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MUHHCTEPCTBO 37IPABOOXPAHHHS POCCIBHGHOM@EIRRAIHAG)

UHCTPYKILMA
[10 MEJIULIMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

Tonupamar-Buaa

Peruncrpaunonuplii Homep:
Toprosoe nanmenoBanue: Tonupamar-Buan
MexayHapoaHoe HeNATEHTOBAHHOE HAMMEHOBAHHE: TOIIMpaMaT

Jlekapcersennasi popma: TabIeTKH, MOKPHITHIE MJIEHOYHON 060104KO#

Cocras:

1 TabsieTKa coOAePKHUT:
Jo3uposka 25 Mr
Aopo:

Oeticmeyowee eujecmso: Tonupamart — 25,00 mr;

gcnomMozamenvHble Geujecmea: IelUo03a Mukpokpuctamdeckas (tun 101) — 14,00 mr; moBuj10H
K-30 — 2,10 wmr; xapboxcumeruinkpaxman Hatpus (tun A) — 1,75 Mr; KpeMHHS IHOKCHI
koutonanslii— 0,70 mr; tanek — 0,14 mr; maraus creapar — 0,14 Mr; j1akTo3bl MOHOTHIpAT 10

nosrydeHus mMaccel sapa tabaerku — 70,00 mr.

Obonouka:
akBapuyc Preferred HSP BPP 218011 Genast (rmapoxcumpommiamerwinemnonosa — 0,53 Mr;
konoBu10H — 0,47 Mr, nonuaekcrposa — 0,31 Mr, nonudtuienraukons — 0,20 Mr, THTaHa THOKCHIL —

0,53 mr, rmunepuikanpuiaat — 0,06 mr) — 2,10 mr.

Jlosuposka S0 mr

Aopo:

oeticmsyiowee éewjecmso: Tonupamat — 50,00 mr;

gcnomozamensvHble 6eujecmea: 1eJUIoN03a MuKpokpuctandeckas (tun 101) — 28,00 mr; moBuaoH
K-30 — 4,20 wmr; kapbokcumerwikpaxman Hatpusi (tunm A) — 3,50 Mr; KpeMHHsS JHOKCHJ
kosutouaHbii — 1,40 mr; tanek — 0,28 mr; maraust creapar — 0,28 Mr; JakTo3bl MOHOTHApAT 10

noJydeHus Maccel sapa Tabnerkn — 140,00 mr.
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Obonouka: (Bxogawmid M3 N24200896)

akBapuyc Preferred HSP BPP 218011 OGenas (ruppoxcunpornmimMeruiauenmonosa — 1,05 wmr;
KonoBuaoH — 0,94 mr, noauaekerposa — 0,63 Mr, noaudTHIeHIMKOb — 0,40 MT, THTaHa AHOKCH/L —

1,05 mr, rmuuepunkanpunat — 0,13 mr) — 4,20 mr .

Jlo3uposka 100 mMr

Hopo:

oeticmayoujee seugecmeo. Tonupamar — 100,00 mr;

8cnomozamenvible Beujecmed: 1euTo03a MUKpokpuctaimueckas (tum 101) — 56,00 Mr; noBuI0H
K-30 — 8,40 wmr; kapOokcumermikpaxman Hatpus (tun A) — 7,00 mMr; KpeMHHS JIHOKCHI
kosutouaHb — 2,80 mr; tanek — 0,56 mr; marnus creapat — 0,56 Mr; 1aKTo3bl MOHOTHAPAT JI0

nosy4eHus Macchl sijipa tadbnetku — 280,00 mr.

Obonouka:
aksapuyc Preferred HSP BPP 218011 Genast (ruapokcunpornmimerwinenmonosa — 2,10 wr;
KomoBHu10H — 1,89 Mr, momuaekcTposa — 1,26 Mr, noaudtiiaeHrmkoab — 0,80 Mr, THTaHa THOKCHJT —

2,10 mr, rmunepunkanpunat — 0,25 mr) — 8,40 mr .

Onucanme: 6e10ro WK mo4TH 6€JI0ro 1BETa, KPyTJible, ABOSKOBBITYKIIbIE, TIOKPHIThIE 000I0YKOH
TaONEeTKH, JIONYCKAETCs He3HAYMTe/IbHAs MIEPOXOBATOCTH IMOBEPXHOCTH; TabIETKH JIO3HPOBKOM

100 MT UMEIOT PUCKY C OJTHOH CTOPOHBI.

dapmakoTepaneBTHYECKAs IPYNNA: IPOTHBOIIHICITHYECKOE CPEICTBO.

Kox ATX: NO3AXI1

dapmakoJ0rnuecKne cBoiicTBa

dapMakoIMHAMHKA

Tonupamar-Buan sBisercss NPOTHBOIIMICHTHYECKUM [IPENapaToM, OTHOCAIIMMCS K Kiaccy
cyibamaTzaMenieHHBIX MOHOCAXapHI0B.

Tonupamar 6J10KHpyeT HaTpHEBbIE KaHAJIB! ¥ [MOJABJIAET BO3HUKHOBEHHE MMOBTOPHBIX NOTEHIIHAIOB
neficTBus Ha (OHE JUIMTENBHON Jernonspusaudd MeMmOpanbl He#ipoHa. Tomupamar MOBBIIACT
AKTUBHOCTh ramMma-aMuHoMacisHoil kuciotsl (TAMK) B OTHOIIEHHH HEKOTOPBIX MOJATHIIOB
I'AMK-penenropoB (B T.4. 'AMKa-penentopos), a rtaike MOIYJIMPYET AKTHBHOCTH CaMHX
AMKa-penentopoB, IMpensTCTBYeT AaKTHBAllMM  KaMHATOM  YYBCTBHTEJIBLHOCTH  MOJATHIIA

kanaat/ AMIIK (0-aMHHO-3-THIPOKCH-5-METHIIH30KCa301-4-TIPONTHOHOBAs KHCJI0Ta) - PEleNnTOpoB

K rJayTamary, He BiauseT Ha akTuBHOCTH N-metwi-D-acnaprara (NMDA) B oTHOMmEHMH nOATHIA
2




COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 15.03.2023 N= 4949
NMDA-peuentopo. Dti 3¢ dexTsl TonupamaTa Bisiorces A¢Bozapmeunibiii [{idid (KofGeHTparmuu

npenapara B iasme ot 1 10 200 MKMOJIb, ¢ MHHMMAIbHOM aKTHBHOCTBIO B mpeznenax oT 1 1o
10 MkMoni,  Kpome TOro, TomMpamMar YrHETaeT aKTHBHOCTB HEKOTOPBIX H30()EpPMEHTOB
kapboanruapassl. [lo BelpaxkeHHocTH dToro (apmakonorudyeckoro sddekra TOmMpamar
3HAYMTEILHO YCTYNAEeT aleTa3oJaMHy — H3BECTHOMY MHIHOMTOpY KapOoaHTHpasbl, MOITOMY
9Ta AKTHUBHOCTb TOIIMpAMaTa He CYUTACTCS OCHOBHBIM KOMITOHEHTOM €r0 NMPOTHBOIHIEITHIECKOM
AKTHBHOCTH.

Dapmakokunemuka

Abcopbyus

Tonupamar BcackiBaetcst OsicTpo ¥ 3¢ dexTuBHO. Ero 6uomocrynnocts cocrasiser 81%. [Ipuem
UMM HE OKa3blBAET KIMHHYECKH 3HAYMMOTO ACHCTBHS Ha OGuomocTymHOCTh Tonupamara. [Tocse
npuema BHyTpb 100 Mr Tomupamata 30poBbIM A00pPOBOJIbIIAM ITHKOBAs KOHIIEHTpALMs B IJ1a3Me
(Cmax) 1,5 mxr/mi Obl1a 10CTUTHYTA B TeueHne 2-3 yacos (Tmax).

Pacnpeoenenue

C Genkamu muasmsl cBsaseiBaetcs 13—17% rtonupamara. Ilocie oHOKpaTHOrO npuema B J103€ 10
1200 Mr cpeanuit 06beM pactpeaenenus (Vg) cocrasnser 0,55-0,8 n/kr. Benuunna Vg 3aBUCHT OT
Mojia: y KEHIIMH OH cocrasisger npumepHo 50% oT 3nHavyeHwuil, HabmoOMaeMbIX y MYKYHH, 4TO
CBA3BIBAIOT ¢ 00JIee BBICOKUM COJIEPIKAHHEM )KUPOBOH TKaHH B OPraHU3Me JKEHIIHH.,

Memabonusm

[Tocne nmpuema BHYTph MeTabonusupyercs okoao 20% OoT NPHHATOH J103bI. Onnako y MaIHEHTOB,
MOJIYYAIONMX COIMYTCTBYIOIIYIO TEpANuio MPOTHBOIMICNTHYECKHMH IIpernapataMi, KOTOpPbIE
ABJAIOTCA MHAYKTOPAMM MMKPOCOMAIBHBIX (EpPMEHTOB MeueHH, MeTaboiM3M TomupaMara
nopeimaercs g0 50%. W3 mmasmel, Moud ¥ (ekanuit demoBeka ObUIM  BBIJICJTICHBI M
MACHTUGUIIMPOBAHBI IIECTh TPAKTHYECKH HEAKTHBHBIX MeTaboaMTOB, 00pasylomuXcs MyTeM
TUAPOKCHIMPOBAHUS, THAPOIH3A U MIIOKYPOHHPOBAHMUS.

Buwigeoenue

OCHOBHBIM ITyTEM BBIBEICHHS HEM3MEHEHHOTo Torpamara (70%) 1 ero MeTaboJIMTOB SBIISIOTCS MOUKH.
[locnie MepOPaILHOrO BBEIEHMS IUIA3MEHHBIH KIMpeHe Tomupamara coctapiger 20-30 miv/MuH.
Tormpamar 06/aaeT HU3KOH MEXHH/MBHILYAIBHON BapHaOeIbHOCTBIO TLTA3MEHHBIX KOHIICHTPAIHA.
dapMakOKMHETHKA TOMMApaMara HOCHT JIMHEHHBIH Xapakrep, IUIa3MEHHBIH KJIMPEHC OCTaeTcs
[OCTOSHHBIM, a TUIOMIAb TI01 KPUBOH «KOHIeHTpaims-103a» (AUC) B muanasone 103 ot 100 1o 400 mr
BO3pAcTaeT MPONOPLUMOHATBEHO j103¢. Y MAIMEHTOB ¢ HOPMAIbHON (QYHKIHEH MOYeK Uls JIOCTHKCHHS
YCTOIUMBOM KOHIEHTpALMH B IUIa3Me MOXET MoHano0uThes ot 4 10 8 jmeil. Bemramna Cmax mociie
MHOTOKpaTHoro mnepopaisHoro mpuema 100 Mr mpenapara JBakIbl B JCHb B CPEIHEM COCTaBHIIA
6,76 mxr/mi. Tlocne MHorokparsoro mpuema 103 o 50 u 100 Mr aBaxs! B IcHb Tin Tormpamara u3

[U1a3MBbl B CpeHeM cocTaBui 21 4.
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V nayuenmos ¢ napywenusmu Gyukyuu nouex|cpennei u(EAneaoikichtii¢iy 2 0A&MEHHbIH 1

MOYEYHBIH KIMPEHC TOMMpaMara cHUxkKaeTes (KaupeHce kpearnHHHa <70 MJI/MHH), Kak CIIEJCTBHE
BO3MOXKHO TOBBIIIICHHE paBHOBeCHOH koHueHTpanuu (Cg) Tonmupamara B IJIa3M€ KpPOBH 110
CPABHEHHIO C MAMEHTaMH, HMEIOIIMMH HOpMaTbHYIO (GyHKIMIO nodek. Kpome Toro, nainueHTam ¢
HapymeHusMH (GYHKIHM 1odek TpeGyercs Goible BpeMEHH JUIS JIOCTHKEHHS PABHOBECHOH
KOHIEHTpAlMK TomnupaMata B Iutasme. [lanuentam co cpefHed MM TSKENOH MOYCHHOH
HEJ0CTATOYHOCTBIO PEKOMEHIYETCs I[PUMEHEHHE [10JOBHHBI PEKOMEH/IOBAHHOW HAa4aJlbHOH H
MOIEPKUBAIOLIEH J103BI.

Tonupamat 3¢)(EeKTHBHO BBIBOJMTCS M3 IJIa3MBbl MyTeM reMojHanu3sa. JUIMTebHbIH reMoAnan3
MOXKET IPHBECTH K CHIDKCHHMIO KOHIEHTpAlMM TolMpamara B KPOBH HHXKE KOJIHYECTBA,
Tpebyromerocs JUls MOAAEPKaHUs MPOTHBOCYIOPOKHON akTHBHOCTH. Bo m3bexanue ObicTporo
najieHus KOHIEHTPAlMH TONMpaMara B IIa3Me BO BpeMs IeMOAMAIN3a, MOXKET MOTpeboBaThCs
Ha3HAYeHHE JIOTOJIHUTENBHOM 103kl npenaparta. llpm xoppekumu 10361 Clie[yeT MPHHHMATh BO
BHHMaHHE:

- IPOAOJDKUTENILHOCTH FeMOUAIIH3a;

- BEJIHYMHY KJIMPEHCA HCIOIb3YyEMON CHCTEMBI T€MO/IAITH3a;

- 5 ¢eKTHBHBII NOYeYHBIH KJIMPEHC TOMHpaMara y NalHeHTa, HaX0/MIerocs Ha THaInse.
[1nasMeHHBIH KIMpPEHC TomMpamara CHIKAaeTcst B CpejiHeM Ha 26% y nayuenmos ¢ neveHouHou
HeOoCmamoyHocmvlo cpeoxel wiu msxcerou cmenenu. IToITOMY NalMeHTaM C IE€YEHOYHOH
HEJIOCTATOYHOCTBIO CIICAYET IPUMEHSATH TOIMPAMaT C OCTOPOIKHOCTBIO.

