COOTBETCTBYET SKCNEPTHOMY OTYETY

NHCTHYKLUS ot 04.02.2025 N2 2447
(MOCNEQDBATENBEHOCTE 0001)

IO MEJULMHCKOMY ITPUMEHEHMHO-AEKAPETBEHHOFO HPEHAPATA
JJAMUTOP®

PerucrpauuoHHbiii Homep:
Toprosoe HanMeHoBanue npenapara: Jlamurop®
Me:xkayHapoaHOe HeIATeHTOBAHHOE HAMMEHOBaHHUe: JJaMOTPUKUH
JlekapcTBeHHas popma: TabueTKu
CocraB: 1 TabneTka CONEPKUT: delicmayloujee seujecmso. JTaMoTpuHKkuH 25 mr, 50 mr wim 100
MT; 8CHOMO2amebHble geuecmea: JTaKTO3bl MOHOTHIpAT, LIEJUIH0JI03a MUKPOKPUCTAIUIMYECKas,
KpacHuTelb JKene3a OKCHJ *enTbid, noBuaoH K-30, xapOokcuMmeTuinkpaxMan HaTpus (Tum A),
MarHus creapar, TajlbK, KPeMHHUS JUOKCH]T KOJIJIOUTHBIM.
Onucanue (Bce JO3UPOBKU)
TabneTku CBETIO-XKENTOro 1BETA, INIOCKUE, KPYTIIbIE, C PUCKON HA OJTHON CTOPOHE TaOJIETKH.
dapmakoTepaneBTHYecKasi TIPYyNNa: [POTUBOSIUIENTHYECKUE  MpernapaThl;  Apyrue
MIPOTUBOAMIIECTITHYECKHE MTPenapaThl.
Kox ATX: NO3AX09.
dapmakoAUHAMHYECKHE CBOMCTBA

MexaHu3M JIEUCTBUS

Pe3ynbTaTel apMakonoOruueckux HCCiae0BaHUN CBUAETEILCTBYIOT O TOM, YTO JIAMOTPUKUH
SBJIIETCS OJIOKATOPOM MOTEHIIMAI3aBUCUMBIX HATPUEBBIX KAHAJIOB, MPHU 3TOM JIEHCTBHUE CaMOI0
mpernapaTa 3aBHCHT OT BEJIMYMHBI JJIEKTPUYECKOrO 3apsijia U XapakTepusyercss 3¢pdexTom
CaMOIIOTeHIIMUPOBaHUs. B KyIbType HEHpOHOB JTaMOTPUKUH BBI3bIBAET MOTEHIMAI3aBUCUMYIO
O5oKaZly HENpPEephIBHO MMOBTOPSIOUICHCS HMMITyJlbCallUd W MOJABISET IMaTOJIOrHYECKOe
BBICBOOOXK/IEHUE TJIYyTaMUHOBOM KHCIOTHI (HEHpPOMEIHATOp, WIPAOIIUi KIIOYEBYIO POJb B
Pa3BUTUU SMWJIECNTUYECKUX MPUIIAJKOB), a TaKKe HHTUOMpYET NENOjspU3aliio, BBHI3BAHHYIO
rIIyTamaToM.

dapmakoamnaamuueckue 3hheKTh

PesynbraTthl  WccienoBaHuii  iN VItrO  moKasamM,  YTO  JIAMOTPWDKHH — OOJyamaert
MPOTHBOAPUTMHUYECKON aKTUBHOCTHIO Kiacca |B npu nmpuMeHeHUn B TeparieBTHYSCKH 3HAYMMBIX
KOHIICHTpauusxX. JlaHHbId mpernapar WHTHOMPYeT ObICTphIE MOTCHIMAI-3aBHCUMbIC HATPHEBBIC
KaHaJbl B MHOKap/e 4YeloBeKa, YTO COTJIACyeTcs C JEUCTBHUEM JAPYTUX MPOTHBOAPUTMHUYECKHUX
cpencts kiacca IB.

[Ipn pnurenbHOM wu3ydeHUW wuHTepBana QT y 370pOBBIX JOOPOBOJNBIIEB JIAMOTPUIIKHH,
MPUMEHSIEMbId B TEPaNeBTUUYECKUX J103aX, HE 3aMEUIT KENTyJO0YKOBYIO MPOBOJUMOCTH (HE
pacuupsini  kommuiekc QRS). Tem He MeHee, y MalMEHTOB C KIMHUYECKH 3HAYMMBIMH

CTPYKTYPHBIMU HIIN (I)yHKI_II/IOHaJ'IBHBIMI/I 3a00JIeBaHUSIMU cepana JJaMOTPUIKUH IMOTCHIIMAJILHO
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COOTEBETCTEY ET -‘PLC _EF'TH OMY OTUYETY
MOKET 3aMEIUTh KEIYyAOYKOBYIO HPOBOAUMOCTH (pacmn_pn'fb IBieKe "QBQ# Y_BBI3BaTh

(Mocneno E- TENE 0007)

IIPOAPUTMHUIO.
B uccnepoBanusix, pa3paboTaHHBIX IJIs1 OLECHKH BIMSHUS IPENapaToB Ha LEHTPAIbHYIO HEPBHYIO
CUCTEMY, pP€3yJbTaThl, IOJyYE€HHbIE IIPU IPUMEHEHUH JTaMOTPHKUHA B 103€ 240 MI' y 310pOBBIX
TOOPOBOJIBIIEB, HE OTIMYAINCH y TAKOBBIX, IMOJyUYEHHBIX PH MPUMEHEHUH T1aie0o, B TO BpeMs
Kak mocie npuema ¢eruronHa B mo3e 1000 mr m amazemama B o3¢ 10 Mr mo OTIEIBHOCTH
HAOJIIOIAIOCh HApyNIEHHE TOYHOW 3PUTEIBHO-MOTOPHON KOOPIWHALIMK W JABIDKEHHS TIJ1a3,
HapylLIeHHE paBHOBECHS T€Ja U MPOSABIIEHUE CYObEKTUBHOTO CEAATUBHOIO JEHCTBHUSL.

B npyrom uccienoBanuu kapbamasenuH, NPUHUMAeMblil OAHOKpPAaTHO BHYTph B A03e 600 mr,
3HAYUTENIbHO Hapyllajl TOYHYI 3pPUTEbHO-MOTOPHYIO KOOPAMHALMIO W JIBIKEHHUS TJa3 ¢
OJTHOBPEMEHHBIM HapyLICHHEM paBHOBECHsI Tejla M TIOBBIIIEHUEM YacTOThl CEPACYHBIX
COKpAIIEHH, B TO BpeMs KaK pe3yJIbTaThl, IOJTyYEHHbIE TP IPUMEHEHUH JIAMOTPUKHUHA B 103aX
150 mr u 300 Mr, HE OTIMYAIUCH OT TAKOBBIX NMPH MPUMEHEHHUH I1J1a1e00.

Knuanueckas 3¢ddekTuBHOCTE U 0€30MacHOCTh (OnmoisipHble adGEeKTUBHBIE PACCTPONCTBA)

O} PeKTUBHOCTh B MPEIOTBPAIICHUH PACCTPOMCTB HACTPOEHHUS y MAIIMEHTOB C OUTOJIPSHBIMU
paccTpoiicTBaMu ObljIa MPOJIEMOHCTPUPOBAHA B JIBYX 0a30BBIX KIMHUYECKUX HCCIEIOBaHUAX. B
pe3yabpTaTe KOMOMHHUPOBAHHOTO aHAlM3a IMOJTYYEHHBIX PE3yJhbTaTOB OBLIO YCTAHOBJIEHO, YTO
MPOJIOJDKUTEIIBHOCTh  PEMHCCHH, OINPEICIISIBIIANACS KaK BpPeMs J0 BO3HHKHOBEHHS IEPBOTO
AMHU30/1a JEMPECCUH U JI0 TIEPBOTO AIMU30/la MaHUW/TUIIOMAHUN/CMEIIIAaHHOTO 3IH30/1a MaHUH U
TUTIOMAaHUU TI0CIIe CTAOMIIM3aIlNH, J0JIbIIIE B TPYTIIE JIAMOTPHUKMHA 110 CPAaBHEHUIO C TIIAIEe00.
[TpomomKUTENBHOCTD pEMUCCHH ObliIa O0JIee BhIpaXKEHA JUTsl ICTIPECCHUH.

DapMaKOKHHETHKA

BcackiBanue

JlaMOTpHKHUH OBICTPO U TTOJIHOCTBHIO BCACHIBACTCS U3 KUIIIEYHUKA, TIPAKTUICCKH HE TI0JIBEPrasich
MIPECUCTEMHOMY META00IU3MY MEPBOT0 MPOXOXKAEHUS. MakcuMabHasi KOHIIGHTPAIUs B TUIa3Me
KpPOBH JIOCTUTAETCS MIPUOJIU3UTENBHO Uepes 2,5 4 MocJe MepopaIbHOTo MprueMa npermapara. Bpems
JOCTHKEHHUSI MAKCUMaJIbHON KOHIICHTPAIMM HE3HAUYMTEIbHO YBEIMUYMBAETCS MOCIEe IpueMa
MUIIH, HO CTETICHh a0COPOIIMH OCTAETCSI HEU3MEHHOM.

Pacnpenenenue

JIaMOTPUIKUH CBSI3bIBACTCS C OCIIKAMHU TIa3Mbl KPOBU IPUOJIM3UTENLHO Ha 55%. MaioBeposTHO,
YTO BBICBOOOKICHHE Tperapara M3 CBs3U ¢ OeTKaMHU TIa3Mbl MOXKET TMPUBOJIUTH K Pa3BUTHIO
ToKcHu4eckoro ¢ dexTa.

O6beM pacnipenenenus coctaniset ot 0,92 — 1,22 n/kr.

Metabonusm

B MeTabonu3Me JTaMTPUDKAHA MPUHUMAET ydactue dbepmeHT

ypuaunaudocdarrmokyponmitpanchepasa (Y AP-rmokyponunrpancdepasa). JlamoTpupxkuH B

2



COOTBETCTBYET 3KCINEPTHOMY OTYETY
HE3HAYUTEJIbHON CTEIIEHH ITOBBIIIAET CBOM COOFTBEHHBIM MeTaUOgﬁSMi'Bﬁ-fs&EhHﬁﬁ&éTh OT JI03bl.

(MOCNEOCBATENEHOCTE 0007)

OI[HaKO HET HHKAKUX JaHHBIX, IIOATBEC WH — BIIACT Ha

(apMaKOKMHETUKY JPYTUX IPOTHBOAUIICTITUYECKUX MIPETAPATOB U YTO MEXKAY JaMOTPUIKUHOM
U JIpPyTHMH IperapaTtaMu, KOTOpble METa0OoIM3UPYIOTCs cucTeMoi nutoxpoma P450, BO3MOKHO
B3aUMOJICHCTBHE.

BriBenieHne

VY 340pOBBIX B3pOCHBIX JHMII CPETHHH PAaBHOBECHBIH KIMPEHC JAMOTPUIKUHA COCTABISIET B
cpenaem 39 + 14 mur/muH. JlamoTpumKkuH MeTabomm3nupyeTcst ¢ 00pa3oBaHUEM TIIOKYpPOHHUIOB,
KOTOpBIE BBIBOIATCS Toukamu. Menee 10% mnpenapaTa BEIBOAUTCS Yepe3 NOYKH B HEH3MEHEHHOM
BHJIE, OKOJIO 2% - Yepe3 KUIICUHHUK.

KnmpeHc u nepros NoTyBBIBEICHHSI HE 3aBUCAT OT J103b1. [lepro momyBeIBEICHHUS Y 37I0POBBIX
B3POCJIBIX COCTaBJsieT B cpeaHeM oT 24 10 35 yacoB. Y mammeHToB ¢ cuHapoMoM Kuiabbepa
Ha0JII0JaJIOCh CHI)KEHHE KIIMpeHca npenapaTa Ha 32 % 10 CpaBHEHMIO C KOHTPOJIbHON IPyMIOH,
YTO HE BBIXOJIMIIO 32 TPAHUIIBI HOPMAJIBHBIX 3HAUEHUH [T OOIIeH Oy ISIIHH.

Cpennuii mepuoa TOMYBBIBEJICHUS CHIDKAETCA MPUONMH3UTENBHO 10 14 dYacoB mpu
OJTHOBPEMEHHOM NPUMEHEHUH C TpenapaTaMi WHAYKTOPaMH TIFOKYPOHHUPOBAHUS, TAKUMHU Kak
kapOama3enwH W (EHUTOWH, W TOBBIAETCS, B cpenHeM, a0 70 4acoB NpU OJHOBPEMEHHOM
MIPUMEHEHHUH C BaIbIIPOATaMHU.

JInHEeNHOCTh

dapMaKOKMHETUKAa MMEET JMHEWHBIM XapakTep MpU IMpPUEME OJHOKPATHOW 1103bl 70 450 mr
(mambompIIas uccienoBanHas 103a). HaGmogaroTes 3HaunTeIbHbIE MHAWBHUIYATbHBIC KOJICOAHMS
MaKCUMaJIbHOM KOHLEHTPALUKM B PABHOBECHOM COCTOSIHUU, OJTHAKO C PEAKUMHU KOJICOAHUSIMH Y
KaXKI0r0 OT/AEJIbHOTrO MalueHTa.

Oco0ble rpynmnel NalMeHToB

Hemu

VY nereit KIIMpeHC TaMOTPUDKHUHA MPH pacuyeTe Ha Maccy Tela BhIIIE, YeM Y B3POCIIBbIX; OH Haubosee

BBICOK Yy JIeTeit J10 5 neT. Y JeTeii nepuo/l NOTyBbIBEACHUS IaAMOTPUKIHA OOBIYHO MEHBIIIE, YEM Y
B3pocibix. CpenHee 3HaY€HHE MEPUO/IA TOTYBBIBEICHHS IPUOIU3UTEIBHO COCTABIISICT 7 4acoB MpU
OJTHOBPEMEHHOM MPUMEHEHHUH C IMpernaparaMy, HHAYIUPYIOIUMH TIIOKYPOHUPOBAaHHE, TAKUMU KakK
KapOamasenuH U (DEHUTOWH, W TOBBIIIACTCS B cpeaHeM 10 45-50 4yacoB mpu OJHOBPEMEHHOM
MIPUMEHEHUH C BaJIbIIPOaTaMHU.

Tayuenmwl nodcunozo eospacma

KinHnuecku 3HauMMBble pa3anyvsi B KIIMPEHCE JaMOTPUKUHA Y TALMEHTOB MOXKUIJIOr0 BO3pacTa
B CPaBHEHHUH C MOJIOJIBIMH TMAIlUEHTAaMU HE OOHAPYKEHBI.

Pe3ynpraThl MOMyNSIIMOHHOTO (PapMAaKOKMHETHUECKOTO aHAIN3a, BKIIFOYAIOIIETO KaK MOJIOJIBIX, TaK

1 ITIOKUJIBIX ITAIITMCHTOB C BHHJICHCI/IGI‘/’I, Y49aCTBOBABIINX B OAHUX U TCX KC€ UCCIICAOBAHUAX, ITOKA3aJIH,
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COOTBETCTBYET 3KCTEPTHOMY OTHETY

S
YTO KJIIMPEHC JIAMOTPUPKUHA HE U3MEHWIICS B KIIMHUYECKU 3H3}II/IM6%C1TC HZFoEne HOKpaTHOTO

MNOCINEOOBATENBHOCTL 0001)

MPUMCHCHUA JIaMOTPHUIZKHA Ka)ICYI_I_[I/If/'ICSI KJIInpe cHIsICST Ha12%6¢- 35 Mot/ MitH B BO3pPacte 20-1eT
10 31 mn/muH B Bo3pacte 70 ner. CHMXKEHHE BETMYMHBI KIMpPEHca JJAMOTPUKUHA 1Tocie 48 Henemb
nedyenus coctaBuio 10%, ¢ 41 mo 37 mu/MuH, MEeXIy TPYIIIaMHA MOJIOJBIX M TIOKMJIBIX MAIIUEHTOB.
Kpome Toro, ¢papMakOKWHETHKY JTaMOTPHDKUHA M3ydalik Y 12 3M0pOBBIX MOXHIIBIX TOOPOBOJIBIIEB
TIOCJIe OJTHOKPATHOTO TIPHEMa JIAMOTPHDKHHA B (DOpME HEMETICHHOTO BBICBOOOXKIeH!S B 03¢ 150
mr. Cpemawii KimpeHc y moskmtbix il (0,39 MII/MUH/KT) HAXOAWIICS B IMAITa30HE CPETHUX 3HAUCHHIN
kmmpenca (ot 0,31 mo 0,65 MII/MUH/KT), TIOTyYSHHBIX B 9 UCCIICIOBAHUSIX C YIACTHEM B3POCIBIX JIHI
HE MOXXIJIOr0 BO3PACTa MOCye OHOKPATHOIO MPUMEHEHHS TIperapata B 103ax oT 30 10 450 wmr.
llayuenmul ¢ Hapywenuem QyHKyuy novex

Kaxnpiii u3 12 100poBOJIBLIEB C XPOHUYECKON IMOYEYHOM HEAOCTATOYHOCTBIO M APYTUX 6
MAlMEHTOB, HAaXOJAIIMXCA Ha TreMOJAMaIn3e, MPUHUMAaN OJHOKPAaTHYIO /103y JIaMOTPHUKHHA,
paBayto 100 mr. CpenHee 3HaueHWE Kaxylerocs KiupeHca coctaBisuio 0,42 wmir/MUH/KT
(XpoHHUECKas MoveyHasi HeJOCTaTOYHOCTh), 0,33 MiI/MUH/KT (MEXIy ceaHcaMu reMojnain3a) u
1,57 ma/mun/kr (Bo Bpemsi remojuanusza) mno cpaBHeHuio ¢ 0,58 MII/MUH/KT y 310pOBBIX
noOpoBosbiieB. CpeHHI Mepro MOTYBBIBEACHUS] M3 TUTa3Mbl KPOBH cocTaBisul 42,9 vacos
(XpoHHYECKasi TTOUEYHAs] HEeJJOCTATOYHOCTh), 57,4 yaca (Mex 1y ceaHcamMu remoauanusa) u 13,0
4acoB (BO BpeMs T'eMoJIMajn3a) 1o CpaBHEHHIO ¢ 26,2 "acaMH y 3J0POBBIX JOOpPOBOJbIEB. B
cpenneM okojio 20% (nmmarazon ot 5,6 gm0 35,1) konmuyecTBa JaMOTPHKUHA, HaXOSIIETOCs B
opranusMe, ObUIO BBIBEJICHO Ha MPOTSHKEHHHM 4-4acoBOTO ceaHca remojuanusa. Jns naHHOU
IpyIIbI NAI[MEHTOB HavajbHas /1032 JIAMOTPUKUHA PACCUMTHIBAETCS B COOTBETCTBUH CO CXEMOM
HA3HAYEHUS MPOTUBOAMIIEITHYECKOTO Mperapara; CHUKEHHbIE MOIIEPKUBAIOLINE T03bI MOTYT
ObITh APPEKTUBHBIMU Y MAIMEHTOB CO 3HAYUTEIIbHBIM HApylIeHuEM (YHKIIHH ITOYEK.
llayuenmul ¢ Hapywenuem yukyuu nevexu

bouio mpoBeaeHO (papMaKOKMHETHYECKOE MCCIEIOBAaHHE C OJHOKPATHBIM HPUMEHEHUEM
JaMOTPHUKKHA B (hOpMe HEMEITICHHOT O BEICBOOOKICHUS C yuacTHeM 24 MallieHTOB C Pa3InYHOMI
CTENEeHbIO HapyIIeHUs! PYHKIUU MTeYeHU U 12 3I0pOBBIX JOOPOBOIBIEB B KAUECTBE KOHTPOJIHHOU
rpynnbel. MeamaHa Kaxylierocss KiupeHca namoTpukuHa cocrtaBiasuia 0,31, 0,24 u 0,10
MJI/MUH/KT y TIAIUEHTOB CO CTEINeHbl0 HapylieHus ¢pyHkiuu nedenu A, B u C (knaccudukanus
no mkane Yaitna-IIbr0) coorBeTcTBEHHO, 10 cpaBHEeHUIO ¢ 0,34 MIJI/MUH/KT y 30pOBBIX JIMII U3
rpynnbel KOHTposs. HauanbHble, Ha 3Tame MOBBINIEHUS, W TMOICPKUBAIOIINE J103bI OOBIYHO
HE00X0IMMO CHU3UTh MpHOIH3uTeNnbHO Ha 50 % y manueHToB ¢ yMepeHHBIM (CTeneHb B 1o mkae
Yaitna-I1e0) 1 Ha 75 % y marueHToB ¢ TshxenbiM (crenens C no mikane Yaina-I1st0) HapyiieHrnem
¢byskuun  nedeHd. Jlo3pl Ha 9JTame TOBBINIEHUS W TOJNACPKHUBAIOIINE JI03bI  CIEAYeT

KOPPCKTUPOBATH B COOTBECTCTBHUU C KIIMHUYCCKUM OTBCTOM.



