COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 21.02 2023 Nz 3335

(NOCNEOQCBATENBHOCTL 0007)

NMHCTPYKLMA
10 MEJUITUHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O
ITPEITAPATA

Jlamosen®

PerucrpanuoHHbINi HOMeEP:

Toprosoe HanmeHosanue: Jlamomnen®

Me:xkayHapogHOe HeMATEeHTOBAHHOE HAMMEHOBaHMe: JTaMOTPUKUH

JlekapcTBeHHas popma: TabIeTKH

Cocras

1 TabeTka COePKUT:

eiicmeyrowee sewjecmeo: naMmoTpukud 25 mr, 50 mr win 100 mr.

Bcnomoeamenvuvie gewjecmsea: KpeMHUSI TUOKCH]L KOJUIOMIHBIM O€3BOIHBIN; MarHus creapar;
KapOOKCHMMeTWIKpaxMan Hatpus, Tun A; noBuaoH K-30; 1akTo3pl MOHOTHIpAT; LEUTIOI03a
MUKpOKpUCTAJUITMYECcKass  (me/utono3a  Mukpokpucraummueckas  PH 102, memrromnosa
Mukpokpuctaumaeckas PH 101).

Onucanue

Tabnetku 25 mr

Benble nnu nmoutu Genblie KPyrIible ABOSKOBBIMYKIIbIE TAOJIETKU ¢ TpaBUPOBKOil «L25» Ha onHOM
CTOPOHE.
Tabnerku 50 Mr

Benple nnu nmoutu Genblie KPyTIible IBOSKOBBIMYKIIbIE TaOJIETKU ¢ TpaBUpoBKOil «L50» Ha onHOM
CTOPOHE.
Tabnerku 100 Mr

benbie wim modTu 6esbie KPyTIible ABOSIKOBBITYKIIbIE Ta0NEeTKH ¢ TpaBupoBKoi «L.100» Ha ogHOM
CTOpOHE.

dapmakoTepaneBTHYECKas TPYNNA: TPOTUBOIIHIICTITHUECKOE CPEICTBO.
Kon ATX: NO3AX09

DapMaKoJIOrHYecKue CBOMCTBA

dapMakoIUHAMHKA

MexaHnu3M JSHCTBHUS

PesynbTaThl papMakoIOrHYecKuX HCCICIOBAHUNA CBUIIETEILCTBYIOT O TOM, YTO JIAMOTPHKUH
SBJISICTCSI OJIOKATOPOM TMOTEHIIMAI3aBUCUMBIX HATPUEBBIX KAHAJIOB, NMPH ATOM JIEHCTBHE CaMOTO

npernapara 3aBUCHT OT BEJIIMYMHBI DJIEKTPUYECKOTO 3apsiia U Xapakrepusyercs 3¢¢dexTom
CaMOIIOTEHIIMMPOBaHUs. B KynbType HEPOHOB JIAMOTPU/KUH BBI3bIBAET MOTEHIIMAI3ABUCUMYIO
O5oKazy HENpEepbIBHO MOBTOPAIOLICHCS UMMYNbCAlMd M TOJABIAET IaTOJOTHYECKOe
BBICBOOOXKJICHHE TJyTaMUHOBOM KHCJIOTHI (HEHpoMenuaTop, UIparolluii KIIOYEBYIO DPOJIb B
Pa3BUTUM SNWIENTUYECKUX INPHUIAIKOB), a TAKKe MHIMOMpPYET AENOJSAPU3ALNIO, BBI3BAHHYIO
[JIyTaMaTOM.

DdapmakouHamMuyeckre 3QGHeKThl

B uccnenoBanusx, pa3paboTaHHbIX AJIs OLEHKH BIMSHUA IPENapaToB Ha LIEHTPAIbHYIO HEPBHYIO

CUCTEMY, PE3YJbTAThI, [I0JIyYEHHBIE IIPU IPUMEHEHUH JTaMOTPHUIKUHA B 103€ 240 M y 310pOBBIX
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 21.02.2023 Nz 3335
TOOPOBOJIBIIECB, HE OTIUYAIHNCH OT TAKOBBIX, MOJIydeHHBIK Hpi ithiuMeHEnn itaaingod, B To Bpems

Kak mocie npuema (enutonna B go3e 1000 mr m amaszemama B go3e 10 Mr mo oTAenbHOCTH
HAO0JI0/1aI0Ch HapylIeHUEe TOYHOW 3PHUTEIbHO-MOTOPHOM KOOPIMHAIMM U JBUKCHHS TJias,
HapyIlIeHUE PaBHOBECHS Tela U MPOSBIEHUE CYObEKTUBHOTO CEAAaTUBHOIO ACHCTBHUSL.

B npyrom uccnenoBanuu kapOamasenuH, MPUHUMAEMbIH OJHOKPAaTHO BHYTpb B 1o03e 600 mr,
3HAQUUTENIbHO Hapylllajdl TOYHYIO 3PUTEIbHO-MOTOPHYIO KOOPAMHALMIO W JBUWXKEHUS TJa3 C
OJIHOBPEMEHHBIM HApYILIEHHEM paBHOBECHUSI Tela M TOBBILIEHUEM YaCTOThl CEpPJIEYHBIX
COKpAIIeHHH, B TO BpeMs KaK Pe3yJIbTaThl, TOJIYYEHHbIE TPU TPUMEHEHUH JTJAMOTPUJIKMUHA B 103aX
150 mr 1 300 Mr, HE OTIIMYAIMCH OT TAKOBBIX MPU MPUMEHEHUH TII1aIe0o0.

