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1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

XJOpIPOTUKCEH, 15 Mr, TabJIETKH, MOKPHITHIC IIJICHOYHON 000JI0YKOM.
XIOopnpoTUKCEH, 25 MT, TaONETKH, MOKPBITHIC MIICHOYHONH 000JI0UKOH.

XnoprpoTukceH, 50 Mr, TabJIETKH, MOKPHITHIC MJICHOYHONH 000JI0UKOH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleiicTByIOIIEE BEIIECTBO: XJIOPIPOTUKCEH.

XJIOpIIPOTUKCEH, 15 Mr, TabJIETKHU, ITOKPLITHIE INIEHOYHOU 000JIOYKOM

Kaxxnas Tabnerka, MOKpBITas MJICHOYHON OOOJIOYKOM, CONEPKHUT 15 MI XJIOPIPOTHUKCEHA (B BUIC
TUIPOXJIOPHIA).

BeiectBa, HaauuKe KOTOPHIX HAI0 YYMTHIBATH B COCTaBE JICKAPCTBEHHOIO Iperapara: JIaKTo3a
(cMm. pasnen 4.4).

XJIOPIIPOTUKCEH, 25 MI, Ta0JETKHU, IIOKPLITHIE INIEHOYHON 000JIOYKOM

Kaxnas tabneTka, MOKpHITasi TUIEHOYHONH O00O0JIOUKOM, COAEPKUT 25 MI XJIOpPIpPOTHUKCEHA (B BUAEC
THAPOXJIOPHIA).

BemecTBa, HaIM4YMe KOTOPHIX HAJO0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO Tperapara: JIaKTo3a
(cm. paznmen 4.4).

XJI0pIIpOTUKCEH, 50 MT, Ta0JIETKHU, IIOKPBITHIE INIEHOYHON 000JIOYKOM

Kaxnas tabneTka, MOKpHITasi TUIEHOYHOH 000JI09KO#, copepkut 50 Mr XJjoprnpoTukceHa (B BUAE
THAPOXJIOPHIA).

BemecTBa, HaM49Me KOTOPHIX HAJO YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO Tperapara: JIaKTo3a
(cm. paznen 4.4).

[TonHbI TepedeHs BCIIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, HOKPHITHIE MIIEHOYHON 0007I0YKO.

Kpyribie 1BOSKOBBITYKIIbIE TAOIETKH, TOKPHITHIE MIEHOYHOM 000JI04KOM 06€JI0T0 MiIH TOUTH 0e10r0
uBera. Ha monepeunom paszpese TabieTOK BUIHBIL: SAPO MOUTH OEJIOro MM 0esoro C KeITOBaThIM
OTTEHKOM I[BETA.

4. KIMHUYECKHUE JAHHBIE

4.1. lloka3zaHusi K NPUMeHEHHIO

[Ipenmapat XIOpHIPOTHUKCEH MOKa3aH K MPUMEHEHHUIO Y B3pOCIBIX B Bo3pacte oT 18 jer mo
MOKa3aHUSAM:

e [Iuzodpenus u Apyrue ncuxo3bl, MPOTEKAIOLINE C ICUXOMOTOPHBIM BO30YK/IEHUEM, KU TAIIUCH
Y TPEBOKHOCTBIO.
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e AOCTHHEHTHBIA CHHIPOM IIPH AJIKOTOJIM3ME U Hap, OMaHmrle.

e JlempeccCUBHBIC COCTOSIHUS, HEBPO3bI, NCUXOCOMATHYECKHE PACCTPOHCTBA C TPEBOMXKHOCTHIO,
HanpspKeHUEM, 0eCITOKOMCTBOM, OECCOHHMIICH, HAPYIICHUSIMU CHA.

e Dmmiencus u OHI/IFO(bpeHI/ISI, CoUCTaromMureCs C¢ MCUXUICCKUMU HAPYIICHUSAMU: B036y)K,Z[€HI/I€M,
a)KI/ITaI_[I/ICI‘/'I, JTaOUJILHOCTBIO HAaCTPOCHHA U HAPYILICHUAMU ITOBCACHU.

e boym (B KOMOMHAIIMK C aHAJTLIETUKAMH ).

L4 FepI/IanI/Iﬂi TUIICPAKTUBHOCTD, B036Y)KI[€HI/IG, pPasapaKUuTCIbHOCTh, CIIYTAHHOCTH CO3HAHMNA,
TPCBOXHOCTDL, HAPYIICHHA ITOBCACHHUA U CHA.

4.2. Pe:xuM 103UPOBAHUS M CIIOCOO NMPUMEHEHU

PexxuM o3upoBaHus

HOSI/IpOBKa noz[6HpaeTc;1 WHIWBUAYAJIBHO B 3aBUCUMOCTH OT COCTOSAHUA ITallUCHTA. Kax IIpaBujIo, B
Hayajie JICUCHUs Ha3HA4alOTCA HEOOJbIINE A03bI, KOTOPLIC YBCIMYUBAIOTCA OO0 OITUMAJIBHOTO
3(1)(1)6KTI/IBHOFO YPOBHA TakK 6BICTpO, KaK 9TO BO3MOXHO, B 3daBHCHUMOCTH OT TCPAIICBTHYCCKOI'O
OTKJIMKA.

Hluzogpenus u opyeue ncuxosvl. ManuakaibHvle COCMOAHUSA

Jleuenne nHaumnator ¢ 50-100 Mr B CyTKM, IOCTENEHHO HapauuBas 03y OO0 JOCTHXKEHHUS
ontumanbHOro 3ddekra, 00buHO 10 300 Mr B cyTKH. B OTHENBHBIX ciydasx /1032 MOXET OBITh
yBenudeHa 10 1200 mr B cytku. [lognepxuBaromias go3a o0sraHo coctapisger 100-200 Mr B CyTKH.

CyTO‘IHy'IO 403y XJIOPIPOTUKCCHA 0OBIYHO JCJIAT Ha 2-3 IIpuema. YuuteiBas CCOaTUBHOC ﬂeﬁCTBHe
XJIOPHOPOTUKCCHA, PCKOMCHAYCTCA Ha3Ha4YaTb MCHBIIYIO YaCTb Cy’l'O‘IHOﬁ J03bI B JTHCBHOC BPEM, a
6OJ'IBI_I_IYIO 4acCTb - BEUCPOM.

Abcmunenmubslii CUHOPOM NPU ATIKO2OAUSME U HAPKOMAHUSX

CyrouHas 103a, pa3aesieHHas Ha 2-3 npueMa, coctaniseT S00 Mr B TeueHHe nepuoja JUIMTEIbHOCThIO
no 7 nuei. Ilocme uMCUYE3HOBEHUS MPOSIBICHHM aOCTHHEHIMM J03a IOCTENEHHO CHIKAETCS.
[Tonnep>xuBaromiasi 103a 25-75 Mr B CyTKH TO3BOJISIET CTa0MIM3UPOBATH COCTOSIHHUE, YMEHBIIIAeT
PHUCK pa3BUTHS OYEpeTHOTO 3arnos. MoxeT noTpedoBaTbcs JalbHENIEe YMEHBIIIEHUE JJO3bI.

ﬂenpeccueﬂble COCMOARUA, HeBpOo3bl, ncuxocomamuldeckKue paccmpoﬁcmea

XJIOPIIPOTUKCEH MOXKET MPHUMEHSTHCS NPU JIEIPECCHSIX, OCOOCHHO COYETAIONIUXCS C TPEBOTOM,
HanpsDKeHWEM, B KadecTBE JOMNOJIHEHUs K Tepalnuu aHTUIETPECCaHTaMHU WJIH CaMOCTOSITENIbHO.
XJIOPTIPOTUKCEH MOXET Ha3Ha4aThCs TPH HEBPO3aX U ICUXOCOMATHYECKHX HapYIICHHUSIX,
COIIPOBOKAAIOIIUXCSA TPEBOrOM M JENPECCUBHBIMM PAaCCTPOMCTBAMM B JI03€ 10 75 MI' B CYTKH.
CyrouHasi 103a, Kak MpaBUJIO, AeTuTcs Ha 2-3 mpuema. [1oCKOIBKY mpHeM XJIOPIPOTHUKCEHA HE
BbI3bIBAET PA3BUTUS TPHUBBIKAHUS WM JICKAPCTBEHHON 3aBUCUMOCTH, OH MOXET NPUMEHSATHCS
JUIATENbHO. MakcumalibHas f03a cocTtaBiser 150 Mr B CyTKH.