COOTBETCTBYET SKCNEPTHOMY OTYETY

. N EE e AT
Toka3aHus K IPUMEHEHHIO ot 04.02 2025 N= 244,

(MOCNEODBATENEHOCTE 0001)

Onuiencus
Bspocnvie u noopocmru (cmapwe 12 nem)
- snmiencus (mapluuaibHble U TeHepaTu30BaHHbIC TPUNAJIKU, BKIIOYAs TOHUKO-KJIOHUYECKUE
IPUIIAJKY, a TAKXKe MPUIaJKU Ipyu cuHapoMe JIenHokca-I"acTo) B cocTaBe KOMOMHUPOBAaHHOMN
TEpanuy UK B KAY€CTBE MOHOTEPAIIUH.
Jlemu 6 6o3pacme om 3 0o 12 nem
- snuierncus (mapuuaibHble M FeHepaaIn30BaHHbIE IPUIIAJIKU, BKIIIOUAs TOHUKO-KIOHUYECKHE
IPUIIAJKY, a TAKXKE MPUIAJIKU Ipyu cuHapoMe JIeHHokca-I"acTo) B cocTaBe KOMOMHUPOBAHHOMN
tepanuu. [locrne AOCTMXKEHHS KOHTpPOJIS 3Mujerncuyd Ha (oHe KOMOMHUPOBAHHOW Teparuu
COIyTCTBYIOIIME TpoTuBo3NuienTuueckue mnpenaparsl (II3I1) moryt ObITh OTMEHEHBI, U
npuem npenapara Jlamutop® NpooskeH B pesKUMe MOHOTEPAIIUH;
- MOHOTEpanus TUIIMYHBIX a0CaHCOB.

bunomsipaoe abdexkTuBHOE pacCTPOUCTBO

B3spocnvie (18 nem u cmapuwie)

- IlpenynpexieHue HapylIeHHH HAcTpOEHHUs (IENpeccHu, MaHUM, THIIOMAaHWM, CMENIaHHbBIX
SMU30/10B) Y MAIUEHTOB C OUMOJISIPHBIM apPEKTUBHBIM PACCTPONCTBOM.

IIporuBoONOKa3aHUA

[loBpilIeHHAas YyBCTBUTENIBHOCTh K JIAMOTPUKUHY WM JIIOOOMY JPYroMy KOMIIOHEHTY
npernapara.

IIpumeHeHnne npu 6epeMeHHOCTH M B IEPUO I'PYAHOT0 BCKAPMJIUBAHUS

bepemeHHOCTD

Puck, ceszannwiii ¢ 112311 6 yenom

XKenmunaMm, CcHocoOHBIM K JETOPOXKIEHHUIO, HEOOXOAUMO TMPOKOHCYJIBTHPOBATHCS CO
CHelHaTuCTaMU.

B ciyuae ecnu keHIIMHA IUTaHUPYET OEPEeMEHHOCTh, HE0OXoauMOCTh B JedeHuu 11311 nomkHa
OBITh MEpeCMOTPEHA. Y KEHIIMH, KOTOPHIM ITPOBOAMUTCSA JICYCHHE SMUIICTICHH, CIIeTyeT u3beraTh
BHE3AIMHOI0 MPEKpaIleHus] MPOTUBOAMIICHTHUECKON TEpanuu, TaK KaKk 3TO MOXKET MPUBECTH K
BO30OHOBIICHUIO TMPHUMAAKOB, YTO MOXET HMETh CEPbhE3HbIE MOCIEACTBUS IJIs >KEHIIMHBI U
Oynyuiero pedenka. Y moromcTtBa marepeit, momydaBmux [I3I1, puck BpoKIEHHBIX MOPOKOB
pa3BUTHS YBEIMUYUBAETCS B 2-3 pa3a 110 CpaBHEHMIO C 0’KUAaeMOM 3a00J1eBa€MOCThIO HACEICHUs
B LIeJIOM, cocTaBiistroneii okoso 3%. Hanbonee yacto perucTpupyeMbIMHU MOPOKaMH SIBIISIFOTCS
paciienuHa BepxHel ryObl, IOPOKH Cepilla U COCYAOB, Ae(hEeKThl Pa3BUTHUS HEPBHOM TPYOKH.
MuoxxectBenHnas Tepanus [1911 cBsi3ana ¢ 60siee BBICOKUM PHCKOM BO3HUKHOBEHUS BPOXKICHHBIX
IIOPOKOB Pa3BUTHUS, YEM MOHOTEpANMsl, B 3TOM CBSI3U, IO BO3MOXKHOCTH, CIEAYET INPUMEHSTH

MOHOTCPAITHIO.



COOTBETCTBYET SKCNEPTHOMY OTYETY
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Puck, ceazannwiii c npuemom 1amompuoicuna o7 04.02 2025 N= 2447

(NOCNEOOBATENEHOCTL 0001)

HaMOTpI/I[[)KI/IH OKa3bIBacT ciiaboe I/IHI‘I/I6I/Ipy CCBIMAHNC Ha PCAYKTA3y AT m,u,pu&yu.umcnum
KHUCJIOTBI M TI03TOMY, TEOPETHYECKH, MOXKET MPUBECTH K MOBBIIMICHHOMY PHUCKY HapyLICHUs
pa3BuUTHS SMOpPHOHA M IUIOAA BCJEICTBHE CHIKEHHS YpOBHS (oimeBoil kucnotel. Criemyer
paccMOTpeTh BO3MOKHOCTB MpreMa (OJTMEeBON KUCIOTHI BO BpeMs INITAHUPOBAHUS OEpEeMEHHOCTH
U Ha paHHHUX CTagusix OepeMeHHOCTH. [laHHBIE MOCTPETHUCTPAIIMOHHOTO HAOIIOJACHUS U3
HECKOJIbKMX IIPOCHEKTUBHBIX PETUCTPOB OEPEMEHHOCTH MTO3BOJIMIIN 33JOKYMEHTHUPOBATh UCXO/IbI
6epemenHocTeil okosto 8700 >KeHIIHMH, TMOTYYaBIIMX MOHOTEPAIUIO JIAMOTPHUKHHOM B TIEPBOM
TpuMecTpe OepeMeHHOCTH. B 1enoM, monydeHHbIE JaHHbIE HE MOATBEPXKAAIOT OOLIero
YBEIIMYEHUSI pUCKa BOZHUKHOBEHUS BPOXKICHHBIX MOPOKOB Pa3BUTUS. XOTS U3 OTPAHUUYECHHOTO
KOJIMUECTBA PETUCTPOB OEPEMEHHOCTH MMEIOTCS COOOIIEHUs 00 yBEIMUYEHUH pUCKA Pa3BUTHUS
ITOPOKOB POTOBOM MOJOCTH. 3aBEPILIEHHOE UCCIIEIOBAHHE IO TUITY CITy4ai-KOHTPOJIb HE BBISIBUIIO
YBEJIMUYEHUS PUCKa Pa3BUTHS IOPOKOB POTOBOI MOJIOCTH MO CPAaBHEHUIO C APYTUMHU CEPbE3HBIMU
MOPOKaMU Pa3BUTHS, BOSHUKAIOIIMMH [10CJI€ IPUMEHEHUS JTaMOTPUHKHHA.

JlaHHBIX O MPHMEHEHHUIO JaMOTPHUKUHA MPU KOMOMHHPOBAHHOW Tepamuu HEAOCTaTOYHO,
YTOOBI OIIEHUTb, CBA3AH JIM PUCK BOSHHUKHOBEHHMS MMOPOKOB PA3BUTHS C JIPYTUMH Mpenaparamu,
MPUMEHSIEMBIMH B KOMOWHAITUY C JIAMOTPHKUHOM.

Tak xe, Kak U Apyrue mpenapaThl, JAMOTPUPKUH J0JDKEH Ha3HAuaTbcs BO BpeMsi OEpeMEHHOCTH
TOJILKO B TOM CITy4ae, €Clii O’KuaeMasi TeparneBTHUecKas oJIb3a MPEBBIIIAET NOTEHIINAIbHBINA PUCK.
Ou3nonornyecKkue U3MEeHEH!s! Mpu OEPEeMEHHOCTH MOTYT OKa3bIBaTh BIMSIHHE HA KOHIICHTPAIUIO
JaMOTPH/DKUHA W/WIM €ro TepaneBTUYeckuil 3¢dekr. Mmerorcss cooOmeHuss 0 CHWKCHUH
KOHIEHTPALUU JJTAMOTPHUKMHA B IJ1a3Me KPOBH BO BpeMs OEPEMEHHOCTH C BO3MOXHBIM PUCKOM
oTepu KOHTpousis npunaakos. [locie poooB KOHIEHTpalus JTaMOTPUDKMHA MOXKET OBICTPO
YBEJIMUMBATHCA C PUCKOM DPAa3BUTHUS HEXKENATENbHBIX PEaKIMii, 3aBUCALIINX OT J103bl. [loaTOMy
KOHIEHTPALIMIO JIAMOTPU/DKHHA B TJIa3Me KPOBH CIIEyeT KOHTPOJIMPOBATh MEpell, BO BpeMs U
nociie OepeMeHHOCTH, a TakXe cpasy mociie poaoB. [Ipu HEOOXOAMMOCTH ClelyeT MPOBECTU
KOPPEKILHUIO A03bI IS OAePKAHM KOHIICHTPAIUU JaMOTPHUKUHA B IJIa3Me KPOBU Ha TOM e
YpOBHE, 4TO U 10 OEPEMEHHOCTH, WIH MOA0OPATh 103y B 3aBUCUMOCTH OT KJIMHMUYECKOTO OTBETA.
Kpome Toro, mocne pofoB cieayeT KOHTPOJIHUPOBATH HEXENAaTelIbHbIE PEAKIMH, CBSI3aHHBIC C
TTO30H.

Ilepuoa rpyaAHOro BCKapMIMBaHUS

JIaMOTpUIKUH B pa3IMYHON CTENEHU IMPOHHKAET B IPYJHOE MOJIOKO, OOIIas KOHIEHTpALUs
JAMOTPU/PKUHA Yy JeTei, HaXOoAALIMXCSd Ha TPyJHOM BCKApMJIMBAHMM, MOXET JOCTHraTh
npuMepHO 50 % OT KOHLIEHTpalMK JIAMOTPUJDKMHA, KOTOpas ONpenessercs y MaTepu. Takum

06pa30M, Y HCKOTOPBIX ,[ICTCI>'I, HaxoOdmuxcsd Ha TpyAHOM BCKAPMIIMBAHUH, KOHLCHTpALUA



COOTBETCTEYET ZKCI EF'TH OMY OTUETY
JIJAaMOTPHUJDKMHA B IJIa3BME KpPOBU MOXET 10 CTI/II‘aTL OBI"I'ST I:Ii:II —l ¢ F 3 OSABJIAKOTCS
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¢bapmakonornueckue 3pQexTo.
Heo0xomumMo COOTHOCHTH MNOTEHIMAJIBHYIO TOJNB3Y OT TPYJHOTO BCKapMJIMBAHUSA U
MOTEHIMATBHBIN PUCK PAa3BUTHUS HEXKENATEIbHBIX PEakUil y peOeHKa.

Eciu >keHIIMHA, NpMHUMamomas npenapar Jlamurop®, pelaer IpOJOIKMTh IPYIHOE
BCKapMJIMBaHHE, TO y peOeHka HeoOXOAMMO MOHHTOPHPOBATH TIOSBJICHHUE KAKUX-THOO
HEXKEJaTEeIIbHBIX PEAKIUH.

DdepTUabHOCTE

HccnemoBanust 1O HW3YYEHHUIO PENPOAYKTUBHOM (YHKIMM IKUBOTHBIX TP TPUMEHEHUHU
JAMOTPHUKMHA HE BBISIBUIN HApyLIEHUs! GEPTUIHLHOCTH.

Wccnenoanus no BAUSHUIO JTAMOTPUDKUHA HA (EPTUIIHLHOCTD YEJIOBEKA HE MPOBOIMIINCE.
Cnoco6 npuMeHeHus U 103bI

BuyTpb. TabneTku cienyer mporiatbiBaTh LETUKOM, HE pa3KeBbIBas U HE pa3iaMbIBasl.

Eciu paccunTanHas no3a npenapata Jlamutop® (Hampumep, npu IPUMEHEHHH Y JeTel (TOIbKO
IIPY SMUJIETICUM) WM Y TAIIUEHTOB C HapylUIeHHeM (DyHKIIUY MTEYeHH) HE MOKET ObITh pa3jeeHa
Ha I1eJI0€ KOJIMYECTBO TabeToK 0oJjiee HU3KOM JO3UPOBKHU, TO MALIMEHTY JOKHA ObITh Ha3HAUEHA
Takas J103a, KOTOpas COOTBETCTBYET OIbKalleMy 3HAu€HHUIO 1eod TabjaeTku Oosee HU3KOM
JO3UPOBKH.

Boszobnoenenue npumenenus npenapama

IIpy BO300HOBIEHMM JI€YEHHsS Bpad JOJDKEH OLEHUTb HEOOXOAMMOCTb IOBBILIEHHUS 10
TOJUIePKUBAIONIEl /1036 npenapata JlamuTop® NalMeHTaMm, KOTOPbIE MPEKPATHIM IIPHEM
mpernapara 1o Kakoi-nmiu0o MpHUYMHE, MOCKOJIbKY BBICOKHE HaydalbHbIE J03bl M OTKIOHEHUE OT
PEKOMEHAYEMOI'0 PEXKMMa IOBBIIIEHUS JI03bl COIPOBOXKIAECTCS PUCKOM Pa3BUTHS TAKEION
dopmbl cbimu (cM. pazgen «OcoOble ykazaHus»). Uem OoJblie MPOIUIO BPEMEHH IOCIEe
IOCJIETHEr0 MpHeMa IpernapaTra, TeM € OoJblIel OCTOPOXKHOCTBIO CIIEIYET IOBBIIATH 03y
npenapara 10 noajepxkuBaromieii. Eciau Bpemst mocie mpekpalieHus IpueMa IMpeBblaeT S
HEPHOJIOB MOIYBbIBeIeHUS (cM. paszzen «DapMakOKHHETHKA»), TO 1032 JIAMOTPH/DKHHA JOJDKHA
MOBBIIIATHCS J10 MOECP>KUBAOLIEH COTIACHO COOTBETCTBYIOILEH CXEME.

Ipuem npenapara Jlamutop® He ciesyeT BO30GHOBIAT y NALMEHTOB, NPEKPAICHUE JEUEHHS Y
KOTOPBIX OBUIO CBS3aHO C MOSBJICHHEM ChIIM, KPOME CIIy4aeB, KOrJa NOTEHIMaIbHAs T0JIb3a OT
TaKOM Tepalnu, OYEBUIHO, IPEBBIIIAET BO3MOKHBIE PUCKH.

dnujiencus

Monomepanus snunencuu

Bspocavie u noopocmxu cmapwe 12 aem (Tabauya 1)

Hauanpnas no3a npenapata Jlamutop® mpu MoHOTepanuu cocTaBiseT 25 Mr 1 pas B cyTku B

TeUCHUE 2 HEACIIb C MTOCICAYIOIIUM IMOBBIIICHHUEM O3Bl 0 50 mr 1 pa3 B CYTKH B TCUCHHC 2
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Hezlenb. 3aTeM 103y CIEeIyeT yBeINYMBaTh MakEUMaJIbHO Ha 50100 If‘H Hre- 1+ HEJIENH J10

( I'Il_I 11 E..:I. BA TEﬂ
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JTOCTHIKEHHS] ONTHMAJIBHOTO TEPAeBTUYECKOTO
JTOCTIDKEHHS ONITUMAIIBHOTO TepaneBTuueckoro agdexra cocrapnsier 100-200 mr/cyt B 1 mm 2
npueMa. HekoTopelM mammeHTaM [Uis JOCTHXKEHHUS KEeNaeMOro TepameBTHYecKoro s¢gexra
Tpedyercs n03a npenapara Jlamutop® 500 mr/cyT.

Hemu 6 sozpacme om 3 0o 12 nem (Tabauya 2)

Hawansnas no3a npenapata Jlamutop® npu MOHOTEpANMy MALMEHTOB C THIIMYHBIMU a0CaHCAMH
cocraisieT 0,3 Mr/kr/cyT B 1 wim 2 mpreMa B TeUSHHE 2 HEJEIb C MOCICYIOIIUM MOBIIICHUEM
10361 710 0,6 Mr/kr/cyT B | nnm 2 mpuema B Te4EHHUE CIEAYIOUINX 2 HeJeNb. 3aTeM JI03y Ipernapara
clenyeT yBENWYMBaTh MakcuMaibHO Ha 0,6 Mr/kr kaxnaele 1-2 Heaenu A0 JOCTHKEHUS
ONTUMAIBHOTO TepaneBTUYeCKoTo 3 dexra. OObIuHAS MOAACPIKUBAIOIIAS 1032 IS TOCTHUKEHUS
ONTUMAJILHOTO TepaneBTu4eckoro 3ddexra cocraniser ot 1 go 10 mr/kr/cyt B 1 unu 2 npuema,
XOTS HEKOTOpBbIM MalMeHTaM C TUIUYHBIMU a0caHcaMM JUIsl JOCTHIKEHHS JKEIaeMOro
TepaneBTHUecKoro apdekra Tpedyrorcs 6ojee BHICOKUE JO3bI.

BcenenctBue pucka pa3BUTHSL CHIIM HE CJENyeT MpEBBIIIATh HaudaldbHYIO 103y Ipemnapara u
OTKJIOHSITBCS OT PEXKHMMA IMOCIIESIYIONIET0 TOBBIIEHHS 1036l (cM. paszien «Ocolble yKazaHHs»).

B cocmase kombunuposannoii mepanuu snunencuu

Bspocavie u noopocmxu cmapwe 12 aem (Tabauya 1)

VY nmanueHToB, KOTOPBIE YXKe MOTydaloT BaJbIpoar B codeTanuu ¢ apyrumu [1911 unu 6e3 Hux,
HauanpHas 703a npemnaparta Jlamutop® cocTaBiseT 25 Mr uepe3 AeHb B TedeHHe 2 HeJellb, B
JanpHeuIem - mo 25 mMr 1 pa3 B CyTKM B T€UEHUE 2 HEAENb. 3aTeM /103y CIEIyEeT YBEIUYMBATH
MakCUMaJIbHO Ha 25-50 wMr kaxnaole 1-2 Hemeaw OO0 JOCTHIKEHUS ONTUMAJILHOIO
TepaneBTHueckoro ¢ dexra. OO0bIYHas TOACPKUBAIOIIAS 1032 IS JOCTUKEHUS ONITUMAIbHOTO
TepaneBTraeckoro 3¢gdekra cocrasiser 100200 mr/cyt B 1 wnm 2 npuema.

VY nanueHToB, KOTOpbIe MOIY4YaroT comyTcTBYoUIyto Tepanuto [I13I1 unu apyrue npenapatsl (cm.
paznen «B3auMoseiicTBUe ¢ APYTUMU JICKAPCTBEHHBIMH CPEICTBAMUY»), KOTOPbIE HHIYIIHUPYIOT
TIIIOKYPOHM3AIHUIO JIAMOTPUDKUHA B coueTanu ¢ apyrumu [13I1 unu 6e3 Hux (3a HCKIIIOUEHUEM
BaJILIIPOATOB), HauaNbHas 103a npenapata Jlamutop® coctapnser 50 mr 1 pas B CyTKH B TeUeHHE
2 HeJlenb, B qanbHeleM - 100 Mr/cyT B 2 mpuemMa B TeueHHUE 2 HEEb.

3areMm 103y cieayeT yBeauuuBaTh MakcumainbHO Ha 100 Mr kaxkapie 1-2 Hepenu 10 TOCTHXKEHUs
ONTUMATFHOTO TepaneBTH4eckoro s dexra. OObIYHAS TOASPKUBAIOIIAS 1032 I TOCTHKEHHS
ONTUMAJILHOIO TepaneBThyeckoro apdexra cocraniser 200—400 mr/cyT B 2 mpuema.
HekoTopeiM marueHTam Aisi JOCTIDKEHUS >KETaeMOro TepamneBTHUecKoro shdexra moxer
norpe6oBaThcs Ha3HaueHue npenapata Jamutop® B 103e 700 MI/cyT.

