COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.07.2025 N= 183952

OBIIASI XAPAKTEPUCTHKA JIEKAPCTBEHHOT O IPEAAPATA "

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O IIPEITAPATA

Anadpanmi, 25 Mr, TaOJIETKH, TOKPHITHIE 000JIO0YKOH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleficTByOLI€E BEIECTBO: KIIOMUIIPAMUHA THIPOXIIOPHULI.
Kaxxnas Tabnerka, mokpsITas 000JI0YKOM, COAEPIKUT 25 MI KIIOMHIIPAMUHA THAPOXIIOPUIA.

BcrnomorarensHbie BellecTBa, HAJIMYME KOTOPBIX HAIO YYUTBHIBATH B COCTaBE JICKAPCTBEHHOTO
mpernapara: JJakTo3bl MOHOTHJIpAT, caxapo3a Kpuctautnueckas (cM. pazaen 4.4).

[TonHbIi TepeyeHb BCIIOMOTaTeIbHbBIX BEIIECTB IPUBEIICH B pazene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabeTku, MOKPHIThIE 00OJIOYKOM.

Kpyrible, 1BOSKOBBIIYKIIbIE CBETIIO-KEJITOTO IIBETA TAOIETKH, TOKPBITHIE CAXapHOU 000I0UYKOM.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHIO

[Ipenapat Anadpanui nokasaH K MPUMEHEHHUIO Y B3POCIbIX JIS:

® JICUCHUSI JICTIPECCUBHBIX COCTOSIHUM pa3JIM4YHOM 3THOJIOTHUH, MPOTEKANIUMX C Pa3IuyHOU
CUMIITOMATUKOMU:

- DHJOICHHBIX,  PCAKTUBHBIX,  HEBPOTUYECKHUX,  OPraHUYECKHX,  MAaCKUPOBAHHBIX,
MHBOJIIOIIMOHHBIX ()OPM JIETIPECCUH;

- ACPECCHUH Y ITALITUCHTOB C IJ_II/I30(I)peHI/IeI\/’I " IICUXOIIAaTHAMU,

- JCNPECCHBHLBIX CHUHAPOMOB, BO3HHUKAKOIIHUX B CTApUYCCKOM BO3pacCTE, O6YCJ'IOBJ'ICHHI)IX
XPOHUYCCKUM 00JIeBBIM CUHAPOMOM HJIU XPOHUYCCKUMHU COMATHUYCCKUMU 38.6OJ'ICB8.HI/I}IMI/I;

- ICNPECCUBHBIX HAPYIICHUH HACTPOEHUS PEAKTUBHOM, HEBPOTUYECKOW MM IICUXOMATHYECKOU
MIPUPOJBI.

® JICUCHUA O6CCCCI/IBHO-KOMHYJ'II)CI/IBHI:IX CI/IHI[I)OMOB;
e JjeueHus Gpoouii;
e JieYEHUs KaTallJIeKCUH, COMYTCTBYIOIIEH HapKOJICTICHU.

[Ipenmapat AnadpaHun Moka3aH K NPUMEHEHHMIO y JeTed ¢ 5 JjerT ans JiedeHus o00CecCHUBHO-
KOMITYJIbCUBHBIX CUHIPOMOB.

[Ipenapatr AnadpaHus Moka3aH K IPUMEHEHHUIO Yy JieTedl ¢ 9 neT Ui jJedeHus HOYHOTO SHypes3a
(mpM yCITOBHHM MCKITIOUEHHS OPTaHUMYECKUX MPUYNH 3a00JI€BaHMs).

4.2. Pe:xuM 103MPOBaHUS U CIIOCO0 MPUMeEHEHHU s
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PexxuM o3upoBaHus

Iepen HayaaOM Tepanuu CiIeAyeT YCTPAaHUTh THITIOKAIHEMHIO (CM. pa3aen 4.4 u 4.5).

Pexum no3upoBanust ¥ criocod NpUMEHEHUS Iperapara yCTaHaBIUBAIOT HHIAUBUAYAIBHO, C YUETOM
COCTOsIHMS manueHrta. Llenp nedeHus cOCTOMT B JOCTHIKEHHM ONTHUMAJIbHOrO 3¢p¢dexra mnpu
NPUMEHEHHUH KaK MOKHO 0oJiee HU3KUX 7103 Mperapara 1 OCTOPO’KHOM UX MOBBIIICHUH.

[Tocne noctmxkeHus: TepaneBTUYeckoro 3@dexra HeoOXOIUMO MPOBOAUTH IMOAJIEPKUBAIOIIYIO
TEepanui0 ONTUMAJIbHOM J030M mpemapara BO H30ekaHWe pa3BUTHUs peruauBa. l[lanueHTsl c
JENIPECCUE PELMIUBUPYIOIIETO0 TEUCHUS HYKIAIOTCS B JUIMTEIbHOW MOIIEPKUBAIOLIEH TEparnuu.
JUIMTeNbHOCTE W HEOOXOJMMOCTh  TPOBEACHUS  TEpaluu  JIOJDKHBI  TIEPUOJAMYECKU
[epecMaTpUBATHCA.

C uenpl0 CHIDKEHUS PHUCKA Pa3BUTUS CEPOTOHUHEPTUUYECKOW TOKCUYHOCTH U BO3MOKHOIO
ynnuHeHus uarepBaia QT He crneayeT mpeBbIIaTh PEKOMEHI0BaHHYIO 103y Mpernapara.

Crenyer ¢ OCTOPOKHOCTBIO YBEITMUMBATH 103y Npenapara AHadpaHui B ciiydyae OJJHOBPEMEHHOTO
MPUMEHEHHS C IPYTHUMHU CEPOTOHUHEPTMYSCKUMH TMperapaTaMy WIN MpernapataMu, YITHHSIIOIIIMA
untepBan QT (cm. pasnenst 4.4 u 4.5).

Crenyer nzberaTb BHE3aIIHOTO IpEKpallleHHs Tepaliuy npenapaToM AHappaHWII U3-32 BOZMOXKHOTO
Pa3BUTHSI CUMITOMOB «OTMEHB». CHW)KEHHE /03Bl IMpernapara IMocie TUTEITFHOT0 MPUMEHEHHUS
JOJDKHO IPOM3BOAMTHCS MOCTEIICHHO, HEOOXOAWM KOHTPOJb COCTOSIHMS TAlleHTa IOCIe
npekpamenus Tepanun. [Ipemapar AHadpaHwn TabIETKH, MOKPHITEIE 000JI0YKOW W AHadpaHUI
CP, TabneTku NpPOJIOHTMPOBAHHOIO JEHCTBUSA, MOKPHITHIE IUICHOYHOH 000JIOUKOH, MOTYT OBITH
B3aMMO3aMEHUMBI [TPU IPUMEHEHHUH B SKBUBAJICHTHBIX J03aX.

Henpeccus, obceccusHo-KoMnynbcugHvle CUHOpombl U hoouu

Havanphas cyrounas nosa cocrasisger 50-75 mr (1 Tabnetka npenapara AHadpaHWI, HOKPBITAs
obomoukor, 25mr, 2-3 paza B genp win 1 Tabnetka mpemapata Amnadpanun CP,
MIPOJIOHTUPOBAHHOTO JIEUCTBHS, TOKpPHITAas IUIEHOYHOM 00o0Joukoit, /5 wmr, 1 pa3 B JcHb,
MPENOYTUTENbHO B BeuepHee Bpems). [loBwlmaTh 103y cieayeT mocienoBaTenbHo, Ha 25 mr (1
Ta0JyieTka npernapara AHaQpaHwI, MMOKPBITas 000JI0YKOH, 25 MT) B CYTKH Ka)JIble HECKOJIBKO JTHEH
B 3aBHCHMOCTH OT MEPEHOCUMOCTU TMpemapaTa manueHtoMm, a0 100-150 mr B TeueHue mnepBoii
HeZenu jeueHus. B TskenbIX ciaydasx cyTouyHas Jo03a MOXeT ObITh mosbliiieHa 1o 250 mr. Ilocne
JOCTIIKEHHUSI JJOCTOBEPHOI'O YJIYULIEHHS COCTOSHHUS, CIEQyeT IPHUBECTH CYTOUYHYIO 03y K
oJI/IepKUBaroIel, koropas cocrapiser 50-100 Mr B cyTkH.

Kamannexcus, conymemayowas napronencuu
CyrouHas 1032 KJIOMUTIpAaMUHA y TAaHHON KaTerOpHH MAIllMEHTOB COCTaBIAET 25-75 MT.

Oco0nIe T'pYHIIbl HAIWMCHTOB

Hauuenmbz nooaicus1oco so3pacma

B cBsa3u ¢ HanmumeM Ooiiee BBIPAKEHHOTO TEPaNeBTHUECKOTO OTBETA y MAIMEHTOB IOXKUJIOI0O
BO3pacTta, YeM Yy TAalMeHTOB JPYrHMX BO3PACTHBIX TPYMI, CcIeayeT coOmoaare 0co0yro
OCTOPOXXHOCTh TP JICYCHUU NAIMEHTOB JIAHHON KaTeropuH, a TaKXe IMPH TOBBIIIEHUU J03bI
npenapata AHadpaHuI.

HpI/IMCHCHI/IC npenapara y malfuCHTOB CTapIIC 65 ner IIPOTUBOIIOKA3aHO.
HauueHMbl C Hapyuenuem @yHKL;MM nevyeHu ujiu nodex

Crnenyer cobOmoaTh OCTOPOKHOCTh NPU NPUMEHEHHMH Npenapata AHadpaHWI y TMalUEHTOB C
HapylieHneM (QyHKIMU NeUYeHU WIH MTOYeK.

CTH
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MY OTUETY

IIPUMEHEHHs KJIOMUIIPAMHHA Yy ACTEH M IOAPOCTKOB IPU JICYEHUU JCTPECCUBHBIX COCTOSHUUI
Pa3NIUYHON 3TUOJIOTHH, MPOTEKAIONUX C PA3IMYHON CUMIITOMAaTHKOW, (POOMI M MAaHWYECKHX aTak,
KaTaIUIEKCUH, COIYTCTBYIOIIEH HApKOJENCUH, U XpOHMYECKoro OoseBoro cusiapoma. llostomy
npUMEHEeHHe npernapata AHapaHWI y JeTeld M MOAPOCTKOB B Bo3pacTe 10 17 JeT mpu 3TuX
IOKa3aHMUAX He peKoMeHyercs (cM. pasaen 4.4).

[Ipemapar AnadpaHun TpOTUBOMNOKA3aH K MPUMEHEHHIO 10 BCEM MOKa3aHUsM y JETe B BO3pacTe
10 5 ner (cMm. pasaenst 4.1 u 4.4).

ObceccuHo-KOMNYIbCUBHBIE CUHOPOMbL

Havanphast no3a KjIoMHIOpaMUHA y MAlUEHTOB JAHHOW KAaTerOpUH COCTaBIsieT 25 MI' B CYTKH,
KOTOPYIO MOCTENEHHO IMOBBIIIAIOT B TEYEHHUE MEPBLIX JIBYX HEJENb MPUMEHEHUS (CYTOUHYIO 103y
JeNIAT Ha HECKOJBKO MPHEMOB) B 3aBUCHUMOCTH OT MEPEHOCHUMOCTH, A0 MAaKCHUMAalbHOM CyTOYHOU
1036l U3 pacuera 3 Mr/kr uan 100 Mr B 3aBUCUMOCTH OT TOTO, Kakas J103a MeHbIe. B TedeHue
HECKOJIbKUX TOCJEIYIOIIUX HEeAeNb CYTOYHYIO /103y MOCTENEHHO IMOBBIMIAIOT 0 MaKCUMAalIbHON
CYTOYHOH 103bI U3 pacyera 3 Mr/Kr wim 200 MT B 3aBUCIMOCTH OT TOTO, KaKasi 1032 MEHBIIIE.

Hounoti snypes

HavanpHast cytouHas no3a mpemapata AHadpaHWI B TIEPBYIO HEICIIO JICUCHHUS JUIS JCTCH B
Bo3pacte 9-12 net cocrapiser 25-50 mr; aiia perei crapiie 12 jget — 25-75 mr. [Ipumenenue 6omee
BBICOKMX [[03 TIOKa3aHO TEM IMaIMeHTaM, Yy KOTOPBIX TOJHOCTBIO OTCYTCTBYET KIMHUYCCKHIMA
addext. Kak mpaBuio, CyTouHyIo 103y Ipernapata IpUHUMAIT OJHOMOMEHTHO TOCJIe Y)KUHA, HO B
TeX CIIyYasix, KOT/Ia HeMPOW3BOJIBHOE MOUCHCITYCKAaHHE OTMEUYACTCS B PAaHHHE HOYHBIC YaChl, YACTh
J03bI CIIEAYeT MPHUHATH paHbiie — B 16 yacoB. [lociie gocTrkenus sxenaemoro 3ddekra jgeucHue
CIIEYET MPOAOIDKATh B TeUeHHUe 1-3 MecsleB, MOCTENeHHO CHIDKAs 103y Ipenapara.

Cnocob IIPUMCHCHUA

Buytpb. TabneTku ciieyer nporiaTelBaTh LETUKOM.

[IpemapaT MOXHO MPUHUMATH BHE 3aBUCUMOCTH OT IipueMa nuiu (cm. pazzaen 4.5).
4.3 TIpoTuBOMOKA3aHUS

- FI/IHep‘IYBCTBI/ITeHLHOCTL K KJIIOMUIIpAMUHY HWJIHN K JIFOOBIM APyruM KOMIIOHCHTaM IIperapara,
MEPCUUCIICHHBIX B pa3acic 6. 1, NEPCKPECTHAA MOBBIIICHHAA YYBCTBUTCIIBHOCTD K TPUITUKIIMYCCKHUM
AHTHACTIPCCCAaHTAaM U3 I'pYIIIbI I[I/I66H333€HI/IH3.

