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OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

COOTBETCTBYET ZKCNEPTHOMY OTUETY

1. HAMMEHOBAHHME JIEKAPCTBEHHOI'O ITPEITAPATA

AMUTPUIITUIINH, 25 MT, TaOJIETKH

2. KAUECTBEHHBIN U KOJIUYECTBEHHbBIN COCTAB

JlencTByrolee BEMECTBO: aMUTPUIITUINH
Kaxnas Tabnerka cogepx’ut 25 Mr aMUTpUIITUIIMHA (B BUZE TMIPOXJIOPHUIA)

BemecTBa, HalmM4Yne KOTOPBIX HAJO0 YYUTHIBATh B COCTABE JIGKAPCTBEHHOTO Tperapara: JIAaKTo3a
(cm. paznen 4.4).

[TonHbIi IepevYeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku

Tabnerkn ot 6enoro c cepoBaTbiM 110 O€JIOT0 € JKEIATOBAaTBIM OTTEHKOM IIBETa, KpPYIJble
IUIOCKOLIMIMHAPUYECKHE C (PACKOM.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3aHusl K IPUMEHEHHIO

AMUTPUNTUINH MTOKa3aH K NMPUMEHEHHUIO y B3pOCIBIX OT 18 JIET Npu SHAOIEHHBIX AENPECCHUSIX H
JIPYTUX JENPECCUBHBIX PaCCTPOUCTBAX.

4.2. Pe:xum 103MpOBaHuUS M CI0CO0 MPUMeEHEHHUs!

PexxuM n03upoBaHus

Bspocnvie

I[o3a OMpeaACACTCA BpadyOM HHAUBUAYAJIBHO I KaXIOro IManuceHTa, U €€ CICAYCT CTpPOro
NpUACPKUBATHCA.

HavaneHnas cyrouHas no3a Ipu npueme BHYTpb cocTaBisieT 25—-50 Mr, pa3zeneHHas Ha 2 npuema B
Te4YeHue JHA, JM00 B BHJE OJHOKPATHOrO Ipuema 3a 2 4Yaca /0 CHa. 3aTeM J03y MOCTENEeHHO
YBEJIMUYUBAIOT Ha 25—50 Mr 10 moay4YeHHs jKeaaeMoro aHTuaenpeccuBHoro 3¢ dexra. OntumanbHas
CyTouHasi TepameBTHYeckas Jno3a coctaBmsier 150-200 wmr (MakcumalbHas dYacTh JI03bI
MpUHUMAETCS Ha HOYb). [Ipu TsKeNbIX Jenpeccusix, pe3UCTEHTHBIX K TePanui, 103y YBEIUYUBAIOT
a0 300 mMr B ycnmoBHMAX cTanuoHapa (MakCHMallbHas 103a il aMOyJaTOPHBIX MalUeHTOB —
150 mr/cyT).

[Tocie nmoaydeHus CTOMKOro aHTUAeTpecCuBHOTO 3(dekTa uepe3 2—4 Heleau J03bl MOCTCIIEHHO U
MCIJICHHO CHUXXAIOT. B cnyqae ITOABJICHU S HpI/I3HaKOB JIereCCHH HpI/I CHUXXCHHUU 103 HeO6XO)II/IMO
BEPHYThCS K TpexHeW jgo3e. Ecnu cocTosiHue manueHTa He yaydilnaeTcs B TeueHHe 3—4 Heelb
JICUCHUS, TO JaJIbHEHIIas Teparnus HeleaecooOpasHa.
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ﬂﬂumeﬂbHOCWlb mepanuu

AHTHJICTIDECCUBHOE  JCHCTBHE OOBIYHO  TposBIsAeTCS  4depes 2-4  Hexenu. JleueHuwe
AHTHUJICTIPECCAHTAMU SIBIIIETCS CHMIITOMATUYECKUM W JIOJKHO OBITH JIOCTATOYHO JJIUTEIHHBIM.
CpenHsis TPOJODKUTEILHOCTh TEPamMM OOBIYHO COCTaBIIIeT 6 MecsAlmeB W Ooiee ¢ IeJblo
MpEeAYNPEXKACHUS PELUINBA.

IIpexpawenue mepanuu

[Ipu nmpexpanieHuu Tepanuu OTMEHY Ipenapara peKOMEHAYETCs IPOBOAUTH IIOCTEIICHHO B TCUCHHE
HECKOJIbKUX HEJIeNIb BO U30eKaHHe pa3BUTHsS CUHIPOMA «OTMEHbI». CUMITOMBI OTMEHBI: TOJIOBHAs
0oib, TOIIHOTA, PBOTA, JAWApes, HEJIOMOTaHHWE, HApYIICHWE CHA, HEOOBIYHBIC CHOBHUICHHMS,
XUTalMs, JBUraTeIbHOE OECIOKOMCTBO, Pa3Ipa)KUTEIbHOCTh U O0ILEe IJI0X0€ CaMOYyBCTBHUE.
OTH CUMITOMBI HE SIBJIAIOTCS MPU3HAKAMH 3aBUCUMOCTH OT Ipenapata. Eciau Bbl 3a0bUIH TPUHSTH
CBOIO E)KEIHEBHYIO /03y, PEKOMEHAYETCS IONOKIaTh A0 BPEMEHM CIEAYIOLIEr0 IpHUEMa I10
PAaCIMCaHUIO U IPUHATH OJHOKPATHYIO J103Y.

IloeémopHnuiii Kypc mepanuu

HpI/I Ha3HA4YCHUU MMOBTOPHOT'O KypcCa JICUCHUA aMUTPUIITUIMHOM IMAlUCHTY H€06XOIII/IMO IMPOBECTHU
JOIIOJIHUTCIIBHOC 061_[[66 KIIMHHUYCCKOC O6CJ'I€I[OBaHI/Ie.

Oco0ble rpynIbl MalueHTOB

J]uua nooaKcus10co0 eo3pacma

[Toxwmnbie moau Oosee YyBCTBUTENBHBI K M-XOJUHOOJIIOKHPYIOIIUM HEXeTaTelnbHbIM d(dexTam
aMUTPUIITWIMHA. Y MAIMEHTOB MOXHJIOTO0 BO3pAcTa peKOMEHIyeMasl HauyajbHas 103a 25 MI/CyT 3a
2 Jaca nepe]l CHOM. JlanmbHeliIee MOBBILICHUE 1036 CIEAYET IPOBOAUTH MOCTEIICHHO Yepe3 JICHb,
aocTuras npu Heooxoaumoctu 103bl 75—100 mr/cyr. HeoOxoaumo npoBeieHue OMOIHUTEIBHOTO
oOcieoBaHus Mepes; Ha3HauYEeHUEM MOBTOPHOro Kypca jedeHus. Cyrtounsle A03bl Bbimie 100 Mr
CJIEAYET UCIIOIB30BATH C OCTOPOKHOCTBIO.

Tayuenmoi ¢ noueunoi HeOOCMamoyHOCmvio
ITpu HapymieHny GyHKIMK TOYEK KOPPEKLUs 1036l HE TpeOyeTcs.
Tayuenmvi ¢ neueHOYHOU HEOOCMAMOYHOCHBIO

VY NanueHToB ¢ NeYeHOYHOH HEeAOCTATOYHOCTHIO /1032 aMUTPUNTHIIMHA JOJKHA OBITh YMEHbIICHA.
[Ipu HapymieHnn QyHKIMU MMEYEHW M 3aMEJIEHUH MeTaboju3Ma IpenapaT CleIyeT NMPUMEHSThH C
OCTOPOKHOCTBIO. B 3aBUCUMOCTH OT KOHLICHTpAllUM aMUTPUITWIMHA B IUIa3Me KPOBU BO3MOXKHA
KOpPPEKLHUsS 103bI.

CTH

be3onacHocTh 1 3 PeKTUBHOCT AMHUTPUIITAIIMHA Y AeTei B Bo3pacte oT 0 g0 18 neT Ha JaHHBIHA
MOMEHT HE yCTaHOBJIEHBI. JlaHHBIE OTCYTCTBYIOT.

Cnooco0 nmpuMeHeHs

BuyTpb BO Bpemsi WM nocie e/ibl, He pa3KeBbIBasl.
4.3. IIpoTuBoONOKA3aHUSA

L4 FI/IHCp‘{}/BCTBI/ITCJ'IBHOCTB K aMUTPUIITUIIUHY H/ua K J'IIO6OMy N3 BCIOMOI'aTCJIIbHBIX
BCILICCTB, IICPCUUCIICHHBIX B pa3aciic 61,

e (OJIHOBPEMEHHOE NMpUMEHEHHE ¢ MHruburopamu MoHoamuHokcuzaaszbl (MAO) u B TedueHue
2-X Heselb 110CIIe UX OTMEHBI;
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ATPUOBEHTPHUKY/ISIPHOH ¥  BHYTPIIKEIYJOYKOBOH TMPOBOAMMOCTH  (OJIOKapl JHOOOMH
CTCTICHH), APUTMHUH, CEpJIeYHAs HEAOCTATOYHOCTh, OpaauKapius, BPOXKICHHBIA CHHIPOM
ynauHeHHoro QT, a Takke OJJHOBpEMEHHOE IIPUMEHEHHE C IpernapaTaMy, TIPUBOIAIIMMH K
ynnuHeHuto uaTepBana QT;

® OCTpBIN JIETUPUIL;

® [apaUTUYECKUl Uiieyc, KUIIeUYHas HEMPOXOJUMOCTh;
® [HUJIOPOCTEHO3;

® OCTpas aJIKOroJibHAsi UHTOKCHUKAIIHS;

® 0OCTpad HMHTOKCHKaNusAa CHOTBOpPHBIMU, AHAJIBI'C3UPYHOIIUMU u IICUXOAKTHBHBIMH
JICKApCTBCHHBIMU CPEACTBAMU,

® 3aKPBITOYTOJbHAS TJIAYKOMA;

® THUIIEpILIa3us MPEACTATEIHBHOM JKEJIE3bl C 3aJePKKOM MOYH;
® TUINOKAIHEMHS;

® JIETCKHMU W MOJAPOCTKOBBIN BO3pacT A0 18 nerT;

e OepemeHHOCTH (cM. pasgaen 4.6);

® [IepHOJ IPYJHOrO BCKapMIuBaHus (cM. pazzaen 4.6).
4.4. OcoOble yka3aHHus 1 MePbl PEI0CTOPOKHOCTH NIPH IPUMEHEHUH