DapMaKOKHHETHKA

BcacreiBanme

.HaMOTpI/I,Z[)KI/IH 6I>ICTpO U IMOJIHOCTBIO BCAChIBACTCA U3 KUIIICYHHKA, HpaKTquCKH HEC HOI[BepI‘aSICB
IPECUCTEMHOMY MeTaboJIM3My MEepBOro MpoxXoskaeHus. MakcuManbHass KOHIEHTPAHs (Cmax) B
I1a3Me KpPOBU JOCTHUTAeTCs MPUONHM3UTENBHO 4Yepe3 2,5 9 moclie MepopaibHOro mpHeMa
npenapata. Bpems noctukeHuss Cmax HE3HAUUTENBHO YBEIMYMBAETCS IOCIIE MTPUEMA MHILHU, HO
CTeneHb abCOpOIMU OCTACTCS HEM3MEHHOM.

®apMaKOKMHETHKAa WMMEET JIMHEHWHBIA XapaKTep Mpu IMpUeMe OJHOKpaTHOM 103bl 10 450 mMr
(mambonpIas wWcciaeaoBaHHasS f03a). HaOmromaroTcss 3HAYMTENbHBIE MEXWHIUBUIYAIbHBIC
KOoJieOaHUs MaKCHMMaJIbHOW KOHIIGHTpPAllUd B PABHOBECHOM COCTOSHUM, OJHAKO C PEAKUMHU
KOHGGaHH}IMI/I y KaXXI01ro OTACJIbHOI'O IMalfucHTa.

Pacnipenencuue

JIaMOTpUIKUH CBSI3bIBAETCS C OEITKaMU TU1a3Mbl KPOBU MPUOIHU3UTENBHO HA 55%. ManoBeposTHO,
YTO BBICBOOOXKIEHHUE IIPETapaTa U3 CBSI3U ¢ OEIKOM MOXKET IPUBOAUTH K PA3BUTUIO TOKCUYECKOTO
addekra. O6beM pacnpeneneHus cocrapiser 0,92—1,22 m/kr.

Mertaboausm

B MeTaboIM3Me JaMOTPHUJKHUHA MIPUHUMAET y4acTue dbepmeHT
ypunuaaudocharrmokyponunaTpanchepasa (Y 1D-rmoxyponuntpancdepasa). JlamoTpu ki B
HE3HAUUTEJIbHOW CTENEHH MOBBIIIAET CBOM COOCTBEHHBIM METa0O0IM3M B 3aBUCUMOCTH OT J03BI.
OpHako HET HHMKaKMX JaHHBIX, [OATBEPKIAOIIMX, YTO JIAMOTPUIKHUH BIMSET Ha
(apMaKOKUHETHUKY JPYTUX IPOTHBOAMIICNITUYECKHUX MTPETapaToOB U YTO MEXKY JaMOTPUIKUHOM
U JpYyrUMH TIpenapaTaMmy, MeTaOONU3UPYIOIIMMUCS cUcTeMoil muroxpoma P450, Bo3MO>KHO
B3aUMO/ICVICTBHUE.

BriBencnue

VY 3710pOBBIX B3POCIBIX KIMPEHC JIAMOTPUKMHA B COCTOSIHUM PAaBHOBECHBIX KOHLIEHTpALMH
coctaBisieT B cpeaHeM 39 + 14 mu/muH. JlamoTpuKuH MeTabonM3upyeTcst A0 TIIOKYPOHHUIOB,
KOTOpbIE BBIBOJATCA noukamu. Menee 10% mpenapara BBIBOAMTCS MOYKaMU B HEM3MEHEHHOM
BUE, 0K0JI0 2% — kumeunukoM. Knupenc u nepuon nonysbiBeieHus (T1/2) He 3aBUCAT OT J03bI.
T12 y 3A0pOBBIX B3pOCIBIX COCTaBISET B cpeaHeM OT 24 1o 35 4. Y manueHToB ¢ CUHAPOMOM
XKunbOepa Hab01aTI0CHh CHIDKEHHE KIIMpeHca npenapaTa Ha 32% 1o CpaBHEHHIO ¢ KOHTPOJIbHOM
IPYIIIOi, YTO, 0IHAKO, HE BBIXOMIIO 33 TPAHUIIBI HOPMAIbHBIX 3HAYCHUHN [T OOILEH MOMyJISAIIUY.
Ha nepuon mnosyBbIBeA€HUS JaMOTPUDKMHA OOJBIIOE BIMSHUE OKa3blBAIOT OAHOBPEMEHHO
IpUHUMAaeMble JIEKapCTBEHHble npenaparbl. CpeaHM Nepuoj] IONYBBIBEICHUS CHHXKAeTCA
IpUOJIN3UTENBHO 10 14 4 Ipy OIHOBPEMEHHOM NPUMEHEHUU C MpenapaTaMu, HHAYLHPYOLIMMHU
[IIOKYPOHM3AIMI0, TAKUMH Kak KapOaMaszenuH 1 (EeHUTOUH, U MOBBIIIAETCs, B cpeqHeM, 10 70 g
IIpY OAHOBPEMEHHOM IIPUMEHEHUH C BAJIBIIPOATOM.



COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 21.02.2023 Nz

Oco0ble rpyInbl NALUEHTOB (MOCNEOOBATENEHOCT :.. Qoo

Hemu

VY nereil KIUpeHC JAMOTPUIKHUHA MPU pacyeTe Ha Maccy Tejla BbIIIE, YeM Y B3POCIHbIX; OH
HanOoJiee BBICOK y nieTeit 0 5 net. T12 00bI9HO KOpoue, ueM y B3pocibiX. Ero cpegnee 3HaueHue
NpUOIM3UTENIBHO COCTaBIsIET 7 Y MPU OJHOBPEMEHHOM TIPUMEHEHHUU C TIperapaTaMu,
WHAYIUPYIOIUMU TIIOKYPOHHU3AIINIO, TAKUMU Kak KapOaMaszenuH u (eHUTOUH, U TIOBHIIIACTCS B
cpennem 110 45—-50 4 npu 0AHOBPEMEHHOM MMPUMEHEHHUH C BAJILIIPOATOM.

Tlayuenmui nodcunozo eospacma

VY nmanueHTOoB MOKUIOT0 BO3pacTa KIMHUYECKH 3HAUUMBbIEe pa3indusl B KJIUPEHCE JTaMOTPUDKIHA
B CPAaBHEHUHU C MOJIOJIBIMH MAllMEHTaMHU HE OOHAPYKEHBI.

Ilayuenmul ¢ Hapywenuem yHKyuu novex

Jns  naHHOW Tpynmbl MANUMEHTOB HayalbHas [03a JIAaMOTPU/DKMHA PACCUUTHIBAECTCA B
COOTBETCTBUU CO CXEMOW Ha3HAYCHHsI MPOTHBOSMMICIITUYECKOTO TIperapara, CHIKEHHBIC
MOIJCPKUBAIONIUE 10361 MOTYT OBITh A3((EKTHBHBIMA Yy TAIUEHTOB CO 3HAYUTEIHHBIM
HapylmeHneM (yHKIHUU TOYeK.

Tayuenmoi ¢ HapyuwieHuem QYHKYuU neveHu

HauanpHble, Ha 3Tane MOBBIMICHUS U MOAJEP>KUBAIOLIUE 1031 OOBIYHO HEOOXOJUMO CHU3UTH
npubnau3uTenbHo Ha 50% y manueHToB ¢ ymMepeHHBIM (ctaaus B mo knmaccubukanun Yaitng —
[Tet0) u Ha 75% Yy maunmentoB ¢ TsokenbiM (ctaaus C mo kmaccupukanuu Yaing — [1bro)
HapylieHneM (GpyHKuuu nedeHu. J1o3bl Ha ATare MOBBIILIEHUS U OICPKUBAIOLINE 103bI CIIEIYeT
KOPPEKTUPOBATh B COOTBETCTBUU C KIIMHUYECKUM OTBETOM.

Knunuueckas s¢gppexmusnocmo y nayuenmos ¢ OunonApHuiM agpgekmusuvim paccmpoicmeom
O} PeKTUBHOCTh B MPENOTBPALICHUH PACCTPOMCTB HACTPOSHUS Yy MAIMEHTOB C OUMOJISPHBIMU
paccrpoiictBamu Oblla TMPOJEMOHCTPUPOBAHA B JBYX (YHIAMEHTAIBHBIX KIHHHYECKUX
UCCIIeIOBaHMIX. B pe3ynbTare KOMOWHHUPOBAHHOTO aHalKM3a IMOJNYYEHHBIX JaHHBIX OBLIO
YCTaHOBJEHO, YTO MPOJOJIKUTENBHOCTh PEMHCCHUHU, OIpeaessBUIascs Kak BpeMs 10
BO3HUKHOBEHUS 1 (50):10y0) anu30Aa JeTpeccuu u 10 1570):100) AMU30/1a
MaHUW/TUTIOMAaHUN/CMEIIIAaHHOTO ~ 3MH30/a MOCje  CTabwiM3anuu, JOJblIe B TPYIIe
JaMOTPHIKUHA 110 CpaBHEHUIO c 11anedo. [IpogomkurensHOCTh peMuccuu 0oliee BhIpakeHa st
JENPECCUH.

