COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 10.03.2026 N= 4703

OBILAS XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA "0

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

3oamudact, 2,5 Mr/mo3a, crnpeit Ha3anbHBIN T103UPOBAHHBII

2. KAYECTBEHHBIW 1 KOJIMYECTBEHHBIA COCTAB

JleiicTByro1IIee BEIECTBO: 30JIMUTPHIITAH.

Kaxxnast 1o3a coaepkut 2,5 Mr 30JIMUTPUNITAHA.

BceromorarenbHble BeIecTBa, HATMYKME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: OeH3aIKOHUS XJIopu (cM. pazaen 4.4.).

[TonHbIi IepeyeHb BCIOMOTaTEeIbHBIX BEIIECTB MPUBEEH B pazjedie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii Ha3anbHBIA JO3UPOBAHHBIM.

>KI/II[KOCTI> CBCTJIO-KCIITOTO LIBCTA, AOITYCKACTCS JICTKASA OIIAJICCHCHIINA.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPUMEHEHUIO0

[Tpenapat 3oamudact nmokaszaH K IPUMEHEHUIO Y B3POCIBIX MAIMEHTOB B Bo3pacte oT 18 no 65
JeT:

* U1 JIedeHUsl (KyIUpOBaHUs) MUTPEHU € aypoil nin 0e3,

* U1 J1eyeHus (KyMpOBaHUs) OCTPO KIACTEPHON IOJIOBHON OOIIH.

4.2. PexxuMm 103MpPOBaHNs U CIIOCO0 NPUMEHEHUS

[Tpenapat 3oamudact He mMoka3aH Juis TPO(UIAKTUKA MHUTPEHH WIM KJIACTEpHOM TOJOBHOM
oonu.

PexxuM 103upoBaHusd

Jleuenue mucpenu

Pexomenayemas no3a ais J€4eHUs NMPUCTYINIa MUTPEHU COCTaBisAeT 2,5 Mr wiu 5 mr. s tex
NAIMEHTOB, Y KOTOPHIX HE JOCTUIAETCs YAOBIETBOPUTENbHBIN 3 (eKT nmpu npueme 2,5 mr, npu
MOCIEAYIOIUX MPUCTYIAaX MOXKET ObITh A3P(EKTUBHOM /1032 5 M.

XKenarensHo, uroObl mpenapaT 3oaMHU(acT MPUHUMAICS KaK MOXKHO pPaHbIIE MOCJIe Haydaia
MUTPEHO3HOW TOJIOBHOM 00JM, HO Mpenapar Takke 3(h()eKTUBEH eciy MPUHUMATh ero Ha Oolee

MO3aHeH CTagum.
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(NOCNEQCBATENEHOCTE 0003)

Jleuenue knacmepHotl 201068HOU OOU

Pexomenayemas 103a Jisl JIeUeHUs MIPUCTYIA KIACTEPHOM TOJIOBHON OOJM COCTaBISIET 5 MTI' HIIH
10 mr. Insg Tex MalUeHTOB, Y KOTOPHIX HE JOCTHTaeTCs YAOBICTBOPUTEIBHBIN 3PQGEKT mpu
npueMe 5 Mr, IpH MOCASAYIOIIMX MPUCTYIaX MOXKET ObITh 3 deKTUBHOM 1032 10 M.

OOmas cyTtouyHas 1103a HE JOJDKHA mpeBbimath 10 Mr, ciegoBaTenbHO, HEe Oosee 4 1103
30JIMUTPUIITAHA TIO 2,5 MT WM 2 J03bl 30JIMHTPUITAHA 110 5 MT CIIeAyeT NPUHUMAThH B OO0
24-yacoBoii nepuo.

Oco0nIe I'pYHOIIbI TAIMEHTOB

Jluya noosicunozo eéozpacma
BbezonacHocTh 1 3P PeKTHBHOCTD TpenapaTa 30IMUDACT y TOKHUIIBIX TAIIMEHTOB cTapie 65 jer
Ha JaHHBIM MOMEHT HE yCTaHOBJICHBI. l[puMeHenne npoTUBOIIOKA3aHO.
Tayuenmoi ¢ napywienuem yHKyuu neveHu
MeTtab0113M 30JIMUTPUNTAHA CHUKEH Yy MAIMEHTOB C HAapyIEHUSIMU (YHKIUM HEeueHH (CM.
pazmen 5.2.) Jlns manmueHTOB €O CPEAHEH WM TKEIOM MEeYEHOYHOM HEIOCTATOUYHOCTHIO
MakcUMajbHasi CyTOYHas J03a HE JIOJDKHA MpeBblIaTh 5 Mr 3oiamuTtpuntaHa. OjpHako y
HAIMEHTOB C JIETKOW NeYeHOYHOM HEeJJ0CTAaTOUHOCTBIO KOPPEKIIMS JJ03bI HE TpedyeTcs.
Tayuenmoi ¢ napywenuem ¢hynkyuu novex
VY ManueHToB ¢ KJIMPEHCOM KpEeaTMHHHA BBINIE 15 MII/MHH KOppEKUHUs 1036l HE Tpedyercs.
[IpenapaTt npoTHBONOKAa3aH MALMEHTaM C TSDKEJIOM MOYEYHON HEIOCTATOYHOCTBIO (CM. pa3Jienbl
43.u5.2)
JUis  manueHToB, NpUHUMAOIUX uneubumoper MAO-A, MakcumanbHas CyTOYHas J03a
COCTaBIISIET 5 MT.
[TaruenTam, NPUHUMAIOIIUM YUMEeMUOUH, MaKCUMasbHasi CyTOYHAs /1033 COCTaBIISET 5 MT.
[TanrenTam, MpUHUMAIOIIKUM Tpenapatsl uxeubumopvr CYP 142, takue Kak (pIyBOKCaMHUH U
XUHOJIOHBI (HanpuMmep, HUIPo(IOKCaIH ), MaKCUMallbHasl CyTOYHAsl 103a COCTaBIISET 5 MT.

eTH
JlaHHBIE OTCYTCTBYIOT.

Cnooco0 nnpuMeHeHus

[Tpenapat 3onmudact npuMeHseTCs HHTPaHA3aIbHO.

[lepen mpumenenuem mpenapara 3oaMudacT cieayeT MOPOYUCTUTh HO3APU  (MATKO
BBICMOPKAThCH).

[lepen mnepBbIM NpUMEHEHUEM IMIpenapara CJEIyeT HECKOJIbKO pa3 HaXaTb Ha J03aTop-
pacmbUINTENh, HAmpaBlss OpbI3TH B BO3AYX, MOKa HE C(HOpMHUPYETCS paBHOMEpPHOE O00IaKo

crpes.
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pacnbUIEHHE CIENYET CAENaTh B BO3AYX Ul IPEIOTBPALICHUs IPUMEHEHHS HEMOJIHOM 03bl. B
NEepUOJT MEXY UCIOIB30BAHUAMH (DIIAKOH C TPENapaToM CIeAyeT XPaHUTh C TIOTHO 3aKPBITHIM
KOJIMIAYKOM.