C 0CTOPOKHOCTBIO

IIpn CynOpOXKHBIX pacCTpPOMCTBaX, XPOHUYECKOM AaJIKOIOJU3ME, OJHOBPEMEHHOM IIPUEME C
AHTUIICUXOTUYECKUMHU U CHOTBOPHBIMHU CPEJICTBAMH, 3a00JI€BaHUSAX KPOBU, OPOHXMATIBHOU acTMe,
YTHETEHUU KOCTHO-MO3IOBOTO KpPOBETBOPEHHS, HWIIEMHYECKOH OoJe3HM cepiua, TaxuKapIuH,
apTepHalibHON TUIMEPTEH3UHM, TUNEPPYHKIMM [IUTOBUIHON JKele3bl, CHUKEHUU MOTOPHOMN
(GYHKIMN JKEeJTyIOYHO-KMILIEYHOTO TpakTa (PUCK BO3HMKHOBEHMs NApAUTHYECKOM KHIIEYHOH
HENPOXOJUMOCTH), THUIEPIJIa3UK MPEACTATEIIbHON JKeNe3bl, HApPYLIEHUSX MOYEHCITyCKaHuUs,
TMIIOTOHUM MOYEBOTO Iy3bIpsi, HApYUIEHUAX (QYHKLUMU IEUeHH, HapyIIeHUsX (YHKIHMH MOYeK,
mu30ppeHnn (XOTs MNpu ero mnpueMe OObIYHO HE MPOUCXOAUT OOOCTPEHUS NPOAYKTHBHOMN
CHUMIITOMATHKH), TAPAHOUTHON CUMITOMATUKE, OUONpHOM aPeKTUBHOM paccTpoicTBe (mocie
BbIXOJa M3 JAENpeccCUBHON (ha3bl), y JMI], MPEAPACHOIOKEHHBIX K IMOBBIIIEHUIO BHYTPUIJIA3HOTO
JABJICHUA, IUIOCKOM NEpeqHEN Kamepe IJlaza U OCTpOM YIJIe KaMmepsl Ivia3a (IIpU Y3KOM yrje
nepenHel Kamepshl), y JIUI[ C JMHJIENCUEH B aHaMHE3e, B MOXHJIOM BO3pacTe, OJTHOBPEMEHHOM
npueMe C CeJIIeKTUBHBIMU HHTHOMTOpaMu oOpatHoro 3axBara cepotoHuHa (CHUO3C) wu
CEJICKTUBHBIMU MHTHOUTOPaMHU 00paTHOTO 3aXxBaTa ceporonrnHa u Hopaapenanuaa (CHMO3CuH).

Oco0ble yKa3zaHus

[lepen HauanoM JiedeHUs] HEOOXOAUM KOHTPOJIb apTepuanbHoro nasieHus (AJl) (y manueHToB ¢
MOHMKEHHBIM WX TaOMIBbHBIM AJ] OHO MOKET CHUKATHCS ellle B OOJIbIIEH CTENEHH).

HeoOxonuMa oCcTOpOXHOCTh MPU PE3KOM NEPEXO0J]E€ B BEPTUKAIBHOE TOJOKEHUE U3 IOJOKEHUS
«JIEXKAY WU «CUTS».

Jlenpeccusi CONPOBOXKIAAETCS MOBBIIEHHBIM PUCKOM CYMIUIAIBHBIX MBICIIEHN, CAMOIIOBPEKIECHUN U
cyunaa (CyHMUMAATbHBIX COOBITHI). DTOT PUCK COXPAHSETCS 10 3HAYUTEIBHOTO YIYUIICHUS
cocTosiHUA. Tak Kak yJlydloIeHHME MOXKET HE HACTYNHUTh B TCUCHUE IEPBBIX HECKOJIBKUX HENENb
JICUCHHs] WM JIOJIbIIE, TALMEHTHl JOJDKHBI HAXOMUTHCA IMOJ TINATENbHBIM HaONIOJEHUEM [0
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pUCKa CyulIiiga Ha paHHUX CTaJuAX BbI3JOPOBJICHUA.

[Ipoure ncuxmaTpuvyecKkue COCTOSHHMS, 1O MOBOAY KOTOPBIX HA3HAYACTCS aMUTPUNTHIIMH, TAKXKE
MOTYT CONPOBOXKJAThCS TOBBIIIEHHBIM PUCKOM CYWIUJAIBbHBIX coObITHil. Kpome Toro, stu
COCTOSIHMSI MOTYT COIYyTCTBOBAaTh OOJIBIIOMY JICIIPECCHBHOMY paccTpoiicTBy. llostomy mpu
JICYEHUU TAIMEeHTOB C JPYTMMU MCUXUATPUUYECKUMH COCTOSHUSMHU JIOJKHBI COONIOAATHCS TE Ke
MEphl TMPEAOCTOPOKHOCTH, YTO W TPU JICYCHUH TAIHCHTOB C OOJNBIINM JIEMPECCUBHBIM
paccTporCTBOM.

W3BecTHO, YTO TAIMEHTHI CO CBS3aHHBIMH C CYUIUIOM COOBITHSIMH B aHaMHe3¢ WIH B
3HAYUTENIHOMN CTETEeHU MPOSBISIONINE CYUIIUAATbHOE MBIIILICHUE, TIepe] HAYaIoM JICUEHUS UMEIOT
OOJBIINN PUCK CYWIUIATBHBIX MBICICH WM CYWIUJAIBHBIX TIOCTYNKOB W JIOJDKHBI TIIATEIHHO
HaOmoaTeCsi BO BpeMs JieueHud. MeTa-aHainu3 IU1ane00-KOHTPOIUPYEMbBIX — MCITIBITAHHMA
AQHTUJICNIPECCAHTOB C YYaCTHEM B3pPOCIBIX MAIlMEHTOB C TMCUXUATPUUECKUMHU HapPYHICHUSIMU
MPOJEMOHCTPUPOBAI HAIWYHUE TMOBBIIICHHOTO PHCKA CYHIMIAIbLHOTO TOBEJIEHUS Yy MAllMeHTOB
MOJIOXKE 25 JIeT, MOTyYalonIiX aHTUACTIPECCAHTHI, 10 CPABHEHHUIO C TPYMIION T1aedo.

TmiarensHOEe HaOMIOJEHUE 3a TAIMEHTaMH, OCOOCHHO HMMEIOIIMMHU BBICOKUW PHCK, JIODKHO
COMPOBOXK/IATh JIGKAPCTBEHHYIO TEPAIUI0 OCOOCHHO HAa PAaHHUX €€ CTAUAX W TOCJIEe U3MEHEHUH
no3pl. HeoOxoaumo mpeaynpenuTh NANUeHTOB (M OCYHISCTBIAIOMIMX YXOJ 33 HHMH) O
HEOOXOIMMOCTH OTCIICKHBATh JIFO00E KIMHHYECKOE YXYIIICHHE COCTOSHHS, CYHIIHJIATBHOE
MOBE/ICHUE WM CYUIUAAIBHBIE MBICTH, HEOObIUHBIE W3MEHEHHUs TOBEJCHHS, U HEMEIJICHHO
o0pamaThcs 3a KOHCYJIbTAIMEH K Bpady IPH MOSBICHUHA TAKUX CHMITOMOB.

Heo6xoauMo co0aroAaTe OCTOPOXKHOCTh INPU NPUMEHEHUM AaMUTPUNTHIMHA Y TalHEHTOB,
MOJYYarOIUX WHTHOUTOPHl Win WHAYKTOpHl M3odepmenta CYP3A4 cucremsr mutoxpoma P450.
[IpuMeHeHHEe aMUTPUNTUIMHA Y NAIMEHTOB BCEX BO3PACTHBIX TIPYMNI CBSI3aHO C PUCKOM
BO3HHUKHOBEHHUS MOOOYHBIX 3(P(PEKTOB CO CTOPOHBI CEPIICYHO-COCYAUCTOIN CUCTEMBI.

Ilepen HavaaoM J€YEHUS AMUTPUIITHIIMHOM IALMEHTY HEOOXOAMMO TIPOBECTH KOPPEKIUIO
THIOKANMEMIH. B mepro ieueHust B OTAENBHBIX CITydasiX MOXKET pa3BHBATHCS arpaHyJIOIHUTO3 WIH
TMITOKAIMEMHUS, B CBA3H C ATUM PEKOMEHYeTCs KOHTPOJb Nepupepudeckoil KpoBH, OCOOCHHO MpU
MOBBIIIEHUN TEMIIEPATyphl Tea, PA3BUTHH TPHUIIIONOMOOHBIX CHUMIITOMOB W TOH3WUINTA; TpPU
JUTUTENILHOW Tepanmuu — KOHTposib QyHKIMHA cepredno-cocyauctoi cuctemsl (CCC) u nedenu. Y
MOKWIBIX TTAalMEHTOB M TanueHToB ¢ 3aboneBaHmsiMu CCC ciemyeT KOHTPOJIHMPOBATH YACTOTY
cepaeuHbIXx cokpamenuit, AJl, snexrpokapauorpammy (OKI'). Ha OKI' B0o3MOXHO mMosiBIeHUE
KIMHAYECKH HE3HAYMMbIX W3MeHeHWd (crnaxkumBaHue 3yo6ma T, nmempeccust cermenra S-T,
pacuupenue komiiekca QRS).

Bo BpemMs mocTperucTpalimoHHOrO HAOJIOJIEHHs OBUTM 3aperuCTPUPOBAHBI CIydad YIJTUHEHUS
untepBasia QT u aputmuu. Cnemyer coON0aTh OCTOPOXKHOCTh Y TMAIIMEHTOB C BBIPAKCHHON
Opanukapvel, HEKOMIICHCUPOBAHHOW CEPJICYHON HEJIOCTAaTOYHOCTHIO, & TaKXKe y IaIMeHTOB,
MPUHUMAOIINX JPYTUE JIEKApPCTBEHHBIE CPEICTBA, KOTOphIe MOTYT yBenuuuTh uHTEepBan QT. Kak
W3BECTHO, OJEKTPOJIUTHBIE HapyIeHus (TUMOKAIUEMHs, THUIEPKATUEMHUs, THIOMarHHEeMHUsI)
SIBJISIFOTCSL COCTOSIHUSIMU, KOTOPBIE MOTYT IOBBICUTH PUCK Pa3BUTHUS aPUTMHUM.

[Ipn nmpuMeHEHHHM BBICOKMX J03 BO3MOXHO PAa3BUTHE HAPYIICHHH pUTMa CEPALA M TSKEIOro
CHIDKEHMSI apTepUaNbHOrO JaBICHHUSA. Y MAlMEHTOB, CTPAJaloluX 3a00JIeBaHUSAMM CepAlla, ITH
SIBJIGHUSI MOTYT BOHUKHYTh MPY Ha3HAaYEHUH OOBIYHOM /103bI.

