDKEJble HapyIIeHUs aTPUOBEHTPUKYJSIPHOW M BHYTPHIKEIYIOYKOBOW IPOBOJUMOCTH
(61okana HOKek myuka ['uca, arpruoBeHTpuKyIsapHas Oiokana |l crenenn);

— cepAeyHast HeAOCTaTOYHOCTb,

— 0CTpas aIKOTOJIbHAsI MHTOKCUKAITHS,

— ocTpas  WMHTOKCHKAIWsS CHOTBOPHBIMH, AaHAJBIE3UPYIOUIMMHU W  TICHXOAKTUBHBIMU
npenapaTamu;

— 3aKpBITOYTOJIbHAs TJIayKOMa;

— 3aJiepKKa MOYH, B TOM YHCIIE TP TUIEPIUIA3UU MPEICTaTeIbHOM JKee3bl,

— THapaJluTUYecKas KUIIeyHast HEIPOXOJAUMOCTb,

— CTEHO3 IPUBPATHUKA,

— TUIIOKaIueMus,

— COIyTCTBYIOIlEE MPUMEHEHUE MPEenapaToB, YATUHIIOMUX UHTepBan QT, WM BBI3bIBAIOIIUX

TUIIOKAJIMEMUIO,

IPyJHOE BCKAPMJIMBAHHE;

OEpEeMEHHOCTD;

JIETCKU Bo3pact 10 18 jer;

OJIHOBPEMEHHOE TMpPUMEHEHHEe C HHruouropamu MoHoamMuHOKcuaassl (MAO) u ux

MpUMEHEHNE B TeueHue 14 Hel 10 Hayasa v Mocjae OKOHYaHUS JICUCHMUS.
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4.4. OcoOble yka3aHHUsl M Mepbl NPEI0CTOPOIK

C 0CTOPOKHOCTBIO

—  CYAOpOXHbIE PaCCTPONCTBA,;

—  XPOHHUYECKHH alKOTrOJIH3M,

—  TUIepIUIa3us MpeiCcTaTeNIbHOM JKeTe3bl;

—  TspKenble 3a00JIeBaHus MEUYECHU U CePACYHO-COCYTUCTON CUCTEMBI,

—  OpoHxXHallbHas acTMa;

- MaHHaKanbHO-JenpeccuBHbIN nicuxo3 (M/IIT) (cm. HIDKE);

—  onwierncus (CM. HIKe);

—  yrHeTeHHE KOCTHOMO3TOBOT'O KPOBETBOPECHHS;

—  THUIIEPTUPEO3, THPEOTOKCUKO3;

—  3aj7iep)KKa MOUYCHCITYCKaHHUS,

—  TUIIOTOHHS MOYEBOTO MY3BIPS;

—  CTEGHOKapaus,

—  TIOBBIIIEHHOE BHYTPHUIJIA3HOE JaBIICHHE;

—  CHIDKEHHE MOTOPHOH (YHKIHH KeNyIOYHO-KUIIEYHOTO TPaKTa (PHCK BO3HUKHOBEHHS
NapaJTUTHYECKON KUIIEUHOM HEMTPOXOIUMOCTH);

—  mu3oppeHus (XOTd MpU TpueMe OObIYHO HE MPOMCXOAUT OOOCTPEHHUs MPOTYKTHBHOU
CHMITTOMATHKH);

—  TOXWIOH BO3pacT.

Oco0ble yKa3aHus

TpunukiyecKre aHTUACTIPECCAHTHI He CIIEAyeT Ha3HauaTh JACTSM U MOJAPOCTKAM B BO3pacTe 10
18 ner u3-3a HeAOCTATOYHOCTU JaHHBIX 00 3((HEKTUBHOCTH U OE30MMACHOCTH MPENapaToB y 3TON
IpyMIIbI MAIUEHTOB.

AMUTPUNTUIMH B J03aX Bble 150 Mr/cyT cCHMXKaeT HOpor CyIOpOKHOW aKTUBHOCTH, IIOTOMY
CJICAYCT YYMTBIBATb BO3MOKHOCTH BO3HHKHOBCHHUA CYAOPOKHBIX paCCTpOﬁCTB Y naogueHTOB C
TAKOBBIMM B dHAMHE3C, W IPU TMOBPCKICHUAX TOJIOBHOTO MO3ra JII000M 3THOJIOI'HUN,
OJTHOBPEMEHHOM INPUMEHEHUU HEHpOJENTUKOB, B IMEPHUOJA OTKa3a OT 3TaHOJAa WU OTMEHBI
JIEKapCTBEHHBIX CPEACTB, 00JIaAAI0NIUX TPOTUBOCYJOPOKHBIMH CBOMCTBaMU (O€H30/1Ma3EIHHBI).
JledeHne aMHUTPUNTHIMHOM B IIOXKHJIOM BO3pacTe JOJDKHO IPOXOIUTH IO/ THIATEIHEHBIM
KOHTPOJIEM U C NPUMCHCHUCM MHUHUMAJBHBIX 03 IIp€liapara, IMOBbIIIAasA WX IMOCTCIICHHO, BO

n30exaHne pa3BUTHA JCTUPUO3HBIX PACCTPOICTB, THIIOMAHUU U APYTUX OCIOKHEHUH.
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JIroboe nmempeccuBHOE PacCTPOMCTBO camo TO lcebe yBeauuMBacT pUck-cyuaa.losToMy Bo
BpeMs JIEYCHHs] aHTHUJEIpPEecCaHTaMH 3a BCEMHU NAallMeHTaMU JOJDKHO OBITh YCTAHOBIIEHO
HAOJIIOJIEHUE C IIEJIbI0 PAHHETO BBISBJICHHS HapyLICHUI WM W3MEHEHUU TMOBENECHUS, a TaKxkKe
CYHMIIMJIATbHBIX HAKIIOHHOCTEH.

Coueranue c 3MEKTPOCYJOPOKHOM Tepamnueil Ha3HAYaeTCsl TOJBKO MPU YCIOBUHU TIIATEIHLHOTO
MEAUIIMHCKOTO HAOJIOICHUSI.

AMUTPUNTUIMH  MOXET  BBI3bIBATh  MAPAJTUTHUYECKYI0  KUIICUYHYID  HEMPOXOJIUMOCTD,
MPEUMYIIIECTBEHHO y MAIlMEHTOB C XPOHUYECKUM 3all0POM, MAlMEHTOB MOKUJIOT0 BO3pacTa UK
y MAIMEeHTOB, BBIHYKIEHHBIX COOJII0IaTh TIOCTEIBHBINA PEKUM.

[IpumeHeHre  aHECTETHMKOB  BO  BpeMsl  Kypca  JICYCHHS  TPH/TETPAIUKINYCCKUMU
AHTHUJICTIPECCAHTAMU MOXET YBEITUYHUTh PUCK BO3HUKHOBEHHUS apUTMHU M CHIDKeHus A/l
Cnenyer mo BO3MOXHOCTU MPEKPATUTh MPUMEHEHUE aMUTPUNTHIIMHA 32 HECKOJIBKO JHEH 10
XUPYPrU4ecKoro BMeEIIATeIbCTBA. B ciiydae HEOOXOIMMOCTH HEOTJIONKHOTO XHPYPTrHYECKOTO
BMEIIIATEILCTBA AHECTE3MOJIOT JIOJDKEH OBITh TPEAYNPEeXACH O JICUCHUHM TalMeHTa
AMUTPUTITUITHHOM.