VY mainueHToB, MPUHUMAIOIINX JPYTHe Mpenaparhbl, KOTOPhIE CYNECTBEHHO HE HHTUOUPYIOT U HE

UHAYLHUPYIOT TIIOKYPOHU3ALUIO JaMOTpuKUHa (cM. paszaen «BzaummopeilicTBue ¢ Apyrumu
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JIeKapCTBEHHBIMH CPEICTBAMI»), HauanbHas 10pa npenapara JEMUTop coetabsét 25 mr 1 pas
P P [%'_'1,.-|E,].':E1.;§3.TEJ_||:-H':C TE 00071) P

B CYTKH B TCUCHUC 2 HEACIIb, B HaﬂbHeﬁmeM - 50wt Pa3s B CYTKIT B TCHCHNC 2 HCACIE: Jatem
7103y CleIyeT yBeau4yuBaTh MakcuMainbHO Ha 50—100 mr xaxable 1-2 Hemenu 10 JOCTHKEHUS
ONTUMATILHOTO TeparneBTHIeCcKOro Y dekxra. OObIYHAS TOICPKUBAIOIIAS 1032 TS TOCTHKCHUS
ONITUMAJILHOTO TepaneBTHyeckoro agdexra cocrasiser 100-200 mr/cyT B 1 nim 2 npuema.

Tabauna 1. Pekomenayemblii peskuM J03uMpoBanusi npenapara Jlamutop® npu Jiedyenun

SMNUJCIICUH Y B3POC/IBIX U MMOAPOCTKOB CTapiie 12 ner

Pesxxum po3upoBanus Heneas Heneas IHoanepxxkuBaromas 103a
1-2 3-4
Monotepanus 25 mr 50 mr 100200 mr (8 1 wm 2

(1 paz3 B|(1 pa3 B mpuema).

CYTKH) CYTKH) J1036I MOTYT OBITh yBEITHYCHBI
Ha 50-100 mr xaxmere 1-2
HEZCNMH  JUIS  JTOCTHDKCHHSI

MOIIEPKUBAOIIEH JO3bI.

Kom6unupoBanHnas Tepanus cl12,5 Mr 25 mr 100200 mr (B 1 wmm 2
BaJbIIpOaTaMHd BHE 3aBHCHUMOCTH OT (Ha3Hauyaemas (1 pa3 B mpuema).

JIPYroi COMyTCTBYIOIIEH Teparuu nmo 25 M |CyTKH) J103b1 MOT'YT OBITH YBETHYCHBI

4yepe3 JCHb) Ha 25-50 Mmr kaxnoele 1-2

HeAeNu JUid  JIOCTHXKEHUS

MOJICPKUBAIOIIEH JTO3bI.

KoMmOuHupoBaHHas DTOT pexuM JOKEeH 50 Mr 100 mr (B 2 1200400 mr (B 2 mpuema).

Tepanus 0e3 [HCIOIb30BaThCS c/(l1 pa3 Bmpuema) |J{03bI MOTYT OBITH YBEIUYCHBI

BaJIBIIPOATOB (beHuTOMHOM, KapOa- CYTKH) Ha 100 wmr xaxaele 1-2
Ma3enuHoM, Genobap- HEelenu Ui JOCTHOKEHUS
OuTasoM, MPUMHIO- TIOJICP>KUBAIOIICH JI03bI.

HOM WIKM JOPYIruMu

WHIYKTOpaMHU

TJIIOKYPOHH3AIIHT

JaMOTPHIKHUHA

OTOT pPEXUM JIOJDKEH 25 Mr 50 mr 100200 mr (83 1 wmm B 2
HCIIOIb30BaThCs c(l pa3 B|(1 pa3 B npuema).

JPYTUMH TIperapaTaMu, CyTKH) CYTKH) J103bI MOT'YT OBITH YBEIHUYEHBI
KOTOpBbIE CyLIECT- Ha 50-100 mMr kaxasie 1-2
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402 20251
BEHHO He (nocn E’iF*‘%ﬂ“TEﬁE‘ﬁ c“?"“_t A
I/IHFI/IGI/IpyIOT U HE MOAACPKUBAIOIICH JO3HI.
UHIOYLUPYIOT
TJIFOKYPOHU3ALAIO0
JJaMOTpHUJKHHA

Y mnaunmentoB, mnpuHuMaronmx 1001, QapmakokuHeTHUECKOE B3aMMOACHCTBHE KOTOPBIX C
JJAMOTPHUJIKUHOM B HACTOSIIEE BPEMs HEU3BECTHO, JOJDKEH MCIOJIb30BATHCS PEXHUM JO3UPOBAHMS,

pCKOMeHHOBaHHBIﬁ AJId IPpUMCHCHHSA JIAaMOTPU/PKWHA B KOM6I/IHaHI/II/I C BaJIbIIpOaTaMu.

BCJ'IGI[CTBI/IC pUCKa pa3BHUTHA CbIIIK HE CICAYCT MNPCBLIIIATH HAYAJIbHYIO O03Yy MHpcrapara
.HaMI/ITOp® " OTKJIOHATHCA OT PEKUMaA MOCICAYIOMICTO MOBBIIICHUA JO3bI.

Hemu 6 sozpacme om 3 0o 12 nem (Tabauya 2)

VY manueHToB, MPUHUMAIOIINX BaJIbIIPOATHI B coueTaHuu ¢ apyrumu [1311 v 6e3 HuX, HauampHas
no3a npenapara Jlamutop® coctapiser 0,15 mr/kr/cyt 1 pas B cyTku B TedeHHe 2 Helellb, B
nanpHeimem — 0,3 Mr/kr/cyt 1 pa3 B CyTKM B Te€ueHHE 2 HENEelb. 3aTeM J03a MOXET OBITh
yBennYeHa MakcuMainbHO Ha 0,3 Mr/Kr kaxzaple 1-2 Hemenw 10 JAOCTHIKEHUS ONTHMAaIBHOTO
TepaneBTrueckoro 3¢ dexra. OObIYHas MOICPKUBAOIIAS 1032 IS JOCTHXKCHHUS ONTHMAIBHOTO
TepaneBTHuecKkoro 3¢gpdexra cocrapnser 1-5 mr/kr/cyt B 1 unu 2 npuema. MakcumanbHas a03a
cocrapsieT 200 mMr/cyT.

VY manuenToB, koTopelie nosydaroT [I1311 unu npyrue npenapatsl (cM. pazaen «B3zaumonericTBre
C IpYTUMHU JIEKaPCTBEHHBIMU CPEICTBAMMUY ), UHAYLUPYIOLIUE TTIOKYPOHU3AIUIO JIAMOTPUHKUHA,
B coueranuu ¢ Apyrumu [1911 unm 6e3 HUX (32 UCKIIOUEHHWEM BaJbIIPOATOB), HadajbHAs 1032
npenapata Jlamutop® coctapuser 0,6 MI/Kr/cyT B 2 IpueMa B TedeHue 2 HeJlelb, B AadbHeiIeM
- 1,2 mr/kr/cyT B 2 mpriema B T€UCHHE 2 HEEb. 3aTeM JI03y CJIeAyeT YBEIMUYMBATh MAKCUMAILHO
Ha 1,2 mr/kr kaxzaple 1-2 Hemenu 10 JOCTMKEHHS ONTHMAJIbHOTO TepaneBTUYEeCKOro sddexra.
OObIyHast MOANEPHKUBAIOIIAS 1032 JUIsSl JOCTH)KEHUS ONTUMAJIbHOTO TepaneBTHUECKOro 3pdexra
cocraBisieT 5—15 mr/kr/cyT B 1 wnu 2 npuema. MakcumanbHast 103a coctaiseT 400 mr/cyT.

VY manueHToB, MPUHUMAIONINX JPYTrHe Mpenaparhbl, KOTOPbIE CYIECTBEHHO HE HHTUOUPYIOT U HE
MHIYUMPYIOT TIIOKYPOHHU3ALUIO JaMOTpHUDKHHA (CM. pasnen «BzaumopeiicTBue ¢ Apyrumu
JIeKapCTBEHHBIMU CPEICTBAMMUY), HaualbHas 103a npenapaTa Jlamutop® coctapiser 0,3 Mr/Kr/cyT
B | wnu 2 npuema B TeueHue 2 HeelNb, B AanbHelmeM - 0,6 Mr/kr/cyT B 1 uiu 2 npuemMa B TeUEeHUE
2 Henenb. 3aTeM N03y CIEAyeT yBeNIWYuBaTh MakcUMalbHO Ha 0,6 MI/Kr kaxnaele 1-2 Hemenw,
MOKa He OyJIeT TOCTUTHYT ONTHUMAaJbHBINA TepaneBTHUecKuii 3¢ dexT. OObIuHAs MOAIEPIKUBAOIIAS
7103a AJisl TOCTHKEHUSI ONTHUMAaIbHOTO TepaneBTudeckoro sddexra cocraiser 1-10 mr/kr/cyT B

1 nnu 2 npuema. MakcumanbHas 103a coctaisieT 200 Mr/cyT.
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COOTBETCTEYET 3IKCNEFPTHOMY OTYETY
0 6 1eT MOTPEBYETCH HOMTEkARMIOmAas 1034,
0 6 e7 norpEBich Hi b o

Bo3MOXHO, 4TO manueHTaMm B BO3pacTe OT 3

HaxoA1miasAcsa Ha BerHefI T'paHuLIC PCKOMCHAY CMOTO- ArairasoHa:

BcenenctBue pucka pa3BUTHSA CBHIMM HE CIEAYeT NPEBBIIATh HAYadbHYIO /03y Mpernapara
JlamuTop® M OTKIOHATBCS OT peKUMa HOCIEeAyIONEro MOBIIeH s 10351 (cM. pasaen «Ocobble
YKa3aHUm).

Jiis  obecniedyeHuss HaJISKAMEH TOUICP)KUBAIOIICH TEParieBTUYSCKOM 7036l HEOOXOJAUMO
KOHTPOJINPOBATH MACCy Tejia peOeHKa U KOPPEKTUPOBATH /103y IIpernapara Mpu €€ N3MEHEHHH.
[Tpu HEeoOXoauMOCTH, JUIsl 00ECIIEYeHHUsST TOYHOTO JIO3UPOBAHMS Ha HAYAJILHOM JTalle Teparuu
cieqyeT npuMmeHaTh npemapat Jlamurop® B OGolee HHU3KOM JIO3MPOBKE C MOCIIETYHOIIHM
MepexoIoM Ha TabJeTKu 103upoBKo 25 Mr, S0 mr unu 100 mr.

Ta6auua 2. Pexomenayemblii pesxuM [03upoBaHusi npenapata JlamuTop® npu JiedyeHun

MUJIENCUN y aeteii B Bo3pacte ot 3 10 12 jeT (cyTouHasi 1032 B MI/KI/CyT)

Pesxxum no3upoBanus Heneas Heneas IHoanepxxkuBaromas
1-2 3-4 n03a

MonoTepanusi TAMTMYHBIX a0CaHCOB 0,3 wr/kr | 0,6 wmr/kr | IloBeimenue 1o3sl Ha 0,6
B 1wm?2|(®1 um?2|Mr/kr  Kaxaele 1-2
npuema) npuema) HEJENU 10 JOCTHUKEHUS
MOJACPKUBAIOIIEH O3Bl
1-10 mr/kr (B 1 nmm 2
npuemMa) hi (o)
MaKCUMaJILHOU O35l

200 mr/cyT.
KomOununpoBannast Tepanus c| 0,15 0,3 wr/kr | IloBeimienue no3el Ha 0,3
BaJblIipoaTaMu BHE 3aBucumoctu oT | mr/kr* (1 | (1 pa3 B | Mmr/kr  kaxaele  1-2
JPYTO# COMYTCTBYIOLIEH Tepanuu pa3 B | CyTKH) HEAETU 1O JOCTHXKEHUs
CYTKH) MOJJICPKUBAIOLIEH JT03BI
1-5 mr/kr/cyt (B 1 umm 2
npuemMa) 10
MaKCHUMaJIbHOM JI03bI

200 mr/cyT.
Komb6unupoBanHnas | 1ot pexum | 0,6 wmr/kr | 1,2 mr/kr | [ToBsimenue 1036l Ha 1,2
Tepanus 0e3 | 103upOBaHUS (B 2| (8B 2 | mr/kr  kaxnaele  1-2
BaJIbIIPOATOB JOJOKEH npuema) npuema) HEAETU 1O JOCTHXKEHUS
WCIIOJIb30BaThCA C MOJIJICPKUBAIOIIEH JTO3BI
(heHUTOUHOM, 5-15 wmr/kr/cyT (B 1 unun
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COOTBETCTBYET 3KCI EF'TH OMY OTUETY

KapOaMa3euHOM, o7 DA TS AU B pdia) 710
(NOCNEOCBATENBHD CT: 0001}

(1)6H06ap61/ITaJIOM, MAKCAMaTEHOM ZO3BI

MPUMUJIOHOM HITH 400 mr/cyT.

IPYTUMH

WHIYKTOPAMH

TIJIIOKYPOHH3AIHH

JTaMOTPHUKUHA

OToT pexmMm | 0,3 wmr/kr | 0,6 wmr/kr | [ToBwimenue 10361 Ha 0,6

JIOJKEH B1wm?2|®1 um?2|Mr/kr  Kaxaele 1-2

WCIIOB30BAThCS C | TIpUeMa) npuemMa) HEJIEW 10 JOCTHXKEHUS

npernaparamu, MOJIEPAKUBAIOLIEHN JT03bI

KOTOpBbIE 1-10 mr/kr/cyT (B 1 unm

3HAYUTEIBHO HE 2 npuemMa) pi(y]

WHTUOHUPYIOT U HE MaKCUMaJIbHOW  JIO3BI

UHIYLUHUPYIOT 200 mr/cyT.

TITIOKYPOHU3AIUIO

JTaMOTPHUKUHA

VYV manmenrtoB, npunumMarommx [I3I1, dbapmMakoKMHETHYECKOE B3aMMOJICUCTBUE KOTOPBIX C
JAMOTPUPKMHOM B HACTOSIIEE BpEeMs HEU3BECTHO, JOJDKEH UCIOJIb30BAaThCS PEXKUM
JO3UPOBAHUS, PEKOMEHJOBAHHBIN [ NPUMEHEHHUS JaMOTPUDKMHA B KOMOHMHAIMHU C
BaJIbIIpOaTaMH.

*Ecnu paccunTaHHasi CyTO4YHas 1032 y MAMEHTOB, IPUHUMAIOIINX BaJbIIPOAaT, COCTAaBIISET 2,5—
5 MI, TO MOYKHO Ha3HAYUTh JJAMOTPHUXKUH B JIO3UPOBKE 5 MI yepe3 JeHb B TEUEHUE MEPBBIX 2
HeIeb.

Ecnu paccuntanHas cyTouHas A03a y MAlUMEHTOB, MPUHUMAIOLIMX BajJbIpOaT, COCTABISET
MeHee 2,5 Mr, JIaMOTPU/KUH Ha3HayaTh HE CIEIYeT.

HeoOxoaumo mpuHUMaTh BO BHUMaHHE, YTO JIAMOTPUIKUH B JOCTYITHOM JO3UPOBKE 5 MTI HE
o0ecrieurBaeT TOYHOE JO3UPOBAHME JAMOTPHUIKMHA B COOTBETCTBHM C PEKOMEHIAIMSMHU B

Hayajie Tepaluu y JIeTel ¢ Maccou Tesna MeHee 17 Kr.

Obwue pexomeroayuu no pexcumy 003Upo8aHUs Npu 1edeHun SNUiLencuu

IIpu otmene comytctByromux [1911 wnn nobaBnenun Ha done mpueMa namoTpumpkuna [1OI1 wmu
JIPYTUX JIEKAPCTBEHHBIX IMpENapaToB HEOOXOAWMO MPUHUMATh BO BHHUMAHHE TO, YTO STO MOXKET
OKa3aTh BIUsSHUE Ha (apMaKOKMHETUKY JTaMOTPUIKUHA (cM. paszien «B3aumomelcTBue ¢ qpyruMu

JICKApCTBCHHBIMU CpeI[CTBaMI/I») .
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COOTBETCTBYET 3KCINEPTHOMY OTHETY
BunouisipHoe adp(peKTHBHOE PacCTPOIiCTBO ot 04.02. 2025 N= 2447

(MOCNEOCBATENEHOCTE 0001)

B3spocnvie 6 6o3pacme 18 nem u cmapwe (Tabauya 34

BcenenctBue pucka MOSABIEHUS CHIIM HE CIEAYeT IPEBbILIATh HadaJlbHYIO [03y Ipenapara u
OTKJIOHSITHCSI OT PEXKHMMA ITOCIIEIYIONICT0 TOBBIIEHHS 103 (cM. paszen «Oco0ble yKa3aHusy).
Heo6xomumo cietoBath nepexoHoMy peKUMY JO3UPOBAHUS, KOTOPBIHA BKIIIOYAET B CE0s MOBBIIIICHUE
no3sl npenapara Jlamutop® B TedeHue 6 HeJeNb A0 MOAAEPKUBAIOIIEH CTAOMIM3UPYIONIEi 1035l
(Tabnmuma 3), mocne dYero, MpH HATAYUHU TMOKAa3aHWKW MOXKHO OTMEHSATH JPyrue ICHUXOTPOITHBIC
npenapatsl u/wmu [1911 (Tabmuna 4).

Tabauna 3. PekoMenayeMblii peskuM NOBbIIIEHHUs 10351 NpenapaTa Jamutop® ais 1ocTHxKeHHs
NOA/IePKUBAIOLIE CYTOYHOI cTabuausupylomieii 10361 y B3pociabix (18 jer u crapiue) mpu

ounosasipuom agpGpeKTUBHOM PacCTPOICTBE

IMeneBas
Hepnenun = Heneqm | Hegeas
Pexum no3upoBanus CTA0MIH3UPYIOLIAS
1-2 3-4 5
no3a (Hemens 6)*
a) KomOunupoBannas tepanus ¢ | 12,5 wmr |25 mr 50 mr (B | 100 mr (B 1 unu 2 npuema

MHrUOUTOpaMu riokypoHusanuu | (25 wMr | (1 pa3 B |1 wimm 2 | B CyTKH), MakCUMalbHas
JIAMOTPHUJKUHA, HAIpuMep, | 4epe3 CYTKH) npuema B | cyrouHast 1o3a 200 mr

BaJIbIIpOATaMu JICHB) CYTKH)

0) KomOunuposannas tepanust ¢ | 50 mr (1 | 100 mr (B | 200 mr (B | 300 mr Ha 6-if Hemene
WHAYKTOPAMH TJIFOKYPOHHU3AIMH | pa3 B | 2 mpueMa | 2 mpueMa | Teparii, npu

JaMOTPHKUHA Y TIAlIMEHTOB, HE | CYyTKH) | B CYTKH) | B CYTKH) | HEOOXOJIWMOCTH

MPUHUMAKOIIUX WHTUOUTOPBI, yBeJIMYUTH 1103y 110 400
TaKM€ KakK BaJbIpoar. ITOT Mr/cyT Ha 7-d Hememne
PEXHUM JOJKEH MCIOJIb30BaThCs Tepanuu (B 2 mpuema B
c (heHUTOMHOM, CYTKH)
KapOaMa3enuHoM,

(henobapOUTATIOM, TPUMHIOHOM

nimn Apyrumu HHAYKTOpaMHu

[JIIOKYPOHHU3aUU
JaMOTPU/PKHUHA

B) Monotepanus | 25 mr (1 | 50 mr (B | 100 mr (B | 200 mr (ot 100 mr o 400
JIAMOTPUJKUHOM UM | pas B/l wmm 2 1 wm 2 wmr) (B | nwim 2 npuema B

KOMOWHUpPOBaHHAs Tepamusi Yy CyTKH) | IpueMaB | IpUeMa B  CYTKH)

NAIMEHTOB, PUHUMAOIIUX CYTKN) CYTKN)
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
ot 04022025 N2 2847
ApYTHe NpENapaTkl, KOTOPHIE He (NOCNEOOBATENEHOCTL 0001)

OKa3bIBalOT 3HA4YUTEIILHOTO
VHYLUPYIOLIEro UIIn
MHTUOMPYIOIIEro JelcTBUS Ha
TJIFOKYPOHH3ALUIO

JIaMOTpHUJIKUHA

[Tpumeuanue: y manueHtoB, npuHuMaromux [19I1, ¢papmakokumHEeTHYECKOE B3aUMONEHCTBHE
KOTOPBIX C JIJAMOTPHJIKHHOM B HACTOSIIIEE BPEMsI HEU3BECTHO, JOJKEH UCIIOIb30BATHCS PEKUM
MOBBIIIEHUS /103bl, PEKOMEH/IOBAaHHBIA JIi NMPUMEHEHUsS JIaMOTPUDKMHA B KOMOMHALIUU C

BaJIbIIpOaTaMH.