V noscunvix nayuenmos 6e3 3aboieBanuii MovYeK a3MeHHbIH KJIHPEHC TONHpamMara He MEHACTCS.
Dapmakokunemuka monupamama y oemei 00 12 rem

dapMakOKMHETHYECKHE TTapaMeTpbl ToNHpaMara y JieTei, Tak e, Kak y B3pOCIbIX, MOTyqaromuX
3TOT Tpenapar B Ka4yeCTBE BCIOMOTATeIbHON TepanuH, HOCAT JIMHEHHBIH XapakTep, IPH 3TOM €ro
KJIMPEHC HE 3aBUCHUT OT 103bl, a Css B Mi1a3Me BO3pacTaeT MpONOPHHOHAIBHO MOBBIIICHHIO J03bI.
CremyeT yduThIBaTh TOT (akT, 4TO y JAeTeil KIMPEHC Tomupamara mosbimeH, a ero Tin Gonee
kopoTkmii. CriesoBareNbHO, NPH OJHOW M TOH ke 03¢, B pacdere Ha | Kr Maccel Tena,
KOHIIEHTpAIMH TONMpamara B IUia3me y JieTeil MoryT ObITh HHXKE, 4EM y B3pOC/bIX. Y JIeTel, Kak H
y B3POCIIBIX, MPOTHBOINMICHTHYECKHE IIPENapaThl, HHAYLMPYIOMHE MHKPOCOMAIBHbIC (epPMEHTDI

[I€Y€HH, BBI3BIBAKOT CHHIKCHHUEC KOHHCHTpauHﬁ TOITUpaMarta B IjiasMme.

IMokazanusi K NpUMEHEHHIO
Dnuencus
B kagecTBe cpe/IcCTBa MOHOTEPAITHH:

Y B3pOCJIBIX H jierei crapuoie 3-X JIeT ¢ 3MujIencuei (B TOM 4YHCJIE€ Y NAalMEHTOB C BIEPBLIC

JIMarHOCTHPOBAHHOM dMHIIENICHEN).
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B cocTaBe KOMIUIEKCHOMH Tepanuu: (Bxomswmit M3 N=42008396)

Y B3pOCIIBIX H JeTel cTapiue 3-X JIEeT ¢ NaplHaIbHBIMA WM M€HEPATM30BaHHBIMH TOHHKO-KJIOHHYECKHMH
MPHITAZKAMH, a TaKKe JUIS JICUSHHs [TPUIa/ikoB Ha oHe cunpoma JlenHokca-I"acro.

Murpens

[TpodunakTuka npUcTyNnoB MUIpeHH y B3pocislX. [IpuMenenne Tonupamara /s JIeY€HHS OCTPBIX

MPHUCTYTIOB MUIPEHH HE H3YUYEHO.

IIpornBonokazanns

- TOBBILIEHHAs YYBCTBHTEIBHOCTH K JI0OO0OMY H3 KOMITOHEHTOB TIpernapara;

- JIeTCKHii BO3pacT A0 3-X JIeT (1l AaHHOM JIeKapCTBEHHOH (OPMEI);

- npod)MnaKkTHKa MPUCTYNIOB MUTPEHH NMPOTHBOIIOKA3aHa B NIEpHOJl OEPEMEHHOCTH, & TaKKe y
JKEHIIMH C COXPAHEHHBIM JIETOPOJIHBIM IIOTEHIMAIOM, HE HCIMOJB3YIOMMX Ha/ICKHBIC
METO/Ibl KOHTpAIEIIIHH;

- HEMEePeHOCHMMOCTb  JIAKTO3bl,  HEJOCTATOYHOCTH  JIAKTa3bl,  IJIIOKO30-TallaKTO3Has

MasnbabcopOrus.

C 0CcTOPOKHOCTBLIO
- [OoYevHas W IeYeHOUHas HeJI0CTaTOYHOCTD,
- HedpoyposuTHas (B T.4. B IPOILJIOM U B CEMEHHOM aHAMHE3E);

- THNEpKaIbIHYpHS.

Ipumenenne npu GepeMeHHOCTH W B NEPHOA IPYAHOT0 BCKAPMJ/IHBAHHS

Tonupamar HpOSABIISI TepaTOreHHbIE CBOMCTBA y MBIIIEH, KPbIC, KPOJIUKOB. Y KpBIC TOIMpamar
NpOHMKAI dYepe3 IulaeHTapHbiii Oapbep. CHelHalbHBIX KOHTPOJHMPYEMBIX MCCIEI0BaHUH, B
KOTOPBIX TONMHMpaMar MpuMeHsuics Obl JUls JieyeHUs OepeMEHHBIX JKEHIIMH, HE MPOBOJHIIOCH.
Tonupamar MoXeT NPHIHHUTE BPeJ IUIOLY NMPH TNpUMEHEHHH Y OepeMeHHBIX JKeHIIMH. JlaHHble
yuyera OepeMEeHHOCTEl CBHETENbCTBYIOT, YTO Yy MIIAJCHIEB, IIOJBEPIIIAXCS BO3ICHCTBHIO
TOnMpamara BHyTpHYTpoOHO B TeyeHue | Tpumectpa OepeMEHHOCTH, UMEETCS IMOBBIIICHHBIN PUCK
pa3BUTHS BPOXKJIEHHBIX MOPOKOB Pa3BHTHs (HAlpHMep, YepernHO-IHMIEBbE JAe(eKThl, Takhe Kak
pacmienuua ryobl WM Heba, FMNOCTIAANs W aHOMAJIMH PA3BUTHUS Pa3HYHBIX OPraHOB M CHCTEM
opranusMa). YKaszaHHble TNOPOKM pa3BUTHS ObulM 3a(UKCHPOBAHBI Kak IMpPH MOHOTEparHH
TONUPAMATOM, TaK M [IPH €ro MPUMEHEHWH B pamMKaxX nojuTepanuy. JlaHHbIE OJIHOTO H3 PEECTPOB
OepeMeHHOCTEN [MOKa3ald, 4YTO [PH MOHOTEpaluM TONMPaMaToOM 4YacToTa BO3HUKHOBEHHS
3HAYMTEIILHBIX BPOXK/IECHHBIX OPOKOB PA3BUTHS YBEIIMYHBACTCA MPUMEPHO B 3 pasa 10 CpaBHEHHIO

C rpynnoﬁ CpaBHCHHA, HE nannMaBmeﬁ MMPOTUBOIITHJICTITHYECKHE TIpernaparhbl. KpOMC TOro,

MOKa3aHO, YTO PHUCK pa3BHTHSA TEpaTOreHHbIX 3P(eKTOB, aACCOUMHPOBAHHBIX C IIPHEMOM
5
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IPOTHBOIMHJICIITHYECKUX MPErnapaToB, BblIe B clydyae MpuMdHomus xomOn BHpoBaRIOIc Tepanny,

YeM B cllydae MpUMeHeHHs MOoHoTepanuu. Puck Habmrogaics pu mpueMe Beex 103 U Co00Ianocs,
410 3PeKTHI 3aBUCAT OT A03bI. Y JKEHIIMH, MOIYYaBIIMX TONHPAMar, y KOTOPBIX ObUI peOeHOK ¢
BPOXKJICHHBIM TIOPOKOM pPa3BHTHS, I[0-BHIUMOMY, CYIIECTBYET IOBBIIIEHHBIH PHCK Ppa3BUTHA
ManbGopMaLMKM TIpH MOCIEAYIONMX OepeMeHHOCTSX MNpH rnpueMe Tomupamara. CymecTByer
TMOBBIIICHHBINH PUCK MPEXKAEBPEMEHHBIX POJIOB H MPEKJIEBPEMEHHOIO POJOPA3PEIICHHS, CBA3aHHBIX
C HCIIOJIb30BaHMEM MPOTHBOMUICIITHUECKUX TIpernapaToB, Bikitovas Tonupamar. [lo cpaBaeHuIo ¢
rpyNIoi MalMeHTOB, HE MPHHUMAIOIIMX MPOTHBOAWIEIITHYECKHE IIpenaparhl, JaHHBIE y4eTa
OepeMeHHOCTEN PH MOHOTEPAIIMH TOIMHUPAMAaTOM CBHMJIETENILCTBYIOT 00 yBEJIHYEHHH BEPOATHOCTH
pOXJeHHUs aeTel ¢ HU3KoM Maccoit Tena (Menee 2500 r). OauH U3 perucTpoB OepeMeHHOCTEH
MoKasaj yBEIHYCHHE OTHOCHTEIbHOTO YHCIa MJIAJCHLEB, HEJOpPa3sBHUTHIX JUIL  CBOCTO
recranmorHoro Bospacta (HI'B; onpenensercs kak macca Tena npu poxaeHun Huke 10-ro
NMPOLEHTHIIS ¢ KOPPEKTHPOBKOM 110 FeCTAllHOHHOMY BO3pacTy M cTpaTtHdHUKalMen 1o 1oiy), cpeu
MJIaJIEHIIEB, TT0IBEPraBIIMXCS BO3/JAEHCTBHIO TomupaMara BHYTpuyTpobno. HI'B nabmonaercs npu
NpUMEHEHHH JTIOOBIX /103, ¢ J10303aBHCHMBIM dddexTom. Pacnpoctpanennocts HI'B Obuta cpenn
JKEHIIMH, ToJIydaBmuX Gojiee BHICOKHE /103l TOMMpaMara Bo BpeMmsi 6epemenHocTH. Kpome Toro,
pacnipoctpaHenHocte HI'B cpeim jkeHImMH, KOTOpbIe IPOIOIDKAIM NPHMEHEHHE TOomnHpamara B
O3/JHUX CpOKax OepeMeHHOCTH, OOJIbIIE [0 CPABHEHHMIO € KEHIIMHAMH, KOTOPbIE TIPEKPATHIIH €ro
npueM 10 Tperhero Tpumectpa. Jlonrocpounsie nocnenctsus HI'B ne onpenesnensl. Ilpuunna
yMEHBIIEHUsT Macchl Tena npu pokaeHuun u HI'B me ycranosinena. Bo Bpems Tepanuu
TONMPAMATOM JKEHIIWHBl C COXPAHEHHBIM NETOPOJHBIM IOTEHIHAIOM JIOJDKHBI HCIIOJIB30BaTh
HaJIe)KHBIE METO/IbI KOHTPALETILIHH.

[IpuMeHeHue TomMpamara MpH OGEpPeMEHHOCTH Yy JKEHIIMH ¢ HEKOHTPOIMPYEMOW OSMHUIIercuei
OIpaBJaHO JIMIIL B TOM CiIy4ae, KOrja NOTEeHLHalbHas 10Jb3a OT NMPUMEHEHHs IpernapaTa Juid
MaTepH TPEBBIIAeT BO3MOKHBI pHCK it Iwioja. [IpuMenenne Tonmupamata s pOQHIAKTHKA
IIPUCTYIIOB MHIPEHHM [POTHBONOKA3aHO B IepHoJ OEpeMEHHOCTH, a TaKkKe Yy IKEHIIMH C
COXPAHEHHBIM JETOPOAHBIM NMOTEHIMAIOM, HE HCIOJIb3YIOMIMX HAIEKHBIC METOIbI KOHTPALEIIIIHH.
IIpu neyeHHH U KOHCYJIBTALNH KEHIMH, 00/1aaloNMMX JETOPOIHBIM IOTEHIIHATIOM, JIeHallii Bpay
JIOJKEH B3BECHTh COOTHOIIEHHE TIOJIb3bl M pHUCKa JIEYEHHS M PAcCMOTPETh albTEPHATHBHBIC
BO3MOYKHOCTH JiedeHHs. EciM TonupaMaT HpHUMEHsSETCs BO BpeMsl OEpeMEHHOCTH, WM €CJH
nanMenTka 3abepeMeHela B IIEPHOA MpPHEMa 3TOTO Ipernapara, ee CIeAyeT NPEeAyNnpeanTh O
MOTEHIHAIBLHOM PUCKE JUIS T1J10J1a.

OrpanudeHHOEe 9UC/I0 HAOMIOJACHUH 3a TAlMEHTaMH [03BOJISCT MPEANOI0KUTE, YTO TOMHpaMar
IKCKPETHPYETCS € IPYAHBIM MOJIOKOM Y skeHiuH. CoobIanocs 0 AHapee H COHIMBOCTH Y IPYAHBIX

JIETEH, YbH MaTepu MoJIy4aroT JICUECHHE TOIHpPaMaTOM. HO3TOMy Bpayd JIOJKEH MPUHATH PCIICHHC

00 oTkaze oT IPyAHOI0 BCKapMJIMBaHHs HIIH O IIpeKpalleHuy rnpueMa npernapara, ¢ YYETOM ITIOJIb3bI
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FPYAHOro BCKapMJIMBaHHUSA IS peﬁeHKa U B ocTH npH¢ManackapeTEcH oLl (0pSEcTBa U1

MaTepH.
[Ipu ucceloBaHUY y KUBOTHBIX He ObII0 OOHApY)XeHO BIMSHHUS TONMHMpamara Ha (hepTHIBHOCTD.

D¢ dexT Tonupamara B OTHOIEHHH (PEPTHILHOCTH Y JIIOIEH HE YCTAHOBJIEH.