HpI/I PAa3BUTUN MAaHHUAKAJIbHOI'O COCTOAHUA aMUTPUIITUIINH JOJIKCH OBITh OTMCHEH.

ONHUIeMHOJIOTUYECKUE UCCIIEA0BAHUS BBISIBIIN MTOBBIIICHHBIA PUCK PA3BUTHS CaXapHOTO AuadeTa y
MAIMeHTOB C JENpeccuei, monydaronmx Ttpunukindeckue antuaenpeccantsl (TL[A). Takum
o0pa3oM, MaIMEeHThl C YCTAHOBJICHHBIM TUArHO30M CaxapHOro auabera WM (akTopaMu pHUCKa
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COOTBETCTBYIOIICC 06CJ'IC,I[OBaHI/Ie C OIIPEACICHUEM COACPKaHUA I'NNTFOKO3bI B KPOBHU.

VY NanueHToB C CaxapHbIM AMA0ETOM JICYCHHE AMUTPUIITHIIMHOM MOXKET HM3MEHSATh JeiCTBUE
MHCYJIMHA U KOHLIEHTPALMIO TJIIOKO3bl B KPOBH, MOTOMY MOXET MOTPeOOBaThCS KOPPEKTUPOBKA
T03b1 MHCYJIMHA W/WJIN TIepOPAIbHBIX TUTIOTJIMKEMUYECKUX MPENapaToB.

HpI/IMCHeHI/Ie AHCCTCTHUKOB BO BPEMA KypcCa JICUCHHUA TpI/I/ TETPAIUKINYCCKNMHA aHTUACIIPECCAHTAMU
MOKCT YBCIIMYUTL PUCK BOSHUKHOBCHUS ApUTMHUU U CHUIKCHUA apTCPUATIbHOI'O JaBJICHU. Cnez[yeT
II0 BO3MOXXHOCTH MNPEKPATUTH IMPUEM AMHUTPHUIITUIMHA 34 HECKOJIBKO I[Heﬁ 0 XHUPYPrudeCKoro
BMeIIaTenbCcTBa. B cirydac HGO6XOI[I/IMOCTI/I HCOTJIOXKHOI'O XUPYPIrAUCCKOro BMCHIATCIBCTBA
AHECTE3HOJIOT JOJI2KEH OBITE OpeaynpekKIACH O JICHCHUHU MMallUCHTa IIpCrapaToM.

B nepuon jie4eHus cieayeT UCKIYNUTh YIOTPEOIEHUE aIKOroIsl.

Ilocme AIATEIIBHOTO IMIPUMCHCHUSA PE3KOE MPEKPAICHUE TEpAllUH Y HECKOTOPBIX IAIUCHTOB MOXKET
MNPUBCCTH K BO3HUKHOBCHUIO CHHAPOMA «OTMCHBD»). YroOBl H30€KATh €ro BO3HHUKHOBCHUA,
PEKOMCHAYCTCA ITOCTCIICHHAA OTMCHA AMUTPUIITHIIMHA B TCUCHHUEC HECKOJIBKUX HCACIIb.

JledeHne aMHUTPUNITHIMHOM B IIOXKWIOM BO3pacTe JIODKHO NPOXOAWUTH IIOJ  TIIATEJIBHBIM
KOHTpPOJIEM, ¢ IPUMEHEHUEM MHUHMMAJIBHBIX 03 Mperapara U IMOCTEICHHBIM UX IOBBILICHUEM, BO
n30eKaHue Pa3BUTHS JETUPUO3HBIX PACCTPOICTB, THIIOMAHUU U JPYTUX OCIOKHEHUH.

VY nauueHTOoB, NPUMEHSIOIUX KOHTAKTHbBIC JIMH3bI, CHI)KEHUE 00pa30BaHUA CJe3bl U HAKOIUICHUE
CIIU3UCTOIO CEKpeTa, BCIEACTBHE M-XOJIMHOOJIOKUpytomero aeictBus TLIA, MoxeT mpuBecTH K
NOBPEXJCHUIO  JMUTENUs  poroBullpl.  BcerienctBue — aHTuxosnmHepruyeckoro — 3¢ddexra
AMUTPUIITUIIMHA BO3MOKCH IMPUCTYII IMTOBBIIICHWA BHYTPUTJIA3HOTO JaBJICHUAA.

CyXOCTb CIM3UCTON 000I0YKH MOJIOCTH pTa MOXKET IIPUBECTU K BOSHUKHOBCHHUIO M3MEHEHHMH Ha ee
MMOBEPXHOCTHU, BOCHAIMUTCIBHBIM PCAKIUAM, OIIYHWICHUIO MOIKCHUA H KapHECY. PeKOMeHI[yeTCﬂ
PEryiIsipHOC MMOCCHICHUE CTOMATOJIOrA.

[Ipn npumenennn TLIA B codyeTaHuu ¢ IpyruMu CEpOTOHMHEPTUYECKUMHU IIpenapaTaMyi BO3MOXKHO
BO3HUKHOBEHHE CEPOTOHMHOBOIO CHHIpPOMA. BBI3bIBaeMblii H30BITKOM CEpPOTOHMHA CHHIPOM
MOKET NPUBECTH K JIETAJbHOMY HCXOJIy M BKJIIOYAeT B ceOsl CIEIYIOIIME CUMITOMBI: HEPBHO-
MBbIIIEYHOE BO30YyKIAeHHE (MOJIEpTrUBaHUE MBI, TUneppedIeKcHs, MHOKIOHYC, PUTHUIHOCTB),
BEreTATUBHbIE W3MEHEHHUs (THUIEepTEepPMHMsI, TaxXUKapAWs, U3MEHEHHE apTEepHaJIbHOIO JaBJICHUS,
MOBBIIIEHHOE TOTOOT/IENIEHUE, THIEePEMHUsl KOXKHBIX TOKPOBOB, pAacCUIMpPEHHBIE 3PadyKH, JHapes),
W3MEHEHUs TICUXMYECKOTO COCTOSIHHUS (OeCroKONCTBO, BO30YXKJIEHHE, CIYTAHHOCTb CO3HAHUA,
KoMa).

Bcenencteue npueMa aMUTPUTITUIIMHA BO3MOXKHO PAa3BUTHE arpaHyJIOUTO3a.

AMI/ITpI/IHTI/IJ'II/IH JOJIKCH HUCIIOJb30BAaThCA C ocoOoi OCTOPOKHOCTBHIO Y MAINUCHTOB C CYyAOPOXKXKHBIMU
paCCTpOI\/’ICTBaMI/I W DIHICIICUEeH B AHAMHE3€, IIOCKOJIBKY AaMUTPHUIITUIMH CHHXKACT IIOpOr
Cy,Z[OpO)KHOﬁ FOTOBHOCTHU, YTO MOXKCT TNPHUBCCTH K CHUKXCHHUIO 3(1)(I)GKTI/IBHOCTI/I JICUCHUA
IMPOTHUBOIMUIICTITUICCKUMU TIp€riapaTaMu. OTta Tpymmna MmanueHTOB HWMECT IMOBBIICHHBIN PHUCK
Pa3BUTHA CYAOPOIKHBIX IMPUITAAKOB HA (I)OHC IMPUMCHCHUSA aMUTPUIITUIINHA.

ONUIEMHOIOTHYECKUE HCCIENOBaHUsA, BKIIOYAIOIUE NAIMEHTOB B Bo3pacte crapme 50 er,
IIPOJEMOHCTPUPOBAIIN TIOBBIIIEHHBIN PUCK pa3BUTHA NepeaoMoB y aul, npuaumaromux CUO3C u
TLA. MexanusMm, NpuBOASIIMN K TOBBIIIEHUIO PUCKA NTEPETOMOB, HEM3BECTEH.

Onucan ciydail J€TaJbHOM apUTMUM, BO3HUKIIMN dYepe3 56 YacoB IOcie MEPEeI03UPOBKHU
aMUTPUNTHINHA.
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BcnomorarenpHBIE BEIIECTBA

JlekapcTBEeHHBIN Npenapat AMUTPUNITHIIMH COJIEPKUT JIAKTO3Y. J[aHHBIN JIeKapCTBEHHBIN Mpenapar
HE clieJlyeT IPUHUMATh MalMeHTaM C PEAKO BCTPEYaloLIeNcsl HACIeICTBEHHOW HEMEPEHOCUMOCTBIO
rajlakTo3bl, JAKTa3HON HEIOCTATOYHOCTHIO MIIN TIIOKO30-TAJIaKTO3HON MallbabCcopOLHeH.

CTHU

AMHTpUNTHIMH HE CIEAyeT Ha3Ha4yaTh JETSM M IOAPOCTKaM B Bo3pacte 10 18 mer m3-3a
HEI0CTaTOYHOCTH JaHHBIX 00 3ddexruBHOCTH M Ge30omacHocTH TLA y 3TO# rpynmbl MaueHTos.

4.5. B3aumojgeiicTBHe ¢ [APYrMMH JIEKAPCTBEHHbBIMH IpenapartaMd W JApyrue BH/bI
B3aMMO/1eliCTBUA

Dapmakoounamuyeckoe g3aumooelicmaue

CoBMeCTHOE MPUMEHEHHE C CEPOTOHMHEPIMYECKUMU JIEHCTBYIOIIMMHU BEUIECTBAMM (TaKUMU Kak
CEeJIEKTUBHBbIE HMHIUOUTOpBl oOpaTHOro 3axmara ceporoHunHa (CHMO3C) u HoOpagpeHalinHa
(CHNO3CuH), naruburopsl MmonoamuHokcuiazsl (MAO), npenaparsl JUTHS, TPUITAHbI, TPamaoJl,
nuHe3ou, L-tpunrodan, npenaparsl 3Bepo0osi MPOABIPSBICHHOTO) MOKET BbI3bIBaTh Pa3BUTHE
CEpPOTOHMHOBOI'O CHHJIPOMA.