BcnenctBue aHTUXOMUHEPTHYECKOTO JIEHCTBUSL BO3MOXKHO CHIDKEHHE CIIE300TACNCHUS U
OTHOCHUTEJIbHOE YBEIMYEHHE BS3KOCTH CJIE3HOM JKUAKOCTH, YTO MOMXET TIPUBECTH K
MOBPEXKICHUIO SIUTENUs POTOBUIIBI y TAIMEHTOB, IMOJIL3YIOIIUXCS KOHTAaKTHBIMHU JIMH3aMU;
BO3MO)KEH MPHUCTYI MOBBIIICHUS BHYTPUTIA3HOTO JABJICHUS.

Taxxe mpu mHpueMe aMHUTPUNTIIIMHA MOTYT HaONIOAAaThCsl CYXOCTh BO PTYy, pPacUIUpeHUe
3payKkoB, HApPYIICHHUE AaKKOMOJAIUU, 3aJCPKKH MOUYCHUCITYCKAHHS, a TaKKe COHJIMBOCTD,
TOJIOBOKPYKEHHE, TPEMOP PYK, MAapEeCTe3UH, aJUIEPrUUECKUe PEaKIiK, HApyIIeHUE CEepACUHOTO
puTM™Ma.

CyXoCTh BO PTy MOXET MPUBOAUTH K WU3MEHEHHUIO CIM3HCTON OOOJNOYKH POTOBOM MOJOCTH,
BOCHAJIUTEIIHHBIM SIBJICHHUSM, OIIYIICHUIO YKKEHUs, Kapuecy 3yO0oB. PekoMeHayeTcs: perysipHO
MIPOXOJAUTH OOCJIEIOBAHKE Y CTOMATOJIOTA.

Bo wuszbexxanue pa3BUTHA CHHAPOMA «OTMEHBI» Y HOBOPOXKIECHHBIX (MPOSIBISETCS OJIBIIIKOMH,
COHJIUBOCTHIO, KHIIIEYHBIMU KOJMKAMHU, MOBBIIICHHON HEPBHOW BO30YIUMOCTHIO, CHI)KEHHEM
AJl unu noeitieHueM AJl, TpeMOpOM WM CITACTUYECKUMH SIBIICHUSMH) TIPUEM aMUTPUITHIMHA
MOCTEIIEHHO OTMEHSETCS, 0 KpalHel Mepe, 3a 7 HeAeb A0 0KUIaeMbIX POJIOB.

HeobxomuMo TmiaTensHOe HaONIOJCHHWE 3a TAIMEHTaMd C TUIEPTUPEO30M, KOTOPBIM
Ha3HA4aeTcs JICUCHHE aMUTPUNTUIMHOM, a TAKXKE 3a Mal[M€HTaMH, MOJYYalolUMH Mpenaparsbl

IJI JICUCHUA TUIIEPTHUPECO3a.
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Bo Bpemst neueHusi cOXpaHsAeTcss BO3MOKHOCTB-CYMIMAAAbHBIX HAKJAOHHOCTE Y HaUEHTOBC
nenpeccueit. [lanMeHTsl He TOKHBI UMETh JOCTyINa K OOJIBIIMM KOJIMYECTBAM Ipernapara BO
Bpems JiedeHus. Korma aMuTpUNTWIMHA —TUAPOXJIOPUZ —MCHOJIB3YeTCA Ul JICYCHUS
JIETIPECCUBHOI0 KOMIIOHEHTA IIN30()pEeHUH, CHMITOMBI IICHX03a MOTYT YCHIMBAThCA. TakuM xe
00pa3oM MpH MaHHWAKAJIbHO-IEIPECCHBHOM MICUX03€ Y MAIlHEHTOB MOXET HAOIIOIaThCSI CABUT B
MaHHMaKaJIbHYI0 (asy. MOKeT YCWIMBAThCS TMapaHOMAANBHBIN Open, COMpPOBOMXIAIOLIHIACS
Bpaxk1eOHOCTHIO MU O€3 Hee.

B m00oM u3 3THX cioy4yaeB pPEeKOMEHAYeTCs CHHM3UTh 03y aMUTPUIITHIIMHA WM HA3HA4YUTh
JOTIOJTHUTEIBHO TPAHKBUIIU3ATOPBI.

[Ipu pa3BUTHM MaHUAKaJIbLHOTO COCTOSIHUSL AMUTPUIITUIIMH CIELYET OTMEHUT.

Bo3MoxHBI ciaydyan pa3BuTHs (aTadbHOM apUTMHUHM 4Yepe3 56 4acoB IOCiIE IMepelo3UpOBKU
AMUTPUINITUIMHOM.

VY nanueHToB ¢ caxapHbBIM JHA0ETOM JICYCHHWE aMHUTPHUIITHIIMHOM MOXKET M3MEHUTH JICHCTBHE
MHCYJIMHA U YPOBEHb IJIIOKO3bl B KPOBHU, IIOITOMY MOXET MOTPEOOBATHCSI KOPPEKTUPOBKA J03bI
MHCYJIMHA W/UJIU IEPOPATbHBIX TMITOTIMKEMUYECKUX CPECTB.

Bo Bpems nedeHuss aMUTPUNITIIIMHOM CIIEAYET UCKIIOUUTh YIIOTPEOICHUE aJIKOTOJIS.

[Tocne AMUTENBHOrO NPUMEHEHUS PE3KOe NpPEKpalleHHe Tepanud aMUTPUNTUIMHOM Yy
HEKOTOPBIX MAIIMEHTOB MOXKET MPUBECTH K BOZHUKHOBEHHUIO PEAKIINU «OTMEHBI». Bo m3bexanue
IOCJIEACTBUM PEKOMEHYETCSI IOCTENIEHHAs: OTMEHA IIpernapaTa B TEUEHUE HECKOJIbKHUX HENETIb.
AMUTPUNTUIIMH [OBBIIIAET PUCK MEepesioMa KOCTel, 0COOCHHO y nauueHToB crapiue 50 jer.
AHTHUENPECCaHThl YaCTO BhI3bIBAIOT CHUKEHUE YPOBHS HATPUsI B KPOBU — THIIOHATPUEMHUIO. ITO
ABJIIETCS OJIHOM M3 NPUYMH COHJIMBOCTH, a TaKXe MOXET BBI3BIBATH KPAaTKOBPEMEHHOE
IIOMYTHEHHE CO3HAHUSA, MBIIIEYHbIE CIa3Mbl U KOHBYJbcuH. Jlrogu crapmero Bo3pacra
0COOEHHO MOJBEPKEHBI TAKOMY JACHCTBUIO AaHTUACIIPECCAHTOB.

AMUTPUNTUIIUH CIIEYET OCTOPOKHO Ha3HayaTh MpU (HEOXpPOMOIMTOME WM OCTPOil moppupuu
U3-3a yrpo3bl 000CTpeHus 3a00J€BaHUI C pa3BUTHEM KpHU3a.

BcnoMorarenbpHEIE BEIIECTBA

[Tpemapat cogepxut meHee 1 MMonb (23 Mr) HaTpusi B MaKCUMaIbHON CyTO4YHOM A03¢e (150 mr —

15 mui1), TO €cThb, 11O CyTH, HE COJIEPIKUT HATPUS.