Cnocob npuMeHeHHs | 103bI

BHyTps, nporiarsiBasi TableTKy IEIHKOM, He pa3KeBbIBas, HE3aBUCHMO OT npuema nuud. Jlis
JIOCTH)KEHHSI ONTHMAJIBHOTO KOHTPOJISI SMHUICHTHYECKUX [IPHCTYIIOB y JETe M B3POCIIBIX
TMalKEHTOB PEKOMEH/IyeTCsl HaUWHaTh JIeYeHHE C MPUEMA HU3KHX JI03 Mpernapara ¢ rnocie/lyomnm
MOCTENIEHHBIM TUTPOBAHHEM 10 Y (PEKTHBHOH 03B

Hapyuansnsie unu 2eHepatu308antble MOHUKO-KIOHUYECKUE NPUNAOKU, @ MAKMCe NPURAOKU
Ha ¢hone cunopoma Jlennorca-I'acmo

Ipumenenue 6 kombunayuu c Opy2umu nPOMUEOCYOOPOICHBIMU NPENAPAMAMU Y  B3POCIbIX
nayuenmog

Munumansias s¢¢extusHas go3a cocrasaser 200 Mr B aeHb. OOBIYHO cyMMapHas CyTOYHas J103a
cocrasiser or 200 mr g0 400 Mr u npuHUMaeTcs B JBa npueMa. HeKoTOphIM manueHTaM MOXeT
NOHAN00UThCS YBEJIMUEHHE CYTOYHOM 1036 10 MakcuMmaibHO# — 1600 Mr. Pexomenyercs Ha4yath
JleYeHHe ¢ HU3KOMH J103BI ¢ MOC/IEAYIONMM TTOoCTeneHHbIM ToabopoM b dexruBHoit 10351 [Togbop
7036l HauMHAOT ¢ 25-50 Mr, npuHEMas MX Ha HOYb B TeueHue | Hemenu. B jnanbHeiiieM c
HeJIeIbHBIMH HJIM JIByXHe/IeTbHBIMH HHTEPBAIaMH /103y MOXKHO yBennuuBaTh Ha 25-50 (100) mr u
npuHUMaTh ee B JBa npuema. [Ipu noadope 10361 HEOOXOIHMMO PYKOBOJACTBOBATHCS KIHHHYECKUM
3¢pdexToM. Y HEKOTOPHIX MaueHTOB 3QHeKT MoKeT ObITh JOCTHIHYT TIpH IpHeMe npenapara | pas
B cyTku. Jlua foctmkenus ontumaibHoro sddekra neuenus npenaparom Tonmpamar-Buan e
06s3aTebHO KOHTPOJIMPOBATh €ro KOHIIEHTPalMio B TiasMe. JlaHHbIE peKOMEHJIAlMH Mo 03¢
IPUMEHHMBI KO BCEM B3POCIIBIM MalMEHTaM, BKIIIOYas MOKHIIBIX JIFOJICH, MPH OTCYTCTBHH y HHX
3aboneBanuii novek (cm. paszgen «Ocobble yKazaHU»).

Kombunuposannas npomueocyoopodichas mepanus y demei cmapuie 3 iem

PexoMeniyemas cymMMapHas CyTo4Has Jio3a npenapara Tonupamar-Buan B kadecTBe CpEACTBA
JIOTIOIHUTE/IBHOMN TEpalii COCTaBIgeT OT 5 J0 9 MI/Kr M mpuHEMaercss B jBa npuema. [Toxbop
710361 HEOOXOAMMO HAYaTh ¢ 25 Mr (MM MeHee, OCHOBBIBAsACH Ha HAYaIbHOI 03¢ OT 1 10 3 MI/KT B
JleHb), TIPUHMMas WX HA HOYh B Teuenue 1 Hexenu. B janbHeilmieM ¢ HEACTbHBIMHM HIH
JIBYXHE/IeTbHBIMU HHTEPBAIAMH JI03y MOXKHO YBEJIHYHBATh Ha 1-3 MI/KT B JIeHb M IPUHUMATD €€ B
JBa TpHeMa JI0 JIOCTIDKEHHs ONTUMAIbHOro KiuHuueckoro sddexra. Ilpn noabope a03br
HEOOXOMMO PYKOBOJICTBOBAThCA KimHU4eckuM d(dekrom. CyTounas nosa a0 30 Mr/Kr 0ObMHO

XOPOIIO MEPEHOCUTCH.

Anunencus (6 mom wucie 6nepesie OUAZHOCMUPOSAHHAA)




COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 15.03.2023 N= 4949
Monomepanus: obuyue nonosxcenus (Bxogswmia M3 N=4200896)

[Ilpp oTMeHe CONMyTCTBYIOIIMX TPOTUBOCYJAOPOXKHBIX IIPENaparoB ¢ MEJIb0 MOHOTEpaluH
TONUPAMaTOM HEOOXOMMO YYHTHIBATH BO3MOXKHOE BIIMSHHE 3TOTO Iara Ha 4acTOTY MpHIa/iKoB. B
TeX ciydasX, Korjaa HeT HeoOXOJMMOCTH Pe3KO OTMEHATh COIMYTCTBYIOIIME ITPOTHBOCYI0POIKHBIC
npenaparsl 1Mo cooOpaxkeHusM O€30MaCHOCTH, PEKOMEHIYETCs CHMHXKATh WX JI03bl IOCTENEHHO,
YMEHbIIIas 103y COMYTCTBYIOUIMX MPOTHBOMHJIEIITHYECKHUX MPENapaToB Ha OJHY TPETh KaxK/ble
2 HEJIeNH.

[Ipu oT™MEHE TpernaparoB, SBJSIONMXCS HHIYKTOPaMH MHKPOCOMAJbHBIX (DEPMEHTOB IICYCHH,
OyayT Bo3pacTaTh KOHLEHTpAlMM TONMMpamaTa B KpPOoBH. B TakuxX CHTyauusx, NMpH HaIHYHH
KJIMHHYECKHX MOKa3aHWii, 103y npenapara Tonupamar-Braja MOXKHO CHH3HTS.

Mownomepanus: 83pocnvie

B Hayane jieyeHMs NMAllMEHT J0/DKEH MPUHHMATh MO 25 MI Ipernapara Ifepeil CHOM B TEYCHHE
1 Henemu. 3ateM 103y MOBBHIMIAKOT ¢ HHTEpBAJIOM B 1-2 Hexenu Ha 25 Mr win 50 Mr (CyTo4YHYIO
JI03y JIeJIAT Ha JBa npuema). Eciau manueHT He NMEpeHOCHT TaKOH peXKHM IMOBBIMICHHS J03BI, TO
MOYHO YBEJIHYMTH MHTEPBAIBI MEXKJLy MOBBIICHHAMH J03bI, MO0 MOBBINIATE 103y OoJiee IIaBHO.
I[Tpu noaGope 10361 HEOOXOAMMO PYKOBOACTBOBAThCA KIMHHYeCKHM d(dekTom. HavanbHas nosa
IpM MOHOTEpANWK TOMHpamMaToM Y B3pocibiX cocTaBaser 100 Mr B CyTkH, a MakCHMalbHas
CyTOuHas 103a He J10/kHa peBbimath S00 mr. HekoTopbie manuenTsl ¢ pedpakrepHbIMA GopMamu
SIMIENICHH TIEPEeHOCAT MOHOTEpAINuio TomupamaroM B po3ax g0 1000 mr B cyrku. JlaHHbIE
PEKOMEHJIAIMHU 110 JIO3HPOBAHHIO OTHOCATCS KO BCEM B3pOC/IBIM, BKIIIOYAsS IMOKHIBIX MAlMEHTOB,
6e3 3aboneBaHmii MoveK.

Monomepanus: oemu

JletsaM B BO3pacTe crapiie 3 jieT B NMEPBYIO HEAEMIO JIEYEeHHs Cle/lyeT [aBaTh TonHpaMar B J103€
0,5-1 Mr/Kr Macchl Tena mepej CHOM. 3arem /03y MOBBILIAIOT C MHTepBajoM B 1-2 He/enn Ha
0,5-1 Mr/kr B cyTKH (CYTOYHYIO /103y AT Ha JBa mpuema). Eciu peGeHOK He MepeHOCHT TaKoi
PEKHMM TMOBBILIEHHS 103bl, TO MOXKHO MOBBIIATE /103y 00Jiee IJIaBHO HIIH YBEJIHYHBATE HHTEPBAIBI
MEX/1y MOBBIMICHUSIMH 103561, BelMYnHa 103b1 B CKOPOCTh €€ IMOBBIIICHHUS JOKHBI ONPEIEIATHCS
KIMHHYECKUM pe3y/ibTaroM. PekoMeH/IyeMblil Juana3oH 03 [pH MOHOTEpAnHuu TONHMpamMaroM y
nereii B Bo3pacte crapme 3 Jer cocrasiaser 100-400 wmr/cytku. Jletam ¢ HeIaBHO
JIMarHOCTHPOBAHHBIMM NAPIHAIBHBIMH IPHTIAAKAMH MOKHO Ha3Hayath 10 500 MI B CyTKH.
Murpens

Pexomenayemas oOiias CyTouyHas j03a TONMpamara jis NPO(HIAKTHKH TPHCTYNOB MHIPEHH
coctasiger 100 Mr ¥ npuHuMaeTcs B 2 npuema. B Havasie JieueHHs MalMeHT J0/DKEH NPHHUMATh
no 25 Mr mpenapara mepex CHOM B TeueHue | HeJl. 3aTeM /103y YBEJIMYHMBAIOT C HHTEPBAIOM B

1 nenemo Ha 25 MI‘/C)’T. Ecnu nmaiueHT He IIEPEHOCHT TAKOTO pEeKUMa MOBBIIICHUS 10351, TO MOXHO




COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 15.03.2023 N= 4343
YBEJIHYUTh MHTEPBAIBI MEXKIY YBEJIHMUCHHUAMH 19361, JnO0 ridbummarsiddy Bodiiasno. [1pu

noadope 1036l HEOOXOMMO PYKOBOJICTBOBATHCA KIIMHHYECKAM 3 PEKTOM.

Y HEeKOTOpBIX IALMEHTOB TOJIOXKHUTEIBHBIH pPe3ynbTaT JIOCTHIaeTcs IIpH CYyTOYHOH 103e
tonupamata S0 Mr. B KJIMHHYECKHX HCCIICAOBAHMAX MAIMEHTHI MOJYYaaH Pa3IHYHBIE CYTOYHBIE
J103b1 TONIHpaMaTa, Ho He 6osiee 200 mr/cyT.

Ocobsie cpynnsl nayuenmos

Ioueunas neoocmamoyrocmo

[TanmeHTaM ¢ yMEPEHHOW WM TSDKEJIOH MOYEYHOH HEJOCTaTOYHOCTBIO MOXKET MOHAN00HThCs
CHW)XEHHE J103bl. PeKOMeHIyeTcsi TNpPUMEHEHUE TIIOJIOBUHBI DPEKOMEHIYyeMOH HadaJlbHOM M
MOJACPKHBAIOIIEH J03BI.

I'emoouanus

[TockonpKy TONHMpamar yAaiseTcsi U3 IUIa3Mbl IPH TeMOJHATH3E, B JAHH MIPOBEJCHHS IeMOIHAIN3a
CIIEJIyeT BBOIMTH JIONOJIHUTEIbHYIO JI03y Mpenapara, paBHYK IPHMEPHO IOJIOBHHE CYTOYHON
no3bl. JlomosHUTENbHAS 1032 J0JDKHA OBITh pa3jie/leHa Ha JIBE J03bl, IPHHUMAEMble B HaJaie H
Mocjie 3aBeplieHus TMpoleaypbl remoauanusa. JlomonHuTenbHas 1032 MOXET BapbHpOBaTh B
3aBUCHMOCTH OT XapaKTepHCTHK 000py10BaHUS, UCIIOJIL3YEMOTO IIPH IPOBEACHHH reMOIHaIN3a.
[leuenounas nedocmamo4Hocmy

[TanpenTam ¢ MEYEHOYHOM HEOCTATOYHOCTHIO TOmHUpamar CJICYET NPUMEHATH C OCTOPOKHOCTBIO.

ITo6ounoe aeiicTBue

HexenatenbHble peakllUd TPHBEACHBI C pacHpee/ieHHeM [0 4acTOTaM M CHCTEMaMm OpraHoB.
YacToTy HeXeJaTelbHbIX peakiui KiacCHPUIMPOBAIH CIEAyIOmHM 00pa3oM: OYeHb 4YacTo
(>1/10); wacto (>1/100, <1/10); newacto (>1/1000 u <1/100); peaxo (=1/10000 u <1/1000) u o4yens
penxo (<1/10000, BkIIO4as OT/AEJIbHBIE CllydaW) M 4acTOTAa HEHU3BECTHA (4AcTOTY HEBO3MOXHO
OLIEHHTB 10 HMEIOIIMMCS JaHHBIM).

HauGonee wuacThIMM HeXeIaTeJbHBIMH peakUMsMH (dactota KOTOpeIX Obuta Gomee 3%
MpeBbIlIaa TAKOBYIO B rpymme Iuianebo no kpaifHeil mMepe JUls OJHOTO M3 IOKasaTelied B XOJe
KOHTPOJIMPYEMBIX KJIMHUYECKUX MCCIIEI0OBAHMI TOIHMpamaTa) sBJISIOTCA: aHOPEKCHS, TOHMKEHHE
armeTHTa, 3aMe/UICHHOE MBIIIIEHHE, JIENPECCHs, HapyllIeHHe 3KCIPECCHBHON peuH, 6eCCOHHMIIA,
HapyIIEHHs KOOpAMHALMK JBIKCHMH, HapylIeHHE KOHIEHTPAllMH BHUMAHMUS, IOJOBOKPYKEHHE,
JIM3apTpHs, AUCTEB3Hs, THIIECTE3Ms, 3aTOPMOKEHHOCTh, HAPYIICHHS TIaMATH, HUCTArM, MapecTe3us,
COHJIMBOCTB, TPEMOp, MHIUIONHS, HEYETKOCTh 3PEHHs, JMapes, TOIMIHOTA, YCTaJlOCTh,
pa3paKuTeIbHOCTh ¥ MOHMKEHHE MACChI Tella.

Hugpexyuu u uneasuu: 04eHb 4acTO — Ha30hapHHTHT*.

Hapywienus co cmopoHsl Kpoeu u Jum@amuyeckoui cucmempl: 9acTo — aHEMHsA; HEYacTo —

nefikonenus, MMQpaaeHONaTHs, TPOMOOLMTONEHHS, J03HHO(DHIIHS; PEIKO — HeHTponeHus™®.




