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COOTBETCTBYET ZKCNEPTHOMY OTUETY

NHCTPYKIUA
IO MEJULUHCKOMY INPUMEHEHUIO JIEKAPCTBEHHOT' O ITIPETIAPATA
Tonupamart Kanon
PerncrpanuoHHblii HOMep:
Toprosoe HaumeHoBaHue npenapara: Tonupamar Kanon
Me:kayHapoaHOe HeNATEHTOBAHHOE MJIU IPYNIIMPOBOYHOEe HAMMEHOBAaHHe. TOIMpaMaT
JlekapcTBeHHas (popMa: TaOJICTKH, TOKPHITHIE TUICHOYHON 000JIOUKOMA.
Cocras:
1 TabneTka, HOKpHITas TNICHOYHOH 000IOYKOM, COICPIKUT:
oeticmsyowee geugecmeo. Tonupamar 50,00 mr;
B8CHOMO2aMeIbHbIE seuecmea: KaJIbLMS ruapodocdara JTUTUAPAT 60,00 MT,
kapookcumeruikpaxman HaTpus 4,00 mMr, kpaxmal KyKypy3HbIN mpekenTaTHHU3UPOBaHHbIH 55,50
MT, KpeMHHS IUOKCcH]I Koyuouaubiii 1,10 Mr, marHus ruapoxcukapOoHaT (MarHus KapOoHar
Tsoxenbrii) 19,90 mr, maraus creapar 1,50 mr, moBugon K-30 8,00 mr;
cocmae nienounoll ooonrouxku: Onanpaii 20A220053 xenteiii 6,0000 Mr, B TOM 4ucie: ducie:
TUIIPOJIO3a (TUAPOKCUITPOITIIILIEIIITION03A) 1,8000 MT, TUIIPOMEILI03a
(ruppoxcunpornuaMeTuiienuitonosa) 1,7400 mr, kpacutens kene3za okcup xenteid 0,2478 wr,
KpacuTemb COIHEeUHBIH 3akat xkentoiid 0,0012 mr, Tanbk 0,6000 mr, Tutana guokcuya 1,6110 mr.
Onucanue
TabneTrku Kpyrible ABOSKOBBINYKIIbIE, TOKPBIThIE TIEHOYHOM 000s104KOM skenToro nsera. Ha
MOTIEPEYHOM pazpe3e — O0e10ro Ui MouTu 0enoro msera.
dapmakoTepaneBTH4Yeckass  rpynma:  [IpoTuBosmuientuyeckue — CpeAcTBa;  JApYyrue
IPOTUBOAUIIENTHUECKHUE CPEJICTBA.
Kon ATX: NO3AX11
DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa
Tonupamar sBisieTcs TNPOTUBOSMWICITUYECKUM IIPENapaToM, OTHOCSIIMMCS K  KJaccy
cyib(amar-3aMeneHHbIX MOHOCAXapHU/IOB.
Tomupamar OIOKMpPYeT HATpPHEBBbIE KaHAlbl M TMOJABISET BO3HUKHOBEHHE TOBTOPHBIX
MOTEHILIMAJIOB AeWCTBUS Ha (DOHE JUIMTEIbHOU Jenoysgpu3annn MmeMOpanbsl HelipoHa. Tonupamar
MOBBILIAET AKTUBHOCTD Y-aMuHOMacsiHOM KucioTel (ITAMK) B oTHOIIEHNH HEKOTOPBIX TOATUIIOB

I"AMK-penenTopos (B ToM unciie ' AMKa-penentopos), a Takxe MOAYJIUPYET aKTUBHOCTb CAMUX
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["AMKa-penienTopoB; NPensITCTBYET aKTUBAIIMA KAWHATOM YyBCTBUTEILHOCTH TOJTUIA KauHAT/
AMIIK (0-aMHHO-3-THAPOKCH-5-METHIN30KCa301-4-IIPOMTMOHOBAsT KUCJIOTA) - PEIENTOPOB K
riyramaTy, He BIuseT Ha akTUBHOCTH N-mertmi-D-acnaprara (NMDA) B OTHOIIEHHH [TOATHIIA
NMDA-peuentopoB. Otu 3¢ G eKThl TOMpamMaTa SBJISIFOTCS 10303aBUCHMBIMU ITPH KOHIICHTPALIUH
npemnapara B miasme oT 1 MkMoutb 10 200 MKMOJIb, ¢ MUHUMAJIBHON aKTUBHOCTBIO B MPEJENIax OT
1 MxMoITb 110 10 MKMOJIB.

Kpowme Toro, TonupamaT yrueTaer akTUBHOCTh HEKOTOPBIX M30(epMeHTOB KapOoaHruapassl. 1o
BBIPQXEHHOCTH 3TOro (apmakonorunyeckoro sddexra TomupaMaT 3HAUYUTEIHHO YCTYIaeT
areTa3oNiaMuly - M3BECTHOMY WHTHOHMTOpPY YTOJIBHOM aHTHIpPasbl, MO3TOMY 3Ta aKTUBHOCTb
TONHpaMaTa He CUUTACTCS OCHOBHBIM KOMIIOHEHTOM €T0 MPOTHBOAIMICHTHYECKON aKTHBHOCTH.

d?apmakommem UKa

Tonupamar BcaceiBaeTcs ObICTpo 1 3 PexTuBHO. Ero 6uogoctynHocts coctanisier §1%. [Ipuem
MU HE OKa3bIBaeT KIMHUYECKH 3HAYUMOTrO JEHCTBHUsS Ha OMONOCTYHMHOCTh Tomupamara. C
Oenkamu mia3Mbl cBsi3biBaeTcst 13—17% tonupamara. [locne onHokpaTtHOro mpuéma B J03€ 10
1200 mr cpegnuit obveM pacnpenenenus cocrtaBiser 0,55-0,8 n/kr. BenuuwmHa oObema
pacupeneneHus 3aBUCUT OT MOJIa: y JKEHUIMH OH cocTaBisieT npumepHo 50% oT 3HaueHHi,
HAOI0/ITaEMBIX Y MYXKYHH, YTO CBA3BIBAIOT C 00Jiee BBICOKUM COJIEpP:KaHHUEM KUPOBOUM TKaHU B
OpraHU3MeE >KEHILKH.

[Tocne npuema BHyTph MeTabou3upyetcst okoiio 20% ot npuHATOM 10361. OHAKO Y MAIIMEHTOB,
MOJIYYAIOIIUX COMYTCTBYIONIYIO TEPAINUI0 MPOTUBOAUICHTHYCCKUMHU TIpenapaTaMu, KOTOpPbHIS
UHAYUUPYIOT (EPMEHTHI, OTBEYAIOIINE 32 METa0OJIM3M JIEKAPCTBEHHBIX CPEACTB, META00IN3M
tonupamarta nosimaercs 10 50%. U3 mia3mel, Moun u (ekanuii yemoBeka ObUIA BBIJEICHBI U
UIEHTU(OUIIMPOBAHBI IIECTh TMPAKTHUYECKHM HEAKTHUBHBIX MeTa00auTOB. (OCHOBHBIM IyTEM
BbIBE/ICHUS Hen3MeHeHHoro tonupamara (70%) u ero merabonurtoB siBistoTcs nouku. [locne
MEepOpabHOTO BBEACHUS MJIa3MEHHBIN KIIMpeHC TonupamaTa cocTtasiser 20—-30 Mi1/MuH.
PapMaKOKMHETHKA TONHpamMaTa HOCHUT JIMHEWHBIA XapakTep, IUIA3MEHHBIM KIMPEHC OCTaeTCs
MOCTOSIHHBIM, a TUTOIIAAb MO/ KpUBOH «KoHIeHTparusa-Bpems» (AUC) B muamazone 103 ot 100
10 400 Mr BO3pacTaeT MpoNopLUHUOHAIBHO /103€. Y OOJIbHBIX ¢ HOpMaIbHOU (YHKIMEH MmoYeK Asis
JOCTYDKCHHST YCTOMYMBOM KOHIIEHTpAIlMU B TUIa3Me MOXKET IMOHAI0O0WThCs OT 4 10 8 HIHEH.
Bennuuna mMakcumanbHOM KOHIEHTpAUUU (Cmax) TOCIE MHOTOKPATHOTO MEPOPATIBHOTO MpuemMa
100 mr mpemapara aBaxabl B J€Hb B CpeIHEM cocTaBuia 6,76 Mkr/mi. Ilocie MHOTOKpaTHOTO
npuema 7103 1o 50 u 100 mMr aBaxkabl B IeHb NEPHO/] MOTYBBIBEICHHS TONUpamaTa 13 IIa3Mbl B

cpenHeM cocraBui 21 yac.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.11.2023 N= 25.

(NOCNEQCBATENEHOCTE 0002)

Y OOJIBHBIX C HapyIICHUSMH (DYHKIUU TMOYEK CPEIHEH M TSIKENOW CTENeHU TUIa3MEHHBIA H
NOYECUHBIA KJIMPEHC Tomupamara cHuxkaercss (kiupeHc kpeatuHuna (Kk) <70 mi/mun), Kak
CJIEICTBME BO3MOJKHO IOBBIIICHAE PABHOBECHON KOHIICHTPALMM TOIIMPaMara B IUIa3Me KPOBH 110
CPaBHEHMIO C NAIIMEHTaMH, UMEIOIMMHI HOpMallbHYI0 (pyHKIMIO odyek. Kpome Toro, nanueHram
C HapyleHUsIMH (QYHKLIUU MouyeK TpeOyeTcst Oonblie BpeMEHHU JIs JOCTH)KEHUS PaBHOBECHOM
KOHLEHTpaluu TolHMpamara B KpoBH. [lammeHTaM cO cpeaHed WM TSKEIONM IIOYEHYHON
HEJ0CTaTOYHOCTBIO PEKOMEHIYETCsS NMPUMEHEHHE IOJIOBUHBI, PEKOMEHOBAHHON HAa4dajabHOWU U
NOAJEPKUBAIOLLEHN 103bI.
Tonupamat 3¢ppeKTUBHO BBIBOANUTCS U3 IUIa3Mbl IIyTEM reMoJuanu3a. JiurenbHblid reMoauanmis
MOJKET IPUBECTH K CHW)KCHHMIO KOHLIEHTPALlMM TONHMpamMaTa B KpPOBU HI)KE KOJIMYECTBA,
Tpebyrolerocs A MOAAepKaHUs MPOTUBOCYA0POXKHOM aKTUBHOCTH. Bo m3bexxanue ObICTpOro
najieHus] KOHLEHTpAIMKM TOMpaMara B IUIa3Me BO BpeMsl reMoJuain3a, MOXeT MoTpeOoBaThCs
Ha3Ha4YCHHWE JOIOJHUTEIbHOW 103bl mpemnapara Tomupamar Kanon. Ilpu koppekumm 103l
clelyeT IPUHUMAaTh BO BHUMAHUE!

1) IpONOIKUTENBHOCTS TEMONAIN3A,

2) BEIWYMHY KIIMPEHCA UCITOIB3YEMOM CUCTEMBI FEMOINAIIN3A,

3) »¢¢exTUBHBII MOYEUHBIH KIMpPEHC TomnHMpamaTa y MallMeHTa, HaXOJASIIerocs Ha

JIUAIn3e.
[Tna3MeHHBIN KIMPEHC TOMHMpaMaTa CHIXKaeTcs B CpeIHEM Ha 26% y ManeHToB ¢ MeYeHOYHO
HEJIOCTaTOYHOCTBIO CpPEIHEW WM TsKenou creneHu. lloaTomy nanmeHTaM C TMEYEHOYHOU
HEJOCTATOYHOCTBIO CIEAYET IPUMEHATH TOIUPAMAT C OCTOPOKHOCTHIO.
VY noxunbix manueHToB 0Oe3 3a0oieBaHUN TOYEK, IUIA3MEHHBIM KIUPEHC Tomupamara He

MCHACTCA.

DapmakokuHemuxka monupamama y oemei 0o 12 niem

DapMaKOKMHETUYECKHUE ITapaMeTPhl TOIUpaMaTa y JeTel, TaK e, KaK y B3pOCIbIX, ITOTYYarOIINX
ATOT Ipenapar B KaueCTBE BCIIOMOTraTeIbHOW T€PAIliK, HOCAT JIMHEMHBIN XapaKTep, IIPU 3TOM €r0
KIIMPEHC HE 3aBUCUT OT JO3bl, a pPaBHOBECHBIE KOHILIEHTpPAalUMHU B IUIa3ME BO3PACTAIOT
MPOTIOPIIMOHAIIBHO TIOBBIMICHHUIO J103bl. CJeMyeT y4HUThIBaTh, OJHAKO, TOT (haKT, 4YTO y JETeH
KJIMPEHC TOIMpamaTa MOBBIIICH, a IEPHO/T €T0 TOJyBbIBEeHUs Oosiee KopoTkuii. Ciie1oBaTeIbHO,
MY OJTHOM M TOM ke J103€, B pacueTe Ha | Kr Macchl Tena, KOHIEHTPAUU TONMpaMara B Iia3Me
y Jnerel Moryr ObITb HHUXKE, YeM Yy B3poCibIX. Y JeTel, Kak U y B3pOCHbIX,

MPOTUBOAUIIENTHYECKHUE Mpenaparbl, HHAYIUPYIOLUIME MUKPOCOMalbHbIE (PEpMEHTHI TEUeHH,
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BBI3BIBAIOT CHUKCHUC KOHHCHTpaHI/Iﬁ TOomMpamMara B IJIa3MC.

Iloka3zanus K NPpUMEHEHUIO
Anunencusi.

- B KQUeCTBE CPe/ICTBa MOHOTEPAIMH_Y B3POCIBIX U AETel cTapiie 3-X JIeT C SMuJIerncuei (B Tom
YHCJIC Y TAIMEHTOB C BIIEPBbIC TUArHOCTUPOBAHHON SIUJICTICUEH ).

- B COCTaBE KOMIUJIEKCHOM TepaIluu y B3pOCIIbIX U JIeTel crapiie 3-X JIET ¢ NaplualbHbIMHU UIH
reHepAIN30BaHHBIMU TOHUKO-KJIOHUYECKUMU MPUIIAJKAMU, a TAKXKe JUJIS JICYCHUS [TPUIIAJKOB HA
done cunapoma JlenHokca-I"acro.

Ilpumenenue npu mucperu y 63pocivix:

- TIpodUIAKTHKA MPUCTYIIOB MUTPEHU Y B3pOCHbIX. [IpuMeHeHuMe Tomupamara Ui JICUCHUs

OCTPBIX MPUCTYIIOB MUTPEHU HE U3YUYEHO.

IIpoTuBONOKAa3aHMS

- [loBblilieHHAst 4YyBCTBUTEIBHOCTD K JIIOOOMY U3 KOMIIOHEHTOB Ipernapara;

- Jerckuii Bo3pact 110 3-X JieT.