[Tpu npumeHennn (GprakoH cleayeT AepKaTh paclbuUIMTEIeM BBEpX. HakIOHUTH roIoBy HEMHOTO
BIIEpE]l, PACIbUIMTEIb BBECTU B HO3JPIO, CJIErKa HAKJIOHHWB KOHUYMK PACHbUIMTENS OT LIEHTpa
HOCA, M CIeNIaTh OJHO HaxkaTue. B cimyyae HEOOXOJMMOCTH MOBTOPHUTH TO XK€ CaMOe€ C JIPyroi

HO3JIPEH.

Ipucmyn muepenu ¢ aypoii u 6e3 aypbi

BrnpeickuBanusi npenapata (OAHONH WM HECKOJIBKHUX J03) MOTYT OBITh BBIIOJHEHBI B JIF00O0I
HOCOBOM XOJI.

Ilpucmyn knacmepnou 20106H0 60U

[TanmeHTh! € IPUCTYNIOM KJIACTEPHOM TOJIOBHOW 00JIM MOTYT OLIyLIaTh 3aJ0KEHHOCTh HOCOBOI'O
X0Jla Ha CTOpOHE Jokamu3amuu Oomu. B Takux cioyyasx BIOpPBICKMBAaHUS Tpemnapara
PEKOMEHJIOBAHO  BBHIMIONHATH B PACHOJIOKEHHBI  Ha  TMPOTHUBOIMOJOXKHOW  CTOpPOHE
(KOHTpaTepalibHbII) HOCOBOM XO/I.

4.3. IIlpoTuBONOKA3aAHUS

- TUNEPUYYBCTBUTEIHLHOCTh K 30JMHUTPUNTAHY WM K JIOOOMY M3 BCIIOMOTATENbHBIX BEIIECTB,
MEepPEUHCIICHHBIX B paszaene 6.1;

- TIOXUJION BO3pACT cTapiie 65 JeT;

- HEKOHTpOJIMpYyeMasl apTepuaibHasi THIEPTEH3US;

- heMuyeckas 0oJe3Hb cep/ilia, B TOM Yncie MHPapKT MUOKapia B aHAaMHE3E;

- KOPOHApHBIN aHTHOCTa3M/cTeHoKapaus [IpuHiMeTana;

- 3a00s1eBaHU MTEpUPEPUUECKUX apTepuil;

- HaApyLIeHHsT MO3rOBOrO KpoBooOpalmieHuss (B TOM YHCIE HHCYJIbT WIM TpPAaH3UTOPHAs
UIIeMHUYECKas aTaka) B aHAMHE3E,

- cuHapoM Bonbda-IlapkuHcona-Yaiita WM apUTMUHU, AacCCOIMUPOBAHHBIE C JIPYTUMH

JOMOJTHUTCIIbHBIMU ITYTAMHA NPOBCACHUS UMITYJIBCA,
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- OJIHOBPEMEHHOE NPUMEHEHHUE C JPYTrUMH aroHuctaMu cepoToHHMHOBBIX SHTig/1p-penentopos
(Hampumep, CyMaTpUIITAHOM, HAPATPUIITAHOM), S3PTOTAMUHOM WJIM €r0 MPOU3BOJHBIMU (B TOM
YHclie METU3EPTUI0M), a TAK)KE B TeueHUe 24 4acoB 1Mocje UX OTMEHBI (cM. pazaen 4.5.);

- OJHOBpPEMEHHOE NpuUMEHEeHHe ¢ uHruomrTopamu MAO-A u B Tedenwe 14 nHeW mocie ux
OTMEHBI (CM. pazzen 4.5.).

4.4. Oco0ble yKa3aHHusl U Mepbl NPeI0CTOPOKHOCTH NIPH IPUMEHEHUH

[Ipenapat 3onmudact cienyer NpUMEHSTh TOJBKO B CIy4asX BEpU(PHUIMPOBAHHOTO JUArHO3a
MUTPEHU WM KJIACTepHOM ronoBHOM Oonu. Kak u B ciiydae Opyrux mpenaparoB JUisl JI€UCHHUS
IPUCTYIIOB TOJOBHOW OONHM, A0 Ha3HA4YEHHUs Ipernapara HEOOXOAMMO HCKIIOYUTh Jpyrue
BO3MOXHBIE CEPbE3HBIC HEBPOJOrMYECKHE 3a00JeBaHMsA Yy MAIMEHTOB C paHee He
JTUArHOCTHUPOBAHHBIMA MHUTPEHBIO WJIM KJIACTEPHOM TOJIOBHOI 0OJBIO, a TaKKe Yy MallUeHTOB C
ATUIIMYHBIMU CUMIITOMaMH.

[Ipemapar 3onMmdact HE TOKa3aH I JICYCHUS TIeMUIUIETHYCCKOW, Oa3wiIspHON U
odrameMoIuIernaeckoii MurpeHu (3¢HEeKTHBHOCTh U 0€30MacHOCTh Mpernapata B KIMHHYSCKUX
WCCJICTOBAHMSIX Y TAHHBIX KATETOPHIi MAIMEHTOB HE U3YYaJIUCh).

VYV mnauMeHToB, NMPUHUMABIIMX AroHUCTBl CepOTOHMHOBBIX SHTip/p -peuentopoB, OmucaHbl
Clly4aud HapylIE€HUs MO3TOBOI'O KpPOBOOOpAILEHUS], B TOM 4MCII€ UHCYJbThL. ClleyeT yUUThIBaTh,
YTO TAIMEHThl C MUTPEHbIO MOTYT OBITh TOJBEPKEHBI PHUCKY pPa3BUTHS OMNPEIEICHHBIX
HapYILIEHU MO3TOBOTO KPOBOOOpAIIEHHS.

OdyeHbp peako TMpH TNPUMEHEHWH MJaHHOTO Kiacca MpernapaToB (arOHUCTHI CEPOTOHWHOBBIX
SHTig/1p-peuienTopoB) OTMEYAINUCh KOPOHAPHBIA aAHTHOCTAa3M, CTEHOKapAus H HUHQPAPKT
muokapna. Ilepen HazHadeHWeM 30JMUTPUIITAHA NAlUMEHTaM C (akToOpaMH pHCKa pPa3BUTHS
uiemMuueckoit Oonesnu cepaua (nanee — HWBC) (Hampumep: KypeHue, apTepuanbHas
TUINEPTEH3Us, THUIEPIUIUIEMUs, CaXxapHbId JualeT, OTATOIICHHBIA CEeMEHHBIH aHamMHe3 B
otHomenuu MBC) pexkomeHmyeTcsi mpoBecTd oOCIeAOBaHUE CEPACYHO-COCYAUCTON CUCTEMBI,
HEO0OXOJJUMMO KOHTPOJIMPOBATH apTepHAIbHOE JABJICHHUE U MapaMeTphl AJIEKTPOKApIUOTrPaMMBbl.
Oco0oe BHUMaHHE CIENyeT YIENATh >KEHIIMHAM B TEPHUOAE TMOCTMEHOMAy3bl U MY>KUYHHAM
ctapuie 40 neT Npu HAIMYMHM Y HUX YKa3aHHBIX (akTOpoB pucka. Tem He MeHee, HE Y BcexX
NAlMEHTOB TMpPH PYTUHHOM OOCJIENOBAaHMM YJAaeTcs BBIIBUTH  CEPAEYHO-COCYIUCTHIE
3a00JIeBaHus, U B OYEHb PEJIKUX CIydyasX Cepbe3HbIE CEP/IEYHO-COCYUCTHIE OCIOKHEHNS MOTYT
pa3BUThCA y TAIMEHTOB, HE HMMEBIIUX JAaHHBIX O CEPJEYHO-COCYAMCTHIX 3a00JICBaHUAX B
aHaMHe3e.