*[eneBass cTaOWJIM3UPYIOMIAs 1032 MOXET HM3MEHATHCS B 3aBUCUMOCTH OT KIMHHUYECKOTO

s dexra.

a) Kombdbunuposannas mepanus ¢ uneubumopamu 2ioKyPOHU3AUUY AAMOMPUONCURA, HANpUMED,

sajlibnpoamamu

HauanshHas mo3a mnpemapata JlamuTop® y TAIMEHTOB, JONONHUTENFHO HPUHUMAIOLINX
IpenapaThl, HHTHOUPYIOUINE IIIIOKYPOHHU3AIUIO, TAKHE KaK BAJIBIIPOAThI, COCTABISAET 25 MI uepe3
JIeHb B T€YEHUE 2 Henmelnb, 3areM 25 mr | pa3 B cyTku B TedueHue 2 Henmenb. Jlo3y ciemyer
yBenuuuTh 10 50 mMr 1 pa3 B cyTku (wim B 2 ipuema) Ha 5-i Henene. OObIuHas 1iesieBas 103a Jist
JTOCTIKEHHST ONTHUMAaJIbHOTO TepamneBThueckoro 3ddekra cocrabmser 100 mr/cyt (B 1 wim 2
npuema). OIHAKO 1032 MOXKET OBITh YBEIMYEHA 0 MaKCUMalbHOW cyTouHOH 10361 200 Mr B
3aBUCHMOCTH OT KJIMHHMYECKOTO 3 deKTa.

6) KOM6MHMDO8QHHG}1 mepanu: ¢ MH()VKI’}’IODGMM SHAIOKYpPOHRU3auuu JzaMompudofcuHa Y nauueHmoe,

HE npunumarowiux uH2u6um0pbl, maKue Kak _ 8aibnpoambul.  IDmom __ pPedcum 0oJiicer

UCNOJIb308AMBCA C (DeHUMOUHOM, Kapbamazenunom, hernobapbumaiom, NPUMUOOHOM U OPY2UMU

qumeopaMu 2HIOKYPOHU3auuu ﬂaMompu()ofcuHa

HavansHas 103a npenapara Jlamutop® y MalueHToB, 0JHOBPEMEHHO IPHHUMAIOLIUX IIPeHapaThl,
WHIYLUPYIOIIHE TIIIOKYPOHU3alUI0 JamMoTpukuHa, W HE mnpuHumaronux Basiblipoarsl,
cocraysier 50 mMr 1 pa3 B CyTKH B TeueHHe 2 Helelb, 3ateM 100 mr/cyt B 2 nprema B Te4eHHE 2
Henens. Ha 5-it nenene no3y cnenyet yBennuuthb 10 200 mr/cyT B 2 mpuema. Ha 6-if nenene nosa
MokeT ObITh yBenmmueHa no 300 Mr/cyt, ogHako OObIYHAsl IieNieBast /103a JUIsl JTOCTHXKEHUS
ONTUMATFHOTO TepaneBTHUecKoro ¢ dekra coctanisier 400 Mr/cyT (B 2 mpreMa) U Ha3HaYaeTCs
HayuHasg ¢ 7-d HeIeIHu JICUCHHUSL.

6) MOHomepanuﬂ JZCZMOH’ZDM&?!CMHOM uiu K'OM6MHHD0861HHCI}Z mepanusi 'y nayuenmoes,

NpUHUMAROWUX npenapdanivl, KoOomopbvle He 0Kas3vledion Cyuecni6eHrHozo MHOVHMHVIOW@ZO uiu

MH2U6UDVI01/I4€ZO GIUAHRUA HA 2NIOKYPOHU3AUUIO JZCIJI/IOmDMODfCMHCI
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COOTBETCTBYET 3KCTEPTHOMY OTHETY
et 25 mr 1 pa3 BEYTki & feucnite 2 Hefiens, 3atem
(MOCNEQOBATENEHOCTE 0001)

] ] A JALN,

HawansHas 103a npenapara Jlamutop® cocrasi

50 mr/cyT (B 1 uiu 2 npuema) B TedcHUE 2 Helen

V

100 mr/cyTt. OObIuHas meneBas 103a Ui JOCTHXKCHUS ONITUMAIBHOTO TepaneBTUIeCKoro 3 dexra
cocraBisier 200 mr/cyr (B 1 wimm 2 mpuema). OmHAKO B KIMHHYECKUX HCCICIOBAHUIX
MPUMEHSUIUCH 03I B Anarna3zone ot 100 mr go 400 mr.

[Tocne mocTmwkeHHs ENEBOW CYTOYHON MOJICP>KUBAIONIEH CTaOMIM3UPYIOMIEH M03blI IpyrHe
MICUXOTPOIIHBIE MpenapaThl MOTYT ObITh OTMeHeHbI (Tabmuia 4).

Tabmmuna 4. IloagepxuBawmasi craduausupylomasi o0asi CyroyHasi /i03a Ipenapara
JlamuTop® ans Jedenuss OunossIpHOro ad(eKTHBHOIO PACCTPOICTBA IOC/IE OTMEHbI

COMYTCTBYKINHUX MCUXOTPOITHLIX NMPpEMaparoB UJjin [116)11

Pexum no3upoBanus Hepneas 1 Henensi 2 | Heneast 3 m

najee®

a) Ilocne orMeHbl HMHrUOMTOPOB | YIBOUTH cTadbunusupymomyto | Coxpanuts 103y 200 mr/cyT
[NIIOKYPOHHU3AIMM  JTAMOTPHJIKUHA, | 703y, HE NPEeBbIIas YPOBHA | B 2 MpHeMa.
HalpuMep, BaIbIIPOATOB. yBenuueHus Ha 100 mr/Hen.

To €CTh reJeBas

crabmmsupyromas go3a 100

MT/CyT yBeIU4uuBaeTcs Ha |-t

Hezaene 10 200 mr/cyT.

6) Ilocme ormensr wuHAYKTOpOB 400 MT 300 mr 200 mr
TIIIOKYPOHM3AIMHA JIaMOTPHKHHA B

P P 300 wr 225 wr 150 Mr
3aBUCHUMOCTA OT WCXOJHOH O3B
DTOT  peXuM IOJKEH 6piTE | 200 MT 150 mr 100 mr

UCTOJB30BAaH TIPU  NPUMCHEHHUH
(denuTomnHa, KapOamasenuHa,
(dhenoOapOuTana, NPUMHUIAOHA WIH
JIPYTUX HMHIYKTOPOB TJIFOKYPOHHU3a-

oA JIaMOTpPHUJPKHHA.

B) ITocne OTMEHBI npyrux | [lognepkuBath 1eNeBYyI0 103y, JOCTUTHYTYIO B IIpoliecce
MICUXOTPOIHBIX MpenaparoB y |pexxuma moBbiieHuss 10361 (200 Mr/cyt B 2 mpuema;
MalUeHToB, HE  MIPUHUMAIONIUX | AuarnaszoH A03 oT 100 mr qo 400 mr).

WHTyKTOPbI 58)071 UHTUOUTOPBI

TJIIFOKYPOHU3alUU JIAaMOTPHU KU HA.
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 04022025 W= 2347

IIpuMeuanue: y NaNMEHTOB, IIPUHUMAIOLIY Hanfﬂ@%@fﬂﬁ%?@ﬁ@c BBAHMOJICUCTBHC

KOTOPBIX C JIAaMOTPU/PKMHOM B HACTOAIICC BPEMS HCU3BCCTHO, PCKOMCHAYCTCA COXPAHUTH TCKYIYTO
A03Yy JIaMOTPpUPKWHA U TPOBOAUTH HOILGOp AO3bI JIAMOTPUI’KHMHA B 3aBUCUMOCTH OT KIIMHUYCCKOI'O

OTBCTA.

* TIpu HEOOXOIUMOCTH 71032 MOXKET OBITh yBem4ueHa 110 400 mMr/cyT.

a) Tepanus 1amMompuodCUHOM nocie _OmMeHbl KOMOUHUPOBAHHOU Mepanuu ¢ UHSUOUmopamu

2NIOKYDOHU3AYUU TAMOMPUONCUHA, HANPUMED, 8ATIbRPOAMAMU

Ilocsie OTMEHBI BabIPOATOB, 1IeIeBYI0 CTaOUIM3HUPYIONLYIO 103y Tpenapara Jlamutop® cinemyer
YIBOUTH U TIOJJIEPKUBATH HA ’TOM YPOBHE.

0) Tepanus 1amMompuoNCUHOM _NOCIE _OMMEHbL KOMOUHUDOBAHHOU Mepanuu ¢ UHOYKMopamu

2NIIOKYPOHUZAUUU AAMOMPUOINCUHA 8 3A8UCUMOCIIU O UCXOOHOU NO00epaHcusauell 003bl. Imom

pedCuM __ Q0NdHCeH  Obimb  UCNOIb308AH _NPU  NpUMeHeHulu (QeHumounda, Kapbamazenund,

denobapbumana, NPUMUOOHA WAL OPY2UX UHOVKIMOPO8 2IIOKYDOHUZAUUY IAMOMPUONCUHA

Jlo3y npenapara Jlamutop® ciefyeT HOCTENEHHO CHUKATh B TeYEHHE 3 Hesleldb MOcie OTMEHbI
UHIYKTOPOB IJIIOKYpPOHH3AIIHH.

8) Tepanus 1amompuoNCUHOM NOCAE OMMEHRbL CONYIMCIMEYIOUWUX NCUXOMPONHLIX NPEenapamos, e

OKA3bIBANOWUX  UHSUOUDYIOWE20  WIW  UHOVYUDPYIOWE20  GAUAHUS  HA  2IOKYVDOHUZAUUIO

JAAMOMPUOIHCUHA

B mepwox OTMEHBI COMYTCTBYIONIMX IpenapaToB JOJDKHA OBITh COXpaHEHa IeneBas 032
npenapara Jlamutop®, TOCTHrHyTasi B IPOIECCe PeKUMA TTOBBILEHHUS 03Bl

Koppexyus cymounoii 0031 npenapama Jlamutop® y nayuenmos ¢ 6unonspuvim agpgpexmusHvim
paccmpoticmeom nocie 0obasnenus opyeux npenapamos (Tabauya 5)

OTCyTCTBYeT KIMHMYECKHI ONBIT 1O KOPPEKIWU CYTOYHBIX JI03 JIAMOTPHKHHA TIOCIe
no0aBneHust JApyrux mnpernaparoB. OJHAKO HAa OCHOBaHWUM WCCIECIOBAaHHMN IO OILICHKE

B3aMMO/ICHCTBUS MPErnapaToB MOTYT OBITh MPEAOKEHbI cieaytomnue pekomenaanuu (Tabmuna

).
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Tabumuna S. Koppeknusi CyrouHbIX 103 npena

¢ OMnoIApHBIM a(PeKTHUBHBIM PACCTPOICTB

Pexxum A03UPOBAHUS

a) JloGaBienne HMHrUOUTOPOB
TIIIOKYPOHH3AIMH  JTAMOTPUKUHA
(Hmampumep,  BaJgbIIpoOaToB) B
3aBHCUMOCTH OT HMCXOJTHOW O3B

JIaMOTPHU/IKUHA.

6) JobaBneHue  UHIYKTOPOB
TIIIOKYPOHH3AIMH  JIAMOTPUIKUHA
y TalMeHTOB, HE TIOJyYalOInX
BaJIBIIPOATHI, B 3aBHCUMOCTH OT
MCXOJ/IHOM JI03BI JIAMOTPH/DKHHA.

OTOT peXHM  JIOJDKCH  OBITh
WCTIOJB30BaH TIPU TNPUMCHECHHUH
(dheHnuTomnHa, KapOamasenuHa,
(dhenobapOuTana, MpUMHUAOHA WU
JIPYyTUX UHTUOUTOPOB

TJIFOKYPOHU3aAlUH JIaMOTPHUIKNHA.

B) JloOGaBneHne IpyTrux Mmpernaparos,
KOTOpBIC HE OKa3bIBAIOT
3HAUMTEIILHOTO  WHJYIHPYIOIIETO
WM UHTUOMPYIOIEro JICWCTBUS Ha

TIIFOKYPOHU3AU IO JIAMOTPUIZKHHA.

Texkyumas Henmens 1
CTA0WIM3UPYIOLL
asl 103a
JIAMOTPU/IKMHA
(mr/cyT)
200 mr 100 mr
300 mr 150 mr
400 mr 200 mr
200 mr 200 mr
150 mr 150 mr
100 mr 100 mr

paTta Jlamuro

COOTBETCTBYET 3KCMEPTHOMY OTYETY
et (18516t n c1

||'||_| -

or 002
EIE)El 3 TEJ‘II:

OCT -me_"'e)

Heneas 2 | Heageas 3

H JaJjiee

CoxpaHuTh 103y

100 mr/cyT

CoxpaHuTh 103y

150 mr/cyT

CoxpaHuTh 103y

200 mr/cyT

300 mr 400 mr
225 mr 300 mr
150 mr 200 mr

[Tognep>xuBaTh LEIEBYIO 103y, TOCTUTHYTYIO B IPOIIECCE

pekuMa moBbiIeHus 10361 (200 Mr/cyT; AuanazoH 103 OT

100 mr o 400 mr).

[lpumeuanue: y mnauuenToB, npuHuMaronmx I[I9I1, ¢apmakokuHeTHUECKOEe B3aMMOJECHCTBHE

KOTOPBIX C JIAMOTPHU/DKWUHOM B HACTOAILICC BPEMSA HCU3BCECTHO, HNOJDKCH HCIIOJIB30BATHCSA PEKUM

JAO03UPOBAHUS, peKOMeHI[OBaHHLIﬁ UL MTPUMCHCHUS JIAMOTPUKUHA B KOM6I/IHaI_[I/II/I C BaJIbIIpOaTaMU.
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COOTBETC TB'}" ET SKC : EFPT H':'_r-."l"_v" OTUETY
Ommena mepanuu  1AMOMPUONCUHOM Y  [IAYUEHMOB Dt aitbexmuenbim

|I'IC-,.'IE.C|.CE i J'II:HC 5 0001)

paccmpoiucmeom
Bo BpeMs ipoBeieHNs KITMHUYECKUX HCCIISIOBAHUI pe3Kasi OTMEHA JIAMOTPHUKMHA HE BhI3bIBAJIA
YBEJIMUEHUSI YaCTOTHI, TSKECTH WM W3MEHCHHUS XapaKTepa HEeXKeNaTeNbHBIX PEaKIuil 1o
CpPaBHEHUIO C m1aiedo.

Takxum oOpazom, MmanueHTaM MOKHO OTMEHSITh JITAMOTPUDKHH 0€3 MMOCTEIICHHOTO CHUYKCHHSI €T0
TI03BI.

Obwue pexomenoayuu no 003UPOBAHUIO TAMOMPUONCUHA Y OCOOBIX ePYNN NAYUEHINO8

Kenwunwil, npunumaiouue 20pMoHAIbHbIE KOHMPAUENINUBDL

a) IIpumenenue npemnapara JlamuTop® nanueHTaMy, ysKe IOJYHaIOIIHMH TOPMOHAJIbHbIE
KOHTPAaleNnTUBbI.

Hecmotrpst Ha TO, 4YTO mepopajbHble TOPMOHAIbHBIE KOHTPALENTHUBHI IOBBIIIAIOT KIMPEHC
JAMOTPU/DKUHA, OTCYTCTBYET HEOOXOAWMOCTh B CHELHAIbHBIX PEKOMEHIALUAX IO PEKUMY
NOBBILEHUs 036 npemapara Jlamutop® B CBA3M € NPUEMOM TONBKO TIOPMOHAIBHBIX
KOHTpALENTHBOB. PeXuM MOBBIIIEHUS 103 JOKEH COOTBETCTBOBATh PEKOMEH/TyEMbIM YKa3aHUSIM
B 3aBMCHUMOCTH OT TOro, j00apjsercs ju npenapar Jlamutop® K BambnpoataM (MHTHOMTOpam
[IIIOKYPOHU3AIMK  JIAMOTPU/DKMHA) WIM HHIYKTOpaM [UIIOKYPOHU3AlMK JIaMOTPHUDKUHA, WIH
npenapat Jlamutop® npUMeHsieTcsl B OTCYTCTBUE BaTbIIPOATOB HIM MHIAYKTOPOB [JIIOKYPOHHU3ALIUH
naMoTpupkuHa (M. Tabmuiry 1 1t mpuMeHeHus py snwierncuu 1 Tabmuiyy 3 1 mpuMeHeHHs
npu OumossipHOM ahPeKTUBHOM PaCCTPOICTBE).

6) IIpumeHeHMe TOPMOHAJBLHBIX KOHTPALENTHBOB TAIMEHTAMHU, YXKE MOJy4alOIUMU
noJUIepKUBaONMe 70361 npemapata Jlamurop® u  HE  momydaommM#  MHIYKTODHI
[JIFOKYPOHU3ALUHU JTaMOTPU/KUHA.

B GonpmmHcTBE cityyaeB TpeOyeTcs MOBBIICHUE MOIICPKUBAIOLIEH 103bI JAMOTPUKIHA, HO HE
O6onee uem B 2 pasa. [Ipm Ha3HaueHUM TOPMOHAJIBHBIX KOHTPALIEITUBOB PEKOMEHAYETCS
MOBBIIICHUE 10361 JamMoTpumkuHa Ha 50—100 MI/CyT KaKayr0 HEIEI0 B 3aBHCUMOCTH OT
KJIIMHUYECKOW KapThHbl. He pekoMeH1yeTcsl MpeBbIIlIaTh JaHHbIE 3HAUEHHUS, €CJIM KIIMHUYECKOe
COCTOSIHUE MAIMEHTa He TpeOyeT NaabHeHIero noBbIIeHus 1036l penapara Jlamutop®

B) [IIpekpamieHne mnpueMa TIOPMOHAJBLHBIX KOHTPALENTHBOB TMAalMEHTaAMH, YK€
T0JTyYaoMUMHU O IepKUBaroIKe 1035l npenapara Jlamurop® u HE noydaonuMy HHAYKTOPbI
[JIFOKYPOHM3ALMHU JTaMOTPU/KUHA.

B GonbIIMHCTBE CiydaeB TpebyeTcs CHUKeHHe 03kl mpenapata Jlamutop®, Ho He Goree ueM Ha
50%. PekoMeHIyeTcs TOCTENEHHOE CHIKEHUE CYTOUHOM 10361 penapara Jlamurop® Ha 50-100
MI KaXJIyI0 HEJEeNI0 (CKOPOCTh CHIKEHHS HE JOJDKHA MpeBbIMaTh 25% OT CYyTOYHOM 03B B

HC,Z[CJ'IIO) B TeueHue Ooiee 3 HEACIIb, €CJIN KIIMHUYCCKOC COCTOSAHUEC ITallMCHTAa HE Tpe6yeT HUHOTIO.
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COOTBETCTBYET SKCNEPTHOMY OTYETY

My e b -T
Ipumenenue amazanasupa/pumonasupa ot 04.02.2025 N= 2447

(MOCNEOOBATENEHOCTL 0001)

HGCMOTpH Ha TOT (1)aKT, 4TO IpHU COBMCCTHOM TPHUMCHCHWIT CaTtasamaBupoOM/ PHTOHaBUPOM
KOHIIGHTpalUs JIAMOTPUKMHA B TUIa3ME€ KPOBM CHIDKalach (cM. pasnen «BzaumoneicTBue c
JAPYTHMMHU JICKAPCTBCHHBIMH CPEICTBAMH»), KOPPEKIMM pEXKHMa JIO3MPOBAHMsS Iperapara
Jlamutop® Hpu OJHOBPEMEHHOM HPUMEHEHHH C aTa3aHaBUPOM/PUTOHABMPOM He TpeOyeTcs.
ToBblenue 10361 npenapata JlaMuTop® J0IKHO IPOBOIMTLCS HAa OCHOBAHMU PEKOMEHIAIMIA,
UCXOJsl U3 TOro, A00aBisieTcs JU JIAMOTPU/DKUH K TEpanuu BajblpoaTamMu (MHIHOUTOpaMu
[VIIOKYPOHM3AIMU  JITAMOTPUKMHA), JHOO0 K Tepaluud MHIYKTOpaMH TJIIOKYpOHHU3alUuu
JAMOTPHUIKUHA, JIU0O0 JIJAaMOTPUIKUH IPUMEHSETCS B OTCYTCTBUU BaJIBIIPOATOB WJIM UHIYKTOPOB
[IIIOKYPOHM3AUU JIAMOTPU/DKHHA.

YV NalMeHToB, yXe NPMHUMAIONIUX IOJIEPKHUBAIOIINE 103kl Tpenapara Jlamutop® u He
MPUHUMAIOIIMX ~ MHAYKTOPHl  TJIIOKYPOHHM3allMd  JIAMOTPUDKWHA, TPUH  NPUMEHEHUU
aTazaHaBUpa/pUTOHABHpPA J03Y JIAMOTPUIKHMHA, BO3MOXHO, OyZ€T HE0OX0JMMO MOBBICUTB, a IIPH
OTMEHE aTa3aHaBUpPa/pUTOHABHUPA - IOHU3UTH.