- OOHOBpEMEHHOE TPUMEHEHHE C aHTHAPUTMHYECKHMMH CPEICTBAMH, SBIISIONIUMECS MOITHBIMHU
uHruouropamu nzopepmenta CYP2D6 (TakuMU Kak XMHUIMH U IporagdeHoH ).

- OTHOBpEMEHHOE MIpUMEHEHNE CEJIEKTUBHBIX u HECEJIEKTUBHBIX MHTHOUTOPOB
MoHoamMHuHOOKcua3sl (MAQ) HeoOpatumoro IeHCTBUS, a TaKkXke B Mepuoa MeHee 14 nHeit g0 u
nociie ux npumeHeHus (cm. paszaen 4.5). [IpoTuBonoka3zaHo TakXke OJHOBPEMEHHOE NMPUMEHEHHE
CEeNIEKTUBHBIX HMHruouTtopoB MAO-A oOpatumoro JaeictBus (Takux Kak MOKIOOEeMHI) U
HeCeJIEKTUBHBIX UHTUOUTOPoB MAO 00paTtuMoro 1eicTBuUs (TaKUX Kak JIMHE30JIHT).

- HenaBHO nepeneceHHbIN HHAPKT MUOKap/a.
- BpoxaeHHsIii ciHIpOM yasTmHeHHOTO nHTepBaia QT.

-OcTpas MHTOKCHKAalMsg mpenapatamu, mnogasistommumu  ¢ynkuuio [HHC  (manpumep,
CHOTBOPHBIMH, aHAJIbIE3UPYIOIIUMHU LEHTPATIBLHOTO JEUCTBUSA, ICUXOTPOIHBIMH CPEICTBAMH) HJIH
3TaHOJIOM.

- OcTtpas 3a1epKKa MOYH.

- FHnepnna3H${ HpeHCTaTCHBHOﬁ KCEJIE3BI C 3a;[ep>i<1<0171 MOYH.

3
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- OcTpblil AenUpHil.

- 3aKpbITOYroybHAs IiIaykoma 0e3 JIeUeHHUs.
- CTeHO3 NIpUBpAaTHUKA KEITyAKa.
- [Japanutnyeckas HENPOXOIUMOCTb KUILIEYHUKA.

He pexoMmeHayeTcss MNPUMEHATh TpenapaT MpH OCPEeMEHHOCTH W B MEPUOJA TPYTHOTO
BCKapMJIMBaHUS.

[TpoTrBOMOKa3aHO MpUMEHEHHUE MpenapaTta AHagpaHul B opMe TabIETOK, HOKPHITHIX 000JI0UYKOH,
y MAIMEHTOB CIEAYIOMNX IPYI (B CBSI3H HEBO3MOXKHOCTBIO IOA00Pa HAYaIbHOM JJO3bI):

- y JIeTeii 0 BCeM TOKa3aHUsIM, KpoMe 00CECCUBHO-KOMITYJIbCUBHBIX CHHJIPOMOB (y JeTel ¢ 5 jer)
¥ HOYHOTO dHype3a (y aeTeit ¢ 9 ner);

- y AaI[MeHTOB B BO3pacTe >65 JeT.
4.4. OcoOble ykazaHusi 1 MepPbl NPEI0CTOPOKHOCTH NMPH NMPHUMEHEHUH

C 0CTOPOKHOCTBIO

Cnez[yeT CO6J'II-OI[aTB OCTOPOIKHOCTDb IIPHU IPUMCEHCHUU IIPLCIIapaTa y MAlMCHTOB CICAYOIHNX I'PYIIIL:

-y HaNueHTOB ¢ 3a00JIEBaHUAMM  CEPACUYHO-COCYIAUCTOM CHUCTEMBI  (HEIOCTaTOYHOCTBIO
KpOBOOOpAIIEHUs, HAapyUIEHUAMU CEepJEYHOr0 pPUTMAa W BHYTPUCEPJEUYHOM MPOBOAMMOCTHU
(Hanpumep, aTpUOBEHTPUKYIsIpHOH Onokanoit I-111 ctenenn));

-y TMalMeHTOB C DOIWICNCHEH, a Takke Npu HAIMYUH JPYrHX, [PeIpacloyiaralonX K
BO3HUKHOBEHHUIO CYIOPOKHOTO CHHApOMa (PaKTOpOB, HApUMEpP, MPU MOBPEKICHHUAX TOJOBHOTO
MO3ra pa3JIMYHOrO T'eHe3a, NpPU OJHOBPEMEHHOM IPHMEHEHUH HEHPOJICNITUYECKUX CPEACTB, B
MEepUoJl OTKa3a OT aJIKOTOJII WJIM OTMEHBI TpEemnapaTroB, OO0JaJAIOUIMX IMPOTUBOCYIAOPOKHBIMU
CBOMCTBaMH, Hampumep, OCH30JMa3eNMHOB (CYMTACTCS, YTO BO3HUKHOBEHHE CYJOPOT 3aBHCHUT OT
7036l Tpernapara, B CBSI3M C 4YeM HE CJIEAYeT IPEBBIATh PEKOMEHIYEMYIO CYTOUYHYIO 103y
npemnapara AHadpaHui);

-y MOXWJIBIX MaIlMEHTOB B Bo3pacte a0 65 ner (y MalMeHTOB cTapiie 65 JeT NpuMeHEHHE
npermapaTa NpoTUBOIIOKA3aHO);

- y MAlIUEHTOB C HapyUIeHUEM (YHKIIUU [TEYEHH;
- y MAIMEHTOB C HapyleHueM (PYHKIIMU MOYeK;

-y TamMeHTOB C OIyXOJSMH MO3TOBOTO CJIOS  HAIIMOYEYHHKOB ((EOXPOMOIUTOMOU U
HeipoOiacToMoil);

- Y HAMEHTOB C TUIEPTUPEO30M WIH PUHUMAIOIINX TUPEOUIHBIE IIPENapaThl;

-y MAlUEHTOB C XPOHUYECKHUMH 3all0paMy, OCOOEHHO Yy MOXMWIbIX MallMeHTOB M MAalleHTOB,
BBIHY>KJICHHBIX COOJIIOJIaTh TOCTEIbHBIN PEKUM;

-y MAlUEHTOB C IIOBBIIICHHBIM BHYTPUIVIA3HBIM [JABICHUEM, B TOM 4YHCIE Yy IAIUEHTOB C

3aKPBITOYTOJIBHOW I1ayKOMOW;

- Y IaduCHTOB C 3az[ep>1<1<0ﬁ MOYHM B aHAMHE3€ (B TOM YHUCJIC BCICACTBUC T'HIICPITIA3UN HpOCTaTBI);

- IIpu OAHOBPEMCHHOM IIPUMCHCHUU C CCPOTOHHMHCPIUYCCKUMHU IIpe€riapataMy, TaKUMH Kak
CCIICKTHUBHBIC I/IHFH6I/ITOpLI O6paTHOFO 3axBaTa CCPOTOHHHA, I/IHI‘I/I6I/ITOpLI 06paTHOFO 3axBara
CCPOTOHMHA U HOPpAJAPCHAINHA, TPULHUKINYCCKUE aHTUACTIPECCAHTEI UJIN ITPEIapaThl JIMTHA.

Oco0ble yKa3zaHus
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Cyub;ud, cyuuu()afleble MbLCIIU UTTU yxydweHue KJIUHUYECKO20 COChTO.

B cnydae BbIpaxeHHON JIeNpeccuy CYHIECTBYET PUCK CYHIIMAAIbHBIX MOMBITOK, KOTOPBII MOXET
COXPAHATHCS BILIOTH JIO0 JOCTUKEHMSI TOCTOBEPHOM peMHUCCUU. Y MALMEHTOB C JIENPECCUEN, KaK Y
B3pOCJIbIX, TaK M y JieTed, MOKET HaOJII0/IaThCsl YCHIIEHHWE NENPEeCcCUU W/UIU CYWLUJAIBHOTO
MIOBE/ICHUS WIM JPYTUX HAPYLICHUH IICUXUKU BHE 3aBUCUMOCTH OT TOTO, IIOJY4YalOT OHU TEPAIUIO
aHTHUJICTIPECCAHTAMU WJIM HET. AHTHUACTPECCAHTHl YBEJIWYUBAIM PUCK CYHIMIAJIbHBIX MBICICH U
CYHLUJAIBHOTO MOBEJACHUSI B KPATKOCPOUHBIX MCCIIEOBAHMSIX Y JETEH, MOJPOCTKOB U B3POCIBIX
MAIMEHTOB B BO3pacTe J10 25 JIeT ¢ ACNPECCUsIMH U IPYTUMHU ICUXUYECKUMU 3a00I€BaHUSIMH.

Bcex manmeHTOB, mpUHUMamOIUX mpenapar AHadpaHun mo J0OOMYy M3 IMOKa3aHW, CleayeT
HaOJII0AaTh HA MIPEeAMET YXYALIEHHUs KIMHUYECKOH KapTUHBI, CyHLIUAAIBHOIO OBEICHUS U APYIHX
HapyIEHUH MCUXHUKH (cM. paznen 4.8), o0co0eHHO B HaYalIbHOW (pa3e Tepanuu Ui NPy W3MEHEHUN
7036l TpenapaTa. ¥ TaKMX HAlMEHTOB CJlEIyeT OLEHUBaThb HEOOXOAMMOCTb HM3MEHEHMs peXHuMa
Tepanuu, BKIKYas BO3MOKHOCTb OTMEHBI IIperapara, 0COOEHHO €CJIM CUMIITOMBI SIPKO BBIPAXKEHBI,
MOSIBUJIMCh BHE3AITHO WJIM HE HAOJIOJAUCh Y MAIMeHTa UCXOIHO (CM. paszen 4.4).

CeMbHU U ONEKYHBI NAIIUEHTOB (KaK JETEH, TaK U B3POCIbIX), IPUHUMAIOIINX aHTUAECTIPECCAHTHI 110
NCUXUATPUUYECKUM M HENCUXUATPUUECKUM I10KA3aHUSAM, JOJDKHBI ObITh IPEIyNpekACHbl O
HEOOXOAMMOCTH  HAOMIOAATh 32 NAalMeHTaMH  W3-32 PHCKa  BO3HHKHOBEHHS  JPYrHX
NICUXUATPUYECKUX CHUMITOMOB (cM. pa3zgen 4.8), B TOM 4uClle U CYHLUUAAIBHOIO IMOBEJIEHUS, U
HEMEJUIEHHO cO00IIaTh O TAKUX CUMIITOMAX JIeHalleMy Bpady.

[Ipu BbIMHCKE pelenta claeayeT yKa3blBaTh MHUHHUMAaJIbHOE KOJUYECTBO TaONETOK, YTOOBI
YMEHBIIUTh PHUCK MEPEIO3UPOBKH, IMPU ITOM HEOOXOJUMO COOJIIOIAaTh aJCKBAaTHBIA PEXUM
Tepanuu. VIMEIOTCS NaHHbIE, CBUAECTEIBCTBYIOIIME O TOM, YTO MHPU MEPEJO3UPOBKE IMPENapaToM
AHnadppaHWI JIE€TaNbHBIE WMCXOABl CIYYalOTCS peXe, YeM Tpu TEpPelo3UPOBKE JAPYTHMHU
TPULUKINYECKUMH aHTHICTIPECCAHTAMU.

pyaue ncuxuampuueckue 3¢ghgpexmul

Y MHOrMX MalUeHTOB C MaHWMYECKUMM PAacCTPOWCTBAMM B Haydaje JICYEHUS MOKET OTMEYaThCs
ycuiieHue TpeBoru (cMm. pasgen 4.2). Takoe mnapaJoKcajabHOE YCHJIEHHWE TpPEBOTM Haubosee
BBIP)XEHO B NIEPBbIE THU TE€PANTUU U OOBIYHO CTUXAET B TE€UCHUE JIBYX HENENb.

v MalfMeHTOB C HII/I30(1)p€HI/I€I‘/’I, moaydaromux TPUOUKIIMYCCKUC aHTUACIIPECCAHTBI, HWHOIr1a
OTMCYACTCA aKTUBalMA IICUX034a.

W3BecTHO, YTO Yy NAIMEHTOB C OWUMOISAPHBIM aP@PEKTUBHBIM PACCTPONCTBOM, MPUHUMAIOIINX
TPULIMKIMYECKUE AaHTUICTIPECCaHThl, B MEPUOJA JIENPECCHBHON (a3l MOTYT pPa3BHBAThCSA
MaHUaKaJbHble WMJIM THUIIOMaHUAKAJIbHBIE COCTOSAHMSA. B Takux ciaydasx MoxeT HoTpedoBaThCs
CHIDKEHHME J03bl Ipenapara AHadpaHMI MM €ro OTMEHa W HPUMEHEHUH AHTUIICUXOTHYECKOM
tepanuu. [locne KynupoBaHUsl yKa3aHHBIX COCTOSIHUM, IpU HEOOXOAMMOCTH, JICUEHHE TpernapaToM
MOJKET OBITh BO30OHOBJIEHO B HU3KHX J103aX.

Y nOpenpacnofioKEHHBIX W MOKHWIBIX MMAIMEHTOB TPUIMKINYECKAE AHTUICIPECCAHTBI MOTYT
IIPOBOLIUPOBATH PA3BUTHUE JIEKAPCTBEHHBIX JAEIUPHUO3HBIX IICUX030B, PEUMYILIECTBEHHO B HOYHOE
Bpems. [locine oTMeHBI mpenapara yka3aHHas CHMIITOMATHKa HMCYE33€T B TEUEHUE HECKOJIBKHX
JTHEMN.

Cepomonunoswiii cuHopom

B cBia3u ¢ PUCKOM DPAa3BUTHUA CCpOTOHHHCpFH‘-IGCKOfI TOKCHYHOCTU CJICAYCT HNPUACPIKUBATHCH
PEKOMEHAOBAHHOI'O PEXUMA JO3UPOBAHUA.