4.5. B3amMmopeiicTBHMe ¢ JPYrHMH JICKAPCTBEHHBIMHM MNpenapaTtaMH H JApyrue BHIbI
B3aMMO/EHCTBUA

OHOBpPEMEHHBIN MPUEM aMUTPUTITUINHA U UHTHOUTOPOB MAO MOKeT BBI3BaTh CEPOTOHU-
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HOBBII CHHJIPOM (BO3MOYKHBI ~@XMTaLlUs,
TUTIEPTEPMHS ).

AMUTpUNTUIMH MOXET ObITh Ha3HaueH depe3 14 paHel mocie NpeKpauieHus JIedeHus
HeoOpaTuMbIMM MHTHOUTOpaMun MAO M kak MUHUMYM 4epe3 | AeHb mocie MpeKpalieHus
Tepanuy oopaTuMbIM HHrHOUTOpoM MAO Tuna A — moknodemunom. Muarudutopst MAO moryt
ObITh Ha3HAYEHBI Uepe3 14 nHel 1mocie OKOHYaHMs IpUeMa aMUTPUITHIINHA.

AMUTPUNTUIMH MOXET YCWIMBaTh IEUCTBUE aAJIKOrois, OapOMTypaToB M APYTUX BEIECTB,
YTHETAONIUX [IEHTPpalbHyI0 HepBHYIO cuctemy (ITHC).

[TockonbKy TPUIMKIMUYECKUE aHTUACTIPECCAHTHI, B TOM YUCJIE aMUTPUNTUIINH, MOTYT YCHIINBATh
JeIICTBUE aHTUXOJMHEPrUUECKUX IperapaToB Ha opranbl 3peHusd, [IHC, kumeyHuk u MoueBoi
ny3blpb, CleQyeT u30erarb HUX OJHOBPEMEHHOIO NPUMEHEHUs U3-3a pPHUCKA pPa3BUTHA
HNapaJIuTUYECKON KHILIEYHON HEMPOXOIUMOCTH, TUIIEPIIUPEKCHH.

[Ipu npueme TPULMKIMYECKUX AHTUICIPECCAHTOB B COUYETAHUM C AHTHXOJIMHEPTUYECKUMU
npenapaTaMi WIH HEHpOJEeNTHKaMH, OCOOCHHO B KApKyI0 IIOTOAY, BO3MOXKHO pa3BHTHE
TUIEPIUPEKCHH.

AMUTpUNTUIMH MOXET yCHIMBaTh JAeWcTBUE sSnuHeppuHa, >¢enpuHa, H30INpPEeHANNHA,
HOpANMHEPpHUHA, PeHIGPUHA U (EHIIPONIAaHOJAMUHA HA CEPJCYHO-COCYAUCTYIO CHCTEMY;
BCJIE/ICTBUE ATOrO HE CIEeAyeT NPHUMEHATh aHECTETHKH, MPOTHUBOOTEUHBbIE CPEACTBA U JIpYrue
npenaparsl, CoieprKalliie 3TH BEIleCTBa, OJTHOBPEMEHHO C aMUTPUITUIMHOM.

MoxeTr CcHUXaTh AaHTUTUIEPTEH3UBHBIH 3(p(deKkT ryaHeTHIuHa, O€TaHWIUHA, pE3epIuHA,
KJIOHMJIMHA U MeTwiionsl. [Ipy ofqHOBpeMEHHOM NpreMe TPULMKIMYECKUX aHTHIEIPECCAHTOB
HEO00X0JUMO CKOPPEKTUPOBATh AHTUTHUIEPTEH3UBHYIO TEPAIIUIO.

IIpy COBMECTHOM TNPUMEHEHUM C AHTUTUCTAMUHHBIMU JIEKAPCTBEHHBIMM CPEICTBAMU
(KJIOHUTMHOM) BO3MOXKHO YycuiieHue yrueratouiero neiicteus Ha L[HC; ¢ nexapcTBeHHBIMU
CPEICTBAMH, BBI3BIBAIOIIUMHU SKCTPANHpPaMUIHbIE PEAKIUH, — YBEIMUEHUE TSHKECTU U 4aCTOThI
AKCTpanUpaMUAHbIX 3(P(HEKTOB.

OnHOBpEeMEHHBIN TNpUeM aMUTPUNTUIMHA U IpenaparoB, yummHsonmx QT  umHTepBan
(aHTHApUTMMKOB (XWHHUIWH), AHTUTUCTAMUHHBIX MpEnapaToB (acTeMU30sl U TepQeHaauH),
HEKOTOPBIX HEHpOJIeNTUKOB (Lu3anpuaa, rajlopaHTpuHa U cOTajoja, 0cOOEHHO, MUMO3HUIA U
CEpTUH/I0J1A)), TIOBBIIIAET PUCK PAa3BUTHS KEITYJOUYKOBOM apUTMHH.

[TpoTuBOrpHMOKOBEIE TpenapaTsl, HampuMmep, (QIyKoHa3oJs, TepOMHA(PHH, MOBBIIIAIOT YPOBEHB

KOHICHTpAU TPHUHUKIIMYCCKUX AHTHIACTIPCCCAHTOB B CBIBOPOTKE H, COOTBCTCTBCHHO, HX

COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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TOKCHYHOCTh. BO3MOKHBI OOMOPOKH U pa3BHTME IAPOKCU3MOB KEAYI0UKOBOM —TaXUKap AUl
(Torsade de Pointes).

bapOurtypatsl u apyrue MHAYKTOPHI ()epMEHTOB, HAIpUMeEp, pUGaMIUINH U KapOamMa3ernuH u
Ip. MOTYT YCHWJINTh METaOOJIM3M TPUIMKIMYECKUX AHTUACHPECCAaHTOB, U B pE3yJbTaTe YEro
MOHU3UTH KOHIEHTPAIUIO TPUIUKINYECKUX aHTHUCTIPECCAHTOB B IJIa3Me€ KPOBU M YMEHBIIUTh
uX 3PPEKTUBHOCTD.

[lpy OIHOBPEMEHHOM TNPUMEHEHWH C LUMETHAMHOM, METWI(QEHHIATOM H OJOKaTopamu
KaJIbIMEBBIX KAHAIOB BO3MOXKHO 3aMEIJICHHE METAa0OIM3Ma aMHUTPHIITHIINHA, MOBBIIICHUE €ro
KOHIICHTPALUH B IJIa3Me KPOBU U Pa3BUTHE TOKCHUYECKHX PPEKTOB.

[Ipu coBMeCTHOM Ha3HAYEHHH C HEHPOJIENTHKAMH CIEAYET YYUTHIBATH, UYTO TPUIIUKIMYECKHE
AQHTUACTIPECCAHTHl M HEHPOJENTHUKH B3aMMHO MHTHOMPYIOT METaboJIM3M JApYr Apyra, CHIDKas
HOPOT CYAOPO’KHON TOTOBHOCTH.

[lpy ONHOBpPEMEHHOM TPUMEHEHHWH AaMHUTPHUIITIIIMHA ¥  HENPSAMBIX aHTHKOATYJISHTOB
(MPOM3BOAHBIX KyMapuHa WM WHIAJAWOHA) BO3MOXKHO IIOBBIIICHWE aHTHUKOATYJISTHTHON
AKTHBHOCTH ITOCJIETHHX.