Oco0BblIe TPVIIILI MAIHEHTOB

Tlayuenmul noswcunoeo eospacma (cmapwe 65 1em)
He Tpebyetcst mpoBOAUTH KOPPEKIIMIO PEKUMA IO3UPOBAHUS 110 CPABHEHHUIO C PEKOMEHTyEeMOM
cxeMoi. @apMaKOKMHETHKA JIaMOTPUKMHA B A3TOM BO3PACTHOM TpymIe NPaKTHYECKH HeE
OTJIMYAETCSl OT TAKOBOM Y B3pOCIIBIX JIMII B BO3pacTe 110 635 JieT.
llayuenmol ¢ HapyweHuem GyHKyUYU nouex
[TanpeHTaM ¢ TOYEYHOH HEIOCTAaTOUHOCThIO mpemapar Jlamutop® crlemyeT HaszHauaTh C
OCTOPOXHOCTBIO. [l ManMeHTOB ¢ TEPMHHAIBHOM CTaguMell MOYE€YHOW HEIOCTaTOYHOCTH
HayalbHbIE 103l mpenapata JlaMuTop® cielyeT pacCuMThIBATH B COOTBETCTBUH C PEKHMOM
NO3UPOBaHUs Uil NauuMeHToB, npuHumaromux I[IOI1. g nmanueHToB €O 3HAYUTENbHBIM
CHIDKeHHEM (DYHKIIUHU TIOYEK MOXKET ObITh PEKOMEHIOBAaHO CHMYKEHHE MOJIEP>KUBAIOIIUX J103.
llayuenmul ¢ HapyweHuem gynkyuu nevenu
Havanpnyro, BoO3pacTaoulyl0 U MOAICPKUBAIOUIYIO J03bI OOBIYHO CIIEYeT YMEHBIIUTh
npubau3uTenbHo Ha 50% u 75% y nanueHToB ¢ ymepeHHoii (ctaaus B no mkane Yaiina-I1e0) u
Tsokenoi (cramuss C mo mkane Yaiing-IIeio) crenmeHpio HapyiieHus (QyHKIUA TE€YEHU
COOTBETCTBEHHO. Bo3pacraromas u nojajaep:kuBarolias J03bl JIOJDKHBI KOPPEKTUPOBATHCS B
3aBUCHUMOCTH OT KJIMHHYECKOTO 3 deKra.

eTu
Onunencus

JHemu maaowe 3 1em

HpI/IMeHCHI/IC JJaMOTpPUIZKHHA HC U3YYCHO B KaUCCTBC MOHOTCPpAIINU Y JIeTel B BO3pacTe 10 2 mer

WU B KauecTBE JIOMOJHUTENIbHOU Tepanuu y JeTedl B Bo3pacte 10 1 mecsua. bezonacHocTs u
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3¢ (HEKTUBHOCTD JIAMOTPHKMHA B KAYECTBE AOTIOHUTETLHOM T€ ‘%‘fﬂnﬁﬁagﬁ aﬂ'bﬁﬂri H WIIaIKOB

(nocn EHO IZT:- 001)

y Jeteil B Bo3pacte oT 1 mecsina A0 2 JIeT He yCTaHOBACHBL:

VY nereit mnaamie 3 €T NPUMEHEHUE TBEPABIX JEKAPCTBEHHBIX (OPM (KOTOPHIE IPEABAPUTEIHHO
HEJNb3s PACTBOPUTH U T.I1.) HE Pa3pEILIEHO.

Bunonapnoe aggpexmusnoe paccmpoiicmso

Hemu u noopocmku maaouie 18 1em

[penapar Jlamutop® He mokasaH s JledeHUs OUNONAPHOro ap@eKTHMBHOIO paccTpoiicTBa y
JeTel U MOIPOCTKOB Muajuie 18 ner.

be3onacHocTh U APPEKTUBHOCTH MPUMEHEHUSI JTAMOTPUIKUHA NTPU OUIoisipHOM ap(HEeKTUBHOM
paccTpoWCTBE y MAIMEHTOB JTOM BO3PACTHOW TPYNIBI HE OLEHUBAIUCH. TakuM 00pazom,
PEKOMEHIAllMU 10 IO3UPOBAHUIO MPEITI0KUTH HEBO3ZMOXKHO.

IloGouHoe aelicTBUE

PesromMme nipoduiig 0e30macHoCTH

HexenatenbHbIe pPeaKIy, BBISBICHHBIC B XO0J€ KIMHUYCCKHX HCCIICIOBAHUHN Yy IMAIIHEHTOB C
snwiencuedl win OunosisipHbIM ad(HEKTUBHBIM PACCTPOMCTBOM, ObUIM pa3fefieHbl Ha TPYIIbI,
XapaKTepHBIC JIUIS OTACITBHBIX IMOKA3aHWA K TPUMEHEHUIO JIAMOTPUDKHHA. J[OTOTHUTEIbHBIC
HEeXeJaTeIbHBIC PEaKIIMH, BBISIBJICHHBIC B XOJ€ MOCTPETUCTPAIIMOHHOTO HAOIIOACHHS 10 000UM
MOKa3aHUsIM K MPUMEHEHHIO, BKIIIOUEHBI B pa3fen "[loctperucrpanmonHoe HabmoaeHue" .

[Ipu paccmoTperuu oOmiero mpoduias 6e30MacHOCTH JTaMOTPUKUHA CIEAYET 03HAKOMHUTBHCS C
nH(popMaIuei, coaepKaIieiics Bo BceX Tpex moapas/ienax.

Pesrome HexenaTeabHbIX PeaKIni

HexenartenbHble peakiiuu, npeacTaBIeHHbIE HUKE, IEPEUNCIICHBI B COOTBETCTBUU C MOPAKEHUEM
OpraHoOB M CHUCTEM OpPraHOB M YaCTOTOM BCTpeuaeMocTH. YacToTa BCTpeuaeMOCTH OMpeesieTcs
cnenyromuM odpa3zoMm: odeHb yacTto (>1/10), gacto (>1/100, <1/10), newacto (>1/1000, <1/100),
peako (>1/10 000, <1/1000), ouensr peaxo (<1/10 000),4yacrora HeuszBecTHa (Ha OCHOBAHHUH
MMEIOLIUXCS TAHHBIX OLEHUTh HEBO3MOXKHO).

Kareropun wuactorsl Obut copMHpOBaHBl Ha OCHOBAaHUHM KIMHHYECKUX HCCIEAOBAHUN
npernapaTa v MoCTPEerucTpalioOHHOr0 HAOIIOICHHUS.

dnunencusn

Hapywenus co cmopoHvl kposu u tumgamuieckou cucmembl

OdeHb pelKo: reMaToIOTHYecKre HapylIeHHs (BKI0Yas HEUTPONEHUIO, JTCHKONeHHUIO, aHEMHUIO,
TPOMOOIIUTONIEHHIO, MAHIUTOIIEHUIO, aTuIacTUYECKYIO aHEeMHUIO, arpaHyJoIHTO3),
nuMbageHonaTHs.

I'emaronoruueckue HapylieHus U JUMQaaeHONaTUs MOTYT ObITh CBSI3aHBI UJIM HE CBS3aHBI C

CHHIPOMOM TUNIEPUYBCTBUTEIBHOCTH (CM. HAPYUIEHUS CO CIOPOHbL UMMYHHOLU cucmemul **).
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~ - 7 N8 b 3447
Hapywenus co cmoponvl umMmyHHOU cucmemvl ot 04.02.2025 N= 244

(MOCNEOCBATENEHOCTE 0001)

Ouenp penxo: DRESS-cunnpom wmnm cubApOM THHCPIYBCTBHTECAFHOCTI  *—(BKAOYas—Takne
CHUMIITOMBI, KaK JUXOpajika, JuMpazeHonarus, OTeK JHUIa, HAPYLIIEHHS CO CTOPOHBI KPOBH,
(GYHKINU TIEUYEHH U TI0YEK).

**Taroke ObUIH MOJTydeHBI COOOIICHUSI O Pa3BUTHU CHIIIA B PaMKax 3TOTO CHHAPOMA, KOTOPBIN
MIPOTEKAET C PA3IMYHON CTENIEHBIO KITMHUYECKOHN TSHKECTH U MOKET B PEAKHX CIy4asx MPUBOAUTH
K Pa3sBUTHIO CHHIPOMA THUCCEMUHHPOBAHHOTO BHYyTpucocymuctoro cmeprteiBanus ([IBC) u
MOJMOPTaHHOM ~ HEJOCTAaTOYHOCTH.  BakHO  OTMETHTh, 4YTO  pAaHHUE  MPOSBICHUSA
THIEPYYBCTBUTEIBHOCTH (HANpUMeEp, JHXOpaJaKa, JUMQaIeHONaTHs) MOTYT HpPHUCYTCTBOBATh
Jake TPH OTCYTCTBUH SIBHBIX NMPU3HAKOB CHIMU. [IpW pa3BUTHM TaKMX CHMIITOMOB MAI[MEHT
JOJDKEH OBITh HEMEJIEHHO OCMOTPEH BpavyoM, H, €CIM He OyJeT yCTaHOBIIEHA Apyras MpHIuHa
Pa3BUTHS CHMIITOMOB, JIJAMOTPHUKHH CIIEAYET OTMEHUTD.

Icuxuueckue napywenus

YacTo: arpecCHBHOCTD, Pa3IpaXUTEITHLHOCTb.

OdeHb peaKo: THKH, TAJUTFOIIMHAINH, CITyTAHHOCTD CO3HAHUSI.

Hapywenus co cmoponbl HepsHOTL cucmembl

OdeHb yacTo: rojoBHAs 0OJIb.

YacTo: COHMMBOCTH, OECCOHHUIIA, TOJIOBOKPYKEHHUE, TPEMOD.

Heugacro: aTakcus.

Penxo: Hucrarm.

Hapywenusa co cmoponul opeana 3penus

Heuacro: qurmionus, HEYETKOCTh 3PEHHSL

Kenyoouno-kuweunvle napyuieHus

YacTo: TomHoTa, pBOTA, THAPES.

Hapywenus co cmoponbl neyenu u sceniesbi8o0Auux nymei

OueHb peqKo: MOBHIIICHNE aKTUBHOCTH MEUYCHOYHBIX (pepMEHTOB, HapylIeHne (yHKINHU ITeYeHH,
MIEYCHOYHAs HEJI0CTaTOYHOCTD.

Hapymenuss ¢yHKIMM nedeHH OOBIYHO PAa3BHBAIOTCS B COYCTAaHMHM C  PEAKIUSAMH
THIIEPYYBCTBUTEIFHOCTH, HO B EIMHUYHBIX CIy4asX OTMEYAIHCh M B OTCYTCTBHE SBHBIX
MPU3HAKOB TUIIEPYYBCTBUTEIBHOCTH.

Hapywenus co cmopomwl Kodicu u ROOKONMCHBIX MKAHE

OueHb 4acTo: KOXKHasl ChIIb.

Penxo: myneTH(OpMHas spuTeMa, cuaapoM CtuBeHca-J[)KOHCOHA.

OueHb peaKo: TOKCUYECKHH MHIepMalbHbII HEKPOIH3.

B nononHUTENBHBIX JTBOWHBIX CIEMBIX KIMHUUYECKUX HCCIEOBAHUSAX Y B3POCIBIX KOXKHAsl CHINb

Ha6J'IIO,Z[aJ'IaCL y 10% un meHee ManuCHTOB, MPUHUMABIINX JIAMOTPU/DKHUH, U Y 5% MannrcHTOB,
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MPUHUMABIINX T1ae6o. Y 2% maiueHToB BO3

OTMEHBI JIaMOTpuKUHA. ChIlb, 00OBIYHO MAKYJIO
B TE€UEHHE § HEJENIb C MOMEHTA Hayajia TEPAIuU U IPOXOAUT 110CJI€ OTMEHBI JIJAaMOTPUDKIHA.
HmeroTcst cOOOIIeHNs 0 PEKUX CITydasX Pa3BUTUA TSDKEIOH, MOTEHIMAIBHO ONACHOM ISl )KU3HU
KOXXHOM cCbiK, BKIO4ass cuHapoM CruBeHca-/[KOHCOHA W TOKCHYECKUU SIUIEPMAIbHBIN
Hekponu3 (curapom Jlaitenna). XoTss B OOJBIIMHCTBE CiIy4aeB IpU OTMEHE Iperapara
MPOUCXOIMIO O0paTHOE pa3BUTHE CHUMITOMOB, Y HEKOTOPHIX IallMEHTOB OCTaBaJUCh
HeoOpaTHMble PYOLBI, ¥ B PEAKHUX CIIydasX ObUIM 3aperHCTPUPOBAHBI JIETAJIBHBIE HCXOJBI,
CBSI3aHHbIE C IPUEMOM JIAMOTPHIKUHA.

OOt puCcK pa3BUTHSI ChIIIM TECHO CBSI3aH C:

- BBICOKOM HAYaJIbHOM JI030M JIAMOTPU)KMHA M TPEBBILIICHUEM PEKOMEHIAYEMON CXEMBI
MOBBILIEHUS J03bI BO BpEMs JIEUEHUS JIaMOTPUHKUHOM;

- COIYTCTBYIOIIMM IIPUMEHEHUEM BaJIbIIpOaTa.

Taxke ObUIM MONYyYEHBI COOOIIEHUS O Pa3BUTHM CHINM B paMKax JIEKAPCTBEHHOW peakIuu C
s03uHOunueil u cucreMHbiMu nposiBieHussMu (DRESS cunnpom), Taxke H3BEeCTHOH Kak
CHUH/POM THUIEPUYYBCTBUTEIBHOCTU. DJTO COCTOSHUE CBS3aHHO C PA3IUYHBIMH CHCTEMHBIMH
TPOSIBICHUAMH (CM. HAPYUIEHUsL CO CMOPOHbL UMMYHHOU cucmemol **).

Hapywenus co cmoponvl mvluteuHotl, ckeiemHot u cOeOUHUMeNbHOU MKAHU

OdeHb penKo: BOTYaHOYHO-TIOTOOHBIA CHHIPOM.

Obwue HapyweHus U peakyuu 8 Mmecme 668e0eHUs.

Yacro: yToMIseMOCTb.

bunonapuoe agpgpexkmusnoe paccmpoiicmeo

Crnenytomiyie HexXenaTeabHble Peakiy ObLIN BBISBJICHBI B X0/1€ KIMHUYECKUX HCCIICOBAHUN Y
MAUEHTOB ¢ OUMONSIPHBIM aPEKTUBHBIM PACCTPOMCTBOM M IPH OLIEHKE 00IIero mpoduis
0€30MacHOCTH JIAaMOTPU/DKMHA JIOJDKHBI PAacCMAaTPUBATLCS COBMECTHO C HEXKeJlaTeJIbHBIMU
peakUMsIMU, BbISBICHHBIMU B X0OJI€ KIIMHUYECKUX MCCIECJOBAaHUM Yy MMAlUEHTOB C SMWIETICUEN U B
X0/JI€ MOCTPETUCTPALIMOHHOT'O HAOIIOICHHUSI.

Hapywenus co cmoponwvl nepénoii cucmemvl

OdeHb 4acTo: TOJIOBHAS OOIb.

YacTo: axxuranus, COHIUBOCTb, TOJIOBOKPYKEHUE.

Hapywenus co cmopoHul Kodtcu u NOOKOANCHBIX MKAHeLl

OuyeHp 4acTo: KOKHAs ChIIIb.

Penxo: myneTH(OpMHas spuTeMa, cuaapoM CtuBeHca-J[)KOHCOHA.

[Ipu orenke Bcex HCCIeNOBaHUMN (KOHTPOIUPYEMBIX U HEKOHTPOJIUPYEMBIX) MO MPUMEHEHUIO
JTAMOTPU/DKMHA Y TAIUEHTOB C OUMONSApHBIM apPEeKTUBHBIM PACCTPOHCTBOM KOXKHAsI CHIMb

BO3HMKaNA Y 12% Bcex ManueHToB, MOIyYaBIIUX JAMOTPHUKUH, TOTJAa KaK B KOHTPOJIUPYEMBIX
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KIMHUYECKUX HCCICNOBAHUAX y NALUEHTOB § OUIOIAPHBIM Ta exrsBait paddTpoiicreom

(MOCNEOCBATENEHOCTE 0001)

KOJKHasA Cblllb BO3HUKAJIA Y 8% ManuCHTOB, NOAyHaBIIMX JTaMOTPUAKIH, 1Y 6% TTagnCHTOB,
10JIy4aBIINX I1J1a1e00.

Hapywenus co cmopoHvl mbluieunotl, ckeiemHou U cOeOUHUMENbHOU MKAHU

Yacro: apTpairus.

Obwue napyuwienus u peakyuu 6 mecme 68e0eHuUs.

Yacro: 6016, 0016 B CIIHHE.

Iocmpecucmpayuonnoe naonrooenue

JlaHHBIN pa3aen BKIIOYAET HEKEIaTelIbHbIC PEaKIH, BBISIBJICHHBIC B X0/I€ ITOCTPETUCTPAIMOHHOTO
HaOIr0IeHUS TI0 000MM MOKa3aHUsIM K npuMeHeHuto. [1pu orierke obmero mpodums 6e3onacHocTH
JAaMOTPHU/DKUHA JaHHBIE HEXEeJIaTeNbHbIE PEaKIMu JIOJDKHBI PacCMaTpUBaThCS COBMECTHO C
HEXeNaTeIbHBIMU PEAKITUSIMU, BBISIBJICHHBIMU B X07I¢ KITMHUYECKUX MCCIICIOBAHUN Y TIAIMEHTOB C
snuIencuel 1 OUIoIspHbIM ap(HEKTUBHBIM PaCCTPONCTBOM.

Hapywenus co cmoponsl Kposu u aumgpamuyeckoli cucnmemol

Ouenb peako: reMoarouTapHbli TUMEPOTUCTHOLUTO3.

Hapywenus co cmopoHbl UMMYHHOU CUCmeMbl

OdeHb pelKo: TUIIOraMMariooyIuHEMHUSL.

Icuxuueckue HapyweHnus

OueHb peIKO: HOUHBIE KOLIMaphI.

Hapywenus co cmoponul Hepsnoii cucmemul:

OdeHb YacTO: COHJIMBOCTb, aTAKCHUs, TOJIOBHAS 00JIb, TOJIOBOKPYKEHHE.

Yacro: HUCTarM, TpeMop, OECCOHHHUIIA.

Penxo: acentuieckuiit MEHUHTUT.

OueHb penKo: aXHUTalKs, HEYCTOMUYMBOCTD MMOXOJKH, JBUTATEIbHbIE PACCTPONCTBA, YXYALICHUE
cuMnToMOB O0se3Hu [lapkuHcoHa, SKCTpanupaMuIHbIe pacCTPOICTBa, XOPEOATETO3.

Nmetrotcs cooOIIeHNs O TOM, YTO JIAMOTPU/DKUH MOKET yXyALIaTh CUMIITOMBI TAPKUHCOHU3MA Y
MAIMEHTOB C U3HAYAIBLHO MIPUCYTCTBOBABIIEH 001e3HbI0 [lapkiHCOHA, U eMHUYHBIE COOOIIEHNUS
O PAa3BUTHH HKCTPANUPAMUAHBIX CHMIOTOMOB M XOpeoaTeTo3a y MalMeHTOB 03 JaHHOTO
3a00J1CBaHUS.

Hapywenus co cmoponvl opeana spenus

OueHb YacTo: TUIIJIONHS, HEUETKOE 3pEHHUE.

Penko: KOHbIOHKTHUBHUT.

JKenyoouno-kuwieunvie Hapyulenus

OdeHb YacTo: TOIIHOTA, PBOTA.

Yacro: nuapes.
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Hapywenus co cmopoHul Kodtcu 1 NOOKOINCHBIX RiKaAHell ot 04.02.2025 N= 244

(MOCNEOCBATENEHOCTE 0001)

Penxo: anoneuwus.
Hapywenus co cmoponvl nouex u Mo4esvlgo0sauux nymei

OueHb peaKo: TyOYJIOMHTEPCTHIIHAIBHBIA HEPPHUT (MOKET BO3HUKHYTh B COUCTAHUU C YBEHUTOM).
Tonvko npu 3nunencuu

Hapywenus co cmoponul nepenoii cucmemul

OueHb peKo: MOBBIIIEHNE YAaCTOThI CYIOPOKHBIX TPUIAIKOB.