’————

| COOTBETCTBYET 2KCMNEPTHOMY OTYETY
ot 15.03.2023 N° 4345
Hapywenus co cmoponbt ummyHHou cucmemvl 4acTo — EnepayBciiitEdpHitdss ) vacToTa

HEU3BECTHA — AJIePrHYecKuil oTek*, 0TeK KOHBIOHKTHBBI*.
Hapywenust co cmoponst memabonruzma u numanus.; 4acTo — aHOPEKCHUS, MOHIKCHHE anTeTHTa;
HEYaCTO — MeTa0O0IMYECKHM allu/I03, THIIOKAIMEMHUS, [TOBBIIIEHHE ANINETHTa, MOJUINIICHS; PEIKO
— IUNEPXJIOPEMHYECKHIl allH103, THIIEPAMMOHHEMHS, THITEpPAMMOHHEMHYECKas dHIedanonaTus.
Hapywenus ncuxuxu: 049eHb 4aCTO — JIETIPECCHS; YacTO — 3aMeJUICHHOE MbIILIeHHE, OECCOHHMILA,
HapyLIeHHsi SKCIIPECCHBHOM peyH, TPEBOra, CIyTAHHOCTh CO3HAHMS, I€30PUCHTAIINS, arpeCCHBHbIC
| peaKiui, HapyIICHHs HACTPOCHHs, BO30YXKIEHHE, HMONMOHAIbHAs JIAOUILHOCTD, JCTPECCHBHOE
HaCTPOEHHE, THEB, HAPYLICHHE MOBEACHHUS; HEYaCTO — CYMIH/IAIbHBIE MBICIIH, TIONBITKA CyHIIM/Ia,
raUTIONMHALIMK, TICHXOTHYECKHE pacCTPOMCTBA, CIYXOBBIE TUIIOIMHAIMH, 3PHTEJIbHBIC
Fa/UTIOLMHALIMM, alaThs, 3aTpy/AHEHHas pedb, HapylleHus cHa, addexTHBHAs 1aOHIBHOCTD,
CHIKeHHE IMOMI0, BO30YXKIEHHOE COCTOSIHHME, TUTa4, anchemus, sidopHyecKoe HACTPOEHHE,
napaHoiis, repceBepalus MBIIUICHHs, MAHWYECKUE aTak, IUIAKCHUBOCTb, HApyLICHHE HaBBIKOB
YTeHHs, HapylleHHe 3acChIaHus, YIUIOMIEHHEe SMOIMH, MaTOJOrHYECKOe MBILIUICHHE, aHOpra3Mus,
noteps ITMOM/10, BAJIOCTh, HHTPACOMHHYECKOE PACCTPONHCTBO, PACCEAHHOCTh, PAaHHHE NPOOYXKICHHS
[0 yTpaM, MaHHYEeCKHe PEaKiMH, MPUIIOHATOE HACTPOECHHE; PEIKO — YYBCTBO GE3bICXOMHOCTHY,
MaHusi, TAaHHYECKOe pacCTPOHCTBO, THIIOMAHHUS.
Hapywenus co cmoponbl HepeHOU Cucmembl: OYEHb 4acTO — COHJIMBOCTH, T'OJIOBOKPYXKEHHE,
apecTe3dy; 4acTo — HapyIIeHHe KOHIEHTpPAlMH BHUMAHHWS, HapyLICHHE NaMATH, aMHE3Hs,
KOTHUTHBHBIE PACCTPOMCTBA, HApPYUICHHE MBIIUIEHHS, NCHXOMOTOPHbIC HApyIICHHs, CYIOPOTH,
HapylleHHe KOOp/HMHALMH JBHXKCHHH, TpeMoOp, 3aTOPMOXKEHHOCTh, THIIECTE3Hs, HHUCTarM,
JMCTeB3Hsi, HapyllleHHe 4YyBCTBa OajaHca, JW3apTpHs, MHTCHIMOHHBIH TPEMOp, Celauus;
HEYACTO — YrHETEHHE CO3HAHMS, TOHMKO-K/IOHHYECKHe CYI0POTH 110 THITY grand mal, HapymeHHne
Nojs 3peHHs, CIOKHbIE TaplUuaJbHble IPUIAJIKK, HaApyUICHHE peYH, ICHXOMOTOpHAs
HIIEPAKTHBHOCTh, OOMOPOK, CEHCOpHBIE HApYIIEHHMs, CIIOHOTEUEHHE, TMIEPCOMHHs, adasus,
OBTOPSAIOIIAACS peYb, THIIOKHHE3NS, [MNCKHHE3Ms, MOCTYPAIbHOE TIOJOBOKPYKEHHE, HH3KOE
KauecTBO CHA, OIIYIICHHE JOKEHHs, TOTeps YyBCTBHTEIBHOCTH, NAapocMus, UepeOpaibHbIH
CHHJPOM, JIN3€CTE3Hsl, THIIOTEB3UsA, CTYIIOp, HEYKIIIOKECTh, aypa, are3us, aucrpadus, aucdasus,
nepudepuyeckas Heiiponarus, npeJoOMOPOYHOE COCTOSHHUE, ANCTOHHS, ONLYIEHHE «MYPAILCK) 110
Tely, peAKO — ampakCHs, HapyllleHWe LHMPKAJHOr0 PHTMA CHA, THIEPECTE3HA, TUIOCMHA,
3CCEHIMATbHBIN TPEMOP, AHOCMHS, AKHHE3Us, OTCYTCTBHE PEAKIIHH Ha Pa3JPaKUTEIH.
Hapywenus co cmoponbl 0p2ana 3peHus. 9acTo — JUIUIONHS, HEYETKOCTh 3pCHMS, HapYIICHHE
3PEHHS; HEYAaCTO — yMEHBIICHHE OCTPOTHI 3PEHMS, CKOTOMA, MHONHUS™, CTPAHHbIC OLIYIICHHS B
rrazax*, cyxocThb rias, cBeTo0os3Hb, Onedapocrasm, MOBBINIEHHOE CJIE30TEUCHHE, doToncus,

MHJIpHa3, TpecOHOMus; pelKo — IMpPeXOoadlias CJernora, OJHOCTOPOHHSAA CIEMNOTa, riayKoma,

HapylII€HHUC AKKOMO/JalluH, HapyuluieHHe 3PUTEIILHOIO IIPOCTPAHCTBEHHOI'O BOCIIPpHATHA,
10




COOTBETCTBYET JKCNEPTHOMY OTUYETY
oT 15.03.2023 N2 4949
MepuaresibHas  CKOTOMa, OTEK BeK*, HOYHas [JIenora, aMBxugand@rmazﬂemTHa —

3aKPBITOYTONIbHAS TlIaykoma®, HapyleHus: MoJIBMKHOCTH riiaza*, MaKynonaTus*.

Hapywenusi co cmoponbst opeana ciyxa u pagnosecus. 4acto — 00Jb B yXe, 3BOH B yllIaX, BEPTHIO;
HEYaCcTO — TIJIYXOTa, OJHOCTOPOHHSS TJIyXOTa, HEHpOCEHCOpHas IIyXoTa, AMCKOM(OpPT B yXe,
HapylIEeHHE cllyXa.

Hapywenus co cmoponel cepoedno-cocyoucmou cucmemvl. HedyacTo — OpajMKap/us, CHHYCHas
Opaaukapaus, oLlylleHHe cepaLedueHus.

Hapywenus co cmoponsl cOCyoucmou cucmemvl. HEYACTO — THUIIOTEH3Hs, OPTOCTATHYECKas
TUIIOTEH3HS, TIPUJINBBI, «TOPSYHE» NPUIHBLL; peako — peHomer Peiino.

Hapywenus co cmoponbl ObIXamenbHoU Cucmemvl, Op2aHo6 2pyOHOU KIemKu U CpPeoOCMeHUA:
4acTo — OJIBIINIKA, Kalleab*, puHopes, 3aJI0)KEHHOCTh HOCA, HOCOBOE KPOBOTEYEHHE, HEYACTO —
JuicOHUs, OIbIIIKa NPH GU3HYECKOH HArpy3Ke, THIEepCeKpelus B MPUIATOYHBIX ITa3yXax Hoca.
Hapywenus co cmopomnbvl dcenyoouHo-Kuwe4Ho2o0 mpakma: O4YeHb 4acTO — TOIIHOTA, Auapes;
YacTo — PBOTA, 3anop, 60Jb B AMUracTpanbHON 061acTH, IMCIENCHS, CyXOCTh BO pTy, 00Jb B
)KHBOTE, TaCTPUT, TUCKOMMOPT B KeayJKe, HapyIIEHHE YYBCTBHTEIBHOCTH B POTOBOH MOJIOCTH,
JMCKOM(OPT B JKMBOTE; HEYACTO — IAHKPEATHT, METEOPH3M, racTpossodareanbHbiil pediirokc,
00J1b B HUKHEH 4aCTH )KMBOTA, CHIKEHHE YYBCTBUTEIBHOCTH B POTOBOH MOJIOCTH, KPOBOTOYHBOCTH
JIECeH, B3JyTHE KMBOTA, JUCKOM(OPT B SMHracTpaibHON 00J1aCTH, TyBCTBUTEILHOCT B 00J1aCTH
’)KHBOTA, TUIIEPCATMBAIINA, TTIOCCOAMHUS, O0Tb B POTOBOH 10JI0CTH, HEMPHATHBIN 3arax u3o pra.
Hapywenus co cmopoHbl nevenu u Jcenyeebi600AWUx nymeu. peako — TeNnaTHT, NeYeHOuHas
HEJ0CTaTOYHOCTD.

Hapywenus co cmopoHsl KOX#CU U NOOKOJICHHIX MKAHE.: 4aCTO — CBbIllb, AJIONECIH, 3y} HEYacTO —
AHrWApO3, HApyIICHHEe YyBCTBHTEJBLHOCTH B 00jacTH  JIMIA, KpanWBHHUL@A, IpHTEMa,
reHepaTM30BaHHBIN 3yJl, MAKyJIspHAs Chillb, HapyIICHHE IUIMEHTALUMH KOXH, UICPrHYECKHi
JIGPMATHT, TpPHUIYXJIOCTh JHMIa; Hedacto — cuHApoMm CruBenca-/[xoncona*, momumopdHas
JpuTeMa*, M3MEHEHHEe 3armaxa KOXH, MapaopOMTaIbHBI OTek*®, JIOKalIM30BaHHAs KPalMBHHIA;
YacTOTAa HEM3BECTHA - TOKCHYECKHMIl FTUACPMaIbHBIH HEKPOIH3 ™.

Hapywenus co cmopoHbl CKelemHO-MbIUeYHOU CUCmeMbl U COCOUHUMENbHOU MKAHU: HacTo -
apTpaiITHs, MbIIIEYHBIE CIIA3MbI, MHAJITHS, MBIIIEYHBIC CY/I0POTH, MbIIEYHAs C/1ab0CTh, CKENETHO-
MbiIeqHast 60Jb B IPY/IHO# KJIETKe; HedacTo - 601H B 60Ky, MPHITYXJIOCTh CyCTaBOB*, CKOBAaHHOCTH
MBIIII, YCTAT0CTh B MBILILAX; PEIKO - IHCKOMMOPT B KOHEUHOCTAX ™.

Hapywenus co cmoponbl nouex u MOYe6bl60OAUUX nymeu: 4acto - HepoInTHA3, JU3YpHs,
MOJUIAKHYPHS; HEYacTo - 000CTpeHHe ModYeKaMeHHOH Gosie3Hu (KaMHHM B MOYKax), HeIepKaHHe
MOYM TIpH HANpPSOKCHHH, TeMaTypHs, HeJepKaHHE MOYM, YAacThble MO3BIBbI K MOYEHCIYCKaHHIO,
[I0ueyHas KOJIMKa, 00JIM B 001aCTH MOYEK; PEaAKo — 000CTpeHHe MoyeKaMeHHOl Gole3Hn (KaMHH B

ypeTpe), OYeYHO-KaHAIbLEBBIIl ali103*; OUeHb Pe/IKO — He(POKAIBLUHHO3™.

11




COQOTBETCTBYET 3KCNEPTHOMY OTUYETY
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Hapywenus co cmoponvl nonoswix opeanos u|monounoi (Heaessniédachiod 2805p8krunbpHas

TUChYHKITNS, CeKCyanbHas TUCHYHKITHS.

Obwue paccmpoiicmea u Hapyutenus, 00ycioenenHvie cnocobom npumeHnenus. OYeHb 9acTo —
YCTAJIOCTh; YacTO — IOBBIIIEHHAs TEMIlepaTypa Tejla, aCTeHHSs, pa3JpakHTeIbHOCTh, HapyIIeHUs
MOXO/KH, TUIOX0€ CaMOYYBCTBHE; HEYACTO — THIEPTEPMHUS, JKaXK/1a, TPUMTON0I00HbIH CHHIpOM*,
ME/UTHTEIBHOCTD, MOXO0J0JaHHEe KOHEYHOCTEH, YyBCTBO OMNbSHEHHS, OIIylIeHHe OecrnoKoHCTBa;
PEAKO — OTEK JIMIIA.

Hsmenenus nabopamopuelx nokazameneu: OY€Hb 4acTO — CHHIKEHHE MAacChl Teja; 4acTo —
YBETHUEHHE Macchl Tejaa*; HeYacTo — KPHUCTALTYPUs, AHOMAIBHBIH pe3y/IbTaT TecTa «TaHJAEMHON
MOXOJIKH», JIEHKOICHHS, TTOBBIIICHHE aKTHBHOCTH «II€YE€HOYHBIX» (EPMEHTOB B CBIBOPOTKE KPOBH;
PEJIKO - YMEHbBILIEHHE COIepIKaHHsl THAPOKapOOHATOB B KPOBH.

Hapywenue coyuanvnoeo yynkyuonupo6anus: He4acTo — HapylIeHHe CIIOCOOHOCTH K 00y4IEHHIO.
*- HekesiaTesbHas peakiusi 3aperucTpUpoBaHa B MOCTPErHCTPALIMOHHOM [TEPHO/IE U3 CIIOHTAHHBIX
cooOuienuit. YactoTa paccuynMTaHa Ha OCHOBAaHMH JAHHBIX KJIIMHHYECKUX HUCCIIEIOBAHUH.

Ocobvie epynnbi.

Jlemu:

Huke mnpuBENEH CIHCOK HEXeNaTeNbHBIX peakluid, KOTOpble B XOJ€ KOHTPOJIHMPYEMBIX
KJIMHHYECKUX MCCJICIOBAHHI PErucTPUPOBAIIUCH y AeTell B 2 u Oojee pa3 vaile, 4YeM y B3pOCIBIX:
MOHM)KEHHE AaIleTUTa, MOBBLIMICHHE AallE€THTa, THIEPXJIOPEMHUECKUI anua03, TIUIOKaIHEMHs,
MOBEJICHYCCKHE  HApyIICHWs, arpecCHMBHbIE pEaKIMH, anaTus, HapyleHHE 3achlllaHus,
CYMIIMIQIbHBIC MBIC/IH, HapylIeHHE KOHIEHTPAllMM BHUMaHHS, 3aTOPMOKEHHOCTb, HapylleHHE
IIMPKAJHOTO pHTMa CHA, HHU3KOE KA4yeCTBO CHA, TMOBBIINICEHHOE CJIE30TEYCHHE, CHHYCOBas
Opaukapus, IIoxXoe CaMOvyBCTBHE, HAPYIIEHUS TOXOJIKH.