AMHTPHUINITHIIMH MOXET YCHJIMBATH JIEMPECCHUIO, BEI3BAHHYIO TIIFOKOKOPTHKOUIHBIMU CPEICTBAMH
(T'KO).

[Ipy coBMECTHOM TIPUMEHEHHH C TIPOTUBOCYIOPOXKHBIMH JIEKAPCTBEHHBIMH CpPEACTBAMU
BO3MOXHO YycuwieHue yrueratomero aedctsus Ha I[HC, cHuwkeHue nopora cynopoKHON
aKTHBHOCTH (IIPU MCIIOJIB30BaHNH B BEICOKHX J103aX) M CHIDKEHHE 3()(DEKTHBHOCTH MOCIICTHHX.
OMHOBpEMEHHBIN MpHEM C JICKapCTBEHHBIMH CpPEIACTBAMH JUIS JICYCHUS THUPEOTOKCHKO3a
TIOBBIIIIAET PUCK Pa3BUTHS arpaHyJIOIUTO3a.

N3-3a pucka pa3BUTUS apUTMHA HE0O0XOAMMO cOOdI0AaTh O0COOYI0 OCTOPOXKHOCTH MpU
HA3HAUYEHUM AaMUTPUNTHIMHA [alUeHTaM C TUNepQyHKIUeH MIUTOBUAHOM JKele3bl WIN
HarreHTaM, MOJyYaroIliM THPEOUTHbIE MTPErapaThl.

OnyokceTHH W (PIyBOKCAMHH MOTYT YBEIMYUTH KOHIICHTPAIMIO AMUTPUNTHIMNHA B TUIA3Me
KPOBHU (MOXET MOTPeOOBATHCS CHUKEHUE J103bl aMUTPUIITUINHA).

[Tpu coBMeCTHOM MPUMEHEHHH C XOJIMHOOJIOKaTopamH, (peHOTHA3UHAMH U OCH30]ua3enMHaAMHU
BO3MOKHO B3aUMHOE YCHJIEHHE CEAaTUBHOTO U IIEHTPAIBLHOTO XOJIMHOOIOKUpYFoIero 3¢ dexron
U TIOBBIIICEHUE pPHUCKAa BO3HWUKHOBEHHS OIWICNTHUYECKUX TPHUIAIKOB (CHIDKEHHE IOpoTra
CYJOPOXHOH aKTUBHOCTH).

OcTporeHcoiepKaliie MepopalbHble NPOTHBO3a4aTOYHbIE JIEKAPCTBEHHBIE CpEJICTBA U

OCTPOTCHBEI MOT'YT IIOBBIIIATH 6I/IO,I[OCTy1'IHOCTI> AMUTPUIITUIINHA. I[J'IH BOCCTaHOBJICHHUA
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3P PEKTUBHOCTH WM CHI)KEHUS TOKCHYHOCTH MO
WIM OCTPOr€Ha, WM  aMuUTpunTwiumHa. OJHAKO  MOXET  MHOoTpedoBaThCsi  OTMEHA
3CTPOTEHCOAEPIKAIIMX ITEPOPATBHBIX TPOTHBO3aYaTOUHBIX CpeACTB. B 3TOM citydae He0OX0 1Mo
00CYIUTH C THHEKOJIOTOM JIPYTHE BAPHAHTHI KOHTPALICIIIHH.

CoBMmecTHOE IpPUMEHEHNE c nucynb(upamom U JpPYTUMHU MHTUOUTOpaMU
aleTaNbIeTUAPOreHa3bl MOXKET YBEIUYUTh PHUCK Pa3BUTUS TCHUXOTUYECKUX COCTOSHUH U
CITyTaHHOCTH CO3HAHMS.

[lpy npuMeHEeHMHM AaMUTPHUNTHIMHA COBMECTHO C (EHUTOMHOM METabOIU3M MOCIEIHErO
YTHETAeTCsl, M TOBBIIIACTCS PUCK €r0 TOKCHYECKOTO ICWCTBUS (aTakcus, rumneppediIexcus,
HUCTarM, Tpemop). llpm Havane NpUMEHEHHsS AMUTPUNTHIMHA Y TAlMEHTOB, MOTYYarOIIUX
(eHUTOUH, cJleqyeT KOHTPOJIMPOBATh KOHILEHTPAIMIO TIOCIEIHEr0 B IUIa3Me KPOBH H3-3a
HOBBILICHUSI PUCKA YTHETEHHS €ro MeradonmiMa. B To ke BpeMs ciieayeT KOHTPOJIHPOBATH
TepaneBTHYECKUI () (HEKT aMUTPUNITHIINHA, T.K. MOXKET IOTPEOOBATHCS MOBBILICHNE €TO JI036I.
[IpenmapaTsl  3Bepo0OST TPOMABIPSBICHHOTO YMEHBIIAIOT MaKCHUMAaJbHYIO KOHIICHTPAIUIO
aMUTPUNTWIMHA B IUIa3Me KpoBH npuMepHo Ha 20 % 3a cueT akTHBALMU IEYEHOYHOI'O
MeTtabonmu3ma amutpuntuinHa nzopepmenTom CYP3A4, 4To MOBBIIAET PUCK BO3ZHUKHOBEHUS
CEpOTOHMHOBOTO CHHAPOMA. OJTa KOMOMHAIMS MOXKET TNPUMEHATHCS C KOPPEKIHeH 03Bl
AMHUTPHUNTWINHA B 3aBUCHMOCTH OT pPE3yJbTaTOB W3MEPEHHUS €ro KOHICHTPAlMW B TUIA3Me
KPOBH.

[lpy  OJHOBPEMEHHOM NPUMEHEHHHM BaIbIIPOCBOM  KHUCIOTHl  yMEHBIIAETCS  KIMPEHC
AMUTPUNTWINHA W3 TUIA3MBI KPOBH, YTO MOXET TNPHUBOJUTH K IOBBIIICHUIO KOHIICHTPAIUU
AMUTPUNTWIMHA W €ro Merabomurta — HOpTpUNTHIWHA. [lpW COBMECTHOM TpHMEHEHHH
AMUTPUNTWIMHA M  BaJbIPOEBOM  KHCIOTHI  CIEAyeT KOHTPOJIMPOBATh KOHIEHTpALUU
AMUTPUNTUIMHA U HOPTPUIITHIIMHA B CBIBOPOTKE KPOBU. MOXKET MOTPeOOBATHCS CHUXKEHUE J103bI
AMHUTPHUIITHIIMHA.

[Ipr OIHOBpEMEHHOM TMPHMEHEHHH aMUTPUNTHJIMHA B BBICOKOW J03€ W TpENapaToB JIUTUS B
TedyeHue OoJjiee MOJYrojia BO3MOXKHO Pa3BUTHE CYIOPOT, CEPJIEYHO-COCYIUCTBIX OCIOKHEHHUM.
Taxke BO3MOXHO BO3HMKHOBEHHE IMPU3HAKOB HEHPOTOKCHYECKOro 3(dekra B BUAE TpEMOpa,
HApyIIEHWA TaMsTH, OTBJIEKAEMOCTH, e30pPTaHU3AIMM MBIIUICHUS JaXe TpU HOPMaJIbHON

KOHICHTPAUHX JIUTUA B KPOBU U CPEAHUX N03aX aMUTPUIITUIINHA.

