COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

- -

oT 29.12 2025 N2 325256
; OCTs 0002

(R .

OBIIASA XAPAKTEPUCTHUKA JIEK

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Tonupamar-Buai, 25 mr, TableTKH, MOKPBITHIC MIICHOYHOW 000JIOYKO.
Tonmpamat-Buai, 50 mr, Tab1eTKH, MOKPBITHIC MIICHOYHONW 000JIOYKO.

Tormmpamart-Buai, 100 Mr, TabiieTku, MOKPHITHIC TUICHOYHOH 000JI0YKOH.

2. KAYECTBEHHBIN 1 KOJITMYECTBEHHBII COCTAB

JlefcTByrOIIEE BEIIECTBO: TONUPAaMar.

Tommpamar-Buai, 25 mr, TabJIETKH, IOKPBITEIE INIEHOYHO 000JI0YKOM

Kaxxnast Tabnerka, MOKphITas TUICHOYHOH 000JIOUKOM, COJEPIKUT 25 MTr TonmHpamara.

BemecTBa, HaMuue KOTOPHIX HAJ0 YYUTHIBATH B COCTaBE JIGKAPCTBEHHOTO TIperapara: JIaKTo3a
(cm. paznmensr 4.3, 4.4).

Tomupamar-Buas, 50 Mr, TableTKH, HOKPHITHIE ILIEHOYHOM 000J0YKOMN

Kaxnas Tabnerka, MOKpBITas INIEHOYHOI 0005109K0H, comep)ut 50 Mr Tonmupamara.

BemecTBa, HaMuue KOTOPBHIX HAJO0 YYUTHIBATH B COCTABE JIGKAPCTBEHHOTO Tperapara: JIaKTo3a
(cm. paznensl 4.3, 4.4).

Tonupamar-Buain, 100 mMr, TabeTKH, HOKPHITHIE IUIEHOYHOM 000JI0YKOMN

Kaxxnas TaGnerka, moKpeITas INIEHOYHOM 000049K0o, comepkut 100 mr Tonupamara.

BemectBa, Haim4ne KOTOPHIX HAJ0 YYHTHIBATh B COCTAaBE JICKAPCTBEHHOTO Iperapara: JIaKTo3a
(cm. paznmensl 4.3, 4.4).

[TosHbIl NTepeyeHb BCIIOMOTATEIbHBIX BEIIECTB IPUBEIICH B pazjeie 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabneTku, MOKPHITHIC INICHOYHON 000JI0UKOM.

benoro mnm moutu Genoro 1BeTra, Kpyrible, IBOSKOBBIMYKIIbIC, TOKPHITHIE 000JI0YKOM TableTKH,
JOTyCKaeTCsl He3HAUUTEIbHAs IEPOXOBATOCTh MOBEPXHOCTH; TabneTKu 103upoBkoit 100 Mr uMerot
PHUCKY C OJTHOM CTOPOHBI.

Jlunus paznoma (pucka) He MpeaHa3HAuYeHa JJIs pa3/eieHHs Ta0NeTKHU.

4. KIMHUYECKHUE JAHHBIE
4.1. lloxa3aHusl K NPUMEHEHHIO

Dnunencus

B kagecTBe cpeacTBa MOHOTEpAIMU — Y B3POCIIBIX U JIETel B Bo3pacTe oT 3 10 18 jer ¢ snunerncueit
(B TOM uYHMCIe y TAIMEHTOB C BIEPBBIEC TUArHOCTHPOBAHHOM AIHIICTICHEN).

B coctaBe KOMIUIEKCHOM Tepamnuu — y B3pOCIbIX U AeTel B Bo3pacTe oT 3 10 18 neT ¢ mapiuanbHbIMH
WJIA TEHEPAIIM30BAaHHBIMU TOHUKO-KJIIOHUYECKUMH ITPUIIAJIKAMHU; & TAK¥KE IS JISYEHHUsI ITPUITIAJIKOB Ha
¢done cunapoma Jlennokca-I"acto.
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MurpeHsb

[Tpo¢mnakTuka IPUCTYIIOB MUTPEHH y B3pOCibIX. [IpuMeHeHne Tonupamara Jjs JICYEHUS] OCTPBIX
IIPUCTYIIOB MUTPEHU HE U3YYEHO.

4.2. Pe:xuM 103MPOBaHMS M CIIOCO0 MPUMeEHEeHUst

JUist TOCTIKEHHSI ONTHMAIIBHOTO KOHTPOJIS SIMWICHTHYECKUX NPUIAAKOB y JeTeid M B3POCIBIX
MAIEHTOB PEKOMEHAYETCSl HAYMHATH JICYCHUE C TIpUeMa HU3KUX JI03 Mperapara ¢ MOCIeTyoNM
MOCTENIEHHBIM TUTPOBaHHUEM /10 3()(HEKTUBHOM JO3BI.

PexxuM J103upoBanus

Dnunencus (6 mom uucie gnepsvie OUACHOCMUPOBAHHASL)

Mounomepanus.: obwue nonoxcerus

[Ipy oTMEHE COIyTCTBYIONIUX MPOTHBOCYIOPOKHBIX IPENaparoB C IEIbI0 MOHOTEpAIHH
TOMTMPAMATOM HEOOXOJAMMO YUUTHIBATh BO3MOXKHOE BIIMSIHHE 3TOTO IIara Ha 4acTOTY MPHITaIKOB. B
TeX CJIyJasX, KOrjJa HeT HEOOXOJAMMOCTH PE3KO OTMEHSTH COITyTCTBYIOIIME MPOTHBOCYIOPOKHBIC
mpermapaTsl M0 COOOpaKCHHSIM 0€301MaCHOCTH, PEKOMEHJIYyeTCsl CHWXXKATh WX J03BI MOCTEIEHHO,
YMEHBIIIas JI03y COMYTCTBYIOIIMX MPOTHBOAMIICHTHYCCKUX TPENapaToB HA OJHY TPETh KaXKJble
2 HEeJemu.

[Ipn oTMmeHe mnpenapaToB, SABIAIOMIUXCA HHAYKTOPAMH MHMKPOCOMAJbHBIX (PEPMEHTOB IEYEHH,
KOHLIEHTpallMsl TONMMpaMara B KpPOBU OyJeT yBeNWYMBAThCSA. B Takux cuTyanusx, npu HaJTUIUH
KJIIMHUYECKUX MTOKA3aHNUK 03y TONMpaMaTa MOKHO CHU3UTh.

Monomepanus: e3pocivie

B Hauane jeueHHs MaMEHT JOJDKEH MPUHUMATh MO 25 MTr TomMpamara mepei CHOM B TCUCHHE
1 Henmenu. 3aTeM 103y MOBBIIIAIOT ¢ MHTEPBAIOM B 1-2 Heaean Ha 25 mr winn 50 Mr (CyTOYHYIO 103y
AenaT Ha 2 mpuemMa). EciM malueHT He MEepeHOCHT TaKOH PEeXHMM TOBBIIICHHS J03bI, TO MOXHO
YBEIMYUTh WHTEPBAIBI MEXIY MOBBIIICHUSAMHU IO03bI, JHOO MOBBINIATH A03y Oojiee IuiaBHO. [Ipu
mo100pe 7036l HEOOXOUMO PYKOBOJICTBOBATHCS KIMHHYECKHM S ¢pexToM. HauanpHas no3a mpu
MOHOTEpAIHH TOTTMPAMaTOM y B3pociibix coctabisier 100 Mr/cyTky, a MakCUMasIbHasl CyTOYHAS 1032
He noipkHa mpesbimath 500 mr. HexkoTopeie mammeHTsl ¢ pedpakrepHbIMU hOpMaMH SIUJIETICHN
MEPEHOCIT MOHOTepanuio TonupamaToMm B jgo3ax 10 1000 mr/cyrku. JlaHHbIe peKOMEHIAIMU IO
JO3UPOBAHUIO OTHOCSTCS KO BCEM B3POCIBIM, BKIIOYAs MOXKHIIBIX TAlMEHTOB Oe3 3a0oJieBaHMIA
MOYEK.

THapuuanvuvie wiu 2cenepanu306auHble MOHUKO-KIOHUYeCcKUe NPUNAOKU, d MaKdice NpUnaoku Ha Qhone
cunopoma Jleunoxca-I acmo

HpumeHeHue 6 KOMOUHauuu ¢ dpyeuMu npomueocvdopostHbmu npenapamamu 'y 63pocCJjiblx
nayuennos

Munumainehas 3¢ dekriBHas no3a coctapiser 200 mr/cyrku. OObBIYHO CyMMapHasi CyTO4Has 7032
cocraBisger oT 200 mr no 400 mr u nmpuHumaercs B 2 mpuema. HeKOTOpbIM ManeHTaM MOXKET
MOHAJ00UTHCS YBEIMYEHHUE CYTOYHOM J103bI 10 MakcuMmainbHOi — 1600 mr. Pekomenayercst Hayathb
JIeYeHHe ¢ HU3KOH J103bl € MOCIEAYIOIIMM MOCTENEHHBIM N000poM 3¢ dekTuBHON 103b1. [Togbop
7036l HauMHaT ¢ 25-50 mr, mpuHMMas WX Ha HOYL B TedeHue 1 Hexenu. B nmanpHeiimem c
uHTepBanaMu 1-2 Hejenu 103y MOXKHO yBeln4MBaTh Ha 25-50 Mr u mpuHUMaTh ee B 2 nmpuema. [Ipu
1o100pe /1036l HE0OXOAUMO PYKOBOJCTBOBATHCS KIMHUYECKUM 3PHEKTOM. Y HEKOTOPBIX NAllUEHTOB
apdekr Moxker OBITH JOCTUTHYT TpH TpueMe npemnapara 1 pas/cyrku. Jns mocTHKeHUs
ontuManbHOro 3(ddexkra nedeHus TomMpamaroM He 00sA3aTeNbHO KOHTPOJMPOBATH  €ro
KOHIICHTPALIMIO B TUIa3Me.

I[aHHLIC PEKOMCHAAIHNU TI0 A03€ NMPUMCEHUMBI KO BCEM B3POCJIBIM MAUCHTAM, BKJIFOYASA IOKUJIBIX
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JIFO/ICH, TIPU OTCYTCTBHUHU y HUX 3a00JIeBaHuUs TOYEK (C

Muepens

Pexomenyemasi cyTouyHast 103a TomMpamara Jjisi Mpo(UIaKTUKH MIPUCTYIIOB MUTPEHU COCTABIISIET
100 mr B 2 npuema. B Hauane neyeHus NauenT J0JHKEeH MPUHUMATH 10 25 MT TIepe/i CHOM B TEUCHHE
1 Henenu. 3aTeM 703y YBEIMYMBAIOT ¢ HHTepBaioM B 1 Henmemo Ha 25 mr/cyrku. Ecnu marueHt He
MEPEHOCUT TAaKOTO PEXHMMa TMOBBIIICHUS JI03bI, TO MOXXHO YBEIMYUTh HWHTEPBAIBI MEXKIY
YBEIUYCHUSIMU J103bI, JMOO TMOBBIIATh 703y Oosiee miaBHO. [Ipu momdbope 10361 HEOOXOIUMO
PYKOBOJICTBOBATHCS KITMHUYECKUM dPPEKTOM.

Y HeKOTOpI)IX ITAIITUCHTOB HOJIO)KI/ITGJH)HI)Iﬁ peSy.HI)TaT TOCTUTACTCA HpI/I CYTO‘IHOI>'I 03¢ TOHI/IpaMaTa
50 MT. B KIIMHUYECKUX HUCCICAOBAHUAX IMAIIUCHTHI nonyqam/l paSJ'II/ILIHI)IC CYTO'-IHI)IG JTO3bI
tornpamara, Ho He 6ostee 200 mr/cyTku.

Oco0bIe IPVIINGI ITAIMEHTOB

Hauueﬁmbz C NOYEYHOU HeOOCMAamo4HOCHbIO

[ManmeHTamM ¢ yMEPEHHOM MM TSHKEIION MOYEYHOM HeocTaTouHOCThIO (KiupeHe kpearnHuHa (KK)
< 70 mu/MUH) MOXET MOHAJIO0OUTHCS CHIDKEHHE J03bl. PeKOMEHIyeTcs MPUMEHEHHE MOJIOBUHBI
PEKOMEHTyEMOW HAYAJIbHOW M TIOAJICPKUBAIOIIEH 103BI.

Temoouanus

[TockonpKy TOTIMpaMar ymanasieTcss U3 IUIa3Mbl MPY T€MOJUANN3€e, B THU MPOBEICHUS TeMOHaIn3a
clenyeT BBOJWUTH JIOTIOJHUTEIBHYIO 103y TMperapara, paBHYIO IOJOBHHE CYTOYHOW JIO3HI.
JlonosmHuTeIBHAS 7032 JIOJDKHA OBITH pasfielieHa Ha JBE J03bl, IPUHUMAEMbIC B Hadaje U TOCIE
3aBEPIICHUS MPOIIEIYyphl TeMoaranu3a. JlomoTHUTeIbHAs 1032 MOYKET BApPhUPOBATh B 3aBUCUMOCTH
OT XapaKTEPUCTUK 00OPYIOBaHMS, HCTIOJIB3yEeMOT0 MPH MTPOBEACHUH T'eMOHATH3A.

Ilayuenmol ¢ neuenHoyHol HEOOCMAMOUYHOCMBIO

[TaruenTam ¢ Me4eHOYHON HEAOCTATOYHOCTHIO TOMHpPaMaT ClIeyeT MPUMEHSATh C OCTOPOKHOCTBIO.
eTH

Ilemu 6 so3pacme om () 0o 3 nem

besonacnocts u 3ddexTrBHOCTD npenapara Tomupamar y aereit B Bo3pacte oT 0 no 3 ner He
yCTaHOBJIEHBI. JlaHHbBIE OTCYTCTBYIOT.

Jlemu 6 so3pacme om 3 0o 18 nem

Inunencus (6 noMm Hucie enepevie OMGZHOC‘mMDO@ClHHd}Z)

Mouomepanus: demu

JletssiMm B BO3pacTe crapiie 3 JIeT B MEPBYIO HENEN0 JICUCHHUsS CIEeIyeT JaBaTh TONHMpamar B 03¢
0,5-1 mr/kr maccel Tena mepes; CHOM. 3aTeM /103y MOBBIIIAIOT ¢ WHTEpBAJIOM B 1-2 Hemenw Ha
0,5-1 mr/kr/cyTku (CyTOUHYIO A03Y AeiAT Ha 2 puema). Eciau pebeHoK He MepeHOCUT TaKOH PekUM
MOBBIIIEHUS TO3bI, TO MOXKHO TMOBBINIATE 103y 00Jiee TUIaBHO WM YBEIUYMBATH MHTEPBAIBI MEKITY
MOBBIIIEHUSIMU  J103bl. BenuymHa 103bI U CKOPOCTh €€ TMOBBIMICHHS JIOJDKHBI OIMPEIETSThCS
KITMHUYECKUM Pe3ylIbTaTOM.