Onunencus u 0ﬂu20¢p€Hl/l}l, covemarnwyasics ¢ nCUXUYeCKUMu Hapyuenuimu

Cyrounas no3a cocranisier S0 Mr U, KaK MpaBuiIo, AEIUTCA Ha 2-3 npuema. CyTodHAs 1032 MOXKET
ObITh yBenmueHa 10 75-100 mr B cytku. [lpu smuuiencuu cieayeT COXpaHSATh aJeKBaTHYIO 03y
MIPOTHBOCYIOPOKHOTO CPEJICTRA.

becconnuya
ITo 25 mr 3a 1 4ac 10 cHa OJTHOKPATHO.
Bbonu

CrocoOGHOCTP XJIOPIPOTHUKCEHA TTOTEHIIMPOBATH ICUCTBUE aHATBI€THKOB MOXKET OBITh NCITOIH30BaHA
2
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300 Mr B CYyTKH, BO3MOKHO MTPUMEHEHNE COBMECTHO C aHAJIbI€TUKAMHU.

Oco0Oble T'PVYIIIBI ITATWMEHTOB

ﬂuua nooaicus10c0 so3pacma

Y [OXWIBIX TAIMEeHTOB J03a MOAOUpaeTCsl WHAMBHIyalbHO. JlMama3oH 103 COCTaBIISICT
25-75 mr/cyTku.

Hab;uenmbz C NOYeYHOoU HedOCMAamo4HOCmbIO

[TaruenTam ¢ HapymieHreM (QYHKIIMH MOYEK JTO3UPOBKY CIENYET MOAOUPATh C OCTOPOXKHOCTHIO, a
TaK>Xe 110 BO3MOKHOCTH MPOBOJIUTH MOHUTOPUHT KOHILIEHTPALIMHU TIperapaTa B IjIa3Me KPOBH.

Hat;ueHmbz C NeYeHOYHOU HeOOCMAamoO4HOCbIO

[TaruenTam ¢ HapylieHHeM (YHKIIMH IIEYEHU T03UPOBKY ClIeyeT MoAOUpaTh C OCTOPOKHOCTHIO, a
TaKXe M0 BO3MOXKHOCTH IIPOBOJUTH MOHUTOPUHT KOHIIEHTPAIIUH Mperapara B 1ia3Me KPOBH.

CTH

beszomacHocTh 1 3PEKTUBHOCTH XJIOPIPOTUKCEHA Y JIeTei B Bo3pacte oT 0 1o 18 ner Ha maHHBIHA
MOMEHT HE yCTaHOBJICHBI. /laHHBIE OTCYTCTBYIOT.

Cooco0 nmpuMeHeHns

Bnytps.

TabneTku NporaaTeiBalOT LEIUKOM, 3aM1UBasi BOJOM.

4.3. IlpoTuBOMOKA3aAHUS

e [ UNepyyBCTBUTEIBHOCTh K XJIOPIPOTUKCEHY W/MIM K JHOOOMY M3 BCIIOMOIaTelIbHbBIX BEIIECTB,
IIEPEYUCIICHHBIX B pazzene 6.1.

e [unep4yyBCTBUTENBHOCTH K IIpENapaTaM IrpyIibl THOKCAHTEHOB.

e CocyaucThlii KOJIJIarc, yTHETEHUE CO3HAaHUS J1I000ro MPOUCX0XKICHHS (B TOM YHUCIIE BBI3BAaHHOE
IIPUEMOM aJIKOToJIsi, 0apOUTYypaTOB UM ONKATOB), KOMA.

e YCTaHOBJICHHBIE HEKOPPETUPYCMBIC THIIOKAJIIMEMHUA NI THIIOMAarHuEMus.

e Hannune B aHaMHe3e NAlMEHTOB KJIMHUYECKH 3HAYMMBIX CEPAEYHO-COCYIUCTHIX 3a00JIeBaHUI
(HanmpuMep, Opanukapauu (4acToTa CepleUHbIX COKpalleHui MeHblie 50 yaapoB B MHHYTY),
HEJaBHO  IEPEHECEHHOro  MH(apKTa  MHUOKapjaa, JAEKOMIIEHCUPOBAHHOM  CepJIeYHOMN
HE/I0CTaTOYHOCTH, CEPICUHOM TunepTpodun, apuTMUI, IPU KOTOPBIX HA3HAYAIOT aHTUAPUTMHUKHU
IA u III x1accoB), KemyT0UKOBBIX ApUTMUIN WK MOJUMOP(HOHN KeNyT0UKOBON TaXUKapIUHU IO
Ty «aupya» (Torsade de Pointes).

e BpoxaeHHbI cuHApPOM YyaiauMHEHHoro uHTepBana QT wiaM NpuoOpEeTeHHBIN yUIMHEHHBIN
unTepBan QT (QTc cBbimie 450 mcex y My>kuuH U 470 MCEK y KEHIIHH).

e OIHOBpPEMEHHBIN ITPUEM C MpPENapaTaMiy, 3HAUUTEIBHO YUIMHAOMKUMY nHTEepBan QT.
4.4. Oco0ble yka3aHus U Mepbl MPeJ0CTOPOKHOCTH MPH NPUMEHEeHUH

C OCTOPOKHOCTBHIO

OpFaHI/I‘lCCKI/IC 3a00JIeBaHUs TOJIOBHOTO MO3ra; ymMCTBCHHass OTCTAJIOCTb, HAJIMYUC B ceMEeMHOM
AHAMHE3€ POACTBCHHUKOB, CTPpAaAaOIINX CEPACHHO-COCYTUCTEIMU 3a6OHeBaHH$IMI/I, a TaK¥XKEC CI1y4dacB
YAJIIMHCHUA WHTCpBaAJla QT, CYAOPOIKHBIC paCCTPOﬁCTBa; TSOKCIIasA IICYCHOYHAss MW IIOYCYHasA
HEAOCTAaTOYHOCTh, PCAKOC MATOJOTMYCCKOEC COCTOSHUC B BUIC MEJIKOH nepenHeﬁ KaMCphbI Ij1a3da u
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3pauka); TsOKenas IICEeBIONAapaIuTHYecKas MHACTEHUs; J00pOoKadecTBEHHas THIepTpodus
IIPEJCTAaTENIbHON Kese3bl; (PeoXpOMOIMTOMA; MPOJAaKTUH-3aBUCHMbIE HOBOOOPA30BaHUS; TsDKeNas
apTepualbHasi THIIOTEH3Us WM OPTOCTaTUYECKHUE HapymeHus; 6one3npb [lapkuHcoHa; 3aboeBaHus
CHCTEMBbl KPOBETBOPEHUS; TUIIEPTUPEO3; OOJE3HEHHOE MOUYEHUCITyCKaHHE, 3aJepXkKKa MO4YH;
MUWJIOPOCTEHO3; KHIIeYHasi HEMpPOXOJUMOCTh; HalIW4he (HaKTOPOB PHUCKA PA3BUTHS HHCYIbTA;
caxapHblil AMabeT; 3710ynoTpedIeHue ONUaTaMu U aJIKoroyieM; 0epeMeHHOCTb, NEPUOJ IPYIAHOrO
BCKapMJIMBaHUS.

Oco0Oble YKa3aHuig

Ha ¢one mnpumeneHuss m000ro HEWPOJIENTHKA CYIIECTBYET BEpPOSATHOCTH  Pa3BUTHUS
3JI0KQYECTBEHHOI0 HEWPOJIENTUYECKOTO CHHApOMa (TMIIEPTEPMMsl, MBbIIIEYHAs PUTHUAHOCTb,
(GIrOKTyalnMu CO3HaHUS, HECTAOWJIBHOCTh BET€TAaTUBHON HEPBHOHM cucTeMbl). llarMeHTsl ¢ yxe
MMEIOIINMCS [ICUXOOPTaHMUECKUM CHHAPOMOM, 33/1€P’KKOH ICUXUYECKOT0 pa3BUTHS, a TAKXKe JIMLIA,
370yNOTPEOIAIOIUE ONUaTaMH U alKOI0JIeM, COCTABIISAIOT 3HAYUTEIIBHYIO JJOIO CPEU JIETAIbHBIX
ucxonoB. Jledenme: orMmeHa He#posentuka. CuMnTomaTruuyeckas —Tepanmus M o0mme
MOJIICP)KUBAIONIE JieueOHble MeponpusaTusi. Moryt oka3atbesi 3(pQEeKTHBHBIMH [AHTPOJCH H
OopomokpuntuH. Ilocine mpuema HEHPONENTHUKOB BHYTPh CHMIITOMBI MOTYT COXPaHSThCS Ha
MPOTSKEHUH 00Jiee OJJTHOM HEJEIIH.