Iloxka3zaHus K NIPUMEHEHHIO

Snunencus

Jlemu om 3 0o 12 nem

Onwiencusi (MapiyaibHbIe W TEHEPATW30BaHHBIC MPHUIMAAKH, BKJIIOYAs TOHUKO-KIOHUYECKUE

MPUTIAIKU, a TaK)Ke MPUTIATKKU Tpu cuHApoMe JleHHOokca-I'acTo) B cocTaBe KOMOMHUPOBAHHOM
tepanuu. [locrne MOCTHKEHHS KOHTpPOJS Bnuiencuu Ha ¢(oHe KOMOMHUPOBAHHOW Tepamnuu
COIYTCTBYIOINKE MpoTuBOdNMWIenTudeckue npenapatsl (II911) MoryT ObITE OTMEHEHBI, U TIPUEM
npenapara Jlamonen® npooKeH B peKUMe MOHOTEPAIHH.

Monomepanua munuunvix adbcancos

Bspocnvie u demu (cmapwe 12 n1em)

Onunencus (MapuuanbHble U TeHEepalUu30BaHHbIC MPHUMAJKH, BKIOYas TOHHMKO-KIOHMYECKHE

MPUTIAIKU, a TaK)KE MPUTIATKU Tpu cuHApoMe JleHHokca-I'acTo) B cocTaBe KOMOMHUPOBAHHOM
Tepanuu Win MOHOTEPAIHH.

bunonapuoe agpgpexkmuenoe paccmpoiicmeo

Bspocnvie (18 nem u cmapuwe)




COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 21.02 2023 N= 3395
[Mpenynpexaenue HapylieHWH HacTpoeHus (menpeccii, ML) ErviitoMbi,. [eMEMATHBIX

SIHU30/I0B) y MAIMEHTOB ¢ OUTIOISIPHBIM ahPEKTUBHBIM PACCTPOHCTBOM.

IIporuBonokazanus
IloBrrnIeHHasa YYBCTBUTCIIbHOCTD K JIAMOTPU/PKUHY WA JIIO6OMy N3 KOMIIOHCHTOB ITpCriapara.

IIpumeHeHne npu 6epeMEHHOCTH M B IEPHO/I IPYAHOI0 BCKAPMJINBAHUS
DdepTUabHOCTD

HccrnenoBanuss 1O M3YyYEHUIO PENPOAYKTHMBHOW (PYHKIMHM S>KUBOTHBIX MPH NPUMEHEHUU
JaAMOTPUKMHA HE BBISIBWIM HapylieHus ¢epTtuiabHocTU. MccrnenoBanust 1O BIUSHUIO
JaMOTPHUIKMHA Ha (PepTHUIIBHOCTH YeIOBEeKa HE MTPOBOAMIINCE.

bepeMeHHOCTh

Puck, ceazannviii ¢ npomusosnunenmuueckumu npenapamamu (11911) 6 yenom

XKenmuHaMm, CHOCOOHBIM K JETOPOXKICHHIO, HEOOXOIUMO IPOKOHCYIBTHPOBATHCS — CO
CHealInCcTaMu.

B ciydae eciu jKeHIMHA TUITAHUPYET OEpEMEHHOCTh Heo0XoauMocTh B siedyenuu [1311 nomxHa
OBITH MEPECMOTPEHA. Y JKEHIINH, KOTOPHIM MPOBOIUTCS JICUEHUE SIUJICTICUH, CIeaAyeT n30erarb
BHE3AIIHOTO MPEKPALICHUsI MPOTUBOAMWICNITUHYECKON TEPANUM, TAK KaK 3TO MOXKET MPUBECTH K
BO300HOBJICHHIO MPHUIMAIKOB, YTO MOXET HUMETh CEpPbEe3HbIC MOCIEICTBUSA JJs KEHIIMHBI U
Oynymero pebenka. Y moToMcTBa Mmatepeit, moimydaBmux [IDI1, puck BpOXXIEHHBIX MOPOKOB
pa3BUTHS YBEIWYUBAETCS B 2—3 pa3a [0 CPABHEHHUIO C 0XKHUIaeMOH 3a00J1€BAEMOCThIO HACETICHHS
B IIeJIOM, cocTaBiisitoleil okono 3%. Haubonee 4acTo perucTpupyeMbIMA OPOKAMU SIBIISIFOTCS
paciienuHa BepXHel ryObl, TOPOKH Cep/ia U COCYAOB U Ae(EeKThl pa3BUTHS HEPBHOH TPyOKH.
MmuoxectBennast tepanust [IDI1 cBs3ana ¢ 6onee BBICOKUM PHUCKOM BPOXICHHBIX MOPOKOB
pa3BUTHs, YEM MOHOTEpanus, B OTOM CBS3M, MO BO3MOXKHOCTH, CIEIYET MPUMEHSITH
MOHOTEPAITHIO.