[Ipy oIHOBpEMEHHOM NPUMEHEHUU KIOMHUIPAMHHA C CEPOTOHMHEPIMUYECKUMH IpenapaTamu,
TaKUMHU KaK CEJIEKTUBHBIE MHTHOUTOPHI OOpPaTHOTO 3axXxBaTa CEPOTOHWHA, HMHTHOUTOPHI OOPATHOTO
3axBaTa CEPOTOHMHA M HOPAJPEHAINHA, TPUIMKINYECKUE AaHTUACTPECCAHTHl WJIM IpernapaThl
JUTHS, BO3MOXXHO pa3BUTHE CEPOTOHWHOBOTO CHHJIIPOMA, TPOSBISIONICTOCS THUIEPTEPMHUECH,
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GiryokceTHHA PEKOMEHIYETCs JIeNiaTh MEPEPhIB OT ABYX J0 TPEX HEAENb J0 M MOCIe MPHUMEHCHUS
dayokceTnHa (cM. paznenst 4.2 u 4.5).

3abonesanus cepoeuno-cocyoucmou cucmemol

C 0co00ii OCTOPOKHOCTBIO CJEIyeT TNPUMEHATh Tpenapar AHappaHWwI Yy TMalUEHTOB C
3a00JIeBaHUSAMU  CEPJCYHO-COCYAUCTOM CHUCTEMBI, TPEXKIE BCEro, C HEIOCTATOYHOCTHIO
KpOBOOOpAIICHHSI, HAPYIICHUSIMH IPOBOJIUMOCTH (HAIpUMEp, aTPUOBEHTPUKYIISIpHON Onokamoit |-
Il cremenn) m aputmMusiMu. Y TakuX IMAlMEHTOB HEOOXOAMMO PETYJSIPHO KOHTPOJUPOBATh
nmokasarenu paborel cepama u OKI. Tlpu npumeHeHwn mpemapata AHadpaHmi B J03aX,
MPEBBIIIAIOIINX TEpaneBTHUECKUe, WM B TOM CiIydae, €Clid KOHILIEHTpalus KIOMUIIpaMHHA B
IIa3Me TMPEBBINIAET TEPANEBTUUYECKYIO, CYIIECTBYET PHCK Y/UIMHEHHs wuHTepBana QTC wm
BO3HHUKHOBEHHUS JKENyJOYKOBOM TaxuKapAuu THUHA «IUpydT» («torsade des pointes»). Ito
HaO0II0/1aeTCs B CIIy4ae OJJHOBPEMEHHOTO MPUMEHEHHS C CEIEKTUBHBIMU MHTHOUTOpPaAMHU 0OPAaTHOTO
3axBara CEPOTOHMHA WJIM WHTHOMTOpaMu OOpaTHOro 3axBaTa CEpOTOHMHA U HOpaapeHaluHa. B
CBSI3H C 3TUM HEOOXOJMMO M30eraTh OJJHOBPEMEHHOTO MPUMEHEHHS KIIOMUTIPAMHUHA U MPENapaToB,
BBI3BIBAIONINX €ro Kymyisinuto. Taxke HeoOXoaumo u30eraTb OJHOBPEMEHHOTO NMPUMEHEHHS C
mpermapaTamMy, BBI3BIBAIOIIUMHU YUIMHEHWE uHTepBasia QTC. YCTaHOBIEHO, YTO THUIOKATHEMHS
aBisgercs (aKkTOpoM pHUCKa YyUIMHEHUs uHTepBada QTc U BO3HUKHOBEHHS >KEITYAOYKOBOM
TaxUKapIuu TUNa «mpy3T» («torsade des pointes»). B cBs3m ¢ BBINIECKAa3aHHBIM, THITOKATHEMHUS
J0JDKHA OBITh YCTpaHEHa JI0 Havyajia Tepanuu npenapatoM Axnadpanui (cM. paszaens 4.2 u 4.5).

W3-3a pucka ymnuHenus uHTepBasa QTC M pa3BUTHS CEPOTOHMHOBOTO CHHAPOMA CJEIyET
MPUAEPKUBATHCS PEKOMEHIYEMBIX 03 U C OCTOPOXKHOCTBIO MOBBIIIATH J03Y IPU OAHOBPEMEHHOM
NpPUMEHEHUH C Tpenaparamu, yumHsomuMu uHTEpBal QT, W CcepOTOHMHEPTHYECKHMU
mpernapaTaMy COOTBETCTBEHHO (cM. pazzaen 4.2).

[lepen nauanmom Tepanuu npenapatoMm AHadpaHuI peKoMeHayeTcss u3Meputb AJl, MOCKOIBKY y
MAIUEHTOB C OPTOCTATHUYECKOM TUIIOTEH3UEH WM JTaOUIBHOCTHIO CEPACYHO-COCYIUCTON CHUCTEMBI
MOXET OTMEUaThCs pe3koe CHIkeHune AJl.

Y MOXKUJIBIX MAIMEHTOB CIeAYET MPOBOIUTH KOHTPOIb Toka3aTenel ¢pynkiuu cepamna u IKI.
Cyoopoeu

N3BecTHO, UTO TPUIMKINYECKUE AHTUICIPECCAHThl CHMXKAIOT MOPOT CYJOPOKHOM TOTOBHOCTH,
MOATOMY TpernapaT AHadpaHWI JOHKEH MPUMEHSATHCS C 0CO00H OCTOPOKHOCTHIO Yy TIAIUEHTOB C
SMUJIENICUEH, a TaK)Ke MTPU HAIMYUM IPYTUX MPEeApacnoiaraloliuXx K BO3HUKHOBEHUIO CY1I0POKHOTO
cuHapoMa (haKTOpPOB, HAMPUMEpP, MPU MOBPEKIECHUSX TOJIOBHOTO MO3Ta PA3THUYHON ITHOJIOTHH,
OJIHOBPEMEHHOM NPHUMEHEHUH HEUPOJENTHUYECKUX CPEACTB, B MEPHUOJ] OTKa3a OT AJKOIroJid WIH
OTMEHBI ~ TPEemnaparoB, OOJAJAOMIMX  MTPOTUBOCYJAOPOKHBIMU  CBOMCTBaMU  (Hampumep,
OenzouazenuHoB). CuuTaeTcs, 4TO BOSHUKHOBEHHE CYAOPOT 3aBUCUT OT JI03bI Mpemnapara. B cBs3u
C 9TUM HE CIIeJIyeT MPEBBIIATh PEKOMEHIYEMYIO CYTOUHYIO 103y npemnapaTta AHadpanwmwi. Tax xe,
KaK U Jpyrue TPUIMKINYECKUe aHTUACTIPECCAHTHI, Ipenapar AHagpaHu MIPUMEHSIOT B COUCTaHUH
C DJIEKTPOCYIOPOKHOM TepaNKer TOIbKO MPH YCIOBUH TIIATEIEHOTO MEIUITMHCKOTO HAOIOICHHUS.

M-xonunobaoxupyrowee deticmaue

[TockonbKy mpenapat 06s1afjaeT M-XOJIMHOOJOKUPYIOIIUMH CBOMCTBAMHU, €T0 CIEIYET MPUMEHSTH C
0c000i1 OCTOPO)KHOCTBIO Yy TAlIMEHTOB, B aHAMHE3€ KOTOPBIX MMEIOTCS CBEACHUS O MOBBIIIEHHOM
BHYTPUIJIA3HOM JIaBJICHUH, 3aKpPHITOYTrOJbHOM TJAayKOMe WM 3aJepKKe MOoud (Hampumep,
BCJIEJICTBHE 3a00JI€BaHMI MpeICTaTeIbHOMN Kele3bl). BO3MOXKHO Takke CHUKEHUE CIIe300TACTICHUS
Y HaKOIUJIEHUE CIM3UCTOrO CEKPETa, YTO MOXKET MPUBECTH K MOBPEKIACHUIO SIUTENINS] POTOBULIBI Y
MAIMEHTOB, NOJb3YOUINXCS KOHTAKTHBIMH JIMH3aMHU.

Ocobvle epynnvl nayuenmos




COOTBETCTBYET 3K
oT _'! |_| '_| 20

Heo0xommMo ¢ OCTOPOXKHOCTBIO MPUMEHSTH TpI/IL[I/IBJII/IIIeCKI/{gl I&'}&HE&!‘S lx?ﬂtl}' ;ié;JHé}fT“ |

MY OTUETY

TSOKENBIMU 3a00JIEBaHUSIMM TI€YEHU U TPU JIEYEHUH NAIlMeHTOB C OMYXOJSMH MO3TOBOTO CJIOS
HAJMOYCUYHUKOB (Hampumep, ¢(EOXpPOMOIIMTOMOM, HEHpOOIacCTOMON) u3-3a pPHUCKA Pa3BUTHS
TUIEPTOHUYECKOTO KpH3a. Y MalueHTOB ¢ 3a00JIeBaHUSIMU TIE€UEHU PEKOMEHIYeTCs IEPUOIMUECKHIA
1ab0paTOPHBIN KOHTPOJh AKTUBHOCTU «IIEYEHOUYHBIX» (DEPMEHTOB, y MAIUECHTOB C MATOJOTHEH
MOYeK — Moka3zaTesiel QyHKIUU MOYeK.

Cnenyet co0moaTh OCTOPOXKHOCTh Y NALIMEHTOB C FHIIEPTUPEO30M, WK MOIYYAIOIIUX MIPEnapaTs
TOPMOHOB IIUTOBHJIHOM 7K€JI€3bl, BO3MOXKHO MOSIBIEHUE KapHMOTOKCUYECKOTO IEHCTBHSL.

Heo0xomrMa OCTOpOKHOCTH TPH NPUMEHEHHWH IMpenapara AHappaHwil Yy MAIUEHTOB C
XPOHUYECKUM 3an0poM. TPHUIMKIMYECKHE aHTUACTIPECCAHTBI MOTYT BBI3BIBATH MAPATUTUYECKYIO
KHUIICYHYI0 HEMPOXOJIUMOCTb, OCOOCHHO y TMOXKWJIBIX MAIMEHTOB M MAIlMEHTOB, BBIHYKICHHBIX
CO0JIFO1aTh MTOCTENBHBIA PEXKHUM.

Konuuecmeso ﬂeﬁkouumoe 6 Kpoeu

XoTst 00 M3MEHEHMSIX KOJMYECTBAa JIEHKOIMTOB B KPOBHM B NEPUOJA JIEUCHHs IpernapaToMm
Anadppanun cooOmIaoCh JHIIb B OTACTBHBIX CIydasX, PEKOMEHAYETCS IEePHOAMYECKOe
UCCIIeIOBaHNe cocTaBa nepudepruieckoil KpOBU M BHUMaHUE K TAaKUM CHMIITOMaM, KaK JIMXOpajKa

00Jb B TOpJIe, OCOOEHHO B MEpPBBIC MECAILBI TEPAlMU WIM TMPU JUIATEILHOM NPUMEHEHHUH
npernapara.

Anecmesus

[Tepen mpoBeneHreM OOIIEH MIIM MECTHOM aHECTE3MH CJEAYeT MPenylpexnaTh aHEeCTEe3UO0JIora O
TOM, YTO MAIMECHT MPUHUMaET npenapatr Anadpanui (cM. paszaen 4.5).

Kapuec 3y606

Coobmanoch 00 YBEIMYEHMHM 4YacTOTHl Pa3BHTUSI Kapueca 3yOOB NpU UIUTEIBHOM JICUCHUH
TPULMKJIMYECKUMH aHTHIeNpeccaHTamu. [loaToMy B ciydae JUIMTENBHOM Tepamnuu IpernapaTom
AnHadpaHuI peKOMEHIYETCS PErYIISIPHBIA OCMOTp MAIlUeHTa CTOMATOJIOTOM.

Brusnuue smanona

CrnenyeT yuuThIBaTh, UTO ATAHOJ MOKET YCUJIMBATh HEXenarelabHble peakiuu npenapara Ha [THC,
TaKue KaK HEYETKOCTb 3PEHMS, COHJIUBOCTD U JP.

IIpexpawenue neuenus

Crnenyetr usberaTh pe3kod OTMEHBI mMpemapata AHadpaHWI H3-32 PUCKA PA3BUTHUS BO3MOXKHBIX
HEOJIAarONPUATHBIX peakiuid. Eciau MpuHATO pemieHre NMPEKpaTHTh JICUEHHUE, MpermapaTr ClIemayeT
OTMEHATH MOCTENEHHO, HACTOIBKO OBICTPO, HACKOIBKO 3TO MO3BOJSET KIMHUYECKAs CUTYAIHsl, HO
IIPH ATOM CJIEJIyeT YIUTHIBATh, YTO Pe3Kas OTMEHA MpernapaTa MOKET COMPOBOXKIATHCS Pa3BUTHEM
OIpeIeJIeHHBIX CUMITTOMOB (cM. pasnen 4.8).

BcnoMorarenpHble BEIIECTBA

Jlexapcmeennwiii npenapam cooepacum 1aKkmosy

[TammeHTaM ¢ penko BCTpEUYAONIEHCS HACIEICTBEHHOW HENEPEHOCHMOCTBHIO TaIAKTO3bI,
JIeUITUTOM JTaKTa3bl JIOMAPEH WK TIII0OK030-TaIaKTO3HOM MallbabcopOiuel He clielyeT IPUHUMATh
3TOT Mpemnapar.

Jlexapcmeennwiii npenapam cooepacum caxaposy

[TanimenTam ¢ peaKo BCTpeUaromencss HACIEACTBEHHON HENEePEeHOCUMOCThIO (PPYKTO3BI, TITHOKO030-
rajlakTO3HON MasibaOcopOnue uiu AePUIMTOM caxapasbl-U30MallbTa3bl HE CleAyeT MPUHUMAThH
3TOT Ipemnapar.