PexoMeHyemBlii 1nana3zoH 03 IpU MOHOTEPANMK TOIMPaMaToM y AE€Tel B BO3pacTe crapiie 3 JeT
cocraBiger 100400 wmr/cyrku. JleTssM ¢ HEZaBHO JIMArHOCTUPOBAHHBIMM MapIHaIbHBIMU
MpHUMaJIKaMi MOKHO HazHavath 10 500 Mr/CyTKH.

Hapyuanvuvie unu ceneparuzoeantble MOHUKO-KIOHUYECKUe NPUNAoKU, a maxkxice Npunaoky Ha ¢one
cunopoma Jlennoxca-I acmo

KOM6MHUDO@GHHG}Z nDOﬂ’ZuGOCVaODOOfCHCl}Z mepanusi 'y Ooemeil cmapuie 3 aem.
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Teparuu cocTaBisieT oT 5 710 9 Mr/kr u npunuMaetcs B 2 mpuema. [logbop 10361 HEOOXOIUMO HAYATh
¢ 25 mr (n1M MEeHee, OCHOBBIBAsCh HAa HaYallbHOU 03¢ OT 1 10 3 Mr/kr/cyTku) Ha HOYb B TCUCHUE
1 wenmenu. B nanbHeiIneM C HEJCTbHBIMU WM JBYXHEICIbHBIMU HHTEPBAJIaMHU 03y MOXKHO
yBenu4yuBath Ha 1-3 Mr/kr W npuHMMath ee B 2 mpuema. llpu mombope 103kl HEOOXOIHMO
PYKOBOJICTBOBAThCS KIMHUYECKUM d3(pdexkrom. Tlogdop m03pl HAUMHAIOT C JO3HPOBKH 25 M.
Cyrounas m03a 10 30 Mr/Kr 0OBIYHO XOPOIIO TEPEHOCUTCSI.

Cnoco0 npuMeHeHus

BuyTtpb, npornareiBas TabJIeTKy HEIMKOM, HE pa3KEBbIBas, HE3aBUCUMO OT IIpUeMa IHIIH.
4.3. IpoTUBONOKA3aAHUSA

(] FI/IHGP‘IYBCTBI/ITCJ'IBHOCTI) K TormpaMaTy I/I/I/IJ'II/I K J'IIO6OMy U3 BCIIOMOraTe€iIbHbIX BEHICCTB,
TePEYHCIICHHBIX B pa3zene 6.1;

® JICTCKUU BO3PACT JI0 3 JIET;

e TIPUMEHEHHE TomHMpamMara I IPO(YUIAKTHKY MPUCTYIIOB MUTPEHH MTPOTHBOIOKA3aHO B MEPHOT
OCpEeMEHHOCTH, a TaKKe Yy IKEHIIMH C COXPaHEHHBIM JIETOPOJAHBIM TOTCHIIMAIOM, HE
HCMOJIb3YIOIIUX HAJIE)KHBIE METO/Ibl KOHTPALIETIINH;

e J1e(UINT JIAKTa3bl, HEIEPEHOCUMOCTB JIAKTO3BI, IIIOK030-TalIaKTO3Has MallbabCcopOIHs.
4.4. Oco0ble yka3aHusi 1 Mepbl MPeI0CTOPOKHOCTH NP NPUMEHEHUH

C 0CTOPOKHOCTBIO

[MoyeuHass WM TEYCHOUYHAs HEIOCTATOYHOCTh, HedpoypoauTHas (B TOM YHCIIE B TPOILIOM U B
CEeMEITHOM aHaMHe3e), TUTICPKATbIIMYPHS.

Oco0Osble yKka3zaHus

BHe 3aBHCMMOCTHM OT HaJWuusg B aHaMHE3¢ KOHBYJIbCHUBHBIX IIPHUIIAJKOB U  DIIHJICIICHH,
MPOTHUBOAMMIICIITAYCCKHE Tpenaparbl, BKIOYas W TOMUpPAMAT, CJIEIyeT OTMEHSATH IOCTEICHHO,
9TOOBI CBECTHM K MHHHUMYMY BO3MOKHOCTH IOBBIIICHHS YaCTOTHI NPHIAIAKOB. B KIMHUYECKUX
nccaeaoBaHusax 1036l yMeHbIam Ha 50-100 Mr ¢ HeneaIbHBIMU WHTEpBAJIaMU IS B3POCIBIX MIPU
Tepanuu smwitencud u Ha 25-50 mr y B3pocisix, nonydaroniux 100 Mr tomupamara B CYTKH st
NpOPHIAKTUKH MHUTPEHH. Y JeTedl B KIMHUYSCKUX MCCICIOBAHHUSAX TOMHUpaMar IMOCTEIICHHO
OTMEHSIIU B TeucHHUe 2—8 Heenb. Eciin o MeUIIMHCKMM TTOKa3aHUsAM He00X01uMa ObIcTpast OTMEHA
npernapara, TO peKOMEHIYETCsl OCYIECTBIIATh COOTBETCTBYIOIIMI KOHTPOJIb COCTOSIHUS IMAllUEHTA.

Kak u B cJIydyac IIPUMCHCHUA OPYIUX MPOTUBOIMUIICIITUYCCKUX IIPCIIApaTOB, Y HCKOTOPBIX
MMamMCHTOB, IPUHUMAIOINIHUX TOIIMPaMar, Ha6moz[aeTc51 IMMOBBIIICHUEC YaCTOTHI IIPUITA/IKOB HJIN HOBBIC
THUIIbI ITPUITAIKOB. HaHHOG SABJICHUC MOXKCT ABJIATBCA IOCICACTBHUCM ICPCAO3HUPOBKH, CHHIKCHHA
KOHLOCHTpaIuu COBMCCTHO IMPUMCHSACMBIX IMPOTHUBOIHICIITHICCKUX npcriaparTtos,
MpOorpeCCUpPOBaAHUA 3a00JIeBaHUS WIIH napaaoKCajJbHOT'O 3(1)(1)GKT8..

CKkopocTb BBIBEJECHHUS 4epe3 MOUYKU 3aBHCUT OT (YHKLMHU I[MOYEK U HE 3aBUCUT OT Bo3pacTa. Y
NAIEeHTOB C YMEPEHHBIM MWJIM BBIPAKEHHBIM HapylleHHeM (QYHKIMM TOYeK A JOCTHKEHHS
YCTOMUYUBBIX KOHIIEHTpAlMil B IiazMe MoXeT moHanoOuthes oT 10 mo 15 nueilt, B omiuume oT
4-8 nHell y malMeHTOB ¢ HOPMaJIbHOM (DYHKIMEH MmoYeK.

Kak u npu mo6om 3a0oseBaHnH, cxeMa Moa00pa A03bI JOJKHA OPUEHTHPOBATHCS HA KIMHUYECKUN
apdekr (T. €. cremeHb KOHTPOJIMPOBAHUS IPHIAJKOB, OTCYTCTBHE IOOOYHBIX 3((PEKTOB) U
YUYUTBIBATh TO, YTO y MAIMEHTOB C HApYIIEHWEM (YHKLUUHU MOYEK JJIsl YCTAHOBJICHUS CTAaOMIIBHOM
KOHIICHTPALIMH B IJIa3Me JUISI KaX 101 1036l MOXKET MOHAZ00UTHCS OoJiee MPOI0JDKUTENBHOE BpeMs.



-

oT 29.12.2025 N= 32525

(MOCNEOOBATENEHOCTE 0002)

Onueoeudpos
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[lpu Tepanuu TOMMpPaMaroM BO3MOYKHO BO3HHKHOBCHHE OJHMIOrHIpo3a (YMEHBIICHHOE
NOTOOTJCNICHUE) ¥ AaHTHIpO3a. YMCHBIICHUE TIOTOOT/ACICHUST W TunepTepMusi (IOBBILICHUE
TEMIIEpaTypbl TeJla) MOTYT BO3HUKHYTh Y JI€TCH, TIOJBEPKCHHBIX BO3JCHCTBHIO BBICOKOI
TeMIIEpaTypbl OKpYyXKarollel cpelapl. B 3Toi CBsI3M mNpu Tepanud TONUPAMATOM OYEHb BAXKHO
a/IeKBaTHOE MOBBIIIEHUE 00beMa MOTPEOIAEMON KUIKOCTH, CIIOCOOHOE CHU3UTHh PUCK Pa3BUTHUS
HepponnTHa3a, a Takke MOOOYHBIX 3()(EeKTOB, KOTOPBIE MOTYT BO3HHKHYTH O] BO3ACHCTBUEM
(bU3NYIEeCKUX HArPY30K WJIH MOBBIIICHHBIX TEMIIEPaTyp.

Paccmpoiicmea nacmpoenusiloenpeccust

HpI/I JICYCHHUU TOIIMpaMaToOM Ha6n}oz[aeTc;1 MOBBIINICHHAA 4YaCcTOTa BO3HUKHOBCHHA paCCTpOﬁCTB
HAaCTPOCHUA U ACTIPCCCHUU.

CyuyuoanvHvle nonvimxu

HpI/I HpI/IMeHeHI/II/I HpOTI/IBOBHI/IJ'IGHTI/I‘-IGCKI/IX npenapaTOB, BKJIrO4Yasa TOHI/IpaMaT, YBCJ'II/I'-II/IBaeTCH
pI/ICK ITOSBJICHUS CYI/IHI/II[aJ'H)HI)IX MBICHCﬁ n CYI/IHI/II[aHI)HOFO IIOBCACHUA y IIaIMCHTOB,
MPUHAMAIOIINX 3TH Mpernaparsl Mo JOOBIM W3 TOKa3aHWi. MeTa-aHalu3 IMOKa3al yBEIHUYCHHE
PHUICKOB TIOSIBIICHHS CyHIMIanbHBIX siBnernid Ha 0,43 % Ha (oHe mpuemMa mpOoTHBOAHIIETITHYECKUX
cpencTs, no cpaBHeHuIo ¢ 0,24 % manueHToB, MOJTydaBIIUX IIiarneoo.

B 1BOWHBIX CIIEMBIX KIMHUYECKMX HCCIICAOBAHUSAX YACTOTa PAa3BUTHS SIBJICHHUH, CBS3aHHBIX C
CYHITHIOM (CYyHMITUIaTbHBIC MBICIIH, TOMBITKA CYyWIIUAa, CyuIiua), coctaisia 0,5 % y manueHTos,
nofiydaBiux Tonupamar (y 46 denosek u3z 8652), uro mpumepHo B 3 pa3sa BhIIIC MO CPABHEHHIO C
narrentamu, noiay4aBmumu riane6o (0,2 %; 8 ugenosex u3 4045). Omun ciaydaii cywiuma ObLT
3aMKCUPOBAH B JIBOWHOM CIJICTIOM HCCJICIOBAaHUM OHWIIOJAPHOTO pPACCTPOMCTBA Y TMAIlMEHTA,
MOJTy4aBIIETro TOIMHpaMar.

Takum 00pa3oMm, HEOOXOAMMO KOHTPOJMPOBATH COCTOSHHUE NAIMEHTOB C IEJbI0 BBISBICHUS
MPU3HAKOB CYMIIMIAIBHBIX MBICJICH M Ha3HAYaTh COOTBETCTBYIolIee JiedeHue. HeoOxomumo
PEKOMEHI0BaTh MarueHTaM (M Ipu HeoOXOAUMOCTH JIMIIaM, YXaKUBAIOIIMM 3a TMallieHTaMut) Cpasy
K€ o0pamarbcsi 3a MEIUIIMHCKOW TOMOIIBIO B CiIydae IOSBIICHHUS] MPU3HAKOB CYHITUIAIBHBIX
MBICJICH WM CYMITUAAIBHOTO TIOBEICHHMS.

Tsiorcenvie koocHble peakyuu

V nanuMeHToB, MPUHUMABIIMX IpPEapaT, ObLIM 3apeTHCTPUPOBAHBI TsDKENbIE peakiuuu (CHHIPOM
Crusenca-/Ixoncona (CCJl) u Tokcuueckuii snuaepmanbubiii Hekpoiaus (TOH)). BonbimHcTBO
TaKMX CJIyYaeB HAOIOAAIOCH Y MAIMEHTOB, OJHOBPEMEHHO MPUHMUMABIIKX JPYTHE JEKapCTBEHHbIE
npenapartbl, cBsi3b KoTOpbix ¢ passutueM CCJl m TOH wusBectHa. Heckonbko ciaydacB ObLIH
3aperuCTPUPOBaHbl Y MOJYYaBIIMX MperapaT B KauyecTBE MOHOTEpANuH. PeKoMeHIyeTcs
WH(GOPMHUPOBATH MAIMEHTOB O BO3MOXHBIX CHMIITOMAaxX TSDKENBIX KOXHBIX peakiuii. [lpu
nogo3pennu Ha CCJ] win TOH mpuem npemnapara J0JKeH ObITh MPEKPaIIeH.

Hegporumuaz

Y HEKOTOpBIX MAlMEHTOB, B OCOOEHHOCTH C MPEAPACIOIOKEHHOCTHIO K He(DpOIUTHA3y, MOKET
MOBBICUTHCS PUCK 00pa30BaHMsI KAMHEW B TOYKAX U MOSBICHUS CBSI3aHHBIX C HUM CUMIITOMOB, TaKHX
KaK MoveyHas KoJuKka, 005b B Mouke, 00yb B 00Ky. UTOOBI YMEHBIIUTH 3TOT PUCK, HEOOXOAUMO
a/JIecKBaTHOE TIOBBIIIEHHE o0O0beMa MoTpedisseMoit >kuakocTH. DakTopaMu pHCKA Pa3BUTHS
HedpoarTHasza ABIAIOTCS HedpoinTras B aHaMHe3e (B T. 4. B CEMEHHOM) W THIEpKaIbIuypus (CM.
paznen 4.4). Hu oqun u3 3tux GakTopoB He omnpenenseT GopMupoBaHue KaMmHel Ha (GoHe mpuema
Tonpamata. [IOBBICUTh PUCK BO3HMKHOBEHHS He(POIUTHA3a MOKET COIYTCTBYIOIIAS TEparus
JIPYTUMU TIpernapaTaMu, KOTOPbIE CIIOCOOCTBYIOT €T0 Pa3BUTHIO.

Hapywenue ¢pynkyuu nouex

CnenyeT CO6HIO,Z[3TL OCTOPOKHOCTb IPpHU HA3HAYCHUU TOIlMpaMara MallUCHTaAM C IMOYEYHOM
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HenocrarouHocThio (KK <70 mu/muH). DTO CcBsi3aHO ¢ TeMZ,HQJEG-BEJ&ﬁ%Tl%[{EﬂE&Tﬂrﬂm e

IpenapaTa MOHWXKEH.
Hapywenue ¢pynxyuu nevenu

VY manueHToB ¢ HapyIIEHUSIMH (PYHKIIMU NI€YEHU TOMMpaMar CIeIyeT MPUMEHATh C OCTOPOKHOCTBIO
M3-3a BO3MOXKHOT'O CHWDKEHUS KIIMPEHCa 3TOro Ipenapara.