OcTpble IPUCTYIBI INIAYKOMBI BCJIEICTBUE PACIIMPEHMS 3padyka MOTYT BO3HUKATH Yy NALlUEHTOB C
PEOKUM CHHIPOMOM MEJKOHM NepelHEel KaMmephl IVla3a M y MAalMeHTOB C Y3KMM YIVIOM IEpeIHEH
KaMepbl.

B cBsi3u ¢ pucKOM BO3HUKHOBEHUS 3JI0KAUE€CTBEHHBIX apUTMUM, Iipenapar XJIOpIPOTUKCEH CIIETyET
C OCTOPOXHOCTBIO IIPUMEHATH Y MALMEHTOB C CEPACYHO-COCYIUCTHIMH 3a00JIEBaHUSIMH B aHAMHE3€
U y TNAIUEHTOB C HaJWYMEM CcllydyaeB Y[yinHeHHoro uHTepBaia QT B ceMmeliHOM aHamHe3e
(cM. moapazaen «C 0CTOPOKHOCTBIOR).

Jlo Hauama JedeHHs cJenyeT oO0sS3aTeNIbHO TPOBECTH 3ieKkTpokapauorpapuueckoe (DKL) -
UCCIIE/IOBaHUE.

[Ipumenenue mnpenapara XJIOPHNPOTHKCEH MPOTHUBOIOKAa3aHO B cilydae, ecnu uHTepBan QTc Ha
HCXO/IHOM H3MepeHuu npesbiaet 450 mcek y MmyxuuH 1 470 Mcek y xeHmuH (cM. paszaen 4.3). Bo
Bpemsl JiedyeHUs HeoOxoaumocTs npoBeneHuss OKI'-mMoHuTOopuHra cremyer OLEHUBaTh B
WHIVBUAYAJIBHOM NOpsAKe. B nepruon nedeHns ciaenyeT yMEHbIINTD 103y B CIIy4ae, €CIIM UHTEPBa
QT OyzneT yBenmuuuBaThCs, U CIEAYET IPEKPaTUTh TepaInio B cirydae, eciiu uatepBai QTc coctaBur
>500 mcek.

PexoMenayercss mpoOBOAWTH MEPUOAMYECKHI MOHUTOPUHI TOKAa3aTeIed BOJHO-3JEKTPOJIUTHOTO
OanaHca.

Cnenyer wu30eraTb OJHOBPEMEHHOTO IPUMEHEHMSI JPYIMX aHTUIICUXOTUYECKUX IpenapaToB
(cm. pazzen 4.5).

Kak u npyrue Heliposentuku, npenapar XJIOPIPOTHKCEH CIEAYET IPUMEHATh C OCTOPOKHOCTBIO
NalMeHTaM C TCUXOOPraHWYEeCKUM CHHAPOMOM, CyJIOporamu, 3a00JI€eBaHUSAMM IIE€YEHH, MOYEK U
CEPJIEYHO-COCYAUCTON CHCTEMBI Ha IMO3IHHUX CTaAusAX, a TaKXKe MalUueHTaM C TsKEIou
MICEB/IONAPATIUTUUECKOM MHACTeHHEH M JOOpOKAauyeCTBEHHOM Trumepruiasueid mpeacTaTesbHON
JKEIIE3Bl.

Heo6xoanmMo co0:1r01aTh OCTOPOKHOCTD MPU MPUMEHEHNUH TpenapaTa y MaueHToB C:
e (heoxpomoUTOMOH,

® IIPOJAKTHUH-3aBUCUMBIMU OITYXOJISIMH,

® BBIPAXEHHOMN apTepUaIbHON T'MIIOTEH3UEN UIIM OPTOCTATUYECKOM NUCPErYIILUEH,
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e Oonesnbio [lapkuHCcOHA,

e 00JE3HIMHU CUCTEMBI KPOBETBOPCHUA,
® TUIICPTHUPCO30M,
® HapymE€HHUEM MOYCHUCITYCKaHUs, 33,[[6[))1(1(0171 MO4H,

® CTEHO30M IPHUBpAaTHHKA (IMHJIOPOCTEHO30M), KHUIIEYHOW HETMPOXOAUMOCTBIO (CM. IOIpa3aeln
«C 0CTOpPOKHOCTBIOR).

Kak u apyrue ncuxorponHele cpeAcTBa, npenapar XJIOPIPOTUKCEH MOXKET BIIUATH HA MOKA3aTENH
TNIMKEMHUH Y TIAIMEHTOB C CaXapHbIM JuUabeToM, 4YTO MOXKET NOTpeOOBaTh KOPPEKIUU 103
MIPOTUBOANA0ETUYECKUX IIperapaToB (MHCYIMHA WU TUIIOTJIMKEMUYECKUX MPenapaToB AJs IpueMa

BHYTpB).
[TanmeHTsl, TPOXOASIIHE ATUTEIBHOE JICYCHHE, 0COOCHHO C MPUMEHEHUEM BBICOKHX 103, TIOJIeKAT

TIIATEIPHOMY KOHTPOJIO B JUHAMUKE C MEPUOIUYECKON OIEHKOW HEOOXOJIMMOCTH CHMKEHHUS
MOAIEPKUBAOIEH JTO3bI.

Coobmanoch 0 ciydasix pa3BUTUsS BEHO3HOW TpomOosMOommu (BTD) Ha ¢Qone mnpuema
AHTUIICUXOTUYECKUX IpenaparoB. B cBs3M ¢ TeMm, YTO MAlMEHTHI, HAXOJAIIMECS Ha JICYCHHU
AHTUIICUXOTUYECKUMU TperapaTaMu, 4acTo BXOAST B Ipyniy pucka pa3sutus BT, no Hauana u Bo
BpeMs JICYEHUS XJIOPIPOTHKCEHOM HEOOXOIUMO ONpeAeiauTh (akTopbl pucka pa3sutus BTD u
PEINPUHATH MEPHI MPEIOCTOPOKHOCTH.

CooOmianoch, 4YTO aAHTUICHUXOTHYECKHE CPEACTBA, OONAJaroNIMe  0-aJpPEHOOIOKUPYIOLUIUM
JEHUCTBUEM, MOTYT BBI3BIBATH MPHUAIIM3M; BO3MOXHO, YTO M XJOPIPOTUKCEH TaKXKe 00JadaeT dTUM
CBOMCTBOM. B ciyuae BO3HUKHOBEHHS TSDKEJIOrO IMpHUANK3Ma MOXKET HOTpeO0OBaThCS MEIUIIMHCKOE
BMeEIIATEIbCTBO. [larueHToB cieayer npeaynpeanTh 0 HEOOXOAMMOCTH IKCTPEHHOTO O0paIleHus 3a
MEIUIMHCKONW TOMOIIBI0O B CIy4ae MOSIBICHUS OOBEKTUBHBIX U CYOBEKTHBHBIX MPHU3HAKOB
npuanu3ma.