[Ipumenenue Tonupamara Jyisi IPOPUIAKTUKH MTPUCTYIIOB MUTPEHU MPOTUBOIIOKA3aHO B TIEPHO/T
OepeMEHHOCTH, a TaKKe Yy JKEHIIMH C COXPaHEHHBIM JETOPOJIHBIM TOTEHIIMATIOM, He
WCIIOJIb3YIOUIUX HA/IEKHBIE METOIbI KOHTPALICTILIVH.

C 0CTOPOKHOCTHIO

[Ipu moyeuyHoW M TEYEHOYHOM HEJO0CTATOYHOCTH, HehpoypoiauTuaze (B T.4. B aHAMHE3EC U B
CEMENHOM aHaMHE3€), TUIIEPKATbLIUYPUH.

IIpumenenne npu 0epeMEHHOCTH M B IIEPHO/L I'PYAHOI0 BCKAPMJINBAHHSA

Tonupamar nposBIIAI TEPATOTEHHBIE CBOMCTBA y MBIIIEH, KPBIC M KPOJIMKOB. Y KPBIC TOIHpaMaT
NPOHMKAJI Yepe3 MIaleHTapHbId 6apbep.

CrienuanbHBIX KOHTPOJUPYEMBIX HCCIEIOBaHMM, B KOTOPBIX TONMHpamar MpUMEHsSUICS Obl NI
JeyeHust OepeMeHHBIX )KEHIIMH, He MPOBOAMIIOCH. TonupamaT MOXKET IPUYUHHUTD BPEJI IOy MTPH
NPUMEHEHUH y OepeMEHHBIX JKEHIIMH.

JlaHHble yueTa peructpa 6epeMeHHOCTEN CBUIETENILCTBYIOT, UTO Y MIIQJICHIIEB, TIOJIBEPraBIIUXCS
BO3/ICUCTBUIO TONHMpamMaTra BHYTPUYTPOOHO B TEUEHHE IEPBOrO TpUMecTpa OepeMEeHHOCTH,
MUMEETCs MOBBIIIEHHBIH PUCK Pa3BUTHUSI BPOXKIECHHBIX IMOPOKOB Pa3BUTHUS (HANIPUMEp, YEpErHO-
JuLeBble NeeKThl, TAKHe KaK pacilelruHa T'yObl Wiu Heba, TMIOCTIaus U aHOMAIUU Pa3BUTHUS

pa3MyYHBIX CUCTEM OpraHM3Ma) M HapyUIEHMM pa3BUTHUsS HEPBHOM CHUCTEMBl (HampuMmep,
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paccTpoiicTBa ayTUCTHYECKOTO CIIEKTpa W YMCTBEHHas OTCTAJOCTh). YKa3aHHBIE MOPOKU
pa3BuTHs ObUIM 3aUKCHpPOBaHBI KaK IPH MOHOTEpAlMHM TOIHMPAMAaTOM, TaK W TPU €ro
NPUMEHEHUU B paMKax KOMOMHHpoOBaHHOW Tepanuu. CleayeT pacCMOTPETh allbTEPHATHBHBIE
BO3MOXXHOCTH JICUCHMSI JUISl JKEHIIMH C COXpPAHEHHBIM JETOPOJHBIM IMOTEeHLHaIoM. Bo Bpems
TEepanuu TONMHUPAMATOM >KEHIIMHBI C COXPaHEHHBIM JCTOPOAHBIM MOTEHIUATIOM JIOJIKHBI
UCIIONIb30BaTh HAJIeKHBIE METOJAbl KOHTpalenuuu. llanmeHtky crneayeT npeaynpeauTs o0
M3BECTHBIX PUCKAX HEKOHTPOIUPYEMOU SMHUIICIICUU AJIsi OEpEMEHHOCTH U OTEHIUAIBHOM PHUCKE
OT TMpUMEHEeHMs] Tmpemapata s IuioAa. Ecnum KeHIIMHA TUlaHUpyeT OepeMEeHHOCTb,
PEKOMEHIyeTCsl 10 3a4aTHsl PAacCMOTpPEeTh albTepHATHUBHBIE BapUaHThl JieueHus. B ciydae
NPUMEHEHUs TolHMpamaTa B MEPBOM TpPUMECTpe OEpEMEHHOCTH CJIeIyeT BECTH TIIATEIbHbBIN
MpeHaTaIbHbIi MOHUTOPUHT.

Kpome Toro, mokasaHo, 4yTO PHCK pPa3BUTHS TEPaTOreHHbIX 3((HEKTOB, aCCOIUMUPOBAHHBIX C
OpPUEMOM  MPOTHBOSMWICNITUYECKUX  MpemapaToB, BbIIE B clydyae  MPUMEHEHHS
KOMOMHHMPOBAHHOW Teparuu, 4eM B clydyae MPUMEHEHHs MOHoTepanuu. Puck HaOmronancs npu
preMe BCeX 103, M COOOMANIOCh, YTO APPEKTHI 3aBUCAT OT JO3bI. Y KCHIIUH, MMOJTYYaBIINX
Tomupamar, y KOTOPBIX OB pC6CHOK C BPOXACHHBIM ITOPOKOM pa3BHUTHUA, ITO-BHIUMOMY,
CYILIECTBYET MOBBILUIEHHBIH PUCK Pa3BUTHSA Malb(POpMaIUH MPHU MOCIEAYIOIINX OepeMEHHOCTAX
npu mnpueme TonupamaTa. CyliecTBYeT TMOBBIIMIEHHBIM PHUCK NPEXAEBPEMEHHBIX PpOJOB U
MPEKACBPEMCHHOI'O pOAOPA3PCIICHHU A, CBA3aHHBIX C MCITOJIB30BAHUEM IMMPOTHUBOIMUICIITUYICCKHUX
IIpenaparoB, BKIKOYas Tonupamar. [1o cpaBHEHUIO ¢ TpyNIoW MAalMEHTOB, HE IMPUHUMAIOIINX
MPOTUBOAUIIENTUUECKUE TMpenapaThl, JaHHbIE ydeTa OepeMeHHOCTEeH IpH MOHOTEpanuu
npenapatoM TonupamaTt KaHoH cBUETENBCTBYIOT 00 YBEIMUEHUHN BEPOSITHOCTH POKIACHUS AeTel
¢ Hu3Koi Maccoit tena (menee 2500 r). OauH U3 perucTpoB OepeMEHHOCTEHN MOKa3all yBEINUEHNE
OTHOCHTEJIEHOTO YMCIIa MJIAJICHIIEB, HEOPA3BUTHIX ISl CBOETO recTanoHHOTO Bo3pacta (HI'B;
OmpenenseTcs Kak mMacca Tena IpH poxaeHUH Huxke 10-ro mpouneHTHIIsE ¢ KOPPEKTUPOBKOM 1O
TeCTAIlMOHHOMY BO3pAacTy M CTpaTU(PHUKAIMEH MO TOy), Cpeard MIIAACHIIEB, MOJABEPTaBIINXCS
BO3/ICUCTBUIO TONMpamara sHympuympooro. HI'B Habnogaercs npyu NpuMEeHEHNH JIIOOBIX 103, €
110303aBUCUMBIM 3 dexTom. Pacripoctpanennocts HI'B Gomnbliie cpeay sKeHIINH, MOTY4aBIIUX
OoJiee BBICOKHE J103bI TONTUpaMaTa BO BpeMs OepemeHHocTH. Kpome Toro, pacipocTpaHeHHOCTh
HIB cpemn sxeHIIMH, KOTOpbIe MPOJODKANIM IMPUMEHEHHE TOoNMpaMara B TO3JHHX CpOKax
OepeMeHHOCTH, OOJIbIIEe 10 CPABHEHMIO C KEHIIMHAMM, KOTOPHIE MPEKPATHIM €ro MpHUeM 0
TpeTbero Tpumectpa. JJonrocpounsie nocneactsus HI'B He onpenenensl. [lpuunna ymeHbIICHUS

Macchl Teia mpu poxzacHuu U HI'B He ycraHoBieHa.
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Bo Bpems Tepanuu TomupamaToOM JKEHIIHUHBI C COXPAHEHHBIM JIETOPOJIHBIM MOTEHIIMAIOM
JTOJKHBI MCIIOJIB30BaTh HA/ICKHBIE METO/Ibl KOHTPAICIIUH.

[Tpumenenue npenapara Tonupamar Kanon npu 6epeMeHHOCTH Y KEHIIUH C HEKOHTPOJIUPYEMOit
SIMUJICTICUEN ONpaBlaHO JIMIIb B TOM CiIy4ae, KOI/ld MOTEHLMAJIbHAS IO0JIb3a OT IPUMEHEHUs
npenapara Jijisi MaTepy MPEBBIIIAET BO3MOXKHBIM pUcK A mioga. [lpumenenue Tonupamara s
npoUIAKTUKYA TPUCTYIIOB MUTPEHHU MPOTHBOIOKA3aHO B NEpUOJ OEPEMEHHOCTH, a TaKke Y
JKEHIIUH C COXPAHEHHBIM JETOPOJHBIM MOTEHUMAIOM, HE UCIHOJIb3YIOIINX HAJEKHbIE METObI
KOHTpaUenuuu.

[Tpu neyeHUU U KOHCYIbTALMU KCHILIUH, 00JaJa0MIUX JETOPOJHBIM MOTEHIIUATIOM, JIeHaIUuil
Bpay JI0JKEH B3BECUTh COOTHOIIIEHHE MOJIb3bl U PUCKA JICUEHUSI U PACCMOTPETh AJIbTEPHATUBHbBIE
BO3MOXKHOCTH JieueHus. Ecnu Tonupamar Kanon mpumensiercs Bo Bpemsi OEpeMEHHOCTH, WU
€CJIM MalreHTKa 3a0epeMenena B Iepuo/ mpruemMa 3TOoro mpemnapara, ee ciaeayeT NpeaynpeanuTh O
MOTEHIMAIBHOM PUCKE IS IO/,

OrpanudeHHOe YuCiIo HAOIIOCHHUH 3a MalMeHTaMH MO3BOJISIET MPEANOIOKUTh, YTO TOMHpaMaT
AKCKPETUPYETCSI ¢ TPYIHBIM MOJIOKOM Y >kKeHIIuMH. Coo0lanock O Jauapee U COHJIMBOCTH Y
TPYIHBIX JIETEH, YbH MaTePH MOITY4aloT JEUCHHE TorupaMaroM. [1oaToMy Bpau J0JKEH MPUHSATH
pemieHre o0 OTKa3e OT IPYIHOTO BCKapMJIMBaHUS WIM O MPEKpalleHUH NpueMa mpemnapara, ¢
Y4€TOM TOJIB3bl TPYIHOTO BCKAPMIIMBAaHUS i peOCHKA W BaXKHOCTHU TMpHEMa JICKAPCTBEHHOTO
CpeJICTBA JJIsl MaTepH.

[Ipu uccnenoBanum y )KUBOTHBIX HE ObUIO OOHAPYKEHO BIIUSIHUS TOMHpaMaTa Ha PepTUIILHOCTb.

O¢ddexT Tonupamara B OTHOIIEHUN (HEPTUIILHOCTH y JIFOJEH HE YCTaHOBJIEH.

Cnocod npuMeHeHHns U 103bl

BHYTpB, BHC 3aBUCHUMOCTHU OT IIpHEMa IIHIIH. I[J'IH AOCTHXKCHUSA OITUMAJIBHOTO KOHTPOJIA
SMUJICTITUICCKUX NPUCTYIIOB Y JeTen u B3POCJIbIX MTAUCHTOB PCKOMCHAYCTCA HAYNHATD JICHCHUC
C MpueMa HU3KHUX O03 pcrapara ¢ HOCICAYOIIHUM IMMOCTCIICHHBIM TUTPOBAHUECM 10 3(1)(1)6KTHBHOI>1

JO3bI.
Hapuua.rtbubte Uuin 2enepailu3o6anHovle mOHUKO-KIIOHU4Y€CKHe npunadku, a makoice npunadku

Ha ¢hone cunopoma Jlennokca — I'acmo

Ilpumenenue 6 Kombumayuu c OpyeuMu NpOMuUE0CYOOPONCHLIMU NPENnapamam y 63pOCiblX
nayueHmos

MunumanbHas 3gpextuBHas 1o3a coctapnseT 200 mr B ieHb. OOBIYHO CyMMapHasi CyTOYHas 1032

cocrasiisieT oT 200 mr 1o 400 Mr u mpuHUMaeTcs B JBa rnpreMa. HekoTopbiM OOJIBHBIM MOXKET
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MOHAIOOUTHLCS YBEIHUEHUE CYTOYHOM T03BI 10 MakcuMaibHOU — 1600 Mr. PekomMeH1yeTcs HauaTh
JICYCHUE C HU3KOU JI03BI C MOCIICAYIOIIUM OCTENIEHHBIM TT0100poM 3 dexTuBHON 10361, [Togdop
J103bl HAYMHAIOT ¢ 25—50 Mr, mpuHUMas UX HA HOYb B TEUCHHUE OJHOM Henenu. B nanbHeleM ¢
HEJISTbHBIMH WJIM JIBYXHENICTbHBIMU MHTEPBAJIaMHU 103y MOYKHO yBeanuuBarh Ha 25-50(100) mr
U TpUHUMaTh ee B JBa mnpuema. llpm moadope m03b6I HEOOXOAMMO PYKOBOJCTBOBATHCS
KIMHUYECKUM dPPEeKTOM. Y HEKOTOPHIX OOJIBHBIX 3(P(eKT MOKET ObITh TOCTUTHYT MPH MIpHEME
npernapata 1 pa3 B cyTku. s AOCTHXKEHUS oNTUMaiIbHOro 3¢ ¢deKra JeyeHus mnpenaparom
Tonupamar Kanon He 00513aTeIbHO KOHTPOJIUPOBATH €0 KOHIIEHTPAIUIO B TIa3Me.