Huxe npuBeleH CIIMCOK HEXENAaTeNbHBIX peakluif, KOTOphlE B XO0J€ KOHTPOJIHPYEMBIX
KJIMHHYECKHX HCCJIE0BAHUI PErHCTPHPOBAIUCH TOMBKO Yy JAETei: 303MHOQHIINSA, ICHXOMOTOpHAs
rUIIEPAKTHBHOCTh, BEPTHTO, pBOTA, THUIEPTEPMHS, IHPEKCHs, HApYIICHHE CMOCOOHOCTH K

00yueHHI0.

Ilepeno3uposka

[IpuzHaky ¥ CHMIITOMBI MEPEJO3UPOBKH: CYIOPOTH, COHJIMBOCTh, HApyUICHHs PEYH M 3PEHMS,
JUATUIONHS, HApyIIEHUs MBIIUIEHUs, HapyIIEHHs KOOPJAMHAIMH JIBHKEHHH, JIeTaprus, CTymnop,
apTepuanbHas TMIIOTeH3us, GOJb B JKMBOTE, TOJOBOKpYXeHHe, BO3OykaeHue u jenpeccus. B
GONBIIMHCTBE CIyYyaeB KIMHMYECKHE MOCIIEACTBHS HE OBUIM TSDKEIBIMH, HO OBUIM OTMEYCHBI
CMepTebHBIE Cllydyad TIocjie [Epelo3HPOBKH € HCIOJIBb30BAaHHEM CMECH  HECKOJBbKHX
JIEKapCTBEHHBIX CPEJCTB, BKIIoYas Tomupamar. llepeso3upoBka TomMpamara MOKET BbI3BATH

TsKebli MeTabosmyeckuit amao3 (eM. paszaen «Ocobble yKazaHHA»).
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 15.03.2023 N= 4949
M3BecTeH ciydaii epeao3upoBKH, KOT/Ia MalnueHf MpuHs1 1odynomupamata orH6AasEL0 r, uro

npuBesio K Kome, mpopospkasiiedics 20-24 waca. Crycrs 3-4 JHS CHUMITOMBI MEpPEIO3UPOBKH
Pa3peIInIUCh.

Jleuenue: B cilydyae Nepeo3WpoBKH mpueM npenapara Tonupamar-Buan ciexyeT mpekpaTHThb,
HA3HAYMB CHUMIITOMATHYECKYIO IOJUICPKUBAIOILYIO TEpanuio 10 TeX MOop, MoKa KINHHYEeCKas
TOKCHYHOCTh He OydeT CHWKeHa Wid ycTpaHeHa. OD(QQEKTHBHBIM CHOCOOOM BBIBEACHHUS
TOnMpamara M3 OpraHu3Ma sBisercss remoauanus. llauumentam peKOMEHIyeTCsi aJleKBaTHOE

NOBEILIICHHE 0ObeMa HOTpC6J’lHCMOﬁ KHUIKOCTH.

B3aumoaeiicTBHe ¢ APYTHMH JIEKAPCTBEHHBLIMH CpPeICTBAMM

Brusnue monupamama Ha Konyermpayuu opyeux npomusosnuienmuyeckux npenapamoe (11911)
OnmoBpeMenHBIH TpueM Tormpamara ¢ apyrumu TI9I1 (denutonn, kapGamasermnH, BajIblPOEBAsd
KucioTa, (enobapOuTan, MPUMUJIOH) HE OKA3bIBACT BIMAHMS Ha 3HadeHus ux Cg B IUIasMe, 3a
WCKJTIOYEHHEM OT/IC/bHBIX MAIMEHTOB, y KOTOPHIX J00aBIeHHEe Tonupamara K (DEHHTOMHY MOXKET
BbI3BATH IOBBIIIEHHE KOHIEHTpAMK (PEHHTOMHA B IUIa3Me. DTO MOXKET OBITh CBA3AHO C YTHETCHHEM
ciermduyeckoit  momamopdHoi M30popMbl  (epMenTa cuctemsl MToXpoma P450 (w3odepmenta
CYP2C19). [TosroMy y Kak/JI0r0 IAlKeHTa, KOTOPbIif NPUHUMAET HEHUTOMH U y KOTOPOTO Pa3BUBAIOTCS
K/IMHAYECKHE MPU3HAKH MM CHUMIITOMBI TOKCHYHOCTH, HEOOXOIMMO KOHTPOJIMPOBAThH KOHIEHTPAIUIO
(heHUTOMHA B IUIA3ME.

B wuccrenoBanuu (papMakOKMHETHKHM Y TAlMEHTOB C OSIWIeNcHel jo0asieHue TonMpamara K
naMoTpuDKMHy He Bimsuio Ha Cs mocegHero mpy jgosax tomupamara 100-400 mr/cyr. B mpouecce
TepaIuy ¥ TI0CIe OTMEHBI JIAMOTPU/DKHHA (cpeHss no3a 327 mr/cyT) Css Tonmpamara He H3MEHSIach.
Tonupamar uaru6upyer uzodepment cucremsl muToxpoma P450 (m3odepment CYP2C19), B cBsizn
C uYeM MOET B3auMOJIeiCTBOBaTh € €ro cyOcTpatoM (AMa3ernaMoM, HMHIIPAMHUHOM,
MOKJIOOEMHIOM, ITPOTYaHUIIOM, OMETIPA30JIOM).

Bozoeiicmsue opyaux 1311 na konyenmpayuio monupamama

DeHuTOMH M KapOaMasenuH CHIKAIOT KOHIEHTPALUM Tomupamara B miasme. JloOaBieHHe HIH
oTMeHa (eHMTOMHA WM KapbamaszenuHa Ha (OHE JICUCHHs TONMPAMATOM MOXET MOTpedoBaTh
U3MEeHeHue J03bl mocneadero. Jlo3y cieayer noaOuparh, OpPHEHTUPYSCh Ha JIOCTHXKCHHE
HeoOxouMoro KkiuHHueckoro spdekra. JlobaBneHne WM OTMEHA BaJLIIPOCBOW KHCJIOTBI HE
BBI3bIBAET KJIMHHUYECKH 3HAYMMBIX HW3MEHEHMI KOHIIEHTpalMH TolHMpamara B IUIa3Me H,
cliefoBaTeNbHO, He TpeOyeT M3MeHEeHHs J03bl Mperapata. Pe3yibTaThl 5THX B3aHMOJCHCTBHH

CYMMHUPOBaHBI B HUKETPUBEICHHON TabuIIe.

Jlo6asnsemsrit [1D11 Konnentpanus [1911 KoHueHTpanus

deHuTouH ] % ~ (48%)
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 15.03.2023 N= 43943

KapGamasenun 1 (Bxoprwmp i dey200856)
Banbnpoesas kucnora 1 1

denobapburan 1 HU

[Ipumu1oH 1 HU

1 — OrcyrcrBue 3¢ dexra.

** — TloBbllIeHHE KOHUEHTPALMH Y €IMHUYHBIX MAllHEHTOB.

~ — CHHKEHHE KOHIICHTPALlMH B TUIa3Me.

HU — He uccnenoanace.

Jpyeue nexapcmeennwvie 63aumooenucmeus

Jlueokcun: B UCCIIEIOBAHUH C MCIIOJIb30BaHHEM OAHOKpaTHOMH /10361 AUC JIMrOKCHHA B ILIA3ME MpH
OJIHOBPEMEHHOM TIIpHeMe Tonupamara yMmeHbmanach Ha 12%. KimHuueckas 3HaYMMOCTh 3TOTrO
HabmoneHns HescHa. [IpH HazHAYeHHH MM OTMEHE TONMpamaTa IalMeHTaM, NPUHHMAIOIIUM
JIMTOKCHH, 0c000€ BHUMaHHe He0OXOMMO y/1eIUTh MOHHTOPUPOBAHUIO KOHIIEHTPAIIMH TUTOKCHHA
B CHIBOPOTKE.

Cpeocmsa, yenemarwwue [[HC: B pamkKax KIMHHYECKHX HCCIICIOBAHUH  TOCIEACTBHS
O/IHOBPEMEHHOTO MpHeMa TONUpaMaTa ¢ ajlKOroJieM WM JPYTMMH BELIECTBAMH, YrHETAIOUIMMH
¢yuxkumn [THC, ne m3yyamuch. He pekoMeHnjayeTcs npHHHMaTh TONMpPamMar BMECTE C AIKOroJieM
WJIM PYTMMH TIperapaTtaMu, Bei3bBatonuMHu yraetenne Gpynxuuu [IHC.

3eepoboii npoovipaenennbiil: TIPpH COBMECTHOM IIpHEME TolMpaMara M IIpernaparoB Ha OCHOBE
3Bepobosi PoABIpsiBIeHHOTO (Hypericum perforatum) KOHUEHTpPALMA TONMPamMaTa B TJIa3Me MOXET
CHUIKAThCA M, KaK clieJIcTBHE, 2 (PEKTHBHOCTD Mpenapara Takke MOKET IMOHU3UTheA. KiuHuIecKux
MCCIICIOBAHUH  B3aUMOJEHCTBMS  TomMpamara M [pernapaTtoB Ha  OCHOBE  3Bepobos
MPOBIPSBICHHOTO HE ITPOBOIAMIIOCH.

Ilepopanvuvie  Konmpayenmugvl. B  WCCICJOBAHHM  JIEKADCTBEHHOIO  B3aUMOJCHCTBHS ¢
NepopabHBIMH KOHTPALENTHBAMH, B KOTOPOM MCIOJIb30BaJICA KOMOMHHPOBAHHBIH Ipenapar,
cozepxanmit HopaTHcTepoH (1 Mr) U aTuHMIdCTpamHon (35 Mkr), Tonupamar B fo3ax 50 - 800 mr B
JIeHb HE OKa3blBaJl CYIIECTBEHHOrO BIHMSHUA Ha 5(P(PEKTHBHOCTH HOPITHCTEPOHA H B J03aX
50-200 Mr B geHp — Ha 3QdekTHBHOCTH ITHHHIdCTpaaHona. CymecTBEHHOe 10303aBHCHMOE
cHIKeHHe 3¢ (EeKTUBHOCTH STHHIJISCTPaMONA Habmoatoch mpH fo3ax tonupamara 200 - 800 mr
B JeHb. K/MHMYeckas 3HAYMMOCTh ONMCAHHBIX HM3MEHEHWMH HescHa. PHCK  CHIKECHHA
3 (GeKTHBHOCTH KOHTPALIEIITHBOB M YCHJICHUS «IPOPBIBHBIX» KPOBOTEYEHHUH JO/DKEH YIHTBIBATHCS
y NalMeHTOB, NPUHHMAIOIIMX IEPOpaIbHbIe KOHTPALECNTHBLI B COYETAHHH C TOMHPAMaTOM.
[lanmeHTKaM, TPHHHMAIONIMM 3CTPOTEHCO/EpXKalllie KOHTPAIENTHBEI, He0OX0MMO coolmark o
JMOOBIX M3MEHEHMSAX B CPOKAX M Xapakrepe MeHcTpyauui. DPQeKTHBHOCTH KOHTPALETITHBOB

MOJKET OBITh CHIIKEHA J1aKe TIPH OTCYTCTBHH «IIPOPBIBHBIX» KPOBOTEUCHHUI.
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 15.03.2023 N= 4343
Jlumuii: 'y 310poBBIX J100pOBOJBIEB HAOMOAFIOCH CHIDKEHHen=AME Mivning? (@3 E8% npu

ONIHOBpEMeHHOM TipueMe Tomupamara B jo3e 200 mr/cyr. ¥V mnanueHTOB ¢ MaHHaKalbHO-
JIETIPECCHBHBIM TICHX030M IMpPUMEHEeHHe Tomupamara B no3ax a0 200 Mr/cyT He BIHMSJIO Ha
dapMakoKHMHETHKY TMTHSA, OJHAKO NpH Gojee BbICOKMX jo3aX (10 600 mr/cyt) AUC nutus Oblia
nopeimieHa Ha 26%. [Ipu OZHOBpEMEHHOM NPUMEHEHMHM TOIMpamara W JIMTHS CJEIyeT
KOHTPOJIMPOBATh KOHIIEHTPALIMIO MTOC/IEHETO B IJ1a3Me KPOBH.

Pucnepudon: MCCIe0BaHUS JIEKAPCTBEHHOTO B3aUMOJEHCTBHS, MPOBE/ICHHbIC C OJHOKPaTHBIM H
MHOTOKPATHBIM TPUEMOM TONMpaMaTa 3J0POBBIMH J0OPOBOJIbIAMH M OOJNLHEIMH C OUIIOJISPHBIM
paccTpOICTBOM, JQdH OJMHAKOBBIE pe3ynbTaThl. [Ipy OJHOBpeMEHHOM MpHeMe ToIHpamara B
nozax 100, 250 mmu 400 mr/cyr AUC pucrnepujioHa, NpHHAMaeMoro B jao3ax 1-6 wmr/cyr,
CHM)KAeTCs, COOTBETCTBEHHO, Ha 16 u 33%. Ilpu sToM dapmMakokHHETHKA 9-THIPOKCHPHCIIEPHIOHA
He W3MeHsJIach, a CcymMMapHas (apMakOKMHETHKAa aKTHUBHBIX BEINECTB (PHCIECPUIOHA H
O-rMIPOKCHPHUCIIEPUIOHA) H3MEHSIACh HE3HAYMTENbHO. VI3MEHEHWE CHCTEMHOrO BO3JCHCTBHS
pHCIIEpUI0HA/9-THIPOKCHPHCIIEPUIOHA U ToNMpamata He ObUIO KIMHHYECKH 3HAYMMO H 9TO
B3aMMO/IEMCTBHE BPSI/I JIH MOJKET UMETh KJIMHHYECKOE 3HAYCHHUE.