Toorcunvie nayuernnivl

U€D€6D06aCKVJl}lDHbl€ HeodlcelaniesibHvle pedKkyuu

[To naHHBIM paHIOMU3HMPOBAHHBIX IJ1All€00-KOHTPOJIUPYEMBIX HCCIEIOBAHUNA B MOMYJISLHUU
IIalIMTUEHTOB C I[CMGHIIHeﬁ HAa3HAYCHUEC HEKOTOPBIX ATUIIMYHBIX HCﬁpOJ’IGHTHKOB COIMPOBOXKAATIOCH
IPUMEPHO 3-X KpaTHBIM MOBBIIIEHHEM pHCKa LEpeOpOBaCKYJISPHBIX HEXeNaTeIbHBIX PEaKIHi.
MexaHN3M MOBBIIICHUS pUCKa HCU3BECTCH. HO)IO6HOC IMOBBIIICHUEC pHUCKaA HECJIb3d NUCKIIOYUTDE JJIA
MHBIX HEHPOJENTUKOB U JIPYTUX TIPYII MAalUEHTOB. Y MAIMEHTOB C (haKTOpaMH PHUCKAa Pa3BUTHUS
MHCYIbTA TIpenapaT XJIOPHIPOTUKCEH CIIEAYET NPHMEHSITh C OCTOPOXKHOCTBIO (CM. IOJpa3iern
«C 0CTOPOKHOCTBION).

[Toxumnple maueHTsl 0COOEHHO MOBEPKEHBI PUCKY Pa3BUTHUSI OPTOCTATUYECKON TMIIOTEH3UU.

Tosvluennas CMEPNIHOCNIb Y NONCUTILIX NAUUEHNO06 C dememmed

JlanHbie IBYX OOJBIINX HAOIIOJATEIBHBIX UCCIEIOBAHUN MTOKA3IU, YTO Y MOXKUJIBIX MAIMEHTOB C
JEMEHIMEN, MPUHUMABIINX AHTUIICUXOTHYECKHUE Ipenaparbl, OTMEYAIIOCh HE3HAYUTEIIBHOE
MOBBIIIEHUE PUCKA CMEPTH, MO CPABHEHHUIO C MAIMEHTAMHU, HE NMPUHUMABIIMMH HEUPOJENTHKH.
JlocTaTOYHBIX NaHHBIX IS TOYHOW OLEHKH BEJIMYMHBI PUCKA U IPUYUH €r0 TMOBBILIEHUS HET.
XJIOPOPOTUKCEH HE 3apErMCTPUPOBAH ISl JICUEHHUS] MOBEAECHYECKUX PACCTPOWCTB Yy MOMKHUIIBIX
MALMEHTOB C IEMEHIUEH.

Bo n30exanue pa3BUTHS CUHAPOMA «OTMEHbBI» MPEKpaIlaTh JIeYeHHE MpenapaTomM XI0pHpOoTHKCEH
HEOOXO0MMO MOCTENEHHO.
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BcnoMorarenpHEIC BEIISCTBA

[Ipenapar XJIOPIPOTUKCEH COACPKUT JIAKTO3Yy. JlaHHBIM JIEKAPCTBEHHBIM IIpElapar HE CIeAyeT
IIPUHUMATH MTALIUEHTaM € PEIKO BCTPEYAIOIIEHCS HACIEACTBEHHON HENEPEHOCUMOCTBIO TalaKTO3BI,
JIAKTa3HON HEIOCTATOYHOCTHIO WIIH TIIFOK030-TAIAKTO3HON MallbaOCcopOIHeH.

C€TH

XJIOPIIPOTUKCEH HE MPUMEHAETCS Y AETEH U OAPOCTKOB. /[0CTaATOYHOr0 KOJIMYECTBA KIMHUYECKUX
UCCJIEIOBaHMM, HaIlpaBJICHHbIX Ha HU3ydyeHHE OS()PEeKTUBHOCTH U OE30MACHOCTH MPUMEHEHUS
XJIOPIPOTUKCEHA JJISl JIEYEHUS IETEW U MOJAPOCTKOB, HE TPOBOJAUIOCH.

4.5. BzaumojeiictTBue ¢ JAPYrMMH JIEKAPCTBEHHBIMH MNpenaparaMM W Jpyrue BH/bI
B3aMMO/1eliCTBUA

XIJIOPIPOTUKCEH MOXKET YCHJIHMBATh CEAATUBHOE NEHCTBHE ATaHONA M 3P (eKThl 0apOUTypaToB U
Npyrux Bemiects, yraetatonux [THC.

XJIOpIPOTUKCEH HE CENyeT Ha3HayaTb BMECTE C I'yaHETUIAMHOM U aHAJIOTMYHO JEHCTBYIOIIMMH
CpeAcTBaMH, TaK KaKk HEHPOJIENTHKA MOTYT YBEIMYUBATh WJIM yMEHbIIATh AP QeKT
AHTUTUIIEPTEH3UBHBIX MpPENapaToB, aHTUTMIEPTEH3UBHBIA 3(PQGEKT I'yaHeTUAMHA W AHAJIOTHYHO
JNEUCTBYIOIIMX MPENApaTOB YMEHBIIAECTCS.

OnHOBpEMEHHOE IPUMEHEHHE HEHPOJIENTUKOB M  IIPENapaToB JIMTUSA  IOBBIIAET  PUCK
HEUPOTOKCUYHOCTH.

TpI/IHI/IKHI/I‘ICCKI/IC AHTUICTIPECCAHTBI U HeﬁpOHeHTI/IKI/I B3alMHO I/IHFI/I6I/IPYIOT MeTa6OJ'II/I3M Apyr
JpyTa.

XJ'IOpHpOTI/IKCSH MOXKCT CHHXKATb 3(1)(1)CKTI/IBHOCTB JICBOAOIIBI U aAPCHCPIrHYCCKHUX IIPCIIapaToB.
OI[HOBpeMeHHOC IMPUMCHCHHUEC XJIOPIIPOTHUKCCHA U JICKAPCTBCHHBIX MPCHAapaTOB C YCTAHOBJICHHBIM
AHTUXOJUMHCPIrUICCKUM ,Z[CﬁCTBPICM YCUIIMBACT UX AaHTUXOJIMHCPIUICCKUC 3(1)(1)CKTLI.

[Ipy 0OfHOBPEMEHHOM ITPUMEHEHUH METOKJIONPAMHU/IA ¥ ITUIIEPA3HHA, YBEIIMUNBAETCS PUCK PA3BUTHS
JKCTpalUpaMUIHBIX CUMIITOMOB.

AHTUTHCTaMUHHBIH  3(QQEKT XJOPHPOTHKCEHA MOXKET YMEHBUIMTh WJIM JJIMMHUHUPOBATH
CUMIITOMATUKY JUCYIb()UpaM-ITaHOJIOBON peaKLny.

Veenuuenue unreppana QT na KT, cBsi3aHHOE ¢ IeYeHUEM HEUPOJICTITUKAMHU, MOXKET YCYTyOIAThCS
IIPY OJJHOBPEMEHHOM IIpUEME IPYTUX MPENapaToB, KOTOPbIE 3HAYUTEIBHO YBEIMUYUBAIOT UHTEPBAI
QT. OpnHOBpeMEHHOE NPUMEHEHHE XJOPIPOTHUKCEHAa MPOTHUBOMOKA3aHO CO  CIEAYIOUIUMU
npemnaparamu (cM. pasnen 4.3):

e antuapurMmuueckue cpeacrtsa IA u III kiaccoB (Hampumep, XMHUAMH, aMHOAAPOH, COTAJIOI,
noderunun);

® HEKOTOpbIE aHTUIICUXOTHYECKUE MIpenapaTsl (Hanpumep, THOPUIa3uH);
® HEKOTOpble aHTUOMOTHKH U3 TPYIIIBI MAKPOJIUIOB (HApUMeEp, SPUTPOMULIIH);
® HEKOTOphIe aHTUTMCTAMHUHHBIE MTpenapatsl (HanpuMmep, TepdeHaant, acTeMu30);

® HEKOTOpble  AHTUOMOTHKM W3  TPYNNbl  XMHOJOHOB  (Hampumep, raTHQIIOKCalluH,
MOKCHU(IIOKCAIINH);

e [M3aIpU] U MpernapaThl JUTHUS.

Crnenyer u3beraTb OJHOBPEMEHHOTO MpHEMa XJIOPIPOTHKCEHA M YKAa3aHHBIX BBIIIE MPENaparos.
Takxe cienyer ¢ OCTOPOXKHOCTbIO MPUMEHATH XJOPHPOTHKCEH OJHOBPEMEHHO C TMpernapaTramu,
BBI3BIBAIOLIMMHU DJIEKTPOJIUTHBIE HApyIIeHHs (THa3uIHbIE W THUA3UIONONOOHBIE TUYPETUKH), U
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BO3MO’KHOT'O YBETTMUYEHUS pUCKA Y/UIMHEHUS! uHTepBaia QT M BOSHUKHOBEHHS OMACHBIX ISl KU3HU
ApUTMHIA.