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD W JIAKTALMS

bepemeHHOCTD
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[Ipumenenue B nepuoi 6epeMEHHOCTH HE PEKOMEHIYETCS

Ecnu mpenapar npumensiercs 6epeMeHHBIMU, HEOOXOAUMO MPEeayNpeauTh O BBHICOKOM pHCKE
Takoro npuema s 1ioaa, ocooenno B Il tpumectpe 6epemennoctr. [IpumeHeHne BBICOKHX
1103 TPULMKINYeckuX aHtuaenpeccanToB B |ll TpuMecTpe OepeMEHHOCTH MOXET MPUBECTH K
HEBPOJIOTHYECKUM PACCTPOHCTBAM y HOBOPOXKJICHHOTO. 3apEerHCTPUPOBAHBI CIIy4al COHJIMBOCTH
y HOBOPOXJIEHHBIX, YbH MATE€PH MPUMEHSUIM HOPTPUNTWIMH (METaOOIUT aMUTPUNTHINHA) BO
BpeMsi OepeMEHHOCTH, OTMEUEHBI CITyYau 3aJepKKU MOUCHCITYCKaHUSI.

Jlakrauus

AMUTPUNTUIIMH TIPOHUKAET B TIpyAHOE MOJIOKO. OTHOLIEHHWE KOHUEHTpalUui TIpyaHOe
MoJoko/mna3ma coctasiset 0,4-1,5 y pebenka, HaxOsIIerocst Ha TPYJHOM BCKapMIIMBaHUH.
[Tpu npuMEeHEHNH aMUTPUNITUIINHA TPYAHOE BCKAPMIIMBAHUE CIIEIyeT MPEKPATUTb.

Ecnu sToro He chemaHo, cieayeT HaOMIOIATh 32 COCTOSHHEM peOeHKa, OCOOEHHO B TEUEHUE
MEPBBIX YETHIPEX HEJEIb MOCIE POXKICHHS.

VY pebenka, HaXOASMIETOCS Ha TPYIHOM BCKapMJIMBAHWU, MOTYT BO3HHMKATh HE)KEIaTEIbHBIC

peakuuu (cM. pasaen 4.8.).

4.7. BaussHue Ha CIOCOOHOCThH YHpaBJsiTh TPAHCIIOPTHBIMH CpE€ACTBaAMHU H paﬁoTaTb C
MEXaHU3MaMHU

Bo BpCM: IIpUEMa aMUTPUIITHIIMHA 3allpCHIaACTCsA BOXKIACHHC TPAHCIIOPTHBIX CPCACTB, 4 TAKIKC
O6CJ'Iy>I(I/IBaHI/Ie MCXAaHU3MOB H BBIIIOJHCHHUE APYI'UX BUI0B pa60T, TpC6YIOH_II/IX MMOBBIIIICHHOMN

KOHLCHTPAIUX BHUMAaHUA U 6I)ICTpOTBI IICUXOMOTOPHBIX peaxunﬁ.

4.8. HexkesnaTesibHbIEC peaKIHU

HexenarenbHble SIBICHHUS CTPYHIHPOBAaHBI B COOTBETCTBMM C Kiaccu(HKaIMedl OpraHoB W
cuctem opranoB MedDRA, B npeaenax kaxaoi rpynmnsl NepedrcieHbl B MOPSIKE YMEHbIICHUS
3HAYUMOCTH.

YactoTa BO3HUKHOBEHUS TMOOOYHBIX 3¢ (eKToB ompenensiacb B  COOTBETCTBUU €
knaccudukanuein Beemupnoit Opranuzanuu 3apaBooxpaHeHusi: odeHb 4yacto (> 1/10), gacro
(= 1/100, < 1/10), neuwacto (= 1/1000, < 1/100), peaxo (= 1/10000, < 1/1000), oyeHb peako
(< 1/10000), gacToTa Hen3BecTHA (HEBO3MOXHO OIEHHTh HA OCHOBAHUH MMEIOIINXCS JTAHHBIX ).
Hapywenusa co cmoponst Kposu u aumg@amuyeckou cucmemvl: peoko — YTHETCHUE
KOCTHOMO3TOBOTO  KPOBETBOPEHHS,  arpaHyJIOIMTO3, JIEWKONEHHUSA, TPOMOOIUTONECHHUS,

303UHODUITHS.
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Hapywenua memabonuzma u numanus: o4eHb—uacmeo — yYBEAUUCHUC MaCChL TCHA; PeoKo —
CHI)KEHHE MAcCChl Tella, CHIDKEHUE alleTHUTa.

Tcuxuyeckue HapyweHusa: yacmo — CIIyTaHHOCTb CO3HaHMs, CHU)KEHUE JIMOUAO; Heuacmo —
TUIIOMaHUs, MaHUs, TPEBOra, OECCOHHUIIA, «KOLIMAapHbIE» CHOBUACHHUS;, pedko — neaupuit (y
MOKUJIBIX MMAIIMEHTOR ), TAJUTFOIMHAINH (TIpH 30 PEHUN).

Hapywenus co cmopoHbl HepeHOU cucmeMvl. OYEHb YACMO — COHIUBOCTb, TPEMOP,
TOJIOBOKPY>KEHHUS, TOJIOBHbIE 0OJU; yacmo — HapylleHWe KOHIIEHTPAIllM BHUMAaHUS, AUCTEeB3Us,
MapecTe3nu, aTaKCusl; Heuacmo — CyJIOpOTH.

Hapywenus co cmoponsl opeana 3peHus: O4eHb 4acmo — HapylIeHne aKKOMOJAINH; Yacmo —
MUJIpHa3; Heuacmo — MOBBIIICHUE BHYTPUTJIA3HOTO JABIICHHUSL.

Hapywenus co cmopoHvl opeana ciyxa u 1abupunma: Heyacmo — UIyM B yIliax.

Hapywenus co cmoponwvl cepoya: oueHv uacmo — YCWIEHHOE cepaueOueHue, TaxuKapaus,
opTocTaTudecKas THUIOTEH3HsS, uacmo — AaTPUOBEHTPUKYyIsipHas Oinokama (AV-0iokana),
Omokana HOXKKHM Tydka ['mca, HapymeHuss BHYTPUCEPACYHON MPOBOJUMOCTH, PETUCTPUPYEMbIE
uib Ha anekTpokapauorpamme (OKI'), Ho He mposBistonmecs KinHudecku (ypenunyenue QT
uHTepBana, ysenuuenne QRS komruiekca); neuacmo — apTepuanbHas THIEPTEH3US;, peoKo —
ApUTMUSL.

JKenyoouno-kuweynvle Hapyuienus . o4eHb 4acmo — CyXoCTb BO PTY, 3aIl0p, TOITHOTA; YaACMO —
BOCTAJICHUE CIIM3UCTON OOOJOYKH TOJIOCTH pTa, 3ab0ieBaHMs J1eCe€H, HEOOpaTUMBI Kapuec
3y0OB, OIIYIICHUE KKEHUSI BO PTY, Heuacmo — AUapesi, pBOTa, OTEK SI3bIKA; peOKO — YBEITUUYCHUE
CJIFOHHBIX JKeJIe3, MapauTHIeCKasi KHIICYHAs HEMPOXOUMOCTb.

Hapywenus co cmoponbl neuenu u iHcenuegbleooAwUx nymelii. peoko — KeNTyxa, HapylIeHHe
nokaszarenel (YHKIMOHAJIbHOIO COCTOSIHMS TI€YCHM, IOBBIIICHUE AKTHBHOCTU IIEIOYHOU
docdarassl (ILID) kpoBU U TpaHCAMHUHA3.