Muonus u émopuunas 3aKpbimoy201bHAs 2NAYKOMA

[Ipu npuMeHeHnn TonMpaMara OIMCaH CUHIPOM, BKIIIOYAIOUINI OCTPYIO MUOTIHIO C COIIYTCTBYIOILEH
BTOPUYHOM 3aKpBITOYroJIbHOM Ii1aykoMo. CHMOTOMBI BKJIHOYAIOT OCTPOE CHUXKEHHE OCTPOTHI
3perust u/wi 606 B miasy. [Ipu odTanbMoJOrHuecKoM 00CIIE0BaHUN MOXKET OOHApPYKHBAThCS
MUOMMS, YIUIONICHUE TepeaHeil KaMmephbl Iias3a, runepemus (MOKpacHEHHWE) TIIa3HOTO sOJI0Ka,
MOBBIIIEHUE BHYTPUIJIA3HOTO JaBieHHs. MoxeT HaOmomaTrbcs MuApuas. ITOT CHHIPOM MOXKET
COIIPOBOXKIATHCS CEKpPEUUEN >KUAKOCTH, NMPUBOAAIIECH K CMEIICHHIO XPYCTaIMKa W PATLYyKHOU
000JIOUKH BIIEpE]l C PA3BUTHEM BTOPUYHOI 3aKPBITOYrOJbHOM TIi1aykKoMbl. CHUMHOTOMBI OOBIYHO
MOSBJISIIOTCS depe3 1 Mecsl mocie Hayalla IpUMEHEHHWs Tonupamara. B oTiauune oT mepBUYHOM
OTKPBITOYTOJIBHOM TIIAyKOMBI, KOTOpas penko Habmromaercs y mamnueHtoB 1o 40 jer, BTopuyHas
3aKpBITOYTOJIbHAS TJIayKoMa HaOoaeTcs Npy MPUMEHEHUHU ToNHpaMaTa KakK y B3pOCIbIX, TaK U Y
nereid. [Ipy BOZHUKHOBEHUM CHHJPOMA, BKIIIOYAIOUIETO MHUOIUIO, CBSI3AHHYIO C 3aKPBITOYTOJILHOM
IJIayKOMOM, JIeYeHHE BKIIIOYAET IMpeKpalleHhe NpueMa TomnupamaTa, Kak TOJIbKO Jiedalluid Bpad
COUTET OSTO BO3MOXHBIM, M COOTBETCTBYIOLME MEpbl, HANpaBJIEHHbIE Ha MOHWXKEHUE
BHYTpUTIJIa3HOTO JaBieHUs. OObIYHO ATH Mephl MPUBOAIT K HOpMalIM3allMM BHYTPUIJIA3HOTO
JTaBJICHHUS.

IloBwimIeHHOE BHYTPUITIA3HOC JTABJICHUC JIF000# 3THOIOTHHI IIpU OTCYTCTBUHU aACKBATHOI'O JICUCHUSA
MOXKET NPHUBECTU K CEPHE3HBIM OCJIIOKHCHUAM, BIIJIOTH 10 IIOTEPH 3PCHHA.

[Ipu Ha3HaueHUHU TONMpamara rnauueHTam ¢ 3a00JIeBaHUSIMU TJ1a3 B aHaMHe3€ He00X0IMMO OLICHUTD
OTHOIIIEHHE OKUAeMOM MOJIb3bI K BO3MOKHOMY PUCKY TPUMEHEHHS.

Legexmul nons 3penus

He(beKTBI II0JIA 3p€HUA Ha6J'IIO,Z[aJ'II/ICB Yy NAanuMEHTOB, INPUHUMAKOINUX TOIIMpaMar, HE3aBUCHUMO OT
HaJIN4YWA Y HUX ITOBBIMICHHOTI'O BHYTPHIJIA3HOI'O OABJICHUA. B X0J€ KIIMHHUYCCKHX I/ICCJ'ICIIOBaHI/Iﬁ
OOIBIIMHCTBO TAKUX CJIy4acB UMEIIN 06paTPIMBIﬁ XapakTep, u ,I[e(i)eKTbI I10JIA 3p€HUA UCUC3alIU ITOCJIC
OTMCHBI TCpaAIlMU TOIIMPAMATOM. HpI/I BO3HHMKHOBCHUU HpO6J’I€M CO 3p€HHEM BO BpPEMsA IIpHEMa
TOImUpaMaTta CJICAYCT PaCCMOTPETH BOSMOKHOCTD IPEKPAILICHUA TEpAIIu.

Memabonuueckuii ayuoos

[lpy mnpuMeHeHMHM TomMHMpamaTra MOXKET BO3HUKATh THUIEPXJIOPEMUYECKUI, HE CBS3aHHBIA C
neULIUTOM aHUOHOB, META0ONMYECKUI anuao3 (HampuMep, CHH)KEHHE KOHICHTPALHH
THIPOKapOOHATOB B IIa3M€ HIKE HOPMAaJIbHOTO YPOBHS NpPU OTCYTCTBHU PECIHPATOPHOTO
ankanosa). [loJo0HOe CHIKEHHE KOHICHTpPALUK TUAPOKAPOOHATOB CHIBOPOTKH KPOBHU SIBIISICTCS
cnencTBueM UMHruOHMpyromero o>ddekra Tommpamara Ha TOYeyHyr0 KapOoaHruapasy. B
OOJIBIIMHCTBE CIy4aeB CHU)KEHUE KOHIEHTPALUU THIpOKapOOHATOB MPOUCXOANUT B Hayase MprueMa
npernapara, XOoTs JAaHHBIH 3(PPEKT MOXKET MPOSIBUTHCS B JIIOOOM IEpHOJIE JEUSHHUs] TOIHPAMaTOM.
CTeneHb CHUKEHUS! KOHLIEHTPAIMU 00BIYHO ciialast Wiin yMepeHHasl (CpeiHee 3HaueHHEe COCTaBIIseT
4 MMOJIB/JT TIPH UCTIONIB30BAHKUH Y B3POCIIBIX MAIMEHTOB B 103¢ Bbimie 100 Mr B eHb U 0K0JI0 6 Mr B
JIeHb Ha KT MAacChl Tella MPU HMCIOJIb30BaHUU B MEIUATPHUCCKON MpakThke). B penkux ciyyasx y
MAlMCHTOB OTMEYAlIOCh CHIDKEHHE KOHIICHTPAILMU THIPOKapOOHATOB Hibke ypoBHS 10 Mmoub/m.
Hexotopble 3a0oseBaHus WM CIIOCOOBI JIEUSHMs, MpEApacIoyiaraloliie K pPa3BUTHIO aluj03a
(manpumep, 3a001€BaHMs TIOYEK, TSDKEIBIE PECITMPATOPHBIE 3a00IEBaHus, SMUICITUIECKHIA CTaTyC,
auapesi, XUpyprudeckue BMeEIIaTelbCTBA, KETOI€HHas JueTa, IpHUeM HEKOTOPBIX JIEKapCTBEHHBIX
IpenaparoB) MOTYT OBITh JONOJHUTEIbHBIMU (DAKTOPaMH, YCHIIMBAIOIIUMH THApPOKapOOHAT-
CHIDKaromui 3pdekt Tonupamara.
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XpOHUYECKUI, HEIEYCHBI META0OIMUECKUN aIiI03 MOXKET '%‘é‘ﬁd&ﬁ&%ﬁl%&)ﬁ%ﬁ;{l&%‘ﬁ I;/gﬁd

HedpokanbirHo3a (cM. paszaen 4.4).

VY nereil XpOHWYECKUN METAO0OIMYECKHI allu03 MOKET NMPUBOAMUTH K 3aMeIIeHnIo pocta. Dddekr
TONMpaMaTra Ha POCT U BO3MOXHBIE OCJIO)KHEHUS, CBSI3aHHbIE C KOCTHOM CHCTEMOM, HE M3y4alHCh
CHCTEMATHUYECKH Y JIETeH U Y B3POCIBIX.

B cBf3u C BBIIIEU3T0KEHHBIM, @pPU JIEYEHUH TONMPAMaTOM PEKOMEHIYETCsl IPOBOAMTH
HEOOXO/JMMBIE HCCIIEJOBAHUS, BKJIIOYAs OIpeENesieHue KOHIEHTPAMN TUAPOKapOOHATOB B
CBIBOpPOTKE. B cilyyae mosIBICHHS CHMIITOMOB METa0OJMYECKOro anmzo3a (Hampumep, riyookoe
KyCCMayJIeBCKOE JbIXaHHWE, TUCIIHO3, aHOPEKCHUs, TOLIHOTA, PBOTA, MOBBILICHHAs YTOMJIIEMOCTb,
TaXUKapAus WM apUTMHUS), PEKOMEHIYeTCs IPOBEACHHE OMpPEACICHUS  KOHLCHTPALUH
rUpoKapOOHATOB B CHIBOPOTKE. IIpM BO3HMKHOBEHHMM METAa0OJMYECKOTO alujo3a U €ero
MEPCUCTUPOBAHUH, PEKOMEHTyeTCs] CHU3UTh J03Y WIN MIPEKPATUTh IPUEM ToIHMpamaTa.

Hapywenue koenumuenwix ¢ynxyui

Hapyiienne KOTHUTUBHBIX (DYHKITUN TIPH SMUJIETICUU UMEET MHOTO(AKTOPHYIO MPUPOIY, H MOXKET
ObITb  BBI3BAHO  TEPBONMPUUYMHON  3a00J€BaHUs,  HEMOCPEJACTBEHHO  DJMIJICTICUEH WM
MPOTUBODMIJICTITUYECKONW Tepanueld. Y B3pOCHBIX IMAIMEHTOB, NPUHUMAIONIMX TOMHUpaMar,
OTMEYAJIUCh CJTydal HAPYIICHHWs] KOTHUTHBHBIX (YHKIUMH, TpeOOBaBIINE CHWXKEHUS 03Bl WIH
MpeKparieHus: Tepanuu. J(aHHble 1O BIWSHHUIO TOTMpaMaTa Ha KOTHUTUBHBIE (YHKIHH Y JCTEH
HEZ0CTAaTOYHBI, U ero 3(PeKTs TPeOyIOT NaTbHENIIEro N3ydeHusl.

FunepaMMOHueMuﬂ u 3Hueqbafz0namuﬂ

I[1pu prMEHEHUH TOTIMPaMaTa O TMEYAIOCh Pa3BUTHE TUIIEPAMMOHUEMHUH M SHIIE(PATOTIATHH WK O3
Hee (cm. pasmen 4.8). Puck pasBUTHS THIIEPAMMOHHUEMHUU TTPU ITPUMEHEHHH TONHMpaMara siBJIsIeTCs
710303aBUCHMBIM. | MItepaMMOHHEMHsT 00JIee YacTO OTMEUAETCs TP OJHOBPEMEHHOM MPUMEHEHHH
TOTHMpaMara U BaJbIIPOEBOI KUCIOTHI (M. pa3aern 4.5).

KnunnyeckumMu cuMnToMaMu THIIEpaMMOHHEMUYECKON SHIIe(ansonaTtuy 4acTto SBJISIOTCS PE3KOe
HApYIICHUE CO3HAHWS W/MIM KOTHUTHBHOW (YHKIMH M Jeraprus. B OOJNBIIMHCTBE CilydacB
runepaMMOHHEeMHYecKas SHIe(hanonaTuss perpeccupyer Mmpu OTMEHE Tepanuu. Y MalHUeHTOB C
pa3BUBILEHCS JIeTapryueil Wik U3MEHEHUSIMU MEHTAJILHOTO CTaTyca HEACHOTO IeHe3a, MOIyYaroux
TONMpaMaT B BHJIE MOHOTEpaluyd WU B COCTaBe KOMOMHUPOBAHHOM Tepanud, peKOMEHIO0BaHO
MPUHUMAaTh BO BHUMaHUE BO3MOXHOCTh TMIIEPAMMOHUEMHUYECKON 3HIIe(aIonaTuu U ONpeneiIuTh
YpOBEHb aMMHUaKa B KPOBHU.

Kenuwunvt 0emopooro2o 6o3pacma

[lepen HauajaoM JiedeHUs TONMUpPAMATOM JKCHIIMHAM C COXPAHEHHBIM JICTOPOJIHBIM IOTCHIIMAIOM
ClieyeT TPOBECTH TEeCT Ha OEpeMEHHOCTh U HCMOJIb30BaTh BBICOKOI(D(EKTUBHBIE METOIBI
KOHTPALICTIIIUH.

Bo BpEMs TCpaIlku TOIMMPAMaTOM JKCHIIIWHBI ¢ COXPAaHCHHBIM JACTOPOAHBIM IMOTCHIUAIOM JOJIKHbBI
HCIIOJIb30BAaTh HAJCKHBIC MCTOJbI KOHTPALCIILUU. Ecan nperapar MNpuMCHACTCA BO BpEMA
6epeMeHHOCTI/I, NI €CJIM MMalluCHTKAa 3a6epeMeHena B ICPUOJ ITpHUEMa 3TOTO Iperiapara, €€ CJICAYCT
npeaynpeauThb O MOTCHIUAIBHOM PHUCKE UIA TUIOAA.

ITanmenTka monKHA OBITh TIOJIHOCTBIO HpOI/IH(I)OpMI/IpOBaHa O pHUCKax, CBA3aHHLIX C IPUMCHCHHUEM
TOIMUpaMaTa BO BpEMsL 6epeMeHHOCTI/I.

TonnpaMaT MOKCT IPUYUHUTDL BPC IJIOAY IPpHU NIPUMCHCHHUU Y 6epeMeHHHX JKCHIIWH. Cy’IJ_IeCTByeT
MOBBIIICHHBIN PUCK MTPEKACBPEMCHHBIX POJOB U MPECKACBPEMCHHOT'O pOAOPA3PCIICHUS, CBSI3aHHBIM
C UCIIOJIB30BAHUCM NNPOTUBOIMUIICTITUYCCKUX MIPLCIIAPATOB, BKIKOYad TOIIHpaMar.

HpI/I JICYCHHHU U KOHCYJIbTAllUH KCHIIIUH, 06na,ua10nmx ACTOPOAHBIM ITOTCHIUAJIOM, JIeqaIui Bpad
AOJKCH B3BCCUTHb COOTHOIICHHUC IIOJIB3bI M PHUCKA JICUCHUA W PACCMOTPCTH AJIBTCPHATHBHBIC
BO3MOXHOCTH JICUCHMUAI. HpI/IMeHeHI/Ie TomnrpamMara JIJid HpO(I)I/I.HaKTI/IKI/I MNPpUCTYIIOB MUI'PCHU
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MOTCHIHAJIIOM, HC MCIIOJIB3YIOIIUX HAACKHBIC MCTOAbI KOHTPACIIINUHU.
Ycunennoe numanue

Ecnu marueHT Tepsier Maccy Tejia npu JICYSHUH TOITHPaMaToOM, TO HEOOX0IMMO paCCMOTPETh BOTIPOC
0 IIEeTIECO0OPA3HOCTH YCHIICHHOTO MU TAHHUS.