Kak u B cimyuae apyrux aroHucToB cepoTOHHMHOBBIX SHT /1D -penienTopoB, mocie NpuMEHEHHS

30JIMUTPUIITaAHA ObLJIM  OMUCAHBI CIydan pasBUTHUA YYBCTBA TSAXKCCTHU, CHABJIMBAHUA WA

4
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Jpyrue cuMITOMBbI, xapaktepHble mnsi WMBC, orT manpHEWIIero MpUMEHEHHsS 30JIMUTPUIITAHA
CJIEZyeT OTKA3aThCsl IO MPOBEICHUS COOTBETCTBYIOLIETO MEAULIMHCKOTO 00CIEeIOBaHUSI.

Kak u B ciywae apyrux aroHuctoB cepoToHMHOBBIX SHTip/ip -penentopoB, TpaH3UTOpHOE
IOBBIILIEHUE apTEePUAIbHOTO JaBJICHUS OTMEYAJIOCh Y IALMEHTOB HE3aBUCUMO OT HAJIMYUS
apTepUaNbHONl THIEPTEH3MHM B aHaMHe3¢ (OYCHb PEIKO TaKOe IOBBIIMIEHUE apTEePHATIHLHOTO
JaBJIeHUs] OBbLIO KJIMHUYECKH 3HAauMMbIM). He criemyer mpeBwlIaTh pEeKOMEHJOBAHHBIEC J103bI
30JIMUTPUNITAHA.

[To6ounbie 3 PexThl MOTYT OBITH OOJIEE YaCTHIMU IIPH OJHOBPEMEHHOM MPHUEME TPUITAHOB U
pacTUTENBHBIX MPENapaToB, CoAEpKAIUX 3Bepo0oit mpoabipsiBiaeHHb (Hypericum perforatum).
OTmeuanoch pa3BUTHE CEPOTOHHMHOBOTO CHHAPOMA TMPH OJHOBPEMEHHOM HPUMEHEHUHU
TPUIITAHOB U CEJEKTHBHBIX MHTMOMTOPOB OOpaTHOro 3axmara ceporoHuHa (nanee — CHO3C)
WINA CEJIEKTUBHBIX MHIMOUTOPOB OOpaTHOIO 3axBaTa CEpPOTOHMHA U HOpajJpeHaluHa (nanee —
CHUO3CuH).

CepOTOHMHOBBIM CHHIPOM MOYET BKJIIOYATh CIIEAYIOUINE MPU3HAKA U CUMITOMBI: M3MEHEHUS
IICUXUYECKOTO COCTOSIHUS, BEreTaTHUBHBIE M HEPBHO-MBIIICUHbIE HapylleHHs. PekoMmenayercs
TIIaTeJIbHOE HaONIo/IeHUe 3a MaluMeHTaMd IIpU OJHOBPEMEHHOM HAa3HAYEHMU Ipernapara
3omvucgact 1 CUO3C unmn CUO3CuH, ocobenHo B mepro/] Havasia Tepaniy, YBEINICHUS 0361
WK 100aBICHHS K TEPANTUH IPYTUX CEPOTOHUHEPTUYECKHX JIEKAPCTBEHHBIX CPEICTB (CM. pa3aen
4.5.))

UpesmepHoe (JUIMTENBHOE WJIM C MPEBBILIEHUEM pPEKOMEHJIOBAHHBIX J103) MpPHUMEHEHHE
00e300IMBAOIINX TIPENapaToB MOKET MPHUBOAWTH K YBEIUYEHUIO YacTOTHl BO3HHMKHOBEHUS
rOJIOBHOW OO0JIM, YTO MOTEHLUAIbHO MOXET NMOTpeOoBaTh OTMEHBI Tepanuu. Ecin y manuenTa
OTMEYAIOTCSl YacTble WJIM €XKEeIHEBHbIE T'OJIOBHbIE OO0JIM, HECMOTPS Ha PEryyspHbI HpHUeM
IpenapaToB i JIGYEHUS 3TOTO COCTOSHHUSA, CJIEIyeT PacCMOTPETh BO3MOXKHOCTb HaJU4YUs
NPUYNHHO-CIICICTBEHHON  CBSA3M  TOJIOBHBIX  Ooieid ¥ M30BITOYHOTO  TPUMEHEHUS
COOTBETCTBYIOIIUX JIEKAPCTBEHHBIX MPETAPATOB.

BcnoMorarenbHEIE BEIIECTBA

JlekapcTBeHHbIM mpenapaT 30aMH(ACT COAEPKUT OCH3AIKOHHUS XJIOPUJA, KOTOPBIA MOXKET
BBI3bIBATh pa3pa’keHUE WM OTEK B HOCY, 0COOCHHO MPHU JJINTETHHOM IPUMEHEHUH.

4.5. B3aumopeicTBUA ¢ JAPYIrMMH JIEKAPCTBEHHBIMH IMpenaparaMd W JApyrue BH/IbI
B3aMMO/EHCTBHA

DapmaroounamuyecKue 63auUmo0eticmeusl
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OTCYTCTBUH  ()apMAaKOKMHETHMYECKOTO M KIMHUYECKM  3HAUYMMOTO  B3aUMOJACHUCTBUS
30JIMUTPUIITAHA U SPrOTAMUHA.

OpHako u3-32 TEOPETHMYECKOro pHUCKAa Clla3Ma KOPOHApHBIX apTepuil  OJHOBPEMEHHOE
IPUMEHEHHE 3TUX IpPernapaToB MPOTHBOIIOKa3aHO. PekoMeHyeTcss MpUHUMATh 30JMHUTPHUIITAH
HE paHee yeM uepe3 24 yaca 1ocie InpueMa IpernapaToB proTaMHHa M €ro MPOU3BOJHBIX, B
CBOIO OYepelb PEKOMEHJYETCS] IPUHUMATh 3ProTaMUH-COJAEPIKAIINE JIEKAPCTBEHHBIE CPEICTBA
HE paHee 4eM uepe3 6 yacoB Iocie pueMa 30JMUTpUNTaHa (cM. pa3zaen 4.3.)
Dapmarxokunemuyeckue 63auMo0etcmsus

Nuru6uropsr MAO-A yBEeIMUUBAIOT CUCTEMHOE BIUSHHE 30JIMUTPUNTAHA (TIOCIE TPUMEHEHUS
MOKJIO0eMHIa oTMeYaIoch Heboubinoe (Ha 26 %) yBenuuenue riomaau noja kpuBoit (AUC)
30JIMUTpUNTaHa U TpexkpaTHoe ysenauueHne AUC ero akTHUBHOIO MeTabojMTa), MO3TOMY
Ha3HaueHue Mnpenapara 3oiaMudacT MalUeHTaM, KOTOpbIe IMOJIydaroT UHruburopel MAO-A,
MIPOTUBOIIOKA3aHo (cM. paznen 4.3.)