Tudpoxnopomuasud: NeKapcTBEHHOE B3aUMOJEHCTBHE OLICHMBAIOCH HA 310POBBIX J00POBOJIBLAX
TP pa3JeTbHOM M COBMECTHOM NMPUMEHEHHH THAPOXJIOpOTHasHaa (25 Mr kakisle 24 gaca)
tonupamara (96 mr kaxzaele 12 wacoB). Pe3ynbraThl MCCIIENOBaHWH MOKa3ald, 4YTO TIpH
OJHOBPEMEHHOM TIpHEME TONMHMpaMara M THAPOXJIOPOTHA3UIA MPOMCXOMHUT yBeTHYeHHE Cma
tormpamara Ha 27% u AUC tonmpamara Ha 29%. KiMHHYeCKas 3HAYMMOCTh STHX HCCIICOBAHHH
He BbIsiBIeHA. Ha3HaueHue ruIpoXJOpOoTHA3W/a MalMeHTaM, ITPUHUMAIOIIMM TOIHpaMaT, MOXKET
norpeboBaTh ~ KOPPEKIMIO 036l  Tonupamara. — (PapMakOKMHETHYECKHE  IapameTpsbl
THAPOXJIOPOTHA3H/A HE MOBEPrajich 3HAYMMOMY H3MEHEHHIO TMPH COIYTCTBYIOUICH Tepanuu
TonupamaroMm. KimHuueckue MCCIENOBAHMS NMOKA3aJIM YMEHBIIEHHE B CBIBOPOTKE KPOBH KallHs
Tocie TpHeMa TOlMpamara WM THAPOXJIOpPoTHa3HAa, KoTopoe Obulo Ooliee 3HAYMTEIBHBIM IPH
COBMECTHOM IPHEME T'HAPOXJIOPOTHA3H/IA C TOITHPAMATOM.

Memagpopmun: nekapcTBEHHOE B3aUMOJCHCTBHE OLEHMBATIOCH Ha 3HOPOBBIX JI00POBONBLAX,
OJyYaBmIHX MeTGOpMHH Wi KomOuHaimmio MerdopMHHA M TomMpamara. PesymbTarhl
MCCIeIOBAHMM [OKA3aJd, 9YTO TIPH OJHOBPEMEHHOM [pHEMEe TomHpamaTta H MeThopMuHA
npoucxout yseindenue Cmax # AUC mMerdopmuna Ha 18% u Ha 25% COOTBETCTBEHHO, TOT/A KaK
KIMpeHc MeThOpPMUHA NP OJHOBPEMEHHOM NPHMEHEHHH C TOMMpamaroM CHmkancs Ha 20%.
Tonupamar Hukak He Bausa Ha TCmax MeTdopmuHa B TuiasMe kposH. Kimpenc Tonmupamata npu
OJIHOBPEMEHHOM TpPUMEHEHHH ¢ MeThOPMHHOM CHIKaeTcsl. CTeneHb BBISBICHHBIX W3MCHEHHH
KJIMpeHca He u3yuena. KimHnueckas 3Ha4HMOCTh BO3IEHCTBHS MeTGopMUHa Ha (hapMaKOKMHETHKY

TonmydpaMara HesCHa. B ciryqae no00aBiIeHUs WM OTMEHBI TOIIMpaMara y Iallu€HTOB, OJTYJaroImux
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
o1 15.03.2023 N= 4949
MeT(HOPMHUH, CIIEAYyeT TIIATEIBHO KOHTPOIUPOBATH COCTOAHHE mrarmenics Jihsd dfiG8KH  Teuenus

caxapHoro auabera.

[Tuoenumason: neKapcTBEHHOE B3aMMOJIEHCTBHE OLEHMBAJIOCh Ha 370POBBIX J100POBOJIBLIAX IIPH
pa3/ie/IbHOM M OJIHOBPEMEHHOM IIPHMEHEHHH IHOTJIMTa30Ha M TONHpamMaTa. bbUlO BBISBIEHO
ymenbmenne AUC nuornurtazona Ha 15% 06e3 uzmeHeHust Cpax Mpenaparta. DTH U3MEHEHHS HE
OBUIM CTATHCTHYECKH 3HAYMMBIMH. (11 aKTHMBHOrO ruApokcHMMeTadoMTa IHOIIMTA30Ha TaKKe
Ob110 BBIABIEHO CHMKEHHE Chax © AUC Ha 13% u Ha 16% COOTBETCTBEHHO, a IS aKTHBHOIO
keromeTtabouTa O6bUI0 BhIsSIBIIEHO CHHKEHHE H Chax 1 AUC Ha 60%. Knuaudeckasi 3Ha4MMOCTD
OTHX JIAHHBIX HE BbIACHEHA. [IpH O/JHOBpEMEHHOM IPHMEHEHHWH MalMeHTaMH TOIHpamara H
MUOTJIMTAa30Ha CJIeyeT TIIATEJIbHO KOHTPOJIMPOBATH COCTOSHHE NMALMEHTOB JUIS OLEHKH TEYEHHS
caxapHoro auabera.

nubenkaamuo. OBUIO TIPOBEICHO HCCIIEOBAHUE JIEKAPCTBEHHOTO B3aUMOJICHCTBHS Ul U3ydYEHHS
bapMakokuHETHKH TriubOeHKIamuga (5 Mr/CyT) B PAaBHOBECHOM COCTOSHHMH, IPHUMEHSIEMOIO
H30JIAPOBAHHO HJIM OJHOBpeMEHHO ¢ TomupamatoM (150 Mr/cyr) y mamuMeHTOB C CaxapHBIM
quaberom tuna 2. Ilpu npumenenun tonupamara AUC rimbeHxiammuia cHukanack Ha 25%.
Takxe Obuta CHIDKEHA CHCTEMHas OSKCIO3HIMS - 4-TpaHC-THAPOKCUTIHOEHKIaMHJIa H
3-muc-ruapokcu-riubeHkIaMuIa (cooTBeTcTBeHHO, Ha 13% u 15%). I'nmubenknamMun He BIMsI Ha
(apMaKOKMHETHKY TONHpaMaTa B pPaBHOBECHOM cOCTOSHMH. IIpy HazHaueHMH ToONHpamarta
OONMBHBEIM, MOJyYaromUM  riauOeHKIaMua (MIM  HazHayeHHH rMOeHKnamMuaa  OONIbHBIM,
IIOJIYYAOIMM TOTIUPAMAaT), CJIeyeT TIATeIbHO KOHTPOIUPOBATh COCTOSSHUE OOIBHOTO IS OLIEHKH
TEUEHHUs caxapHoro jauadera.
Jpyeue  npenapamuvi:  OIHOBPEMEHHOE  NPUMEHEHHE  TONMpamara ¢  [IpernapaTamy,
TpeIpacroaraloiMy K He(poIuTHA3Y, MOXKET IOBBIIATh PUCK 00pa3oBaHMs KaMHEH B MOYKaXx.
Bo Bpems JledeHMs ~ TomMpamaroM — cieayer  u30erath  NPUMEHEHHMsS — IIPENapaToB,
NpeIpacnoyiaraloiuXx K HedpoiIuTHasy, MOCKOJIbKY OHH MOTYT BBI3BAaTh (DHU3MOJIOTMYECKHE
M3MEHEHHs, CrIocoOCTRYIONME HeQpOIUTHASY.

Banenpoesas kucioma: KOMOMHUPOBAHHOE NMPHMEHEHHME TONMpaMaTa W BaJLIPOCBONH KHCIIOTHI Y
MAIMEHTOB, XOPOIIO TEPEHOCAIIMX KaKIABI Ipenapar B OTAEIBHOCTH, CONPOBOXIACTCS
rurepamMMonremueil ¢ sunedanonatuei uwiam G6e3 nee. B OONBIIMHCTBE CilydaeB CHMITOMBI H
NpHU3HAKK MCYE3AI0T T0C/Ie OTMEHbI OJHOrO M3 npemnapaToB (cM. paszjen «OcoOble yKka3aHHs» H
«ITo6ounoe neiicTBHE»). DTa HeOJIAronpusTHas peaklus HE BbI3BaHA (apMaKOKMHETHYECKUM
B3auMoyeiictueM. [Ipy COBMECTHOM TIpHEMe TONMpamara M BalbIIPOEBON KHCIOTHI MOXET
BO3HMKATH THIOTEPMHUs (HEmpe/HaMepeHHOe CHIKeHHe TeMmmepatypsl Tena Huwke 35°C) B
COYETAHMU C TUIEpAMMOHMEMHEN WM ke HezaBHCHMO. JlaHHOE ABJIEHHE MOXET BO3HMKATh KaK
rocjie Hayasaa COBMECTHOTO IpHeMa BaJIbIIPOEBOH KHUCJIOTHI M TONMpaMaTa, Tak U MpH yBETHYCHHH

JIHEBHOH J103bI TONHpaMara.
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COOTBETCTBYET 2KCNEPTHOMY OTUETY
ot 15.03.2023 N= 4343
Aumuxoazynsumuvie cpedcmea, anmazonucmvl pumamuna Fex@AHOBPEMENOE? NPANMEHEHHE C

AHTHKOATYJIAHTHBIMU CPEICTBAMH, aHTArOHUCTaMH BUTaMHHA K MOKET IPUBOJUTH K YMEHBIIECHHUIO
MHO (Mex/1yHapoHOr0 HOPMaIM30BAHHOIO OTHOIIEHHA). Bo Bpems TepamuH TONHpamMaToOM
pEKOMEH 1yeTCs Yalle MPOBOAXTE KOAryJIsSIIHOHHBIC TECTHI.

Jononnumenvroie uUCcie008anus 1eKAPCMEEHHO20 63AUMO0eUCMEuUA: JUIsl OLICHKH NOTEHIHAIBHO
BO3MOKHBIX BApHAHTOB JIEKAPCTBEHHOIO B3aMMOJEHCTBHSA MEXKAY TONHpamMaToM H APYTHMH
JIeKapCTBEHHBIMHU MIpernapaTaMu ObUT IPOBEEH s/l KIMHHYECKUX HCCIIE0BaHIH. Pe3yIbTaThl 9THX

B3aMMOJICHCTBUI CyMMUPOBAHBI B HIDKCIIPHBEIEHHON Tab/IHILE.

Jlo6asasiemoe JIC Konnenrpanus gob6asiasiemoro JIC* [Konnenrpanus ronupamara®

VeenuueHue Cmax 1 AUC meTabonuta
AMUTPUIITHIIHH He uccrnenosanock
HopTpunTmwinHa Ha 20%

JluruaposproraMuH

(mepopaibHO | 11/K)

Veenmuuenue AUC merabonura Ha
["anonepuaon He uccnenosanoch
31%

Veenuuenne Cmax Ha 9% 1 16%);

AUC 1a 9% u 17% s

Veenuuenue Cmax 1g 4-OH

[ Iponipanoson npornpanonoa Ha 17% (Tonupamar
nporpanosiona 40 u 80 Mr kaxsie
50 Mr)
12 9 COOTBETCTBEHHO
Cymarpunras
(mepopajibHO H © He uccnenoBaioch
M0JIKOXHO)
[Tuzotuden — "N

Ymensmenne AUC quntraszema Ha
Jluntuazem 25% u nesaunetwianiTuazema Ha 18%; |Yeemnuenne AUC na 20%

— Juig N-IeMeTHIIHITHa3eMa

Bennahaxkcun « «

Veemmuenne AUC Ha 16% (50 mr
dyHapu3uH “
Kaxpie 129)**

* _ Buipascena 6 % om snauenuil Crmax 6 nnasme kposu u AUC npu monomepanuu.

— — Omcymemeue usmenenuii Cpax 6 n1azme kposu u AUC (<15% om ucxoonvix OaHHbBIX).

** __ [Tpu MHO20KpamHom npueme 001020 QuyHapusuna nabrooarocs yeeauvenue AUC na 1 4%,
Ymo moxcem Gbimb CEA3AHO ¢ HAKONIEHUEM NPenapama 6 npoyecce 0OCMuUdICeHUs pagHO6ECHO20

COCMOAHUA
1




COOQTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 15.03.2023 N= 4949
(Bxogswmit M3 N=4200856)

Oco0bie ykazanus
BHe 3aBHCHMOCTH OT HaJIHYWsi B AaHaMHE3€¢ KOHBYJIbCHBHBIX IIPHIIQJIKOB H OITHJICTICHH,
NIPOTHBOANHJIEIITHYECKHE TIPENAPaThl, BKIIOYas TOMPAMaT, CIeyeT OTMEHSATh MOCTENEHHO, YTO0bI
CBECTH K MHHHMYMY BO3MOKHOCTh T[IOBBIINICHHS YacTOTBHI MpPHNAAKOB. B  KIHHHYECKHX
uccieoBaHusaX 1036l yMeHbInaad Ha 50-100 Mr ¢ HeJeIbHBIMM HHTEPBAJIaMH JUIsL B3POCIIBIX TPH
Tepanuu snuiencud 1 Ha 25-50 Mr y B3pocnbix, nomydaomux 100 Mr romupamara B CyTKH JULA
npoQUIaKTHKH MHUTpeHH. Y JeTed B KJIMHMYECKHX HMCC/IEJIOBAHUAX TONMHPaMaT MOCTECHEHHO
OTMEHSTH B TeueHue 2-8 Hemedb. Eciv 1m0 MeIMIMHCKUM TIOKa3aHUsM HeoOXoamma ObicTpas
oTMena mnpenapata Tonupamar-Buana, TO DPEKOMEHIYETCS OCYIIECTBIIATh COOTBETCTBYIOUIMIA
KOHTPOJIb COCTOSHUS mamueHTa. Kak M B cilydyae NpHMEHEHHs APYTUX MPOTHBOIMUICITUYECKHX
TpenapaTtoB, y HEKOTOPHIX ITAllHEHTOB, NMPHHHMAIOIMX TONHpaMar, HaOJKOaeTCs MOBBIICHHE
YacTOThl TPUNAJKOB WM HOBBIE THIBI TpUNankoB. JlaHHOe SBJIEHHE MOXET SBISATHCS
MOC/IEZICTBHEM  [EPEIO3UPOBKH,  CHIDKEHHS  KOHLEHTPAllMM  COBMECTHO  MPUMEHSIEMBIX
IPOTHBONUIICTITHYECKUX TIPENapaToB, MPOrpecCHpOBaHUs 3a00JIEBaHUS WM TapaJoKCalbHOIo
spdexra. CKOpOCTH BBIBEACHUS 4Yepe3 IMOYKH 3aBHCHT OT (DYHKIMM I0YEK M HE 3aBHCHT OT
BO3pacTa.