BcnomMorarenpHble BENIECTBA

[Ipenapar Tonmpamar-Buan conepkut nakro3y. JlaHHBIM JIEKAPCTBEHHBIN Ipenapar HE CIELyeT
IIPUHUMATH NAUEHTaM C PEIKO BCTPEUAIOLIEHCs HACIIEICTBEHHOW HENEPEHOCUMOCTBIO TAJIAKTO3BI,
JIAaKTa3HOW HEOCTATOYHOCTHIO WIIH TIIFOKO30-TAIAKTO3HOH MallbabcopOuei.

4.5. BzaumoneiictBue ¢ JAPYrUMH JIEKAPCTBEHHBIMH TMpenapaTaMu W Jpyrue BHAbI
B3aUMOJIEeHCTBUA

BzaumopeicTBHe ¢ APYTUMH JISKAPCTBEHHLIMH MIperapaTaMu

Brusnue monupamama na xonyenmpayuu opyeux npomusosnuienmudeckux npenapamos (11911)

OnHoBpeMeHHbIH TpueM Tomupamara ¢ apyrumu 1911 (penuronH, kapbamasenuH, BaablIpoeBas
KkucinoTta, (peHoOapOHMTaa, MPUMHUIOH) HE OKa3bIBACT BIHWSHHS Ha 3HAYCHHWS WX PABHOBECHBIX
KOHIICHTpAaIMi B TUIa3Me, 32 WCKIIOYEHHEM OTIENBHBIX TalWeHTOB, Y KOTOPBIX H00aBlieHHE
TomMpamara K (PEHUTOWHY MOXET BBI3BATh NOBHIIICHHE KOHIEHTpAIMN (PEHUTOMHA B TIa3Me. JTO
MOJKET OBITh CBSI3aHO C yTHETEHHEM criennduueckoil noauMoppHoi n3ohopMsl pepMeHTa CUCTEMBI
uroxpoma P450 (CYP2C19). TTostomy y KaKaI0TO NalKeHTa, KOTOPbIi MpHHUMAeT GSHUTOUH U Y
KOTOPOT'O Pa3BUBAIOTCS KIMHUYECKUE IPU3HAKY UM CUMITOMBI TOKCUYHOCTH, HEOOXO MO CIIEUTh
3a KOHILIEHTpanuel (eHuTonHa B IUIa3Me. B unccinenoBaHuu (papMakOKMHETHKHM Yy IMAlUEHTOB C
snuiencuei 1o0aBieHue TonupaMmaTa K JaMOTPUPKUHY He BIIUSIIO HA PABHOBECHYIO KOHIIEHTPALIUIO
mocieanero mpu jgo3ax tormupamara 100-400 mr/cyr. B mpomecce Tepamuu W TOCIE OTMEHBI
namoTpukuHa (cpemHss mo3a 327 Mr/cyr) paBHOBECHAsh KOHIICHTpAlMs TolHMpaMara He
U3MEHSIACK.

Brusanue opyeux 1311 na konyenmpayuio monupamama 6 niasme Kpoeu

@DeHuToMH U KapOaMas3enuH CHIDKAIOT KOHIIGHTPALMIO Tomupamara B Iutasme. JloOaBneHue wiu
oTMeHa (eHuTOMHA WM KapOamaszenuHa Ha (OHE MpueMa Tolupamara MOXKET IMOTpeOoBaTh
W3MEHEeHUs J103bl mocienHero. Jlo3y cienyer mnoadupaTh, OPUEHTHPYSICh HA JOCTHIKEHHE
HE0OX0IMMOro KIMHMYECKOro 3¢dekra. JloOaBneHue M OTMEHa BaJbIPOEBOM KHCIOTHI HE
BBI3BIBACT KJIMHHYECKH 3HAUYMMBIX W3MEHEHHUH KOHLIEHTpallMd TomupamaTa B IUIa3Me W,
ClIeIOBaTeNbHO, He TpeOyeT U3MEHEHUs J03bl TONMpaMara.

Pe3ynbTathl 3TUX B3aMOAEUCTBUN CyMMUPOBAHBI B CleIyIoMIel Tabmule:

HobGaBasiemsiii I1I11 Konnenrpanus 311 Konnenrpanus ronupamara
denuronn oTcyTcTBUE dPPeKTa CHIDKCHUE KOHIIEHTPAIINH B
(TOBBILLIEHHE KOHIIEHTPALIUH B ia3me Ha 48 %
IU1a3Me y €IMHUYHBIX
HAIMEHTOB)
KapOamazenun oTcyTcTBHE 3hheKTa CHIDKEHUE KOHIIEHTpAlluU B
mia3me Ha 40 %
Banenpoesas kuciora oTcyTcTBHE dhheKTa oTcyTcTBHE dpdeKTa
denobapOuTan oTcyTCTBHE dhheKTa HE UCCIIEN0BAHO
[Tpumuon oTcyTcTBHE dhheKTa HE UCCIIEA0BAHO

Jpyrue geKapcTBEHHBIE B3aMMOICHCTBUS
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

(«KOHIICHTpaMsI-BpeMs») TUIOKCMHA B IJIa3M€ IPH OJHOBPEMEHHOM IIpUEME TolHpamara
yMmenbIianack Ha 12 %. Knunuueckas 3HaunMoCTh 3TOro HaOmoaeHus He sicHa. [Ipu HazHaueHUH
WIA OTMEHE TONHMpamara MaleHTaM, MPUHUMAIOLUIIM JAUTOKCHH, 0c000€ BHUMaHUE HEOO0XOJUMO
YIEIUTh MOHUTOPUPOBAHUIO KOHIIEHTPALIUH TUTOKCHHA B CBIBOPOTKE.

Cpeocmea, yenemarwwue yenmpanvhyio Hepeuyio cucmemy (L[HC): B pamMkKax KIMHUYECKHX
HCCIEA0BaHUM NIOCIEACTBUS OJHOBPEMEHHOIO IPUMEHEHHUs TONUpPaMaTa C ajJKoroJIeM WIH IPYTUMHU
BemectBamu, yruetaromumu ¢ynkuun LHC, He wu3ydamuch. PexoMenayercss HE MpPHHAMATH
TONIMpPaMaT BMECTE C AJIKOTOJIEM WJIM APYTUMU MpenapaTaMy, BbI3bIBAIOIIMMH YTHETEHUE (PYHKIIUU
HC.

36epoboil npoovipsisniennbll: TIPH COBMECTHOM MpUEME TONMpamMara W IpernapaTtoB Ha OCHOBE
3Bepo0ost mpoasipsiBiienHoro (Hypericum perforatum) koHIeHTpalys ToMpaMara B IIa3Me MOKET
CHIDKATBCS U, Kak clieAcTBUE, 3)(HEKTUBHOCTD IpenapaTa TakKe MOXKET MOHU3UThCS. KITMHIYECKIX
MCCIIe/IOBAaHUI B3aMMOICHCTBHS TOTIMPaMaTa U MpernapaToB Ha OCHOBE 3BepO00s PO IBIPSABICHHOTO
HE MPOBOIMIIOCH.

Ilepopanvhvie  kKommpayenmugvl: B  WCCIENIOBAHWUM  JIGKAPCTBEHHOTO  B3aMMOJCHCTBUS  C
NepOpaTbHBIMA  KOHTPALIENITUBAMH, B KOTOPOM HCIIOJIb30BAJICS KOMOMHUPOBAaHHBIA TMpernapar,
coaepxantuit HopatuctepoH (1 mr) u stuamIdCcTpaAnoi (35 Mkr), Tonrpamar B g03ax 50-800 mr/cyr
HE OKa3bIBAJI CYIIECCTBEHHOTO BIMSHUS Ha 3PPEKTUBHOCTh HOpITHCTEpOoHa U B 103ax 50-200 mr/cyT
— Ha 30¢eKkTuBHOCT, ATUHWIACTpaauona. CylIIeCTBEHHOE  JI0303aBUCMMOE  CHHIKEHHE
3G GEKTUBHOCTH STUHHIACTPaanoia Habmoganock mpu jgo3ax tomupamata 200-800 mr/cyr.
Knnuudeckass 3HaYMMOCTh OIMCAHHBIX HM3MEHEHHWH He sCHA. Puck CHmKeHHs 3()HEKTHBHOCTH
KOHTPALICTITUBOB M YCHJICHUSI «IPOPBIBHBIX» KPOBOTCUCHHUH JOJKEH YUUTHIBATHCS Y MAIUCHTOB,
NPUHUMAIOIINX TEPOpalbHbIC KOHTPALCHTHBBI B COYETAaHMM C TOMHPAaMaroM. IlarMeHThl,
MPUHUMAIOIINE ICTPOTCHCOACPIKAIUES KOHTPAICTITHBBI, JOJDKHBI COOOIIATh O JIFOOBIX M3MEHEHHSX
CPOKOB M XapakTepa MeHCTpyauuil. DPPEeKTUBHOCTh KOHTPAICTITHBOB MOXET ObITh CHIKEHA JaXe
IIPU OTCYTCTBHH «IIPOPBIBHBIX» KPOBOTCUCHHIA.

Jlumuii: 'y 370poBBIX 100poBoJiblieB Habmomanock cHwkenne AUC nmutus nHa 18 % mpm
OTHOBpeMEeHHOM mpueme Tomupamata B 03¢ 200 mr/cyr. Y mnanuMeHTOB ¢ MaHHAKaIbHO-
JICTIPECCUBHBIM TICHMX030M IPUMEHEHHe Tomupamara B 103ax g0 200 mr/cyr He BIUsUIO Ha
(hapMaKOKHHETHKY JINTHS, OJHAKO Ipu Oosiee BbICOKuX mo3ax (mo 600 mr/cyr) AUC nutus Obuia
noBbiieHa Ha 26 %. [lpy OJHOBpEMEHHOM MNPUMEHEHWH TONUpaMaTa | JIUTHS CIEAyeT
KOHTPOJIUPOBATh KOHIICHTPALIUIO TIOCIICTHETO B TIa3Me KPOBH.

Pucnepuoon: uccienoBaHus JIGKAPCTBEHHOTO B3aUMOJICHCTBUS, IPOBEACHHBIC C OJHOKPATHBIM U
MHOTOKpaTHBIM BBEJCHHEM TOIIMpamMaTa 3J0POBBIM JOOPOBOJIbIIAM M IMAIMEHTaM C OHITOJISIPHBIM
paccTporCTBOM, Jalld OJIMHAKOBBIE Pe3yNbTaThl. [Ipyu OHOBPEMEHHOM MPUMEHEHHH TOTIHpaMara B
cyrounbix mo3ax 250 mr mwim 400 mr AUC pucnepuaona, npuHHMaeMoro B go3ax 1-6 wmr/cyr,
CHWXaeTcss  coorBeTcTBeHHO Ha 16% w  33%. Ilpu »tOoM  (papMakokWHETHKA
9-rHIPOKCUPUCTIICPUIOHA HE W3MEHsIAach, a CyMMapHas (apMaKOKMHETHKAa AKTUBHBIX BEIICCTB
(pucniepuiona U 9-rHAPOKCUPUCTIEPHUIOHA) U3MEHSIACh HE3HAYUTEIbHO. VM3MEHEHHEe CHCTEMHOTO
BO3JICHCTBUS  pUCTIEPUA0HA/I-THIPOKCUPHUCIICPUIOHA | TONHMpaMara He ObUIO KIMHHYECKH
3HAYUMBIM, U 3TO B3aMMOJEHUCTBHE BPS JIM MOKET UMETh KIIMHUYECKOE 3HAUCHUE.

T'uopoxnopomuasud: neKapCTBEHHOE B3aWMOJIEHCTBHE OLIEHHWBAJIOCh Ha 3J0POBBIX TOOPOBOJIBIIAX
IpU pa3IelbHOM W COBMECTHOM MPUMEHEHHH TrHapoxyopotuasuaa (25 Mr kaxiapie 24 daca) u
tormpamara (96 wmr kaxapie 12 dvacoB). PesymbraThl HCCIEIOBaHUM TOKa3alid, YTO MpPHU
OJIHOBPEMEHHOM TMpHEeMe TomHpamMaTa U TUAPOXIOPOTHA3HUIA TPOUCXOAUT  YBEIHUCHUE
MaKCUMaJTbHOW KOHIIEHTpaIuu Tonupamara Ha 27 % u mwiomanu noa kpuBod AUC tommpamarta Ha
29 %. KiomHpyeckas 3HAUYMMOCTh JTHX  HCCIENOBaHMM He  BhIfBIeHa. HasHaueHwue
TUAPOXJIOPOTHA3H/IA TTALIMEHTaM, TPUHUMAIOIIUM TOTIHPaMaT, MOKET MOTPeOoBaTh KOPPEKIIUHU JTO3bI
tonupamata. DapMaKkOKMHETHUYECKHE TMapaMeTphl TUAPOXJIOPOTHA3UJa HE TOJBEPrajucCh
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M ELOBATENEHOCTE 0002)

3HAYMMOMY U3MEHEHUIO IIPU COIYTCTBYIOLIEH Tepanuy TOIUD

Memgopmun: nexapcTBEHHOE B3aMMOJCHCTBHE OIEHMBAJIOCH HA 370POBBIX JT0OPOBOJIBIAX,
MOJYYaBIIUX METPOPMUH HIM KOMOWMHAUMIO MeThopMHHA H Tomupamara. Pe3ynbTarsl
UCCJICIOBAHUI IOKa3ajM, 4YTO MpPU OJHOBPEMEHHOM IIpUEME TonHpaMara W MeT(hOopMHHA
MPOKMCXOIUT YBEIIMYCHHE MAaKCUMAJIbHOM KOHIICHTpAIXK U tuiomiau moja kpuBoit AUC metdopmuua
Ha 18 % wm Ha 25 % COOTBETCTBEHHO, TOTJAa KAaK KIMPEHC MEeT(GOpMHHA TPU OJHOBPEMEHHOM
NpUMEHEHHH ¢ TonupamaroM cHiwkaics Ha 20 %. Tonupamar HUKaK He BIIMSUIT Ha BPEMsl JIOCTHKCHUSI
MaKCHMMAJIbHOW KOHICHTpaluu MeThopMHHA B Iula3Me KpoBu. KimpeHc Ttommpamara IpH
OJTHOBPEMEHHOM TPUMEHEHHU C MeThopMuHOM CHiKaercs. CTelneHb BbISIBICHHBIX W3MEHCHUI
KJIMpeHca He u3ydeHa. KiimHuyeckas 3HauMMOCTh BO3/IeiicTBUSI MeThopMUHA HA (hapMaKOKUHETUKY
TomMpamara He sicHa. B ciydae m00aBiieHNs MM OTMEHBI TOTIMpaMaTa y MAalueHTOB, MOJYJaOInX
MeT(QOpPMHH, CleIyeT KOHTPOJIMPOBATh COCTOSIHUE TAllMCHTA IS OLEHKH TEYCHHUS CaxapHOTO
nuabera.