JlaHHbIE pEKOMEH AU 110 J103€ MPUMEHUMBI KO BCEM B3POCJIBIM MAIlUEHTaM, BKITIOUAs TTOKUITBIX
JIOJIeH, TIPH OTCYTCTBUM y HUX 3a00seBaHus Mmovek (cM. pasnuen “Ocobbie ykazaHus”).
Kombunuposannas npomusocydoposicnas mepanus y oemeti cmapuie 3 1em

Pexomenayemas cymmapHas cyrouHas 1o3a npenapara TonupamaT KaHoH B KadecTBe cpeacTBa
JIOTIOJTHUTEIFHON TEeparuu COCTABISIET OT 5 10 9 MI/KT W MpUHUMaeTcs B JiBa npuema. [logdop
JI03bI HEOOXOIUMO HAYaTh ¢ 25 MT (WM MEHee, OCHOBBIBAsICh HA HAYAIBHOM J103€ OT 1 110 3 MI/KT
B JICHb), IPUHUMAs MX HAa HOYb B TeueHue 1 Henmenu. B panmpHeliiem ¢ HeNenbHBIMU HIIN
JIBYXHEAENbHBIMA HHTEPBAIIAMU JI03y MOKHO YBETUUHMBATh Ha 13 MI/KT B IeHb U IPUHUMATH €€
B JIBa MpUeMa 10 JOCTIKEHHSI ONTUMAJIbHOTO KiamHW4Yeckoro 3¢dexra. [Ipu mombope m03bI
HEOOXOUMO pPYKOBOJICTBOBaThCS KIMHUYECKUM 3ddextom. Ilogdbop 1036l HauMmHAIOT
npenapatoM Tonupamar Kanon B nosupoBke 15 mr mmm 25 mr. Cyrouynas nosa a0 30 mr/kr
0OBIYHO XOPOILIO EPEHOCUTCSI.

Dnunencuu (6 mom uucie enepgvie OUAZHOCMUPOEAHHA)

Mounomepanus. obwue nonosicenus

[Ipy OTMEHE COMyTCTBYIOIIUX MPOTUBOCYIOPOKHBIX MPENaparoB ¢ LEJNbI0 MOHOTEpPANUU
TOMHPaMaTOM HEOOXOJIMMO YUUTHIBATh BO3MOXKHOE BIUSHHUE 3TOTO Il1ara Ha 4acTOTY MPUITAIKOB.
B Tex cmydasx, Kkorga HeT HEOOXOJUMOCTH PE3KO OTMEHSATh  COIYTCTBYIOIINE
MIPOTUBOCYAOPOXKHBIE TIPETapaThl 0 COOOpaKeHUSIM O€30IMaCHOCTH, PEKOMEHYETCSsl CHUXKATh MX
JI03bl TOCTENEHHO, YMEHbIIAs 03y COMYTCTBYIOUIMX MPOTHBOSMMICITUYECKUX MpPEnapaToB Ha
OJIHY TPETh KaXble JBE HEICIH.

[Ipu oTMeHe mpenapaToB, SBISIOMIMXCS HHIYKTOPAMH MHKPOCOMAIBHBIX (DEPMEHTOB TMEYCHH,
OyIyT BO3pacTaTh KOHIICHTPAIIMM TONUpamaTa B KpPOBH. B Takux cuTyarusx, NMpu HATMYUAN
KJIIMHAYECKUX MTOKa3aHui 103y npenapara Tonupamat KaHOH MOXHO CHU3HTB.

Monomepanus: é3pocivie
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B navane nedeHus nmanuveHT AOJKEH MPUHUMATH 10 25 mr npenaparta Tonupamat Kanon nepen
CHOM B TE€YEHHE OJHOW HENENU. 3aTEM /103y MOBBIILIAIOT C UHTEPBAIOM B 1-2 Heaenu Ha 25 win
50 mr (cyTo4yHyO 103y AeNAT Ha JBa mpuema). Eciu manueHT He NMEPEeHOCHT TaKOW peXuM
MOBBIIICHUS J03bl, TO MOXXHO YBEJIMYUTh HHTEPBaJbl MEXIY IOBBIIMICHUSIMH J103bI, JINOO
MOBBIIIIATh 03y Oonee 1uiaBHO. [lpum mombope m036I HEOOXOIUMO PYKOBOJICTBOBATHCS
KIMHUYeckuM 3¢dexrom. HawanmpHast m03a mpu MOHOTEpAanuM TONHUPAMATOM Yy B3POCIBIX
cocrasisieT 100 Mr B CyTKH, a MakCUMaJIbHasi CyTOYHas /1032 He JoJpKHA npeBbimiath 500 mr.
HekoTtopeie mainueHTsl ¢ pedpakTepHbIMH (QOpMaMH SMUICHICHH TEPEHOCAT MOHOTEPAIHIo
tonupamaToM B 03ax 10 1000 mr B cyTku. J[aHHBIE peKOMEHIAIIMH 10 T03UPOBAHUIO OTHOCSTCS
KO BCEM B3POCIIbIM, BKJIFOUAs MOXKUIIBIX MAIMEHTOB, 0€3 3a00JIEBaHHI TOYEK.

Monomepanus: demu

Jetsim B Bo3pacTe crapiie 3 JeT B MePBYIO HEJENI0 JeUeHUs cleayeT AaBaTh TOMHpaMaT B J103€
0,5-1 Mr/kr Macchl Tena nepe CHOM. 3aTeM 03y TOBBIIIA0T ¢ UHTEpBaJIOM B 1-2 Heaenu Ha 0,5—
1 Mr/kr B CyTKH (CyTOYHYIO O3y JENAT Ha JBa mnpuema). Ecim peGeHOK He TMEepeHOCUT TaKOi
PEKUM MOBBIIIEHUS J103bI, TO MOKHO MOBBIIIATH 103y O0JIee TIaBHO UM YBETUYUBATH MHTEPBAJIbI
MEXy NOBBIILICHUSIMU J103bl. BennunHa 036l U CKOPOCTH €€ MOBBIIIEHUS T0JKHBI OTPEAEISATHCS
KIIMHUYECKUM PE3YJIbTaTOM.

PexomenyeMblil [uana3zoH 703 P MOHOTEpANHUU TOHpamMaToM y JIeTel B Bo3pacTe crapiie 2
net coctaBinsger 100400 mr/cytku. JleTsM ¢ HEAABHO AMArHOCTHUPOBAHHBIMHU HapLUaIbHBIMU
MPUITaIKaMUA MOKHO Ha3HadaTh 10 500 Mr B CYTKH.

Muczpenys

Pexomenayemast obmiasi cyrodHasi jo3a TomupaMara Juisi TpO(QUIAKTUKA MPUCTYIIOB MHUTPEHU
cocrasisieT 100 Mr, nppuHuMaeMas B 2 npueMa. B Havaie jieueHus nalueHT JOJKEH IPUHUMATh
no 25 mr npenapata Tomupamar KanoH mepen cHoM B TeueHue | Henmenu. 3areMm 103y
YBEJIMYMUBAIOT C MHTEPBAJIOM B | Henemnto Ha 25 Mr B CyTKH. Eclii manueHT He MepEHOCUT TaKOro
peKrMa TOBBIIIEHUS 10361, TO MOKHO YBEJTUYUTH HHTEPBAIBI MKy YBEITUUECHUSIMH JT03bI, TNOO
MOBBIIIIATh J03y Oonee 1uiaBHO. [lpum mombope m036I HEOOXOIUMO PYKOBOJCTBOBATHCS
KITMHUYECKUM d(hexTom.

Y HEKOTOpBIX TAIMEHTOB IOJIOKHUTEIBHBIM PE3yJabTaT JIOCTUTACTCS TPH CYTOYHOH J03e
tonupamata 50 mMr. B KIIMHHYECKUX MCCIIEIOBAHUAX TMAI[UEHTHI TOyYaad pa3IndHbIe CyTOYHBIC
J103bI TONMpamara, Ho He 6osee 200 Mr B CyTKH.

Ocoobvle epynnbl nayuenmos
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1. [loueunas nedocmamouyHocms
[TarueHTaM ¢ yMEpEHHOW WM TSHKEIIOW MOYEUHOW HEJOCTATOYHOCTHEO MOXET IMOHAT00UTHCS
CHI)KEHHME J03bl. PexoMeHayeTcs NpHUMEHEHHE TIOJOBHHBI, PEKOMEHAYeMOW HadyalbHOU U
MOJJICP>KUBAIOILEH T03bI.

2. T'emoouanus
[Tockonbky TOnUpamar yAajsieTcs U3 IIa3Mbl IPYU TeMOIUAIN3E, B THU MPOBEACHUS TeMOANaIN3a
clenyeT BBOAMTH JOIOJHUTENbHYIO 103y mpemnapata Tomupamar KaHoH, paBHYIO MpHUMEpPHO
MOJIOBUHE CYTOYHOM J03bl. JlOMONIHUTENbHAS /1032 JIOJDKHA OBITh pas3fefieHa Ha JBE O3B,
IIPUHUMAEMbIe B HavaJle U MOCJIE 3aBEpIIEHUS IPOLEAYpbl reMoauanusa. JlonoaHuTenpHas 103a
MOXXET BapbUpPOBATh B 3aBHUCHUMOCTH OT XapaKTEPUCTHUK OOOPYIOBaHHUS, UCIOJB3YEMOTO IMpHU
MIPOBEJICHUH IeMOINATH3A.

3. Ileuenounas HedocmamouHoCno
[TauenTaM ¢ [EYEHOYHOW HEJOCTATOYHOCTHIO TONHMpaMar CJlEeAyeT MPUMEHSATh C
OCTOPOKHOCTBIO.
ITo0ouyHOE nelicTBUE
HexxenaTenbHble peakiuu MPUBEIEHBI C paclpeesieHneM M0 YacTOTaM U CHCTEMaM OPraHoB.
YactoTy HexenarelbHBIX PEaKIUi Kiaccu(PUUIUPOBAIU CIEIYIOIIUM OO0pa3oM: OYEHb 4YacTo
(>1/10), wacto (>1/100, <1/10), Heuacto (>1/1000 u <1/100), penxo (>1/10000 u <1/1000), oueHb
penko (<1/10000, Bxiro4ast OTAEIbHBIE CIy4al) U YaCTOTa HEU3BECTHA (YACTOTY HEBO3MOXKHO
OIICHUTH MO0 UMEIOIIUMCS TAHHBIM).
Haubonee dvacTeiMM HexeNnaTeNbHBIMU peaKIUAMU (YacToTa KOTOPHIX Oblma Oomee 5 % wu
IpeBbllIajia TAKOBYIO B IpyMIe Iuianedo no KpaHeld Mepe Uis OJHOTO M3 MOKa3aHWH B XOJe
KOHTPOJIUPYEMBIX KIIMHUYECKUX UCCIIEIOBAHMI TOMMpamMaTa) sIBISIOTCS: aHOPEKCHs, ITOHKEHNE
anreTuTa, 3aMeIJIEHHOE MBILUICHUE, JIETTPECCUSL.
Hapymenust »KcmpecCHBHOM pedd. OECCOHHHWIA, HApYIICHUsS KOOPIWHAIUU JBUKCHHIA,
HapylieHne KOHIICHTPAIIMM BHUMAaHMUSI, TOJIOBOKPYKCHHUE, NU3APTPUS, AUCTEB3Us, THIIECTE3HS,
3aTOPMOKEHHOCTb, HAPYIICHHS TTaMATH, HUCTarM, MapecTe3usi, COHIMBOCTh, TPEMOP, TUILIONH,
HEYETKOCTh 3pEHUS, TUapes, TOLUTHOTA, YCTANOCTh, Pa3IpaKUTEIHHOCTh U MOHUKEHUE MACCHI
Tena.
Hughexyuu u uneazuu: 04eHb 4aCTO: Ha30(hapUHTUT™.
Hapywenus co cmoponvl kpou u aumgpamuyeckoi cucmemsl: 9acTO: aHEMHUS; HEUYACTO:

neKoneHus, TUMQpaJeHONATHsI, TPOMOOIUTONCHHS, Y03MHO(DUITUS; PEIKO: HEUTPOTICHHST .
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Hapywenus co cmopoHvl uMMYHHOU cucmemyl: 4aCTO: TUIIEPYYBCTBUTEILHOCTh; YaCTOTA
HEU3BECTHA: AJUIEPTUICCKUI OTEK™, OTEK KOHBIOHKTUBBI*.

Hapywenus co cmoponvl memabonrusma u numanusi: 4acTo: aHOPEKCHsl, OHWKEHHUE alleTHTa;
HEYacTO: METaOOIMYECKUN allu/103, TUIIOKATUEMHUS, TOBBIIICHUE alllIeTUTa, OJIUIUIICHS; PEIKO:
TUNEPXJIOPEMUYECKUH all103, TUIIEPAMMOHUEMUS, TUTIEPAMMOHUEMUYecKas dHIledanonarus.
Icuxuueckue Hapywienus: OYE€Hb YacTO: JICTIPECCHUS; YAaCTO: 3aMEJUICHHOE MBbIIUICHHE,
OecCOHHMIIAa, HapyIIEHUs OSKCIPECCUBHOM  peuyu, TpeBOra, CIIyTaHHOCTb  CO3HAHUA,
JI€30pUEHTAINS, aTPECCUBHBIEC PEAKIINH, HAPYILIEHUSI HACTPOCHUS, BO30YKIEHUE, IMOLIMOHAIIbHAS
Ta0MIIBHOCTD, IETIPECCUBHOE HACTPOCHHE, THEB, HAPYIIICHUE TOBEACHUS; HEYACTO: CYUIIUIATbHBIC
MBICJIM, TIONBITKKA CYHMIUAQ, TaJUIIOIMHAIIMK, TICUXOTUYECKHE PaCcCTPOMCTBA, CIIyXOBbBIE
TAJUTIOLNWHAIIIY, 3pUTENbHbIC TAUTIOIMHALIMY, amnaTus, 3aTpyJHEHHas pedb, HapyUICHHs CHA,
addexTrBHas NaOMIBHOCTb, CHUKEHHE JTUOMI0, BO3OYKIEHHOE COCTOSHUE, IUIay, Juchemus,
diiopuUecKOe HACTPOCHHE, TApaHOWs, TiepceBeparis MBIIUICHUS, TaHUYCCKHUE AaTaKH,
MJIAKCUBOCTh, HAPYIICHHE HABBIKOB UTEHHWS, HAPYIICHHE 3aChIllaHus, YIUIOUIEHUE SMOIUH,
MaTOJIOTUYECKOE MBIIUICHHE, aHOpPra3Mus, MOTeps JIUOUI0, BSIIOCTh, WHTPACOMHHYECKOE
paccTpoiicTBO, pacCesTHHOCTh, paHHUE MPOOYXKICHHS 10 yTpaM, IMaHUYECKHUE pPEeaKIUu,
MIPUTIOTHSITOE HACTPOCHHUE; PEIKO: MaHUsI, TAHUYECKOE PACCTPOMCTBO, YYBCTBO OE3BICXOTHOCTH ™,
TUTIOMAHUSI.