Hapywenus co cmopoHbl KOiCU U NOOKONCHBIX MKAHEl: 04eHb 4acmo — TATIEPTUIPO3; Heuacmo
— KOJKHas ChIb, KPaIMBHUIIA, OTEK JIMIIA; pedKo — ATONeNHs, peakiiui POTOCCHCHOMIN3aINH.
Hapywenus co cmoponwl nouek u Mouesbi800aux nymeti: Heuacmo — 3aJepiKKa MOUH.
Hapywenus co cmoponst penpodykmugHou cucmemsvl U MOJOYHBIX Jicene3’ Ydacmo —
SpEKTUIIbHAS TUCHYHKIUS; pedKO — THHEKOMACTHSL.

Obwue nHapywenus u peakyuu 8 Mmecme 86e0eHUsl: 4acmo — YTOMISIEMOCTb; peOKO — TTUPEKCHSL.
Cunopom «ommeHsl»: TIOCIIE ATUTETHLHOTO IPUMEHEHUS IPU PE3KOM IPEKpaIeHHUH TPUMEHEHHS
MOTYT BO3HHMKaTh TaKUe HeXeNlaTeJIbHbIE peaKkIiH, KaK TOIHOTA, PBOTA, {uapesi, ToJIOBHask O0Jb,

HEJIOMOTaHWe, OECCOHHHWIIA, HEOOBIYHBIE  CHOBHJCHHS, HEOOBIYHOE  BO30YXKICHHE,
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pa3IpaXXUTENbHOCTh, TOCHE€ JUIMTEIBHOTO |HpUMEHCHUS —HPU  HOCTCHECHHOU —OTMEHEC ——
pa3apaXUTENbHOCTh, HAPYIIEHUS CHA, HEOOBIYHBIE CHOBUICHHUS. OTH CHUMIITOMBI HE
CBUJICTENLCTBYIOT O Pa3BUTUU MPUBBIKAHUS K MIperapary.

HekoTtopsie u3 HexenaTeabHBIX peakiuil, HalmpuMmep, roJoBHas 0OJb, TPEMOp, HapylleHHE
KOHIICHTPAIlM! BHUMAHHS, 3all0p ¥ CHWKCHHE JIMOUAO MOTYT SBISITBCS MPOSBICHUSMU

ACIIPECCUU U UCHE3AaTh 110 MEPC pa3pClICHUA ACTIPCCCHU.

COO6H_I€HI/I$I 0 IMOJ03PCBACMBIX HCKCIATCIAbHBIX PCAKIIUAX

BaxxHo cooOmare 0 TMOA03peBaeMBbIX HEXKEIATeNbHBIX pEaKIHMsIX Ha JIeKapcTBa IMOCIe
perHucTpaIyy JICKApCTBEHHOTO Tperapara ¢ IelbI0 00eCTieueHUsT HeITPEPHIBHOTO MOHUTOPUHTA
COOTHOIIEHUSI «IOJIb3a — PHUCK» JIEKApCTBEHHOTO Mpemnapara. MeIuIMHCKUM pabOTHUKaM
peKoMeHayeTcsl  coolmarh O  JIOOBIX — IOJ03PEBAEMBIX  HEXKENATeIbHBIX  PEaKIUAX
JICKapCTBEHHOTO TIperapara 4Yepe3 HaIlMOHAJIbHBIC CHCTEMBI COOOIICHHS O HEKEeIaTeIbHBIX
pEAKLHUIX TOCYAAPCTB — WICHOB EBpa3uiicKOro S3KOHOMHYECKOTO COK03a.

Poccuiickasa ®@eoepayus

®OenepanbHas ciyx0a mo Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)

Anpec: 109074, r. Mocksa, CriaBstHCKas IJI0IIa1b, 1. 4, cTpoeHue 1

Tenedon: +7 (495) 698-45-38

OnekrponHas moura: pharm@roszdravnadzor.ru

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

4.9. Ilepeno3upoBka

Peakuuu Ha nepe103UPOBKY y pa3HbIX MALMEHTOB CYIIECTBEHHO Pa3IMyaroTCs.

VY B3pocabIX manueHToB npueM 0onee 500 Mr BBI3BIBAET YMEPEHHO BBIPAKEHHYIO MU TSKEIYIO
MHTOKCHKAIHIO.

JleranpHas no3a amutpuntuianHa — 1200 mr.

CuMOTOMBI

CuMnTOMBI MOTYT Pa3BUBAThCS MEAJIEHHO M HE3aMETHO, UJIM JKE€ PE3KO U BHe3anmHO. B TeueHue
NEPBBIX YAaCOB HAOIIOAAETCA COHJIMBOCTD WM BO30YXI€HHE, &)KUTALMS U TAJUTIOLIMHALINN.
Aumuxonunepeuueckue CUMAIMOMbL. MUAPUA3, TaxXUKapAus, 3aJepKKa MOYEHCITyCKaHUS,
CYXOCTb CIM3UCTBIX 000JI0UYEK, OBBIIICHHE TEMIIEPATYPHI, 3aMeIJICHHEe MOTOPUKH KUIIICUHUKA.
Heitiponcuxuueckue npusnaxu: CyJOpOTH, BHE3AIIHOE YTHETEHUE IIEHTPAIbHOM HEPBHOMI

CHUCTEMBI, CHU)KCHHUEC YPOBHA CO3HAHUA BIIJIOTH A0 KOMBI, IIOJABJIICHHUEC AbIXaHUA.
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Cumnmomsl co cmoponbsl cepoya: 0 Mepe Hapac
U3MEHEHHS CO CTOPOHBI CEPIEYHO-COCYAMCTONM CHCTEMBbl. ApPUTMUU  (KEITyJOYKOBas
TaXHApPUTMUS, HAPYIICHHsS cepaecdyHoro putMma mo tumy Torsade de Pointes, ¢ubpumisims
xenynoukoB). Ha OKI' xapaktepHo ymmHenune uHTepBana PR, pacmpenue komriekca QRS,
yanuHenne uHTepBana QT, ymmomenue mnm uHBepcus 3yo6ma T, menpeccust cermenta ST u
OJlokaa  BHYTPHCEPACYHOM  MPOBOJUMOCTH  PA3NIMYHOM  CTENEHH, KOTOpas  MOMKET
MPOrPEeCcCUPOBaTh BIUIOTH 1O OCTAHOBKU CEpAlla, CHIDKEHUS apTepuajIbHOro JaBlICHUS,
CepIICYHON HEIOCTATOYHOCTH, BHYTPHIKEITYJOUYKOBOM OJ0Ka/Ibl, 4aCTOTO MyJIbCa.

Pacmmpenne xommiekca QRS 0OBIMHO KOppenHpyeT C TSHKECTBIO TOKCHYECKUX 3(P(PEKTOB
BCJICJICTBUE OCTPOU MEPEI03UPOBKHU.

Cepaeunasi HEJOCTATOYHOCTb, CHIDKEHUE apTEPUAIBHOTO JaBJICHUS, KapIWOTEHHBIM IIOK.
MeTtabonuyeckuit aui03, TUMOKATHEMHUSL.

[Tocne mpoOyk/IeHNs BHOBb BO3MOYKHA CITyTAHHOCTH CO3HAHUS, BO30YKICHHE, TaJUTFOIIMHAIINH,
aTaKCHS.