CTH
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BIMSHUM JUIMTENIBHOTO JICUCHMS IpernapaTtoM AHappaHWI Ha POCT, Pa3BUTHE, KOTHUTHBHBIC
(GyHKINU ¥ TOBEIEHHE JeTel 1 MOJPOCTKOB Miae 18 et Her.

Jlo Hayana Tepanuu npemnapaToM AHadpaHWI IPH HOYHOM SHYpe3e y JeTel U MOJAPOCTKOB CIeAyeT
OLICHUTh COOTHOULIECHUE MOTEHIMAIBHON TOJIb3bl M pHUCKa ais marnueHTa. Cleayer y4uThIBaTh
BO3MOXXHOCTb MPOBEACHUS aIbTEePHATUBHON TEPAIUU.

4.5. B3aumojaeiictBie ¢ JPYrUMH JIEKADCTBEHHBIMHM TMpenaparaMd W Jpyrue BHUAbI
B3aMMOJAEHCTBUSA

IIpoTrBONOKa3aHHLIE JEKAPCTBEHHEIE B3ANMOJIENCTBUS

Hneubumopor MAO (runesonuo, ¢pypazonudon u op.)

He crnenyer mpumensats mpemapar AHadpaHui B TeueHHE, MO KpailHeW mepe 2 Helenb Iocie
oTMeHbl UHTHOUTOPOB MAO n3-3a pucka pa3BUTHs TaKUX TSDKENIBIX CUMITOMOB U COCTOSIHMM, Kak
TUIEPTOHUYECKUN KpU3, MOBBILIEHUE TEMIIEPATYphl T€la, a TAaKKE€ CUMITOMOB CEPOTOHHMHOBOIO
CHHJIpOMa: MHOKJIOHYCA, aXKUTallUM, CyIOpOr, NEeNUpUs M KOMBI. Takoro e HpaBuiia CIeIyeT
IPUEP)KUBATBCS B TOM ciydae, eciii UHruoutop MAO npumeHsercs 1mocie MpeaiiecTBYOUIEro
neueHust npenapatoM AnHadpanHuia. B mro00oMm u3 3THX cilyyaeB HayalbHas J03a Ipernapara
Anadpannn uini “HruOuTopoB MAO nomkHA OBITh HU3KOW, €€ CIIEAYEeT MOBBIMATh MOCTEIEHHO,
IO/ MTOCTOSTHHBIM KOHTpoJIeM 3¢ (eKToB npermapara (cM. pazaen 4.4).

Cy1ecTBYOIIMM ONBIT OKa3bIBAET, YTO PUMEHEHHE Npenapara AHa(paHUI BO3MOKHO HE paHee,
yem uepe3 24 yaca mociie OTMeHbl MHrHOMTOpoB MAO-A oOpatumoro NeHCTBUS, TaKuUX Kak
moxsiobemua. Ho, eciim marn6urop MAO-A o0patuMoro OeiCTBUS MPUMEHSIOT IOCIIE OTMEHBI
npemnapata AHadpaHu, MPOJOIKUTEILHOCTh NIEpEephIBa JT0KHA COCTABIISITH MUHUMYM 2 HEJENH
(cMm. paznen 4.3).

Jlunesonuyn (sSBisronMiics HECENeKTUBHBIM HHTHOuTOopoM MAOQO o0O0patuMoro AeicTBus) He
clenyeT IPUMEHSTh OJTHOBPEMEHHO C KIIOMUIIPAMUHOM.

JIekapCTBEHHBIE IIpenapaThl, HE PEKOMEHIOBAHHBIE K OJITHOBPEMEHHOMY IMMPUMEHEHUIO

Aumuapummuueckue npenapamsi

AHTHapUTMHYECKHE Mpenaparsl (HampuMep, XMHUIUH U IponadeHoH) He cileayeT NPUMEHSTh
OJTHOBPEMEHHO C TPHIMKINYECKHUMHU aHTHJICMPECCAHTaMH, TaK KaK OHHU SIBIISIOTCS MOIIHBIMU
uHruouropamu nzopepmenta CYP2D6 (cm. paznen 4.3).

Jluypemuueckue npenapamoi

Juypernyeckue npenaparsl MOI'yT IIPUBECTU K BO3HUKHOBEHHMIO TMIIOKAJIMEMHUH, KOTOpasi, B CBOIO
o4epeqb, YBEIUUMBACT PHUCK yHiuHeHHs uHTepBada QTC u pasBuTHio aputMmuii «torsade des
pointes». Koppekiuio TrumnokalueMuu ciaenyeT MPOBOAUTh 10 Hadaja Tepanuu IpernapaToM.
B0o3MOXHO  BO3HMKHOBEHME HEOOXOJAMMOCTH  KOPPEKLIMH JPYTUX  HapylleHWH  BOJHO-
JMEKTPOJIUTHOTO OaiaHca, HapuMep TUIOMAarHUEMHH, [0 Hayajna Tepamud MpernapatoM (CM.
pasnensl 4.2 u 4.4).

Cepomonunepeuueckue cpedcmea

CenexTuBHbIE UHTMOUTOPBI OOPAaTHOTO 3aXBaTa CEPOTOHHHA (Takue Kak (IyOKCETHH, TapOKCETUH
Wi cepTpanuH) uHruoupyor muzopepment CYP2D6, npyrue mnpenapaThl yKa3aHHOW TpYIIIBI
(marmpumep, (GiryBokcamMuH) HHTHOUpPYROT Takxke m3opepmentel CYP1A2, CYP2C19, uro moxer
NPUBECTH K YBEIWYCHHMIO KOHILIEHTPAIMM KJIOMHUIpAaMHHA B IUIa3Me€ KPOBH U Pa3BUTHIO
COOTBETCTBYIOIIUX HEXesaTelbHbIX peakiuil. Habmonanock 4-kpaTHoe yBelnYeHHE PaBHOBECHOM
KOHIIGHTPALMU KJIOMUIIPAMUHA MPH OJHOBPEMEHHOM Ipueme ¢ (pIyBOKCAMHUHOM (KOHIEHTpAIUs
N-mecMeTUIIKIIOMUTIpaMUHA CHHYKAIAch B 2 pasa).
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3axBaTa CEPOTOHHWHA WM HWHTHOMTOpaMH OOpaTHOTO 3axBaTa CEPOTOHMHA W HOPIMHUHE(PpPHHA,
TPUIMKIMYECKAMU  AaHTUACTIPECCAHTAMU W TIpermapaTaMd  JIUTHS, BO3MOXKHO  pa3BHUTHE
CEPOTOHUHOBOTO CUHApOMA (cM. pazaeinsl 4.2 u 4.4).

[Tpu HEOOXOOUMOCTH NPUMEHEHHUs (PIIYOKCETHHA, PEKOMEHAYETCs JeNaTh JBYX-TPEXHEICIbHBIN
IepepblB MEXAY HIPUMEHEHHEM KJIOMUIpaMUHA U (IYOKCEeTMHAa — 3aKOHYMTh IpPUMEHEHHE
¢yokcetnHa 3a 2-3 Hemenu 0 Hayala TEpanmud KIOMHIIPAMUHOM WM HayaTh TEPAIHIo
(iyokceTHHOM uepe3 2-3 HeJllesn 0cIe OKOHYAHUS JIEYEHUs KIIOMUIIPAMUHOM.

OnHOBpeMEHHOE IPUMEHEHHUE Tpenapara AHaQpaHWI ¢ CEJIEKTUBHBIMA HHIHOUTOpaMU 0OpaTHOTO
3axBaTa CEPOTOHMHA MOXET IIPUBECTHU K YCUJIICHHUIO BO3ACUCTBHS Ha CEPOTOHUHOBYIO CUCTEMY.

Bo3MOXHEIE JICKAaPpCTBCHHBIC B3aHMOZ[eI>'ICTBPI$I

Bzaumooeiicmeus, ycunusarowue mepanesmuueckue s¢gppexmol npenapama Anagpanun

OnnoBpemMeHHOe TpuMeHeHHe ¢ uHruoutopammu uzodepmenrta CYP2D6 moxer mnpuBectn K
MIOBBIIICHUIO KOHIICHTPAIIUii 000X aKTUBHBIX KOMIIOHEHTOB JIO TPEXKPATHOM BEIMYMHBI Y JIUI] C
(denoturiom ObicTporo Merabonm3aTopa aeOpU30XHHA/criapTerHa. [Ipu 3TOM y TaHHBIX MAIIHEHTOB
METa0OJM3M CHIDKAeTCsl JI0 YPOBHS, XapaKTepHOro Ui JIUI[ C (SHOTHIIOM  CJIab0ro
MeTtaboiuzaTopa.

[Ipeanonaraercs, 4TO OJHOBPEMEHHBIM mIpueM ¢ uHruouTopamu wu3opepmentoB CYPL1AZ,
CYP2C19 u CYP3A4 wmoxer NpUBOAUTH K TIOBBIMICHHIO KOHIIEHTPAMU KIOMUIIPaMUHA U
CHIDKEHHIO KOHIeHTparuu N-ZeCMETHIKIOMUIIpaMUHA, 4YTO B IIEJIOM HE BIHMSICT Ha
(hapMaKoIIOTHYECKHE TIOKA3aTEIH.

Ilepopanvhuiii npomusozcpubdKosvlii npenapam mepouHapun

[Ipy ogHOBpEeMEHHOM NpPUMEHEHUU Ipenapata AHadpaHWI € IPOTUBOTPUOKOBBIM MpErapaTom
TepOouHaduH (MOIIHBIM HHruOuTopoMm u3odpepmenta CYP2D6) B ¢dopme mis mpuema BHYTPb
BO3MOJKHO YBEIIMYCHHE DKCIIO3UIMH U KyMYJISIHS KJIOMUIpaMuHa U ero N-IeMeTHiImpoBaHHOTO
Metabonura. [Ipu nmpuMeHeHHH KIOMUIIpPaMHUHA BMECTe C TepOMHAPUHOM TpeOyeTcs KOpPpeKIus
J03b1 KJIOMHIIPAMHHA.

Lumemuoun

OnHOBpeMEHHOE TpPHUMEHEHHE C OJ0KaTopoM Hy-THCTaMHHOBBIX pPENENTOPOB ITMMETHINHOM
(KOTOpBIN SIBISIETCS WHTMOMTOPOM HEKOTOPBIX H30(pepMeHTOB IuToxpoMa P450, B Tom umcne
CYP2D6 u CYP3A4) MoxeT NPUBOIUTH K YBEJIMYCHHIO KOHIICHTPALMU B IUIa3Me KPOBHU
TPULUKIMYECKUX aHTHETIPECCAHTOB, B CBSI3U C YEM TPEOYEeTCsl CHU)KEHHUE J103bl MTOCTIeTHUX.

Ilepopanvrvle konmpayenmugsi

Hert naHHBIX, MOITBEPkKAAIOLIMX B3aUMOJICHCTBHE MEXY KIIOMUIIPAMUHOM (B 7103€ 25 MI' B CYTKH)
U IepOopalbHBIMU KOHTpanenTtuBamu (15 mnu 30 MKT STUHIIISCTPANOJIa B CYTKH) MPU OCTOSSHHOM
npueMe nociegHux. Her JaHHBIX O TOM, 4TO 3CTPOTEHBI SBISAIOTCS MHTMOUTOpamMH H30(epMeHTa
CYP2D6, ocHoBHOTO M30()epMEHTa, YIACTBYIOMIETO B ANMUMUHAIMHA KIOMUIIPaMUHA, TIO9TOMY HET
OCHOBAaHMH OXHUAATh MX B3aUMOJEHCTBHMS. XOTA TMpPHU OJHOBPEMEHHOM IMPUMEHEHHUU
TPHUIMKIMYECKOTO aHTHIENPECCaHTa MMHIIPAMHHA W JCTPOT€HOB B BBICOKHX n03ax (50 MKT B
CYTKH), B HEKOTOPBIX Cllydasx cooOmanock 00 ycyryOneHuu moOOYHbIX F(PPEKTOB U YCHICHUH
TeparneBTHIeCKoro A dekra anTuaenpeccanTa. Hem3BecTHo, SIBISIOTCS JIM 3TH JaHHBIC 3HAYUMBIMHU
B OTHOILIEHUH OJTHOBPEMEHHOT'O MPUMEHEHHs KJIOMUIIPaMUHA U 3CTPOr€HOB B HU3KHX J03aX. [Ipu
OTHOBPEMEHHOM TPHUMEHEHHU TPHUIMKINYECKUX aHTHICMPECCAHTOB M JCTPOTCHOB B BBICOKHX
no3ax (50 MKr B CYTKM) PEKOMEHAYeTCs MPOBOJIUTH KOHTPOJIb TEPAleBTHYECKOTO JEUCTBUS
AHTHJICTIPECCAHTOB, U, TPH HEOOXOIUMOCTH, KOPPEKITUIO PEXKUMa JIO3UPOBAHHSL.

Heitiponenmuku
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INPUBOJUTH K YBCIMUYCHHUIO KOHICHTPAIIMU B IJIa3ME€ KPOBU TPUIHUKIUYCCKHUX aHTUIACIIPECCAHTOB,
CHMXXCHUIO CYHOPOIKXHOI'0 mopora M BO3HUKHOBCHHIO CYIOPOT. KOMGI/IHaHI/ISI C THUOpHUAA3NMHOM
MOXKET IIPHUBECTU K Pa3BUTHUIO TAXKEIIBIX HapymeHI/Iﬁ CEPACUYHOIO pUTMa.