Ilepeno3upoBka

CuMOTOMBI

[Ipn npueme 103, mpespimatromux B 10-20 pa3 MakcuMaibHblE TeparneBTHUECKHE, ObUIN
3aperucTPUpPOBaHBI ClIydau C JIETalbHBIM HCX0J0M. [lepeno3upoBka nposiBiisgach CHMITOMAMU,
BKJTFOYABIITUMU HUCTArM, aTaKCHIO, HAPYIICHUS CO3HAHUS, SMUICHTHUYECKUN MPUIAJI0K U KOMY.
[Ipu nepeno3upoBKe y MaMeHTOB TakykKe HaOIoqaeTcs paciupenue nareppaina QRS (yanmunenne
BPEMEHH BHYTPHKEITYI0YKOBOUW MPOBOAMMOCTH).

Jleuenune

PexoMeHnoBaHa rocrnuTanuzanys U IpoBeICHUE MOAIEPKUBAIOIIEH Tepalluu B COOTBETCTBUU C
KIIMHUYECKOU KapTUHOM.

B3anmoneiicTBHe ¢ APYrUMH J1eKAPCTBEHHBIMH CPeICTBAMH

beuto  obHapyxkeHo, uro ypuauH-5’-gudocho (VAD)-rmokyporunrpancdepassr  (YI'T)
SABIAIOTCS  (pepMEHTaMH, OTBEUYAIOU[MMHU 32 MeTaboiau3M  JaMoTpukuHa. I[losTomy
JIEKapCTBEHHbIE IMperapaThl, KOTOpBIE SIBJIAIOTCA HHIYKTOpaMH WJIM  HWHTHOUTOpaMuU
[IIIOKYPOHUPOBAHUS, MOTYT BJIMATh Ha KaXyIIMHCA KIUPEHC JaMOTpukuHA. CUJbHBIE WU
yMepeHHbIe MHIYKTOpbl n3odepmenTa nuroxpoma P450 3A4 (CYP3A4), xoTopble Takke, Kak
U3BECTHO, SABJISAIOTCS UHIAyKTOpamMu YI'T, MOTYyT Takke yCUIIMBaTh METabO0IN3M JIaMOTPUKHHA.
OTCYTCTBYIOT /0Ka3aTeiabCTBa TOrO, YTO JIAMOTPUKHH BbBI3BIBACT KIMHHUYECKH 3HAUYUMYIO
WHIYKIWIO WIH HHTMOMpoBaHue u30hepMeHTOB IuToxpoma P450. JlaMOTpHDKUH MOXET
WHIYUHUPOBAaTh CBOW COOCTBEHHBIH METa0OJIM3M, HO ATOT 3((EeKT BBIpaKEH YMEPEHHO U
MaJOBEpOSITHO, YTO UMEET KIMHUYECKHU 3HAUUMBbIE MTOCIIECTBUS.

JlexapcTBEHHBIE MTpemnapaThl, KOTOPbIE, KaKk ObLIO POAEMOHCTPUPOBAHO, OKA3BIBAIOT KIIMHUYECKU
3HAYUMOE BIIMSHUE Ha KOHIIEHTPAILIHMIO JIAMOTPUKMHA, iepedncieHbl B Tabmnure 6.

Kpome Toro, B 3T0il Tabnuile mepeyuclieHbl JeKapCTBEeHHBIE Mpenaparbl, KOTOphle, KaKk ObLIO
MOKa3aHO, OKa3bIBAIOT HE3HAUUTENIBHO BJMSHUE HAa KOHUEHTPAIUIO JIAMOTPUKMHA WIH HE
OKa3bIBalOT ero BooOme. OOBIYHO HE CIeIyeT OXHJAaTh, YTO COBMECTHOE NMPUMEHEHHE TaKUX
JIEKapCTBEHHBIX MPEMapaToB MPHUBEAET K KAKUM-IUOO KIMHUYECKUM MocheAcTBHsIM. OmHaKo
clieyeT yAeTUTh BHUMaHUE MallMEHTaM C HIICTICHE, 0cOOEHHO YyBCTBUTENBHOM K KOJICOAHUSIM

KOHIICHTpAalUH JIaMOTPUJPKUHA.
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Tabumnuna 6. Biansinue qpyrux npenaparos H rmoxyponma
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IIpenapatsi, IIpenapaTsl, yMeHbIIAOIIHE HpenapaTbl,
yBeJIN4YMBaIOIIHe KOHIIEHTPAaLHI0 OKa3bIBaIOIIHE
KOHIEHTPALUIO JIAMOTPHUIAKUHA He3HAYUTeIbHOEe BIUSIHUE
JIAMOTPHIKUHA WIN He OKa3bIBaKIIue

BJIMAAHHUE HA

KOHLEHTPALMIO
JIAMOTPH/IKUHA

ATazaHaBUp/pUTOHABUD, Apununpasosn, OynpomnuoH,
KapOamasenuH, rabamneHTHH, 30HUCAMUJI,
JONTMHABHUP/PUTOHABHUD, JaKocaMHj,  JIeBeTHparle-
TIPUMUJIOH, pubdaMIuIuH, | TaMm, Tpernaparbl JIATHS,

Bansmpoatst
(dheHuTounH, (dhenobapbuTan, | OKcKapOa3emnuH,
KOMOWHUPOBAHHBII mperapat | OJIaH3alliH, TapareTramor,
STUHUIIICTPAINOII/ IEBOHOPTECTP nepammnanes, mnperadanuH,
en Tonupamar, gendamar

* VkazaHusi o JTO3UPOBAHUIO Tpenapara cM. B pazzene "Crocod mpuMeHeHUs W J03bI"; s
KEHIIWH, T[PUHUMAIONIMX TOPMOHAJIbHBIE  KOHTPALIETITUBBI, TakXe CM. IOJpa3aen
«I"opMoOHaNbHBIE KOHTPALIETITUBEI B pazzaeine «Ocolble yKa3aHUs».

Bsanmogericteus ¢ 11911

BanenpoeBas kucinora, KoTopas HMHIHOMPYET TUIIOKYPOHM3AIUIO JaMOTPUDKUHA, CHUXKAET
MeTaboIM3M JTaMOTPUDKUHA U YAJIUHSIET €ro CpeIHUi Iepro/l MOTyBbIBEICHUS TIOYTH B 2 pasa.
Omnpenenennbie [IDI1 (takme kak (eHuToWH, KapOamaszenuH, (GeHoOapOWTa W MPUMHUIIOH),
KOTOpBbIe MHAYNHPYIOT u30hepMeHThl mutoxpoma P450, taxke mHmymupyrot YI'T u, takum
o0pa3oM YCKOpSAIOT MeTaboiau3M jamoTpumkuHa. CooOlianocs O pa3BUTUU HEKeJIaTeNbHBIX
peaxiuii co CTOPOHBI LIEHTPAIBHON HEPBHOW CUCTEMBI, BKIIFOUABIINX I'OJIOBOKPYKEHHE, aTAKCHIO,
JUTUIONHIO, HEYETKOCTh 3PEHHUS U TOIIHOTY Y MAIlMeHTOB, HAaYaBIIMX IPUHUMATh KapOaMasenuH
Ha (oHE Tepanuu JAMOTPUIKUHOM. DTHU HEKeIaTeIbHbIE PEeaKIUU OOBIYHO MPOXOIWIH MOCHe
CHIDKEHMSI J103bl KapOamasenuHa. AHanoruyHbli 3¢¢exkt Habmonancs B HCCIEAOBaHUU
MPUMEHEHHs JTaMOTPUDKMHA M OKCKapOa3emuHa y 3I0POBBIX B3POCIBIX TOOPOBOJBIIEB, HO
pe3yabTaT CHUKEHUS 03 HE U3y4daJICs.

B wuccnepoBaHMM ¢ y4acTheM 3/I0pPOBBIX B3POCHBIX JOOpPOBOMNBIEB TMPH MPUMEHEHUU
namoTpukuHa B go3e 200 mr u okckap6azenuna B no3e 1200 Mr okckapOa3enuH He U3MEHsLT

MeTa00In3M JIaMOTpHUPKHHA, a JIAMOTPUPKUH HC U3MCHII MeTaboIn3M OKCKap63.3eHI/IHa.
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R (e

B uccnenoBaHuu ¢ y4acTueMm 370pOBBIX 100

(1200 mr 2 pa3za B CyTKH) U JaMOTpUIDKUHA (
MPUBOJIMIIO K KIIMHUYECKH 3HAYUMBIM H3MEHEHHSIM (PapMaKOKWHETHUKHU JTaMOTPHKIHA.

Ha ocHOBaHMM peTpOCIEKTHBHOTO aHaJHM3a YPOBHS Ipernapara B IUIa3Me KPOBH y HAIMEHTOB,
MPUHUMABIIHUX JIAMOTPU/KUH C Ta0alleHTUHOM W 0€3 HEro, BBISBICHO, YTO TaOalleHTHH HE
MPHUBOAMT K U3MEHEHHUIO KXKYIIETOCs KIIMPEHCa JTaMOTPHIKHHA.

Bo3MoHBIE ~ JIEKaPCTBEHHBIE  B3aWMOJCHCTBHS  JIeBeTHpaleTamMa W JIAMOTPHJUKHHA
MCCIIEIOBAIACH MTyTEM OLIEHKH TUIa3MEHHBIX KOHIIEHTPALUii 000MX MpernaparoB B X0/ Tianedo-
KOHTPOJIMPYEMBIX KIMHUYECKUX MCCIIeIOBAaHUN. DTH JJAHHBIE IIOKA3BIBAIOT, YTO JIAMOTPH/DKHUH HE
BIMSET Ha (apMaKOKMHETHKY JIeBETHpaleTaMa, a JieBeTHpameraM He BIHsIeT Ha
(bapMaKOKMHETHKY JIAMOTPHKHHA.

CoBMmecTHOe mpumeHeHue nperadanuHa (200 mr 3 pas3a B CyTKHM) HE OKa3blBaJIO BJIMSIHUS Ha
paBHOBECHBIC KOHIIEHTPAIlMM JIAMOTPUDKMHA B TUlazMe KpoBU. DapMaKOKWHETHUYECKHE
B3aMMO/ICHCTBHS MEX/Ty JTJAMOTPUIPKUHOM | MTperaballnHOM OTCYTCTBYIOT.

[TpumeHeHme TOMMpaMaTa He IPUBOIMIIO K M3MEHEHUIO KOHIICHTPAIMH JTAMOTPHKIHA B TIIa3Me
kpoBH. [Ipuem mamMoTpupKUHA IPUBOAMI K YBEITHICHUIO KOHIIGHTPAIIMHU Topamara Ha 15%.

B xo1e ucciiejoBaHus MAIMEHTOB ¢ MHJICTICHEH COBMECTHOE TpuMeHeHune 3oaucamua (200- 400
Mmr/cyT) ¢ mamoTpupKuHOM (150-500 Mr/cyT) B Teuenue 35 aHEH He OKa3bIBAJIO 3HAYUTEIHHOTO
BIIUSIHUSA HA (PapMaKOKUHETUKY JTAMOTPUHKHHA.

OnnoBpemenHoe mnpumeHenune nakocamuaa (200, 400 wimm 600 Mr/cyTku) HE BIMUIO Ha
KOHIEHTPALMIO JaMOTPU/DKMHA B IUIa3Me€ KPOBU B IUIANEO0-KOHTPOJIUPYEMBIX KIMHUYECKHX
UCCJIEIOBAHMX C yYaCTHEM IMalleHTOB C MaplHaIbHBIMU MTPUIIAIKaMU.

B oObenuHeHHOM aHalW3e JAaHHBIX TpeX IUIale00-KOHTPOIHPYEMBbIX  KIMHUYECKHX
UCCIIEIOBaHMM, B KOTOPBIX H3ydYalH JIOMOJHUTEIbHOE IPUMEHEHHE TepaMIlaHesia y TalueHTOB C
NapUuagbHBIMU TMPUNAJAKAMH M TEPBUYHBIMU T'€HEPAIU30BAHHBIMU TOHUKO-KIOHMYECKUMU
npunajakaMu, Haubojiee BBICOKAsl M3ydeHHas Jo03a mnepammnanena (12 Mr/cyTku) mpuBoauiia K
MOBBILIECHUIO KIIUPEHCa JTaMOTPUDKUHA MeHee yeM Ha 10%.

Hecmotps Ha To, uTO paHee cooOIanocs 00 U3MEHEHUH KOHIIEHTPAIlUU B TJIa3Me KPOBU JPYTHUX
[I211, xoHTponMpyeMble UCCIEOBaHMUS HE TOKa3aliM, YTO JAMOTPU/DKUH BIHSIET Ha
KOHIICHTPALMIO B IuIa3Me KpoBH comyTctBytomux [I1DI1. PesynbraTel wcciemoBanuii in Vitro
MOKa3aJiH, YTO JAMOTPHUIKUH HE BbITecHsieT apyrue [1911 u3 y4acTkoB CBSI3bIBaHUS ¢ OETKaMH.
Bzaumooeiicmeue ¢ opysumu ncuxomponrvimu npenapamamu

dapMaKOKMHETHKA JIUTUS TIPH MIpreMe Oe3BOAHOrO TIfoKoHaTa TuTHs (1o 2 T 2 pasza B CYyTKH B
TedeHne 6 mHeil) y 20 310poBBIX AOOPOBOIBIEB HE MEHSAJIACh NMPU COBMECTHOM MPUMEHEHUU

JaMoTpupKuHa B 103e 100 Mr/cyT.
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MHoOrokpatHbIi IpreM OyIIpOIIMOHA BHYTPb HE PKa3bIBall cmnté&ﬂ'&eefen—s*ﬁé‘tﬂMélH BJIMSAHUSA HA

(MOCNEOCBATENEHOCTE 0001)

(apMaKOKMHETUKY OJHOKPATHOM J03bI JIAMOTPY

HezHauutenpHoe  yBenmuueHue AUC  (womaau 1o (GapMaKOKMHETHYECKOH — KpUBOM
«KOHLIEHTpALUsI-BpEMs» ) JTaMOTPHUIKUHA [IIFOKYPOHHU/IA.

B wuccrnenoBanuu ¢ ydacTueM 3J0pOBBIX B3pOCIbIX JOOPOBOJIBLIEB OJIAaH3allMH B J03€ 15 Mr
camxkan AUC u Cmax TamoTpupkuHa B cpenneM Ha 24% u 20% cooTBeTCTBEHHO. JlaMOTpumKuH
B 7103¢ 200 MT He BIIUsUT HAa (apMaKOKMHETHKY OJIaH3AIHHA.

MHOrOKpaTHbIi TIpUeM JIaMOTpUDKHHA BHYTpPh (400 Mr/cyt) He OKas3blBal KIMHHUYECKU
3HAYMMOTO BJIMSHUS Ha ()apMaKOKHHETUKY PHCIIEPUIOHA TTOCIIE TIpUeMa pa3oBoii 10361 2 Mry 14
3JI0pPOBBIX B3POCIIBIX JOOPOBOJIBLIEB.

HpI/I 9TOM OTMEYa/J1aCh COHJIMBOCTD:

. y 12 u3 14 n1oOpoBOIBIEB MPU COBMECTHOM IPUMEHEHUHU PHUCIEPUIOHA B J103€ 2 MI U
JAMOTPHUKHHA;

. y 1 13 20 70GpOBOJBIIEB MPU TTPUEME TOJILKO PUCTIEPHIOHA;

. HU Y OIHOTO AOOPOBOJIbLIA IPU TPUEME TOJBKO JTAMOTPUHKHHA.

B wuccrnenoBanun ¢ ydactueM 18 B3pOCHBIX MAlMEHTOB ¢ OUMONSIPHBIM ad(EeKTUBHBIM
pacctpoiicTBoM | Tuma, MoOTydYaBHIMX MO YCTAHOBJICHHOW cxeme jJamMoTpukuH (He meHee 100
MTI/CyT), J03BI apunumnpaszoia ypenuunBaiu ¢ 10 mr/cyt g0 xoHewHoro 3HadeHust 30 Mr/cyT B
TeueHue 7-JHEBHOI0 IEPHOJIA U AaJiee MPOJOJKAIN JIEUEHHE C IPUEMOM IpernapaTa | pa3 B CyTKu
B TedeHue emie 7 aHei. HaOmromamocwk cpennee cHmwkenue nmpuMmepHo Ha 10% Crax 1 AUC
JTAMOTPHJIKHAHA.

B skcnepriMeHTax o0 HHrHOMPOBAHUIO IN VItro ObUTO MOKa3aHO, YTO MPH COBMECTHOM HHKYOaIum
aMUTPUIITWINH, OyIPONHOH, KJIOHa3enam, GIyOKCeTHH, rajoNepH 101 UK JIopa3ernaM OKa3bIBaIl
MUHUMAaJbHOE BIIMAHHE Ha 0Opa3oBaHME OCHOBHOTO MeTabonuTa JaMOTpuHKUH-2-N-
roKyponuaa.  JlanHele 1o M3y4yeHHIO Mertabonmu3ma Oydypanona MHUKPOCOMajIbHBIMH
(bepMeHTaMU NIEUYEHH, BBIJICIICHHBIMH Y U€JI0BEKa, O3BOJIUIIH CENIaTh BBIBO/I, UTO JAMOTPUIKUH
HE CHW)XKAeT KIIMPEHC MpenaparoB, META0OIU3UPYIOMIUXCS MPEUMYIIECTBEHHO M30(pepMEeHTaMU
CYP2D6. Pe3ynbTathl HcCieA0BaHU IN VILrO Taxke MO3BOJISAIOT MPEANOIOKUTh, YTO KIO3AIKH,
(eHensH, pUCHepuion, CepTpajluH WM TPa3oJOH BpPsA JU MOTYT OKa3blBaTh BIUSHUE Ha
KJIUPEHC JTaMOTPUKUHA.

BzauMoieiicTBHE ¢ TOPMOHAIBLHBIMUA KOHTPAIlEITUBAMU

Brusanue COPMOHANIbHbIX KOHKMpayenmueoe Ha ¢apmaKOKuHemul<y JzamompudofcuHa

B HCCIICAOBAaHUMN C  Y4YaCTUEM 16 )KGHH_[I/IH'I[O6pOBOJ'IBI_IeB OTMCYCHO, 4YTO TIIpHUEM
KOM6I/IHI/IpOBaHHHX NEPpOPAJILHBIX KOHTPAUCITUBOB, COACPKALIUX 30 Mxr STUHUJIDCTpAANOJIa U
150 mxr JICBOHOPICCTpCiia B OHHOﬁ Ta6J'ICTKC, BBI3bIBAJI HpI/I6J'II/131/ITCJ'H:H0 JABYKPATHOC

TMOBBIIICHUEC KIIMPCHCA JIAMOTPUIZKUHA (nocne €ro nmpruemMa BHyTpB), 4TO IMPUBOAUIIO K CHUKCHUTIO
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AUC u Cmax TamoTpupkuHa B cpeanem Ha 52% u 39% QOHOT?ﬂ-eEla‘I‘Bé_IH{(f:ﬁ'J‘-T@%}IG “HeJIeIH,
(MOCNEOQOBATENEHOCTE 0001)

CBOGOI[HOFI OT IpHEMa AKTHUBHOI'O IIpCIiapara (l.C. prnHCACT HOM TICPCPBIBC— B TIPUCMC
KOHTpAIICTITUBA), HAOIOAIOCh TOCTENICHHOE IOBBIIICHHE KOHIICHTPAIMH JIAMOTPUDKHHA B
1a3Me KpPOBH, TPU ITOM KOHIICHTpAIMs JaMOTPHUDKMHA, W3MEpPEHHas B KOHIIE Hemenw 0e3
nprieMa KOHTpaIeNTHBA MIePe]l BBEJICHUEM CIISAYIOMIEH 1036, OblJIa B CPETHEM IIPUMEPHO B 2 pasza
BBIIIIE, YEM B IEPUOJ COBMECTHOTO MPUEMA.

Brusnue namompuoosicuna na ¢hapmaxoxunemuxy 20pMOHANbHBIX KOHMPAYENMUEOs

B uccnenoBanuu ¢ yuactueM 16 xeHIIMH-T00pOBOJIBIEB MOKA3aHO, YTO B MEPUO] PABHOBECHBIX
KOHIIEHTpAUK TaMOTpUHKUH B 103¢ 300 Mr He BIUSUT Ha (DapMaKOKMHETHKY STHHIIIACTPATNOIA
- KOMIIOHEHTa KOMOWHHPOBAHHOTO TMEPOPAIBLHOIO KOHTpalentuBa. OTMe4Yasoch yMEpEHHOE
TIOBBIIICHUE KIMPEHCAa KOMIIOHEHTa MEPOpPabHOrO0 KOHTpAIENTHBA - JICBOHOpTecTpesa (mocie
€ro npuema BHYTpb), 4yTo nMpuBoMI0 K CHIKEHUI0O AUC 1 Chax JIEBOHOPrecTpena B CpeHEM Ha
19% u 12% cootBercTBeHHO. M3MepeHne ypoBHs GOJUTMKYI0CTUMYIHpYtoliero ropmona (OCrI),
motenHusupyromiero ropmona (JII') u actpaguona Bo BpeMsi TaHHOTO WCCIIEIOBAHMS BBISBHUIIO
HEKOTOPOE YMEHBIIICHHE MOJABJICHUS TOPMOHATBHOM aKTUBHOCTU SIMUHUKOB y YacCTH KEHIIHH,
XOTsI U3MEPEHHE YPOBHS IMPOTECTEpOHA B IJIa3ME€ HU y OAHOW M3 16 JKEHINWH HE BBISIBUIIO
TOPMOHAJILHOTO TIOATBEPXKIACHUS OBYJISIIIUM. BiHsHUE yMEPEHHOTro TMOBBIIIECHUS KIHUPEHCa
JICBOHOprecTpeaa M M3MEHEHHs Iia3MeHHbIX KoHueHTpauuiit @CI' u JII' Ha OBYJALMOHHYIO
AKTUBHOCThH SIMYHUKOB HE yCTAaHOBJICHO. BrustHue apyrux 103 namotpumkuaa (kpome 300 Mr/cyT)
HE U3y4aJoch, U UCCIEA0BaHUS C APYTUMU TOPMOHAIbHBIMH MpenapaTaMu He MPOBOIUIIHCE.