Jleuenue

[TpexpaieHue Tepanuu aMUTPUNTUINHOM, BBeAeHHE ¢u3ocTurMuHa 1-3 mr kaxnasie 1-2 vaca
B/M WIH B/B, HHPY3HsI KUJIKOCTH, CHMITOMATHYCCKAs TEpaIsi, TOJJCPKAHUE apTePHATLHOTO
JMABJICHUS W BOJHO-RJIEKTPOJIUTHOro OanmaHca. [lokazaHO MOHHUTOPUPOBAHHUE CEPACYHO-
cocyauctoil nesrenbHoctd (OKI') B Teuenue 5 aHei, T.K. peIUAUB MOXKET HACTYIUTH uepe3 48
yacoB M mno3ke. ['emonuanu3 u QOPCUPOBAHHBIA JAUype3, MPOMBIBAHHE 3JKETyJIKa Malo

3¢ (EeKTUBHBI.

5. PAPMAKOJIOTMYECKUE CBOHCTBA

5.1. ®apmakoaMHAMHYECKHE CBOMCTBA

®dapmakoTepaneBTUYECKas IPyIa: aHTUAECTIPECCAHT.

Kox ATX: NO6AAQ9

AMUTPUNTUIMH — TPULUKINYECKUH aHTUACTIPECCAHT C CEJaTUBHBIM 3((HEKTOM.

AMUTpUNTUIMH B OJUMHAKOBOM Mepe HHruOupyer oOpaTHBI 3axBaT HOpaApeHAIMHA W
CEpOTOHHHA B MPECUHANTHYECKOM HEPBHOM OKOHYaHUU. OCHOBHON METabOIUT aMUTPUITUIINHA
— HOPTPUNTHJIMH — CPABHUTEIHHO CHUJIbHEE yTrHETaeT OOpaTHBIM 3axBaT HOpaJpeHaINHa YeM
ceporoHnHa. O6namaer xonuHonuTHueckod M HI-rucraMuHHON aKkTUBHOCTHIO. (OKa3bIBaeT

MOIMHOC aHTHACTTPCCCUBHOC, CEAATHBHOC U AHKCUOJIUTUYCCKOC JIelcTBHE.
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5.2. ®apmakoknHeTHYECKHE CBOHCTBA
AOGcopOnus

AMUTPUNTUIMH Oo0siajaeT BBICOKOW abcopOuueit. Bpems mocTukeHHs MaKCUMalbHOM
KoHIeHTpauuu (Tcmax) mocne npuema BHYTph — 4-8 yacoB, Cmax coctaBiser 0,04-0,16 Mxr/mi.
PaBHOBecHast KOHIICHTpAIUs JOCTUTACTCS IPUMEPHO Yepe3 1-2 Hefenu mocie Hadana KypcoBOTro
nedyenusi. KoHeHTpauuu aMUTPUNITUIMHA B TKaHSAX BbIIIE, YeM B Ma3Me. buomoctymHocThb
AMUTPUNITHIIMHA TPU PA3IUYHBIX NYyTSX BBedeHus — 33-62 %, ero akTUBHOTO MeTaboiuTa
HoprpuntunuHa — 46-70 %. O6wvem pacupenencuus (Vd) — 5-10 n/kr. DddexkTuBHBIC
TEparneBTHYECKUE KOHIICHTPAIMN aMUTPUTITIIIMHA B KpoBU — 50-250 HI/MII, 1711 HOPTPUIITHIIHHA
(ero aktuBHOTO MeTabonuta) — 50-150 Hr/ma. Cesa3p ¢ Oenkamu miaasmel — 92-96 %.

Pacupenenenue

AMUTpUNITHIMH ~ TPOXOAWT 4Yepe3 TUCTOreMaTHUeCKHue Oapbephl, BKJIIOYAas TreMaro-
sHIedanmueckuii 6apbep (B T.4. HOPTPUINITHIMH), TPOHHKAET 4Yepe3 IUIAIlCHTApHBI Oapbep,
BBIJICJIIETCS B IPYIHOE MOJIOKO B KOHLIEHTPALMSIX, aHAJIOTUYHBIX TJIa3MEHHBIM.

BI/IOTDaHCd)ODMaHI/IH

MeTtabonu3M aMUTPUNTHINHA OCYIIECTBISICTCS NMPEUMYIIECTBEHHO 32 CYET JEMETHIIMPOBAHUS
(m3opepmentsr CYP2D6, CYP3A) u ruapokcunupoBanus (uzopepment CYP2D6) c
MOCNEeAYIoNel KOHBIOTallMel C TIIOKYPOHOBOM KuCIOTOW. MeTabonu3m XapakTepusyercs
3HAYUTEIbHBIM T€HETHUECKUM NOIUMOpP(PHU3MoM. OCHOBHBIM aKTUBHBIM METa0O0JIUTOM SBISETCA
BTOPUYHBIA aMHH — HOPTPUNTHIMH. MeTabonuThl 1Hc- ¥ TpaHc-10-ruapoCHaMUTPUTITIIINH U
miuc- U TpaHc-10-THIPOKCHHOPTPHUNITIIIMH XapaKTEPU3YIOTCS CXOAHBIM C HOPTPUNTHIMHOM
npopuwieM  aKTUBHOCTH, XOTS  MX  JeicTBUE  BBIPAKEHO  3HAUUTENbHO  cialee.
JIeMeTHIIHOPTPUNITUIIMH U aMUTPUNTUIMH-N-OKCU TNPHCYTCTBYIOT B IJJa3M€ KpPOBH B
HUYTOXXHBIX KOHIIEHTPALUX; MOCIEIHUN METa0O0IUT MPaKTUYECKHU JIMIIEH (papMaKoIOrHuecKoi
AKTUBHOCTH. B cpaBHEHUU ¢ aMUTPUNTUIMHOM BCE METAOOIUTHI 00J1aal0T 3HAUUTEIBHO MEHEe
BBIPaXECHHBIM M-XOJIMHOOJOKUPYIOLIUM JIEHCTBUEM.

OCHOBHBIM  (paKTOpPOM,  OMNpPENEeNSIONUM  MOYEUHBIH  KIMPEHC, U, COOTBETCTBEHHO,
KOHIIGHTPALIMIO B IJa3Me KPOBH, SIBJISETCS CKOPOCTh I'MJIPOKCHIIMPOBAaHUs. Y HEOOJbIION J0IH
Jro/ieit HaOMroaeTcsl TeHETUYECKU 00YCIIOBIIEHHOE 3aMeIJIEHHOE THIPOKCUIINPOBAHUE.
DJIMMUHALMS

[Tepuon monyBeiBenenus (T12) m3 mmasmel kpoBu — 10-28 yacoB Ui aMUTPUNITUIMHA, AJIS
HopTpunTWwiInHa — 16-80 wyacoB. CpeaHuii OOmMHA KIMPEHC AMHTPUNTHIMHA COCTaBIISCT

39,24+10,18 n/4. BeIBOAUTCS aMUTPUNITIIIMH NPEUMYIIECTBEHHO IMOYKaMH U Yepe3 KUIICYHUK B
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Buje MetabonuToB. Okono 50 % BBEACHHOTO AMUTPUHTUIMHA BBIBOJUTCS C-MOYOU B-BuUAe10-
TUJPOKCH AMUTPUINITWIMHA M €ro KOHBIOrara ¢ TJIIOKYPOHOBOM KHCIOTOH, Okojio 27 %
BBIBOJIUTCS B BUAE 10-TUAPOKCH HOPTPUNTHIMHA U MeHee 5 % aMUTPUNTUIIMHA BBIBOJUTCS B
BHJIC MCXOJHOTO BEIIECTBA WU HOPTpUNTWIMHA. [lomHOE BBIBEICHHUE aAMUTPUNTHIMHA U3
OpraHu3mMa MPOHUCXOUT B TEUCHUE 7 THEM.