Memunghenuoam

MCTI/IJ'I(l)eHI/II[aT MOXKET CI0cOoOCTBOBATH ITOBBIIICHHUIO KOHILOCHTpalunu TPULHUKITUYCCKUX
AHTHACTIPCCCAHTOB B INIA3MC KPOBHU, BO3MOXHO, 3a CYCT IIOJABJICHHUA HX MeTadoIMu3Ma. HpI/I
OOAHOBPEMCHHOM IIPUMCHCHHUH YKa3aHHBIX IIPEIIapaTOB BO3MOXXHO IIOBBINICHHEC KOHICHTpPALUU
TPUHHUKIIMICCKUX aHTUACIIPECCAHTOB B IJIa3MC KPOBHU, ITPHU 3TOM MOKCT HOTpe6OBaTBCSI CHHMIXXCHHC
J03bI ITOCICIHUX.

Banvnpoam

[Ipy OMHOBpPEMEHHOM TIPUMEHEHHWH BaJbIIPOCBOM KHUCIOTHI M KIOMHIIPAMHHA BO3MOYHO
unarubupoBanue uzopepmenta CYP2C w/mnu ypumnunaudocdarrioxkyporuaTpancdepasbl, 4To
MOJKET TMPHBECTH K TOBBIIICHUIO KOHIECHTPAIMM KIOMHIIPAMUHA M JECMETHIIKIIOMUIIPAMUHA B
T1a3Me KPOBH.

I'peiingppym, epetinghpymogulii cox unu KoK8eHHulll COK

OnHOBpeMEHHOE TPUMEHEHHE KIIOMHIIPAMUHA U TpeidndpyTa, rpedndpyToBOro min KIFOKBEHHOTO
COKa MOJKET IIPUBECTH K IOBBILIECHUIO KOHLIEHTPALUKU KJIOMUIIPAMHHA B IIa3ME KPOBHU.

JlekapCcTBEHHBIE  B3aMMOJEHCTBUS, CHWXAWOILIME TeparneBThudyeckue AddexTsl  mpenapara
Anadpanun

Pugamnuyun

OpHoBpeMEeHHOE MPUMEHEHUEe KioMunpamMuHa ¢ uaaykropamu uzopepmentoB CYP3A u CYP2C,
TaKUMH Kak pu(aMIUInH, KOTOPIC SBJISIOTCS MHIYKTOpamMH H30(GepMEeHTOB muroxpoma P450, a
umenHo, CYP3A4 u CYP2C19, moxeT mpUBOIUTH K YCKOPEHHUIO MeTabonM3Ma, CHUKEHHUIO
KOHIIEHTPAllUM KJIOMUIIPAMHHA B IIa3M€ KPOBH M CHWXEHHIO 3()(QEeKTUBHOCTH mpemnapara
AHadpaHu.

IIpomusocyodopooicnvie nexapcmeennvle cpedcmea

OnHOBpeMEeHHOE NMPUMEHEHUE KIOMHIIpaMuHa ¢ uHaykropamu uzopepmentoB CYP3A u CYP2C,
TakKMMHM KakK IPOTHUBOCYIOPOXHBIE JIEKAapCTBEHHbIE CpeAcTBa (Hampumep, OapOUTypaThl
(penobapOuTan), kapbamazenud 1 (HEHUTOMH), KOTOPbHIE SBISIOTCS MHAYKTOpPaMU H30()epMEHTOB
uroxpoma P450, a mmenno, CYP3A4 CYP2C19, moxeT MpuBOANTE K YCKOPEHHUIO METa0O0M3Ma,
CHIDKEHHMIO KOHLEHTpAIlMM KJIOMMIIDAMHMHA B IUIa3M€ KpPOBHM M CHUXKEHUIO 3((EeKTUBHOCTU
npenapata AHadpaHuI.

Kypenue

Wupyxropsr m3odepmenta CYPLA2 (Hanpumep, HHUKOTHH/IPYTHE KOMIIOHEHTHI CHUTapETHOTO
JbIMa) CHIDKAIOT KOHLIEHTPAIMK IPENnapaToB, UMEIOIUX TPULUKIMUYECKYIO CTPYKTYPY, B IIa3Me

KpoBU. PaBHOBeCHas KOHILEHTpalusi KIOMUIPAMUHA Yy KYypSIIMX CHUrapeTbl NAlUeHTOB B 2 pasa
HIDKE TaKOBOH y HeKypALHX (KoHIeHTpanus N-1eCMeTUIKIOMUIIPAaMUHA HE MEHSIIACh).

Konecmunon u Kojiecmupamur

IIpy OIHOBpEMEHHOM TPHUMEHEHHUH HOHHO-OOMEHHBIX CMOJI (HampuMep, KOJIECTHpaMHHA WU
KOJIECTUIIONIA) BO3MOKHO CHIDKEHHE KOHIIEHTpAallMM KIOMHUIPaMHUHA B CBHIBOPOTKE KPOBH.
PekoMeHI0BaHO TPUMEHATH KIOMMIIPAMUH KaK MHUHUMYM 3a 2 4 0 WiIu 4epe3 4-6 u mocie
MPUMEHEHHUS CMOJL.

3sepoboii npodvipssnenHblil
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KJIOMHUIIPaMUHA MPU OJTHOBPEMEHHOM NPUMEHEHHH.

.HeKaDCTBeHHbIe B3aI/IMO,IIeI>'ICTBPI$I, HC OKa3bhIBAOIMMEC BJIUAHHWA HaA IIpCriapar AHad)DaHI/IJI

Anmuxonunepauueckue cpeocmaa

TpuLMKINYeCKHe aHTUICIPECCAHTHI MOTYT MOTEHIIMPOBATh JIEUCTBHUE MpENapaToB, 00JIa1ar0IINX
M-XOJIMHOOJIOKUPYIOLIIM neiicTBuemM (Hampumep, MIPOU3BOIHBIX ¢dbenoTuasuHa,
MIPOTUBOMAPKUHCOHUYECKUX Mpenaparos, aTpOIMHA, ounepuacHa, 0J10KaTOpOB
Hj-rucramuHoBBIX penentopoB) Ha oprad 3peHus, [IHC, kumeuynuk u Mo4eBoi my3bipb. Kpome
TOrO, MPU OJHOBPEMEHHOM MPUMEHEHHUH BBIIICYKAa3aHHBIX MPENnapaToB BOZHUKAET PUCK Pa3BUTHUS
TUIEPTEPMHUH.

Anmuaopenepeuieckue cpeocmaa

KnoMunpaMuH MOXXET CHMXATh WJIM TIOJHOCTBIO YCTPAaHATh AHTUTHIIEPTEH3UBHOE JCHCTBHUEC
ryaHeTHJInHA, OeTaHUAMHA, pe3epIuHa, KIOHUIMHA U MeTHIIOoNbL. [lo3ToMy B Tex cimydasx, Korjaa
OJTHOBPEMEHHO C TPHUEMOM KJIOMHUIIpaMUHa TpeOyeTcsi JICUCHHE apTepHabHOW THIIEPTECH3HUH,
ClIeIyeT NMPUMEHSTH JICKAPCTBEHHBIC CPEACTBA JAPYTrUX KIaccoB (HAPHUMEpP, Ba3OAMIATATOPBI HITU
0eTa-aIpeHO0I0KATOPHI).

Henpeccanmuvr [JHC

Tpunuknnyeckue aHTUACTPECCAHTHI MOTYT YCUJIMBATh JAEHCTBHE 3TaHOJIA U JPYT'MX CPEJICTB,
obmanaromux yraeratommM BiusiHueM Ha [IHC (manpumep, 6apOutyparoB, O€H30A1a3eTHHOB WU
CPEACTB AJIsl HAPKO3a).

CumnamomumemuuecKkue cpeocmad

KnoMunpaMuH MOXXET yCHJIMBATh JACUCTBUE HA CEPACYHO-COCYAHMCTYIO CUCTEMYy SnuHedpuHa,
HOpANMHEDPHUHA, U30INPeHANNHA, denpuHa U GpeHmwndpuHa (B TOM YUCIEC W TOT/A, KOTJa 3TH
BEIIECTBA BXOJAT B COCTaB MECTHBIX aHECTECTHKOB).

AHmuKoazleﬂHl’l’Ibl

Hekotopble TpUIMKINYECKHE AaHTHJEMPECCAHThl MOTYT YCHJIMBAaTh AaHTHKOArYJISHTHOE JeiicTBHe
MPOM3BOJHBIX KyMapuHa (Hampumep, BapdapuH), BO3MOXKHO IIyT€M WHTHOMpPOBAHMS HX
Metabonmu3ma (n3odpepment CYP2C9). HeT maHHBIX, JOKA3bIBAIOIIUX CIIOCOOHOCTH KIIOMHUIIPOMHHA
MHTHOMpPOBaTh META0OJIN3M aHTUKOATYJISIHTOB (BapdapuH). TeM He MeHee, TpU NPUMEHEHUN 3TOTO
KJlacca JIEKapCTBEHHBIX CPEICTB PEKOMEHAYEeTCS MOHUTOPUHI KOHIIEHTPAaLUMU IMpOTpoMOUHA B
1a3Me KpoBH.

Kpome Toro, kjaomMunpaMuH siBisieTcst in Vitro u in VIVO HHTHOUTOPOM aKTHBHOCTH HM30(epMeHTa
CYP2D6 (oxucnenwe craprewHa). Takum o0pa3oM, KIOMUIPAMHUH MOXET ITOBBIIIATh
KOHIICHTPAIIMU OJHOBPEMEHHO TPUMEHSIEMBIX TpPEnapaToB, META0OIM3UPYIOMIUXCS TJIABHBIM
obpasom ¢ yuactuem n3opepmenta CYP2D6.

CTH

HccenenoBanus B3auMOIEUCTBUS IPOBEIECHBI TOJIBKO Y B3POCIIBIX.

4.6. ®epTUIBLHOCTDH, 0€PeMEHHOCTD M JIAKTALMSA

bepemeHHOCTH

OnbIT npuMeHeHus npemnapara AHadpaHua npu 6epeMeHHOCTH orpaHuyeH. [10CKoiIbKy HMEIoTCs
OTJIeJIbHBIE COOOIIEHUSI O BO3MOKHOM CBSI3M MEXKAY MPUEMOM TPUIMKIMYECKUX aHTHIECTIPECCAHTOB
Y HapYUICHUSIMU Pa3BUTHUS IUI0JA, CIeAyeT u30eratb NpUMEHEeHUs IpernapaTa npu 0epeMeHHOCTH,
3a MCKIIIOYEHHEM TeX CIIydaeB, KOIJla OXMJaemas Mojib3a A MaTepu, HECOMHEHHO, IPEBBIIIAET
MOTEHIHATIBHBIN PUCK TS IIJI0/1A.
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O0epeMEHHOCTH BIUIOTh J0 HACTYIUIEHHUS POAOB, Y HOBOPOKACHHBIX B TEUEHUE MEPBBIX HECKOIBKUX
4acOB WJIM JHEH JKU3HHU pa3BUBAICA CHUHIPOM «OTMEHBI», MPOSBIIABIIMICSA OJBIIIKOMH,
COHJIMBOCTbIO, KMIIIEUHBIMU KOJUKAaMH, ITOBBIIIEHHOW HEPBHOM BO30YAMMOCTbIO, TOBBIIIEHUEM HUIIH
cHkeHneM AJl, TpeMopoM, CIIACTUYECKUMH SBICHUSAMH WIH cyaoporamu. Bo wusbexanue
pasBUTHs JaHHOTO CUHApPOMA, IpenapaT AHadpaHWI cleqyeT, MO BO3MOXKHOCTH, MOCTEIEHHO
OTMEHMUTB, 110 KpaliHEeW Mepe, 3a 7 Hellelb 0 0KUAAEMBIX POJOB.

JlakTamus

Tak Kak aKTHBHOE BEIIECTBO MpernapaTa MPOHUKAET B TPYAHOE MOJIOKO, CIEAYET JIUOO0 MPEKPATUTD
IpyAHOE BCKapMIIMBaHUE, JINOO MOCTETIEHHO OTMEHUTH Mpenapat AHadpaHul.

DepTiIbHOCTD

Jlannble 1o GepTUILHOCTH OTCYTCTBYIOT UJIM OTPaHUYCHBI.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPaBJATH TPAHCNOPTHBIMH CpPeACTBAMHM M padoTath ¢
MeXaHM3MaMH

[Ipu BO3HMKHOBeHMHM Ha ()OHE TPUMEHEHHUs Mpernapara AHaQpaHWI COHJIMBOCTH, HEUYETKOCTH
3peHHst U Apyrux HapymeHuil co croponsl [IHC (HapymieHne BHUMaHMs, CIIyTaHHOCTb CO3HAHUS,
Je30pHEHTaIHsl, arTpaBalis IeNPecCuy, Aenupuil u T.4.) (cM. pasnen 4.8), manueHTam ciemyer
OTKa3aThCsl OT YIPABICHUS TPAHCIIOPTHBIMH CPEICTBAMU M MEXaHMU3MaMH, a TAKXKE OT BBITOITHEHUS
WHBIX BHJIOB JICATEIBHOCTH, TPEOYIOIIMX TOBBIIICHHOTO BHUMAaHHUA W OBICTPOM pEaKIH.
[TanmeHTOB TaKke ciexyeT MPeaylpeanuTh, YTO AIKOTOIb WIK JPYTUe JeKapCTBEHHbIC MpenapaThl
MOTYT ycuiuBaTh 3TH 3¢ dekTs (cM. paznen 4.5).

4.8. HexenaTelbHbIE peaKIUU

Pesrome HDOd)I/IJIﬂ 0€30IaCHOCTU

Hab6mronaromuecs Hexenarenbubie peaknuu (HP) 00brdHO ¢1a00 BhIpayKEHBI M HOCAT TIPEXOASAIIHIMA
XapaxkTep, MPOXOAT B X0/1€ MPOIOKCHHS JICUSHUS WITH TIOCJIe CHIDKEHUSI 10361 Tipenapata. OHU He
BCErJa KOPPEIHMPYIOT C KOHIIEHTpAallMed aKTUBHOTO BEIIECTBA B IUIa3M€ KPOBU HWIM C J030U
npenapara. HekoToprie HexxenaTebHbIE PEAKIIMU, TAKWe KaK YyBCTBO yCTAJIOCTH, HApYyIIIEHUS CHA,
@XWTallMs, TPEBOTa, 3amop, CYXOCTh BO PTY, YacTO ObIBa€T TPYAHO OTIUYHUTH OT MPOSBICHUUN
JETTPECCHH.