Hapywenus co cmoponvl yenmpanvHou HepeHOU cucmemvl: OUYEHb 4YacTO: TapecTe3uH,
COHJIMBOCTb, TOJIOBOKPY)KEHHE; 4YacTO: HapyLICHHE KOHIIEHTPAallUM BHUMAaHUs, HapyLIEHUE
NaMATH, AMHE3Us, KOTHUTHUBHBIE paCcCTPOMCTBA, HAPYIIEHWE MBIIUICHUS, MCUXOMOTOpPHbIE
HapyIleHUs, CYIOpPOTH, HApYIICHHE KOOPAWHAIIMU JBWKEHHH, TPEMOp, 3aTOPMOKEHHOCTb,
TUTIECTE3Ms, HUCTAarM, JHUCTEB3Us, HapyIICHHE 4YyBCTBa OanaHca, MU3apTpHsi, MWHTCHIIMOHHBIN
TPEMOp, Celalusl; HEYacTO: YTHETEHHOE CO3HAHWE, TOHUKO-KJIOHMYECKUE MPHUNAIKUA MO THUILY
«grand maly, HapyleHHe TOJS 3PEHUs, CIOKHBIC MApIUANbHBIE MPHUITAKA, HAPYIICHUE PEuH,
MICUXOMOTOPHAsI THUIEPAKTUBHOCTh, OOMOpOK, CEHCOPHBIE HapYIICHHs, CIIOHOTEUEHHUE,
TUTIEPCOMHMS, ada3us, MOBTOPSIONIASACS pPedYb, THUIOKWUHE3Ws, IUCKUHE3Us, TOCTYpPaIbHOE
TOJIOBOKPY)KEHHE, HU3KOE€ KAueCTBO CHA, OILIYIIEHHE XOKEHUS, IMOTEPs YyBCTBUTEIBHOCTH,
napocMmusi, mepeOpanbHBId CHHAPOM, IU3ECTE3Hs, TUIIOTEB3Us, CTYNOpP, HEYKIIOKECTh, aypa,
areB3usi, aucrpadus, mucdasus, nepudepudeckas HeHpomaTtus, TPeIoOMOPOYHOE COCTOSHUE,
JIUCTOHMS, OUIYIIEHUE “‘Mypallek” Mo Telly; PEeIKO: anpakChs, HapylIeHUuEe [UPKAJTHOTO PUTMA

CHa, TUNnepeCTe3us, TUIOCMUA, AHOCMUH, 3CC€HI_II/IaJII>HBII71 TPEMOp, AKHHC3UA, OTCYTCTBUC
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peaKkuuii Ha pa3ApaKUTENH.

Hapywenus co cmoponvl opeana 3penusi. 9acTO: HEUYETKOCTh 3PCHHS, TUIUIONUS, HAPYIICHHUE
3pEHUs; HEYaCTO: YMEHBIICHUE OCTPOTHI 3PEHHS, CKOTOMA, MUOMHS*, CTpaHHBIC OLIYIICHHUS B
rnazax*®, cyXocThb TJia3, CBeT00O0s3Hb, Osedapocnasm, MOBHIICHHOE cle30TeYeHUe, (HOTOICHS,
MUpUa3, MpecOUONHs; PEIKO: OJHOCTOPOHHSS CIENOTa, MPEXOAsIas CJIernoTa, TIayKoMma,
HApyIICHHE AaKKOMOJAIlMW, HApYIICHHE 3PUTEIBHOTO IMPOCTPAHCTBEHHOT'O BOCIPHUSTHS,
MepIarejabHas CKOTOMa, OTEeK BeK™, HOYHas CJIeroTa, aMOJIMONUA; YacToTa HEM3BECTHA:
3aKpBITOYTOJIbHAS TIIayKOMa*, MaKyJIONaTus*, HapylmIeHHs OIBUKHOCTH TJ1a3a*.

Hapywenus co cmoponvl opeana ciyxa u pagnogecusi: 9acTo: BEPTUTO, 3BOH B yIiaX, 00Jb B YX€;
HEYACTO: TIIyXO0Ta, OJHOCTOPOHHSS TIyX0Ta, HEHPOCCHCOpHAsl IIyXOoTa, IUCKOM(POPT B yXe,
HapyIICHHUE CITyXa.

Hapywenus co cmoponsl cepoeuno-cocyoucmotl cucmemvl. HEYaCcTo: OpaJuKapaus, CUHYCHAs
Opanukapus, OUIyIIeHUE CepaeOneHuUs.

Hapywenus co cmoponvt cocyoucmoil cucmemvl: HEUACTO: TUIOTCH3HsS, OPTOCTATHYCCKAS
TUIIOTEH3HsI, IPUIUBBI, TOPSYHE MPHIKUBBI; PeaKo: peHoMeH Perino.

Hapywenus co cmopoHbl 0bixamenbHol CUCmeMbl, OPeanos pYOHOU KIEeMKU U CPeQOCHEeHUs.
4acTo: OJBIIIKA, HOCOBOE KPOBOTCUCHHUE, 3aJI0KEHHOCTh HOCA, PUHOpEs, Kalleiah*; He4acTo:
OJIBIIIIKA MPU (PU3NICCKON HATpy3Ke, THIIEPCEKPEIIHsI B MPUIATOYHBIX MMa3yXax HOca, TUCHOHUS.
Hapywenus co cmoponbl diceny0ouno-KuueuHo2o0 mpaxkma: 09eHb 4acTO: TOITHOTA, Jrapes;
Yacro: pBOTa, 3amop, 00JIb B MUTaCTPATbHON 00JIACTH, TUCTIENICHUS, OOJb B )KUBOTE, CYXOCTh BO
pTY, OTUCKOMGOPT B KENyAKe, HapyIIeHWE YyBCTBUTEILHOCTH B POTOBOW IMOJOCTH, TacTpHT,
TUCKOM(OPT B KMBOTE; HEUACTO: TMAHKPEATHUT, METEOPU3M, TacTpol3odareaabHblid pedIrokc,
00JMbp B HIKHEW 4YacTH IKHBOTA, CHW)KCHHE YYBCTBHTEIHLHOCTH B POTOBOH TIOJIOCTH,
KPOBOTOYMBOCTh JIECEH, B3AYyTHE JKMBOTA, JUCKOM(POPT B SIUTACTPAIbHON 00IacTH,
YyBCTBUTEIHHOCTH B 00JIACTH JKUBOTA, TUIIEPCATTUBAIMS, OOTb B POTOBOM MOJOCTH, HETIPUSTHBIN
3arax u30 pTa, TIOCCOTUHHUS.

Hapywenuss co cmoponvl 2enamobunuapHot cucmemvl. PEIKO: TEHATHT, ICYCHOYHAS
HEJI0CTAaTOYHOCTb.

Hapywenus co cmoponsl Kodicu u nOOKONCHbIX MKAHel . YaCTO: aJONeI s, ChIlb, 3y/I; HEYacTO:
AQHTHJIPO3, HApYIICHWE YyBCTBUTEIHLHOCTH B OOJACTH JIMIA, KPAIMBHHIA, JSPUTEMA,
TeHePATM30BaHHBIN 3y, MaKyJsIpHAsl ChIllb, HAPYIICHHE MATMCHTAIIMHA KOXKH, aJJICPTHYCCKHIA

JepMaTUT, MPHUIYXJIOCTh Juua, cuHapoM CtuBeHca-/[koHcoHa*, momumopdHas sputema*,

11
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W3MCHCHHUE 3amaxa KOXH, MapaopOMTaNbHBIA OTEK™, JIOKanM30BaHHAs KPAIMBHHIIA, YaCcTOTA
HEU3BECTHA: TOKCUYECKHIA dUICPMATbHBIN HEKPOIH3 ™.

Hapywenus co cmopomnsl cxkenemuo-mvluledHol cucmemvl U cOeOUHUMENbHOU MKAHU. YacTo:
apTpayrusi, MbIIIEYHbIE CHAa3Mbl, MHUAITUS, MBbIIIEYHBIE CYIOPOTH, MBIIIEYHAs CIa0O0CTh,
CKEJICTHO-MBIIIIeUHast 00JIb B TPYAHON KJIETKE; HEUACTO: MPHUIIYXJIOCTh CYCTaBOB*, CKOBAHHOCTh
MBI, 00JI1 B OOKY, YCTATOCTh B MBIIIIAX; PEAKO: TUCKOMQPOPT B KOHEUHOCTIX *.

Hapywenus co cmoponsl nouex u mouegbl8o0awux nymelii: 4acto: HepoIuTHa3, MOJUIAKHYpPHS,
TU3YpUs; HEYacTO: 000CTpeHHe MOUYeKaMEeHHOH 0oJie3HH (KaMHU B TIOYKaX), HEJAEpKaHUE MOUYHU
P HATIPSIKEHU U, TeMaTypusl, HeJIep>KaHUE MOYH, YACTHIE TTO3bIBBI K MOYEHCITYCKAHHUIO, TTIOUCYHAs
KOJIMKa, 00JTM B 00J1aCTH IMOYEK; PEIKO: 000CTPEHHE MOYeKaMEHHOW 00JIe3HH (KaMHH B ypeTpe),
MOYCYHOKAHABIEBBIM alli03*; 04eHb PelIKO: HehPOKATBIUHO3 ™.

Hapywenus co cmopoHbl nonosvix op2aHo8 U MOJIOYHOU Jicelle3bl. HEYacTO: 3IPEKTUIIbHAs
TUCYHKIHS, CeKCyanbHast AUCHYHKITHS.

Obwue paccmpoticmea u HapyuwieHus, 00yCi06leHHble CHOCOOOM NpuMeHeHus:: OYeHb YacTo:
YCTaJIOCTh; YacTO: MOBBILICHHAs] TEMIEpATypa Tella, aCTEHUs, Pa3IpakKUTeIbHOCTh, HAPYIICHUS
MOXOJKH, TUIOXO€ CaMOYyBCTBHE, OECIMOKOMCTBO; HEYACTO: THIEPTEPMHUS, IKaxKJa,
TPUMTONOAO00OHBIA  CHHAPOM™, MEMIUTENBHOCTh, IIOXOJOJaHUE€ KOHEYHOCTEH, YYBCTBO
OTIbSIHEHMSI, OIIyIlleHHE OECIIOKOICTBA; PEKO: OTEK JIHIIA.

H3zmenenue nabopamopmvix noxazameneu. OYEHb YAcTO: CHIKEHHE MacChl Tela; YacTo:
YBEJIMUEHUE MAcChl Teia*; HeuacTo: KPHUCTAJUIypHs, aHOMAIbHBIA pe3ylbTaT TECTa «TaHAEM-
MOXO0/IKa», JTEUKOTEHHUS, TIOBBIIIEHNE aKTUBHOCTH NIEYEHOYHBIX ()EPMEHTOB B CHIBOPOTKE KPOBU;
PEIKO: YMEHBIIICHHE COJEPKaHUsI THIPOKAPOOHATOB B KPOBH.

Hapywenus coyuanvnozo ¢ynkyuonuposanus: He4acTo: HapylIeHue ClIOCOOHOCTH K O0yUYEHHIO.

* - HeodicenramelbHasl pedKkyusl sapecucmpupoeana 6 nocmpecucmpayuOnHoOM nepuode U3 CNOHNMAaHHbIX COO6W€HM1:Z.

Yacmoma paccuumana Ha OCHo8AaAHuu OAHHBIX KIUHUYECKUX UCCAe008AHUI.

Oco0ble rpyIInbl

eTH
Hrxe npuBeneH CHMCOK HEXKENATEIbHBIX PEAKIUN, KOTOpPbIE B XOAE€ KOHTPOJIHMPYEMBIX
KJIMHUYECKHX MCCIIEJOBAHUIN PETUCTPUPOBAINCE Y JIeTel B 2 1 Gojiee pa3 yalle, 4eM y B3pOCIbIX:
MIOHWKCHUE alllIeTUTA, IMOBBIIICHUE AIIEeTUTa, FMIEPXIOPEMUUECKUM alu103, TUIIOKAIUEMUs,
HapyILIEHUs MMOBEJICHUsI, arPECCUBHBIE PEAKIINH, allaThsl, HAPYIICHUE 3aChIIaHus, CYUIUIAIbHBIC

MBICITM, HapyIIeHHE KOHIICHTPAMM BHHUMAHHUSA, 3aTOPMOKEHHOCTb, HApYyLICHHE IUPKAJTHOTO
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.11.2023 N= 25.

(MOCNEQOBATENEHOCTE 0002)

pUTMa CHa, HU3KOE KaueCTBO CHA, MOBBIIICHHOE CIIE30TCUCHNE, CHHYCHAst OpajuKapaus, Iioxoe
CaMOYyBCTBHE, HApYUICHUS IOXOKH.

Hwxe mnpuBeneH CHUCOK HEKENATeNbHBIX pPEaKUUH, KOTOpble B XO0J€ KOHTPOJIUPYEMbIX
KJIMHUYECKHUX MCCIIeI0OBaHUN PErHCTPUPOBAINCH TOJIBKO y JETEeH:

903MHO(UIINS, TICUXOMOTOPHAS THIIEPAKTUBHOCTb, BEPTUIO, PBOTA, THIEPTEPMHUS, MUPEKCHS,
HapyIIEeHUE CIIOCOOHOCTH K 00Y4EHHUIO.

Ilepeno3upoBka

[Tpu3Haku ¥ CUMIITOMBI Iepe03upOBKU npenapara Tonupamar KaHoH: cy0poru, COHJIMBOCTb,
HapylICHUs pe4Yd WM 3pEeHMs], IUIUIONUS, HAPYIICHHUS MBbIIUICHUS, HApYIIEHHUS KOOPIMHALUU
JBUKEHUM, JIETaprusi, CTyNnop, apTepuanbHas TMIIOTEH3Us, 00JIb B JKUBOTE, TOJIOBOKPYKEHHUE,
BO30yXJeHHe U jernpeccus. B OonpIIMHCTBE ciydaeB KIMHUYECKUE IMOCIEACTBUS HE ObLIU
TSKEIIBIMU, HO ObLTM OTMEUEHBI CMEpTEIbHbIE CITyyau 10ciie NepeI03UPOBKU C HCII0JIb30BAaHHEM
CMECH HECKOJIBKHMX JIEKAPCTBEHHBIX CPEJCTB, BKJIOUas Tonupamar. Ilepeno3upoBka ronupamara
MO>KET BBI3BATh TSDKEJIBIN MeTabonrmueckuit aiuao3 (cM. pasznuen «Ocobble yKazaHusy).

N3BecTeH citydail nepeio3upoBKY, KOTAa MAMeHT IpUHsUT 103y Tonupamara ot 96 no 110 r, uto
HOBJIEKJIO 3a OO0 KoMy, npojoinkasiytocs 20—24 yaca. Criyerst 3—4 THS COCTOSIHUE MalMeHTa
BEPHYJIOCh B HOPMY.

Jleuenue.

B cnyuae nepeno3upoBku npueM npenapara TonupamaT KaHoH cienyeTr npekpaTtuTh, Ha3HaYUB
CUMITOMAaTUYECKYIO NOJIEPKUBAIOILYIO TEPAIINIO 0 TEX MOp, TOKA KIMHUYECKash TOKCUYHOCTh
He OyJeT CHIDKEHA UM YCTpaHEeHa.