Hneubumopor MAO

OnHOBpEMEHHBII TPUEM AMUTPUNTHIIMHA W HMHTHOMTOpPOB MoHOamuHOKcHIa3zbl (MAQO) moxer
BbI3BaTb CEPOTOHMHOBBIA CHHIPOM (BO3MOXHBI @XHMTalUs, CIYTAaHHOCTb CO3HAHUSA, TPEMOP,
MUOKJIOHYC, THIEepTEepMHsI). AMUTPUNTUIMH MOXET ObITh Ha3HaueH d4epe3 14 nHel nocine
IpeKpalleHus JedeHUs: HeoOpaTuMbIMU HHruouTopamu MAO 1 kKak MUHUMYM yepe3 1 JeHb rnocine
MIPEKpaIeHUs] Tepanuu 00patuMbiM HHruoOuTOpoM MAQO Tuna A — Mokimo6eMu oM. MTHTHOUTOPHI
MAO Moryt ObITh Ha3HaUeHBI yepe3 14 1Heil nocine OKoHUaHUs IpHeMa aMUTPUIITUIIMHA.

CHosC

Heo6xoanMo co0ir01aTh 0CTOPOKHOCTH P COBMECTHOM NpUMeHeHu amuTpuntiimHa ¢ CO3C
(bnyokcerun, ¢dayBokcamuH). KX OJHOBpeMEHHOE HA3HAUYEHHUE TMPHUBOJUT K TOBBIIICHUIO
KOHIIGHTPALMM aMUTPUNTHIMHA B IUIa3M€ KPOBU BCIEACTBUE MHIHMOMPOBaHMS H30(pepMEHTa
CYP2D6, yuactByromero B Mertabomm3me TIIA. TlamueHTsl, MONMyYarOmAe TAKyH TEPaIHio
JOJDKHBl HaXOAMTHCS IOJI CTPOTUM HAOMIOJCHHWEM Bpaya HM3-3a pHCKa Pa3BUTUS TOKCHYECKHX
peaKuuid.

AHmuXO]luH@le/lLlQCKMe npenapanivl

[Tockonbky TLIA, B TOM yuciie aMUTPUNITUIINH, MOTYT YCUJIUBATh ACHCTBHE aHTUXOJIMHEPTHUECKUX
IpernapaTroB Ha OpraHbl 3peHHs, LeHTpajdbHy0 HepBHYIO cuctemy (LIHC), kumednuk m Mo4eBoit
My3bIpb, cleAyeT wu30eraTb MX OJHOBPEMEHHOIO TIPUMEHEHHUS M3-3a pHCKa Pa3BUTHS
MapaJIMTUYECKON KUIIIEYHON HEITPOXOAUMOCTH.

[Ipn npueme TLIA B coueTaHWM C aHTUXOJMHEPTHYECKMMH IIperapaTaMy WIH HEHPOJICNITHKAMHU,
0COOEHHO B JKapKyI0 MOT0/1y, BO3MOKHO pa3BUTHE TMIIEPIIUPEKCUH.

Cumnamomumemuxu

AMUTpUNITUINH MOXET YCWIMBaTh JCWCTBUE aJpEHAJMHA, HOpaJpeHaNnHa, d(deapuHa,
u3omnpeHanuHa, ¢eHwndpruHa ¥ (QEeHWINpoNaHOJIaMMHA Ha CEepJACYHO-COCYAUCTYIO CHUCTEMY.
BcnenctBue 3TOro He CTOMT NPUMEHSATh AHECTETUKH, MPOTHBOOTEYHBIE CpPEACTBA U JIpyrue
MpernapaThl, COAEPIKaIINe ITH BENIECTBA, OTHOBPEMEHHO C aMUTPUIITHIIMHOM.

Hpenapambz, CHUMcarwyue cumnamuiecKyro akmueHocnb

AMUTPUNTUIMH MOKET CHUXKATh I'MIIOTEH3UBHBIM 3((eKT ryaHeTuaAnHa, OETaHUNHA, PE3EpIMHa,
KiIoHuauHa U Metuiaonsl. [Ipu omHoBpemenHoMm mpueme TLIA HE0OXOAMMO CKOPPEKTHPOBATH
6
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THIIOTCH3UBHYIO TCpAIIUIO.

Ilpenapameul, yenemarowue [{HC

[Tpu oTHOBpEMEHHOM MPUMEHEHHH C OokaTopamMu Hi-THCTaMHUHOBBIX PELEITOPOB, KIOHUHMHOM,
amkorojgeM © OapOWTyparamMH BO3MOXKHO YCHJICHHME yrHeratomero naevicteus na [[HC.
AMUTPUNITHINH MOKET YCHIUBATh 3((EKThl U IpYyTux npemnapaTtos, yraeratomumx [[HC.

Ipenapameul, yorunsrowue unmepsan QT

OnHOBpEMEHHBI MPUEM aAMUTPUNITWIMHA ¥ TPErnapaTroB, yaauHsomux uHTepBan QT:
AHTUAPUTMUKOB (XMHUAWH), AHTUTMCTAMUHHBIX TpernapaTtoB (actemMu3zon ©  TepdeHaauH),
HEKOTOPBIX HEHPOJIENTUKOB (OCOOCHHO MUMO3WIa M CEPTUHIO0JA), MH3anpuaa, raiodanTpruHa H
COTAJIOJIA — TIOBBIMIACT PUCK Pa3BUTHS JKEITYIOYKOBOM apUTMUH.

IIpomueoepubdrosvie npenapamoi

[IpoTHBOTpUOKOBBIE  MpemapaThl, Takue Kak (IyKOHA30Jl W  TepOMHA(pHH, IOBBIIIAIOT
KOHIIEHTPALUIO TPHIUKIMYECKUX aHTHIEIIPECCAHTOB B KPOBU M, COOTBETCTBEHHO, HX TOKCHYHOCTb.
B03MOkHBI 0OMOpPOKH U pa3BUTHE MAPOKCH3MOB JKeNyI09KOBOM Taxukapauu (torsade de pointes).

Bapoumypamul u uH0ykmopvl MUKPOCOMANbHBIX (hepMeHMO8 neyenu

bapburypatel u Jpyrue HUHAYKTOPHI MHKPOCOMAalbHBIX (EPMEHTOB TI€UEHHU, HaMpPHUMEp
pudaMIuIuH 1 KapOama3enuH MOTyT ycuiIuTh Metadbonusm TLIA, u B pe3ynbraTe 4ero MOHU3HUTH
koHueHTpanuio TLA B miia3mMe KpoBU U YMEHBIIUTD UX 3(PPEKTUBHOCTS.

l[wwemuduu u Memwzd)eHudam, a makoice 6ﬂ0KClm0pbl «MEOJICHHBIX ) Kajlbyueevblx KaHal106

HpI/I OJHOBPCMCHHOM IIPUMCHCHUHM C MNUMCTHANHOM, MeTI/IJ'I(beHI/I,Z[aTOM n 6J'IOKaTOpaMI/I
MCJICHHBIX» KaJIbIIMCBBIX KaHAJIOB BO3MOXHO 3aMCIJICHHUC MeTaboI3Ma AMUTPUIITHIINHA,
IMOBBIIICHUEC €TI0 KOHICHTpAWH B INIA3MC KPOBH U PA3BUTHUEC TOKCUYCCKUX B(I)(I)GKTOB.

Heuponenmuxu

IIpy cOBMECTHOM Ha3HAYEHUM C HEHMPOJIENTUKAMHU CIIeAyeT YUuThiBaTh, yTo TLIA 1 HeiponenTukn
B3alMHO MHTUOUPYIOT MeTa00JIN3M JIpYT Ipyra, CHUXas OPOr CYA0POKHOW FOTOBHOCTH.

ITpu coBMECTHOM MPUMEHEHHH MOXXET TpeOOBaThCs KOPPEKLHMs 03Bl 3TUX mpenapaTtoB. Cienyer
n30erarb OJTHOBPEMEHHOIO MPUMEHEHHSI aMUTPUIITUIIMHA, CHOTBOPHBIX CPEJICTB U HEHPOJIENITUKOB
(Iponepuaona) uU3-3a YCUJICHUS CE€AaTUBHOTO AP deKTa.

Henp}z}wble aHmuKoazyJisinnivl

HpI/I OAHOBPEMCHHOM IMPUMCHCHUUN aMUTPUINITHIINHA U HCIPAMBIX daHTUKOATI'YJITHTOB (HpOI/I3BOI[HLIX
KymMapuHa Ujiu I/IHI[aI[I/IOHa) BO3MOJXHO ITOBBIINICHUEC aHTHKanYHﬂHTHOﬁ AKTUBHOCTH ITOCJICAHUX.

I'niioxokopmuxocmepouonvle cpeocmaa
AMUTPUTITAIIUH MOXKET YCHJIMBATh JCTPECCHIO, BI3BaHHYIO ITrokokopTukocteponaamu (I'KC).
IIpomusocyodopooichvie cpedcmaa

[Ipu coBMECTHOM MPUMEHEHUHU C MPOTUBOCYNOPOKHBIMU JIC BO3ZMOXXHO yCHIIEHHE YTHETAIOIIETO
nevicteus Ha [ITHC, cHmxkeHHne mopora CyJop0>KHOM TOTOBHOCTH (TIPU KCIIONIB30BAHUM B BBICOKUX
103ax) U CHIKeHHe d(H(PEKTUBHOCTH TTOCIICTHUX.

Aumumupeouonsie cpeocmaea

W3-3a pucka pa3BUTUS apUTMHI HEOOXOIUMO COOJII0/IaTh 0COOYI0 OCTOPOXKHOCTh MPU Ha3HAUYECHUU
AMUTPUNITWIMHA TalMeHTaM ¢ TUnepQyHKIMed IIUTOBUIHOM JKele3bl WIM IalueHTaM,
MOJTYYaIOIIUM aHTUTUPEOUTHBIC TPETIapaThl.

OpHoBpeMeHHBIN NpueM amMuTpunTwivHa U JIC 18 jgedeHus TUPEOTOKCHMKO3a IMOBBIIMIAET PUCK
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pa3BUTUS arpaHyJIOLUTO3A.

Xonunobrokamopul, henomuazunsvl u OEH300UAZENUHBL

IIpu coBMECTHOM NPHUMEHEHHMH C XOJMHOOJIOKATOpaMH, (PEHOTHAa3MHAMU M OeH30/Ma3eHHMHAMU
BO3MOYKHO B3aMMHO€ YCUJIEHHE CEaTUBHOIO U LIEHTPAIbHOIO XOJIMHOOIOKUPYIOIIEro 3¢ (HeKToB U
pHCKa BOSHUKHOBEHHS SMMJICTITHYCCKUX MTPUTIAJIKOB (CHUIKEHHE MTOPOra CY0POKHON TOTOBHOCTH).