[Tocne nmpuema mUMETHIMHA, HHTHOUTOpPAa IUTOXpOMa P4s50, OTMEYanoCh yBeNIWYECHHE MEPHOAA
nomnysbiBesieHUs 1 AUC 30JIMUTpUNITAHA U €70 aKTUBHOTO N-JeCMETHIINPOBAaHHOIO METa00IUTa
(183C91). [loaTomMy nansi ManMEHTOB, MPUHUMAIOMIMX MpernapaT 30aMHUGACT OJHOBPEMEHHO C
HUMETHINHOM, MaKCHUMallbHas CyTOYHas J103a Ipernapara 30JMudacT JOHKHA COCTABIATH HE
Oonee 5 Mr.

OcHoBbIBasgch Ha oOuieM mnpoduie B3aUMOJCHCTBUS 30JMHUTPUITAHA, HENb3sl HCKIHOYUTH
BO3MOXKHOCTh €r0 B3auMoJieiicTBus ¢ uHruoutopamu uzopepmenta CYP1A2 nuroxpoma Paso.
[ToaTomMy ISl MAalMEHTOB, MPUHUMAIOIINX CEJIEKTUBHbIE MHTUOMTOPHI M3opepmenta CYP1A2
(manpumep, QuryBOKCaMHH, UUNPOQUIOKCAIIMH W JIpyTM€ XWHOJOHBI), CyMMapHas Jo03a
30JIMUTpPHUIITAHA, IPUHATAs B TeUCHHE 24 4acoB, HE JOJDKHA MPEBBIIIATh 5 MT.
dapMaKOKMHETHYECKOE B3aUMOJIHCTBUE 30JIMUTPUNITAHA C ceermiuHoM (MHruoutop MAO-B)
u ¢uayokcerunom (CHUO3C) ©e ObpUt0 mOATBEpKIAEHO. (OOHAKO TIPH  OJHOBPEMEHHOM
npumenenun TtpuntaHoB M CHUO3C wmmun CHUO3CuH Obum onMcanbl ciiydau pa3BUTHS
CEepOTOHMHOBOTO CHHJpoMa (BKJIIOYas M3MEHEHHE NCUXUYECKOIO COCTOSHHS, BEreTaTUBHbIE U
HEPBHO-MBIIIIEUHbIEe HapyleHus) (cM. paszaen 4.4.)

[Ipy ogHOBpEMEHHOM IMpHEME 30JIMUTPUIITAHA C TpenapaTraMu 3Bepo0O0s MPOABIPSIBICHHOTO
(Hypericum perforatum) BO3MOXHO B3aMMOJEICTBHE, KOTOPOE MOXKET YBEIMUYMBATH PUCK
pa3BUTHs MOOOYHBIX 3P dekToB (cM. pasznen 4.4.)

Kak u npyrue aronuctsl cepoTOoHMHOBBIX SHTip/ip-penenTtopoB, 30JIMUTPUNTAH MOKET

3aMeIIATh a0COPOITUIO IPYTUX JICKAPCTBEHHBIX CPE/ICTB.
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SHTp/ip-peuienTopoB (Hampumep, CyMaTpPUNITAHOM, HapaTPUNTAHOM) MPOTHUBOIIOKA3AHO.
[Tpemapar 3onmudact HEOOXOAUMO MPUMEHITh B TeUYeHHE 24 YaCOB TOCIE UX OTMEHBI (CM.
pasnen 4.3.)

B wuccienoBaHMsX 1O HM3YyYEHHIO B3aMMOACHMCTBHUS  30JMHUTPUNTaHAa C  KO(EHHOM,
napaneTaMosioM, METOKJIONPaMHUIOM, MNU30TU(EHOM, (IYOKCEeTHHOM, pPH(PAMIUIUHOM U
MPOIMPAHOIOIOM KIMHUYECKH 3HAYMMBIX HM3MEHCHHH (PapMaKOKMHETUYECKUX IapamMeTpoB
30JIMUTPUNITAHA U €r0 aKTUBHOTO METa00JINTA BBISBIEHO HE OBLIO.

[IpenmecTByroiee NPUMEHEHHE CUMITOMATHYECKOTO BA30KOHCTPUKTOPA KCUIIOMETA30JIMHA HE
OKa3bIBACT 3HAYUMOTO BIHSIHUS Ha (DAPMAKOKWHETHKY 30JIMUTPUIITAHA.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepemeHHOCTD

be3omacHocTh TMpUMEHEHHS 30JIMHUTpPUINTAHA BO BpeMs OEpeMEHHOCTH HE H3ydalach.
PesynbTaTel WCClieOBaHWN Ha JKUBOTHBIX HE BBISBHIIM TPSIMBIX TEPATOTCHHBIX 3 (HEKTOB.
OnHako HEKOTOpHIE JAaHHBIE WCCICAOBAHUNA ASMOPHOTOKCHYHOCTH CBHJICTEIBCTBYIOT O
BO3MOXKHOM  CHIDKEHHUHM  KHU3HECHMOCOOHOCTHM  AMOpuoHoB. Ilpumenenue  mpenapara
MPOTUBOMNOKA3aHO B MEPHOJ] OEPEMEHHOCTH.

JlakTanus

[To maHHBIM JTOKIMHUYECKUX UCCIICIOBAHUM 30JIMUTPUTITAH TPOHUKAET B MOJIOKO JIAKTUPYIOIINX
JKUBOTHBIX. HeT NaHHBIX OTHOCUTENBHO NPOHWKHOBEHUS 30JIMUTPHUIITAHA B I'PYJHOE MOJIOKO
JKEHIIMH B IME€pUOJ TPYJHOTO BCKapMmiiMBaHWs. B CBs3W ¢ 4eM NpUMEHEHUE Ipenapara
3onMudact KeHIMHaM B TIEPHOJT TPYAHOTO BCKapMIIMBAHUS MPOTUBOMOKa3aHo. B ciywae ecnu
npenapar ObLI TPUMEHEH, PEKOMEHTyeTCsl Ha 24 yaca 0TKa3aThCsl OT TPYJHOTO BCKAPMIIMBAHUSA,
YTO MO3BOJIUT MUHUMH3UPOBATH PUCK BO3JEHCTBUS 30JIMUTPUIITAHA HA MIIQ/ICHIIA.

DepTUabHOCTD

OTCyTCTBYIOT JaHHBIE 10 BIUSHUIO 30JIMUTPUIITaHA HA (DEPTHIIHHOCTh MYXYHH U JKCHIIMH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATH TPAHCHOPTHBIMHU CPeICTBAMU H pPadoTaTh €
MeXaHM3MaMu

He HaOmromanoch 3HAYUTENBHOTO YXY/IIICHHS B BBIIOJHEHUH TICUXOMOTOPHBIX TECTOB
30POBBIMH JTOOPOBOJIBIIAMH TIPU TIpHEME 30iMHUTpunTaHa B no3e g0 20 wmr. IlamumenTtam,
JEeSTEIbHOCTh KOTOPBIX TpeOyeT BBICOKOW CKOPOCTH INCHUXOMOTOPHBIX peakluil (Hampumep,
yOpaBlieHUE TPAHCIOPTHBIM CPEJICTBOM WM MEXaHU3MaMH), PEKOMEHAYeTCs COOI0aaTh
OCTOPOYKHOCTH U3-3a BO3MOKHOT'O PA3BUTHUSL COHJIMBOCTHU U APYTUX CUMIITOMOB MUTPEHHU.