TloyeyHas HEAOCTATOUYHOCTD

VY nmanueHToB C HapylleHueM (YHKIMH NOYeK BBIBEACHHE META0O0IMTOB AMUTPUIITHIIMHA U
HOPTPUNTHUIMHA 3aMEAJICHHO, XOTA MeTa0OJu3M Kak TakoBOW He M3MeHseTcs. M3-3a cBs3M ¢
OenKkaMM KpOBM aMUTPUNTHIMH HE YIAJISETCS U3 IUIa3Mbl KPOBH IyTEM IHAIH3A.

Ileuenounas HEAOCTATOYHOCTD

HapymeHI/m (bYHKHHH INEYCHU MOTYT NPHUBOAUTH K 3aMCIJICHHUIO MeTaboIu3Ma AMUTPUIITUIINHA
H IIOBBIIICHUIO €I'0 IJIa3MCHHBIX KOHHCHTpaHHﬁ.

JInna mosKuJioro Bo3pacra

Y moxuibeIx MNalUEeHTOB OTMCYACTCA YBCIIMYCHUC INICPUOJAa IMOJTYBBIBCACHUA W YMCHLIICHUC

KIIMPCHCA aMUTPUIITHIIMHA BCJICACTBUC CHUKCHUA CKOPOCTHU MeTaboau3Ma.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. Ilepeuenb BcoMoOraTe/ibHbIX BellleCTB

JlexcTpo3bl MOHOTUIPAT

Hatpus xmopun

benzeronus xnopuna

XJI0pUCTOBOAOPOIHAS KUCIIOTA WIIM HATpUs TUIPOKCU (s koppekuuu pH)

Bopa niist uabexmn

6.2. HecoBMecTHMOCTDH
B cBs3M ¢ OTCYTCTBHEM MCCIIEOBAaHUN COBMECTHMOCTH, JAHHBIN JICKAPCTBEHHBIN Mperapar He

CJICAYyCT CMCIINBATDL C APYTUMH JICKAPCTBCHHBIMU ITPCIIapaTaMu.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH IPH XPAHCHUHU

XpaHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaTtype He Boite 25 °C.
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6.5. Xapakrep ¥ coaepkaHue NEPBUYHON YIIAKOBKH

ITo 2 M1 B amIysibl U3 OECLIBETHOIO CTEKJIa HEPBOTO TUAPOIUTUYECKOIO Kilacca.

Ha xaxxnyro amIyily HakJIEUBalOT STUKETKY CAMOKJIESIIIYIOCH.

ITo 5 ammys1 nOMEIIAIOT B KOHTYPHYIO STYEMKOBYIO YIIAKOBKY M3 IUICHKHU IOJUBUHWIXJIOPUIAHON
U (Qoibpru aTOMUHHMEBOM I€YaTHOW JIAKMPOBAHHOW WJIM THUOKOW YNAaKOBKM Ha OCHOBE
ATFOMUHHEBOU (POJIbIH, WK 0€3 (DOJIBIH.

I[To 1 wmm 2 KOHTYpHBIE SYCHKOBBIC YMAKOBKH (C ¢onbrod mmum 06e3 (ojbru) BMecTe C
MHCTPYKIMEH 10 TPUMEHEHHIO Tpenapara, CKapu(UKaTOpOM HIM HOXXOM aMITYJIbHBIM
MOMEIIAIOT B NAUKy U3 KapTOHA.

[To 20, 50 wnm 100 KOHTYpHBIX SYEHKOBBIX ymakoBOK (¢ ¢omeroir) ¢ 20, 50 umu 100
MHCTPYKLMAMU IO IPUMEHEHHUIO Iperapara, COOTBETCTBEHHO, CKapU(pUKaTOpaMu WM HOXaMU
aMITYJIbHBIMH yTIAaKOBBIBAIOT B KOPOOKY M3 KapTOHA WM B SIIUK U3 TOPPUPOBAHHOTO KApTOHA
(U1 CTAIIMOHAPOB).

[lpu ymakoBke ammysn ¢ Hajgpe3aMd (HaceuykaMu) M TOYKAaMHM WM KOJIbBLEAMH H3JI0Ma

CKapI/I(I)I/IKaTOpBI HJIM HOXXHU aMITYJIbHBIC HC BKJIA/IbIBAIOT.

6.6. Oco0Oble Mepbl TMPEIOCTOPOKHOCTH NPH  YHUUYTOXXKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOr0 Tpenapara WJIH OTXO0JA0B, TMOJYYEeHHBIX TOCJie TPUMEHEHHUs!
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUIYJISIIAY ¢ PenapaTomM

Bech ocTaBmIMiics 1€KapCTBEHHBIA MPENAPaT U OTXOMABI CIEAYET YHHUTOXKHUTh B YCTAHOBIEHHOM

TOPSIZIKE.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

Poccuiickas ®@enepanns

®denepanbHOE TOCYIAPCTBEHHOE YHUTAPHOE NpeanpuaTue « MOCKOBCKUI SHIOKPUHHBIN 3aBOI
109052, r. Mockga, yi. HoBoxoxnoBckas, . 25

Ten.: +7 (495) 678-00-50

dakc: +7 (495) 911-42-10

mez@endopharm.ru

7.1. IIpeacTaBUTENb AEPKATE/S] PETHCTPAIMOHHOIO YI0CTOBEPEeHUs

[IpereH3un HOTD66I/ITCJICI71 HalpasBJIATH 110 aApECy:

Poccuiickas @enepanus
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 13.04 2023 Nz 7542

(NQCNEOOBATENEHOCTE DO02)

(DeﬂepaﬂbHoe rocy1apCTBEHHOC YHUTAPHOE IIP grrpmq’rvip «MOCKOBCKUI SHIOOKPUHHBIML 32BOD)

109052, r. Mockaa, yi. HoBoxoxiioBckas, 1. 25
Ten.: +7 (495) 678-00-50

®daxkc: +7 (495) 911-42-10

pv@endopharm.ru

8. HOMEP PEIT'UCTPAHMOHHOI'O YAOCTOBEPEHUA

9. TATA NMEPBHUYHON PETUCTPAIIMA (IIOATBEPXKJIEHWUSA PETMCTPAIINN,
INEPEPETUCTPALIN)

Jlara nepBoii peructpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmrast xapakTepucTHKa JEKapCTBEHHOTO Ipenapata AMUTpUNTHINMH, 10 Mr/mi, pacTBop s
BHYTPUBEHHOI'O ¥ BHYTPUMBILIEYHOIO BBEJIEHUS JOCTyIIHA Ha HH(POPMAIIMOHHOM IOpTalie
EBpa3zuiickoro SKOHOMHYECKOTO COI03a B WH(GOPMAIMOHHO-KOMMYHHKAIIMOHHON  CEeTH

«Hurepuer» https://eec.eaeunion.org/.
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