B citydae pa3BUTHS CEpbE3HBIX pEAKLUN CO CTOPOHBI HEPBHOM CUCTEMBI WJIM HAPYIIEHUHN NMCUXUKH
npenapaT AHa(paHuI JOJKEH ObITh OTMEHEH.

Tabnuunoe pe3rOMe HeXKelaTelIbHbIX PEaKIINi

JInisi OLEHKHM YacTOTHI Pa3BUTHS HEXKEIATENbHBIX PEaKIUil HMCIOJIb30BAHBI CIEAYIONINE KPUTEPHU
(cormacHo knaccudukanuy BcemupHoi opranmzammm 3apaBooxpaneHus (BO3)): Bo3Hukaromme
«oueHb yacto» — >1/10, «uacro» — 1/100 - <1/10, «mewacton — 1/1000 - <1/100, «pemxo» —
1/10000 - <1/1000, «ouenpb peako» — <1/10000, BKiIrOYAst OTEIBHBIC CIyYaH.

CucTeMHO-OpraHHbIi

HexenatenbHble JJeKapcTBEeHHbIE PeaKIMH
KJ1ace

Hapywenus co cmoponvl kposu u numgamuueckou cucmemul

Ouens penko JlelikoneHus, arpaHyJOLMTO3, TPOMOOIUTOIIEHUS, 303UHOPUITHS

Hapywenus co cmoponsl ummynHot cucmembl

Ouens penko AHnadunaktuyeckue W aHaQUIAKTOWJIHBIE pPEAKIMH, BKIIOYAsS
cHkeHue A/l
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DHOOKpUHHbIE HapYULeHUs]

OueHb penko CuHIpOM HealeKBaTHOM CEKPELIMH aHTUANYPETUYECKOTO TOPMOHA

Hapywenus memabonuzma u numanus

OueHb yacTo IToBeIICHHME aIIIIeTHTA

Yacto CHIKEHHUE anmneTuTa

Icuxuueckue Hapywernus

OueHp 4acTo becnokoiicTBo

Yacro CryTaHHOCTB CO3HAHMS, J€30PUEHTALHS, TAJUTIOLMHAIIMY (0OCOOEHHO Y
MAlUMEeHTOB MOXXWJIOTO BO3pacTa M Yy NAIUMEHTOB C OOJE3HBIO
[TapkuHCcoHa), TpeBora, akuralus, HapylIEHUs CHA, MaHUAKAJIbHOE
paccTpoiicTBO, THMIOMaHUAKAIBHBIE COCTOSIHUS, AarpecCUBHOCTD,
JeTiepcoHa3alus, yXyAUIeHHEe TEUeHHs JENpeccHH, OeCCOHHHMIIA,
KOIIMapHble CHOBUICHUS, ACTUPUIA

Heuacto AKXKTUBALMA IICUXOTUUYECKUX CUMIITOMOB

HapymeHuﬂ CO CNMOPOHbI H€p6HOlZ cucmemaol

OueHnb yacto ['onoBokpykeHue,  TpemMop,  TrojoBHas  0o0jib,  MHOKJIOHYC,
I1aTOJIOTMYECKasi COHJIIMBOCTH

Yacro Hapymenust peum, napecre3ud, IOBBILICHHME TOHYCa MBIIIII,
JUCTEB3MUsl, HapyLIEHWs [aMATH, HapylleHUe KOHILIEHTpalUH
BHHUMAaHUS

Heuacto Cynoporu, aTakcus

OueHb pesKo 3J10Ka4eCTBEHHbIN HEMPOJIENTUUECKUI CUHIPOM

HeussectHo CepOTOHMHOBBIM CUHIPOM, SKCTPAUPAaMUAHbIE CUMIITOMBI (BKIIIOYAs

ATaKCHIO U ITO3JHIOIO III/ICKI/IHGSI/IIO)

Hapywenus co cmoponul opeana 3penus

OueHb yacTo Hapymienne akkoMonanyu, HEYETKOCTb 3pEHUS
Yacro Mupuas

OuyeHsb penko I'maykoma

Hapywenus co cmoponul opeana ciyxa u 1abupunma

Yacro ‘ [IIym B ymax

Hapywenus co cmoponwl cepoya

Yacto CunycoBast TaxXHKapIus, ONIyIIEHUE CepALeONeHNs, OPTOCTaTUIEeCKAas
TMIIOTEH3Ms, KJIMHUYECKM He3HauuMble u3MeHeHus Ha OKI
(manpumep, uaTepBasia ST wiu 3yona T) y manueHToB 0e3 maToJorHu

cepaua
Heuacto Apurmuu, nossiierne AJl
OueHb penko Hapymenust ~ BHyTpHCEpAE€YHOH  MPOBOAMMOCTH  (Hampumep,

pacmmpenue komiuiekca QRS, ymmuaenue uaTepBana QT, uaMeHeHus
unTepBania PQ, Omokama Hokek mydyka [uca, KemyIoukoBas
TaxuKapaus Thma «mupydT» («torsades des pointes»), ocoOeHHO Yy
MAIMEHTOB C THIIOKAJINEMHEH )

Hapywenus co cmopoHul cocy0os

Yacro ‘ «I[Ipunussn»

Hapywenus co cmopoHbl ObixamenvHou cucmembvl, opeanos 2pyOHOU KIemKU U cCpe0OoCmerus

Yacro ‘ 3eBoTa
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Kenyoouno-kuuleunvie HapyuleHus

Ouensp 4yacTo TomHoTa, CyX0CTh BO PTY, 3a110p

Yacro PBota, abgoMuHaNIbHBIC HAPYIICHUS, AUapest

Hapywenus co cmoponbl neuenu u sscenuedbi8o0auux nymeti

OueHb pesKo ‘ I'enmaTuT ¢ )xenTyxoil wim 0e3 Hee

Hapymeﬂuﬂ CO CMOPOHBL KOJHCU U NOOKOJCHBIX MKAHE

Ouensp 4yacTo [ToBbIIEHHOE MOTOOTICICHUE

Yacro Annepruyeckuit  aepMatuT  (Chlllb,  KPalMBHULA),  PEAKIHH
dboTtoceHcnOMIM3aNuu, 3y

OueHb pesKo [Typnypa

Hapywenus co cmoponul mbluteunotl, ckeiemnou U COeOUHUMENbHOU MKAHU

Yacto MBpieyHast ¢1abocTh

HewussectHo Pa6bpomuonus (xak OCIIO’KHEHUE 37I0Ka4Y€CTBEHHOTO
HEUPOJICTITUYECKOTO CUHJIPOMA)

Hapywenus co cmoponul nouex u Mouesbigo0sauux nymet

Ouensb yacto Hapymenue Mouencnyckanus

OueHb pesKo 3ajepKKa MOYHU

HapymeHuﬂ CO CNMOPOHbI penpodykmugHoﬁ cucmemvl U MOJIOYHbLX dicelie3

OueHb yacTo Hapymenne nu0umo, speKTuiabHas AuCh)yHKIHS
Yacro ["aytakTopes, yBennm4eHne MOJOYHBIX (TPYIHBIX) jKeie3
HeussectHo AHASKYIALNS, 33JIeP>KKA ISAKYISIIHH

Obwue napyuwenus u peakyuu 6 mecme 86e0eHusl

OueHp 4acTo YcranocTts

Ouenb PEaAKO Otexu (MeCTHHe nIn O6H.[I/Ie), BBITIAICHUC BOJIOC, TUTICPIIMPCKCHUL

Jlabopamopnvie u uncmpymenmanvHvle OanHble

Ouenn yacTo VBeanueHne Macchl Teaa

Yacro [ToBbIIIEHNE AKTUBHOCTH «II€YEHOYHBIX) TPAaHCAMHUHA3
OuyeHsb penko [Tatonoruyeckre M3MEHEHUs Ha AJIEKTPOIHIIePaTorpaMme
HGI/I3B€CTHO HOBI)IHICHI/IG KOHHGHTpaIII/II/I HpOJ’IaKTI/IHa B IJia3Me KpOBI/I

Onucanue OTAeIbHBIX HSXKEIATSILHBIX PEAKIUI

Cunopom «ommenwly

[Tocne BHe3amHOM OTMEHBI WM OBICTPOTO CHWXKEHHUS J03bl TNpenapata AHappaHWI YacTo
BO3HMKAIOT CIIEAYIOIIME CHMIITOMBI: TOIIHOTA, PBOTa, OOMM B JKUBOTE, auapes, OECCOHHHIIA,
rOJIOBHAsI 00ITb, PA3APaXKUTEIBHOCTh, TPEBOKHOCTH (CM. pasen 4.4).

Ilepenomer kocmeti

VY nauueHToB B BO3pacTe CTapuic 50 JICT, TOJYYarOIUX CCIICKTUBHBIC I/IHI‘I/I6I/ITOpLI O6paTHOTO
3axBaTa CEPOTOHMHA W TPUHUKIUYCCKHUE aHTUACIIPECCAHTBI, OTMEYAJICA IMOBBIIICHHBIHN PUCK
NepeIoMOB, MECXaHU3M BO3HUKHOBCHUA KOTOPOT'O HCU3BCCTCH.

TlanueHTh! MOXKWJIOT0 BO3pacTa

[Toxxmiible TalMEHThl OCOOCHHO IO/IBEP)KEHBbl AHTUXOJIMHEPTHYECKUM, HEBPOJIOTUYECKUM,
MICUXHATPUUECKUM 3 dexTam mpenapara WM BIUSHHUIO €T0 HA CEPAEYHO-COCYTUCTYIO CHUCTEMY.
MeTtaboa1u3M U BBIBEJICHHE JIEKAPCTBEHHBIX IPENapaToB y MAllMEHTOB JAHHOM KaTerOpHH MOTYT
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OBITh 3aMEIJICHBI, YTO MOXKET MPUBECTU K MOBBIIICH KOHuéglll‘[;én-IlI%:ll‘fp' “aEE[Q :

IIpU MPUMEHEHUHU TepaneBTUUYECKUX [103. Y MAIMEeHTOB cTapiie 65 JeT nmpuMeHeHHe Mpernapara
IIPOTUBOIOKA3aHO.

COO6I_HCHI/IC O ITOAO03PEBACMBIX HCXKCJIATCIbHBIX PCAKIINAX

BaxxHo coo0mare O TOAO3PEBACMBIX HEKENATENbHBIX PEAKIUAX II0CIE  PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeIbl0 00ecHeueHUs] HeMpPepbIBHOIO MOHUTOPHUHIA COOTHOLICHMS
«0JIb3a — PHCK» JIGKAPCTBEHHOTO Tmpemnapara. MeIWIUHCKUM pabOTHHKAM PEKOMEHIYEeTCs
coo01IATh O JHOOBIX M0I03PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKAPCTBEHHOrO IpenapaTa uepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEJIATEIbHbIX peakUusiX TIOoCyJapCcTB — UJIEHOB
EBpa3uiickoro 3KOHOMHYECKOT0 COH3a.

Poccuiickas ®@enepanus

®enepanbHas ciyx0a o Hag30py B cdepe 3npaBooxpanenus (PocsnpaBuanzop)
109012, r. Mocksa, CiaBsiHcKast miiomiaib, 1. 4, ctp. 1

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

DnekrponHas moura: pharm@roszdravnadzor.gov.ru

CaiitT B uHGOpPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://roszdravnadzor.gov.ru
4.9. Ilepeno3upoBKa

CHUMIITOMBI

CuMIToOMBI, pa3BUBAIOIIMECS MPH IEPel0o3UpPOBKE MpenapatoM AHadpaHWI, CXOTHBI C TEMHU,
KOTOpBIE€ OMMCAaHbI IIPU NEPEJO3UPOBKE IPYTUMH TPULMKIMYECKUMU aHTHIEIIPECCAHTAMU.

['MaBHBIMHM OCJIOXHEHHMSIMH SBIISIOTCS HApYIIEHHs CO CTOPOHBI CepiAlla M HEBPOJIOTMYECKUe
paccTpoicTBa.

CumrntomMbl OOBIYHO TOSBISAIOTCA B TeueHHE 4 YacoB IMOCIE MpHeMa Ipernapata M JIOCTHTaloT
MaKCUMaJIbHOW BBIpAXXEHHOCTH uepe3 24 dyaca. BcenencTtBue 3aMeyieHHOTO BcachiBaHUS (M-
XOJMMHOONOKUpYIOIee ACHCTBHE Mpemnapara), MpPOJAODKUTENBHOTO MepHoJa TMOTYBBIBEICHUS U
renaTodHTEPATBLHON PEIUPKYISAIUA aKTUBHOTO BEIECTBA, MEPUOJ BPEMEHU, B TEUYECHUE KOTOPOTO
MalUEeHT OCTAETCs B «30HE PUCKa», COCTABISAET 4-6 THEN.

Co cmopoHvl HepaHOU cucmembl

CoHNMBOCTh, CTYNOp, KOMa, aTakcHus, OECHOKOWCTBO, aXUTAIUs, OXHUBIEHHE pedIeKCOoB,
PUTHIHOCTb MBIIIIL, XOPEOAaTEeTOUIHbIE JIBUXKEHUs, cynoporu. Kpome Toro, mMoryr HaOmroaaTbces
MPOSIBIICHUSI CEPOTOHMHOBOTO CHHApOMA (MOBBILICHHE TEMIEepaTyphl Tella, MUOKIOHYC, JACTUPHIA,
KOMa).