4.8. He:kesaTesibHbIEC peaKIMU

Pesrome mpodmsg 6e30macHOCTH
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Te4eHHe 4 4JacoB IOCJE MpHUeMa Ipernapara, HOCSAT TPAaH3UTOPHBIM XapakTep U pa3pellaroTcs
CIOHTaHHO Oe3 JieueHus. Yactora HeXenaTeJIbHBIX PEaKIMil HE YBEIWYMBACTCS NpPU IMpHEME
HOBTOPHBIX J103.

TabanuHoe pE3I0OME HEKENATCIbHBIX PeaKIIMH

YactoTa BO3HUKHOBEHUS OMPEICIACTCS CICIyIONMM o0pa3oM: o4deHb dacto (>1/10), gacto
(=1/100, vo <1/10), mewacro (=1/1000, vHo <1/100), peaxo (=1/10 000, Ho <1/1000), oueHn
peaxo (<1/10 000).

CucremHo-opransblii kjaacc | Yacrora HexenarenbHas peakuus
Hapyuienust co cTopoHsl Penko pEeaKIu TUIIEPYYBCTBUTEIBHOCTH, B TOM
MMMYHHOMN CHUCTEMBbI 4Kclie, KpanuBHUIA, aHTMOHEBPOTUYECKUI

OTCK U aHaq)HHaKTquCKHG pCakuuu

Hapymienust co cTopoHsl OdeHb yacTo | AUCreB3us (HapylIeHHE BKYyca)

HepBHOﬁ CHUCTCMbI

Yacro HapyUICHHs YyBCTBUTEIbHOCTH,
TOJIOBOKPY>KEHHUE, TOJIOBHAs 00Jb,
TUTIEPECTE3Ms, TAPECTE3UN, COHIIMBOCTbD,

OINYIICHHUE «TCIIa» NI «XoJjgogar,

BEPTUTO
Hapymenust co ctopoHbl Yacro OlyIIeHUE cepAreOneHus
cepama Heuacto TaxXuKapaus

Ouenb penko | nH(MApPKT MUOKap/a, CTEHOKapIus,

KOpPOHapHBINA aHTHOCTIa3M

HapymieHust co CTOpOHBI Heuacto HE3HAYUTEIIbHOE TOBBIIICHUE
COCYJIOB apTepUaTIbLHOTO
AaBJICHUSA, TPAH3UTOPHLBIC ITOBBIILICHUA

ApTCPHUAIIBHOTO OABJICHUA

Hapymienust co cTopoHBI Yacro HOCOBOE KPOBOTEUYEHHE, TUCKOMPOPT B
JIBIXaTeJIbHON CHUCTEMBI, HOCOBBIX X0J1aX, HEMH(EKIIMOHHBIA PUHUT
OpPraHOB I'PYyAHOU KJIETKH U (puHOpes)

CpeAOCTEeHUs

KenynouHo-kuiieynsie Yacro 60J1b B ’KMBOTE, TOLUTHOTA, PBOTA, CYXOCTh
HapyLICHUS BO PTY, JUCHENCHs, Tucharus
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WM UHPAPKT KUIIKHA, THPAPKT CETC3CHKH ),
CHMIITOMaMHU KOTOPBIX MOTYT OBITh AHapest

C IPUMECHIO KPOBU HUJIHU 00JIb B )KUBOTE

Hapymenus co ctopoHbl Yacro MBIIIEYHAs C1a00CTh, MUAJITUS
MBIIIICUYHOM, CKEIICTHOHN U

COCHHHHTCHBHOﬁ TKaHHU

Hapymienust co cTopoHsl Heuacro MOJINYPUS, YACTOE MOYEHUCITYCKAaHUE

IIOYCK U MOYCBBIBOJAIIINX

. OdeHb penKko | UMIIEPATHBHbBIE IIO3bIBbI K
nyTen
MOYEUCILY CKAHUIO
OO01ue HapylIeHUs U Yacto ACTEHUs, UHEPTHOCTh, YyBCTBO CTECHEHUS
peakLy B MECTE BBEACHUS JIbIXaHus1, 00JIb, HAPSYKEHUE I YyBCTBO

CTECHEHHMsI B IVIOTKE, 00JIaCTH 1IEH,
IPYAHOM KJIETKE NI KOHEYHOCTSX,

TOBBIINICHHOC ITOTOOTACICHUC

COO6H.I€HI/IC 0O IMOA03PEBACMBIX HC6HaFOHDI/I${THHX PCAKIIMAX

BaxxHo coo0mare O TMOA03pEeBAEMBIX HEXKENATeNbHBIX PEAKIHUAX II0CIe PETUCTPAINU
JICKApCTBEHHOTO Iperapara ¢ Helbl0 00eCIIeYeHUsT HEPEPHIBHOIO MOHUTOPHUHTA COOTHOIICHHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOIO Ipenapara. MenuIUMHCKUM pa0OTHUKAM pPEKOMEH]yeTcs
cooluiaTe O JIOOBIX MOJO3PEBAEMbIX HEXKEJIATeNIbHBIX PEAKIMIX JIEKapCTBEHHOTO Ipernapara
yepe3 HallMOHAJIbHBIE CHUCTEMBI COOOIIEHUS O HEKEIATEeNbHBIX PEAKIUAX OCyIapCTB — YICHOB
EBpazuiickoro 3KOHOMHUYECKOTr0 COI03a.

Poccuiickas ®enepanus

®denepanbHas cityx0a 1o HaJ30py B cdepe 3ApaBOOXpaHEHUs

109012, r. MockBa, CrnaBsiHCKasl Tuiomiaab, 1.4, ctp. 1

Tenedon: +7 (800) 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka
CHMIOTOMBI
[Tpu ogHOKpaTHOM MpUEME BHYTPHh 30JIMUTPHUNTAaHA B 03¢ 50 MTI 310pOBBIMH T0OPOBOIBIIAMU

OOBIUHO OTMEYaJICs CeIaTUBHBIN 3(1)(1)CKT. HepI/IOI[ MOJIYBBIBCACHUS 30JIMUTPUIITAHA COCTABJIACT
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

KaK MUHHUMYM, B TCUCHHUC 15 qaCcoB UJIX 10 UCUC3HOBCHUS CUMIITOMOB HepeI[O3I/Ip0BKI/I.

Jleuenne

Jns 3oamuTpunTaHa HET crenuduueckoro aHTHAOTa. B cilydae BbIpa)KeHHOW HMHTOKCHKAITUU
PEKOMEHIIYIOTCS ~ MEPONPUSITHS HMHTCHCHMBHOM Tepaluu, BKJIIOYAas BOCCTAHOBJICHHUE U
HOI[I[ep)KaHI/Ie HpOXOI[I/IMOCTI/I ObIXATCIBbHBIX HYTefI, O6€CH€‘-I€HI/IG aIIeKBaTHOfI OKCUI'CHAIIUN U
BEHTWISIIIAM JIETKUX, a TaKke HAOMIOJeHHE W MOAJNCPKKY (QYHKIUU CepAeYHO-COCYTUCTOU
CHCTEMBI.