O}PexTuBHBIM CcnocoOOM BBIBEACHUS TONMpaMara W3 OpraHu3Ma SBISETCS TeMOAMAIIU3.
[TaruenTam peKOMeH1yeTCsl aIeKBaTHOE MOBBIIIEHNE 00beMa MOTPeOIsIEMOM KUIKOCTH.
B3anmopeiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH IIPeNapaTaMu

Bnuanue npenapama Tonupamam Kanon Ha KOHUenmpayuu opyaux
npomueoInunenmuueckux npenapamoe (I11311)

OpnoBpemenHslii npuém mnpenapata Tomupamar Kanon c¢ apyrumum [I9I1 (penutous,
KapOama3zenuH, BaJIbIIpoeBast KUCIO0Ta, (heHoOapOuTaI, MPUMHUAOH) HE OKa3bIBaeT BIIMSHUS Ha
3HAYeHUs MX PAaBHOBECHBIX KOHIEHTpALUH B IJIa3Me, 3a UCKIIOYEHUEM OTICNIBHBIX OOJbHBIX, Y
KOTOpBIX JoOaBneHue npenapata Tonupamar KaHoH K GeHUTOMHY MOXKET BBI3BAaTh MOBBIIICHUE
KOHIEHTpaluu (peHUTOMHA B TUIa3Me. TO MOKET OBbITh CBA3aHO C YyTHETEHHEM CHeU(pUIecKOn

noauMoppHoit n30dopMel pepMeHTa cuctembl IuToxpoma P450 (uzodepmenta CYP2C19).
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.11.2023 N= 25.

(NOCNEQCBATENEHOCTE 0002)

[TosTOMy y Kaxaoro OOJBHOTO, KOTOPBIA MPUHUMAET ()EHUTOMH M Yy KOTOPOTO pa3BUBAIOTCS
KJIMHUYECKHE MPU3HAKN MM CUMIITOMBI TOKCHYHOCTH, HEOOXOIUMO CIEIUTh 32 KOHLIEHTpAIHen
dbenuTonHa B mnazMe. B uccnenoBanuu hapMakoOKMHETHKHU y OOJIbHBIX dMuiencueid 1o0aBieHue
TomMpamMaTa K JAMOTPUKUHY HE BIIMSAJIO Ha PAaBHOBECHYIO KOHIICHTPAIUIO IMOCIEIHEro MNpu
no3ax tronupamara 100—400 mr B cytku. B mpoliecce Tepanuu U nociie OTMEHbBI JIAMOTPHUIKHHA
(cpenusis no3a 327 Mr B CyTKM) paBHOBECHAsI KOHIIEHTpAIMsl TONMMpPaMaTa He U3MEHSJIACh.
Bo3zoeiicmesue opyzux npomusoinuienmuueckux npenapamos Ha KOHYeHmpayuio npenapama
Tonupamam Kanon

@®eHUTONH U KapOaMa3eluH CHIXKAIOT KOHLEHTpauuu npenaparta Tonupamar KaHoH B mia3zme.
JloGaBneHne WM OTMEHa (PEHWTOMHA WM KapOamasenmnHa Ha (OHE JICUYSHHs IpernapaToM
Tonupamar Kanon moxeT notpeboBaTh H3MEHEHHsI 03Bl TIocaeaHero. Jlo3y cienyer noaoupars,
OPUEHTHUPYSCH Ha IOCTHXKEHUE HE0OX0IMMOT0 KiImHu4Yeckoro agdekra. JlodaBieHue min OTMEHa
BaJIBIIPOCBOM KHCJIOTHI HE BBI3BIBACT KIMHUYSCKA 3HAYMMBIX HW3MEHEHUH KOHICHTPAIIUU
npenapara Tonupamar KanoH B mia3sme H, CJlI€IOBaTEIbHO, HE TpeOyeT U3MEHEHHUs 03Bl
npenapata Tonupamat KaHoH.

Pe3y.HBTaTBI 9TUX B3aUMOJCHCTBHUI CYMMHPOBAHEI B CJ'IG,I[yIOH.[Cﬁ Ta6J'II/II_Ie:

Jlob6aBnenne IIIT1 Kounuentpauus 211 KonuenTpauus Tonupamara
deHnTonH > ¥ 148%
Kapb6amazenun o 140%
Bansnpoesas kucnota “— Y
®denobapOuTan - HUA
[Ipumugon — HU

> =0rcyrcrBre 3¢ dexra

** =[loBBIIICHHE KOHIICHTPAINH Y SAMHUYHBIX TAIIACHTOB.
|= CHmxeHMe KOHIICHTPAIUH B IUTa3Me;

HM = He nccaenoBanace,

[I311 — [IpoTUBOANMAENTHUECKUH MTpenapar.

Jpyrue JiekapcTBeHHbIC B3aUMOACHCTBUSA

Juzoxcun: B UCCIEOBAHUY C UCIIOJIB30BAHUEM OJIHOKPATHOW J03bI TuToMmaas o kpusoid AUC
(«KOHILIEHTpAIUA-BpEMs») JUTOKCHHA B IJIa3Me€ MpH OJHOBPEMEHHOM IpUEMe ToIupamara
yMeHbIanach Ha 12 %. Knuauueckast 3Ha4MMOCTb 3TOTr0 HaOoieHus He sicHa. [Ipu Ha3HaueHun
win oTMeHe mpemnapara Tomupamar KaHOH OOJBHBIM, NMPUHUMAIOLIMM JUTOKCHUH, 0c00o0e
BHUMaHHE HEOOXOIUMO YAECTUTh MOHUTOPUPOBAHHUIO KOHIIEHTPALIUU IUTOKCHHA B CBIBOPOTKE.

Cpeocmea, yenemarowue [[HC: B paMkKax KJIMHUYECKUX HCCICIOBAHUN IOCIEICTBUS
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COOTBETCTBYET 3KI
ot 30.11.2023 N2

(NOCNEQCBATENEHOCTE 0002)

CMEPTHOMY OTUETY

OJIHOBPEMEHHOI'0 MpUeMa TOMHpaMara ¢ aJIkOrOJIEM WJIU JPYTUMH BEIIECTBAMH, YTHETAIOIIUMU
¢byakuun [ITHC, e m3ywanuch. Pekomenmyercs He mpuHuMaTh Tomupamar KaHon BMecTe ¢

AJIKOTOJIEM WJIM JPYTUMU MpernapaTamu, BbI3bIBatomumMu yruerenue ¢pynkuu [ITHC.

36epoboii npoovipssienusiil: pu coBMecTHOM mpueMe Tomupamar KanoH W mpemapaToB Ha
ocHOBe 3Bepobosi mpossipsiaeHHoro (Hypericum perforatum) koHIieHTpamus Tomppamarta B
I1a3Me MOXKET CHUXATbCsl U, Kak ClelCcTBUE, 3(PQPEeKTUBHOCTH IpermapaTa TakKe MOXKET
NOHM3UTHCS. KIIMHUYEeCKUX HCCieoBaHU B3aUMOJICHCTBUSL TomHMpamaTa M IpernapaToB Ha
OCHOBE 3Bep000s MPOABIPSIBICHHOTO HE MMPOBOIUIOCH.

Koumpayenmuevi: B uCCIeNOBaHUM JIEKAPCTBEHHOTO B3aMMOJCHCTBUS C MEPOPATbHBIMU
KOHTpALIETITUBaMH, B KOTOPOM HCHOJb30BAICS KOMOMHHPOBAHHBINA Mpenapar, COJIep:Kaliuil
HOpaTUCTEpOH (1 Mr) m aTHHMWIACTpaauo (35 Mkr), Tonupamar B 1o3ax 50—800 Mr B J1eHb He
OKa3bIBAJI CYIECTBEHHOTO BIUSHUS Ha 3 (PeKTUBHOCTH HOpATUCTEpOHA U B A03ax 50-200 mr B
IeHb — Ha 3(PPeKTUBHOCTh STUHWIACTpanuona. CyllecTBEHHOE J10303aBHCHMOE CHIKEHUE
3(PEKTUBHOCTH STUHHIACTPAAHOIa HaOM0oaaI0Ch Tpu go3ax Tomupamara 200-800 mr B 1cHb.
Knunuueckast 3HaUMMOCTh ONMUCAHHBIX M3MEHEHUU He sicHa. Puck cHuxenus 3(dexTuBHOCTH
KOHTPAIICTITUBOB U YCUJICHUS «ITPOPBIBHBIX» KPOBOTCUCHHH JIOIDKEH YUUTHIBATHCS Y OOJBHBIX,
MPUHUMAOIINX TIepOpaIbHbIE KOHTPAIIENITUBEI B COYETaHUU C TpenaparoM Tomumpamar KanoH.
BoNbHBIM, MPUHUMAIOMIMM 3CTPOTEHCOJEPIKAIINEe KOHTPAIETITHBBI, HEOOXOJHMMO COO00maTh O
TO0BIX M3MEHEHUSX B CPOKax M XapakTepe MeHcTpyauuid. J((eKTUBHOCTh KOHTPALETITHBOB

MOJKET OBITh CHM)KEHA J1a)Ke MPU OTCYTCTBHH «IIPOPBIBHBIX» KPOBOTEUEHUH.

Jlumuii: 'y 310pOBBIX JTOOpOBOJNBIEB HaOmomanock cHwkeHne AUC mutus Ha 18% mipm
OJIHOBPEMEHHOM mpueme Tomupamara B o3¢ 200 mr B cyTku. Y OOJBHBIX C MaHHUAKaJIbHO-
JENPECCUBHBIM IICUX030M NPUMEHEHHE TonupamMara B j03ax A0 200 Mr B CyTKM HE BIUSJIO Ha
(hapMaKOKHMHETHKY JINTHS, OJHAKO TIpH 0oJjiee BhICOKHX J03ax (10 600 mr B cytkn) AUC nmutus
Obl1a moBelIeHa Ha 26 %. [Ipu oHOBpEeMEHHOM NMpPUMEHEHUH ToNHpamMaTa U JIUTUS CIIETyeT

KOHTPOJHUPOBATH KOHOCHTPAIUIO IMMOCICAHETO B IJ1a3ME KPOBH.

Pucnepuoon. uccnenoBaHus JIEKapCTBEHHOTO B3aUMOJICHCTBHUSA, IIPOBEICHHBIE C OJTHOKPATHBIM U
MHOTOKpPATHBIM IIPHEMOM TOIIHpaMata 3J10pOBbIMHU 100POBOJIBLIAMH U OOIBHBIMH C OUTIOISIPHBIM
paccTpocTBOM, JTalM OAMHAKOBBIE pe3ynbTarhl. [IpM OAHOBpEMEHHOM IpHEME TolHMpamara B
no3ax 100, 250 umu 400 mr B cyrkun AUC pucniepuioHa, IpUHUMaeMoro B 103ax 1-6 Mr B CyTKH,
CHIDKaeTcs cooTBeTcTBeHHO Ha 16 % u 33 %. Ilpu »toM (Qapmakokuneruka O9-

THJIPOKCUPUCTIEPUIOHA HE M3MEHsUIach, a cCyMMapHas (apMaKOKMHETHKa aKTUBHBIX BEIIECTB
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.11.2023 N= 25.

(NOCNEQCBATENEHOCTE 0002)

(pucnepuioHa U 9-TUIPOKCUPUCIIEPUIOHA) U3MEHSIACh HE3HAUUTENBHO. MI3MEHEHHE CHCTEMHOT0
BO3JICHCTBUS PUCHIEPUIOHA/9-THIPOKCUPUCTICPUIOHA W TONMUpamara He ObUIO KIMHHYECKU
3HaYUMO, U 3TO B3aMMOICHCTBUE BPS JIM MOXKET UMETh KIIMHUYECKOE 3HAaYCHHUE.
T'uopoxnopomua3zuo: nekapCcTBEHHOE B3aMMOJICICTBIE OIICHUBAJIOCH Ha 3J0POBBIX JOOPOBOJIBLIAX
IpU pa3/ieIbHOM U COBMECTHOM NMPUMEHEHUH THAPOXJIOpoTHasuaa (25 Mr kaxasle 24 yaca) u
tonupamata (96 Mr kaxaple 12 dacoB). PesynbTaThl HCCIENOBaHHMM IOKa3alHM, YTO IIPH
OJIHOBPEMEHHOM TMpHEeME TomupamMara U TUIPOXJIOPOTHA3UAA TPOUCXOJIUT YBEIUYCHHE
MaKCHMaJIbHOW KOHIIEHTpaluuu Tonupamara Ha 27 % u mnomaau noa kpuBoit AUC Tonupamara
Ha 29 %. KiuHuueckas 3HAUYUMOCTh S3THX HCCIENOBAaHUMN HE BbIsiBICHA. Ha3zHaueHue
TUAPOXJIOPOTHA3H/IA MTallMEHTaM, IPUHUMAIOIIUM TOMHpPaMaT, MOKET MOTpeOoBaTh KOPPEKLIUU
036l TonupamaTa. PapMakKOKMHETUYECKUE MapaMeTphl THAPOXIJIOPOTHA3HIA HE IMOABEPraliuch
3HAYUMOMY M3MEHEHHMIO TMpPU CONYTCTBYIOIIEH Tepamuu TomupamaroM. KimHuyeckue
MCCJICTOBAHMSI TOKA3aJIM YMEHbILIEHUE B CBIBOPOTKE KPOBH Kallvs MOCJIE TpUeMa ToupaMara uiu
TUAPOXJIOPTHA3UAa, KOTOpoe Obuio Oojiee 3HAUUTENBHBIM IPU COBMECTHOM IIpHUeMe
TUAPOXJIOPTHA3UAA C TOIUPAMATOM.

Mem¢hopmun: 1eKapCTBEHHOE B3aMMOJICWCTBHE OIICHUBAJIOCH Ha 3JI0POBBIX JOOPOBOJIBIIAX,
MONy4yaBIINX METHOPMUH WM KOMOWHAIMIO MeThopMHHA U TomupamaTta. Pe3ynbTarhbl
WCCIICIOBAaHUM TOKa3aji, 4TO MPU OJHOBPEMEHHOM TIpHUeMe TomupamMara U MeTPOopMHUHA
MPOUCXOJUT YBEIUYCHUE MAKCHMAJIBLHOM KOHIICHTpAMu U Iwiomiaau mox kpuoid AUC
metpopmuHa Ha 18 % u Ha 25 % COOTBETCTBEHHO, TOrJa Kak KIMpPEHC MeT(OpMUHA NpU
OJIHOBPEMEHHOM NPHUMEHEHUH ¢ TonupaMaTroMm cHukaics Ha 20 %. TonupamaT HUKaK HE BIHSI
Ha BpeMsl TOCTIKEHUSI MaKCUMAIbHOW KOHIIEHTpAlMu MeTQOopMHUHA B MIa3Me KpoBu. KimpeHc
TonmupamaTa TpU OJHOBPEMEHHOM TMPUMEHEHHH ¢ MeThOpMUHOM cHmKaercsa. CrerneHb
BBISIBICHHBIX HM3MEHCHHM KIWpeHca He u3ydyeHa. KimHWueckas 3HAYMMOCTh BO3JACHCTBUS
MeThopMUHA Ha (GapMakKOKMHETUKY TomHpamaTa He sicHa. B ciiydae moOaBieHUs UM OTMEHBI
npernapata Tonupamar KaHOH y ManueHTOB, MONYYaOMUX MET(HOPMHUH, CIEIyeT TIIATEIhHO
KOHTPOJIMPOBATh COCTOSIHHUE OOJIBHOIO IS OIIEHKH TEUEHUS caXxapHOro AuadeTa.