Ilepopanvrvle konmpayenmugsi

DcTporeHcoepkaime nepopaibHble MPOTUBO3aU4aTOUYHbIE JIEKAPCTBEHHBIE CPEICTBA U ACTPOTEHBI
MOTYT MOBBIIIATh OMOJOCTYIMHOCTh aMUTpUNTHINHA. J[11s1 BoccTaHOBiIeHHUS! 3((HEKTUBHOCTH WU
CHIDKCHUS aKTUBHOCTH MOXET OBITh HEOOXOJUMBIM YMEHBIIEHWE /O3Bl HIU JICTPOTCHA, WU
amuTpuntuinHa. OgHaKo, MOXKET MOTpeOoBaThCS U OTMEHA Ipernapara.

Hneubumopul ayemanvoezudoezuopocenasvi

CoBmecTHOE MIPUMEHEHUE c IUCYIb(PUPaMoOM u JIPYTUMH MHTHOUTOPaMU
aleTaIbJACTUICTHIPOTCHA3bl MOXKET YBEIMYUTh PUCK PA3BUTHUSI TICUXOTHYECKUX COCTOSIHUN U
CIyTaHHOCTU CO3HAHUSI.

Denumoun

TLIA MOryT MOBBIIIATH CHIBOPOTOYHYIO KOHIIEHTPALHIO (PEHUTOUHA U, COOTBETCTBEHHO, MOBBIIIAThH
PUCK BO3HUKHOBEHUS €T0 TOKCHUYECKUX 3P PekToB (aTakcus, rurneppediekcus, HUCTarM, TpeMmop).

3sepoboii npodvipasnenHblil

OnHOBpeMEHHOE TPUMEHEHHWE aMUTPUNTHIMNHA W  TPErapaTtoB, COAEpXKalMX 3BEpoOoii
NPOJBIPSIBICHHBI, MOXET NPHBECTH K YCHJICHHIO MeTa0OoJM3Ma aMUTPUNTWIMHA U CHIDKCHHUIO
MaKCUMAaJIbHOW CHIBOPOTOYHOW KOHILIEHTpAIMH aMHTpunTWwinHa Ha 20 %, BCIEACTBUE WHAYKIIUU
ero Merabonusma nzopepmenrom CYP3A4 nedyenn. TeopeTrnuecku BO3MOXKHO MOBBILICHHE PUCKA
BO3HUKHOBEHUSI CEPOTOHWHOBOT'O CHHIPOMA.

Jlumuii

[Ipy OIHOBPEMEHHOM MPUMEHEHHUU MPEnapaTroB JUTHS U TPULMKIWYECKUX AHTHJIEIPECCAHTOB
MOKET IOBBIIATHCSI PHUCK BO3HUKHOBEHHMS IICUXOTHMYECKHX CHMITOMOB M TOKCHYECKHX
ocnoxkHeHuit co croponsl [{HC naxke Ha (oHe TepaneBTUUECKMX KOHLEHTpALMNA JTUTHUS B IIa3Me
KpoBH. OnucaHbl Cilydal BO3HMKHOBEHMS MaHUHM, MHUOKJIOHYCa, TPEMOpA, TOHMKO-KIOHUYECKUX
CyJIOpOr, pacCTpOWCTB MaMsTH, CIIYTAaHHOCTH CO3HAHMS, JE30praHu3allMd  MbIIUICHUS,
raJUTIOLUHAIMI, CEPOTOHMHOBOTO CHHIPOMA U 3JI0KAYE€CTBEHHOI'O HEWPOJENTHYECKOIO CHHAPOMA,
HAYMHABILNXCS Y€pPe3 HECKOJIbKO JIHEH Ioclie Hayajla KOMOMHUPOBAaHHOW Tepanuu, B OOJIbIINHCTBE
ciyyaeB TpeboBasack ortMeHa Tepanuu nu6o TLA, mubo npenapaTtoB nuTHs. [loxkuible naueHTsl
0COOEHHO MPEIPACIIONIOKEHBI K BOSHUKHOBEHUIO TaKUX PEaKLUi.

4.6. ®epTUIBLHOCTD, 0€PEMEHHOCTDb U JAKTAUMS

bepemeHHOCTH

[Tpumenenue npenapata Bo BpeMsi OepeMEHHOCTH He pekoMmeHayercs. Bo Bpemsi 6epeMeHHOCTH
AMUTPUIITWINH CJeyeT IPUMEHSTh, TOJIBKO €CJIH MpeArnoiaraeMas nojb3a i MaTepy MPEBBIIIACT
MIOTEHLMAJIBHBINA PUCK JUIsl TuIoAa. [IpuMeHeHne BhICOKHMX 103 TPULMKIMYECKUX aHTHAEIIPECCAHTOB
B [IEPBOM U TPETHEM TPUMECTPE OEPEMEHHOCTH MOXET HETaTUBHO CKAa3aThCsl HA MCUXO0(U3UUECKOM
Pa3BUTHH HOBOPOXKJIEHHOT'0, BKJIIOYasi U3MEHEHUE MMOBEICHUS U HEBPOJIOTHYECKUX (DYHKITHIA.

[Ipy Ha3HAUYE€HWH AMUTPUINITHIMHA OEPEMEHHBIM S>KEHIIMHAM, Y HOBOPOXKICHHBIX OTMEYaUCh
COHJIMBOCTb, @KHMTAIUSl M YTHETCHUE AbIXaHUS, a MPU HA3HAYEHUU HOPTPHUNTHIMHA (METaOOIUT
aMUTPUNITWIIMHA) — 3aJepKka Moud. B cioyyae mNpuMEHEHUs aMUTPUNTWIMHA BO BpeMs
6epemenHoctH, ocodernHo B Ill Tpumectpe, HEOOXOOMMO TpPEAYNPEAUTH MAIMEHTKY O BBICOKOM
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PUCKE HCTATUBHOTI'O BOSHeﬁCTBHH Ha I1J10.

JlakTamus

[IpumMeHeHre aMUTPUNTUINHA B IEPUOJ TPYIHOTO BCKAPMIIMBAHUS HE PEKOMEHAYETCSI, TOCKOJIBKY
JECHCTBYIOIIEE BEIIECTBO IIPOHUKAET B TPYAHOE MOJOKO. YCTaHOBJIEHO, 4YTO OTHOILEHUE
KOHLEHTpaLui aMUTPUIITUIMHA «TpynHOE MOJIOKO/TIIa3Ma KpPOBH COCTaBJIsIET
0,4-1,5. YV pebGeHka, HaxoOJsIIErocss Ha IPyJHOM BCKapMJIMBAaHUU MAaTepblo, IpPUHUMAOIIEH
aAMHUTPHUIITWIMH, MOTYT BO3HUKATh HEXKeJaTeIbHbIC PEakiiy, ONMCaHHbIe B pa3nene 4.8.

[Tpu HeobxonUMOCTH MpHeMa MpenapaTa clieAyeT BO3AepkKaTbCsl OT KOPMIICHUS TPYIBIO.

DepTiIbHOCTD

JlaHHbBIE OTCYTCTBYIOT.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJATh TPAHCHOPTHBIMM CpeACTBaAMHM H paGOTaTL C
MeEXaHU3MaMHu

Bo BpCMA IIpHEMa aAaMUTPUIITUWIMHA 3allpC€IiacTCsa BOXIACHHUC TPAaHCIIOPTHBIX CPpCACTB, a4 TaKXKC
O6CJ'Iy>I(I/IBaHI/Ie MCXAaHU3MOB M BBIIIOJIHCHUC IPYIUX BHIAOB pa60T, Tpe6y1-OH_[I/IX MTOBBIIIEHHOM
KOHIOCHTpAallMKl BHUMAaHUA, 6I)ICTp0TI>I MNCUXOMOTOPHBIX peaKuHﬁ 1 TOYHBIX ZIBI/DKGHI/II;'I.

4.8. HexxesaTesibHbIE peakuuu

Pe3roMe HexenaTeabHbIX DEAKIINM

Hexenarenbubie peakiuu (HP) crpynmupoBaHbl 0 CHCTEMHO-OPTaHHBIM KJIacCaM B COOTBETCTBUH
co cioBapeM MedDRA wu knaccudukanueii yactotsl passutusi HP BO3: ouens uwacto (> 1/10);
gacto (> 1/100, vo < 1/10); mewacro (> 1/1000, o < 1/100); peaxo (> 1/10000, no < 1/1000);
oueHb peako (< 1/10000); gactoTa Hew3BecTHa (Ha OCHOBAHWH HMEIOIIMXCS JTAHHBIX OICHHUTH
HEBO3MOXHO).

Hapywenus co cmoponvl kposu u aumgamuueckou cucmemul

Hewacro: yrHereHHme  KOCTHOMO3IOBOIO  KpDOBETBOPEHMS, AarpaHyJIONUTO3,  JICHKOIECHHS,
TPOMOOLIMTONIEHUS, 203UHOPHIIHNS.

Hapywenus co cmopoHbl uMMYHHOU cucmembl

Penko: aHrnoOHEBpOTHYECKHM OTEK, OTEK JIHIIA U TYO.

DOHOOKpuHHbIE HAPYWEHUS]

Penko: rumo- wiv runeprivkeMust.

Hapywenusa memabonuzma u numanus

Yacro: aHOpekcus.

Heuacro: yBennueHue Macchl Tella pu JJINTEIbHOM IIPUMEHEHUH.
Penko: cHM>KeHME Macchl Tella, HapyIEeHNe TOJIEPAaHTHOCTH K TIIIOKO3€.
YacToTa HEU3BECTHA: TUIIEPKATUEMUSL.

Icuxuueckue napywenus

OdeHb dYacTO: CHOYTaHHOCTh CO3HAHMS (CIYTAaHHOCTb CO3HAHHUA Yy TOXWIBIX TMallMeHTOB
XapakTepusyercss  OCCIIOKOMCTBOM,  HapymieHHEM  CHa, 3aTpPyJAHCHHEM  3allOMHHAHUS,
TICUXOMOTOPHBIM BO30YXICHUEM, OECIIOPSIOUHOCTHIO MBICIICH, OpesIoM), 1e30PHUCHTAIIS.

Yacro: TpeBora, BO30YyXKIEHHE, pPa3ApaXUTEIbHOCTb, IICUX03, TaJUTIOIMHAIIMK, HapyIIeHHe
KOHIIEHTPAIlUU BHUMAHUSI.
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Hewacto: KOTHUTHBHBIC HapyIIEHUs, MaHUaKaIbHBIA CI/IH,[M)])II;II,:}%mﬁJg%%}r,T?péBH;d,

=

[y

0€CCOHHUIIA, HOYHBIE KOLIMApBHI.