OddekT remoauanM3a € IMEPUTOHEAIHPHOTO JUajdM3a B OTHOIIEHWHW KOHIICHTPAIUU

30JIMUTPUIITAaHA B CBIBOPOTKC KPOBH HC YCTAHOBJICH.

5. DPAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoauHaMHUYeCKHE CBOMCTBA

dapmakoTepaneBTUYeCKass  IPYIIA:  AHAIBIETUKH; I[POTUBOMUIPEHO3HBIE  IIpENaparsl;
CEJIEKTUBHBIEC arOHUCTBI CEpOTOHMHOBBIX SHT-penentopos.

Koxg ATX: N02CCO03

MexaHu3M ASHCTBUS

30JMUTPUNITAH  SIBJISICTCS  CENEKTHUBHBIM ~ aroHUCTOM SHTip/ip-perienTopoB, CTUMYJISIUS
KOTOPBIX MPUBOJUT K Ba30KOHCTPHUKIMHU. O0JIanacT BHICOKHMM CPOACTBOM K PEKOMOWHAHTHBIM
SHTis/p-peuentopam  4eimoBeKa M yMepeHHbIM cpoiactBoM K SHTia-penenrtopam.
30MHUTpUNITAH HE O0MaJaeT CPOJACTBOM M HE MPOSBISET CYIIECTBEHHON (apMaKoIOrHYecKoi
akTuBHOCTH 10 oTHowmeHuto k SHT>, SHT3, SHT4, agpeHeprudyeckum, THCTAMHUHOBBIM,
MYCKapHUHOBBIM U 10()aMHHEPTUUECKUM PEIETITOPAM.

dapmakogngamMuyeckue 3P HeKToI

BBenenue 3onMutpuntaHa j1ab0paTOPHBIM >KMBOTHBIM MPHUBOJAWIO K Ba30KOHCTPHUKIUU B
OacceitHe coHHOUM aprepuu. Kpome Toro, pe3ynbTaTbl HCCIAEAOBaHUN Ha JIabOpaTOPHBIX
JKUBOTHBIX CBHIACTCIBCTBYIOT O TOM, 4YTO 30JIMUTPUIITAH 6J'IOKI/Ipy€T HCHTPAJIbHYIO H
nepudeprudeckyro aKTUBHOCTh TPOMHUYHOTO HEPBA 3a CUET MHTUOMPOBAHUS BBICBOOOXKICHHS
MENTU/IA, CBA3aHHOTO C IF€HOM KaJbIMTOHWHA, BAa30aKTUBHOIO WHTECTHMHAJIBHOIO MENTHIA U
cybcranmmu P.

Knuanueckas 3¢ddekTHBHOCTE 1 0€30ITaCHOCTh

I[Io maHHBIM KIMHUYECKHUX HCCIeIOBaHUM BCPOATHOCTL PA3BUTHA HECKCIATCIBbHBIX peaKL[HfI
YBCIIUYIUBACTCA IO MEPC YBCIUUYCHU NO3bI 30JIMUTPUIITAHA (CM. pa3aci 48)

Ipucmynvr muepenu c aypoul u 6e3 aypol
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aypoi u 0e3 aypbl) MaMEHTOB, MPUMEHAEMBIN (U1 KYyIHPOBAHUS TPEX MPUCTYIIOB MUTPEHU Y
Ka)XJI0OTO NalMeHTa) B J03€ 2,5 M 30JIMUTPHUIITAH MPUBOAMUI K YMEHBIICHHIO WHTEHCUBHOCTH
TOJIOBHOW OOJIM C CHUJIBHOI'O/YMEPEHHOTO YPOBHS /0 JIETKOTO YpPOBHS/MOJHOTO KYIHUPOBAaHUS
yepe3 2 4daca Mocie NpuMeHeHus npenapara B 59 % mpucTynoB, B TO BpeMsl Kak OTCYTCTBHUE
60 ObUTO HOCTUTHYTO B 26 % mpuctynoB. COOTBETCTBYIOLIME PE3yIbTAThl UL JO3bI 5 MT
cocraBu 70 % wu 36 % cooTBeTcTBEHHO, a s Tpynnel miane6o — 31 % u 8 %
COOTBETCTBEHHO. YacToTa pa3BUTUS KIMHUYECKH 3HauyuMmoro s¢dekra (yMeHblIEHUE
MHTCHCUBHOCTU TOJIOBHOW OOJIM Ha OJWH YpOBEHb) dYepe3 15 MUHYT mocie Ha3HAYeHHS
mpemnapara B 000uX J03aX CTATHCTUYECKU 3HAYMMO TpeBocxoamia 3¢ dekt rranedo (8 % u 11
% TPHUCTYNOB B IpyIINe mianedo mo cpaBHeHUO 5 %).

W3-3a paznuuHbiX (apMaKOKHHETUYECKUX Mpoduiieil mepopanbHbIX U Ha3alIbHBIX IMPENapaToB
NAlMEHTHI, MOJy4aBIIME Ha3albHBIM copeid 2,5 Mr, MOryT HE JOCTUYh JIOCTaTOYHOI
3¢ (heKTHBHOCTH B O0JIee TTO3HUE CPOKH 110 CPABHEHUIO C TAOJIETKOM 2,5 MT.

Tlpucmynwol knacmeproii 2on08Hou 601U

B AByX KOHTpPONUPYEMBIX KIMHUYECKUX HCCIECIOBAHUSAX 30JIMUTPUITAHA C COMOCTABUMBIM
IU3aiiHOM B OOIIEH CI0XKHOCTU yyacTBoBalu 121 marueHt (A KynmupoBaHHs TPEX MPUCTYIIOB
KJIACTEPHOU rOJIOBHOU 0OJIN).

B oObenMHEHHOM aHaM3e PE3yabTaTOB 3TUX JBYX HCCiIenoBanwid depe3 30 MHUHYT Iocie
MPUMEHEHHUS MPUBEJIO K YMEHBIICHIUIO HHTEHCUBHOCTHU T'OJIOBHON OOJIM C CHIIBHOTO/yMEPEHHOTO
YPOBHSI J10 JIETKOT'O YpPOBHSI/TIOJNIHOTO KynupoBaHus 48,3 % mo cpaBHeHuto ¢ 29,5 % B rpymnme
mnane6o. OrcyrcTBue 6011 6610 JOocTUTHYTO ¥V 34,8 % manueHToB 1o cpaBHeHuto ¢ 19, 3% B
rpymre miane6o. CooTBEeTCTBYIOMMUE pe3yabTaThl Iyt 10361 10 Mr Ob11u 63,1 % u 44,0 % nns
OTBETa Ha TOJIOBHYIO 00JIb/0TCYTCTBHE OOJIM COOTBETCTBEHHO.