Co cmoponwl cepoya

Camxkenne AJl, Taxukapmusi, ymnmuHeHne wHTepBana QTC, aputmmm (Bkimrowas «torsade des
pointes»), HapylIeHUs BHYTPHCEPAECYHON NPOBOAMMOCTH, IIOK, CepAeYHas HEIOCTaTOYHOCTH; B
OYEHb PENIKUX CIydasX — OCTaHOBKa cepana. Kpome Toro, BO3MOXKHBI yTHETEHUE JIBIXaHHSI, [THAHO3,
pBOTA, TUXOPaaKa, MUAPHA3, MOTIUBOCTh, OJIUTYPUS HIIH aHYpHSI.

Co CNMOPOHbL DfC@JZyOOUHO'Kume’JHOZO mpaxkma

OTMedeHbl peakue ciaydan oOpazoBaHMs (apMako0e30apoB Pa3IMYHON CTENEHU TAKECTH, B TOM
qlclie U C JIETAIbHBIM MCXOJIOM, CBSI3aHHBIE C Tepeno3upoBkod mpemnaparoM Anadppanun CP.
dapmako6e30apbl MOTYT ObITh PEHTTEHKOHTPACTHBIMHU, YTO OOECIEUMBAET PEHTICHOJIOTHYECKOE
MOATBEP)KJIEHUE JAuarHo3a (MpU PEHTreHorpaduyeckoM HCCIIEIOBaHUM MM KOMIBIOTEPHOMN

15


https://roszdravnadzor.gov.ru/

o
L 1

AL N L

o OCTNENOOBATE HOC TR 0003]
TOMorpa(bHH), IpH 3TOM, OJHAKO, OTpULATCIILHBIN pe3yana11J_lI/Icc'ﬂlz[t;IBaHI/m HE IIV[O)Ke‘r CJIYXCI/I‘I‘IL

OCHOBaHUEM Uil MCKIIOUEHHUs JaHHOro cocrosiHus. DopmupoBanue (hapmaxo0e30apoB MOKET
MPUBECTH K MEUICHHOMY MPOJOKHTEIFHOMY BBICBOOOXKICHHIO M BCACHIBAHHIO KJIOMHUIIPAMHHA,
YTO, B CBOIO OY€pe/lb, MOKET CTaTh MPUUYMHON MOSBICHUS CUMIITOMOB IE€PEIO3UPOBKH, BKIIIOUAs
JIeTATBHBIM HMCXOJl, Yepe3 ITOCTAaTOYHO MPOJOJDKUTEIBHBIM MNEepHoJl BPEMEHH TOCle Mpuema
npernapara.

Jleuenue

Creunuyeckoro aHTUI0Ta HE CYIIECTBYET, JICUCHUE SIBISIETCSA, B OCHOBHOM, CUMITOMAaTHYECKIUM
U nojnepxkuBapomuM. [Ipu momo3peHnn Ha MEepeao3UpPOBKY MpernaparoM AHadpaHWIT HAlUeHTa
clIeIyeT TOCIUTAIN3UPOBATh U BHUMATEIHHO HAOMIOIAaTh B TEUCHUE KAaK MUHUMYM 72 4.

Eciy nmanueHT B CO3HaHMM, CIEAyeT KaK MOXHO paHbIIE MPOBECTH NPOMBIBAHUE JKENyAKa WM
BBI3BAaTh PBOTY. B CBSI3U C MOBBIIIEHHEM PUCKA PAa3BUTHS CYIOpOT MPUMEHEHUE aKTUBUPOBAHHOTO
yriast siBaseTcs Oosiee MPEANOYTHUTEIBHOM MEpOH JIeUeHHs MO CPaBHEHUIO C IPOMBIBAaHHEM
xenynaka. [IpuMeHeHne akKTUBUPOBAHHOTO YIJIsl U NMPOMbIBaHUE Kenyaka d(Q(EeKTUBHO B TEUeHUE
1 yaca nocne npuemMa npemnapara.

Ecnu nanuent 6e3 co3HaHMs, Nepe HayaloM IPOMBIBAHHS KEITyAKa CIEAYeT Ui NpOoQUIaKTUKA
acTMpanyy TPOBECTH HWHTYOALMIO Tpaxew TPYOKOW € MaHKeTOH; PBOTY B OTOM cCllydae He
BbI3BIBAIOT. YKa3aHHbIE MEPOIPUATUS PEKOMEHIYEeTCs HPOBOJUTH AK€ B TOM CiIydae, €ClIH C
MOMEHTA [1€PEI03UPOBKHU Ipouuio 12 yacoB unu Ooliee, Tak Kak M-XOJIMHOOJIOKUPYIOLIEE 1eHCTBHE
npernapara MOXeT 3aMeIJISATh ONOPOKHEHHE Keynka. J[is yMeHbIIeHUsT BCcachbIBaHUS Ipernapara
M0JIE3HO UCIIOJIB30BAHNE AKTUBUPOBAHHOT'O YIJIA.

[Ipu pa3BuTUM apTepHUaIbHOW THUIOTEH3UU W/WIU JKETYJOYKOBOM apUTMHH C pPacCHIMpEHUEM
koMmruiekca QRS na OKI 6omnee 100 Mc ¢ 1ienbro JIedeHUsT BBOISAT PAcTBOP HATpHUs OMKapOoHaTa U3
pacueta 1 MMOJB/KI OTHOMOMEHTHO WJIM B BHIEC KpaTKOBpeMeHHOW wuHOy3uu (5 MHHYT).
[Iponienypy MOXHO TPOBOJIUTH MOBTOPHO 10 Hopmanuzanuu AJl m mokazareneit OKI, mox
KOHTpoJieM PH apTepuallbHONW KpOBH, KOTOPBIM HE JOJDKEH MpeBbImath 7,55. Bo3MOXHO Takke
BHYTPUBEHHOE BBEJCHHE JIUJOKauHa. Y MAlUEHTOB C OpaguapuTMuEl BO3MOKHO MCIIOJIb30BaHUE
BPEMEHHOTO  3JIEKTPOKapAHOCTUMYJIsATopa. [Ipm  pa3BUTHH  MOJUMOPPHON  KeTyJOUKOBOMH
TaxUKapIuu Tuna <«mupysT» («torsade des pointes») IMOKa3aHO OIJHOKPAaTHOE BHYTPUBEHHOE
BBezienue 0,5-1,5 r maraus cynbgata. [Ipu pasBuTHH Cy10pOT C LIETBIO JIEYEHHUS CIIeyeT IPOBECTH
BHYTPUBEHHYIO UH(Y3HUI0 OeH30/1Ma3enuHa. B ciyyae pa3BUTHS KOMBI W/MIM OCTAHOBKH JIbIXaHUS
ClIeIyeT NMPOBECTH MHTYOAIMIO TPaXeu U HayaTh UCKYCCTBEHHYIO BEHTWIALUIO JIerKuX. [IpuMeHsTH
TUIEPBEHTWISILIMIO C LEeNblo Koppekuuu PH KpoBu cieayeT TOJIbKO 0€3 OAHOBPEMEHHOIO
pUMeHEeHMsI OMKapOoHaTa (PUCK Pa3BUTHS AJIKaJ03a TSHKETION CTENEHH).

C Tex mop, Kak MOSBUIUCH COOOILIEHUS O TOM, YTO (PU3OCTUTMUH MOKET BBI3bIBATh BBIPAKEHHYIO
OpasMKap/anio, aCUCTOJIMIO U CYlOPOTH, IPUMEHSATh 3TOT IMpenapar JUls JISYeHUs! Mepeo3UPOBKH
npenapaToM AHadpaHUI HE pEKOMEHIYeTCsl.

I'emoguanus u HepI/ITOHeaJ'ILHHﬁ JHUaJIn3 HE 3(1)(1)CKTI/IBHH, TaK KaK KOHLCHTpAalluUu KIIOMHUIIpAMHHA
B IJIa3M€ KPOBH HHU3KHC.

B kauecTBe HauaJIbHOTO 3Tama JiedeHus npu papmakobe30apax UCIONb3YIOT IPOMBIBAaHHUE KeTyIKa
U TpUMEHEHHUe aJcopOeHTOB (HampuMmep, akTUBUpoOBaHHOro yris). llpu HeapdexkTuBHOCTH
yKa3aHHBIX METOJ0B CHCTEMHAasl SKCIIO3ULUs NpenapaTa MOKET YBEIMUYUBATHCSA, B CBSI3U C UYEM Y
HEKOTOpBIX TAIMeHTOB C IeNbi0 dBakyauu ¢apmMako0e30apoB BO3MOXKHO IPHUMEHEHHUE
XUPYPrUU4E€CKUX METOM0B, B T.4. JHAOCKONMYECKMX. B CBA3M C TeMm, 4TO dYacToTa JAaHHOIO
OCJIO’)KHEHUSI HU3KA, HET JOCTATOUHBIX JAaHHBIX JUISl OMPEENIEHUs] ONTUMAIBHOIO METO/A JICUEHHUS.
IIpu BBIOOpE MeTOAa JIeUEHHUs CIeAyeT NPUHUMATh BO BHHMMAaHHE pa3Mep U JIOKAIN3ALUIO
¢dapmakoOe3oapa, a TakKe€ CHMITOMATHKY, COCTOSHUE NAIllMeHTa M KOHIIEHTPAlMI0 aKTUBHOTO
BELIECTBA.
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VY nereit cmydaliHBINA MpueM 000 1036kl IIpernapara BHYTPh JOJDKEH PaclieHUBAThCS KaK BEChMa
CEpbE3HOE U IPO3sIlIEe JIETAIbHBIM UCXO0M COOBITHE.

[Ipn monmo3peHnH Ha NEPEeIO3UPOBKY MpenaparoM AHadpaHui y J[eTed, HalueHTa Cleayer
TOCMUTATM3UPOBATH M BHUMATEIHHO HAOIO1aTh B TEUCHHUE KaK MUHUMYM 72 4.

5. PAPMAKOJIOTMTYECKHWE CBOMCTBA

5.1. ®apmakoaMHaMHYecKHe CBOlicTBa

dapMakoTepanieBTUYECKasi TIpylna: ICUXOAHAICNTUKH;, aHTHACIPECCAHTHI; HECECIIEKTHBHbBIC
MHTUOUTOPBI 0OPaTHOTO 3aXBaTa MOHOAMHHOB.

Kox ATX: NO6AAO4

MexaHu3M AeiCcTBUS

KnomunpaMuH sBIsieTCS TPULUKINYECKUM aHTHICIIPECCAHTOM, HHTHOMTOPOM OOpaTHOrO 3axBara
HOpaJIpeHaIMHA M CEPOTOHMHA (HECENIEKTUBHBI WMHTHOUTOpP OOpaTHOro 3axBaTa MOHOAMHHOB).
Cuutaercs, 4to jeyeOHOE ACHCTBHE KIOMHUIPAMUHA OCYIIECTBISIETCS 3a CUYET €ro CIOCOOHOCTH
HHTUOMpPOBaTh OOpaTHBIA HEWpOHANbHBIM 3axBar HopaapeHaauHa (HA) u ceporonuna (5-HT),
BBICBOOOXKJAIONINXCA B CHHANITUYECKYIO I1IEJIb, IpUYeM HanbOosiee BaKHBIM SIBJISETCS MO/aBIICHUE
00paTHOTO 3aXBaTa CEPOTOHHHA.

Knomunpamuny, KkpoMe TOTo, IPUCYI IIUPOKUA CHEKTp APYruxX (apMaKoIOTHUYECKUX JI€HCTBUMA:
01-aIPEHOOJIOKHUpPYIOIIee, M-XOIHMHOOJIOKUPYIOIIee, CocoOOHOCTh OJIOKMpoBaTh Hi-rucTaMuHOBBIC
1 SHT-cepOTOHHMHOBBIE PEIENITOPHI.

q)aDMaKOI[I/IHaMI/ILIGCKI/IC E)d)d)eKTI)I

[Ipemapar AnadpaHun HeHCTBYEeT Ha JACTPECCHUBHBIA CHHIPOM B LEJIOM, BKJIIOYas TaKHE €ro
TUMUYHBIE TPOSBICHUS, KaK ICUXOMOTOPHAs 3aTOPMOXEHHOCTb, YTHETEHHOE HACTPOCHHE U
TpeBora. Knnnnueckuit 3ppext ormeyaercss 00ObIYHO uepe3 2-3 HeJeNu JISUCHNU .

Kpome Toro, kmomumpamMMH OKa3blBaeT crneunupuyeckoe (OomIMYaroIieecss OT  €ro
aHTUJETIPECCUBHOTO 3¢ (eKTa) eiicTBUE NPU 00CECCUBHO-KOMITYJIbCUBHBIX PacCTPONCTBAX.

HCﬁCTBHe KJIOMHUIIpaMWHA TP XPOHUYUCCKHUX 00JIEBBIX CUHApOMax, KaKk O6YCJIOBJ'I€HHI)IX, TaK U HE
OOYCIIOBJICHHBIX COMAaTHYCCKHMHU 3a00JICBaHUSIMH, CBSI3aHO, BEPOSITHO, C OOJIETYCHHEM Iepeiavn
HEPBHOTO HMITYJIbCA, OMTOCPEYEMON CEPOTOHMHOM M HOPAIPEHATMHOM.