Penxo: arpeccuBHOCTSD, 1enupHii (Y B3pOCIBIX ), TAILTIONUHALNY (Y OOJIBHBIX MIH30(peHHEt).
OueHb peiKo: CyUIUIHBIE MBICIIH, CYUIIMIHOE TIOBECHHUE.

Hapywenus co cmopoHbl HepeHOoU cucmembl

OueHb YacCTO: CEIAaTUBHOE AEUCTBHE (BSJIOCTh, CKIOHHOCTH KO CHY), TPEMOp, TOJOBOKPYKECHHUE,
roJIoBHas 00JIb.

YacTo: CHWKEHWE KOHIICHTpAllMM BHHUMAHHS, HapylIeHHWE BKYCa, IOBBIIIEHHAS YTOMIISIEMOCTD,
C1aboCTh, COHJIMBOCTh, OCCCOHHMIIA, TAPECTE3WH, aTaKCHs, aKaTU3Ws, MMAPKUHCOHH3M,
nepudepruyecKas HeBpOIaTHs.

HeuacTo: skcTpanupaMujnble HapyuieHus (TIO3IHSS JUCKUHE3Ms, CMa3aHHasi peyb, MOBBIIICHUE
CYJOPOKHOI TOTOBHOCTH, CY/IOPOTH).

Hapywenus co cmoponwl opeana spenust

OueHb YacTo: CHM)KEHUE OCTPOTHI 3pEHHUS, HAPYLICHUS aKKOMOAALUH (B MPOLIECCE JIEUEHHUS MOT'YT
noTpeOOBATHCS OYKH ISl YTCHUS).

Yacrto: Muapuas.

HeuacTto: noBellieHUE BHYTPUTIA3HOTO AaBJICHUS.

Penko: morepst ciocoOHOCTH K aKKOMOJAINH, YCYT'YOJIeHUE Y3KOYTOJIbHOM TTIayKOMBI.
Hapywenus co cmoponwl opeana ciyxa u aabupunma

OueHp 4acTo: mIyM B ymax.

Hapywenus co cmoponwl cepoya

OdeHb 4acTo: apuUTMHUsI, HAPYLIEHUE CEPJIEYHON MPOBOJMMOCTH, peructpupyemble auib Ha JKI,
HO HE MPOSBISIOIINECS KInHUYecku (yBennuenue uatepBaiga QT, pacmupenue komiuiekca QRS),
AKCTPACHUCTOIINSA, OLIYIEHUE CepAIleOneHus, TaXUKapAUs.

Heuwacro: cepnednast HenocTaTOYHOCTh (YXYIIIEHHE MUMEIOIErocss HapyuleHus: QyHKIUU cepila),
Hecnenupuueckre nsmeHenus Ha OKI' y manueHToB, He cTpajialoux 3a00JIeBaHUSAMHU cep/Ilia.

Ouensb penko: GuOpwLIALUS TIpeAcepaui, (QUOPUIUIAIUSA SKEITYyI0YKOB, aCHUCTONHUsA, HH(PAPKT
MHUOKap/Ja.

Hapywenus co cmoponwl cocyoos

OueHb 4acTo: OpTOCTATUUECKASI TUIIOTEH3HUA.

HeuacTo: moBsIieHne apTepuarbHOTO JaBICHUS.
Hapywenus co cmopoHul d#ceny0ouno-KuueuHo2o mpakxma

Yacro: cyxocThb CIM3HCTON 000JIOUKH MOJIOCTH pTa, HapylleHHue BKyca (FOPbKUN WM COJIEHBIN
IIPUBKYC BO PTY), OUIYIIEHHUE AUCKOM(OPTA B AMUTACTPUU, TaCTPANITHs, 3aM0p, TOIIHOTA, U3KOTa,
CTOMATHUT, TIOTEMHEHHE A3bIKA, YBEIMUEHHUE CIIOHHBIX JKEJIe3.

Heuacro: nuapes, pBoTa, OTeK sI3bIKa.

Penko: mapanuTudeckas KuIieyHas HEIIPOXOAUMOCTb.

Hapywenus co cmopoHul neyenu u Hceniesvi8o0auux nymeti

Heuacro: xonecratuueckas xenryxa, HapylieHne (pyHKUNUN eYeHHU, TeraTuT.

Hapywesz CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHel
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 03.04 2026 Nz 6280

(MOCNEOOBATENLHOCTL 0005)

OueHb YacTO: NOBBIILICHHOE IHOTOOTACICHUC.

Heuacro: cbinib, 3y, KOXKHBIC BACKYJIUTHI, KPAMBHHIIA.

Penko: ¢horoceHCHOMMM3aAIMS, ATOTICIIHS.

Hapywenus co cmoponvl nouek u Mouesvleo0suux nymet

Yacro: 3a1epkKa MOYH, 3aJIepKKa Hayalla MOYCHCITYCKaHHsI, TIOJIAKHYPHSL.
Penko: rimoko3ypusl.

Hapywenus co cmoporvl penpooyKmugHo cucmembvl U MOJIOYHBIX Jicere3
OueHb 4acTo: 0c/IabJIeHUE WK YBEINYCHHE TIOJIOBOTO BIICUCHHMS.

YacTo: y MyKYMH — UMIIOTEHIIMS, HAPYILIEHUE SPEKIIUH.

Penxo: Y MYXYHUH — 3a[CpiKKa SAKYJISLIUHU, THHCKOMACTHUA, Y KCHIIUH — TaJIaKTOpEs, 3aACPIKKa
oprasma, oTcps CIIOCOOHOCTH K AOCTHXKCHUIO Opra3sma.

Obwue HapyweHus u peakyuu 8 mecme 68e0eHUs

OueHb 4acTo: yTOMIISIEMOCTD.

Penxo: runepnupekcus.

Jlabopamopuvie u uHcmpymeHmanbHvle OaHHble

Ouenb yacto: uzmenenue Ha DKI': ynnmunenue unrepana QT, pacimpenue komriekca QRS.
Heuacro: u3amenenue cekpeunu antuanyperudeckoro ropmona (AIN).

Penxo: oTKIIOHEHHE OT HOPMBI IIE€YEHOUYHBIX MPOO, MOBBILIEHNE aKTUBHOCTH 1IEJI0YHOM (ocdaTassl,
TpaHCAMHHA3.

CUHIPOM «OTMEHBD»: MOCHE JUIUTEILHOT0 MPUMEHEHHS TIPU PE3KOM IMPEKPAICHUU MpUeMa MOTYT
BO3HHUKATh TaKHE HEXKeNaTelIbHbIE pEakKIMHM, KaK TOIIHOTa, pPBOTA, Juapesi, TOJIOBHAs OO0Jb,

HCAOMOI'aHHC, 6CCCOHHI/II_[a, HEOOBIUYHBIC CHOBHJCHHUA, HEOOBIYHOE BO36y>KI[CHI/IC,
PasaApa)KUTCIbHOCTD, mocjI€  JJIMTCJIBHOI0O TPHUMCHCHUA  IIPU IIOCTCTICHHOM OTMEHE —
pPasapa)KuTCIbHOCTb, HAPYHICHHUA CHA, HEOOBIYHBIC CHOBUJCHHUA. Ot CUMIITOMBI HC

CBUACTCIIBCTBYIOT O PAa3sBUTUM INPUBBIKAHWA K Iperiapary. PGI[KO OTACJIBHBIC ClIy4an
MaHMaKaJIbHOTO COCTOSIHHS WJIM THUIIOMaHWM BO3HUKAJIM B TeueHUe 2—7 I[Heﬁ MMOCJIC IPCKpAIICHUA
AJTATEIIBHOTO JICUCHUA TPULHUKINYCCKUMU aHTHACTIPECCAHTaAMMU.

C006man005 O Pa3BUTHUHN CyYHIUIAJIBbHBIX MBICIEM WM TOBEACHUS B XOI€ JICUCHHUS
AMUTPUIITUIINHOM HJIN IIOCJIC €0 OTMCHEIL.

COO6IJ_ICHI/IC 0 MOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKIINAX

Baxno coo0marb O TOJO3pEBAaEMbIX HEXKENIATENbHBIX PEAKIUAX IOCIE  PErucTpanuu
JIEKApCTBEHHOT'O Iperapara ¢ IeJbl0 00ecreueHus] HEMpPepbIBHOIO MOHHMTOPWHIA COOTHOLICHHUS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOro mpemnapara. MenunuHCKUM pabOTHHKaM pPEKOMEHIYeTCs
coo0MIaTh O JIOOBIX MM0I03PEBAEMBIX HEKENATEIbHBIX PEaKIMIX JEKapCTBEHHOTO IpenapaTa yepes
HalmTMOHAJIBHBIE CHUCTEMBbI COO6III€HI/I$I O HCXKCIATCIBHBIX PCAKOUAX TOCYydapCTB — UYJICHOB
EBpasuiickoro 5KOHOMHUYECKOr0 COI03a.

Poccuiickas @enepanns

denepanbHas ciyx0a 1Mo Haa30py B cepe 3ApaBOOXpaHEHUS

Anpec: 109012, r. MockBa, CnaBstHCKasi TUI01Iaib, 1. 4, cTp. 1

Tenedon: +7 800 550 99 03

DnexrponHas moura: pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
11


mailto:pharm@roszdravnadzor.gov.ru

CaiiT B nH(pOPMALIMOHHO-TEIEKOMMYHUKAITMOHHON CE

https://www.roszdravnadzor.gov.ru/.
4.9. Ilepeno3upoBka

Crenuduyeckoro aHTUI0Ta JAJIsl KyMUPOBAHUS CUMITOMOB OcTporo orpasieHus TLA Her.

VY B3pocibIx nmanueHToB npueM Oonee 500 Mr mpenapara BhI3BIBACT YMEPEHHO BBIPAKEHHYIO WIIH
TSOKETY0 MHTOKcuKanuio. [lepeno3upoBka amutpuntisimHoM (6osee 1000 mMr) MokeT mpUBECTH K
neranbHOMY ucxony. Mmeercs coobuienne o ¢aTtaabHON apuTMHHM, BO3HHUKIIEH uepe3 56 udacoB
10cJI€ Nepe03UPOBKY AMUTPUIITUIMHA.

CHUMIITOMBI

CUMIITOMBI MOI'yT pa3BHUBAaTbCd MEQJICHHO M HE3aMETHO, WJIM K€ PE3KO M BHE3AIIHO. B teuenue
IEPBLIX YaCOB Ha6JIIOI[aIOTC$I COHJIMBOCTH UJIHU BO36Y)KI[€HI/IG, AXXKUTalys U raJlJItoOIUHaIuu.