5.2. ®apmakoKMHeTHYECKHE CBOMiCTBA

AOcopOuus

[Ipy uHTpaHa3albHOM BBEJIEHUHU 30JIMUTPHUNTAH OBICTPO abcopOupyercs, KOHLEHTpAaluu B
KPOBH JIOCTUTAIOT MIpejiesia KOJIMYECTBEHHOTO OIpeJeNieHs yKe uepe3 5 MUHYT. YacTh J03bI
30JIMUTPUIITAaHa OBICTPO  BCACBIBAETCSI HEMOCPEJCTBEHHO YEpe3 CIM3HMCTYI0 O00OJOUKY
HOCOTJIOTKH. MHImBUayansHbie (hapMakOKHHETHYECKHE TPO(HITH XapaKTePH3YIOTCST OJTHUM T
JByMs [HKaMM KOHIIEHTpaluW B Ima3Me KpoBu B wuHTepBaie 0,5-5 wyacoB mocne
MHTpaHa3aJIbHOTO BBeNleHUs. Menuana Tmax cocTaBisieT okosno 2 yacoB. Uepe3 15 munyT nocie
MHTpAHA3aJIbHOTO BBEJEHHUS Yy 3J0POBBIX J0OpPOBOJIBLIEB KOHIEHTpAalMs 30JIMHUTPHUITAHA B

cpenrem pocturana 40 % oT Cumax.
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HECKOJIbKO BbIIIE (OKOJIO 3 4acoB MOCJ€ BBEIAEHUS J103bI 2,5 MI' U OKOJIO 5 4YacoB IOCJe
BBEICHUS 10361 5 Mr). TepameBTHYecKHe KOHIEHTpAIMK 30JIMUTPUINTAHA U €r0 aKTHBHOTO
Merabonura 183C91 momnepkmBaroTcs 10 6 4acoB Mmocie BBeAeHUs (depe3 6 4acoB Mmocie
BBeZieHUsI KOHIeHTpauusi cocTaBisieT 40 % OT Cmax i 3oamuTpuntaa 1 60 % ot Cmax 11
183C91). Ilo nanubiM cpaBHUTENHHOHN OleHKH AUC cpenHsisi OTHOCUTEIbHAss OMOAOCTYITHOCTh
MHTPaHa3aJIbHO BBOJAMMOIO 30oiMuTpunTana 2,5 mr cocrasisieT 102 % 1o cpaBHEHHIO C
HEepOpaJIbHBIM NPUMEHEHUEM 30JMUTpunTaHa 2,5 mr B ¢opme Ttabnerku. [Ipu moBTOopHOM
IPUMEHEHUN KyMYJISLUY [pernapara He HabJIroJaeTcs.

[Tocne nmpuema BHYTpPh B ¢opMme TaOJETOK 30JIMHUTPHITAH OBICTPO M TMOJIHO abcopbupyercs
(MuHUMYM 64 %). AGCOpOLIMs 30IMUTPUIITAHA HE 3aBUCUT OT IpreMa nuiy. B Teuenue 4 yacon
1ocje npuemMa npernapara BHyTpb BO BpeMsl IIPUCTYNAa MUTPEHU KOHLEHTpAlMs 30JIMUTPUITAHA
U ero MeraboJMTOB B IUIa3Me€ KpOBM Oblla HIKE, YeM B Cilydae IpHeMa Ipenapara B
MEXIPHUCTYNIHBIA  mepuoA. BeposrHo, 3T0  00BscHSeTCS  3aMmeuieHueM  abcopOuuum
30JIMUTPHUIITAHA, CBS3aHHBIM C 3aMEUICHUEM OIOPOXHEHHUsS JKETyJKa BO BpeMs IPHCTYIA
MUTPEHH.

B nenom ocHOBHblE (PapMAKOKMHETHUYECKHE IapaMeTphbl 30JIMUTPUIITAHA M €ro aKTHUBHOIO
MeTa0oJIMTa OCIe MPUMEHEHHS B (hOpMe Ha3aJIbHOTO cripest U B popMe TabJIETOK COMOCTAaBUMBI.

Pacnpenenenne

O0beM pacnipeienieHus: 30JIMUTPUITAHA MTOCIIE BHYTPUBEHHOTO BBEICHUS COCTaBIseT 2,4 JI/KT.
CBsa3bIBaHME ¢ OenkaMu mwia3Mel — 25 %.

buorpancdopmarms

VYcTaHOBIIEHBI TP OCHOBHBIX META00JIUTa 30JIMUTPUNITAHA: MHOIYKCYCHAs KUCJIOTa (OCHOBHOM
MeTa0oaUT B IIa3Me U Mode), N-okcua- u N-necMmeTuinaHanord. N-IecMeTUIHMpPOBAHHBINA
metabomut (183C91) sBnsiercs akTUBHBIM, a JBa JAPYTrUX MeTabonuTa — HE AaKTUBHBI. N-
JECMETUJIMPOBAHHBIM METa0OIUT TaKXke 00JIaJaeT aKTUBHOCTHIO AaroOHHWCTA CEPOTOHHHOBBIX
SHT/1p-peuienTopoB coCya0B, HO B 2-6 pa3 BhIIIE, YEM 30JIMUTPHUIITAH.

Mertaboam3m 3oamuTpunrtada 3aBucuM ot uzopepmenta CYP1A2 nuutoxpoma Paso, qampHermmii
MeTaboau3M  N-JeCMEeTHIMPOBAaHHOTO MeTa0oJuTa OHoCpenoBaH (EepPMEHTHONH cHcTeMon
MoHoamuH okcuaaszel A (MAOA).

Konnentpanuss N-gecMETUIMPOBAaHHOTO MeTa0oluTa B IIJJa3M€ COCTaBIseT MHPUMEPHO Y2
KOHLEHTpaluuu 3oaMuTpunrtaHa. CleoBaTeabHO, MOXHO NPEANOJIOXKUTh, YTO JaHHBIN

MeTa00JIUT BHOCUT BKJIaZl B TCPAIICBTUYCCKOC JIEHCTBHUE mpemnapara.

DIMMHHAINS
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MOCJIEIYIOIUM BBIBEIeHHEM MeTabomuToB ¢ Mouoil. bonee 60 % 3omMuTpunTana, BBEACHHOTO B
BUJE Pa30BOWM TEpOpaTbHOW 103, BBIBOJUTCA C MOYOW (IIPEHMYIIECTBEHHO B BHJE
UHJI0JIyKCYCHOr0 MeTabonuTta) u okosio 30 % BBIBOIUTCS 4Yepe3 KUILEYHUK, IPEUMYIIECTBEHHO
B HEM3MEHEHHOM BUJIE.

Cpennuii o0muii MIa3MEHHBIA KIMPEHC 30JIMUTPUNITAHa paBeH 25,9 mu/muu/kr, 1/6 KoTOpOro
COCTaBJIIET TOYEYHBIH KiupeHc. [loueunslid KiaupeHC OoOJbIIe, YeM CKOpPOCTh KIyOOYKOBOM
GuiIbTpaLuy, YTO NpeAIoaraeT HaTuuue KaHalblieBON CEKPELHH.

Cpennuil mepuoj; MONYBBIBEJEHHUA 30JIMMUTpUNTAaHA U N-IECMETHWIMPOBAHHOIO METa0OoIUTa
COCTaBJIIET OKOJIO 3 4acoB.