Iuocnumason: nekapcTBEHHOE B3aMMOJEHCTBHE OLIEHUBAJIOCHh HA 3/I0POBBIX J100pPOBOJIBIAX TTPU
pa3/ieTbHOM U OJTHOBPEMEHHOM IMPUMEHEHMHM MUOTIMTA30HAa M TOMUpaMara. bbUlO BBISIBICHO
ymeHblneHue momanan noj kpuBod AUC nmuornutazona Ha 15 %, 6e3 n3MeHeHHs] MaKCUMAaTbHOM
KOHIICHTpAIIMH MperapaTa. DTH U3MEHEHUS He ObLTH CTATUCTUYECKH 3HAUUMBIMU. {7151 aKTHBHOTO

FI/IIIPOKCI/IMGT36OJ'II/IT3 MUOTJIMTA30Ha TakKe OBLIO BBIABICHO CHIDKECHHE MaKCHMAaJIbHOU
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COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 30.11.2023 N= 25.

(NOCNEQCBATENEHOCTE 0002)

KOHIeHTpauuu U momanu noxa kpuBoid AUC nHa 13 % u Ha 16 % COOTBETCTBEHHO, a IS
AKTUBHOTO KETOMETa0ONIUTa OBUIO BBHISBICHO CHIDKEHHE MAKCUMAIBHON KOHIIGHTpAIlMH U
miomaau moa kpuBoit AUC Ha 60 %. KnmnHnueckas 3HaYMMOCTh 3TUX JIaHHBIX HE BhIsICHEHA. [1pu
OJIHOBPEMEHHOM NpPHUMEHEHUHU NalueHTaMu mnpenapara Tomupamar KaHOH M muoriamTazoHa,
clelyeT TIIATEeNbHO KOHTPOJUPOBATH COCTOSTHUE OOJIBHOTO /I OIEHKU TEYEHHUS! CaXxapHOTo
nuadera.

Inubenxnamuo: ObLTO MPOBEACHO UCCIIEIOBAHHE JIEKAPCTBEHHOTO B3aUMOACHCTBUS AJIs1 U3YUCHHUS
dbapmMakoKMHETHKH riarOeHKIaMuaa (5 Mr B CyTKH) B PaBHOBECHOM COCTOSIHUU, TIPUMEHSEMOTO
M30JIMPOBAaHHO WJIM OAHOBPEMEHHO ¢ TomupamaroM (150 Mr B cyTku) y OOJIBHBIX CaxapHbIM
nuaberom 2 tumna. [Ipu npumenennn tonmpamara AUC rimbeHknamuaa cHmkanach Ha 25%.
Takxe Obl1a CHIKEHA CHCTEMHAsi KCHO3UIMUS — 4-TpaHC-THIPOKCH-TIIMOSHKIaMHUa U 3-IHc-
TUAPOKCHU-TIIMOCHKIaMuaa (cooTBeTcTBeHHO Ha 13% um 15%). I'muOeHknamMug HE BIMSII HA
(dhapMakOKMHETUKY TOMUpaMaTa B PaBHOBECHOM cOCTOSIHUM. OOHApYXEHO CTaTHCTHYECKHU
HenocrtoBepHoe cHmkerne AUC nmuornurazona Ha 15% npu orcyrctBu nu3mMeHeHHUsI Cmax. [Ipu
Ha3HAYCHUH TOMUpamara OOJbHBIM, TMOJYYalOmMM TIOuOeHKIaMuJ (WM  Ha3HAuYCHUU
ruOeHKIaMuAa OOJMBHBIM, TMOTYYaIOUIMM TOMUpPaMarT), CIeAyeT TIIATeIbHO KOHTPOIWPOBATH
cocTosiHuE O0JIBHOTO /JIsl OLIEHKH T€YEHMsI CaxapHOTro 1uadeTa.

/Jlpyeue npenapamul. OIHOBpPEMEHHOE NpHUMeHeHHe mnpemnapara Tonupamar KaHoH c
npenaparamu, MpeApacroaraloiMMu K HedpoInuTHa3y, MOKET TOBBIINIATh PUCK OOpa30BaHUS
KaMHel B moykax. Bo Bpemsi nedyenus mnpemapatom Tomupamar KaHoH cnemyer wusberathb
NPUMEHEHUs TPenapaToB, MNpPeapacloyiaraloluxX K HePpoIuTHa3y, MOCKONbKY OHH MOTYT
BBI3BaTh (PM3HOJIOTUUECKHE U3MEHEHHUSI, CIIOCOOCTBYIONINE HEPPOTUTHAZY.

Banvnpoesas kucioma: KOMOMHUPOBAHHOE MIPUMEHEHHE TOIHPaMaTa U BaJILIIPOEBOM KUCIIOTHI y
OOJBHBIX, XOPOIIO TEPEHOCSIIMX KaXAbIi TMpemapaT B OTAEIBHOCTH, COMPOBOXKIAETCS
runepaMMoHreMuel ¢ sHiedanomnarueld wim 6e3 Hee. B OONBIIMHCTBE CITy4yaeB CHMITOMBI U
MPU3HAKM MCYE3al0T MOCJIe OTMEHBI OHOrO U3 MpenapaToB (cM. pasnen «Ocobvie ykazaHus» n
«llobounoe Oeticmsuey). ITa HEOMArOoNpUATHAS PEAKIMA HE BbI3BaHA (hapMaKOKHHETHYECKUM
B3aUMO/ICHCTBUEM.

[Ipu coBMeCTHOM IpHeMe ToMMpamMaTa U BaJbIIPOEBOM KUCIOThI MOKET BOZHUKATh TUIIOTEPMUS
(HempenHaMepeHHOE CHIDKCHHE Temmeparypsl Tema Hmwke 35°C) B coueraHunm ¢
TUTIEpaMMOHUEMHUEH WJTH JK€ He3aBUCUMO. JlaHHOE SIBJICHHE MOKET BOSHUKATH KakK IMOCJIE Havasa

COBMCCTHOI'O IIpuemMa BanbnpoeBoﬁ KHCJIOTBI U TOIIMpamMara, TaKk U IpU YBCINYCHHUU I[HCBHOﬁ
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COOTBETCTBYET 3KCMEPTH
ot 30.11.2023 Nz 25:

(NOCNEQCBATENEHOCTE 0002)

JI03bI TOMHUpaMara.

Aumuxoazynaunmuvle cpeocmea, anma2oHucmsl sumamuna K: 0JHOBpeMEHHOE IPUMEHEHUE C
AQHTUKOAryJIssHTHBIMH CpPEJICTBAaMH, aHTaroHucramMu BuTamMuHa K MoxkeT mnpuBoauTh K
ymenbiieHnto MHO (MexayHapoaHOr0O HOPMaJIM30BaHHOT'O OTHOIIECHHUs). Bo Bpems Tepanuu
TONMpPaMaTOM PEKOMEH]IyEeTCs Yallle MPOBOJAUTh KOATYJISIIMOHHBIEC TECTHI.

LlononnumensbHule uccie0o8anusl 1eKapCcmeenHo20 63aumooeticmeus: sl OLEHKH OTEHIMAIBHO
BO3MOXXHBIX BApUAHTOB JIEKAPCTBEHHOI'O B3aUMOJCHCTBUS MEXIYy TONUPAMATOM M JAPYTUMHU
JIEKapCTBEHHBIMU MpernapaTaMu ObLT MPOBEACH Psii KIMHUYECKUX UCCIIECTOBAHMIM.

PesynbTarhl 3THX B3auMOAEHCTBUN CYMMUPOBAHBI B CIIEAYIOIEH TaOIuIIe:

JlobaBasiemoe Konuenrpauus KonuenTpanus
JIeKapCTBEHHOE CPeACTBO nodasasiemoro JIC Tonmupamara’
(I1C)
AMUTPUNTUINH VBennueHne MaKCHMaJIbHOK
konueHrpaun (Cmax) 1 AUC merabomura He nccnenosanoch
HopTpunTwinHa Ha 20%
JuruaposproraMux
(mepopalibHO ¥ TIOJIKOXKHO) - -
lanonepuaon Yeennuenne AUC merabonnra Ha 31 % He uccienoanach
IIpomnpanoson Veenmnuenne (Cmax) Ha 9 % wu
potp YBenuyeHue (Crmax) VTSt 4-OH 16%, AUC (Ha 9 ) % u 17 %
nponpanoiona Ha 17 % (Tommpamara 50
wr) (mpompanonona 40 mr u 80 wmr
Kaxxple 12 9 COOTBETCTBEHHO)
Cymarpuntan — He uccienoBanocs
(mepopaibHO U MOJIKOKHO)
[uzotnden > >
Junruazem VYmensmenne AUC gunrnazema Ha 25 % u
nesaneruinauiTiazeMa Ha 18 %; Veemnuenne AUC nHa 20 %
> s N-guMeTunauiTaasemMa
Bennadakcun > >
OnyHapu3uH Yeenuuenne AUC Ha 16 % (50 mMr xax e >
12 9)2

1 . .
8blpasicena Ha % om 3HAueHUll MAKCUMATILHOT KOHYyenmpayuu 6 niasme Kposu u AUC npu MoHomepanuu,

> omcymemaue usmenenuti (Cmax) 6 niaszme kposu u AUC (< 15% om ucxoonvix 0aHHvIx);
2 npu mrozoxpamuom npueme Gaynapusuna, Habuooanoce yeenuuenue AUC na 14%, umo modicem bbimb C643aHO ¢

HAaKonjlenuem npenapama 6 npoyecce oocmudicenust PABHOBECHOCO0 COCMOAHUA.

Oco0ble ykazaHus

BHe 3aBucMMOCTH OT Hajdu4yusi B aHAMHE3€ KOHBYJIbCHUBHBIX IMPHUIIAJKOB UM SMIUJIEICUH,
MPOTUBOSUIICTITUYECKUE TpenapaThl, BKIOuYas u npenapar Tommpamar KanoH, cremyer
OTMEHATH TMOCTETEHHO, YTOOBI CBECTH K MHHHUMYMY BO3MOKHOCTH IOBBIIIECHUS YaCTOTHI
npunaakoB. [ns ymenbmeHnust o3bl Ha 25-50 mr ucnons3yroT npenapatr Tonupamatr KanoH B
JO3UpoBKEe 25 Mr. B KIMHMYECKMX HCCIENOBaHUAX A03bl yMmeHbmanu Ha S50-100 mr c

HEAEIbHBIMA MHTEpBAJIaMU AJIs B3pOCIbIX IIPU TEpAlUM dMWIEHCUU U Ha 25-50 Mr y B3pOCIbIX,
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nonydvaromux 100 Mr npemapara Tonupamara B CyTKH IJIsl TPO(QUIAKTHKN MUTPEHU. Y JIeTei B
KJIMHUYECKHUX MCCIIEIOBAHUSIX TOMMPAMaT MOCTETIEHHO OTMEHSUIH B TeueHue 2—8 Heaelnb. Eciu no
MEAMIIMHCKUM MOKa3aHUsIM HeoOxoauma ObicTpasi oTMeHa mnpemnapara Tomupamar Kanon, To
PEKOMEHIYeTCsl OCYLIECTBIATh COOTBETCTBYIOIINI KOHTPOJIb COCTOSIHUS MTallUEHTA.

Kak u B ciayyae mpuMeHEHUs IPYTUX HPOTUBOSNMUIEHTHYECKUX IIPENapaToB, Y HEKOTOPBIX
NAIMEeHTOB, NMPUHUMAIOIIUX TOMMpPaMaT, HAONIONACTCS MOBBIIICHHE YacTOTHI MPHIIAIKOB WU
HOBBIE THIIBI MPUNAAKOB. J[aHHOE SBIIEHUE MOXKET SIBISTHCS IMOCIEICTBUEM IEpPEA03UPOBKH,
CHW)KCHUSI KOHIIEHTPALIMM COBMECTHO NPUMEHSEMBIX MPOTHUBOIMUICHTHUECKUX TMPENnaparos,
porpeccupoBaHmsl 3a00JIeBaHUS WK MapagoKcanbHOTO 3(dekra. CKOPOCTh BBHIBEACHUS Yepe3
MOYKH 3aBUCUT OT (PYHKIMHU TOYEK M HE 3aBUCHUT OT BO3pacta. Y OOJBHBIX C YMEPEHHBIM HIIU
BBIPQXCHHBIM HapyIICHHEM (YHKIHMH MOYEK i1 JOCTHXKEHHUS YCTOMYMBBIX KOHIIEHTpAIMi B
1a3Me MOKeT moHanooutbes ot 10 1o 15 nHel, B otianuue ot 4-8 qHell y 607IbHBIX ¢ HOpMaIbHOU
(GyHKIUEH MoYek.

Kak u mpu moOGom 3aboneBanmu, cxemMa mOA00Opa 03Bl JOJDKHA OPHEHTUPOBATHCS Ha
KIUHUYEeCKUi 3¢ dexT (T.e. CTenmeHb KOHTPOJIMPOBAHHUS TMPHUIMAIKOB, OTCYTCTBHE MOOOYHBIX
3¢ (HeKTOB), M YIUTHIBATH TO, YTO Y OONBHBIX C HAPYIICHHEM (PYHKIIMH MOYEK ISl YCTaHOBJICHHUS
CTaOWJIBPHOM KOHIEHTpAllMM B IJIa3Me JJs KaXJI0M 103bl MOXET IOHAA00UThCs Oosee
POJOKUTEIHLHOE BPEMSL.

[Ipu Tepamuu TONMMpPAMaTOM BO3MOXHO BO3HUKHOBEHHE OJIMIOTUApPo3a (YMEHBIIEHHOE
HOTOOT/AETCHNE) W aHTHJPO3a. YMEHbIIEHHE MNOTOOTAEICHUsS M TUIepTepMHus (TOBBILICHUE
TEMIIEpaTypbl Tejld) MOTYT BO3HUKHYTh Yy JAETEH, MOABEPKEHHBIX BO3JEHCTBHUIO BBICOKOU
TeMIepaTypbl OKpyXKarouien cpelbl. B 3Toil CBSI3M mMpW Tepanvud TONMHPAMATOM OYEHb BAKHO
aJIeKBaTHOE MOBBILIEHHE 00beMa NOTPeOIIIEMOM KUAKOCTH, CIOCOOHOE CHU3UTh PUCK Pa3BUTUS
HepoIuTHAa3a, a TakkKe MOOOUHBIX 3(h(PEeKTOB, KOTOPBIE MOTYT BO3HUKHYThH IOJ] BO3JEHCTBHEM
(bU3MYECKUX HATPY30K WM MOBBIIIEHHBIX TEMIIEPaTyp.