Iluozcnuma3zon. nexapCTBEHHOE B3aMMOJICHCTBHE OLIEHWBAJIOCh Ha 3/I0POBBIX JOOPOBOJBIAX MPHU
pa3ieTbHOM M OJHOBPEMEHHOM TNPUMEHEHHH MHUOTJWTAa30Ha M TOMHpamara. DBbhIJIo BBISIBICHO
yMeHbleHne tiomany nox kpuBoid AUC mmornurazona Ha 15 %, 6e3 u3MeHeHUsT MaKCUMaTBHON
KOHIICHTPAIIUU TIperapaTa. ITH U3MEHEHHS He ObUIM CTaTHCTHYECKH 3HAYUMBIMU. J[JIT aKTUBHOTO
THAPOKCUMETA00IUTa TMHOTJINTa30Ha TakKe ObUIO BBISBJICHO CHHXKEHHWE MaKCHMAaJIbHOU
KOHIIeHTpanuu U rromaay moa kpuBoit AUC Ha 13 % u Ha 16 % coOTBETCTBEHHO, a JIJIsi aKTUBHOTO
KeToMeTaboMTa OBUTO BBHISBIICHO CHIDKEHHE M MAKCHUMAJIbHOW KOHIIEHTPAIUH, W IUIOMIAIN TIOJ
kpuBoit AUC Ha 60 %. Kitnandeckasi 3HAUMMOCTb 3THX JJAHHBIX HE BhISICHEHA. [Ipr 0 THOBpeMEHHOM
MPUMEHECHUH TIAIIUEHTaMH TOTMpaMaTa W THOTJIWTa30HA CJIEIYET TIIATEIHbHO KOHTPOJMPOBATH
COCTOSIHUE MAallMeHTa JJIsl OLICHKH TeYEHHs caxapHOoro AuadeTa.

Imubenxnamud: OBUIO TIPOBEACHO HMCCICIOBAHNUE JEKAPCTBEHHOTO B3aUMOJICHCTBUS LIS M3YUCHUS
bapmakokuHeTnkn rmbOeHknamuga (5 Mr/cyr) B paBHOBECHOM COCTOSIHHH, TMPHUMEHIEMOTO
M30JIMPOBAHHO WM OJHOBpeMeHHO ¢ TtormupamatoM (150 wmr/cyT) y mHalMeHTOB ¢ caxXapHbIM
muaderom 2 tuma. [Ipu npumenennn tonupamata AUC rmnbenkinamuia cHmkanach Ha 25 %. Taxoke
OblJIa CHIDKCHA CHUCTEMHAs SKCTO3UIUs 4-TpaHC-TUIPOKCU-TIMOEHKIAMHUIA U 3-I[UC-THIPOKCH-
rimbenkiaamuaa (coorBerctBeHHO Ha 13 % u 15 %). I'mubenknaMu He BvsiT Ha papMaKOKHHETHKY
TOTIMpaMara B PAaBHOBECHOM coCTOSTHHH. OOHApyKEHO CTATUCTUIECKH HEIOCTOBEPHOE YMECHBIIICHHE
AUC mmornura3ona Ha 15 % npu orcyrcTBun n3MeHeHHs €ro Cmax. [Ipy Ha3HAYeHWM TomMpamara
narnyeHTaM, MoJIyJaromuM riuOeHkamug (WM Ha3HAYCHWH TJIMOCHKIAMHUAA MalueHTaM,
MOJIYYAIOIUM TOTIMPAMaT), CJIeIyeT TIIATeIbHO KOHTPOJIMPOBATh COCTOSIHUE TTAIMCHTA JUIS OIICHKH
TEYEHUs caxapHOro auadera.

Ipyeue  mpenapamei:  OJHOBPEMEHHOE  IPUMCHEHHE  TONUpaMaTa C  Iperaparam,
MpepacroarariiuMi K HeQpoIuTruasy, MOXKET MOBBIIIATh PUCK 00pa30BaHUs KAMHEW B MOYKax. B
MIEPUO/I JICYCHUS TOTIUPAMATOM CJICAYeT U30eraTh NPUMEHEHHUS IPENapaToB, MPEapacoiaraloniux K
HeppoIUTHA3Y, TOCKOJIBKY OHM MOTYT BbI3BaTh (PM3UOJOTHUECKUE U3MEHEHHS, CIIOCOOCTBYIOIIHE
HedpoIuTHAZY.

Aumukoacynanmusie cpeocmea, awmazonucmel eumamuna K. OJHOBpPEMEHHOE INpPHUMEHEHHE C
AHTUKOAryJsIHTHBIMM CPEACTBAMM, aHTarOHUCTaMH BuTamMuHa K MOkeT IpUBOIUTH K YMEHBILIEHUIO
MexaynapoaHoro HopmanmzoBaHHoro oTHoureHus (MHO). Bo Bpemsi Tepanuu TomHpamarom
PEKOMEHAYETCS Yallle MPOBOIUTh KOAryIsIUOHHBIE TECTHI.

Banvnpoesas xucnoma:. KOMOMHUPOBAaHHOE MPUMEHEHUE TOMHMpamara M BaJlbIIPOEBOW KUCIOTHI Y
MAIMEHTOB, XOPOIIO MEPEHOCAUIMX KaXIbplii Tpernapar B OTAEIbHOCTH, CONPOBOXKAAETCS
rurnepaMMoHMeMueil ¢ sHiedanonatue win 6e3 Hee. B OONBIIMHCTBE CIydaeB CHMITOMBI U
NPU3HAKK MCYE3al0T TIOCJe OTMEHBI OJHOro H3 mpenaparoB (cMm. pasnmenst 4.4, 4.8). DOra
HeOJIaronpusTHas peaklys He BbI3BaHa (PapMaKOKMHETHUYECKUM B3aUMOJICHCTBUEM.

HpI/I COBMCCTHOM INpHUEMC TOIlMpaMara " BaHBHpOGBOﬁ KHCJIOTBI MOKCT BO3HUKATH T'HIIOTCPMUA
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MM KC HC3aBUCHUMO. I[aHHOC SABJICHUC MOXCT BO3HUKATH KaK IIOCJIC Ha4Yasla COBMCECTHOI'O IMpHUEMa
BaHBHpOCBOﬁ KHCJIOTBI U TOIIMpaMara, TaK U IIpU YBCIIMYCHUU I[HGBHOI>'I J03bI TOIIMpamMara.

Hononnumenvuvie ucciedo8anus 1eKapcmeenHo2o 83aumMooercmeus. Aiasl OLUEHKU MOTCHIUAIBLHO
BO3MO’KHBIX BapUaHTOB JICKAPCTBEHHOTO B3aUMOJACUCTBUS MEXKIy TONHPAMaToM M APYTMMH
JIEKapCTBEHHBIMU IpernapaTaMu ObUIM MPOBEAEHbI KIMHUYECKUE HCCiIeloBaHus. Pe3ynpTaThl 3THX
B3aUMO/ICHCTBUI CYMMUPOBAHBI B CIIEAYIOUIEH Ta0nuiie:

[obaBiasiemoe KonuenTpanus 1o6aBjsieMoro Konuenrpanus
JIeKapCTBEHHOE CPeICTBO JIC* Tonupamara*
(JIO)
AMUTPHIITHIINH Veemnuenne Cmax u AUC | He nccenenoBanoch
MeTaboauTa HOPTPUNTHIMHA HA
20 %
JuruaposproraMmuH
(nepopr;ﬂbio U T10JIKOKHO) - <
lNanonepunon VBennuenue AUC wmetabonurta | He nccienosanock
Ha 31 %
[Tpompanomon Veennuenne Cmax U1 VBennuenue Cmax Ha 9 % u
4-OH npomnpanomnona vHa 17 % 16 %; AUCHa 9 % u 17 %
(Tormmpamar 50 mr) IU1st iporipanosioia 40 u
80 M Kaxxapie 12 g
COOTBETCTBEHHO
Cymarpunran - He nccnenoBanoch
(mepopaiabHO | MOKOYKHO)
[Tu3otrden > >
Juntuazem VYmenbmieane AUC muintrazema
Ha 25 % u . | YBennuenne AUC na 20 %
nesanerwianiaTuasemMa Ha 18 %;
< s N-geMeTuiiuaTazemMa
Bennadakcun > >
dnayHapU3UH VYBemnuenne AUC Ha 16 %
(50 Mr xkaxapie 12 u)** <

* poipakena B % ot 3HaueHuit Cmax 1 AUC nipu MOHOTEpanuu
<> orcyrcrBue u3MeHeHHH Cmax © AUC (< 15 % OT HCXOMHBIX TaHHBIX)

** [Ip MHOTOKPATHOM TpHeMe OaHOTO (yHapusmHa (MoHOTepamus) Habmonanocs yBenmnuenne AUC wa 14 %, uto
MOXKET OBITh CBSI3aHO C HAKOIUICHUEM IIperiaparta B Ipolecce JOCTHKEHHS PAaBHOBECHOT'O COCTOSIHUSL.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTb U JAKTALMS

bepemeHHOCTD

TonupamaT nposiBIIs TepaTOT€HHbIE CBOMCTBA y MBbIIIEH, KPbIC U KPOJUMKOB. Y KpbIC TOMHMpaMar
MIPOHMKAJI Yepe3 IIalleHTapHbIi 6apbep.

CriennanbHBIX KOHTPOJHPYEMBIX HCCIEOBAaHUM, B KOTOPBIX TOMUpPaMaT MPUMEHSJICS Obl JUis
nedyeHus OepeMEHHBIX KEHIIMH, He MPOBOAMIOCH. TomnmupamMaTr MOKeT MPUYUHUTH Bpe TUIOAY MpH
MIpUMEHEHUH Y OepeMEeHHBIX JKEeHIUH. J[aHHbIe ydyeTa perucrpa 6epeMeHHOCTeH CBUIETENbCTBYIOT,
YTO y MJIAJICHIIEB, TIOJIBEPTraBIINXCS BO3JACHCTBUIO TOMTUPaMaTa BHYTPUYTPOOHO B TEUCHUE MEPBOTO
TpUMecTpa OEpeMEHHOCTH, UMEETCs TIOBBIIICHHBIN PUCK PAa3BUTHS BPOKIEHHBIX TOPOKOB Pa3BUTHS
(HanpuMep, YepemHO-JIUIIeBbIe Je(EKThl, TAKUE KaK pacIlejMHa I'yObl WM HeOa, TUMOCTIAIus U
AHOMAJIMW PA3BUTHUS PA3JIMYHBIX CHCTEM OpraHW3Ma) M HapYIICHHH Pa3BUTHS HEPBHOW CHUCTEMBI
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(HampuMep, PAcCTPOICTBA AyTHCTHHECKOTO CIIEKTPA HyMCTBEHIAR OTCTAMOCTE). Y KA AR ML TOPORh

pa3BuTHs ObUIM 3a(h)MKCUPOBAHBI KaK IIPH MOHOTEPANTUN TOMUPAMATOM, TaK U MPH €ro MPUMEHEHUH
B paMKaXx KOMOMHHMpOBaHHOW Tepamuu. CienyeT paccMOTpPETh albTepPHATHBHBIE BO3MOXKHOCTU
JICYEHUS VIS )KCHILIUH C COXPAaHEHHBIM JETOPOJIHBIM ITOTCHIIUAIOM.

JlaHHBIE OJTHOTO U3 PEECTPOB OEpPEMEHHOCTEW NOKa3aiH, YTO MPU MOHOTEpPANUU TOMHPAMaTOM
4acTOTa BOSHUKHOBEHMSI 3HAUUTENBHBIX BPOXKJACHHBIX TOPOKOB PAa3BUTHSl YBEIUUUBAETCS IPUMEPHO
B 3 paza MO CpPaBHEHHIO C TPYNIOW CpaBHEHHs, HE NPUHUMABIICH MPOTHBOAIHICTITUYECKHE
Ipenaparsl.

Kpome Toro, mokazaHo, 4To pHCK pa3BUTHS TEPATOTEHHBIX 3()(HEKTOB, aCCOIMUPOBAHHBIX C TPUEMOM
MIPOTUBOAMMIEITHYECKUX IIPENapaToB, BhIIIE B Cllydyae IPUMEHEHHS KOMOWHUPOBAHHON Tepamuu,
4yeM B cydae MOHoTepanuu. Puck Habroancs npy npueme Beex /103, M cO00Ianoch, YTo 3P PeKTs
3aBUCST OT A03bl. Y KEHILMH, NOJYy4YaBIIUX TONHMpamar, y KOTOPbIX OblUI peOEHOK C BPOKIEHHBIM
MIOPOKOM Pa3BUTHS, MTO-BUIMMOMY, CYLIECTBYET MOBBIIIEHHBIN PUCK pa3BUTUS MajIb(opMalluu MpH
MOCJIEAYIOUX OEpeMEHHOCTAX MpH npueMme Ttonupamara. CyllecTBYeT MOBBIIIEHHBIH PUCK
MPpEKACBPEMCHHBIX POJOB U NPCKIACBPEMCHHOI'O pOAOPa3pCICHUS, CBA3aHHBIX C UCITIOJIB30BAHHUEM
MMPOTUBOSIMUIICTITUICCKUX NTPCIIapaTOB, BKIOYad TOIIUpaMar.

[To cpaBHEHHUIO ¢ TPYMNION MAIMEHTOB, HE MPUHUMAIOIINX MPOTUBOIMWICTITUYECKUE MPEnaparhl,
JaHHBIE yueTa OEpeMEHHOCTEHN MPU MOHOTEPANUH TOTMMPAMATOM CBHJIECTEIHLCTBYIOT 00 YBETUUCHUH
BEPOSTHOCTH POKJICHHS JeTel ¢ Hu3KoW Maccoit Teina (Menee 2500 r). OmuH U3 PErUCTPOB
OCpEeMEHHOCTEH TMOKa3ajd YBEIWYCHHE OTHOCHUTEIBHOTO YHCJIa MIIAJCHIIEB, HEAOPA3BUTHIX IS
cBoero recrannonnoro Bo3pacta (HI'B; onpenaensiercs kak mMacca Tena mnpu poxacHun Huxe 10-ro
MPOICHTUIISL C KOPPEKTHPOBKOM 1O TE€CTAIHOHHOMY BO3PACTy M CTpaTH(HKAIUEH MO MOJy), Cpean
MJIAJICHIIEB, TIOIBEPTaBIINXCS BO3JIEHCTBHIO Tonmupamara BHyTpuyTpoOHo. HI'B nHabmomaercs mpu
MIPUMEHEHHH JIFOOBIX /103, C J0303aBUCHUMBIM 3 dekTom. Pacnipoctpanennocts HI'B Gonbire cpenu
YKEHIIMH, MOJIy4yaBUIMX OoJiee BHICOKME JI03bl TolHpamara Bo Bpemsi OepemeHHocTH. Kpome Toro,
pacnpoctpaneHHocTh HI'B cpenu keHIIMH, KOTOpBIE MPOAOJIAKAIM NMPUMEHEHUE Tomupamara Ha
MO3JJHUX CpOKax OepeMEeHHOCTH, OOJIbLIE 10 CPABHEHUIO C JKEHIIMHAMH, KOTOpbIe MPEKPATHIIA €T
npueMm 10 Tpetbero tpumectpa. Jonrocpounsie nociencrsus HI'B He onpenenensl. [Ipuunna
YMEHbILIEHUS Macchl Tena npu poxkaeHur 1 HI'B He ycranosneHa.