Puck, ceazannulii ¢ npuemom 1amompuo’cuna

JlamoTpuIKUH OKa3biBaeT ciaboe MHTUOUpYIollee BIMSHHUE HA PEAyKTa3zy IUTHAPOQPOIUEBOMA
KHCIJIOTBI M MO3TOMY, T€OPETHUYECKH, MOYKET INPUBECTH K IOBBIIIEHHOMY PHUCKY HapyLIEHUs
pa3BuTHs 3MOpHOHA M IJIOJA BCIEACTBUE CHW)KEHHUS ypoBHEH (osmeBoil kucnotel. Cremyer
paccMOTpeTh BO3MOKHOCTh NpreMa (OJITMEeBON KUCIOTHI BO BpeMs IIJIAHUPOBAHUS OEpEMEHHOCTH
U Ha paHHUX CTaaAuAX OepeMeHHOCTH. JlaHHBIE NOCTPErHCTPALMOHHOTO HAOIIONCHUS U3
HECKOJIbKUX MPOCIIEKTUBHBIX PETUCTPOB OEPEMEHHOCTH MO3BOJIIIIN 33I0KyMEHTHPOBATH UCXO/IbI
o6epemerHocTH 0KOIO 8700 >KEHIIMH, MOTYYaBIIUX MOHOTEPANHIO JIAMOTPHKUHOM B TIEPBOM
TpuMecTpe OepeMeHHOCTH. B 1enoM, mnosjydeHHbIE [JaHHbIE HE MOATBEPXKIAIOT OOIEero
YBEJIMYECHUS] PUCKAa BO3HUKHOBEHMS BPOXICHHBIX MOPOKOB PA3BUTHS, XOTS U3 OTPAaHUYEHHOIO
KOJIMYECTBA PETUCTPOB OEPEMEHHOCTH MMEIOTCS COOOIICHHS 00 YBEIMYCHHH pUCKA Pa3BUTHUSA
IIOPOKOB POTOBOM MOJIOCTH. 3aBEPLIEHHOE UCCIIEOBAHKE 10 TUITY CIIy4ail-KOHTPOJIb HE BBISIBUIIO
YBEJIMUEHUS PUCKA Pa3BUTHS IOPOKOB POTOBOM MOJOCTHU MO CPABHEHUIO C JPYTUMHU CEPbE3HBIMU
MOPOKaMH Pa3BUTHS, BOSHUKAIOIMIMMHU TOCIE TPUMEHEHUS TaMOTPUIKUHA.

JlaHHBIX TI0 MPUMEHEHHUIO JaMOTPHDKUHA MPH KOMOWHHPOBAHHOW TEepamuu HEIO0CTATOYHO,
YTOOBI OIICHUTb, CBS3aH JIM PUCK BO3HUKHOBEHUS MOPOKOB PA3BUTHS C JPYTUMHU IpernapaTami,
MPUMEHSIEMBIMU B KOMOWHAIIUU C TAMOTPHUIKUHOM.

Tax xe, KaK U Apyrue mpemnaparsl, JaMOTPUKUH JTOJDKEH Ha3HAYaThCs BO BpeMsi OepeMEHHOCTH
TOJIBKO B TOM CJIy4ae, €CJIu OKH1aeMasl M0J1b3a MPEBBIIIAET TOTEHINAIbHBIN PUCK.
dusnonornyeckre n3MeHeHus Ipu 0epeMEeHHOCTH MOTYT OKa3bIBaTh BIUSHIE HA KOHI[CHTPALIUIO
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 21.02.2023 Nz

JaMOTPUDKUHA W/HiaM ero TepaneBTmueckuii | addext | Unmekatls Ecobbibiisid —chinkenm

KOHIEHTPALUU JaMOTPHUKIHA B TJIa3Me KPOBH BO BpeMsi OEPEMEHHOCTH C BO3MOKHBIM PUCKOM
NOTepU KOHTpOJIsl mpumnagkoB. [lociae pomoB KOHIEHTpaMM JIAMOTPUDKMHA MOTYT OBICTPO
YBEJIMYMBATBCA C PUCKOM Pa3BUTHS HEXKENATEIbHBIX PEAKUUM, 3aBUCAIIMX OT 103bl. l1loaTomy
ClIeyeT MPOBOJUTH KOHTPOJb KOHIUEHTPALUN JaMOTPUKMHA B CHIBOPOTKE KpPOBH 10
OepeMEeHHOCTH, BO BpeMsi OEpeMEHHOCTH, a TakXKe cpa3y Iociie pooB, U B AanbHeimem. [Ipu
HEOOXOJMMOCTH CIIEAYeT MPOBOAUTH MOAOOP JO3BI IS TOJJAEPKAaHUS KOHLEHTPAIIUH
JaMOTPHUKMHA B CBIBOPOTKE KPOBH HA TOM K€ YPOBHE, YTO U J10 OEPEMEHHOCTH, WX TOA00paTh
JI03y B 3aBUCUMOCTM OT KJIMHUYECKOro otTBeta. Kpome Toro, mocie poaoB cCleayer
KOHTPOJINPOBATh HEXKENATEIbHbBIE PEAKIIUHU, CBA3aHHBIE C JO30M.

[lepnos rpyiHOr0 BCKApMJIMBAHUS

JlaMOTpUIKUH B Pa3IMYHOM CTENEHHM MPOHUKAET B TPYIHOE MOJIOKO, OOmIas KOHLEHTpaLUs

JAMOTPUJKMHA Yy JETeM, HaxoIAUIMXCsi Ha TIPyIHOM BCKapMIIMBAHHUH, MOXKET JOCTUTaTh
npuMepHo 50% OT KOHLIEHTpalMM JIaMOTPUIDKMHA, 3apErHCTPUPOBAHHON y MaTepu. Takum
0o0pa3oM, y HEKOTOpBIX JAETed, HAaXOAIIMXCS Ha TPYJHOM BCKapMIIMBAHHH, CHIBOPOTOYHBIC
KOHIIEHTPAllUM JIAMOTPUDKMHA MOTYT JOCTHUIaTh YpPOBHEH, INpPU KOTOPBIX HPOSBISAIOTCS
dbapmakonornyeckue 3HPEKTHI.