Paccmpoiicmea nacmpoenus/oenpeccus

[Tpu neyeHun TonmuMpaMaToM HAOIIOAAETCS MOBBIIIEHHAS YaCTOTa BOSHUKHOBEHMS PacCTPOMCTB
HACTPOEHUS U JENPECCUHU.

CyuyuoanvHvie nonvimxu

[Tpu npyMeHEeHNN MPOTUBOAMIIEITUYECKUX MTPENapaToB, BKIoYas npernapaT TonupamaTt KaHoH,
YBEJIMYUBAETCS PHUCK IMOSIBICHUS CYMIMAAIBHBIX MBICIEH M CYWUIUJAIBHOTO MOBEACHUSA Y

ManucHTOB, IPUHUMAIOIIHX 3THU MMPCTIapaThl 11O JIIOOBIM M3 ITOKa3aHMM.
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B nBoiHBIX clenbIX KIMHUYECKUX HCCIENOBAHUAX, 4acTOTa Pa3BUTHS SBJICHHM, CBA3aHHBIX C
CYMIIUAOM (CYMIIUAAIbHBIC MBICIIH, TIOMBITKA CYUIIU/A, Cyulin ), coctaBisuia 0,5% y nainueHTos,
noytydaBmux tonupamar (y 46 yenoBek u3 8652), 4To mpuMepHO B 3 pa3a BhIIIIE 110 CPABHEHUIO C
nanueHTaMH, noxydabmumu mianedo (0,2%; y 8 uyenosek u3 4045). Oaun cinyyait cynnuaa Obut
3apuKCUpOBaH B JIBOMHOM CJIETIOM HCCIIEIOBAHUU OHUMOJSIPHOTO PACCTPOMCTBA Yy TMAalMEHTA,
[I0JIy4aBUIETO TONMpPaMaT.

Takum 00pa3oM, HEOOXOAMMO KOHTPOJIMPOBATh COCTOSIHME NALMEHTOB C LIEJIbIO BBISBICHUSA
IPU3HAKOB CYWUUAAIBHBIX MbICIEH M Ha3HauaTb COOTBETCTBYollee JiedeHue. HeoOxomaumo
PEKOMEH/10BaTh MalueHTaM (U MpU HEOOXOJMMOCTH JIMLAM, YXaXKUBAIOLIUM 3a MalUEeHTaMH)
cpa3dy ke oOpamarbCsi 3a MEIMLUMUHCKOM TIOMOIIBIO B ClIy4ae IHOSIBICHUS NPU3HAKOB
CYULIMIAIbHBIX MBICIIEH WIIN CYHIIMAIBHOTO MTOBEICHMS.

Tricenvle KodicHbIE peakyuu

VY nanueHToB, IPUHUMABIIUX TONKpamar, ObUIN 3apETUCTPUPOBAHBI TSXKENbIE KOKHBIE PEAKIIUU
(cungpom Crusenca - [Ixoncona (CCJl) u Tokcnueckuit anuaepmainbublil Hekposns (TOH)) (cm.
pasznen «Ilo6ouHoe aelicTBUe»). BONBIIMHCTBO TakMX CllyyaeB HAOIIOJANOCh Y HallMEHTOB,
OJIHOBPEMEHHO NMPUHUMABIINX JAPYyrHe JIEKapCTBEHHbIE MIPENapaThl, CBA3b KOTOPBIX C Pa3BUTHEM
CCI u TOH u3BectHa. Heckonbko ciaydaeB ObLIN 3aperUCTPUPOBAHBI Y NAIIUEHTOB, MOIYYaBIINX
TONHMpaMaT B KaUeCTBE MOHOTepanuu. PekomeHnyeTcst ”HPOPpMUPOBATH MALMEHTOB O BO3MOKHBIX
CUMITOMAX TSDKEJBIX KOXKHBIX peakiuil. [Ipu mopo3penun Ha pazsutue CCJl i TOH npuem
npenapata Tonupamar KaHOH 10JKeH OBITh PEKpPALIEH.

Hegponumuas

Y HEKOTOpBIX MAallMEHTOB, B OCOOEHHOCTH C MPEIPACIIONOKEHHOCThIO K He(QPOIUTHA3Y, MOKET
MIOBBICHTHCSI PUCK 00pa30BaHMs KaMHEH B IMOYKAX W MOSBICHHUS CBA3aHHBIX C HUIM CHMIITOMOB,
TaKMX KakK IOoYyeyHas KoJMKa, 00ib B mouke, 60ib B O0Ky. UTOOBI YMEHBIIUTH ITOT PHCK,
HE00X0/IMMO a/IeKBaTHOE IOBBIIIEHHE Oo0beMa moTpebisgeMoi kuakoctu. dakTopamu puCKa
pa3BuTUs HedpoynTHa3za SBIAIOTCS: HedpoiauTHa3 B aHaMHe3e (B T.4. B CEMEMHOM) U
runepkanpuuypust (cMm. pasnen «OcoOble ykazaHus» — Memabonuueckui ayudo3 u e2o
nocnedcmeust). Hu onun u3 3tux (hakTopoB He onpezenseT popMupoBaHue KaMHell Ha ¢poHe
[Tpuema Tonupamara. [ToBBICHUTH PUCK BO3HHUKHOBEHUS HE(PPOIUTHA3a MOXKET COMYTCTBYIOILIAS
Tepanus IpyruMHU MpernapaTaMu, KOTOpbIe CIIOCOOCTBYIOT €0 Pa3BUTHIO.

Hapywenue ¢pynkyuu novex

Crnenyer coOnroaTh OCTOPOKHOCTh IPHU HAa3HAYCHHWU TONHpaMaTa MNalMeHTaM C TOYeYHOH
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HEIOCTaTOYHOCTBIO (KJIMpeHC KpeaTHHHHAa <70 Mi/MHH). DTO CBSI3aHO C TEM, YTO Yy TaKHX
NAIMEHTOB KJIMPEHC MpernapaTa MOHUKEH.

Hapywenue ¢ynxkyuu neuenu

VYV nanueHTtoB ¢ HapyleHWsSMH (QYHKIMM TI€YeHM TONHpaMaT cJlelyeT IPUMEHSTh C
OCTOPOKHOCTBIO M3-3a BO3MOXHOT'O CHMIKEHMSI KIIMPEHCA 3TOTrO0 Mpenapara.

Muonus u cuHOpom 6MoOPULHOU 3AKPbINOY20NbHOU 21AYKOMbL

[Ipy npuMeHeHMM TomMpaMara OIMCaH CHUHAPOM, BKIIIOYAIOIIUMN OCTPYI0 MHOIMIO C
CONYTCTBYIOIIEH BTOPUYHON 3aKPBITOYrOJIbHOW TriayKoMoW. CHUMIITOMBI BKJIKOYAKOT OCTPOE
CHW)KCHHE OCTPOTHI 3peHHS W/Wiau 0oib B Tiasy. [lpm odTanmbMonorndeckoM o0CiIeI0BaHUN
MOXET OOHapy>KUBATbCS MHOIUS, MUAPHA3, YIUIOUICHWE MEepeIHe KaMephl Iia3a, THIepeMus
(MOKpacHeHHe) TIJIa3HOro 50JI0Ka, OTCIIOMKAa XOpPHOMIAIbHOM OOOJOYKM IJla3a, OTCIOWKa
OUTMEHTHOTO SIUTENUs KJIeTYATKU, MAaKYJSpPHbIC IOJIOCKM W MOBBIIIEHHE BHYTPUIJIA3HOTO
JaBJCHUs. OTOT CHUHAPOM MOXET COINPOBOXKJIATHCSA CEKPEIMEeN JKUIKOCTH, MPUBOAALICH K
CMEIEHNI0 XpYCTaJMKa M paAyXHOW OOOJOYKM BIEpea C pa3BUTHEM BTOPUYHOU
3aKpBITOYTOJIbHOM ITIayKOMBI.

CuMnTOMBl OOBIYHO MOSIBJIAIOTCS dYepe3 1 Mecsl] Mocje Hayana NPUMEHEHHUs Ipernapara
Tonupamar KanoH. B oTiinume OT NMEpBUYHON OTKPBITOYTOJIBHOW TJIAyKOMBI, KOTOpas PEIKO
HabmoaeTcs y 00abpHBIX 10 40 JieT, BTOpUYHas 3aKphITOYrojbHas Ii1aykoMa HalroAaercs npu
IPUMEHEHUU ToNHpamMaTa Kak Yy B3pOCIbIX, TaKk M y jereil. Ilpy BO3SHMKHOBEHMM CHHIPOMA,
BKJIIOUAIOLIETO MHOIMUIO, CBA3AHHYIO C 3aKpbITOYTOJBHOW TIJIayKOMOM, JIEYEHHE BKIIIOUAET
npekpaieHie npuema npenapara Tonupamar KaHoH, Kak TOJIBKO JieHalMii Bpay COYTET 3TO
BO3MOXXHBIM, M COOTBETCTBYIOIIME MEpbl, HAlpaBiICHHbIE Ha MOHWKEHHE BHYTPHUIJIA3HOTO
naBieHus. OOBIYHO STH Mepbl MNPUBOAIT K HOPMAJW3allMd BHYTPUIJIA3HOTO JABJICHUS.
[ToBbIIEeHHOE BHYTPHUIJIAa3HOE JaBlIEHHE JIIOOOW STHOJOTMHM TPH OTCYTCTBHM aJeKBAaTHOTO
JIEYEHUSI MOKET IIPUBECTU K CEPHE3HBIM OCIIOKHEHHUSM, BIUIOTh A0 IOTEPU 3PEHUS.

[Ipy Ha3HaueHUM TONMpaMara MalUeHTaM ¢ 3a00JIeBaHUAMHU IJIa3 B aHAMHE3€ HEO0OXOAUMO
OLICHUTh OTHOIIEHHUE OKUJAEMOM MOJIB3bl K BO3MOKHOMY PUCKY TPUMEHEHHUS.

Heghexmul nons 3penus

JedexTsl nosst 3peHus HabMI0JauCh y MalMeHTOB, MPUHUMAIOIIUX TONMPaMaT, HE3aBUCHUMO OT
HAJIMYUS Y HUX TOBBIIIEHHOT'O BHYTPUIJIA3HOTO AaBlieHUs. B X0/e KIMHUYECKUX MCCIeA0BaHUN
OOJBIIMHCTBO TAKUX CIIy4aeB UMEIU O0OpaTUMBIN XapakTep, U 1edeKThl Mol 3peHus ncde3anu

1ocjae OTMEHBI Tepamuu TonupaMaToM. [IpyM BO3HMKHOBEHHMH MPOOJIEM CO 3pEHHEM BO BpeMs
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IIpyeMa Tonupamara ciaeayeT pacCCMOTPETh BO3MOYKHOCTD ITPEKPALLEHUS TEPAIUH.
Memabonuueckuii ayuoos u e2o nocieocmeus

[Ipy npuMeHeHHMH TONMpamMaTa MOXET BO3HUKATh TUIEPXJIOPEMHUYECKHM, HE CBS3aHHbBIA C
NeQUIUTOM aHHMOHOB, META0OJMYECKUH anuao3 (HampuMmep, CHIDKEHUE KOHLIEHTpPALUH
THIPOKapOOHATOB B IUIa3ME HUKE HOPMAIBHOTO YPOBHS MPH OTCYTCTBHH PECIHPATOPHOTO
ankano3sa). [lomoOHoe cCHIKEHHE KOHIIEHTPALMU THAPOKAPOOHATOB CHIBOPOTKU KPOBU SBISETCS
CJIEZICTBUEM HMHruOupyomero »s@Qexra Tonupamara Ha IO4YeuHyl0 KapOoaHruapasy. B
OOJIBIIMHCTBE CIy4yaeB CHUKEHHWE KOHLEHTpAlMM T'MAPOKapOOHATOB HPOMCXOIUT B Hauaie
npuemMa Tpenapara, XOoTs TaHHBIH 3()(EeKT MOXKET MPOSBUTHCS B JIFOOOM TEPUOJE JICUCHUS
tonupamaToM. CTerneHb CHUXEHHUS KOHIICHTpAllMU OOBIYHO ciabas Wi yMmMepeHHas (cpeaHee
3HA4YEeHUe COCTaBJIsAeT 4 MMOJIb/JI IPU UCIIOJIB30BAHNUH Y B3POCIBIX MALMEHTOB B J103¢ Bhiuie 100
MI' B JIEHb M OKOJIO 6 MI' B JIeHb Ha KI' Macchl Teja IpPHU HUCHOJIb30BAHUU B INEJUATPUUECKON
npakTuke). B penkux ciayyasx y DalMEHTOB OTMEYAJIOCh CHUKEHHE KOHLEHTpaluu
ruapokapOoHaToB Hibke ypoBHS 10 MMonb/i1. HekoTopsie 3a00aeBaHUs HIIM CIIOCOOBI JICYCHUS,
npeapacrnoiaraloliue K pa3BUTHUIO anujao3a (Hampumep, 3a0o0jieBaHUS MOYEK, TSDKEIIble
pecriuparopHble  3a00JieBaHUS,  OSNWIENTHYECKHH  cTaryc,  Auapes, XHUpyprudeckue
BMeENIaTEIbCTBA, KETOI'€HHAs IUETA, IPHUEM HEKOTOPBIX JIEKapCTBEHHBIX MPENapaToB) MOTYT ObITh
JOTIOTHUTEIbHBIMU  (DaKTOpaMM, YCHJIMBAIOIIMMU  THAPOKapOOHAT-CHMKAIOMUKA 3 deKT
TOMMpamMara.

XpOHUYECKUH, HeIeYeHHbIH METa0OIMUECKUH alli03 MOKET YBEJIMUUTh PUCK HEPPOIUTHA3A
wii HepokanbiuHo3a (cM. pazaen «Ocobbie ykazauusy — Hegporumuas).