Heiiponentuku metabonu3upyroTcss u3o(pepMeHTaMH CHCTeMBbl LuToxpoma P450 B meyeHn.
[Ipenapatsl, kotopsie HHTHOUPYIOT U3odhepment CYP2D6 (nampumep, mapokceTrH, GIyoKCETHH,
XJIOpaM(pEHUKONI, AUCYIb(UpaM, HM30HUA3UMA, HWHTUOMTOpHl MOHOamMHHOKcHaassl (MAO),
HepopalbHble KOHTPALENITUBbI, B MEHbLICH CTENEHU - OyCIHUPOH, CEPTPAIMH MM LUTAIOIpaM),
MOT'YT IOBBIILIATh KOHIIEHTPALIUIO XJIOPIPOTUKCEHA B IJIa3M€E KPOBHU.

4.6. ®epTUIBLHOCTH, 0EPEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

KnuHuueckuii OnbIT NPUMEHEHUs XJIOPHPOTUKCEHAa Yy OEpEeMEHHBIX JKEHIIMH OrpaHUYEH.
XJIOpIPOTUKCEH HE CIIEAYET MPUMEHSITH BO BpeMsi OEpPEeMEHHOCTH, 3a CKIIIOYEHUEM CITydaeB, KOT/1a
NOTEHIMaIbHAs TI0J1b3a AJIS MAL[MEHTKHU MIPEBBIIIAET BO3MOKHBIN pUCK 11 1o4a. HoBopoxieHHbIe,
[10/IBEPraoIIKecs BO3IEHCTBUIO HEHPOJIETITUKOB (B TOM YHCJIE XJIOPIPOTUKCEHA) BO BPEMS TPETHETO
TpUMeCTpa OEPEMEHHOCTH, MOABEPIKEHBI PUCKY PAa3BUTHUS HEXENATENbHbIX PEaKLUH, B TOM 4YUCIIE
HKCTPAUPAMHUIHBIX CHMITOMOB W/WJIM CHHIPOMa «OTMEHBI», KOTOPBIE MOTYT BapbHpOBaTh IO
CTENIEHU TSKECTH U THPOJOJDKUTENBHOCTH IHOCie poJoB. bbeun 3aduKCcUpoBaHbl  Cllyyau
BO30Y’KJI€HMSI, MOBBILIEHHOTO W TMOHM)XEHHOT'O TOHYCA, TPEMOpPA, COHJIMBOCTH, PECIHUPATOPHOIO
JIUCTPECC-CUHAPOMA, a Takke HapyuleHud mnuraHus. [lo3ToMy HOBOPOXIAEHHBIE JIOJIKHbBI
HaXOJWTHCS TOJ TIIATEJbHBIM HAONIOJEHHEM HeoHarosora. lccnemoBanus BIMsSHUS Ha
PENpOIyKTUBHYIO (DYHKLIMIO Y )KUBOTHBIX HE MOKA3aJIM yBEJIMUEHHs YaCTOThl AaHOMAIMH IJI0a WU
JPYTUX BPEIHBIX BIAMSHUNA Ha PENPOYKIUIO.

JlakTanus

[TockoNbKy XJIOPIPOTHKCEH OOHApyKHMBaeTcsi B TPYAHOM MOJOKE B  HE3HAYHTEIBHBIX
KOHIIGHTpaLUsAX, Mpenapar BpsJ Ju OyAeT OKa3blBaTh HEraTUBHOE BO3JEHCTBHE Ha peOeHKa MpHU
IIPUMEHEHUH B TEpANIeBTUUECKUX J103aX. [[03a, monaaromias B opraHu3M peOeHKa, COCTABIIAET OKOJIO
2 % OT CyTOYHOM MaTEPUHCKOMN J103bl, CKOPPEKTUPOBAaHHOM 110 Macce Tena. [ pyaHoe BckapMiInBaHue
MOJKET OBITh MPOJAOKEHO BO BpeMsl JICUEHUSI XJIOPIPOTUKCEHOM, €CIIU 3TO CUUTAETCS KIMHUYECKU
HEOO0XOAMMBIM, OJTHAKO PEKOMEH]IyeTCsl MPOBOIUTH Halro/eHue 32 peOeHKOM, B OCOOEHHOCTH B
TE€YEHHE MEPBBIX 4-X HEJENb [10CIIE€ POJIOB.

DepTHIbHOCTD

[Tpu mpuMeHeHHH XJIOPIPOTHUKCEHA OBLTH 3a(UKCHPOBAHBI TaKWE HEXKENATEeNbHBIC SBJICHUS, KaK
TUIIEPIPOJAKTUHEMUS, TaJlaKToOpesl, aMeHOopes, HapylIeHHs OHsKYJSIUM, a TakkKe SPeKTUIIbHas
mucyHKus (cM. paszaen 4.8). DT HexenaTesbHbIE PeakIMM MOTYT OKa3blBaTh OTPUILIATEIbHOE
BIIMSIHUE Ha CEKCYalIbHYIO (DYHKLNIO U (ePTHIBHOCTD KEHIIUH U/ UIH MY>KUHH.

B ciyuyae mosiBieHHs KIMHUYECKH 3HAYMMBIX THIIEPIPOJIAKTUHEMUH, TaJaKTOPEH, aMEHOPEH WU
MIPOSIBIICHUN CEKCyaTbHOU MTUCHYHKIIMH HEOOXOIUMO PACCMOTPETH BOMIPOC O CHIKEHUU JT03UPOBKHU
(ecmu 3TO BO3MOYKHO) WJIM OTMEHE Ipemnapara. YKa3aHHbIE HEXeJlaTeJbHbIE PEAKIMH SBISIOTCS
00paTUMBIMU TOCJIE OTMEHBI Ipernapara.

HOTGHI_[I/IHJ'IBHOG BJIMAHUC JICKAPCTBCHHOI'O CPEACTBA HA (bepTI/IJ'II)HOCTI) Ha )KUBOTHBIX HC U3Y4aJIOCh.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMH M padorarh ¢
MeXaHU3MaMH

[Tpenmapatr XnoprnpoTHKCeH 007ajaeT celaTHUBHBIM J(PQekToM. Y MalUeHTOB, MOIYyYaloLINX
MICUXOTPOIHBIE CPEICTBA, MOTYT OTMEYaThbCs HEKOTOphIE HapylleHus OOIero BHUMaHUS U
KOHIIGHTPALMU, MOSTOMY OHM JOJDKHBI OBITh MPEAYNpEexJIeHbl O HEOOXOIUMOCTH COOII0AaTh
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4.8. HexkesaTeJibHbIE peaKIUU

Pesrome nmpoduiist 0e301acHOCTH

Haubonee pacrpocTpaHeHHbIE HEXeENaTeIbHbIE PEaKIIMU, KOTOPhIE MOTYT BCTpedarhest y Oonee 10
% NaLMEHTOB - CyXOCTb BO PTY, IOBBILICHHOE CIIOHOOTIEICHHUE, COHIMBOCTD U FOJOBOKPYKECHHUE.
BoJIBIIMHCTBO HEXENATENbHBIX pPEaKUMid 3aBHCAT OT NPUMEHSIEMOM [03bl Ipemnapara. Hacrora
BO3HUKHOBEHHUS HEXEJATEIbHBIX PEAKIMi 1 UX TSKECTh Hanboiee BhIPpaKEHbI B HAaYalle JIeUeHUs U
CHIDKAIOTCS 110 MEpE MPOAOJIKEHUS TEPAIINU.

MoryT BO3HHMKaTh IKCTpalUpaMHUIHbIE PACcCTPONCTBA, OCOOCHHO HA PAaHHUX JTamax JedeHus. B
OOJIBLIIMHCTBE CIIy4aeB 3TH HEXKeNATeNbHbIE PEAKIIUU YCIIEUTHO KOHTPOJIUPYIOTCS ITyTEM CHIXKEHUS
J103b1 W/WITM IPUMEHEHHEM aHTUITAPKUHCOHUYECKUX MpernapaToB. OIHaKO pyTUHHOE UCIIOJIb30BaHUE
AHTUTMIAPKUHCOHUYECKUX CPEICTB IS MPO(PUIAKTHKYI HEXKeJIaTeIbHBIX PEaKIUii He PeKOMEHIYeTCs.
Onu He 00J1eryaroT IpOSBICHUMN MO3HEHN TUCKUHE3UH U MOTYT UX YXYAIIUTb.