Bo BpEMs TEpallii TOIIMPaAMaTOM KCHIMHWHBI ¢ COXPAaHCHHBIM ACTOPOJHBIM IIOTCHIHUAIIOM AO0JIKHBI
HCII0JIB30BaTh HAACKHBIC METOAbl KOHTPALCIIIIUH.

[TanueHTKy ciexyer mpeaynpeauTb 00 W3BECTHBIX PUCKAX HEKOHTPOJIUPYEMOW SMUICHICHH IS
OepeMEHHOCTH U OTEHIIMAIBHOM PUCKE OT IMPUMEHEHHs Ipernapara Jyis 1I0/a.

Ecmn  xenmuHa IJIaHUPYET 6epeMeHHOCTL, PCKOMEHAYCTCA A0 3a4aTust pacCMOTPETb
AJIbTCPHATUBHLIC BAapPUAHTBI JICHCHUA. B cJIydyac IPUMCHCHUA TOollMpaMaTa B IEPBOM TPHUMECTPE
6epeMeHHOCTI/I CJICAYCT BECTU TIIATEIbLHBIN HpeHaTaHBHLIﬁ MOHHUTOPHHI.

Ecmu TonmrpamMarT IPUMCHACTCA BO BPCMA 6epeMeHHOCTI/I, nin €CJIn IIainuCHTKa 3a6epeMeHeJIa B
nepuoAa nmpueMma Iperapara, €€ CJICAYCT NPEAYIIPEANTD O TOTCHIHUAJIBHOM PUCKE UIS IJIOAA.

HpI/IMeHCHI/Ie npenapara IIpu 6epeMeHHOCTI/I Yy KCHIOUH C HeKOHTPOHpreMOﬁ 1070 (S0 (05 ()
OIpaBJaHO JIMIIb B TOM CJIyda€, KOraa MNOTCHIHAJIbHASA II0JIb3a OT NMPUMCHCHUA IIpCliapara IJisd
MaTepu IMPEBLIIIACT BO3MOKHBII pUCK UIA TUIOAQA. HpI/IMeHCHI/Ie Tonrpamara it HpO(I)I/IJ'IaKTI/IKI/I
IMPUCTYIIOB MHUI'PECHU MPOTHUBOIIOKA3aHO B TICPUO 6epeMeHHOCTI/I, a TaKXe Yy JKCHIIMH C
COXPAaHCHHBIM JCTOPOAHBIM IMOTCHIUMAJIOM, HE UCIIOJIb3YIOINX HAJACKHBIC MCTOAbI KOHTPALICIIINH.
)KeHH_II/IHaM C COXPAaHCHHBIM JC€TOPOAHBIM IOTCHOHUAJIOM CJICAYET IMPOKOHCYIBTUPOBATHCA C
JieqalyuM BpavoOM. Ecau xenmuna IJIaHUPYCT 6CpCMCHHOCTL, PCKOMCHAYCTCA MNMEPCCMOTPETH
HCO6XO,[[I/IMOCTB neuenus [10I1. YV JKCHIIHWH, MPOXOAAIINX JICUCHUC OT SMUJICIICUH, CICAYCT n3oerarhb
BHC3AITHOTO IMPCKpAlICHUA TCpAlINnU HSH, TaK KaK 3TO MOXKCT IMPUBCCTU K PCHUIUBY HNPUCTYIIOB
OIUJICTICUH, KOTOPBIC MOTYT UMCTh CCPLC3HBIC MOCICACTBUA I KCHIIUHBI U 6y,[[y111€1" (8} peGeHKa.
Ilo BO3MOXHOCTHU CJICAYCT OTHaBaTb MNPCANOUYTCHUC MOHOTCpAIllMU, I[MOCKOJIbBKY TCpalunid
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

pa3BUTHs, YEM MOHOTepanus, B 3aBucumoctu oT comyrcrByoomux I[IOII. Ilpu nedenun u
KOHCYJIbTAllMM JKEHIIMH, OO0JaJalolMX JCTOPOJHBIM MOTEHIMAIOM, JeJyalluii Bpayd JOJDKEH
B3BECUTh COOTHOILECHHE II0JIb3bl U PUCKA JICYEHUS U PACCMOTPETHh AJIbTEPHATUBHBIE BO3MOKHOCTHU
JICYCHUSL.

JlakTanus

OrpaHu4eHHOE YHUCIIO HAOMIOJEHUI 3a NallMeHTaMU I03BOJISET MPENNOJIOKUTh, YTO TOIMpaMar
AKCKPETUPYETCSI C TPYJHBIM MOJIOKOM Y >KeHIIMH. Coo011anoch 0 uapee U COHJIMBOCTH Y TPYIHBIX
JIeTel, YbM MATEPH MOJIyYaloT JeueHue TonupamaroM. [1oaToMy Bpad 10J15KE€H NPUHATH peLIeHre 00
OTKa3e OT I'PYAHOI0 BCKapMIIMBaHUS WIHM O IPEKPAILCHUM NIpUEMa Mpernapara, ¢ y4eTOM I0Jb3bl
IPYAHOTO BCKapMIIMBaHUS [yl peOCHKa U BaXKHOCTHU IIpHUEMa JIEKAPCTBEHHOIO CPEJICTBA /ISl MATEPH.

DdepTUIbHOCTE

[Ipu uccrenoBaHum y )KUBOTHBIX HE ObLJIO OOHAPYKEHO BIUSHUS TONMpaMaTa Ha (epTHIHHOCTb.
OddexT Tonmupamara B OTHOIICHUU (PEPTUITLHOCTH Y JIFOJCH HE YCTaHOBJIICH.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHM CpeACTBAMM M padoraTth ¢
MeXaHM3MaMM

Tomupamar neHCTBYeT Ha IEHTPAIBHYIO HEPBHYIO CHUCTEMY U MOXKET BBI3BIBATH COHJIHUBOCTD,
TOJIOBOKPY)KE€HHUE U Jpyrue cUMNTOMBI. OH TakKe MOXKET BBI3BIBATH HAPYIICHHWE 3PEHUS. IJTH
HEONAronmpusATHBIE SIBJICHUS MOTYT TMPEACTaBIAThH OMACHOCTh IS TAIMEHTOB, YIPABIISIONIAX
aBTOMOOWJIEM U JBHKYIIMMUCS MEXaHW3MaMH, OCOOEHHO B MEpUOJ, MOKa He OyJeT yCcTaHOBJIEHA
peakuys nanuMeHTa Ha mpenapar.

4.8. HexenareJbHble peakiuu

Pesrome npoduist 6esonacHOCTH

Hawubosiee yacThIMU HeXeIaTeIbHBIME PEaKIUAMU (4acToTa KOTOPBIX ObLiIa 60Jiee 5 % u mpeBbiiiana
TaKOBYIO B TpyIIe mianedo 1no kpaiHeil Mepe A 0JHOTO M3 MOKa3aHUil B X0J1e KOHTPOIUPYEMbIX
KJIMHUYECKUX HCCICIOBAHUI TONMUpamara) SBISIOTCS: AHOPEKCHs, TOHMKCHUE AallleTHTa,
3aMeJICHHOE MBIIIUICHUE, JIeNpeccrs, HapyIeHUsl IKCIPECCUBHOMN peur, OECCOHHUIIA, HAPYILIEHUS
KOOpJIUHAIIMKM JBUXKEHHM, HapylleHWe KOHUEHTPAllMd BHUMAHUS, TOJIOBOKpPY)KEHUE, AU3apTpHs,
JMICTEB3US, THUIIECTE3Hs], 3aTOPMOKEHHOCTD, HAPYIIEHUS MaMsITH, HUCTArM, apecTe3us, COHJINBOCTb,
TPEMOp, ITUILIONHS, HEYETKOCTh 3pEHUs, auapes, TOIIHOTA, YCTAJlOCTh, Pa3ApaXKUTEIbHOCTb H
MOHI>KEHUE MACChI Tela.

PesroMe HexkelaTeIbHBIX PEaKIUN

Yacrora moGOYHBIX peakilvii NpUBEIEHAa B BHIE CICIYIOMIEH Trpaganuu: ouens yacmo (> 1/10);
yacmo (>1/100, o < 1/10); neuacmo (> 1/1000, Ho < 1/100); peoxo (> 1/10000, o < 1/1000); ouens
peoko (< 1/10000); uacmoma neuzéecmna (Ha OCHOBAaHHUM WMEIOIIUXCS JAHHBIX OIEHHUTH
HEBO3MOXKHO).

Hugpexyuu u uneazuu

Ouens yacmo: Ha30(apuUHTUT™.

Hapywenus co cmoponuvl kpogu u tumgpamuueckoi cucmembl

Yacmo. aHeMus,

Heuacmo: nelikonenus, 1uM¢paaeHonaTus, TPOMOOIUTONCHHUS, 203UHO DUITHS;

Peoko: nelitponenus™.
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Hapywenus co cmoponvl umMmyHnHou cucmemsl

Yacmo: runiepuyBCTBUTEIIBHOCTD;

Yacmoma Heuzgecmua: allIepPTUUECKUN OTEK™, OTEK KOHBIOHKTUBBI®.

Hapywenusa memabonuzma u numanus

Yacmo: aHOpeKcHsl, TIOHWKEHUE alleTUTa;

Heuacmo: metabonuyeckuii aiy 103, THIOKATUEMUS, TTOBBIIICHUE aNIEeTUTA, ITOJTUIUIICHS,

Peoko: FI/IHerJIOpeMI/IT-IeCKI/Iﬁ anunuao3, TUIICPaMMOHHEMMU, runcpaMMOHUCMHUYICCKaA
SHIIepATOTIATHS.

Icuxuueckue Hapyuienus
Ouens uacmo: nenpeccus;

Yacmo: 3aMelJieHHOE MbIILIEHHEe, OECCOHHMIIA, HapyLIEHUs SKCIPECCUBHOW peuu, TPEBOra,
CIyTaHHOCTb CO3HAHHWS, [JE€30pUEHTAIUsl, arpecCUBHbIE pPEAKIUH, HAPYIIEHUs HaCTPOEHMS,
BO30YXXJICHHE, SMOIMOHAIbHAs JaOWIBHOCTb, JENPECCUBHOE HACTPOEHUE, THEB, HapylICHHE
MOBE/ICHUS;

Heuacmo: cyunupanbHble MBICIM, TONBITKA CYMIWJQ, TaJUIIOUUHAIWH, TCHUXOTUYECKUE
pPacCTpOMCTBA, CITYXOBBIC TAJLTIONMHAIINN, 3PUTEIbHBIC TAJUTFOIIMHAIINH, allaThsl, 3aTpyJHEHHAS PeUb,
HapyleHus cHa, appekTuBHas JTaOMIHLHOCTh, CHIDKCHHE JTUOMI0, BO30OYK/IEHHOE COCTOSIHHE, TIIad,
muchemMust, popruuecKkoe HaCTPOCHHE, MapaHOMs, TIepceBepaIisl MBIIUICHUS], TAHUYECKUE aTaKH,
IINIAKCUBOCTD, HapymeHI/Ie HABBIKOB UYTCHMNI, HapymeHHe 3aChbIIIaHUusd, ynnomeHHe BMOHHﬁ,
MaToOJOTHYECKOE MBIIUICHHE, AaHOpra3Mus, TOoTeps JUOUI0, BSIJIOCTh, HHTPACOMHUYECKOE
PacCTpOMCTBO, PACCESTHHOCTh, paHHUE MPOOYKJACHUS 110 yTpaM, MAHNYECKUE PEAKIINH, TPUTIOTHITOC
HaCcTpPOCHHUE,

Peoko: MaHusI, TAHUYECKOE PACCTPOMCTBO, UyBCTBO OE3BICXOAHOCTH ™, THTIOMAHHSI.
Hapywenus co cmoponul nepsnoii cucmemol
Ouenv yacmo: MapecTe3n, COHIMBOCTh, TOJIOBOKPYKCHHE;

Yacmo: HapylieHHE KOHIEHTPAallMd BHHUMAHHUS, HApYIICHHE MaMSATH, aMHE3Us, KOTHUTHBHbBIC
paccTpoiicTBa, HapylIeHHE MBbIIUICHUS, CUXOMOTOPHBIE HApYIICHHs], CYAOPOTH, HapylIeHHE
KOOPJIUHAIMY ABHKEHUH, TPEMODP, 3aTOPMOKEHHOCTh, THUIIECTE3HsI, HUCTArM, IUCTeB3Hs, HapyIlIeHHE
4yyBCTBa OajlaHca, AU3apTpHsl, UHTEHIMOHHBIN TpeMop, cenanus;

Heuacmo: yruereHHoe CO3HaHHE, TOHHUKO-KJIOHMYECKHE MpUIAaaKd Mo Ttumy «grand mal»,
HapyIIeHUEe TOJIs 3PEHHUs, CIOKHbIE MaplHalbHble MPUIAIKU, HAPYIICHUE PEYH, MCUXOMOTOPHAS
TUIEPaKTUBHOCTh, OOMOPOK, CEHCOpPHBbIC HApyIIEHUs, CIIOHOTEYEHUE, TUunepcoMHus, adasus,
MOBTOPSIOLIASICS peYb, TUIOKWHE3Ws, AUCKHHE3US, IOCTYpajJbHOE TOJOBOKPYKEHHUE, HU3ZKOE
KauyeCcTBO CHA, OLIYIICHHE XKEHHUS, MOTePs UyBCTBUTENLHOCTH, TAPOCMUS, LIEpEOPabHBIN CUHIPOM,
JIM3eCTe3usl, TUIIOTEB3US, CTYNOp, HEYKIIOKECTb, aypa, areB3us, aucrpadus, aucdasus,
nepudepudeckas HelponaTusi, MpeJoOMOPOYHOE COCTOSTHUE, TUCTOHHUS, OIIYIEHUE «MYpPAaIIeK» IO
Teny,

Peoko: aripakCusi, HApPYHICHUC NHPKAAHOTO pHUTMA CHA, TUICPECTC3UA, T'HIIOCMUA, AHOCMUA,
3CCEHIIUATbHBIN TPEMOP, aKNUHE3Us, OTCYTCTBHUC peaKHI/Iﬁ Ha pasapaxuTcCiu.