BsanMonelicTBUE ¢ ApYTUMH OpenapaTaMu

B uccnepoBanuu ¢ yuactuem 10 My>XuuH-100pOBOJIBIEB BBISBICHO, YTO pU(AMIMIIMH OBbIIIAI
KIMPEHC JaMOTPUKMHA M CHIDKAlI €ro HepuoJ] IOJyBbIBEAECHUS Osarofaps MHIYKLUU
(epMEeHTOB II€YeHH, OTBETCTBEHHBIX 3a TJIOKypoHM3auuio. [lanumeHram, OJHOBPEMEHHO
[IPUHUMAIOIIUM PU(PAMITUIMH, CIeIyeT PEKOMEHA0BaTh CXEMY JO3MPOBAHUS JAMOTPUIKUHA C
COITyTCTBYIOIMMH UHIAYKTOPaMH [JIIOKYPOHHU3ALHH.

B wuccrnegoBaHuM ¢ ydacTMEM 3JI0pOBBIX JOOPOBOJIBLEB NpPU NPUMEHEHUH JIONMHABUpPA U
pUTOHaBUpa HaAOIIONANOCh CHMKEHHE NpuMepHO Ha 50% KOHLEHTpaluu JaMOTPUKUHA B
IU1a3Me KpOBH, BO3MOXHO, BCJIEACTBUE HHAYKIUY TIIOKypoHu3auuu. [lanuentam, oqHOBpeMEHHO
IPUHUMAIOIIMM JIONMHABUP W PUTOHABHP, CIENyeT PEKOMEHIOBaThb CXEMY J03UPOBAHMS
JAMOTPHUIKHHA C COIYTCTBYIOIIMMH MHIYKTOPaMH IIFOKYPOHHU3aLUH.

B uccrnenoBanum ¢ ydacTHeM 370pPOBBIX B3pOCHBIX JOOPOBOJIBIIEB MPHUEM aTa3aHaBUPA W/WIH
putonasupa (300 mr/100 mr) npuBoaui k cHmkeHuto 3HaueHUl AUC 1 Ciax TaMOTPUDKHMHA B

1a3Me KposH (B pazoBoit 1o3e 100 mr) B cpenHeM Ha 32% 1 6% COOTBETCTBEHHO.
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B wuccienoBanuy ¢ y4acTueM 3J0POBBIX B3PJCIBIX A0 l_IpOBdﬂE éleﬁ TAMON' B mose 1 T

_TE TE I:H"CT:- 001)

(aetwipe pasza B neHb) cHuxkaI AUC u Cmin TaMOT
25% COOTBETCTBEHHO.

Pe3ynbraTel ucciemoBaHuil IN VILr0 1O OIIGHKE BJIMSHUS JaMOTPUPKUHA Ha KATHOHHBIC
MNEPCHOCYUKN OPraHNYCCKHUX CY6CTpaTOB IMNoKasaJii, 410 MMCHHO JIaMOTpPHUIKHH, a HC €TI0
MeTabomuT 2(N)-TITIOKYpOHH/I, SIBISETCS MHTHOMTOPOM KATHOHHBIX IIEPEHOCYNKOB OPraHMUECKUX
CY6CTpaTOB B IMIOTCHIUHUAJIbHO KIIMHUYCCKN 3HAYUMbBIX KOHICHTPpAIUAX. Ot JaHHBIC ITIOKAa3bIBAIOT,
4TO JJAaMOTPUIKHUH ABJISICTCSA I/IHFI/I6I/ITOpOM KaTUOHHBIX IIEPEHOCUUKOB OPraHU4YCCKUX CY6CTpaTOB
co 3HaueHueM ICso, paBHbIM 53.8 MKM.

Bimsiaue Ha 1a00paTOpHBIE ITOKA3ATENN

JlaMOTpUIKUH, KaK COOOIIAN0Ch, BIUSET HA MPOBEACHUE HEKOTOPBIX IKCIIPECC-METO/IOB aHATN3a
MOYM C [ENbI0 BBIABICHUSA 3alpPEIICHHBIX IMPENapaTroB, YTO MOXKET NPUBECTH K
JIO’KHOTIOJIOKUTEIBHBIM pe3yJibTaTaM, B YAaCTHOCTH TIPU BBISBICHUU (QeHIuKIuauHa. s
MOATBEPIKJICHUS TIOJIOKHUTEIIBHOT'O PE3yJIbTaTa JIOJDKEH HMCIOJIB30BaThCs OoJiee CrienupuIHbIA
aJIbTEPHATUBHBIA XUMHUYECKUIA METO/I.

Oco0ble ykazanust

Koxnble HeXKEIaTeIbLHBIC PEaKITUN

Nmerorcss cooOmIeHHsT O HEXeNaTeNbHbIX PEaKIUsiX CO CTOPOHBI KOXKH, KOTOpPBhIE OOBIYHO
BO3HMKAJIM B TEYCHHE MEPBBIX 8 HEENb Mocie Havala JeUeHUs JTaMOTPUHKUHOM. boJbIIMHCTBO
KOKHBIX BBICBHITTAHUN HOCUT JIETKHI XapakTep U MPOXOAUT CAMOCTOATEIBHO, OJHAKO TAK)XKE €CTh
COOOIIEHUSI O TSDKENBIX KOXKHBIX PEaKUHUAX, MOTPEeOOBABIIMX TOCIUTANM3AIMKN MalMeHTa U
MpeKpaleHusl mpuemMa JaMOoTpupKuHA. OHM BKIIIOYAIM TakWe MOTEHIMAIbHO YrpOXKaroliue
KU3HU TsDKENble KOXHbIE HeKelaTelabHble peakuuu, kKak cuuapom CruBeHca-/[koHcoHa u
TOKCHYECKHH SnuaepMaibHbiii Hekpoiaus (cuuapom Jlaitenna) (cm. pasmen «IloGounoe
JIEWCTBHUEY).

Y B3pOCIBIX MalMEHTOB, KOTOpPbIE MPUHUMAIHM JAMOTPUKUH B paMKax HCCIEIOBaHUN B
COOTBETCTBHUU C OOLIECHPUHATHIMI PEKOMEHIAINSIMH, TSDKENIbIE KOXKHBIE HeXKeIaTeNbHbIE PeaKluu
BO3HUKaAJIU ¢ yactoTod npumepHo 1 Ha 500 mamueHToB ¢ snwiencuei. [IpumepHo B MOJOBUHE
3THX CIIy4aeB 3apeructpupoBan cuuapom CtueHca-/xoncona (1 va 1000 namueHToB).

VY manueHToB ¢ OUIONSIPHBIMH PAcCTPOWCTBAMU TP MpUEME JIaMOTPUPKUHA YACTOTa TSHKEIIBIX
KOKHBIX BBICBITTAHUH 110 TaHHBIM KIMHUYECKHUX MCCIIEIOBAaHUI COCTaBIISIET MpUOIU3UTENsHO | Ha
1000 marreHTOB.

VY nereil puck pa3BUTHUS TSKENBIX KOXKHBIX BBICHIIIAHUMN BBIIIE, Y€M y B3pocibiX. [1o nmeronumces
JAHHBIM, TIOJyY€HHBIM B HECKOJIBKMX HUCCIEAOBAHUAX MO OLEHKE NMPUMEHEHHUsS JIJAMOTPHUIKUHA,
9acTOTa KOXKHBIX BBICHITIAaHUH, TOTPeOOBABIINX TOCIIUTATN3AIUH, Y 1eTell cocTaBmsiia ot 1 Ha 300

1o 1 ga 100 gereii.
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BpauM JOJDKHBI IPUHUMATh BO BHHMMAaHUE
IIPOSABIIAIONIEHCS PA3BUTHEM CBIIU U JIUXOPAIKU B IIEPBbIE 8 HEAEIb JICUEHNUS.
Kpome Toro, o0muii puck pa3BUTHS ChINH, IO BCEH BUIUMOCTH, B 3HAUUTEIBHOM MEpe CBSI3aH C:

e BBICOKOM HAYaJbHOM 1030 JaMOTPUDKUHA WU IPEBBIILICHHEM PEKOMEHIAYEMON CXEMBbI

MOBBIIICHUS JI03bI BO BPEMsI TEpAIHU JaMOTPUIKUHOM (cM. pasnen «Crocod npuMeHeHuUs
1 JI03b1»);

e  OJHOBPEMCHHBIM IPUMEHEHUEM Basbiipoara (cM. paszen «Crnocod MpUMEHEHUS U J103bI).
Taxxe He00X0AUMO TPOSIBIIATH OCTOPOKHOCTH MPH JICUSHHUH MAIUEHTOB, MMEIONINX B aHAMHE3e
QIJIEPTUYEeCKHe PEAaKIUH WIM ChIllb B OTBET Ha MpPUEM JPYTUX MIPOTHUBOIMUIENTHUUYECKUX
MpenaparoB, MOCKOJIBKY YacTOTa Pa3BUTHUS ChIMU (HE KJIACCH(HUIIMPOBABIIEHCS KaK Cepbe3Hast)
ocJie MpUMEHEHUs TaMOTPUDKIHA Y TAIIMEHTOB C TAKUM aHAMHE30M Obl1a B TP pa3a BbIIIE, UeEM
y HaIlMEHTOB C HEOTATOIIEHHBIM aHAMHE30M.

[Ipn oOHapyXeHHU CBHIMK BCE MAlUEHTHl (B3pOCibIE U JETH) JOJDKHBI ObITh HEMEUIEHHO
OCMOTpPEHBI BpayoM, MpPHEM JIAMOTPUDKMHA JIOJDKEH OBITh HEMEIJIeHHO IpeKpalleH, 3a
UCKJIIOYEHHEM TeX CIIy4aeB, KOI/la OUYEBUHO, YTO Pa3BUTHE CHIMHM HE CBA3aHO C MPUMEHEHHEM
npenapata. He pekoMeHayercss BO30OHOBIATH NMpPUEM JaMOTPUDKMHA B CiIydasiX, KOrJa €ro
IPEJIIECTBYIONEe Ha3HAUYE€HHE ObUIO OTMEHEHO M3-3a Pa3BUTHs KOXKHOM PeakLu, CBA3aHHOMU C
IIPUMEHEHHEM JIAMOTPUIKUHA, 32 UCKIIIOUEHUEM CIIyyaeB, KOTAa 0)KUJAEMBbI TeparneBTH4YeCKui
3QPEeKT OT NPUMEHEHUS Npenapara OUYeBUAHO MIPEBBIIIAET BO3MOXKHbIE PUCKH.

Coobmanoch TaKkKe, YTO ChIIIb MOXKET pa3BUBATbCAd KaK YacTh JICKAPCTBEHHOM peakLuu ¢
so3uHOGuUIMer U cucteMHbIMH TiposiBaeHUsIMU (DRESS-cunapoM), Takke HM3BECTHOM Kak
CHUHJIPOM TUIEPYYBCTBUTEIBHOCTH. DJTO COCTOSHHUE CBS3aHHO C DPA3JIMYHBIMU CHUCTEMHBIMHU
IIPOSIBJICHUSAMH, BKJIIOYAsl JIMXOPAAKy, JUM(DaAEHONATUIO, OTEYHOCTh JIMIA, HApYIIEHUS CO
CTOPOHBI KPOBH, TIEYCHH, ITOYCK U aCCITHYCCKHI MEHHHTUT (cM. pazaen «I[lobo4Hoe neiicTBre).
Tsoxecte DRESS-cunzmpoma BappupyeT B IIMPOKMX TpeAeiiax M B PEIKUX CIydasx MOXKET
npuBoAUTh K pa3BuTHio JIBC-cunHipoma M moiauopraHHod HegoctarodyHoctu. HeoGxommmo
OTMETHTb, YTO PAaHHHE MPOSIBICHUS CUHJPOMA I'MIIEPUyBCTBUTEIBHOCTU (TaKUE KaK JIMXOPaJKa,
muMdaaeHonaTus) MOTyT HaONIOJaTbCs Jake B OTCYTCTBHE SIBHBIX MNpH3HAKoB cbinu. [lpu
Pa3BUTHM MOAOOHBIX CUMIITOMOB HAaIlMEHT JOJDKEH HEMEIJICHHO OOpaTHThCS K Bpady, €CiIu He
Oy/eT yCcTaHOBJIEHA Apyras IPUYMHA CUMIITOMOB, JAMOTPU/DKUH CIIEyeT OTMEHUTD.

AcenTtudyeckuii MEHUHTUT

AcenTuyeckuii MCHUHTUT B OOJIBIIIMHCTBE CJIydacB OBLI O6paTI/IMI>IM IIpu OTMCHE IIperiapara, HO
B psaac CiiydacB peHUANBUPOBA IIPU MOBTOPHOM HA3HAYCHHUU JIAMOTPUIKHHA. HOBTOpHOC
NPpUMCHCHUC IIpcliapaTta MPUBOJAUIIO K 6BICTpOMy BO3BpPAIICHUIO CHUMIITOMOB, KOTOPBIC YaCTO

Ha6J'IIO,Z[aJ'II/ICL B Oollee TsHKEIOM (pOpMC. .HaMOTpI/III)KI/IH HC CJICAYCT HAa3HA4YaTb ITOBTOPHO
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MaIMeHTaM, y KOTOpBIX JIeueHHE paHee OBII0 OTMEHEHO 54 f)a:'ssﬁ?ﬁﬁ' “dteritnueckoro

(MOCNEOCBATENEHOCTE 0001)

MCHHHI'UTA, CBA3aHHOI'O0 C IPUMCHCHUCM JIaMOT Ha:

T'emodarouurapssiii auMmdoructuountos (I'JII)

VY manueHToB, MPUHUMAIOMINX JITAMOTPUDKIH, ObLTH 3aperucTpupoBansbl ciydyan passutus [JIT
(cm. pasmen «Ilobounoe peiictBue»). I'JIIT mpenacraBiasier coOOH CHHIPOM MATOJOTMYCCKOM
AKTHBAallMM MMMYHHOM CHCTE€MBI, KOTOPBIM MOXKET IPEACTaBIATh Yrpody i kuzHu. [JII
XapaKTEepU3yeTCsl TAaKUMH  KIMHUYECKHMMM  IPOSABICHUSAMHM, KaK  JIMXOpajaKa,  Chlllb,
HEBPOJIOTUYECKHE  CHMIOTOMBI,  TEMAaTOCIUICHOMETaus, JUMQaaeHONaTus, UUTONCHHS,
MIOBBIIICHUE CHIBOPOTOYHOW KOHIIEHTpPAIMH (PEPPUTHHA, TUNIEPTPUTIIULEPUICMUS, HAPYIICHHS
(GYHKIUMU TEeYeHU U CBEpThIBaHUS KpoBHU. Kak mpaBumiio, CUMITOMBI MOSBISIOTCS B TeueHue 4
HEJIENb T0CIIC HayaJla JICYCHUSI.

HeoOxonumo HemeaneHHO oOcienoBaTh MAlMEHTOB, y KOTOPBIX pa3BUBAIOTCS YKa3aHHbIE
CUMITOMBI, 4TOOBI HCKItounTh AuarHo3 I'JII'. Cnenyer npekpaTuth JiedeHHE JTaMOTPHIKUHOM,
€CJIU JpyTas MPUYMHA PA3BUTHS CUMIITOMOB HE MOXKET ObITh YCTAHOBJICHA.

CyMIIMIAITBHBINA PHCK

CUMIITOMBI AETIPECCUH U/UITU OUTIONISPHOTO apPEeKTUBHOTO PacCTPONCTBA MOTYT OTMEYaThCsl y
MAUEeHTOB ¢ anuiencuei. Takke OblI0 MOKa3aHO, YTO MALUEHTHI C dMUJIeTNICueld U OUTOIIPHBIM
paccTpoiicTBOM HaXOJSATCs B IPYIINE BEICOKOTO PUCKA CYMIIHJIOB.

VY 25-50% nanueHToB ¢ OUnospHbIM aQPEeKTUBHBIM PacCTPOWCTBOM HabII0Ja1ach XOTs Obl O1HA
CyULIUJANIbHAs TIOMBITKA; y TaKUX MAlMEHTOB MOXET OTMEeYaTbcs YCyryOJeHHe CHMIITOMOB
NETPecCuy W/WIM TOSIBIIGHWE CYHMIMAAIbHBIX MbBICAEH U CYMUUJAIBHOTO IOBEIEHUs
(CyMImMaanbHOCTh), HE3aBHCMMO OT TMpUeMa TNpermapaTtoB Ui JICUCHUS OWIOJISIPHOTO
paccTpoiicTBa, BKJIIOYask TaMOTPUIKHH.

CyunmaanabHble MBICIH U CYHIMIATbHOE MOBEACHHUE OTMEUAINCh Y MAlMeHTOB, MPUHUMABIINX
[1211 o HecKONbKUM MOKa3aHUSM, BKIIOYas SMWICIICUIO U OUIOJSpHOE paccTpoiicTBO. Mera-
aHaJIu3 PaHJAOMHU3HPOBAHHBIX II1alle00-KOHTpoIupyeMbix ucciegoanuid [19I1  (Bkirouas
JAMOTPUKMH) TaKXkKe MoKa3an He3HAUUTEIbHOE YBEIMUEHUE CYHIIUJAIBHOTO prcka. MexaHusm
pa3BUTHUS JAHHOTO PHCKAa HEM3BECTEH, U JOCTYIMHBIE JaHHBIE HE HCKJIIOYAIOT BO3MOXHOCTHU
MOBBILIEHUS PUCKA CYHIIHIA TPU IPUMEHEHUU JTaMOTPUKHHA.

Takum oOpa3om, MAIMEHTHI TOJKHBI HAXOAUTHCS MOJI TIIATEIHHBIM HAOIIOACHUEM Ha MpPEeaMeT
BO3HMKHOBEHHUS CYUIIUAATBHBIX MBICIIEH W MoBeAeHud. [lanueHTsl (M Iuia, OCylIecTBISIONINE
yXOJ 3a TallMeHTaMHu) TOJKHBI ObITh MPOWH(OPMUPOBAHBI O HEOOXOTUMOCTH MEAUIIMHCKOMN
KOHCYJIbTAllMU MTPU BO3HUKHOBEHUU TaKUX CUMIITOMOB.

Bunonsgpuoe addekTuBHOE pACCTPOUCTBO

VY nauueHToB ¢ OUMNOISPHBIM a(HEKTUBHBIM PacCTPOMCTBOM, MOIYYAIOUMX JaMOTPUIKUH,

HCO6XO,Z[I/IMO THIATCIIBHO MOHUTOPHUPOBATH CHUMIITOMbBI KIIMHHUYCCKOTO YXYIAIICHHUA (BKJ'IIO‘-Ia}I
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COOTBETCTBYET 3KLC t EPT H':'_rf'l"_v" OTYETY
TOSIBIICHAE HOBBIX CHMIITOMOB) H CyMUMIATBHPCTH, 0COOCHHE B Halrare  ACUCHFN M B MOMCHT
(MOCNEOQOBATENEHOCTE 00071)

V. AdJ1Y. D yyiivi/idaJib

M3MEHEHHUs 103bl mpenapara. IlanueHTtsl, y koTe
MBICIIM WKW CYWIUAAJIBHOC IMOBCACHHUEC, MOJIOABIC IMAMCHTBI M MAlMCHTBI C BBIPAXKCHHBIM
CyUIUMJJIbHBIM MBINIJICHUCM [0 HadaJla JICHCHHA OTHOCATCA K TIPYHIIC BBICOKOI'O pPHUCKA
BO3HUKHOBCHUA CYHULUAAIBHBIX MBICIIEH WIIN CYHIMAaJIbHOIO IOBCACHUA; TAKHWC ITAallMCHTLI
AOJDKHBI HAXOAUTHCA 11O CTPOruM Ha6JIIOI[eHI/I€M BO BpEMsI JICUCHUA.