Aumuxonunepeuveckue cuMnmMomMbl: MUIPHUA3, TaxUKapAus, 3aJcpKKa MOYH, CYXOCTb CIM3MCTBIX
000JI04€eK, 3aMeIJICHHe MOTOPHKH KHIIEYHHWKA, CYJOPOTH, NMOBBIIICHHE TEMIIEPAaTyphl, OJBIIIKA,
IU3apTpHsl, CyIOpPOXKHBIE INPUINANKH, PUTMIAHOCTH MbILIL, pBOTa, BHe3anHoe yrHerenue [HC.
YTrHeTeHue Co3HaHUs BIUIOTh A0 KOMBI, Pa3JIM4YHOM CTEIIEHU TSKECTU: COHIIMBOCTD, 1IE30pUEHTALNS,
CIIyTaHHOCTb  CO3HaHUs, CTYyNOp, KOMa, IICUXOMOTOpPHOE BO30YyXJEHHE, TaJUIIOLUHAINY,
JEIIMPUO3HBIE PACCTPOMCTBA, ABIXATENIbHASI HEJOCTATOYHOCTb.

Cumnmomsl co CMOPOHbL CePOEYHO-COCYOUCMOT CUCTEeMbl: APUTMUUN (FKEITyJOYKOBAs TAXUAPUTMHUS,
HapyIIeHHs Cep/IeYHOro puTMa 1o tumy torsade de pointes, pubOpumsaims sxenynodkos). Ha DKI
XapakTepHo y/uinHeHue uHrepBana PR, pacmmpenue xommiekca QRS, ynnmunenue unrepsana QT,
yiuomenue win uHBepcus 3yoma T, nmempeccust cermeHta ST W Onokana BHYTPUCEPICYHOM
MPOBOJIMMOCTH Pa3IMYHON CTENEeHH, KOTOpask MOXKET MpPOrpeccHpoBaTh BIUIOTH IO OCTaHOBKH
cepana. Pacmpenne xomruiekca QRS 00BIYHO KOPPETHPYET C TAKECTHIO TOKCHYECKUX IPPEKTOB
BCJIC/ICTBHE OCTpOW Tmepeno3upoBku. CeppedHas HEAOCTATOYHOCTh, CHIDKEHHE apTEepPUAILHOTO
JaBJICHUSI, KQpAMOTCHHBIH IIOK.

MertabonndecKuii aliu 103, TUITOKAJIMEMH A U TUTIOHATPHUECMHU .

[Tocne mpoOy»xaeHUsT BHOBb BO3MOXHA CIYTAaHHOCTh CO3HAHUS, BO30YXICHHE, TaJUTIOI[MHAINY,
aTaKCHsl.

Jleuenue
[Ipekparnienue ne4eHns: aMUTPUTITUIIMHOM.

lNocnuranuzanus (B OTAeNeHHWE MHTEHCUBHOW Tepamnuu). JleueHne HOCUT CHMIITOMAaTHYECKHH U
MOJEPKUBAIOIIMNA XapakTep. 30HAUPOBAaHUE M IIPOMBIBAHME JKEIYAKA, JakKe €CIHM IOCie MpHeMa
mpernapara BHYTPb  IpPOLUIO  JJIMTEIbHOE BpeMs, C  IpeIBapUTEIbHBIM  Ha3HAYEHHUEM
aKTUBUPOBAaHHOTO yrid. B ciyyae TsDKesnol HMHTOKCHKAMM HEOOXOIUMO BBOAWUTH 1-3 wmr
¢uzocturmMuHa BHYTpUBEHHO. [lockonbKy (Gu30CTUrMUHA caauIMiIaT ObICTpPO MeTaboIM3upyeTcs,
ero HeoOXOAMMO BBOJHUTH IOBTOPHO, HECKOJBKO pa3, B CIy4ae BO3HHUKHOBEHHs JIIOOOTrO
YTPOXKAIOUIETO >KU3HU OCJOXKHEHHsI (apuUTMHUs, CYAOpOrH, TIiyOokas kowma). TiiarenbHoe
HaOJro/IeHNe, JaXke eClM Cllydail KaskeTcs He OClIOKHEHHbIM. HalmroneHue 3a ypoBHEM CO3HAHMS,
MyJBCOM, apTepUaIbHbIM JIaBJICHUEM U JIbIXaHHeM. YacTblil KOHTPOJIb 32 YPOBHEM AJIEKTPOJIUTOB B
CBIBOPOTKE KpPOBM U Tra30B KpoBU. KOHTpOIb NPOXOAMMOCTH [JbIXaTEIbHBIX IyTe€d IIpu
HEOOXOJUMOCTH JIOJKEH OCYIIECTBISTHCS C WCHOJb30BaHUMEM WHTyOaruu. [lyig mpenoTBpalieHus
BO3MO>KHOM OCTAHOBKH JBIXaHUSI PEKOMEH]IYETCSl HCII0JIb30BaTh anmnapaT UCKyCCTBEHHOIO JIbIXaHUS
(MBJI). [ocrosHubit DKI'-MOHUTOPUHT U KOHTPOJIb (PYHKIMU cepAalla B TeueHue 3—5 nueil. [lpu
pacmmpennn uHTepBaioB QRS, cepiaeuHOl HEZOCTAaTOYHOCTH M HAPYIIEHUH CEepAEYHOTO pUTMa
MOJIOKUTENBHOTO 3(PdekTa MOKHO HOOUThCA mpu capure pH B IIENOYHYIO CTOpOHY (3a CYET
BBEJICHUsl OuKapOOHATa WM YMEPEHHOW THUMEPBEHTWIALMU) M IyTeM ObICTpol uHY3UH
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MY OTUETY

COOTBETCTBYIOIIMX AHTHAPUTMHUKOB, HAIIPUMED, JTHIOKANHA TPH JKETYIOYKOBBIX apUTMHUSAX B J103€
50-100 mr B/B (1-1,5 mr/kr), 3arem 1-3 Mr/MuH METO10M B/B UH(Y3HUH.

AMI/ITpI/IHTI/IJ'II/IH HE BBIBOAUTCA C IOMOIIBIO I'€MOJHAJIN3a.

[Ipy  HEOOXOMMMOCTH TPHUMEHSIOT  KapawoBepcuio, nedudpwuisiiuio.  LupkynstopHyto
HE/IOCTaTOYHOCTh KOPPEKTUPYIOT C IOMOINBIO ITUIA3MO3aMEHSIONIMX PAcTBOPOB, a B TSDKENBIX
ciydasx mpoBosT HHPy3uto nodyramMuHa (BHaUaie — 2—3 MKI/KI/MUH C JAIbHEHIIIMM MTOBBIIICHHEM
036l B 3aBHUCHUMOCTH OT 3¢dekra). Bo30yxneHue U Cymopord MOTYT OBITh KYIMHPOBAHBI
JMa3ernamMoM.

ITpu MeTabonnyeckoM anui03e ciaeyeT HaUuHaTh CTAHJAPTHYIO TEPAITUIO.
Juanu3 HeapdekTruBeH, T. K. KOHIEHTPALUs aMATPUNTHINHA B KPOBH HU3KASI.
Peaxiuu Ha epeo3upOBKY Y Pa3HbIX OOJIBHBIX CYLIECTBEHHO PAa3IMYaOTCA.

VY B3pOCIIBIX YMEpEHHAs! WK BhIPAKCHHAs! HHTOKCHKAIUS PA3BUBACTCS IPU IIPUEME aMUTPUTITUIIMHA
B n103e 6osee 500 mr, npu npueme 10361 0k0s10 1000 Mr BO3MOYKEH JICTAIBHBINA UCXO.

5. DPAPMAKOJIOTMYECKHE CBOHCTBA

5.1. ®apmakoguHAMHYECKHE CBOIICTBA

dapMakoTepanieBTUYeCKasi TIpylna: ICUXOAHAIENTUKH;, aHTHJEIPECCAHThl; HECEJNEKTUBHbIE
MHTUOUTOPBI 00PaTHOrO 3aXBaTa MOHOAMMHOB.
Kox ATX: NO6AAO9

MexaHu3M AelCTBUS

AMUTPUNITUIIMH — TPULMKINYECKUN aHTUAETIPECCAHT U3 TPYIIIbl HEU30MPATENbHBIX HHIMOUTOPOB
HEHPOHAJIBHOIO 3axBaTa MOHOAaMUHOB. MexXaHU3M aHTUACNPECCUBHOIO JEUCTBHUS CBA3aH C
YBEJIMUEHUEM KOHLIEHTPALlMM HOpaJpeHalliHAa B CHHAICaX W/WIK CEpOTOHMHA B IIEHTpPalIbHOU
HepBHOI cuctreme (IIHC). Hakomsienue s3TuX HelpoMeauaTopoB IMPOUCXOAUT B pe3yibTare
MHrUOMpoBaHHUS OOpaTHOro HMX 3axBara MeMOpaHaMM NpPECHHANTHYeCKUX HelpoHos. Ilpu
JUTUTEIbHOM TPUMEHEHUH CHUXKAaeT (YHKUMOHAIbHYIO AaKTHBHOCTb O€Ta-aJipeHepruuyeckux Hu
CCPOTOHMHOBBIX  PELENTOPOB  TOJOBHOTO  MO3ra, HOPMalIM3yeT  aAPEHEPrHYecKyld U
CEPOTOHUHEPTUUYECKYIO IIepefadyy, BOCCTAaHABINUBAECT PABHOBECUE ITUX CUCTEM, HApYLIEHHOE IIpU
JEIPECCUBHBIX COCTOSTHUSAX.

dapmakonmHamudeckue 3O EKThI

Obnagaer CUWIbHBIM MEepUPEPUYECKUM U I[EHTPAIbHBIM aHTUXOJUHEPTUUYECKUM JIEHCTBUEM,
00YCJIOBJIEHHBIM BBICOKHM CPOJICTBOM K M-XOJMHOPELENTOPAaM; CUIBHBIM CEJaTUBHBIM 3PPEKTOM,
CBSI3aHHBIM CO CPOACTBOM K Hi-rMCTaMHHOBBIM penentopaMm, U anb(a-aJIpeHOOIOKUPYIOIUM
neiicteuem. O0nagaeT CBOMCTBAMHM aHTUAPUTMHUYECKOTO JIEKAPCTBEHHOI'O CPE/ICTBA MOATpyIH la,
MO0I00HO XUHUAMHY B TEPANEeBTUYECKUX /033X 3aMeUIsIeT >KeyIOYKOBYIO MPOBOJMMOCTH (TpHU
Nepe03UPOBKE MOXKET BBI3BATh TSKEIYIO BHYTPHIKETYOUKOBYIO OJIOKATY).