Hapywenus co cmoponwl opeana 3penus
Yacmo: HEYETKOCTb 3PEHMS, TUILIONNS, HAPYILICHUE 3pEHUS;

Heuacmo: yMeHbIIIGHHE OCTPOTHI 3pCHHS, CKOTOMA, MHUOIHS®, CTPaHHBIC OIIYIICHUS B Iia3ax™,
CYXOCTh TJia3, CBETO0Os3HB, OnedapocnasM, MOBBINIEHHOE CIE30TCUCHUE, (OTOICHUS, MHIpPHA3,
npecOuomnus,
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Peoxo: OMHOCTOPOHHSS CJIETOTa, MPEXOJsmias ClelloTa, rﬂ%(;ml'?%géyﬂ&%%ﬂﬁﬂéﬂ}ﬁﬁ,

HapylIEHUE 3PUTEITHHOTO MPOCTPAHCTBEHHOTO BOCHPHATHS, MeplLaTeibHas CKOTOMA, OTEK BEK™,
HOYHAas CJIETIOTa, aMOJIHOIINS,

Yacmoma Heussecmua’ 3aKpbITOYTOJIbHAS TJIAYKOMa*, MaKyJIOMATUS™, HAPYIICHUS TOJABIKHOCTH
riasza*.

Hapywenus co cmoponuvl opeana ciyxa u riabupunma
Yacmo: BepTUTO, 3BOH B yIlax, 00Jb B yXe€,

Heuacmo: tinyxoTa, OJIHOCTOPOHHSS TIJIyXOTa, HEHpOCEHCOpHas IIyXoTa, AUCKOM(OpPT B yXe,
HapylIeHHUE cayxa.

Hapywenus co cmoponul cepoya

Heuacmo: 6panukapausi, CHHycHasi OpauKapIusi, ONIyIeHHe cepaeOneHms.

Hapywenus co cmoponul cocyoos

Heyacmo: THIIOTEH3Us, OPTOCTATUYECKAS TUTIOTCH3HSI, TPHJIUBEI, TOPSYNE TPUITHBHI;

Peoko: henomen Peiino.

Hapywenus co cmoponul OvixamenbHotl cucmemsl, 0peanos pyOHOU KIEemKU U CPe0oCmeHUs
Yacmo: onpIlIKa, HOCOBOE KPOBOTEUEHHE, 3aJI0’KEHHOCTh HOCA, pUHOPES, Kallesb™;

Heuacmo: onpiika mipu (pU3UYECKON HArpyske, THUIEPCEKpeIrs B MPUIATOYHBIX MMa3yxax HOCA,
TuchOHUS.

Hapywenus co cmoponul scenyoouno-kuuieuno2o mpaxkma
Ouenv yacmo: TOUIHOTA, AUapes;

Yacmo: pBOTa, 3a1op, 60k B AUTACTPaTILHOM 00JIACTH, TUCTICTICHS, O0JIb B )KUBOTE, CYyXOCTh BO PTY,
TUCKOMQOPT B JKETyJIKE, HAPYIICHUE YyBCTBUTEILHOCTH B POTOBOM MOJIOCTH, TACTPHUT, TUCKOM(OPT
B )KUBOTE;

Heuacmo: mnankpeatut, MereopusM, ractposzodareanbHblii pedirokc, 00Jib B HIKHEH YacTu
KUBOTA, CHIDKEHHE YYBCTBUTEJIILHOCTH B POTOBOM MOJIOCTH, KPOBOTOUMBOCTH JI€CEH, B3AyTHE
KUBOTA, AMCKOM(OPT B HSNUracTpanbHOM 00JIaCTH, YYBCTBUTEIHHOCTh B OO0JIACTH JKHBOTA,
runepcaiuBaiys, 00Jib B pPOTOBOU MOJIOCTH, HEMPUATHBIN 3amMax U30 pTa, II0CCOANHUS.

Hapywenus co cmopoHul neuenu u s#cenyesvi8o0auux nymeti
Peoxo: renatut, neyeHOYHas HEIOCTATOYHOCTD.

Hapywenus co cmopoHul Kodtcu u NOOKOINCHBIX MKAHeL
Yacmo: anonenus, Chilb, 3y,

Heuacmo: AHT'HJpO3, HAPYIICHHUC YYBCTBUTCIBHOCTHU B oOnactu Jina, KpalluBHHIA, 2PUTCMA,
FeHepaJ'II/BOBaHHBII\/’I 3yd, MaAKyJisipHas Cblllb, HAPYHMICHUC ITUIMCHTAIIUU KOXKH, aJ'IJ'IepFI/I"ICCKI/Iﬁ
JACpMAaTUT, TIPUIYXJIOCTh JMIA, CHHIPOM CTI/IBeHca'I[)KOHCOHa*, HOJ'II/IMOp(I)Ha}I 3pI/ITCMa*,
N3MCHCHUC 3al1axa KOXH, HapaOp6HTaHLHLIﬁ OTCK*, JIOKaJIM30BaHHAas KparuBHUIIA,

Yacmoma neuzsecmua: TOKCUUECKUH SMUIEPMaIbHbIN HEKPOIU3™.
Hapywenus co cmoponuvl mbiuieunotl, KOCMHOU U COeOUHUMENbHOU MKAHU

Yacmo. apTpajrvs, MbIIICYHLIC CIIa3Mbl, MUAJITUA, MBIIICYHBIC CYJOPOIHd, MbBIINICYHASA CJ'IaGOCTB,
CKEJIETHO-MBIIIICYHAst 00JIb B I‘py,]lHOfI KJICTKE,

Heuacmo: MpUITYXJIOCTb CYCTaBOB*, CKOBAaHHOCTbB MBIIIIIT, 0omu B 60Ky, YCTaIOCTh B MBIIIIAX,

Peoko: nuckoMpopT B KOHEUHOCTAX™.
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Hapywenus co cmoponvl nouex u Mo4esvlgo0auux nymei

Yacmo: HepponuTras, NoJUIAKUypus, TU3ypHUs;

Heuacmo: obGoctpeHre MouYeKkaMeHHOW OoJsie3HM (KaMHHM B T0YKax), HEACpKaHUE MOYH TIPH
HAIIpsOKCHUMA, T'CMATypusd, HCACPKAHUC MOYH, YaCThIC IO3bIBbBI K MOYCHUCITYCKAHWUIO, IMOYCUHAas
KOJINKA, 001 B 001aCTH MOYEK,

Peoko: obocTpeHne MouekaMeHHOW 0oie3Hr (KaMHH B ypeTpe), MOYCUHOKAHAIBIIEBbIH alu103*;
Ouenwv pedxo: He(HPOKATBIIUHO3.

Hapywenus co cmoponvl penpo0yKmusHoU cucmembvl U MOIOYHBIX HCele3

Heuacmo: spextunbHas 1ucHyHKIUS, CEKCyaabHas AUCOYHKIHS.

Obwue Hapywenus u peakyuu 8 Mmecme 86e0eHUs.

Ouenv uacmo: ycTanocTh,

Yacmo: TOBBIIIEHHAs TeMIIEpaTypa Tejla, aCTeHHs, Pa3JIpaKUTEIbHOCTh, HAPYIICHUS MOXOIKH,
IJI0X0€ CAaMOYYBCTBHE, O€CIIOKONUCTBO;

Heuacmo: tuneprepmusi, Xaxaa, TPUIIONOAOOHBIN CHHAPOM™, MEIIUTEIHHOCTh, MOXOJIOJTaHHE
KOHEYHOCTEH, YyBCTBO OMBSHECHMUSI, ONIYIIIEHUE OECTIOKOCTBA;

Peoko: otek nuiia.

Jlabopamopmvie u uncmpymeHmanbHvle OaHHble
Ouenv yacmo:. CHIKEHNE MacChl TEJIA;

Yacmo: yBeanudeHue Macchl Tena’™;

Heuacmo: xpuctaimypus, aHOMaJbHBIM pe3ylIbTaT TECTa «TAHAEM-TIOXOJKA», JCHKOIEHNS,
TTOBBIIICHUE aKTUBHOCTH MTEYECHOYHBIX ()EPMEHTOB B CHIBOPOTKE KPOBH;

Peoxo: ymenbienue coaepkanusi TiAPoKapOOHATOB B KPOBH.
Coyuanvusie obcmosmenbcmea
Heuacmo: napyiienue cnocoOHOCTH K 00y4YEHHIO.

*— HexxenaTeJabHas peaKknus 3apCruCTpupoBaHa B IOCTPETUCTPAIMOHHOM IIEPUOAE U3 CIIOHTaHHBIX
COO6H.I€HPII>1. Yacrora paccuuTaHa Ha OCHOBAHHMHU JAHHBIX KIIMHUYCCKUX HCCHe,I[OBaHPlﬁ.

CTH

Huxe INPpUBCACH CIITMCOK HCXKCIATCIIbHbIX peaKHHﬁ, KOTOPBIC B XOJA€ KOHTPOJINPYEMbIX KIIMHUYCCKUX
I/ICCJ'IGI[OBEIHI/Iﬁ PEruCTpUpOBAINCH Y z[eTeﬁ B 2 u OoJee pa3 yame, 4€M y B3pOCIbIX: NOHMKCHUEC
alllICTHUTAa, ITIOBBINICHUC AaIllICTHUTA, FI/IHerHOpCMI/I‘ICCKI/Iﬁ alnua03, TUIIOKAJIMCMU, HAPYHICHUS
MOBCACHU:, arpC€CCUBHBIC PCAKIUH, allaTus, HAPYIMICHUC 3acCblllaHud, CYHUUIAAJIBHBIC MBICIIH,
HapyYIICHHUEC KOHUCHTpAOWUNW BHHUMAHUS, 3aTOPMOKCHHOCTH, HAPYHICHUC LHUPKAIHOI'O pHUTMa CHA,
HHU3KOC Ka4YC€CTBO CHA, IMOBBIIIICHHOC CIIC30TCUCHUC, CHHYCOBAas 6paI[I/IKapI[I/I}I, IMJI0XO0C CaMOYYBCTBHC,
HapyYIICHUA ITOXOJKH.

Huxe MPUBCACH CIIMCOK HEXKEJIATCIbHBIX peaKHHﬁ, KOTOPBIC B XOJA€ KOHTPOJINPYEMbIX KIIMHUYCCKUX
HCCIIeJOBaHUI PETrUCTPpHUPOBAINCH TOJBKO y JIeTeH: 303I/IHO(1)I/IJ'II/I$I, MNCUXOMOTOpPHAas
TUIICPAKTUBHOCTD, BEPTUTO, PBOTA, THIICPTCPMHUSL, IIUPCKCUSA, HAPYHICHUC CIIOCOOHOCTH K 06y‘IeHI/II'O.

COO6H_ICHI/IC 0 1O A03PE€BACMBIX HCXKCIIATCIIbHBIX PCAKIIUAX

Baxwuo COOGIJ.I&TB 0 TOAO3pPCBACMBIX  HCKCIATCIBHLIX  PCAKIUAX IOCJIC  PErucTpanuun
JICKApCTBCHHOT'O IIpfIliapaTa C LCJIbIO obecneucHUs HCIMIPCPBIBHOTO MOHUTOPUHI'Aa COOTHOHICHUS
«IIO0Jib3a — PHUCK» JICKAPCTBCHHOI'O IIpcIiapara. MeauiuHCKUM pa6OTHI/IKaM PCKOMCHAYCTCA
COO6H.IE[TL 0 JIFOOBIX MO A03PCBACMEBIX HCKCIIATCIIbHBIX PCAKIUAX JICKAPCTBCHHOTO IIPLCIIapaTa 4cpe3
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EBpa3suiickoro 5KOHOMHUYECKOTO COI03a.

Poccniickas @enepanus

DdenepanbHas ciryx0a 1o Haa30py B cdepe 3ApaBOOXpaHeHUs

109012, r. Mocksa, CnaBsiHcKas Tuioniaip, 1. 4, ctp. 1

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

DnexkrponHas nmoyra: pharm@roszdravnadzor.gov.ru wimm npr@roszdravnadzor.gov.ru

CaiiT; www.roszdravnadzor.qgov.ru

4.9. llepeno3upoBKa

CHUMIITOMBI

Cynoporu, COHIMBOCTb, HAPYIIEHUS PEUYH ¥ 3PEHUS, AUTUIONHS, HAPYIICHUS MBIIIUICHUS, HAPYIICHUS
KOOpJUHAIMY, JETaprus, CTYNOp, apTepuaybHas T'MIOTEH3Us, 00JIb B JKUBOTE, TOJOBOKPYXKEHHE,
BO30OyXKJeHHEe U Jemnpeccus. B OONbIIMHCTBE CiIy4yaeB KIMHUYECKUE TIOCIEICTBUS HE ObUIH
TSOKEJIBIMU, HO OBLJIM OTMEUEHBl CMEpTENbHbIE CIydau MOCIe MepeAo3UpPOBKU C MCHOJIb30BaHUEM
CMECH HECKOJIbKHX JIEKapCTBEHHBIX CPEJCTB, BKIIouas Ttonupamar. IlepenosupoBka Tomupamara
MOYKET BBI3BATh TSKEJIBI META00INYECKuit aiuno3 (cM. paszen 4.4).

W3BecTeH ciydail mepeo3upoBKH, KOT/Ia MAIlUSHT MPUHSUT 103y Tonmpamata ot 96 go 110 r, uro
MOBJICKJIO 3a coboil KoMy, mpojospkaBiyrocs 20-24 dgaca. Choyctss 34 JOHS  CHMIITOMBI
MEPEI03UPOBKHU Pa3PEIIHIIUCE.

Jleuenue

B ciyuae nepeno3upoBKy NMpueM TomupamaTa CleayeT MPeKpaTuTh, Ha3HAUMB CUMITOMATHYECKYIO
MOAJIEP>KUBAIOIIYIO TEPAIUIO A0 TE€X MOP, MOKA KIMHUYECKAsh TOKCUYHOCTh He OyleT CHUXKEHA WU
ycrpaHeHa. DPPEeKTUBHBIM CIIOCOOOM BBIBEACHUS TOMpamMaTa U3 Opranu3ma sBleTcs TeMOInains3.
[TaruenTam pekoMeHyeTCsl aleKBaTHOE MOBBIIIEHHE 00beMa MOTPEOIIIEMO KUKOCTH.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. @apmakoauHAMHUYeCKHe CBOHCTBA

CDapMaKOTepaHCBTI/I‘IeCKaH rpyiia: IMPOTUBOJIHIICIITUYICCKHUEC CpCacCTBa, Apyruce
IPOTUBOSWJICIITHICCKHUEC CPCACTBA.

Kox ATX: NO3AX11

MexaHu3M JSHCTBUS U (baDMaKOHI/IHaMI/I‘ICCKI/Ie Sd)d)eKTBI

ToanaMaT ABJIICTCA TPOTUBOSNHICTITUYCCKUM TIPCIIAPATOM, OTHOCUTCA K KJIIACCY Cy.]'IB(I)aMaT'
3aMCHICHHBIX MOHOCAXapUua0B.

TonupamaT 6J10KHpYeT HaTpHUEBbIE KaHAJbI U MOABJISIET BOSHUKHOBEHHE MMOBTOPHBIX NOTEHIMAIOB
JeicTBUs Ha (oHe [UINTENILHON AeNoJIipU3allul MeMOpaHbl HelipoHa.