[TanueHTs! (M JIMLA, OCYIIECTBISAIOIME YXO 32 MAalMEHTaMH) JOJKHBI ObITh MIPELyIPEKACHBI O
HE0O0XOIMMOCTH HAOIIOIEHUS Ha TIPEAMET JIIOOBIX YXY/IIEHUH COCTOSHHS MAllMEHTOB (BKIIOYast
IIOABJICHHUC HOBBIX CI/IMHTOMOB) I/I/I/IJII/I MOSABJICHU S CyHIIUAAJIbHBIX MLICJIGﬁ/HOBGIIGHH?[ U MBICIIEN
O NPpUYNHCHUN cebe Bpc€aa U JOJDKHBI HEMCJICHHO O6paTI/ITI)Cﬂ 3a M€)11/IIIPIHCKOI>1 MMOMOIIBIO ITpH
IIOABJICHHUU TAKUX CUMIITOMOB.

Cnemyer paccMOTpeTh BO3MOXHOCTh BHECEHHS HM3MEHEHHWHW B CXEMY JICUEHHUS, BKIIIOUas
BO3MOXHOCTh OTMEHBI TIperapara, y MalueHTOB, Y KOTOPBIX HAOIIOMaeTCs KIMHHYECKOE
yXyZuleHue (BKIJItoYas TMOSBJICHHE HOBBIX CHMIITOMOB) W/MJIM TOSIBJICHHE CYUIUAATBHBIX
MBICJ'IGI\/’I/HOBGJIGHI/IH, 0COOEHHO €CJIH PTH CUMIITOMBI TSKEJIBIC, C BHE3AaITHBIM HA4YaJIOM M paHEC HE
OTMEYAJTHCK.

Onuiencus

Pe3kast otMeHa npuema namoTpuIkuHa, Kak U apyrux 11911, MoxkeT cnpoBoMpoBaTh pelyInB
cynopor. Ecnu cocrosiHue mamueHTa He TpeOyeT pe3KOro MpeKpalleHHs JICYeHHUS B CBS3U C
yrpo3oii 0e30MacHOCTH TalUeHTa (HarpuMmep, MPU TOSBICHUU CHINK), J03Y JaMOTPHKHWHA
ClIeyeT CHU)KATh IOCTETNICHHO B TEUEHUE 2 HENIEb.

B nuteparype umerorcs cooOIIEHHSI O TOM, YTO TSKENbIe CYIOPOXKHBIE MPHUCTYIBI, BKIIIOYast
SNWIENITUYECKUI CTaTyC, MOTYT MPUBECTH K pPa3BUTHIO pPaOJOMHUONIN3a, TOJTHOPTraHHBIX
HapyUIeHUH U TUCCEMHUHHPOBAHHOI'O BHYTPHCOCYAUCTOTO CBEPTHIBAHUSA, UHOTA C JIETAIbHBIM
ucxonoM. [Tono6usle ciydan Habm0gaMMCh HA OHE MPUMEHEHUS TAaMOTPHIKUHA.

IloyeyHas HEJIOCTATOYHOCTh

B wuccnenoBaHMsaX IO OIEHKE InmpuemMa O,I[HOKp&THOfI AO03bI JIaMOTPHUKWHA Yy IIAIUCHTOB C
TepMHHaﬂBHOﬁ CT&I[PICIZ MMOYECYHOM HEOAOCTATOYHOCTH HEC ObUIO BBISBIIEHO 3HAYUTEJIBHBIX
H3MEHEHUH KOHOCHTpalun  JaMOTPHUIPKMHA B  INIaBME  KPOBH. OI[HaKO HaKOIIJICHUC
TJIIFOKYPOHUHOT'O MeTaboauTa BeECbMa BCPOATHO, IIO3TOMY H606XOI[I/IMO IIPOABJIATH
OCTOPOKHOCTD IIPH JICUCHUU MMALUCHTOB C MMOYEYHOM HETOCTaTOYHOCTHIO.

Bpyranononobusie nsmenenus gHa QKT

Ouenb PEOKO Ha (bOHe MNPUMCHCHUS JIAMOTPHUKUHA Ha6J'IIO,Z[aJ'IOCL pa3BuUTHC 6pyraz[0n0z[06HHx
W3MEHEHHUH Ha SKF, OIHAaKO MPUYNHHO-CJICACTBCHHAA CBA3b C IPUMCHCHUCM JIAMOTPUJPKUHA HE

YCTAaHOBJICHA. HOBTOMy nepea NpuMCHCHUCM JIAaMOTPU/PKUHA Yy TAMUCHTOB C CHHAPOMOM prraﬂa
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COOTBETCTEYET . -'PLC _EF'TH OMY OTUETY
ClieyeT  THIATEIBbHO  PacCMOTPETh  BO3MDIKHOCTH takore* U aetdmst -icfc_i'lv: ':I,,I_I'II

(NoCNeno E- TENEHO

«DapMakoIMHAMHYCCKUE CBOHCTBAY).

Hapyiienue cepAeyHoro puTMa i HpoOBOJAUMOCTHU

Pesynpratel  uwccienoBanuid  IN VItr0  mokasanmu,  4YTO  JIAMOTPWDKMH — oOyagaer
MIPOTHBOAPUTMHUYECKON aKTUBHOCTHIO Kiacca |IB nmpu nmpuMeHeHnn B TepaneBTHYECKH 3HAYMMBIX
KOHIeHTpanusX. COriiacHO JaHHBIM UCCIICIOBAHUIA 1N VItr0 TaMOTPUKUH TOTCHIIMATBHO MOXKET
3aMeJUISITh KEJIy0UKOBYIO IPOBOAUMOCTS (paciupsis komiuieke QRS) 1 BbI3bIBaTh IPOAPUTMHUIO
Y HAIIMEHTOB C KIIMHNYECKU 3HAYMMBIMU CTPYKTYPHBIMH HIIH (YHKIIMOHATBHBIMU 3200JICBaHUSIMA
cepana. CrenoBaTenbHO, OKUAacMas WM HaOmrogaeMasl 1oJib3a MPH MpHEME JIaMOTPHDKHHA
JIOJDKHA TIPEBBIIATH MOTCHIMAIBHBIA PUCK CEPhE3HBIX WIN (haTaJbHBIX OCIOKHEHUIH CO CTOPOHBI
cepana. OTHOBPEMEHHBI NIPUEM JIPYTUX OJIOKATOPOB HATPHUEBHIX KAaHAJIOB MOXET yBEIUYUTH
PHCK BO3HHKHOBEHUS MPOAPUTMHUH (CM. pazaen «DapMakoIMHAMUYECKHE CBOWCTBAY).

T"'opMoHaNBLHBIE KOHTPAIIEITHBEI

Bausinue 20pmoHanbHbIX KOHMpayenmueos Ha hapmMaKkoKUHemuKy 1aMOmpuUOHCUHA

b0 nmokaszano, yTo KOMOMHHUPOBAHHBIN Mpenapar TUHWIACTpaano+ieBonoprectpen (30 Mkr
+150 MKr) mpuOIM3UTENbHO B 2 pa3a MOBBIMIAET KIUPEHC JAMOTPUKHMHA, YTO MPUBOJIUT K
CHIDKCHMIO KOHIIEHTpAlMK JaMOTPHUDKMHA B IIa3Me KpoBH (cM. paszen «BzaumopeiictBue c
JIPYTMMHU JICKAPCTBEHHBIMU cpencTBamu»). [lpu Ha3HayeHWM mpernapara Ui JOCTHIKCHHUS
MaKCUMaJIbHOTO TE€paneBTUYECKOro 3(pdekra B OOIBITMHCTBE CIydaeB MOTPEOYETCs MOBBIICHUE
MOJIEP/KUBAOLINX /103 JIAMOTPUKHHA, HO HE Oosiee yeM B 2 pa3a. Y JKEHIIMH, KOTOpbIE HE
MOJy4aloT HHAYKTOPBl TJIIOKYPOHHPOBAHMUS JAMOTPUIKMHA U TNPUHUMAIOT TOPMOHAJIbHBIE
KOHTpALIENITUBbl 10 CXEME, BKIIOYAIOLICH HexeNto IpueMa HEaKTUBHOrO Ipenapara (Wiu
HeJ/IeNbHBII MepephlB B IpHEMe KOHTPALENITUBA), B ATOT MEPHOJ BpeMeHH OyJeT HaOIoAaThCs
[IOCTEIIEHHOE TPAH3UTOPHOE TIOBBIICHWE KOHLEHTpAlMM JIaMOTpHJUKMHA. [loBbileHne
KOHIIGHTpaLuu OyAeT BBIPRKEHO CUJIbHEE, €CIM YBEIMYEHHE J03bl JIAMOTPUKHHA OyJer
IIPOBOJIUTHCS 32 HECKOJIBKO JHEN 10 pHeMa WM B IIEPUOJ IIpUeMa HeaKTUBHOIO Ipernapara (CM.
paszaen «Crocod MpUMEHEHHS U T035I»).

MenuiHckue pabOTHUKH JTOJDKHBI UMETh ONBIT BEJCHUS KEHIIUH, KOTOpble Ha (JOHE JIeUeHHUs
JAMOTPU/PKUHOM HAUMHAIOT WIM IPEKpalaroT MPUMEHEHHE NOPMOHAIbHBIX KOHTPALENTUBOB,
IIOCKOJIbKY B OOJIBIIMHCTBE CIIy4aeB 3TO MOTPeOyeT KOPPEKIMHU J03bl JaMOTPUIKUHA.

Jlpyrue mnepopajbHble KOHTPALENTHBbI M TOPMOHAJbHAs 3aMECTHTENbHas Tepanus He ObLIu
U3yY€HBl, OJIHAKO OHM MOTYT OKa3blBaTh I0J00OHOE BIIMSHUE Ha (PapMAKOKHHETHUYECKHUE

nmapaMeTpbl JIAMOTPUIZKUHA.
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COOTEBETCTEYET . -'HJ: | EPTH -_M Y OTUETY
Bausanue namompuodcuna na papmakoxuHemury eopMOHaﬂbew? -' enmtieos™

ob
OCHENOE TEJ'II:H"CT: 0001}

B HCCIICAOBAaHMU C Y4YaCTHCM 16 3O0POBBIX AUUPUDUJIDLLCD COBMCCTHOC TIPpUMCHCHNT
JAMOTPU/DKMHA M KOMOMHHPOBAHHOTO T'OPMOHAJIBHOTO KOHTpALENTHBA (COAEPIKAIIEro
STUHWIACTPAAUOI M JIEBOHOPreCTpea) HPHUBOAWIO K YMEPEHHOMY IIOBBILIECHUIO KIMpPEHCa
JICBOHOpPrecTpena M M3MEHeHHsM KoHueHtpanuu ropmoHoB (PCIT u JII). BnusiHume 3tHx
M3MEHEHUH Ha OBYJIITOPHYIO aKTHUBHOCTb AWYHHUKOB HCHU3BCCTHO. OZIHaKO HCJIb34 HUCKIIIOYUTH
BO3MOXHOCTb, YTO Y HCKOTOPBLIX XCHIIWH, NMPHUHHUMAIOMNHUX JaMOTPHUKMH W T'OPMOHAJIBHBIC
KOHTpauCUTUBLI, 5T U3MCHCHHUSA MOI'YT BbI3BATb CHUKCHHC Bq)q)CKTI/IBHOCTI/I KOHTPaAlCIITUBOB.
HOBTOMy JKCHIOWHBI, NPUHUMAKOIINUEC JTAMOTPUIKHUH, OOJIKHBI OBITh MMPOUHCTPYKTUPOBAHBI O
HEO0OXOJMMOCTH HEMEIJIEHHO COO0LIaTh Bpady 00 M3MEHEHHUSX B XapaKTepe MEHCTPyaJbHOTo
UKIAa, T.€. 0 KPOBOTCUYCHHUAX BHE MCHCTPYaJIbHOI'0 MUKJIA.

JluruapodoiarpeayKrasa

JIaMOTpUIKUH SIBJISIETCA CIa0bIM UHTHOUTOPOM AUTUAPOPOIATPEaYKTa3bl, IOITOMY CYIIECTBYET
BEpPOSITHOCTh BO3JICHCTBUSL Ipenapara Ha MeTaboiu3M (onatoB Npu €ro UIMTEIbHOM
npuMeHeHnd. OfHako OBLIO MOKAa3aHO, YTO JAMOTPUUKMH HE BBI3BIBACT CYIIECTBEHHBIX
W3MEHEHUI KOHLIEHTPAallUM TeMOrjo0uHa, CpeJHero oobeMa SPUTPOLUTOB W KOHLIEHTpaLUU
¢onaToB B IUIa3Me€ KPOBH WJIM 3PUTPOLUTAX MPHU UIUTEIHHOCTU MPUMEHEHUs Mpernapara 1o |
rojia, a TAaK)Ke HE BbI3bIBAET CYLIECTBEHHBIX M3MEHEHHH KOHIEHTpaluu (OJIaTOB B 3PUTPOLIUTAX
IIPU JUIUTELHOCTH IPUMEHEHHS JaMOTPUKHHA JI0 5 JIeT.

Biusgane maMoTpuDKHMHA Ha cyOCTpaThl IEPEHOCUYUKOB opraunyeckux katnoHos 2 (OCT 2)

JIaMOTpUIKUH  SIBJISIETC WHTUOMTOPOM KaHAJbIEBOM CEKpEeIMH IOCPEICTBOM OEIKOB-
nepeHocunkoB oprannyeckux kaTuoHoB 2 (OCT 2) (cm. pazaen «B3aumopeiicTBue ¢ npyrumu
JICKAPCTBEHHBIMH ~ CPEIICTBAMU»). OTO MOXET TPUBECTH K MOBBINICHUIO IUIA3MEHHON
KOHIEHTPALMU HEKOTOPBIX JIEKAPCTBEHHBIX MpPENapaToB, KOTOPbIE BEIBOJISATCS TJIABHBIM 00pa3oM
yepe3 mnoukn. COBMECTHOE MpUMEHEHHEe JaMOoTpupkuHa u cyoctpatoB OCT 2 ¢ y3kum
TepaneBTUUYECKUM TUana3zoHoM, HanpuMmep, Joderunnaa, He peKOMEHIyeTcCs.

ITanueHThl, TpUHUMAIOIIKE APYTHUE IIpEnaparhl, CoAepKalllue JaMOTPUKUH

Hennzsa INPUMCHATD JIAaMOTPUJKUH (B (bOpMaX BBIITYCKa ¢ HEMCIJICHHBIM BLICBBO60)KI[€HI/IGM U1
B (bopMe Ta0JIETOK C IMPOJIOHTUPOBAHHBIM BLICBO60)I(I[CHI/I6M) Yy NarueHTOB, YXKC€ IMOJIyYarolux
Kakue-1100 Apyruc npemnaparsl, COACPKAIIUC JIAMOTPUKHUH, 0e3 KOHCYJIbTallUU Bpayda.

BcnoMoraTenbsHbI€ BEIIECTBA

HpenapaT .HaMI/ITOp® COACPIKUT JIAKTO3bl MOHOI'MApPAT. ITaunmenTam ¢ peaxko BCTpC‘I&IOH.[CfICH
HacCJIeACTBEHHOM HECMIEPCHOCUMOCTBIO I'aJIAKTO3BbI, ,Z[e(I)I/ILII/ITOM JIaKTa3bl nonapeﬁ WK TJIFOKO30-
raJIakTO3HOM Manba6cop6u1/1e171 HC CJIICAYCT IIPUHUMATD 3TOT IpCrapar.

CTH

Pazsumue oemeii
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-
JlanHple O BJIMSHMM JIaMOTPHMJDKMHA Ha | pOCT, HOHOB@E I:"ice§-peB é"i%I‘HI/ITHBHOG

OCNEQOBATENEHOCTE 00071)

OMOIMOHAJIIBHOC U MOBCACHYCCKOC PAa3BUTHC [ICT eit OTCYTCTBYTOT:

Kooicnas coino

VY nereit puck pa3BUTHS TSHKEIIBIX KOKHBIX BBICHITIAHUHM BBIIIE, YEM Y B3POCIBIX (CM. TOApa3ies
«KoxHbIe HEXKETIaTEIIbHBIC PEAKIINN).

Onunencus

He y Bcex pereit 3peKTUBHOCTH JIAMOTPHUKAHA ITPH JICUSHUN TUITMIHBIX a0CAHCOB CTAOMITbHA.
Bunonapnoe aggpexmusnoe paccmpoticmso

JleyeHne aHTHAETIPECCAHTAMU COMPOBOXKIACTCS YBEIIMUEHUEM PUCKA CYUIIUIAIBHBIX MBICICH U
MOBEICHUS Yy JIeTell U MOAPOCTKOB Milajie 18 neT ¢ KIMHUYECKOW Jenpeccuedl u Apyrumu
MICUXUYECKUMH HAPYIICHHUSIMHU.

Biusinue Ha cIOCOOHOCTH YNPABJATH TPAHCIIOPTHLIMHU CPEACTBAMHU, MEeXaHU3MAMU

JIBa pOBEIEHHBIX UCCIIEIOBAHUSI C YYaCTHEM 3JI0POBBIX JOOPOBOJBIIEB TTOKA3AIU, YTO BIUSHUE
JaMOTPH/DKUHA Ha TOYHYIO 3PUTEIHHO-MOTOPHYIO KOOpPJWHAIIUIO, JBWIKEHUS TJa3 |
CyOBEKTHBHBIN CeTaTUBHBIN Y()PEKT HE OTINYATOCH OT BIAUSHUSA M1ane6o. IMeroTcst cooOmeHus
O HEeXeJaTeNIbHBIX PEaKIUiX JIAMOTPUKMHA HEBPOJIOTHUYECKOTO XapaKTepa, TaKuX Kak
TOJIOBOKPY)KCHHE U JUIUIONHUS, TI09TOMY HEOOXOIMMO COOJIIOaTh OCTOPOXKHOCTh MpH
YOpPaBJIEHUU TPAHCIOPTHBIMHU CpeACTBaMU U pabore ¢ mexaHusmamu. l[lepen ympaBieHuem
TPaHCIIOPTHBIMU CPEACTBAMHU M PpabOTON C MEXaHHW3MaMH MAalHUEHThl JOJKHBI OLIEHUTh CBOE
COCTOsIHME Ha (pOHE MPUMEHEHHS IaMOTPUIKHHA.

Tak xak 3(pdexT Bcex NMPOTUBOSMMIECTITUYECKHX CPEICTB XapaKTepU3yeTCsl WHAMBUAYAIbHON
BapuabeIbHOCTHIO, TO MALUEHTHI IOJKHBI IPOKOHCYIBTUPOBATHCS C JICHALTUM BPAauOM I10 TOBOTY
BO3MOHOCTHU BOJIUTH aBTOMOOHIIb.

®opMa BBINLYCKA

Tabmerku 25 mr, 50 mr, 100 mr.

ITo 10 Ttabnetok B Oiuctep u3 amomuuueBor ¢onbru u [IBX muenku. [lo 3 wim 5 Gnuctepon
BMECTE C MHCTPYKIIMEH 110 MPUMEHEHUIO B KAPTOHHYIO MMauKy.

YciaoBus XpaHeHust

XpaHutb npu Temieparype He Boie 25 °C.

XpaHHUTh B HEJOCTYITHOM JJIsl IETel MecTe.

Cpok rogHoctu

3 roga

He npuMeHsTh O nCTEYEHUsI CPOKa FOAHOCTH, YKA3aHHOTO HA YIIaKOBKE.

YcaoBus ornycka

OTnycKaroT 10 peLenTy.
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Buajenen perucTpalMoHHOro yA0CTOBEpPeHH ot 04.02.2025 N= 2447

(MOCNEOCBATENEHOCTE 0001)

Toppent ®apmacerotukanc Jita., Uaaus
Torrent House, Off Ashram Road, Ahmedabad 380 009, India
IIpousBoauTenn

Toppent ®apmacsrotukaic Jlta.

Bwmampk: bxyn n Makny Maxpa, Texcun:

bannu-173205, ducrt.: Conan. (X.I1.), Unnus

Opranusanus, NPUHUMAOLIAS PeTEeH3HHU OT NoTpeduTeIeii:
IIpencraBurensctBo Toppent @apmacbrotukainc JIt.

r. Mocksa 117418, yi. HoBodyepemymkuHcKasi, 1. 61

Ten. :+7(495) 258 59 90

dakc. : +7 (495) 258 59 89

e-mail : torrent@torrentpharma.ru

B UHCMPYKYUAX, 610IHCEHHBIX 6 NaA4K), OONOJIHUMENIbHO TAMUHCKUMU 5yK661Mu yKasvleaencs

« ®=Regqistered Trade Mark» u 1ocomun xomnanuu « Toppenm Dapmacviomuxanc JImo.»
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