V NalMeHTOB ¢ YMEPEHHBIM HIIM BBIPQKEHHBIM HaApYIICHHEM (DYHKIHM MOYEK I JOCTHIKCHHS
YCTOMYMBBIX KOHIEHTpAIMii B IU1a3Me MOXeT noHanobutses ot 10 go 15 aHel, B oTimyue OT
4 -8 nHeil y MalMEHTOB C HOPMAJILHON QyHKIHEH TOYEK.

Kaxk v npu mo6om 3aboneBaHiy, cxema 1moadopa 036l JI0/DKHA OPHEHTHPOBATHCS HA KITMHUYECKHH
sd¢ext (T.e. CTeneHb KOHTPOJMPOBAHHMS INPHIAIKOB, OTCYTCTBHE NOGOYHBIX 3((HEKTOB) H
YUMTBIBATH TO, YTO Y ITAIMEHTOB C HAapylIeHHeM (QYHKIMH MOYEK Ul YCTaHOBICHHS CTaOMIIbHOH
KOHLIEHTPAIUY B [UIa3Me IS KKI0H 1031 MOXKET OHAN00UThCs OoJiee IPO/I0JKUTEILHOE BPEMS.
Onuzo2uopos

IIpu Tepamy TOMHPAMATOM BO3MOXKHO BO3HMKHOBEHHE OJIMTOTHIPO3a (YMEHBIIEHHOE MOTOOT/IEICHHE)
M aHTMpo3a. YMEHBIIEHHE TIOTOOT/ENEH:s U IHIepTepMus (IOBBILICHHE TEMIIEPATyphl Tejia) MOTYT
BO3HHKHYTH Y JIeTeH, TOIBEP/KEHHBIX BO3/EHCTBUIO BBICOKOH TeMIepaTyphl OKpyKaroulei cpeisl. B
3TO# CBSI3H, TIPH TEPAITMU TOTMPAMATOM, OYeHb BKHO aJIeKBATHOE TOBBIIIEHHE 00beMa MoTpedIsieMoit
KHIKOCTH, CIIOCOOHOE CHM3MTH PHCK pa3sBUTHs HeypoMTHAa3a, a Taioke MobouHEIX (G heKToB, KOTOpbIE
MOTYT BO3HHKHYTb I10]] BO3/IeHCTBHEM (DH3HIECKNX HArpy30K HMITH MOBBIIICHHBIX TEMIIEPATYP.
Paccmpoticmea nacmpoenus/oenpeccus

[Ipy NeyeHMH TONMMpaMaToM HalIIOJAeTCs MOBBIINIEHHAS YacTOTa BO3HMKHOBEHHs DacCTPOHCTB
HACTPOEHHS U JCTIPECCHH.

CyuyuoanoHvie NONbIMKU
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ot 15.03.2023 N= 4943
[Tpu npuMeHEHHH MPOTHBOSMMICNTHYECCKUX NpdnapartoB, BKAMYAH,TONAPAINEL) YBEARYUBACTCS

PHCK BO3HHKHOBEHHS CYHIHMJIAJIbHBIX MBICHEH M CYMIMAAIBHOrO TMOBEACHUS Y TMAllHEHTOB,
MPUHUMAIOLIMX 9TH IIPEraparsl 1o J00bIM U3 OKa3aHHUi.

Mera-aHanu3 nokasas yBeJIHYEHHE PUCKOB MOSBJICHUS CYMIMAQTbHBIX sBieHnii Ha 0,43% na done
npueMa TPOTHBOIIHIEITHIECKUX CPEICTB 1o cpaBHeHHIO ¢ 0,24% mauMeHToB, IOJy4aBIIHMH
rutane6o.

B BOMHBIX CJENBIX KIMHHYECKHX HCCIICIOBAHUAX 4YaCTOTA Pa3BHTHS SBJICHHH, CBA3aHHBIX C
CyMUMIOM (CyMIMIANbHBIE MBICIIH, TOMBITKH CYHIMIA, Cyuima), coctasusia 0,5% y MmauneHTos,
oJIydaBIINX Tonupamar (y 46 denosek u3 8652), 4To NPUMEPHO B 3 pasa BBIIIE 110 CPAaBHEHHUIO C
nanMeHTamMu, noayuasmumy ianebo (0,2%; y 8 yenosex u3 4045). Oaun ciyyaid cyuumaa Obui
3a)UKCHpPOBAH B JIBOHHOM CJIENIOM HCCIICIOBAaHHH OHMIOJIIAPHOIO paccTpoiicTBa y TAaLHECHTa,
MOJTy4aBIIero TonMpamar.

Taxum oOpa3oMm, HeEOOXOAMMO KOHTPOJIMPOBATH COCTOSHHE MAIMEHTOB C MEJIbIO BBISBICHHS
MPU3HAKOB CYHIUAATBHBIX MBICICH ¥ Ha3HA4YaTh COOTBETCTBYIOIIEE JICUECHHE.

Heob6xomuMo pekOMEH0BaTh NalMeHTaM (M, NMpH HEOOXOIMMOCTH, JIMIAM, YX@KHMBAIOIIMM 33
MalMeHTaMu) cpasy ke o0pamiarsecs 3a MEJIMIMHCKOH MOMOIIBIO B CIydae IOsSBJICHHS MTPU3HAKOB
CYMIIMIQJIBHBIX MBIC/ICH MITH CYHIUIQJILHOTO TTOBEICHMUS.

Taoicenvie kodcnble peakyuu

VY nmauueHToB, NPUHUMABIIHX TONHpamatr, ObLTH 3aperMCTPHPOBAHBI TAKEIBIE KOKHBIC PEaKIHH
(cunzpom Crusenca-/lxoncona (CCJ) n Tokcuueckuii snuaepmaitbHbiii Hekponus (TOH)) (cm.
pazaen «IToGounoe peiicTBHE»). BONBIIMHCTBO TakWX ciaydaeB HaOMOAAIOCh Yy NAlHEHTOB,
OJIHOBPEMEHHO TPHHUMABIIMX JIPYTUe JeKapCTBEHHbIE IperapaThl, CBSA3b KOTOPBIX ¢ Pa3BHTHEM
CCJ1 u TOH wusBectna. Heckosibko ciryyaeB ObUIH 3aperucCTPUPOBAHBI Y MAIMEHTOB, MMOJIY4aBIIHX
TONMMpAMAT B KauecTBe MOHOTepanuu. Pekomenayercs HHGOPMHPOBATHL MALMEHTOB O BO3MOXKHBIX
CHMNTOMAX TSKENIbIX KOKHBIX peakimit. [Ipu mogospenun Ha passutne CCJl wan TOH mpuem
npenapara Tonupamat-Buan gomken ObITh npeKpareH.

Hegporumuas

Y HEKOTOpBIX MAlMEHTOB, B OCOOEHHOCTH C MPeJPACIOIOKEHHOCTBIO K HeDpoIUTHA3y, MOXKET
TMOBBICHTBCS PUCK 0Opa30BaHMs KAMHEH B IIOYKAX M MOSBJIEHUS CBA3AHHBIX C HUM CHMITTOMOB, TAKHX Kak
novyeyHas Ko/jMka, 00k B mouke Wi 6okKy. YToOBl yMEHBIIMTH TOT PHCK, HEOOXOIMMO aIeKBaTHOE
MOBBIIEHHE 00BeMa MoTpedseMoil xuakocti. DakropaMu pUcKa pasBUTHS He(POIHTHA3A ABJIIOTCA:
HepoMTHA3 B aHamHe3e (B T.4. B CeMEHHOM), rHnepkambiypust (cM. pasjen «Ocolble ykasauus» -
Metabomueckuil anuao3 W ero mnocnexcrtsus). Hu ommuH w3 2TMX  (AKTOpOB HE ONpEesseT
dopmupoBanue kamueil Ha doue nprema Tornpamara. [TOBBICHTB PHCK BO3HMKHOBEHHs He()poIMTHA3A
MOJKET COMYTCTBYIOIIAs TEpais APYTHMHU [perapaTaMu, KOTOpbIE CIOCOOCTBYIOT €ro pa3BUTHIO.

Hapywenue ¢ynkyuu novex
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Crenyer cobmomaTh OCTOPOKHOCTh NpH HazHaudHuu npenapaive TommpaMartBaafilitdigientam ¢

noyeynoit HegocrarounocTeio (KK <70 mu/mun). D10 cBA3aHO ¢ TeM, 4TO y TAaKHX Ial[MEHTOB
KJIMPEHC TpernapaTa MOHUKEH.

Hapywenue ¢ynxkyuu nevenu

Y [anMeHToB € HaApymeHHAMH (YHKIMH T[E€YeHH TOoNHpamar CIEAYyeT IPUMEHATh ¢
OCTOPOKHOCTBIO M3-3a BO3MOYKHOTO CHI)KEHHS KJIMPEHCca 3TOro Ipernapara.

Muonus u cuHOpom 8MopPUYHOT 3AKPBLIMOY20NbHOU 2NAYKOMbL

[lpr npuMeHEHWM TolMpaMara ONHMCAaH CHHJIPOM, BKJIIOUYAIONMH OCTPYIO MHOIHUIO C
CONYTCTBYIOIICH BTOPHYHON 3aKPBITOYTOJMbHOH rilaykoMod. CHMITOMBI BKJIIOYAIOT OCTpOE
CHHIKEHHE OCTPOTHI 3peHust w/umu 60b B riasy. [Ipu odraasmonornueckoM 00CIeI0BaHUE MOXKET
oOHapy/KMBaThCS MMOIHS, YIUIOIIEHHE MepelHeil KaMephl IJa3a, THIepeMHs (MOKpacHEHHE)
riasHoro g610ka, OTCJIOHKA XOPHOMIAILHOM 000JI0YKM IJ1a3a, OTCIONKA MUTMEHTHOTO SIUTENHS
KJIETYaTKH, MaKyJIAPHBIE [IOJIOCKH ¥ TIOBBIIIEHHE BHYTPUIJIA3HOTO AaBIEHHA. DTOT CHHIPOM MOXET
CONpPOBOX/IATHCS CEKpELMel JKUAKOCTH, MPUBOMSLICH K CMEIIEHHIO XPyCTalMKa M pajyXKHOH
060/10UKH BIIepe/l C pa3sBUTHEM BTOPUYHON 3aKPBITOYTONbHOM TraayKoMbl. CHMITOMBI OOBIYHO
MOABIAIOTCS Yepe3 | Mecsll Mmocie Hayana MpUMEHEHMs TorupaMara. B oTiauuue OT mepBHYHOM
OTKPBITOYTOJIBHO#M TJIayKOMBI, KOTOpasi pe/ko HabmonaeTcss y mnauueHtos o 40 jer, BropHYHas
3aKpBITOYTOJIbHAS TJlayKoMa HabofaeTcs Ipyu NPUMEHEHUH TOIMpaMara Kak y B3pOCIIbIX, TaK H y
neteit. TIpy BOSHMKHOBEHHH CHHAPOMA, BKJIFOYAIONIEr0 MUOINMIO, CBA3aHHYIO C 3aKPBITOYTOJIBHOH
rIayKOMOM, NIPEKPAIAlOT IPHEM IIperapara, Kak TOJIbKO Jieyalluil Bpay COYTET 3TO BO3MOXKHBIM, H
MPUHUMAKOT COOTBETCTBYIOIIHE MEpHI, HAIPABJIEHHbIE HA MOHMKEHUE BHYTPHITIA3HOTO JaBJICHHUS.
OGLIMHO 3TH Mepbl NPHUBOAAT K HOPMAlM3allMH BHYTpUIiasHoro jasjienus. [loBeimeHnoe
BHYTPHITIA3HOE JIaBJieHHEe JO0OH 3THOJIOTMH NPH OTCYTCTBHUM AJEKBATHOIO JICYCHHS MOXET
MPUBECTH K CEPbE3HBIM OCIIOKHEHHSM, BIIOTH 10 OTEPH 3PCHHUSL.

[Ipy HasHayeHWH TONMpamaTa MalMeHTaM ¢ 3a0oJeBaHMAMH TIJa3 B aHamHe3e HEOOXOAMMO
OLIEHHUTh OTHOILIEHHE OYKUIAEMOI MOJIb3bI K BOBMOKHOMY PHUCKY PHMEHEHHUS.

Heghexmul nons spenus

JledexTsl 1015 3peHus HaOMONAMMCH Y MAlMEHTOB, MPUHUMAIONINX TOMHpaMar, HE3aBUCHMO OT
HAJIM4Hs Y HUX TOBBINIEHHOTO BHYTPHUIJIA3HOTO J@BJeHMsS. B Xo/e KIMHMYECKHX HCCIIe0BaHHH
GONBIIMHCTBO TAKUX CITydacB MMEJIH OOpaTHMBIH XapakTep, W JAe(eKThl MoJis 3peHUs Hcuesau
rnocsie oTMeHbI Tepanuu. [Ipu BO3HUKHOBEHHH NPo0JIeM CO 3peHHEM BO BpeMsl IIpUeEMa Tonupamara,
ClIeIyeT PacCMOTPETh BO3MOKHOCTh IIPEKPAIIEHUs TEPAITHH.