Heo6xoiuMo COOTHOCHTh NOTEHIMATIbHYIO II0JIb3Y OT KOPMJICHMsS peOEHKa TIpyAblo H
NOTEHIMAJIbHBI PHUCK Ppa3BUTUS HEXKeENaTelbHbIX peakiuuil y pebOenka. Ecinu skeHuuHa,
npuHMMarolnas npenapat Jlamonen®, pemaer KopMHTh peGeHKa Tpyabio, TO y pebeHka
HE00X0IMMO MOHUTOPHPOBATH MOSABICHHE KAKUX-THO0 HEeXeNaTeIbHBIX PEaKIIUH.

Cnoco6 npuMeHeHus U 103bl

st mpuema BHYTpb.

TaGHGTKI/I CJICOAYCT IJIOTAaTh HCIUKOM, HC Pa3’KCBbLIBAThb, HC pa3jiaMbIBAaTh.

Ecnu paccuntanHas fo3a npenapata Jlamonen® (Hampumep, Ipu IPUMEHEHNH Y JeTeil (TOIbKO
MIPH AIUJICTICUH) WJIA Y TIAIIMEHTOB ¢ HapyIIeHHEeM (YHKIIUH TICYCHH ) HE MOXKET OBITh pa3zeiicHa
Ha 11eJ10€ KOJIMYECTBO TabJIeTOK 0oJiee HU3KOM TO3UPOBKU, TO MALIMEHTY JOJIKHA ObITh HA3HAUYEHA
Takas 703a, KOTOpas COOTBETCTBYET OJMKaWIIEMy 3HAYCHHUIO IIEJION TaOJIeTKu OoJiee HU3KOMU
JIO3UPOBKH.

Bo3zobnoenenue npumenenus npenapama

B crnydae B0300OHOBJIEHMS TNpuMeHeHHsi mpenapara Jlamosnen® Bpau JOIKEH OLEHUTh
H€O6XOI[I/IMOCTI> MOBBIICHUA OO03bI IHpcrapara a0 HO,Z[I[ep)KI/IBaIOH_[eﬁ nanuceHTaM, KOTOPLIC
MPEKPATUIIN MTPUEM IpernapaTa Mo Kakoi-mubo npuyrHe, MOCKOJIbKY BBICOKHE HaualbHbIE 1035l U
OTKJIOHEHHE OT PEKOMEHIyEeMOT'0 PeKUMa MOBBIIICHHUS 103bI COMTPOBOKIAETCS PUCKOM Pa3BUTHUS
TsDKENOoN (GopMbl chimu. YeM OoJIbllle MPOLUIO BpEMEHHU MOocie MOCIeIHEro mprueMa mnpernapara,
TeM ¢ OOJIBbIIEH OCTOPOKHOCTHIO CIIEAYET IMOBBIINIATh J03Yy JI0 MOAAepKuBaroIie. Eciu Bpemst
[IOCJIe IIpEKpalleHus INpUeMa Ipenapara MpeBbIIAeT 5 MEPUOAOB IIOJNYBBIBEIACHUSA, TO 103a
JTaMOTPHUIKUHA JTOJDKHA MOBBIMIATECS JI0 MOAIEPKUBAIOIIEH COTIIACHO COOTBETCTBYIOIICH CXEMeE.

® HC CJIICAYCT BO300HOBJIATH Y MalfUCHTOB, NPCKPAIICHUC JICUCHUA

Tepanuto npenaparom Jlamosen
y KOTOPBIX OBLIO CBSI3aHO C MOSIBIICHUEM CBIITH, KPOME CITy4aeB, KOT1a OTeHIIMAIbHAS T10J1b3a OT
TaKOM TEpaluy OYEBUAHO IPEBBIIIAECT BOZMOKHBIE PUCKH.

nuiiencus

Monomepanus snunencuu

Bspocnvie u 0oemu cmapwe 12 nem (Tabauya 1)

Hauanpnas nosa npenapara Jlamonen® mpu MOHOTepamuu cocTapiseT 25 mr 1 pas B CyTKu B
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
ot 21.02 2023 Nz 3335

TEYCHHE 2 HEJIeTb C MOCICAYIONMM MoBbImeHneM no03bi ol BOMrEL pad |k Hoyikh-slTeaonne

2 Henenb. 3aTeM 103y CIeyeT yBeInunuBaTh MakcuMaibHO Ha S0—100 mr kaxasie 1-2 Henenu 10
JTOCTHDKCHHST ONTUMAIBHOTO TepaneBTHIeCKOTo Y dexra. OObuHas MOIepKUBAIOIIAs 032 IS
JOCTMDKCHHST ONITUMAJIBHOTO TeparneBTudeckoro 3¢ dekra cocrasiser 100-200 mr/cyt B 1 wim
2 mpuema. HekoTopbIM ManueHTaMm Jis JTOCTHXKEHUS KEJIaeMOTo TEepareBTUYECKOro 3ddekra
Tpebyercs n03a npenapata Jlamonen® 500 mr/cyr.