JIMHENHOCTh/HEIUHENHOCTD

®apMakoKMHETHKa N-IeCMETHJIMPOBAHHOTO MeTabonuta CcXogHa C  (apMaKOKHMHETUKON
3oamuTpunTana. [locne oIHOKpaTHOro 1 MHOTOKPATHOI'O J103UpOBaHUs B Auana3zone 103 0,1-10
MI' 30JIMUTPUNTAaH U €ro N-IeCMETWJIMPOBAHHBIM METaOOIUT JAEMOHCTPUPYIOT JIMHEWHOCTH
KUHETUKHU.

DapMaKOKMHETHKA Y OTJACILHBIX I'PYIH MAIMEHTOB

Jluya nosicunozo ozpacma

[Ipu nepopanbHOM npueMe (apMaKOKUHETHUECKHUE IMapaMeTpbl y 3A0POBBIX JIHI[ MOXKHIOTO
BO3pacTa aHAJIOI'MYHbI TAKOBBIM Y MOJIOJIBIX 3/I0POBBIX 100POBOJIBLIEB.

Tayuenmsi ¢ noueunoli HeOOCMamoyHOCMbIO

[Tpu mepopaibHOM MpUEME MOYESUHBIH KIMPEHC 30JIMUTPUNTAHA U €r0 MeTa0OIUTOB B 7-8 pa3
HIDKE Y MAallMEHTOB ¢ YMEPEHHOM M BBIPAKEHHOM IMOYEYHOW HEJOCTATOYHOCTHIO 110 CPABHEHMIO
co 3710poBbIMU JuamMu, X0Ts AUC 301MHUTpUNTaHa U aKTUBHOI'O META0OJUTA yBEIUYUBACTCS
He3HaunTenbHo (Ha 16 % u 35 % cooTBeTcTBeHHO) ¢ yBenuueHueM T, Ha 1 wac (mo 3-3,5
9JacoB).

3HaueHus 3TUX (PapMaKOKMHETUYECKUX IapaMEeTPOB HE BBIXOAWJIM 3a Mpeesibl 3HaueHUuH,
OTMEUEHHBIX Y 3/I0POBBIX J100POBOJIBLIEB.

Tayuenmoi ¢ neweHoyHol HEOOCMAMOYHOCTBIO

[Ipu mepopallbHOM MpUEME y MAlUEeHTOB C HapylleHHeM (YHKIUM TI€YeHH OTMEeYasioch
3aMeJyUIeHre MeTadoIM3Ma 30JIMUTPUNITaHa, TPONOPIUOHATIBHOE TSHKECTU HapylleHus QyHKIUU
Ne4YeHU. Y TAalMEeHTOB C BBIPAKEHHBIM HapylleHHeM (YHKUMU TEeYEeHH IO CPaBHEHHIO CO
310poBbIMH JT0OpoBObIIamMu ObLT0 Mokazano yBenuueHne AUC Ha 226 %, Cmax —Ha 47 %, T12—
10 12 gacos.

[Ipy >TOM OTMEYaAJIOCh CHUKEHHE KOHLEHTPAalUWHd MeTa0OJUTOB 30JIMHUTpUIITAHA, B T.U.

AKTUBHOTO MeTa0O0JINTA.

13



nt 10.03.2026 N= 47

Jemu (MOCNEOOBATEN

JlocTarounsie JaHHbIe O (hapMaKOKWHETHKE Mperapara y AeTeil OTCYyTCTBYIOT.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

JUMOHHOM KHCIOTHI MOHOTUAPAT

HaTpus ruapodocdara guruapar

JEKCIIaHTEHO

OCH3aIKOHHUS XJIOPU]T

BOJIa OYMIICHHAs

6.2. HecoBmecTUMOCTH

B cBs31 ¢ OTCYTCTBHEM HCCIIEN0BAHUI COBMECTUMOCTH, JTaHHBIN JICKAPCTBEHHBIN Mpernapar He
clenyeT CMEUIMBaTh ¢ APYTrUMU JIEKaPCTBEHHBIMU MPErapaTaMu.

6.3. Cpok rogHocTu (CpOK XpaHeHUs1)

2 roja.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHEHUHU

XpaHuTb 1pu Temieparype He Boie 25°C.

6.5. Xapakrep u coepxkaHue NEPBUYHON YIIAKOBKH

@1akOHbl KOPUYHEBOI'O CTEKJa 3-ro TMIPOJIMTHYECKOIOo Kilacca € J103aTOPOM-pACIbLIUTENIEM
JUIsL HAa3aJbHOIO NPUMEHEHHS] U3 IOJMIPONMIIEHA, MOJUATUICHA M HEp)KaBElolled CTalu B
KOMILJIEKTE C MPEAOXPAHUTEIbHBIM KOJIAYKOM U3 MOJIUITHIIEHA BBICOKON MIOTHOCTH.

25 unu 50 103 1o 2,5 Mr 30JMHUTpHUNITaHa BO (IaKoHe.

Ha xaxxnprit hj1akoH HaKJIEUBAIOT dTHKETKY CaMOKJIESIIYIOCS.

OnuH (riakoH BMECTE € JIMCTKOM-BKJIAJIBIIIIEM TOMEIIAIOT B MaYKy KapTOHHYIO.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHMYTOXXKEHMH  HMCIOJb30BAHHOIO
JICKAPCTBEHHOI0 Npenapara WJIH OTX0A0B, TMOJYYECHHBIX IOCJAe¢ NPHMEHEHUs!
JIEKApPCTBEHHOI0 Npenapara, u Apyrue MaHuIyJIsiiiU ¢ NpenapaTom

OcoOble TpeOOBaHUS OTCYTCTBYIOT

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccuiickas ®enepanus

AO «9KOnab»

142530, MockoBckas 00u1., T.0. [1aBnoBo-Ilocanckwii, r. nexkTporopck, yia. byaeanoro, 1. 1
ten.: 8-800-333-33-47

Anpec anexktpoHHoi mouTsl: ekolab-sekretar@mail.ru

7.1. IlpeacraBure/ib AepKaTessi perHCTPALMOHHOIO YA0CTOBEPECHUS.
14
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[Iperen3un noTpedbUTENEH HAIPABIITH 110 APE(

VY.

COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 10.03.2026 N= 4703

Vo sUZb
(MOCNEOCBATENEHOCTE 0003)

Poccniickas @enepanus

AO «9KOmad»

142530, MockoBckas 00u1., T.0. [TaBnoBo-Ilocanckuii, r. Dnekrporopck, yi. byaennoro, . 1,

o la
Ten.: 8-800-333-33-47

Anpec anexrponnoii moutsl: ekolab-ook@mail.ru

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOT O IIPEITAPATA

.HCI(apCTBCHHHﬁ npenapat OTHOCUTCA K KaTCTOPUH OTITYCKa I10 pCUCITY.

OO0mmas xapakTepuCTUKa JIEKApCTBEHHOro mpernapara 30IMH(acT JAOCTYIIHA B €IHHOM peecTpe
3apErUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEACTB M Ha O(DHIIMAILHOM CalTe YHNOJIHOMOYCHHOTO
oprana (’3KCnepTHO# opranuzanuu) EBpazuiickoro 5KOHOMUYECKOTO COI03a.
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