VYV nereil XpoHMUYECKUH METaOOIMYECKHM alu03 MOXET NMPUBOAMTH K 3aMEIJIEHHIO pOCTa.
OddekT TonmupamaTa Ha POCT M BO3MOXKHBIE OCJIOXKHEHHS, BO3MOXXHBIC OCIIOXHEHUS,
CBSI3aHHBIE C KOCTHOM CUCTEMOM, HE N3y4aIMCh CUCTEMATUUYECKHU Y B3pOCIbIX. bblo mpoBeaeHo
OJIHOJIETHEE OTKPBITOE HCCIIEJOBAHME CpEOU IalMEHTOB JETCKOTO BO3pacTa C HEJABHO
JTUArHOCTUPOBAHHOMW MJIM BIIEPBbIE BHISIBICHHOM SMUJIETICUEH JIJIsl OLICHKH BIUSHUS TONHpaMaTa

B CPAaBHEHMH C JIEBETHPALIETAMOM Ha pOCT, Pa3BUTHE U MUHEPAIU3ALIUIO KOCTEH.
[Tponomxkaromuiicst poct HaOMr0AaICA B 00€UX IpyMIax JeUueHus, HO B IpyIIe, IpUHUMAaBIIEH
TONHpaMaT, HabJIr01aJI0Ch CTATUCTUYECKU 3HAYMMOE CHIKEHHE CPEJIHErof0BOr0 U3MEHEHHs
Macchl Tela W MHMHEPAJbHOM IIOTHOCTH KOCTHOM TKAaHM IO CPaBHEHUIO C TPYIIOWH,
NPUHMMABILIEH JieBeTUpaleTaM. AHalOTUYHasl TEHICHIMs Takke HaOdrodanach IS pocTa U

CKOPOCTH pOCTa, HO HC ObllIa CTATUCTHYECKH 3HAUYMMOM. I/I3M€H€HI/ISI, CBA3aHHBIC C POCTOM, HC
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ObUIM HU KIMHUYECKU 3HAYUMBIMH, HU IPUBOAALIMMU K OTMEHE WJIM IMPUOCTAHOBKE JICUCHUSI.
Henb3s uckimovars 1 Ipyrue COmyTCTBYIONINE (HaKTOPHI.

B cBA3M C BBINIEHU3IOKEHHBIM, IPH JICYEHUU TOINUPAMATOM PEKOMEHAYETCS IPOBOAUTH
HEOOXOIMMBIE MCCIEOBAaHUs, BKIIOYas OIpeesIeHue KOHLEHTPAalUUU T'HIPOKapOOHAaTOB B
CBIBOPOTKeE. B cityuae nosBIeHUs CHMIITOMOB METa00IMYECKOT0 allua03a (Hanmpumep, Tiayookoe
KyCCMayJIEBCKO€  JIbIXaHHE, JIUCIHO?, AaHOPEKCHs, TOUIHOTa, pBOTA, IOBBIIICHHAS
YTOMJIIEMOCTb, TAaXUKapAusl WJIM apUTMHs) PEKOMEHAYETCs IPOBEACHUE OIpe/eIeHus
KOHIIGHTPAallMN T'HAPOKapOOHATOB B CHIBOPOTKE. lIpM BO3HHMKHOBEHMH METAaOOIMYECKOTO
alyIo3a W €ro MepCUCTHPOBAHUHU, PEKOMEHAYETCS CHHU3UTHh 03y WJIM IMPEKPaTHTb HpPUEM
TONMpamMara.

Hapywenue xoenumugnvix ¢pynkyuii

Hapymienre KOrHUTUBHBIX (YHKLNH IPU SIHJIETICUN UMEET MHOTO(AKTOPHYIO IPUPOTY, U MOXKET
OBITh  BBI3BAHO NEPBONPUYMHON  3a00JEBaHUS, HEMOCPEICTBEHHO OIWJICTICUEH WM
NPOTHBOAHMIICTITUYECKON Tepanueil. Y B3pOCHBIX MAIMEHTOB, NPUHUMAIOIIUX TOMUpaMar,
OTMEYAJIMCh CJIydyau HApYIIEHUs KOTHUTUBHBIX (YHKLUMH, TpeOOBAaBIIME CHUKEHUS J103bl WIN
npekpaieHus Tepanuu. JlaHHple IO BIMSHMUIO TONHMpaMaTa Ha KOTHUTHBHbIE (YHKIMU y AeTei
HEJ0CTaTOYHBI, ¥ €r0 3 (PeKTh TPeOYIOT JaNbHENIEro N3yUYeHusl.

T'unepammonuemus u snyepanonamus

[Tpu nprMeHeHNH TonpamMaTa 0TMEYaIOCh pa3BUTHE THIIEPAMMOHHUEMHIH C SHIIe(hanonaTueil nim
6e3 Heé (cMm. pasgen «llobGounoe pelicTBHe»). PHCK pa3BUTHS THUNEPAMMOHUEMHH TIpU
NPUMEHEHUH TOolHpaMaTa SBISETCS J0303aBUCHUMBIM. [unepammonuemus Oojiee 4YacTo
OTMEYaeTCs IPU OHOBPEMEHHOM MTPUMEHEHHUHN TOTIHPaMaTa 1 BaJIbIIPOEBOM KUCIOTHI (CM. pa3zien
«/Ipyaue nexapcmeennuvle 83aumMo0eticmeusy).

KnuHuyeckuMu CUMIITOMaMU TUTIEPaMMOHUEMHYECKON dHIIe(haTonaTuy 4acTo SBISIOTCS PE3KOe
HapylIeHUe CO3HAaHUS W/MIM KOTHUTUBHOW (YHKIMU M Jeraprusi. B OoOJbIIMHCTBE cilyyaeB
THIIEpaMMOHHEMUYECKast SHIEPAONaTHs] PErPecCHpPyeT NPU OTMEHE Tepamnud. Y TalHeHTOB C
pa3BUBIICHCS JeTaprueil WM W3MEHEHUSIMH MEHTaJbHOTO CTaTyca HESICHOTO TeHe3a,
MOJYYalOUMX TOMMpamarT B BUAE€ MOHOTEpAlMM WM B COCTaBe KOMOMHHUPOBAHHOM TEpamuH,
PEKOMEH/I0BAaHO  MPUHMMATh BO  BHHMMAaHHE  BO3MOXHOCTb  THIEPAMMOHUEMHUYECKOU
9HIIe(ATONIATHH U ONPEICITUTh YPOBEHb aMMHAaKa B KPOBH.

Kenuwunvt 0emopooHo2o 803pacma

Hepezl Ha4aJIOM JICUCHU A TOIMUPAMATOM KCHINUHAM C COXPAHCHHBIM ACTOPOJHBIM IMOTCHIIMAJIOM
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CIIeIyeT MPOBECTH TECT Ha OEPEeMEHHOCTh M WCIOJIb30BaTh BBICOKOI(P(EKTUBHBIE METOIbI
KoHTparnenuuu. [lanuenTka q0mKHA OBITH MOJHOCTHIO MPOUH()OPMUPOBAHA O PUCKAX, CBSI3aHHBIX
C IpHUMEHEHHWEM TomMpamara BO BpeMmsi OepemeHHocTu. [IpumeHenue Tomupamara A
npo(UIAKTUKUA TPUCTYIIOB MUTPEHU MPOTHBOIIOKA3aHO B MEPUOJA OEPEMEHHOCTH, a TAKXKE Y
JKEHIIUH C COXPAHEHHBIM JETOPOAHBIM MOTEHIMAIOM, HE MCIOJIb3YIOIIHUX HaJEKHBIE METOJIbI
KOHTpALIEIILUH.

Tonupamar MOXET NPUYMHUTH Bpel IUIOAY HpU MNPUMEHEHUH y OEpPEeMEHHBIX IKEHIIKH.
CymiecTByeT MOBBILIEHHBI PUCK  MPEKIECBPEMEHHBIX POJOB U MPEKIECBPEMEHHOIO
pozlopa3pelIeHts], CBSI3aHHBIX C MCIOJb30BAaHUEM IPOTUBOAIMIECIITUYECKUX IPENapaTos,
BKiroyas Tormmpamar KaHoH.

Bo Bpems Tepanuu TONMpPAMAaTOM J>KEHIIMHBI C COXPAaHEHHBIM JETOPOIAHBIM MOTEHIHAIOM
JIOJKHBI KCIIOJb30BaTh HAJEKHbIE METOAbl KOHTpauenuuu. [Ipu jieyeHuM U KOHCYJbTalUU
KCHIMH, OOJaJafoIIuX JCTOPOJHBIM TIOTEHIMAIOM, JeYalliidi Bpad JOJDKEH B3BECHTH
COOTHOLLEHUE IM0JIb3bI U PUCKA JICUEHUS U PACCMOTPETH aJIbTEPHATUBHbBIE BOZMOKHOCTH JICUEHHUS.
Eciu Tomupamatr KaHOoH mnpumeHsercs BO Bpems OEpeMEHHOCTH, WU €CJIH MalUeHTKa
3a0epeMeHena B Iepro/] MpUeMa 3Toro mpernapara, ee ciefyeT NpeaynpeauTh O MOTEHIHAIbHOM
pHUCKe Ui II0/a.

Ycunennoe numanue

Ecnu nanueHT tepsier Maccy Tena mpu JieueHuu npenapatoM Tonupamar KanoH, To Heo0Xoaumo
paccMOTpeTh BOMPOC O LEJIeCO00Pa3HOCTH YCUIICHHOTO ITUTAHUS.

Biiusinue Ha cCIOCOOHOCTH YNIPABJISITh TPAHCIIOPTHBIMHU CPEICTBAMM U MEXaHU3MaMHU.
Tonupamar n1eHCTBYyeT Ha LEHTPAJbHYIO HEPBHYIO CHUCTEMY M MOJKET BBI3bIBaTh COHJIMBOCTD,
TOJIOBOKPY)KEHHE U Jpyrue cUMNToMbl. OH Takke MOXKET BbI3BaTh HapyIllEHUE 3peHus. JTu
HEONAroNpHUsATHBIE SBJICHHUS MOTYT MPEICTABISITH OMACHOCTh JUIsi OONIBHBIX, YIPABISIFOIINX
ABTOMOOMIIEM U JIBIKYIIUMUCS MEXaHU3MaMH, OCOOEHHO B MIEPHUO/, TTOKa HEe OyJeT yCTaHOBIIEHA
peaxiusi 60JIHHOIO Ha Mpenapar.

dopma BbIIIYCKA

TabneTku, MOKPHITHIE TIEHOYHOU 000104K0#, 50 MT.

[To 7, 10 mnm 30 TabnETOK B KOHTYPHYIO TYEHKOBYIO YITAKOBKY M3 IJICHKU MOTHBUHIIIXJIOPUTHOM,
menku [IBX/TIBJIX u ¢onbru anroMUHUEBOM MEUATHOM JIAKUPOBAHHOM.

ITo 30, 60 TabmeToK B OaHKY MOJTMMEPHYIO /IS JIEKAPCTBEHHBIX CPEJICTB U3 MOJTUAITHIICHA BRICOKOU

IUIOTHOCTH C KpBIIIKOH, HaBUHYMBAEMOW M3 TOJMIIPONWIEHA, 0OecreunBaloell 3almry Ot
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JIeTe, uiu B OaHKy M3 MOJHMATUICHA BBICOKOM IUIOTHOCTH C KPBIIMIKOW, HATATHBACMOW W3
MOJIMATUIIEHA HU3KOM IJIOTHOCTH, WK B 0aHKY U3 NOJUATUIIEHA HU3KOTO JABJIEHUS C KPbIIIKON
HaTSATUBAaeMON C KOHTpOJIEM IEPBOrO BCKPBITUSA, WM B OaHKY M3 HOJUATUIIEHTepedTaiaTa ¢
KPBILIKOM, HABUHYMBAEMOM U3 ITOJMIIPONMIICHA.

ITo 2, 4, 8 KOHTYPHBIX SYEHKOBBIX YIIAKOBOK MO 7 TaOJETOK MK 1O 3, 6 KOHTYPHBIX SYEHKOBBIX
ynakoBok 110 10 TabneTok, wiv no 1, 2 KOHTYpHBIX SYEUKOBBIX yIakoBKH 110 30 TabIETOK, MM 1O
1 GaHke MONMMEPHON Ui JEKapCTBEHHBIX CPEJICTB BMECTE C MHCTPYKLHMEH 110 MPUMEHEHUIO B
[Ia4yKy U3 KapTOHA.

YciaoBus XxpaHeHus

ITpu Tremneparype He Boiie 25 °C.

XpaHUTb B HEJOCTYITHOM IS IETEH MECTE.

Cpox roaHocTu

3roxa.

He npumeHATh 110 HCTEYEHUH CPOKa FOHOCTH.

YcaoBus ornycka

OTnyckaroT Mo peLenty.

Baanesien perucTpanMoHHOro yaiocroBepenusi/Opranusanus, NpUHUMAIOLIAS NPeTeH3un
norpedurenei

3A0 «Kanondapma npoaakminy, Poccuiickas deneparus

141100, MockoBckast 0611., r.0. LI{énkoBo, r. [lénkoBo, yu. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63.

DnektpoHHsIi axpec: safety@canonpharma.ru

Tonyuums dononnumenvHvie OanHble 0 nNpenapame, HANPABUMb NPEMEH3UI0 HA €20 Ka4ecmao,
bezonacHocmy, cooOWUMb O HedHCeNamelbHbIX JIeKAPCMBEHHBIX PEaKyusax MONCHO HO meae@oHy.
+7 (800) 700-59-99 (6ecmnatHas nuHuUs 24 yaca) WM Ha caiiTe www.canonpharma.ru B pa3jese
«[Tonutuka B 06s1acTu KayecTBa» - «be30nacHOCTb MpernapaToBy.

IIpousBoaurenn

3A0 «Kanondapma npogaxmny», Poccuiickas deneparys

IIpousso0cmeo 2omoeoii 1ekapcmeeHHou hopmbl:

MockoBckas 001, T.0. LllénkoBo, r. ILl€nkoBo, yi. 3apeunas, ctp. 1055, k. 16;

MockoBckas 001., r.0. Lll€nkoBo, r. Ill€nkoBo, yi. 3apeunas, ctp. 105b, k. 12.

llepsuunas ynakoexa:
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MockoBckas 00:1., T.0. [ll€nkoBo, r. [ll€nkoBo, yn. 3apeunas, ctp. 1055, k. 16;
MockoBckas 00:1., T.0. [ll€nkoBo, r. llI€nkoBo, yn. 3apeunas, ctp. 1055, k. 12.
Bmopuunas (nompebumenvckas) ynakoska:

MockoBckas 001., r.0. LllénkoBo, r. IlI€nkoBo, yi. 3apeunas, ctp. 1055, k. 16;
MockoBckas 00:1., T.0. [llénkoBo, r. Ill€nkoBo, yn. 3apeunas, ctp. 1056, k. 12;
MockoBckas 00:1., T.0. IllénkoBo, r. Ill€nkoBo, yn. 3apeunas, ctp. 1055, k. 1.
Buinyckarowuii konmpons kauecmaa:

MockoBckas 00:1., T.0. [llénkoso, r. lll€nkoBo, yi. 3apeunas, ctp. 1055, k. 11.
Ten.: +7 (495) 797-99-54, daxc: +7 (495) 797-96-63

www.canonpharma.ru
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