Memabonuueckuit ayuoos u e2o noc1eocmeus

Ilpy NUpHMEHEHMH TONMpaMaTa MOJKET BO3HHKATh THMIIEPXIOPEMHUYCCKHH, HE CBA3AHHBIA C

lle(bI/II.IPITOM AHHUOHOB, MeTabOoJIMUeCKHHA  alua03 (HaI'I puUMEp, CHHIKXEHHC KOHICHTpaluu

FPI,E[pOKap60HaTOB B I[lJlJa3M€ HHXKE HOPMAJIBHOTO YPOBHSA IIPpH OTCYTCTBUH PECIIHPATOPHOIO
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ankanosa). [TonoGHoe CHIKEHHE KOHUEHTPAIMH | THAPOKapOQBaFQH: CHBINCTHHI] KPOBHSIBIACTCA

cieacTBHeM WHruGupyromero s¢p¢dekra TomMpamara Ha ro4eyHyio KapOoanruapasy. B
GOBIIMHCTBE CIIYYAeB, CHIKEHHE KOHIEHTPALMU MHAPOKapOOHATOB IIPOMCXO/UT B HaYasle mpueMa
npenapara, XoTs JAaHHbIi 3QGEeKT MOXKET MPOSBAATLCS B JIHOOOM MEPHOJIE JICUYCHHS TOMHPAMATOM.
CreneHb CHUKEHHs KOHIIEHTpaLuH 00bIYHO cirabast HiM yMepeHHas (Cpe/iHee 3HaYeHHEe COCTaBIsgeT
4 MMOJIB/J IPH TIPHMEHEHHUH Y B3POCIIBIX MalKeHToB B 03¢ Bbime 100 Mr B cyTKH H 0K0JI0 6 MI/KT
B CyTKM — IIpH NPUMEHEHHH B IeJMaTpHYecKoil mpakTuke). B peaxkux ciydasx y MalHueHTOB
OTMEYAJIOCh CHIKEHHE KOHIEHTpaluy ruapokapbonaroB Hike ypoBHs 10 mmonn/in. Hekoropsie
3a00/€BaHMs MM CIOCOOBI JIeUeHMs, Mpeapacroaraioie K pasBUTHIO aluao3a (Harmpumep,
3abosieBaHMs TIOYEK, TSOKENIbIe PEeclUpaToOpHble 3a00JeBaHHUSA, SMHIICITHYECKHI CTAaTyC, aHapes,
XHpYPrHYecKHe BMEIIATeNbCTBA, KETOTEHHAs JiMeTa, IPHEM HEKOTOPHIX JIEKApPCTBEHHBIX
[penapaToB), MOIYT OBITh JONOJHUTEIBHBIMH (HAaKTOpaMH, YCHIMBAIOIIMMH T'HApOKapOoHaT-
cHKaronuii o ekt Tonupamara.

XpoHUYeCKHii, HesleueHHbIH MeTaboIHUECKH allij103 MOJKET YBEJIHYNTh PUCK HEe(PpOIUTHA3A HIIH
HeppoxanbiHO3a (eM. pa3zen «Ocobbie ykazanua» - Hedponutuas).

V neteit Xxponuyeckuii MeTaboIMYECK il allHI03 MOKET MPHBOINTH K 3aMeUICHHIO pocta. DpdekT
TOIMpaMaTa Ha pocT M BO3MOXHBIC OCIOKHEHHS, CBI3aHHBIE ¢ KOCTHOM CHCTEMOM, HE H3Y4aJluCh
CHCTEMATHYECKH Yy B3pOCIbIX. BBUIO NpOBEIEHO OJHOJIIETHEE OTKPHITOE HCCIIEJ0BAHUE CPEIH
MalMeHTOB JIETCKOrO0 BO3pacTa C HEJABHO JIMAarHOCTHPOBAHHOH HIJIM BIIEPBBIE BBIABICHHOH
SMUJIETICHEN JUIA OLEHKM BIHMSHHS TONMMpaMaTa B CPaBHEHHH C JIEBETHpAlleTaMOM Ha pOCT,
pa3sBHTHE H MHHEpaIH3auuio kKocted. [Tpomosmkarommiics poct Habmojaincs B 00eux rpymmax
JIe4eHUsl, HO B TIpynre, NPHHUMAaBIIEH Tomupamar, HaOII0Jaloch CTATHCTHYECKH 3HAYHMOE
CHMYKEHHUE CPEJIHEr0I0BOr0 M3MEHEHHS MacChl Tejla U MUHEPAIbHOH IJIOTHOCTH KOCTHOM TKaHH 110
CPaBHEHHIO C TIpYNINoOH, NpHHUMABIIEH JeBeTHpaneraM. AHAQIOIMYHas TEHJICHIHS TaKxKe
Hab/o1a1ach Ui pocTa W CKOPOCTH POCTa, HO He Oblla CTATHCTHYECKHM 3HAa4YMMOMN. M3MeHeHus,
CBA3aHHBIE C POCTOM, He OBUIM HM KIMHMYECKH 3HAYUMBIMH, HU NPHBOJALIMMH K OTMEHE HIIH
PHOCTAHOBKE JieueHus. Hemb3s HCKIIOYUTD M APYTHE COMYTCTBYIOMHE (PaKTOPBI.

B cBA3M ¢ BBIIEH3IIOKEHHBIM, IIPH JICYEHHH TOMHPAMATOM PEKOMEHJIYETCs IPOBOIMTH
HeoOXOMMbIE MCCJIEIOBAHHS, BKIIOYAs ONpeje/ieHHe KOHIEHTPALMH TIHApPOKapOOHATOB B
CBIBOPOTKE. B Cilyyae NoOsBIEHHs CHMITOMOB MeTaboJMyecKkoro amuaosa (Harnpumep, riaybokoe
KyCCMayJIeBCKO€ JIbIXaHHe, JAUCIIHOJ, aHOPEKCHs, TONIHOTA, PBOTA, MOBBINICHHAS YTOMIIAEMOCTD,
TaXMKap/[usd WIA ApUTMHS) PEKOMEHIYeTCs IPOBEJEHHE  ONPEJC/ICHUS  KOHIEHTpPALMH
rHpoKapOOHaToOB B ChIBOPoTKe. IlpH BO3HMKHOBEHMM MeTabOIMYECKOrO aluao3a M €ro
NePCHCTHPOBAHMH, PEKOMEH/IYeTCS CHH3UTh J103y HIIM IPEKPATHTh IIPHEM TONHpamara.

Hapywenue ko2HumusHbix QynKyu
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Hapymenue KOrHUTHBHBIX QYHKIMH 1pH snunenguu umeeT MBQnQhakFapi SO TIHIIHEH MOKET

ObITH  BBI3BAHO  NEPBONPHYMHONM  3a00J€BaHMS,  HEMOCPEACTBEHHO  SIMICICHEH WM
MPOTHBOIITHIICIITHYCCKON  Tepanuei. Y  B3pOCHBIX [AIMEHTOB, INPUHHMAIONIMX TONHpamar,
OTMEUAINCh CIyyad HapylIeHHs KOTHUTHBHBIX (QYHKIMH, TpeOoBaBUIIME CHWXKCHHS 03Bl HIH
npekpamenns Tepanuu. J(aHHble 110 BIMSHHIO TONHpaMaTa Ha KOTHUTHBHbIE QYHKUHMH Y JAeTeH
HEJ0CTATOYHBI, H ero 3G heKTsl TPeOYIOT JaIbHEHIIEr0 H3yYeHHS.

lunepammonuemus u snyegaronamus

[Ipn npUMeHEHHH TONMpamMara OTMEYANoCh Pa3BHTHE TMIIEPAMMOHMEMHH ¢ SHUEhanonaTHel Wi
6e3 neé (cMm. pasnen «Ilobounoe aelicrBue»). PHCK pa3BUTHs rMIIEPAMMOHHUEMHUH NIPH MPUMEHECHHH
TOMpaMara SBJISETCS A0303aBUCUMBIM. [ HmepamMmonuemus Oojiee 4acTo OTMeYaeTcs MpH
OHOBPEMEHHOM  IIPUMEHEHMH TONHpamMara MW  BaIBNPOEBOH  KHMCIOTHI  (CM.  pasjel
«B3auMoiecTBHE ¢ JPYTHMH JIEKapCTBEHHBIMH CpeJCTBaMH»). KIIMHUYECKMMH CHMITOMaMH
PHMEpaMMOHHEMHYECKOH JHIE(aNonaTHi 4acTo SBJSIOTCS PE3KOE HapyIICHHE CO3HAHMS W/MIH
KOTHUTUBHONW (yHKUMH W Jeraprus. B OospmIMHCTBE ciIydaeB TI'HIIEpAMMOHHEMHYECKas
yunedaIonaTHs perpeccHpyer NpH OTMEHe Tepanuy. Y NMalMeHTOB ¢ pa3sBUBLICHCS JieTapruei Hiu
M3MEHEHHSIMH MEHTAJIBHOTO CTaryca HESCHOTO TeHe3a, IOJIydarolluX TonHpaMaT B BHJE
MOHOTEpAllM¥ MJIH B COCTaBe KOMOWHMPOBAHHOW Tepanud, PEKOMEH/IOBAHO IPUHUMATh BO
BHMM@HHE BO3MOXKHOCTh THIIEPAMMOHHEMHYECKOH »SHIE(aTonaTud H  ONpPEJIeIUTh YPOBEHb
aMMHaka B KPOBH.

Kenwyunvr demopoonozo sozpacma

TonmupamaT MOXET NPHYHHHTH BpeJ IUIOAY TpPU NPHMEHEHHH Yy O€peMEHHBIX IKEHIIHH.
CymiecTByeT  MOBBIIIEHHBIH  PHCK  TNPEKJAEBPEMEHHBIX  POJIOB M IPEKACBPEMEHHOTO
pOJIOpa3penIeHus, CBI3aHHbBIX C UCIIOJIBL30BAHUEM TTPOTHBOAIIHM/IENITHYECKUX MPENApaToB, BKIOYas
Tonupamar. Bo BpeMs TepanMu TONMPAMaTOM OKEHIIMHBI C COXPAHCHHBIM JICTOPOAHBIM
MOTEHIMAIOM JIOJDKHBI HCIIO/Ib30BaTh HAJAEXKHBIE METOJbl KOHTpaueniud. IIpu jedeHHH H
KOHCYJIbTAlMK JKEHIIMH, 001ajalomuX JACTOPOAHBIM IOTEHIMAIOM, JIeYallliid Bpayd JOIKEH
B3BECHTh COOTHOIIEHHH TMOJIB3BI U PUCKA JICYECHHS M PACCMOTPETh aIbTEPHATHBHBIC BO3MOXKHOCTH
nedenus. Eciau TomupaMaTr TNpHMEHSETCs BO BpeMsi OEpeMEHHOCTH, WM €CJIH  [alMeHTKa
3abepeMeHesa B NEPHOJ MPHEMa HTOro Npernapara, ee clieJlyeT NpeaynpeuTh O MOTEHIHATbHOM
pHCKe IS 11J10/1a.

Yeunennoe numanue

Eciau namueHT TepseT MacCy Tejia MpH JICYEHHH TONMPAMaToM, TO HEOOXOAMMO paccMOTPETh

BOIIPOC O 11€1eCO00Pa3HOCTH YCHIIEHHOTO MUTAHUS.

22




COOTBETCTBYET 3KCNEPTHOMY OTHETY
ot 15.03.2023 N= 4943
Bansinue Ha ¢cnocoOHOCTH YIPABJSTH TPAHCHOPTHLIMH CPef€XBaM; M EXANBMAVIASE )

Tonupamar AefCTBYeT Ha LEHTPAIBHYIO HEPBHYIO CHCTEMY M MOXET BbI3BIBATH COHJIMBOCTD,
roJIOBOKPYKEHHE M Jpyrue cuMnToMbl. OH TaKKe MOXET BBI3bIBATH HAPYHICHHE 3PCHHUS. DtH
HeOGIaronpusTHEIE SBJICHHS MOTYT TIPEACTABIAThH ONACHOCTh Ul NAlMEHTOB, YIPABIAIOUIHX
ABTOMOOMJIEM M IBMKYIMMHCSH MEXaHH3MaMH, 0COOEHHO B 1IEPHO/L, 0Ka He OyAeT yCcTaHOBJICHA

peakius ralyMeHTa Ha rnpemnapar.

dopma BbINYCKA

TabeTku, MOKpbITHIE MJIEHOUHOMH 06010uKO#, 25 Mr, 50 Mr 1 100 mr.

[To 10 TabneTok B KOHTYPHYIO SYEHKOBYIO YNAKOBKY H3 (OJIbIM alIOMHHHEBOH M IIICHKH
MOJTMBHHHUIIXJIOPHTHOH.

[To 3 wim 6 KOHTYpPHBIX SYEHKOBBIX YIAKOBOK BMECTE € HMHCTPYKUHEH I10 MEIHULIHHCKOMY

ITPUMEHEHHIO ITOMEIIAIOT B ITa4Ky KapTOHHYHO.

YcnoBusi Xxpanenust
B opuruHaibHOlN yIIakoBKe MPOM3BOMTENS P TeMnepaType He Bbie 25 °C.

XpaHUTh B HEJOCTYITHOM JUIs I€TEH MeCTe.

Cpoxk roanocrn

2 roaa. He ucrnons3osarh npernapar 1mocJjie iCTCUYCHUs CpoKa roAHOCTH.

Yenosus ornycka

OTnyckaroT 1o penenty.

HauMenoBanmue U ajpec W0PHIAHYECKOr0 JIHIA, HA HMS KOTOPOr0 BBIIAHO PErHCTPANMOHHOE
yA0CTOBEpEeHHE:

000 «BUAIT»

[Opunaeckuii ajgpec:

109316, Poccuitckas Penepaums, r. Mocksa, npoe3n Ocranosckuit, a. 5/1, crp. 2, srax 6,

ouc Ne571

IlponsBoaurein:
Benopyccko-rouianackoe COBMECTHOE NpeanpusTHe o01ecTBo c OrpaHHYEHHON
orBetcTBenHOCTHIO "®apmimug” (CIT 000 "®APMIIDH/L")

222603, Munckas o6nacts, r. Hecswxk, yii. Jlenunckas, 124, Pecniy6iuka benapycs
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COOTBETCTBYET JKCNEPTHOMY OTYETY
ot 15.03.2023 N2 4949
Opranuszanus, IPHHAMAOMAs NPeTeH3un norpedureneit: (Bxopaupi M3 N=4200856) ,
000 «BUAJI»
109316, Poccuiickas ®enepauus, r. Mocksa, npoe3n Ocramosckuit, a. 5/1, cTp. 2, srax 6,
ouc Ne571

Ten.: +7-495-725-58-17

["eHepabHbIH JHPEKTOP
000 «BUAJI»

AneiiHukoB B.A.
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