Tonupamar moBbIIIaeT aAKTHBHOCTD Y-aMuHOMACIHON KucinoThl (TAMK) B OTHOIICHHH HEKOTOPBIX
noarunoB ["AMK-peuenropos (B T.u. TAMKA-peuenTopoB), a Takxke MOIYIHPYET aKTUBHOCTb
camux ["’AMKA-penenTopoB, MpensTcTByeT aKTUBAIMM KAaMHATOM YYBCTBUTEIBHOCTH MOJTHIIA
kauHat/ AMIIK (anbda-aMuHO-3-THAPOKCH-5-METUITN30KCA30I-4-TIPOITHOHOBAS KUCIIOTA)-
PELIETITOPOB K IIIyTaMaTy, He BiuseT Ha akTuBHOCTh N-MeTui-D-acnaprara (NMDA) B oTHOIIeHHH
noartuna NMDA-peuentopoB. OTu 3(QQeKTbl Tomupamara SBISIOTCS J10303aBUCUMBIMU TIPU

17


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/

COOTBETCTEYET 3KCTNEPTHOMY OTHETY

oT 29.12.2025 N= 32525

KOHIIEHTPAIMK ToTMpamaTa B miazMe oT 1 mxmous ¢ 200 Mﬂﬂ&g,%famtﬁ IEIEZ[LEH%%EI;IIO

B npenenax ot 1 Mkmoub 10 10 MKMOITb.

Kpome Toro, Tommpamar yrHeTaeT akKTHBHOCTH HEKOTOPHIX M30(epMEHTOB KapOoaHruapasbl. [lo
BBIPAKEHHOCTH JTOro (hapmakosiorndeckoro 3¢¢ekra TomupaMaT 3HAYUTEIHHO YCTYIAeT
areTa3olaMUuy — M3BECTHOMY WHTHOWUTOPY YrOJBHOW aHTHIPA3bl, IOITOMY JaHHAsS aKTHBHOCTH
TONMpPaMaTa He SIBJISICTCS OCHOBHBIM KOMITOHEHTOM €0 IPOTUBOIIUJICTITHYSCKON aKTHBHOCTH.

5.2. ®apMakoOKHHETHYECKHE CBOICTBA

AOcopouus

Tommpamat BcacwiBaeTcsi ObicTpo 1 dhdektuBHO. Ero 6monocrymaocTs cocrapiser 81 %. [Ipuem
MUIIY HE 0OKa3bIBACT KIMHUYECKH 3HAYMMOTO JIEHCTBUS Ha OMOIOCTYITHOCTbD.

C 6enxamu ma3msl cBsizbiBaercst 13—-17 % ronmpamara.

Pacnopenencnne

[Tociie onHOKpaTHOTO TipreMa B no3e A0 1200 mr cpemHuit 00beM pacmlpeesieHUus COCTaBIISICT
0,55-0,8 a/kr. Bemnunna oObeMa pacrpenesieHUs] 3aBHCUT OT IM0JIa: Y KCHIUH OH COCTaBJISCT
npuMmepHo 50 % oT 3HaYeHWA, HAONIOMAEMBIX Y MYKYHH, YTO CBS3BIBAIOT C 0OJiee BBICOKHM
COJICpKaHUEM JKUPOBOM TKaHU B OPraHU3Me YKCHIIHH.

Buorpancdopmariis

[Tocite mpuema BHYTph MeTabosm3upyercs okoyio 20 % ot mpuHSATOH 10361, OJHAKO Y MAIUEHTOB,
MOJTYYaIONIUX COMYTCTBYIONIYIO TEPAIHIO MPOTUBOMHICHTHYCCKUMH TIperapaTaMu, KOTOPbIC
WHIYIUPYIOT (EPMEHTHI, OTBEYAIOIIME 332 MeTa0O0JIM3M JICKAPCTBCHHBIX CPEJICTB, METa00JIM3M
tonmpamara moBeimaercs 10 50 %. M3 mmasmel, Moun u (pexanuii yemoBeka ObUTM BBIJCICHBI U
UICHTH(DHUIIMPOBAHBI IIECTh MPAKTUYCCKH HEAKTHBHBIX META0OJIUTOB.

OIuMHUHAIUS

OCHOBHBIM ITyT€M BhIBeJEeHUS HensmeHenHoro tornupamara (70 %) u ero MeTabOJIMTOB SABIISIOTCS
noukd. Ilociie MepopanbHOro BBENEHUS IUIa3MEHHBIM KIMPEHC TONMpamara COCTaBJIIET
20-30 mu/MuH.

JInHelHOCTh (HEINHENHOCTS)

dapMaKOKMHETHKA HOCUT JIMHEHHBIM XapakTep, IJIa3MEHHBIA KIMPEHC OCTAeTCS IMOCTOSHHBIM, a
IUIOIIA/b O KpUBO# «koHIeHTparus — BpeMs» (AUC) B amamasone 103 100-400 mr Bo3pacraer
MPOMOPLHUOHAIBHO J03€. Y TaIlMeHTOB C HOpMajibHOW (YHKUMEH MMOYeK A JOCTHXKCHHS
YCTOWYUBOM KOHIICHTPALMKM B IUIa3ME MOXKET IMOHamoouThcst oT 4 mo 8 nHeil. Benumuuna
MakcumanbHOU KoHIeHTpamuu (Cmax) IMOCIIE MHOIOKpaTHOro ImepopanbHoro mpuema 100 mr
npernapara JBaXx/bl B CyTKH B cpeiHeM cocTtaBmia 6,76 mkr/mit. TTociie MHOTOKpPaTHOTO TpHeMa J103

1o 50 u 100 mr 2 pa3a B CyTKH [IEPHO/I IOTYBBIBEICHUS TOITHpaMaTa U3 MIa3Mbl B CPETHEM COCTaBUII
21 4,

Oco0nIe I'pyIibl NAaTMCHTOB

ﬂuua noaKcuiloco eospacma
YV HOXUIBIX alMCHTOB 0e3 3a00JIeBaHMI MOYEK TJIa3MEHHBIN KIIMPCHC TOIIMpaMaTa HE MCHACTCH.
HalxﬂleHl’l’lbl C NOYEYHOU HeQOCMAmoO4HOCbIO

VY manueHToB ¢ HapyIEHUSAMH (DYHKIMHM TOYEK CpPeJHEeW W TSDKENOM CTeNeHH IUIa3MEHHBIH U
noyeyHblid kimupeHc Ttomupamara cHuwkaercs (KK < 70 mi/muH), Kak cliecTBHE BO3MOXKHO
MOBBIIIEHUE PABHOBECHON KOHIIEHTpAlMM ToNHpamaTra B IUIa3ME€ KpPOBH II0 CPaBHEHHUIO C
NalreHTaMy, UMEIOIMMHI HOpMalbHYI0 (yHKIHIO odek. KpoMe Toro, nanueHTam ¢ HapylueHUsIMU
¢GbyHKIMU TOuYeK Tpedyercs OoJbllle BpPEeMEHHU JUIS JOCTHUIKEHUS PABHOBECHOHN KOHIEHTpAIUU
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Tonupamara B KpoBU. llanmeHTtam co cpenHen WU Tﬂmég&:ﬁg%;&oﬂmh&;gl‘gaﬂ%ggglb

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

PEKOMEHYETCS IPUMEHEHHE TI0JIOBUHBI PEKOMEHI0BAaHHOW HAYAJIBHOW U MOICPKUBAIOLIEH JO3BI.
Tonupamar 3¢G¢GEeKTHBHO BBIBOAMTCS W3 IUIa3Mbl C MOMOIIBIO TeMoauain3a. J{IuTenbHbINH
reMOMAIIN3 MOKET IIPUBECTH K CHUKEHUIO KOHIICHTPALMK TONIMpaMaTa B KPOBH HUKE KOJIMYECTBA,
TpeOyromerocst s MOJACPKaHUs MPOTHBOCYIOPOKHONW akTHMBHOCTH. Bo m30exxanue OBICTPOTro
MaJeHNUs] KOHLEHTpalUyu TONMpaMara B IIJJa3M€ BO BpEMsl I'eMOJMalin3a, MOXET MOTpedOoBaThCA
Ha3HA4YCHME JIONOJHUTEIBHOM 03Bl Tonmpamara. lIpu xoppekuuu 1036l ClaeAyeT IPUHUMATh BO
BHUMAHHE!

1) npoOHKUTETLHOCTh TEMOIHAIIN3a,

2) BEIMYUHY KJIMPEHCA HCIOJIb3yeMON CHCTEMBI T€MOIHAIN3a,

3) aeKTUBHBII MOYEUHBIH KIUPEHC TONHMpPaMara y MmalrueHTa, HaXoIAIIerocs Ha TeMOHaIu3e.
Tayuenmul ¢ neueHOYHOU HEOOCMAMOYHOCHIBIO

[Tma3MeHHBI KIMPEHC TomMpamaTa CHIDKAeTCs B cpeqHeM Ha 26 % y mamueHTOB ¢ MEeYeHOYHOU
HEJIOCTATOYHOCTBIO CpEJHEN WM TsDKeNoW creneHd. [losToMy mnanMeHTaM ¢ IEe4eHOYHOR
HEJIOCTATOYHOCTBIO CIEAYET IPUMEHATh TOIMPAMaT C OCTOPOKHOCTBIO.

eTu
Dapmarxoxunemuka monupamama y oemetii 0o 12 nem.

dapMaKOKHHETHYECKHUE MapaMeTphl TOIMpaMara y JAeTeil Tak ke, KaK y B3POCIBIX, MOTYJYarOIIuX
ATOT MpernapaT B Ka4eCTBE BCIIOMOTATEIBHOM Tepaluu, HOCAT JTUHEHHBIA XapakTep, MPU STOM €Tro
KIIMPEHC HE 3aBUCUT OT J03bl, a pPABHOBECHBbIC KOHIICGHTpPAIMM B IUIa3M€ BO3pacTaroT
MIPOTIOPITMOHATBHO TIOBBIIIEHUIO J03bI. CIIEMYEeT YUUTHIBATh, OJTHAKO, TOT (haKT, UTO y IETeH KIUPECHC
TOMMpamaTa MOBBIIIEH, a IEPUOJI €T0 TIOJTYBBIBEACHUS 00jiee KopoTkuid. CienoBaTeIbHO, TIPH OTHOU
Y TOM Ke /103€, B pacueTe Ha 1 KT Macchl Tella, KOHIIEHTPAIlMK TomupaMaTa B Ijia3Me y JeTe MOryT
OBITH HIDKE, YEM Y B3POCHBIX. Y JETEH, KaK M y B3POCIBIX, MPOTHBOSIICTITUYECKHUE TIPEmapaThl,
WHIYIUPYIONINE MHKPOCOMAJIbHBIE ()EPMEHTHI T€UEHHU, BBI3BIBAIOT CHUXEHHE KOHIIEHTpAIlUU
TOoNMpamara B IjIa3Me.

6. PAPMALIEBTUUECKHUE CBOMCTBA
6.1. IlepeuyeHb BCOMOraTeJibHbIX BellleCTB

emnrono3a mukpokpucramumdeckas (tur 101)
IToBunmon K-30

KapOokcumernkpaxmai HaTpus (THIT A)
Kpemuust quokcu1 KOJTou JHbIH

Tanbk

Marnus creapat

JlakT03bI MOHOTHPAT

CocraB 000J0YKH:

AxBapuyc Preferred HSP BPP 218011 Oenast (rUapOKCHITPONMIMETHIILIEIUIION03a, KOIOBHIOH,
MOJIAEKCTPO3a, TIOJIMATHICHTJIMKOJTb, THTAHA TUOKCUJ, TIIUIEPUIIKAIIPUIIAT).

6.2. HecoBMecTUMOCTH

He npumenumo.
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(MOCNEOOBATENEHOCTE 0002)

6.3. Cpok rogHocTH (CPOK XpaHeHHS)

3 roxa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NPH XPAHEHUHU

XpaHUTb B OPUTMHAIBHOMN YIIAaKOBKE ITPOU3BOIUTEINS IIPU TeMIiepaType He Bbiie 25 °C.
6.5. XapakTep u coaepkaHue YyNaKOBKH

[To 10 nnm 15 TabneTok B KOHTYPHYIO SYEHKOBYIO YIAKOBKY U3 (OJBTU aTIOMHUHHUEBOH M TUICHKU
MOJIMBUHUIIXJIOPUAHOM.

ITo 3 mnn 6 KOHTYPHBIX SYEHKOBBIX yMakoBkU mo 10 Tabierok wiau mo 2 wiu 4 KOHTYPHBIX
SYEHKOBBIX YINAKOBKU MO 15 TabieTok BMecTe ¢ MHCTPYKIMEH MO MEAMIIMHCKOMY INPUMEHEHHUIO
MTOMEILal0T BO BTOPUYHYIO YIIAKOBKY (TIauKy) U3 KapTOHA KOPOOOYHOTO.

BTOpI/I‘-IHBIG YIIAKOBKH YKJIAJAbIBAIOT B ANIMKHW KapTOHHBLIC. Ha AWK HAKJICUBAIOT I3THUKCETKY
CaMOKIJICAIIYHOCH.

6.6. OcoOble Mepbl MPETOCTOPOKHOCTH NMPH YTHIM3ANUH HCIOJIb30BAHHOIO JIEKAPCTBEHHOT 0
npenapara MM OTXO/A0B, IOJYYEHHBIX NOcJie NMPUMEHEHHs JIEKAPCTBEHHOIo Ipenapara, u
Apyrue MaHUNYJISIIMU € MpenapaTomM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOTI'O YJIOCTOBEPEHUSA

Poccuiickas @enepanust

000 «BUAJI»

109316, r. Mocksa, npoe3n OcranoBckuid, 1. 5/1, cTp. 2, atax 6, opuc Ne571
Ten./dakc: +7-495-725-58-17

E-mail: info@vial-pharm.ru

7.1. IlpeacraBuTeNb Jep:KaTe/Isl PErHCTPALMOHHOIO YI0CTOBEPEeHH s

[Iperen3uu noTpeduTENel HAMPABISATH MO AJPECy:

Poccuiickas @enepanus

000 «BUAJI»

109316, r. Mocksa, ipoe3a OctanoBckuii, A. 5/1, cTp. 2, atax 6, ouc Ne571
Ten.: +7-495-725-58-17

8. HOMEP (HOMEPA) PETUCTPAIIMOHHBIX YIOCTOBEPEHUIA

9. KATEI'OPHUs1 OTITY CKA JIEKAPCTBEHHOI'O ITIPEITAPATA
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JlexapcTBeHHBIH IpenapaT OTHOCUTCS K KaTErOpUH OTIYCKa an)gL;eﬁllz'y]G BATENBHOCTL 0002)

OO01mmas xapakTepruCTHKa JICKAPCTBEHHOTO npenapara Tormupamar-Buan noctymmaa B €IHHOM peecTpe
3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpazuiicKOro 3KOHOMHYECKOTO COK03a M Ha
odunratbHOM caire YIIOJIHOMOYEHHOI'O opraHa (3xcnepTHOM OpraHHu3aIuu)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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