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

HavansHas 103a npenapata Jlamonen® npu MOHOTEpAINHU NAIMEHTOB ¢ THIIMYHBIME a0CaHCAMU
coctapsieT 0,3 Mr/kr/cyT B 1 unu 2 mpuema B T€UeHUE 2 HENEb ¢ MOCISAYIOMUM TOBBIIIIEHUEM
10361 10 0,6 Mr/kr/cyT B 1 i 2 mpuemMa B T€UCHHUE CIENYIONNX 2 HeIeb. 3aTeM 03y Ipenapara
clenyeT yBENMYMBATh MaKCHMaJbHO Ha 0,6 MI/Kr Kaxkaple 1-2 Hemenu 10 AOCTHIKEHUS
ONTUMAIBHOTO TepaneBTUYECKOTO ddekxta. OObIIHAS TONIEPKUBAIOIIAS 1032 JIJIS JOCTHXKECHUS
ONTUMAJILHOTO TeparneBTHIecKoro 3¢dekra cocrasuster ot 1 g0 10 mr/kr/cyt B 1 win 2 npuema,
XOTS HEKOTOPBIM TAaIMeHTaM C TUNWYHBIMUA abcaHcaMu IS JTOCTIDKEHHUS JKeIaeMoro
TepaneBTHUECKOro 3¢ deKra TpedyroTcs 6osee BBICOKUE JO3bI.

BcenencrBue pucka pa3BUTHS CBHIM HE CIENYET NPEBBIIATH HAYAJBHYIO 103y Ipernapara u
OTKJIOHSTBCS OT PEKUMa MOCIICTYIOIETO MOBBIIICHUS T03bI.

B cocmase kombunuposarnoil mepanuu Snuiencuu

B3pocnvie u 0oemu cmapwe 12 nem (Tabauya 1)

VY manueHToB, KOTOPhIE Y)KE MOTydaloT BaIbIpoaT B coueTaHuu ¢ apyrumu [1911 nnn 6e3 Hux,
®

HayajgpHas J03a npenaparta Jlamosen™ cocTaBisieT 25 Mr 4yepe3 JeHb B TEUEHUE 2 HEJElNb, B
JanbHelmeM — 1o 25 mr 1 pa3 B CyTKH B T€4€HHUE 2 HENEb. 3aT€M 03y CIEAYyeT YBEIUNYNBAThH
MakcuMaibHO Ha 25-50 Mmr kaxnaele 1-2 Hemenu [0 JIOCTHXKEHHUS  ONTHUMAJIbHOIO
TepaneBTHUecKoro 3¢ dexra. OObIYHAS MOAACPKHUBAIONIAS 1032 IS JOCTHKEHHUS ONTUMAIBHOTO
TepaneBTuueckoro 3gdekra cocrasiser 100200 mr/cyt B 1 unm 2 npuema.

VYV nmanueHToB, KOTOpPbIE MOJYyYarOT COMyTCTBYoUyto Tepanuto [IDI1 wnm apyrue npenaparsl,
KOTOpBIE MHAYLIUPYIOT INIIOKYPOHHU3AIUIO JTAMOTPUKIUHA B coueTanuu ¢ apyrumu 1311 nnu Ge3
HUX (32 HCKITIOYEHNEM BalbIIPOATOB), HauanbHas 103a npenapara Jlamosnen® cocrapuser 50 mr 1
pa3 B CyTKH B TE€UCHHE 2 HEJENb, B nanpHelmeM — 100 Mr/cyT B 2 mpuema B Te4eHUE 2 Heleb.
3aTtem 103y claeAyeT yBeauuuBaTh MakcuMaiabHO Ha 100 mMr kaxkabie 1-2 Heaenu 10 JOCTUKEHUS
ONTUMATFHOTO TepaneBTHIecKoro 3¢ dekra. OObuHAS TOIISPKUBAIONIAS 103a IS JOCTHKECHUS
ONITUMAJILHOTO TepaneBTHYeckoro apdexra cocrapiser 200—400 mr/cyt B 2 mpuema.
HekotopbiM manueHTaM JUIsl JOCTHXKCHHS JKEIaeMOr0 TeparneBTUYEeCKOro 3(¢eKTa MOXKeT
noTpeboBaThca Ha3HadYeHHe npernapara Jlamonen® B 1o3e 700 Mr/cyT.