PCKOMGHIIyCTC?I CHM)XCHUC  J103bI HMJIM, €CJIM 3TO BO3MOXKXHO, IPCKpalICHUC JICUHCHUA
XJIOPHIPOTHUKCCHOM.

[Ipu nepcuctupyrouieil akaTu3uyu MOr'yT 0Ka3aThCs MOJIE3HBIMUA O€H30AMa3ETMHbI MU IPOIIPAHOIION.

[Ipy npueMe XIJIOPIPOTUKCEHA, KaK W MpPU IMPHEME JPYTrHX HEHPOJICNTUKOB, TAaKKe ObLUIH
3aperHCTPUPOBAHBI CICAYIOIIUE PEIKUE HEXKeNaTelbHble peakuuu: yanuHeHue uHtepBaia QT,
KEITYJOUYKOBBIC apUTMUU — (DUOPUILUIALMS JKETYIOYKOB, JKEIYJIOUKOBash TaxXHWKap/us, BHE3AITHAs
CMEpPTh M MOIUMOP(HAS KEITYI0OUKOBAsE TAXUKApAUs 10 TUILY «upy31» (Torsade de Pointes).

Ha ¢done npuMeHeHus: aHTUNICUXOTHYECKUX CPEICTB ObLIN 3apUKCHPOBAHBI CIy4yaW MpUari3Ma —
JUINTEIbHON 3PEKLUU, KaK IPaBUJIO, OOJE3HEHHON, KOTOpas MOXET IPUBOIUTH K 3PEKTUIbHON
aucyukimu. Yactota 3TOro SBJICHUSA HEU3BECTHA (CM. paszen 4.4).

Peskoe nmpekpaiienue npuemMa XJIOpnpoOTUKCEHA MOKET COMTPOBOKIATHCS BOSHUKHOBEHUEM PEaKIIUA
orMeHbl. HambOosiee dacTble CHMOTOMBI — TOIIHOTA, PBOTA, AHOPEKCHS, JUapesi, pUHOpes,
MOTOOT/IEJICHUE, MUAJITHH, TTAPECTe3MH, 0ECCOHHUIIA, HEPBO3HOCTh, TPEBOTA U aykuTausl. [1armenTor
MOTYT TaK)X€ HCIBIThIBaTh T'OJIOBOKPYKEHUE, JIONOJHUTEIBbHOE OUIYUIEHHWE TeIJla U XO0JIoJa U
TpeMop. CUMIITOMBI, KaK MPaBUIIO0, HAUMHAIOTCA B TeueHue 1—4 qHEH mociie OTMEHBI U YMEHBIIIAIOTCS
B TeueHue 7—14 gHei.

Tabnmunoe PE3FOME HEXKENIATSIbHBIX pPeaKIIHi

WNudopmanus o0 4acToTe BO3HUKHOBEHHUS HEXeNaTeJIbHBIX PEakKLuil MpeJcTaBlieHa Ha OCHOBaHWUU
JAHHBIX JIUTEPATyphl U CHIOHTAHHBIX COOOIIEHUH.

YacToTa HexesaTeIbHbIX peaKiuii MPUBEICHA B BH/IE CIICAYIOIICH rpaganuu: ouens wacmo (> 1/10);
yacmo (> 1/100, Ho < 1/10); Heuacmo (> 1/1000, o < 1/100); peoxo (> 1/10000, o < 1/1000); ouens
peoko (< 1/10000); wacmoma neuzéecmna (Ha OCHOBAaHHM WMECIONIUXCS JAHHBIX OICHUTH
HEBO3MOXHO).

CucreMHO-OpraHHbIN Yacrora HexenarenbHble peakuuu

KJIaCC BO3HUKHOBEHHSI
Hapymenns co | Penko TpomOGouuTonenus, HEUTPOIICHHUS,
CTOPOHBl ~ KpPOBH M JIEMKOIICHHUS], arpaHyJIOLUTO3
TUMQpaTHIeCKOR
CUCTEMBI
Hapymenns co | Penko ['unep4yBCTBUTENBHOCTh, aHA(DUIAKTUYECKUE
CTOPOHBI ~ MMMYHHOU peakuuun
CUCTEMBI
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HapyILICHUS
Hapymenns Yacto [ToBblIIEHUE ANIIETUTA, YBEJIMYCHUE BECa
MeTaboar3Ma u | Heuacto CHmkeHue annerura, yMEHbIICHHE Beca
NIATaHUSA Penxo I'mnepriaukemusi, HapyleHUE TOJIEPAHTHOCTU K
TIIIOKO3€
Ilcuxmueckue YacTto becconnumna, HEPBO3HOCTb, aKUTaLus,
HapyLICHUs CHIIKEHHE JTUOUI0
Hapymenns co | Ouensp yacTo CoHIMBOCTB, TOJIOBOKPYKEHHE
CTOPOHBI HepBHOU | Yacro Juctonusi, ronoBHas 06016
CUCTEMBI Heuacro ITo3nuss JUCKUHE3NS, apKUHCOHU3M,
CyJIOpPOT'H, aKaTU3Us
OueHb peniko 3J10Ka4YeCTBEHHBII HEUPOJENTUYECKUIA
CUHIPOM
Hapymenus co | Yacro Hapymienne akkomMoanuu, HapylieHue 3peHust
CTOPOHBI Oprana 3penus | Heuacro JIBI>KEHME TIIa3HBIX sI0JI0K
Hapymenus co | Yacro Taxukapaus, olyuieHue cepaneoneHus
CTOPOHBI cepaLa Penxo VY nnuuenue WHTEpBAJIA QT Ha
IEKTPOKAPAUOrpaMMe
Hapymenns co | Heuacro ['unioreHsus, NpuIvBEI
CTOPOHBI COCYJIOB OueHb peko Benosnast TpoM603MO0THsI
Hapymenns co | Penxo Opplnka
CTOPOHBI JbIXaTEIbHON
CUCTEMBI, OpraHoB
IPYAHOM  KJIETKH U
CpENOCTEHUs
Hapymenns co | Ouens yacrto CyxocTb BO pTYy, ITOBBIIIEHHOE
CTOPOHBI  XKEIIy04YHO- CIIFOHOOT/IETICHHE
KMILIEYHOT'O TPaKTa Yacto 3anop, JUCHEeNnCcHsl, TOIHOTA
Heuacto PBora, nuapes
Hapymenus co | Hewacto W3meHeHnne  1abopaTOpHBIX  MOKazaTesei
CTOPOHBI  IIEYEHU H (yHKIIMY IeYeHU
KEITYEBBIBOAIINX Ouenb penko Kenryxa
nyTen
Hapymenus co | YHacro I'mnepruapos
CTOPOHBI  KOXM ¥ | Hewacro Koxnast cbinb, 3yn, ¢otoceHcHOUIU3aIus,
MTOJIKOYKHBIX TKaHEH JEpMaTUT
Hapymenns co | Hacro Muanrus
CTOPOHBI  MBIIIEYHOH, | HewacTo MpleyHas puruJHOCTb
KOCTHOH u
COEIMHUTENIBHOM TKaHU
Hapymenus co | Heuacto 3anepkka MOUYH, 00J1e3HEHHOE
CTOPOHBI  IIOYEK U MOYEUCITyCKaHUE
MOYEBBIBOJISAIIUX MTyTeH
bepeMeHHOCTB, Yacrora Hen3BecTHa | HeoHaTanbHBIM CHHAPOM OTMEHBI
MTOCJIEPOAOBBIA TIEPHOJT
u IepUHATaIbHbIE
COCTOSIHUSI
Hapymenns co | Heuacto Hapymenus IAKYISINH, APEKTUIIbHAS
CTOPOHBI JTUCHYHKITUS
pEenpoOLyKTUBHOU Penko ['mHEekoMacTus, rajakTopes, aMeHOpest