5.2. GapMaKOKHHeTHYeCKHUe CBOHiCTBA
BcacsiBanue

KnomunpaMuH MOJNHOCTBIO BcachiBaeTcss U3 kenynodHo-kumiednoro tpakta (JKKT). Cucremuas
OMOJIOCTYITHOCTh HEM3MEHEHHOT0 KJIOMHUIIpaMuHa cocTtaBiser okoiio 50 %. Takoe cHkeHHe
OMOJOCTYITHOCTH  OOYCIOBIEHO dJ(PPEKTOM «IIEPBOrO MPOXOXKICHHUS» Yepe3 TMeYeHb C
oOpa3oBanveM akTuBHOrO Metabosmra N-mecmermnkinomunpamuHa. Cpax  TOCIe  TpHeMa
KJIoMUIIpaMuHa B go3e¢ 25 mr cocraBisger 63,37 £12,71 ar/mn (Tmax 4,83+ 0,39 9). Ilpu
€XKETHEBHOM IMpHUEMe TIpernapara B 03¢ 75 MI/CyT B BHJIe TaOJIETOK 25 MT, MMOKPBITHIX 000JIOYKOH,
TPH pas3a B JI€Hb, MU 75 MT, B BHJIE OAHOW TaOJIETKH MPOJOHTHPOBAHHOTO NEHCTBUS, MOKPBITOM
MJIEHOYHONW O00OJIOUKOW, paBHOBECHAs KOHIICHTpAIMs KIOMUIpaMHHA B IJIa3Me€ KpPOBHU
ycTaHaBnuBaeTcss B auamna3zone oT 20 go 175 ar/mn. 3HadeHHWs paBHOBECHOW KOHIIEHTPALIUU
akTuBHOTO Metabonmura N-mecmerminkimomunpamMuHa Ha 40-85 % BbIIe, 4YeM KOHIICHTpAIUS
KIIOMHUIIPaMUHA.

Pacnopenenenne
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CBs3p KJIOMHIIpAaMHHAa C O€JIKaMH IUIa3Mbl  KPOBH cOCtdbger F&TJ Eﬂt%oﬂ-mﬂa

MY OTUETY

pacrmpeenseTcss SKCTCHCUBHO, KaXYIIUNUCS 00BEM pacmpeereHus] COCTaBiIsieT okojo 12-17 J'I/KF
Macchl Tena. KoHIeHTpanuu KIOMHUIPpaMUHa B CHUHHOMO3TOBOM KHIKOCTH COCTaBJISAIOT 0KOJIO 2 %0
OT KOHIIEHTpAIMi €ro B Iula3Me KpoBU. KIIOMHUIIpAMUH TNPOHUKAET B TPYJHOE MOJIOKO, TJIe
OTIpe/ICTISICTCS B KOHIICHTPAIMK, OJU3KONW K KOHIICHTPAIMU B TJIa3ME KPOBH, & TAKXKE MPOHUKACT
Yyepe3 reMaToIuIaleHTapHbIi Oapbep.

Metaboausm

Knomunpamun mMetabosm3upyeTcs, TIaBHBIM 00pa3oM, yTeM JIEMETHIMPOBAHUS C 00pa3oBaHUEM
akTUBHOTO MeTabonuta N-aeCMeTHIKIOMUIpaMUHA. B 3TOM peakiuu ydacTBYIOT HECKOJBKO
n3odepmentoB uroxpoma P450, Ho B ocHoBHOM CYP3A4, CYP2C19 u CYP1A2. Knomunpamun
1 N-IecMeTHIKIIOMUTIPAMUH THAPOKCHIUPYIOTCS 0 8-TUAPOKCUKIOMHUIIPAMUHA WA 8-THAPOKCH-
N-mgecMeTHiIKIOMUTIpaMUHa. KiloMHIIpaMHUH Takke TUAPOKCWIMpyeTcs B mojoxenun 2; N-
JECMETUIKIIOMHUIIPAMUH MOXKET B JAIBHEUIIIEM JEMETUINPOBATHCS 0 TUACCMETHIIKIOMUTIPAMHHA.
2- ¥ 8-TUIPOKCHUMETAOOJIUTHI IKCKPETUPYIOTCS TPEUMYIISCTBEHHO B BHUJE TIIIOKYPOHHIIOB
noukamu. buorpancopmanms AByX aKTUBHBIX QopMm mpemapara, kiomunpamuaa u - N-
JECMETHIIKIIOMUIIPAMUHA TIyTeM O00pa3oBaHHs 2- U 8-TUAPOKCHKIOMHIIPAMUHA, KaTaJIU3UPYETCs
nzodpepmentom CYP2D6.

BriBegenue

[Tocne omHOKpaTHOTO MpHeMa OKOJIO 2/3 KIOMHIIPAMHHA BBIBOAMTCS B BHUJE BOJOPACTBOPHMBIX
KOHBIOTAaTOB MOYKaMHU W HpuMepHO 1/3 — uepe3 kuiieyHuK. B HEeM3MEHEHHOM BHJIE TMOYKaMU
BBIBOJUTCSL OKOJIO 2 % 1036l KiomunpamuHa u okoio 0,5 % necmermikiomunpamuna. [lepuon
MOJTYBBIBEICHHUS KIIOMHITpaMHHA U3 TU1a3Mbl KpoBH (T12) coctaBisieT B cpeaneM 21 4 (nuama3on
kosebanuit ot 12 10 36 4), Ty TeCMETUIKIIOMUTIpAMHUHA - B cpeiHeM 36 4.

Bansgnue nunm

HpI/ICM MU HC OKa3bIBaCT CCPLE3HOI'0 BJIIMAHHA Ha (bapMaKOKI/IHeTI/IKy KJIOMHUIIpAaMHHA,
BO3MOXHO HE3HAYUTCIBbHOC 3aMCIJICHUC BCACbIBAHUA TP OAHOBPEMCHHOM IIPHUCME.

TloyeyHas HETOCTATOYHOCTD

Ha naHHBII MOMEHT HET JaHHBIX, ONUCHIBAIOLINX OCOOEHHOCTH (papMaKOKMHETUKHU Y MAIlMEHTOB C
3a0oneBaHusMU mo4yek. HecmoTps Ha TO, 4TO mpemapaT BBIBOAUTCA B BHJE HEAKTUBHBIX
METa0OJUTOB MOYKAMU M Yepe3 KHUIIEYHHUK, HAKOIUICHHE IOCIEeIHUX MOXKET NPUBOIUTH K
KyMYJISIIMM JEMCTBYIOIIErO BEIIECTBA U €r0 aKTMBHOro Meradonurta. CiaelyeT ¢ OCTOPOKHOCTBIO
IPUMEHSATH Mpenapar y MalueHTOB ¢ HapylleHneM (YHKIHMU MOYeK CpeAHEN U TSKENOM cTeneHu
TSYKECTH C KOHTPOJIEM UX COCTOSHHUS.

IleueHOYHAs HEAOCTATOYHOCTh

[TockoNMbKY KJIOMHUNpPAaMUH TPEHMYIIECTBEHHO METa0OIM3UPYyeTCsl B IE€YEHHW B TPUCYTCTBHU
nzodpepmentoB CYP2D6, CYP3A4, CYP 2C19 u CYP1A2, napymenue (QyHKIMH MEYEHU MOXKET
BJIMSITH HA (papMaKOKHMHETUKY Iperapara. Y MalieHToB ¢ HapylleHneM (QyHKITUH MeYeHN penapaT
ClIeyeT MPUMEHSATh C OCTOPOKHOCTBIO.

JInna moXuiaoro Bo3pacra

Y namueHTOB IMOXKHUJIOTO BO3pacTa BCJICACTBHUC CHHWIKCHUA HWHTCHCHUBHOCTU MeTaboIn3Ma
KOHIOCHTpAallMKM KIOMHUIIpaMHWHAa B IIJIa3ME€ KPOBH BBIIIC, Y€EM Yy IMMAIIUCHTOB Ooiee MOJIOAO0TO
BO3pacTa. HpI/I 9TOM TCpalICBTUYCCKAasd PpPAaBHOBCCHAA KOHUCHTpALHUA Yy IMAIIUCHTOB JTaHHOM
KaTeropuu AJOCTUTACTCA IPH NPUMCHCHHU IIpCriapaTta B 0oyee HUBKHX J03ax, 4€M Yy IMalMCHTOB
CpCAHCTO BO3pacTa. CJ'ICI[yCT C OCTOPOIKHOCTBIO IIPUMCHATH NPCHApPaT y MOKHJIBIX IMTAIlTUCHTOB.

I'emernueckue dhakTOPbI
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Hecmotpst Ha TO, YTO BIMAHME STHUYECKOM U pacoBOU npn%ﬁ%ﬁ'“ﬁgzw ';I%o-[cﬂ}'rleﬁ/'lrlc&

npenapaTta yriayOJIeHHO HE H3y4dajoch, M3BECTHO, YTO METa0OJIM3M KJIOMHUIIpAMHHA 3aBHCHUT OT
TCHETHYECKUX (PAaKTOPOB, KOTOPBHIE MOTYT MPUBOJIUTH KaK K U3MEHEHHIO METa0OJIM3Ma aKTHBHOTO
BEIIECTBa, TaK M ero Meradonurta. Metabonu3m KIOMHUIIPAMUHA Y MPEACTaBUTENCH €BPOIEOUHON
U a3WaTrckoi pac (B OCOOECHHOCTH, MPEICTABUTENICH SIOHCKONH W KHUTAWCKOW HAIMOHAIBLHOCTEH)
MOXET Pa3InuaThCs.

5.3. JlaHHbBIe TOKJIHHUYECKOH 0e30IaCHOCTH

B 1OKIMHHMYECKMX [JaHHBIX, IIOJYyYEHHBIX II0 pe3yjabTaTaM CTaHAAPTHBIX MCCIEIOBAaHUN
TOKCUYHOCTH IIPM  MHOIOKPAaTHOM  BBEJIEHHUH, TI'€HOTOKCHUYHOCTH, PEIPOAYKTUBHOM U
OHTOT€HETUYECKON TOKCUYHOCTH, OCOOBII Bpea /Uil 4eI0BEKa HE BBISBIICH.

6. PAPMALHEBTUYECKHUE CBOUCTBA

6.1. Ilepeyenb BCOMOraTeJibHbBIX BElIeCTB

Sapo TabIeTKu:

JIAKTO3bl MOHOTHPAT,
KpaxMaJj KyKypy3HbIH,

KPEMHHUS JUOKCHUJI KOJIJIOUAHBIN 0€3BOIHBIH,
CTEapUHOBAas KUCJIOTA,

TaJbK,

Marsus creapar,

ruiepost 85%.

CaxapHas 000JI04Ka:

TaJIbK,
TUITPOMEIIIIO3A,

KOIIOBH/JIOH (COTOJIMMEpP BUHUIIITUPPOIINIOH/BUHIIIALIETAT),
TUTaHa JHOKCH/I,

caxapo3a KpucTajuimyeckas,

nosnmBuHUIIHppoauaoH K30 (mosunon K30),

KpacHUTeNb JKEJIThIA JUCTIEPCHBIA AHCTE] (KpacuTelb jxene3a okcua xkenteiid 5 % [CI 77492; E172]
+ turtana quokcua 95 % [CI 77891; E171]),

nonudTIieHrukoiabs 8000 (makporon 8000),

IEJUTIONI03a MUKPOKPUCTAITHYECKAS.
6.2. HecoBMecTUMOCTH

He nmpumenumo.

6.3. Cpox roaHocTH (CpoOK XpaHeHus )

5 ner.
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6.4. Oco0ble Mepbl NPeIOCTOPOKHOCTH NPH XPaHEHUH

XpaHuTh TIpu Temneparype He Boiie 25 °C B opurnHaIbHON yrakoBke (Omuctep). [IpenoxpaHsaTs
OT BO3JICHCTBHUS BJIary.

6.5. XapakTep u cojep:kaHue NePBUYHON YIIAKOBKHU

ITo 10 tabmerok B 6muctepe u3 [IBX/TID/TIB/IX u Gonbru aTroMUHUEBOM.

3 Gnucrepa BMeCTe ¢ MHCTPYKIIMEH 110 MPUMEHEHUIO B KapTOHHOM Mmayke.

6.6. OcooObIe M€EPLI NMpeaoCTOPOKHOCTH nmpu YHUYTOKCHUMN HCIIOJIb30BAHHOI'0
JIEKAPCTBCHHOI'0 npenapara Wil OoTxoaA0B, IOJYYCHHBIX IMOC/JI€ MPUMEHCHHUSA JICKAPCTBCHHOI'0
npemnapara ujan paﬁoTbI C HUM

Het 0co06bIx TpeOOBaHU K YTHIU3AIHH.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHUSA

Uranus

TEO®APMA C.P.JL

BAJIJIE-CAJIMMBEHE (I1B) BUA ®PATEJIJIN YEPBH, 8 TIOYTOBBIN MHJIEKC 27010
Italy

TEOFARMA S.R.L.

VALLE SALIMBENE (PV) VIA F.LLI CERVI, 8 CAP 27010

7.1. IIpeacTaBUTENb A€pPrKATE/ISI PETHCTPALMOHHOTO YA0CTOBEPEHUsI

IIperen3uu norpeduTeNnel HAaIPaBIATh 110 aAPECY:

Poccuiickas @enepanus

000 KA AWUIN TPYII»

123022, r. Mocksa, yn. bonbmas Jlekabpsckas, a. 13
Tenedon: +7 (495) 781-27-25

DnekTpoHHas moyvra: ra@mps-patent.ru
8. HOMEP PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUSA

9. IATA TNEPBUYHOH PETUCTPAIIUM (IIOATBEPXKJIEHWUS PEIUCTPAIIUMN,
HEPEPEI'MCTPALINN)

JlaTa nepBOW perucTpannu:

10. IATA IEPECMOTPA TEKCTA
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.07.2025 N= 18952

OOmas xapakTeprCcTUKa JEKapCTBEHHOTO Ipernapara AHad)pa"}H/Qrﬂagr;{;ﬁaﬂ Jﬁﬂ%@ﬁlﬁ@ﬁﬁéh

noprasie EBpa3uiickoro SKOHOMHYECKOTO COI03a B WH(OPMAIMOHHO-KOMMYHUKAIIMOHHOW CETH
Wurepner. https://eec.eacunion.org.
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