Knuanueckas 3¢ dheKTHBHOCTS M 0€30ITaCHOCTD

IIpy TpEeBOXKHO-IAEMPECCUBHBIX COCTOSHMUSX YMEHBIIAET TPEBOTY, AXHUTALMIO U JIENIPECCUBHBIE
nposisieHusi. He unrubupyer depment monoamunokcuazy (MAQO). AHTUAEpecCUBHOE JIEHCTBUE
pa3BHUBaeTCs B TEUEHHUE 2—3 HEJIENb [10CJIE Hayalla IPUMEHEHUS.
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5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopOrus

[Tocme mpuema BHYTpb AMUTPUIITHIHH OBICTPO W TOJHOCTHIO BCACBHIBACTCS M3 IKEIYJAOYHO-
KUIIEYHOTO TpakTa. bHOJOCTymHOCTh amuTpuntwinHa coctaBisieT 30-60 %, ero akTHUBHOIO
MeTabonuta HopTpunTuianaa — 46—70 %.

Pacopenenenune

Konuenrpanus aMUTpUnNTIWIMHA B TUIa3ME KPOBHU Pa3HbIX MAIlMEHTOB CYIIECTBEHHO pa3inyacTcs.
AMUTPUNITUIMH B 3HAYUTENbHOW cTeneHu (Ha 95 %) cBs3bpIBaeTcs ¢ OelKaMH ILJIa3Mbl KPOBH.
MakcumanbHast KOHIIeHTpalus B miazme KpoBH (Cpax) — 0,04-0,16 mkr/mit.

Bpemst nmoctikennss MakcuMmanbHOM KoHUEHTparu# (Tcmax) mMocie mpuema BHYTPh — 4-8 4, a
paBHOBECHAs KOHIIEHTpAIMs HACTyHaeT IPUMEPHO Yepe3 HEeNlelNo mocie Hauyana jedeHus. O0bem
pacripenienieHust paBeH npuMepHo 5—10 a/kr. DpQexTHBHbIE TepaneBTUYECKUE KOHIEHTpaluu B
KpoBu jns amutpuntwinHa — 50-250 wmr/mm, mis HoprpunTtwimHa — 50-150 mr/min. U
AMUTPUNTWINH, 1 HOPTPUITWINH IPOHUKAIOT Yepe3 TUIAICHTY U BBIBOJSATCS C TPYIHBIM MOJIOKOM.

Buorpancdopmarms

AMHUTPUNITHIIMH METa0OJM3UPYeTCsl B MMEYEHH W B 3HAYUTEbHOW creneHu (okomo 50 %)
mojaBepraercs MeTabonu3My TMpH TMEPBUYHOM TMPOXOXKACHHHM 4Yepe3 IMedeHb. [Ipu 3Tom
AMUTPUNITWIMH moBepraeTcst  N-IeMeTHIUpoBaHHIO HW30pepMeHTaMu nuToxpoma P450 ¢
o0pa3oBaHWEM aKTUBHOTO METa0OJUTa — HOPTPUNTIIIMHA. M aMUTPUNITHIMH, ¥ HOPTPUITHIUH
TaKXKe TOJBEPraroTcs B TEYeHH TUApoKcwimpoBaHuio. N-okcn u  10-ruapokcuMeTadouT
aMUTPUNITIIHHA U 1 0-TUIPOKCUHOPTPUITHIINH TOXKE aKTHBHBL. 11 aMUTPUNITHIINH, © HOPTPUIITHIUH
KOHBIOTUPYIOTCS C TJIFOKYPOHOBOW KHCIIOTOH, W O3TH KOHBIOTaThl CTAHOBSITCS HEAKTHUBHBI.
OcCHOBHBIM (DaKTOPOM, OMIPEIEISIFOIIIM TTOYSYHBIN KIIMPEHC, M, COOTBETCTBEHHO, KOHIICHTPAITUIO B
1a3Me KpOBH, SIBISIETCS CKOPOCTh THAPOKCHIIMPOBaHUA. Y HEOOIBIION I0NU Jt0/Iel HaOIto1aeTcs
TCHETHYECKH OOYCIIOBICEHHOE 3aMEIJICHHOE THIPOKCHIMpPOBaHWE. Y MAIMEHTOB C HapYIICHHEM
(GYHKIIUM TIEYEeHU BpEMs MOJNYBBIBEICHUS aMUTPUNTHIMHA W HOPTPUNTHIMHA B IJIa3ME€ KPOBU
YBEIINYEHO.

ONIMMUHALIMSA

[Mepnon momyseiBenenus (T,) w3 mmasmer kpoBu — 9-46 4 mis amurpuntuianaa u 18-95 9 s
HOPTPUNTHUINHA. BBIBOAUTCS aMUTPUNTHIMH IPEUMYILIECTBEHHO MOYKAMU U 4€pe3 KHUILIECYHHK B
BUJI€ METa00IUTOB. TOJNIBKO HEOOJbIIAsl YAaCTh NMPUHATONW JJO3bI AMUTPUIITUIIMHA BBIBOJUTCS Yepe3
MOYKM B HEU3MEHHOM BHAE. Y TMAIMEHTOB C HapylmeHHWeM (QYHKIMM TOYEeK BBIBEACHUE
MeTaboIMTOB aMUTPUNTIIIMHA U HOPTPUNTUIMHA 3aMEIJIEHO, XOTsI METa00JIM3M Kak TaKOBOM He
u3Mensiercs. M3-3a cBsi3u ¢ 6eIKaMu KPOBU aMUTPUNITHIIMH HE yAalseTcs U3 IUIa3Mbl KPOBU ITyTEM
reMOJINaIN3a.

Oco0nie T'PYHIIBI HATWMCHTOB

ﬂuua nooaicus10co so3pacma

VY MOXUIIBIX NaIMEHTOB OTMEYaeTCs YBCINYCHHUC Tl/2 U YMCHBIICHUC KIMPCHCA aAMUTPUIITHUIIMHA
BCJIICACTBHUEC CHUKCHUA CKOPOCTHU MeTaboIn3Ma.

HauueHmbz C NeYEeHOYHOU HeOOCMAmMOYHOCMbIO

HapymeHm[ (i)YHKI_[I/II/I MEYCHHU MOr'yT INPHUBOJUTH K 3aMCIJICHUIO MeTaboa3Ma AMUTPUIITUIINHA U
IOBBIIICHHUIO €I'0 IIJIa3MCHHBIX KOHHCHTpaLII/Iﬁ.

Hab;ueﬂmw C NOYeYHOoU HedoCMAamo4HOCbIO

Iloueunas HCAOCTAaTOYHOCTH HC BJIMACT HAa KUHCTUKY IIpCIiapara.
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6. PAPMALLEBTUYECKUE CBOVICTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

JlakTo3b1 MOHOTHIPAT (Caxap MOJIOYHBIN),
Kpaxmall KapTo(heabHbIH,

LEJUTI0JI03a MUKPOKPHUCTAIIIINYECKAs,
KpEMHUS TUOKCU]] KOJUIOUIHBIN (a3pocui),
KEJIaTHH,

KaJlbIusi cTeapar.
6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)

2 roja.

COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 03.04.2026 N 6880

(NOCNEQCBATENEHOCTE 0005)

6.4. OcoOble MepbI IPEIOCTOPOKHOCTH NPU XPAHEHUH

B 3amuienHomM oT cBeta Mecte npu temmneparype ot 15 go 25 °C.

6.5. XapakTep u cofep:kaHue YIaKOBKHU

ITo 10, 20 nnu 25 TabneToK B KOHTYPHYIO SYEUKOBYIO YITaKOBKY M3 IUIEHKU MOJUBUHUIXIOPHIHON
1 (OJIbIY AIFOMUHUEBOM NeYaTHON JTAKUPOBAHHOM.

ITo 2, 3 KoHTypHble suelKoBbIe yMakoBKU (1o 20 TabineTok), Wi 2 KOHTYpHbIE sUeiiKOBBIE
YITaKOBKH (TI0 25 Ta0JIeTOK), WM 5 KOHTYPHBIX SYEHKOBBIX yrmakoBok (rmo 10 tabnetok) BmecTe ¢

JIMCTKOM-BKJIAABbIIEM ITOMCHIAIOT B ITAYKY U3 KApTOHA.

6.6. OcoOble MepbI MPETOCTOPOKHOCTH NMPH YTHIM3ANUH MCIOJb30BAHHOIO JIEKAPCTBEHHOTO
npenapara WJiH OTXOI0B, NMOJYYeHHBIX TMOCJe MPUMeHEeHHsl JIeKAPCTBEHHOr0 Tpenapara, u

Apyrvue MaHUILYJISIUHU € PenapaTom

Het oco0bix TpebGoBaHuil K yTHIHM3AIINY.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO «JAJIBXVUMDAPM»

Anpec: 680001, XabapoBckuii kpaii, r. XabapoBck, yi. TamkeHTckas, a. 22

Tenedon/dakc (4212) 53-91-86

Anpec snekTponHo# moutsl: info@dhph.ru
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY

ot 03.04.2026 N 6880

7.1. IlpencraBuTte/ib AepKaTesisi perHCTPAIUOHHOID VI{OCT(&E&)EMG BATEINEHOCTD 0003)

[IpereH3uu nmoTpedUTENEH HAIPABIIATH 110 AIPECY:

Poccuiickas @enepanus

AO «JAJIbXUMDAPM»

Anpec: 680001, XabapoBckuii kpaii, r. XabapoBck, yi. Tamkenrckas, 1. 22
Tenedon/dpakc (4212) 53-91-86

Anpec 3iekTponHoit moutsl: info@dhph.ru

8. HOMEP (HOMEPA) PETUCTPAHMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOI'O IIPEITAPATA
JlexapcTBeHHBIN IpenapaT OTHOCUTCS K KATETOPUU OTITYCKa IO PELENTY.

OOm1ast XapakTepUCTHKA JIEKAPCTBEHHOTO TpernapaTa AMUTPHUIITHIMH JTOCTYITHA B €IMHOM peecTpe
3apEeTrUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3suiicKOro 3KOHOMHUYECKOIO cOK3a M Ha
opunmansHOM camre YIIOJIJHOMOYEHHOTO opraHa (3xcnepTHOM OpraHu3alim)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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