COOTBETCTBYET 3KCNEPTHOMY OTUYETY

A e e At A
o1 20.03.2026 Nz 5743

[ | R Nk

CHUCTEMBI M MOJIOYHBIX W AITELMEBA TENBHUL TE UuU3)
xKeles

O6mue Hapymenuss u | Yacto AcTeHHUsl, yTOMIIIEMOCTb

peakuuu B MecTe

BBE/ICHUS

COO6IJ_[€HI/IG 0 TOA03PEBACMBIX HCXKCIATCIbHBIX PCAKIINAX

BaxHo coo0marb O IOJO3pEBAaEMbIX HEXKEJATENbHBIX PEAKUUAX I[OCIE€  PErucTpanuu
JIEKapCTBEHHOI'O IIperapara C LEeIbl0 OOECIeueHUsl HENPEPHIBHOTO MOHUTOPUHIA COOTHOLIEHMS
«II0JIb3a — PUCK» JIEKAPCTBEHHOro Mpemnapara. MeauUuMHCKUM pabOTHUKaM PpPEKOMEHIYeTCs
coOo0IaTh O JTIOOBIX IO03PEBAEMBIX HEXKEIATEIbHBIX PEAKIHSIX JIEKapCTBEHHOTO IIperapaTa uepes
HallMOHAJIbHBIE CHCTEMBl COOOLIEHHMSI O HEXENATeNbHbIX pPEaKLUUsAX T[oCylapcTB — YIEHOB
EBpa3uiickoro 5KOHOMUYECKOTO COH03a.

Poccuiickas @enepanus

denepanbHas Ciryk0a 1o Haa30py B cepe 3ApaBOOXPAHCHUS

109012, r. Mockga, CnaBsiHCKas iomais, 1. 4, ctp. 1

Tenedon: +7 (800) 550-99-03

OnektpoHHas moura: pharm@roszdravnadzor.gov.ru uimum npr@roszdravnadzor.gov.ru

Caiit B MH(POPMALMOHHO-TEIEKOMMYHUKAITHOHHON CeTH «MHTEepHETTY:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBKa

CHUMIITOMBI

COHJ'II/IBOCTB, KOMa, CyaAoporu, oK, SKCTpalilmpaMuJiHbIC paCCTPOI‘/’ICTBa, FI/IHepTepMI/IH/FI/IHOTepMI/IH.
B Tsoxennix ClIydasx - mo4€4yHasa HEAOCTAaTOYHOCTh.

N3zmenenust mapametpoB DK, yumnHenne uatepBana QT, «TUpyITHAsD KETyI0UKOBAst TaXUKAP TSI
(Torsade de Pointes), ocraHoBKa cepala H KEIyJOYKOBBIC APUTMHH HAOIIOAATUCH IPH
OJTHOBPEMEHHOM TepeI03UPOBKE ¢ TpernapaTaMu, BIUSIONIUMU Ha CEPIACUHYIO AEATSIBHOCTb.

Jleuenue

CumnTomaTuueckoe M mnojajepxuBaromee. Kak MOXXHO paHblie MHOCIE NpUEMa JIOJKHO OBITh
MIPOM3BEICHO IPOMBIBAHHUE IKENy/IKa, PEKOMEHAYETCSI NPUMEHEHHE AaKTUBUPOBAHHOTO YTIJIS.
JIOJKHBI OBITH MPUHATHI MEPHI, HANpaBlIEHHbIE HA MOJIEP)KAaHUE JESITEeIbHOCTH JbIXaTEIbHOU U
CepAEeYHO-COCyIUCTOl cucteM. He cienyeT nucnonb3oBath apeHalnH, TaK KaK 3TO MOXKET IPUBECTU
K mnocaenytomiemy noHmwkeHno AJl.  Cynoporn MOXHO KyNHpoBaTh JAMa3enaMmoM, a
JKCTpanupaMuIHbIE PACCTPONCTBA OUTIEPUICHOM.

Jlo3a ot 2,5 1o 4 T MoxeT ObITh JeTanbHOU (y Aereil mpumepHo 4 mr/kr). HekoTopsie B3pocibie
BbDKMBaM nocye npuema 10 r, 3-x neTHuit pebeHOK BbIKUI 1ociie nmpuema 1 r.

5. PAPMAKOJIOTMYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHuYecKHe CBOiicTBa

dapMakoTepaneBTUYECKasl TPYIa: IICUXOJIEITUKH; aHTUIICUXOTUYECKUE CPEICTBA; IIPOU3BOIHBIC
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THOKCaHTCHA.

Kox ATX: NO5SAF03

XHOpHpOTI/IKCGH SABJIACTCA HGﬁpOHeHTHKOM, IIPpOU3BOAHBIM THOKCaHTCHA. Oxa3bIBacT
AHTHUIICUXOTUYCCKOC, BBIPAXKCHHOC CCAATUBHOC U YMCPCHHOC aHTUACIIPECCCUBHOC JIeiiCTBHUE.

MexaHu3M JIeUCTBUS

AHTHUIICUXOTUIECKOE ICHCTBUE HEHPOJICTITUKOB CBSI3BIBAIOT C OJIOKA0N T0aMIUHOBBIX PEIEITOPOB,
a Takke, BO3MOXKHO, Omokamoii S5-HT (5-ruapoKkcHTpHUITaMHHOBBIX) pelenTopoB. In Vvivo
XJIOPIPOTUKCEH 00JIaJaeT BBICOKUM CPOJCTBOM K 1o0(aMuHOBBEIM perenitopam tuma Di u Do,
XJIOpIPOTUKCEH TaKkKe obnamaer BBICOKUM CpPOJICTBOM K 5-HT2-penentopam,
a1-afpeHopenenTopam, ructaMuHoBbIM (Hi) M XOJIMHEPruueckMM MYCKapUHOBBIM pELENTOpPaM.
[Ipodune penenTopHOro CBSA3BIBAHUS XJIOPIPOTHKCEHA OYEHb CXOAEH C TAKOBBIM Yy KIJIO3alHHA,
oJHaKo OH o0Onamaet mpuMepHo B 10 pa3 Gojee BBICOKUM CPOJCTBOM K 10(paMHUHOBBIM PELEITOPAM.

dapmarkonmaamuueckue 3O GHEKTHI

XJIOpIPOTUKCEH YMEHBINACT BBIPAKEHHOCTD MO0 YCTpaHSET TPEBOTY, 00CECCHH, TICMXOMOTOPHOE
BO30YXIIeHHE, OECIIOKOICTBO, OECCOHHUILY, a TAKXKE TaJUTIOIUHAIIMN, Ope ¥ APYTHe TICUXOTUIECKUE
cuMnTOMbI. O4eHb HU3Kask 9aCcTOTa Pa3BUTHS SKCTpAUpaMUIHBIX 3P hekToB (okoio 1 %) u mo3aHein
muckuHesun (oxonmo 0,05 %) CBUIETENBCTBYIOT, YTO XJIOPIPOTUKCEH MOXKET C YCIEXOM
MCIIOJIL30BAThLCS IS TIOIICPIKUBAIOIICH Tepariy MalueHTOB C ICUXOTUYCCKIUME PACCTPONCTBAMH.

Huszkue 10361 XJI0pHpOTUKCEHA 00J1aAat0T aHTHACIPECCUBHBIM 3(PPEKTOM, UTO JIeJIaeT MOJIE3HBIM
IIPUMEHEHHE IIpenapara IpU IICUXUYECKUX PaCCTPOMCTBAX, XapaKTEPU3YIOLIUXCS TPEBOrOM,
nenpeccueil u  OecrnokoiictBom. Takke mpu Tepanuu XJIOPIPOTUKCEHOM  YMEHBLIAETCS
BBIPA)KEHHOCTh aCCOLMUPOBAHHBIX IICUXOCOMAaTUYECKUX CUMIITOMOB. XJIOPIIPOTUKCEH HE BBI3BIBAECT
IIPUBBIKAHMS, 3aBUCUMOCTH WJIM (OPMHUPOBAHUS ToJepaHTHOCTU. Kpome TOro, xJopnpoTHKCEH
MOTEHIMPYET NEHCTBHE aHAIBIETUKOB, 00JalaeT COOCTBEHHBIM aHAIBIETHYECKUM J(PQeKToM, a
TaK)K€ IPOTUBO3YIHBIM U IPOTUBOPBOTHBIM JEHCTBUEM.

5.2. dapmakoKUHEeTHYECKHUeE CBOIiCTBA

AOGcopbrms

[Tpu mpreme BHYTph MaKCHMallbHasl KOHIIEHTpaus B 1miazme KpoBH (Cmax) JOCTUTAETCS TPUMEPHO
yepe3 2 vaca (amanazoH 0,5-6 yacoB). CpenHsisi OMOZOCTYITHOCTh XJIOPIPOTUKCEHA NPH MpUEMe
BHYTPb COCTaBJIsIeT 0koJo 12 % (muana3on 5-32 %).

Pacnpenenenue

Kaxymuiics oobem pacnpenenenust (Vg ) cocrasnser okono 15,5 n/kr. Cs3biBaHuE ¢ OeIKaMu
IUIa3MbI KPOBU cocTaBisieT 6oiee 99 %.

XJOpIPOTUKCEH MTPOHUKAET Yepe3 MIIalleHTapHbIN O0apbep.

BI/IOTDaHCd)ODMaI_II/ISI

MeTtabonu3M XJIOPIPOTUKCEHA OCYIIECTBISETCS NMPEUMYLIECTBEHHO MYyTEM CYJIb(POOKUCICHUS U
N-nemeTunupoBanus O0KOBOM 1ienu. B MeHbIIel CTENeHN BBIPaXXEHO THAPOKCUINPOBAHUE KOIbIIA
n N-okuciieHre. XJOPHIPOTHKCEH OMNPEACNSIETCS B JKEITYH, YTO CBUAETEIBCTBYET O HAJIWYUHU
KHUIIIEYHO-TICUCHOUYHON LUPKYIAIUK  Tpenapara. MeTabomuThl  XJIOPIPOTUKCEHA  JIUIIEHBI
HEUPOJENTUYECKON aKTUBHOCTH.

ONUMUHALIMSA

[Tepuon monyseiBeneHus (T12) coctaBisier okoio 16 yacoB (muamazon 4-33 waca). Cpemnuit
cucreMHublii kiupeHc (Cis) cooTBeTcTBYeT mpuMmepHO 1,2 j1/MHUH. DKCKperus XJIOPHPOTHKCEHA
OCYILIECTBIISIETCS Yepe3 KUIIECYHUK U TOUYKaMH.
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VY JKeHIIMH, KOPMALIUX TPYIbIO, XJIOPHIPOTHUKCEH B He3Haq1/I+Q1I‘EI;B—II>E%J&Wﬁ;ﬁgﬁhéﬁ'ﬁ' 5

MoJsiokoM. [Toka3zaTenb COOTHOILIEHUS KOHLIEHTPAIUMU MpernapaTa B MAaTEPUHCKOM MOJIOKE U B IIJIa3Me
KpoBH BapbupyeT oT 1,2 10 2,6.

Oco0ble rpynrisl MalueHToB

Hauuenmbz, cmpadarou;ue AJIKO20IUBMOM

He 0b110 00HapYKEHO pa3Iu4uii KOHIICHTPAIUH B T1a3Me KPOBH HIIM CKOPOCTH BBIBEICHUS MEKIY
KOHTPOJIBHOW T'PYNION W IPYNIION MAallMeHTOB, CTPAJAOIINX aJKOrOJM3MOM, HE3aBUCUMO OT TOTO
OBLTH JIU TTOCJICTHUE BO BPEMS UCCIICAOBAHUS TPE3BBIMU MU B COCTOSIHIH OCTPO MHTOKCUKAIUH.

5.3 /lanHbIe JOKJIHHHYECKOH 0€30MaCHOCTH

JIOKITMHUYECKHE  MCCIIEOBaHUS  OE30MacHOCTH, OCTPOM M XPOHHUYECKOM TOKCHYHOCTH,
T€HOTOKCUYHOCTH M PENPOIYKTUBHONW TOKCUYHOCTH HE BBIIBUIIM 0COOO0M OMAacCHOCTH JIJIsl YETIOBEKa.
B uccnenoBaHuax penpoayKTUBHONW TOKCHYHOCTH HA JKMBOTHBIX HE OBUIO OOHAPYKEHO HUKAKHX
MIPU3HAKOB TepaToreHHoro Bo3jaelcTBus. [loreHunanbabie 3G GeKTh Ha QepTUIBHOCTD, POABI WK
IIOCJIEPOJIOBOE PA3BUTHE Y )KUBOTHBIX HE MCCIIEI0BAINCH.

6. PAPMAIIEBTUUECKHUE CBOMCTBA
6.1. [lepeuensb BcnoMoraTebHbIX BellleCTB

JlakTo3bI MOHOTUApPAT (Caxap MOJOYHBIN)
[ennrono3a MUKpOKPUCTAILIIMYECKAs
Kpaxmain kykypy3HbIit

Konosuaon

Kpockapmeiuiosa Hatpus

Marnus creapat

CocraB 000JI0YKH:

I'umpomernosa
Maxkporo:n-4000

Turana quokcun

6.2. HecoBMecTHMOCTH

He nmpumenunmo.

6.3. Cpok roaHocTH (CpOK XpaHeHusl)

3rona.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHHUTh B 3alIMIIEHHOM OT CBETa MECTE MpHU TemnepaType He Bbiie 25 °C.

6.5. XapakTep U cojep:KaHHe YIAKOBKH

IIo 10, 25, 30 wm 50 Tabnerok B KOHTYPHYIO SYECHKOBYIO YMAaKOBKY W3 IJICHKU
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o o . (ONOCIENDBA
MOJUBUHWIXJIOPUIHON U (DOJIBIU aTFOMUHHMEBOM NevafHON H&KH‘QOB&&[‘HGH. -

ITo 10, 25, 30, 50 wnmu 100 Tabnerok B GaHKM M3 MONMAITHICHTEpedTanara JUisl JeKapCTBEHHBIX
CPEICTB WJIM TOJUIPONMICHOBBIE JUIS JEKAPCTBEHHBIX CPEACTB, YKYIIOPCHHBIE KPBIIIKAMHU W3
MOJUATUIICHA BBICOKOTO JIaBJCHUS C KOHTPOJIEM TIEPBOTO BCKPBITHS, WM KPBIIIKAMHU
HOJIMITPOIMIICHOBBIMU C CUCTEMOH «HAXXaTh-TIOBEPHYTHY, WM KPHIILIKAMH U3 TOJIUATUIIEHA HU3KOTO
JaBJICHHS C KOHTPOJIEM MIEPBOTO BCKPHITHSI.

Onny Ganky umu 1, 2, 3, 4, 5 unu 10 KOHTYPHBIX STYEHKOBBIX YITAKOBOK BMECTE ¢ MHCTPYKIIMEH IO
MIPUMEHEHHUIO TTOMEIIAIOT B KAPTOHHYIO YIAKOBKY (TAuKYy).

6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIU3ANNU MCIIOJIb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara MM OTXO0H0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHsI JEeKAPCTBEHHOr0 Npenapara, u
Apyrue MaAHUIYJSIIMU € NpenapaTomM

Oco0ble TpeOoBaHUs OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOTI'O YOCTOBEPEHU A

Poccus
000 «ATtomn»

445351, Camapckas o0:1., . XKurynesck, yi. ['mapocrpoureneii, 1. 6.
7.1. TIlpeacTaBUTEIb I€PHKATEJISI PETHCTPAIMOHHOTO YIOCTOBEPEHUs

[Iperen3un noTpedHUTENEH HAIPABIATH 1O A/IPECY:

Poccus

000 «O308»

445351, Camapckas 0611., 1.0. XKurynesck, r. JKurynesck, yi. ['mapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(000203)-(PT-RU)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexapcTBEeHHBIN ITpenapaT OTHOCUTCS K KATETOPUH OTITYCKa 10 PELENTY.

OO01as xapakTepuCTHKa JIEKapCTBEHHOT O MpenapaTa XJIOpIPOTUKCEH TOCTYIHA B €MHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3zMiicCKOro »KOHOMHUYECKOTO COK3a M Ha
ouIMaTEHOM canTe YIIOJITHOMOYEHHOTO opraHa (axcnepTHOM OpraHu3aIliN)
https://lIk.regmed.ru/Register/EAEU_SmPC.
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