VY nmanueHToB, MPUHUMAIOUIUX JIPYTHe Mpenaparbl, KOTOpPbIe CYIIECTBEHHO HE MHIHMOUPYIOT U HE
UHAYIUPYIOT TIIOKYPOHU3AIMIO JAMOTPUIKMHA, HAYaJIbHAs J103a Mpernapara cocTasisieT 25 mr 1
pa3 B CYTKH B T€UEHHUE 2 HENENb, B najibHemeM — 50 Mr 1 pa3 B CyTKH B T€UEHHUE 2 HE/IEIb. 3aTEM
703y cieayeT yBennuuBaTth MakcuMmaibHO Ha 50—100 mr kaxkaeie 1-2 Henenu 10 JOCTHXKEHHS
ONTUMATFHOTO TepaneBTHIecKoro 3 dekra. OObIuHAS TOISPKUBAIOIAS 103a IS JOCTHKECHUS
ONTUMAJILHOTO TepaneBTHYeckoro apdexra cocrasisier 100-200 mr/cyt B 1 nim 2 npuema.
Tabmuua 1. PexomeHmyeMblii pexuM [03MpoBaHHMs Iperapata Jlamosnen® mpu JedeHuH

SMUWJICTICUU Y B3POCIBIX U IeTel cTapiie 12 jet

Henens Henensa | IlogaepxkuBaromias
Pexxum no3upoBanus 12 34 1032
25wmr (1 paz B | SOwmr (1 | 100200 mr (B
MoHoTtepanus
CYTKH). pa3 B | 1 unmu 2 npuema).




COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 21.02 2023 N= 3395
(MOCTIEARRA TH HHE G 10 B
yBesnuueHsl Ha 50—
100 mMr xaxxapie 1-2
HEJeIn TUTST
JOCTHKEHUS
MOAEP>KUBAIOLIEN
JTO3BL.
12,5 mr 25wmr (1 | 100-200 mr (B
(HazHauaemasi | pa3 B | |1 unu 2 npuema).
o 25 MTr | CyTKH). Jlo3b1 MOTYT OBITH
KomOunupoBaHHas Tepanus ¢ BaJbIIPOATOM | Uepe3 JCHb). yYBEJIMUYEHBI Ha 25—
BHE 3aBUCUMOCTH oT Ipyrou 50 Mmr kaxnaple 1-2
CONYTCTBYIOIIEH TEpANIUU HENENU IS
JOCTHKEHUS
MOAEP>KUBAIOLIEN
JTO3BL.
10T pexum | 50 mr (1 pa3z B | 100 mr (B | 200400 Mr (B
JIOJKEH CYTKH). 2 2 npuema).
UCITOJIB30BAaThCA  C npuema). | Jlo3el MOTyT OBITH
(beHUTONHOM, YBEJIMYEHBI Ha
KapOaMa3ermuHOM, 100 mMr xaxxapie 1-2
dbenobapburamom, HEeAeTn TUTST
OPUMHJIOHOM WM JOCTHKEHUS
JIpYTrUMU MOAEP>KUBAIOLIEN
UHIYKTOpaMHU JTO3BI.
TITFOKYPOHH3AIIHT
KoMOuHMpoBanHas | J1aMOTpUIKHHA.
Tepanus 0e3 | Drot pexum | 25 mr (1 paz B | 50 mr (1 | 100-200 mr (B
BaJIbIIpoaTa JOJIKEeH CYTKH). pas B | | nnu 2 mpuema).
UCIIOJIb30BaThCA  C CYTKH). Jlo3bl MOTyT OBITh
JIPYTUMH yBeJIn4ueHbl Ha 50—
Iperaparamu, 100 mr kaxpie 1-2
KOTOpBIE Heaenu TUISE
CYILIECTBEHHO  HE TOCTHKEHUS
UHTHOUPYIOT U HE MOIEP>KUBAIOLIEH
UHAYIUPYIOT JIO3BI.
[IIIOKYPOHU3AIUIO
JaMOTPHIKUHA.
[Ipumeuanue: y mauuentoB, npuHumatonmx [1911, papmakokuHeTnyeckoe B3aUMOJEHCTBUE
KOTOPBIX C JIAMOTPUI)KMHOM B HACTOSILIEE BPEMs HEM3BECTHO, JOJIKEH UCIOJIb30BATHCS PEXKUM
NO3UPOBaHUS, PEKOMEHJIOBAaHHBIA [JIs MPUMEHEHMs] JaMOTPUDKMHA B KOMOMHAIUM C
BaJIbIIpOATaMH.

BC.HGI[CTBI/IG PUCKAa pa3BUTHUA CbIIIKA HC CICAYCT IMNPCBBIIIATL HAYAJIBHYIO O3y IIpclapara

® " OTKJIOHATBCA OT pCiKUMA MOCICAYIOUICTO IMOBBIIICHUA NJO3bI.

Jlamonen
Hemu 6 6ospacme om 3 0o 12 nem (Tabauya 2)
VY nanueHToB, MPUHUMAIOIINX BaJILIIPOAThI B coueTanuu ¢ Apyrumu [111 unu 6e3 Hux, HadaabHast

® cocrapiser 0,15 mr/kr/cyT 1 pa3 B CyTKH B TedeHHe 2 Hejelb, B

no3a npenapara Jlamosen
nanpHenmem — 0,3 Mr/kr/cyt 1 pa3 B CyTKM B TeUE€HHME 2 HENedb. 3aTeM J103a MOXET OBITh

yBeIM4YeHa MakcUMalibHO Ha 0,3 MI/Kr Kaxnaple 1-2 Hemenu 10 JOCTHKEHHUS ONTHMAaIBHOTO
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
o1 21.02.2023 N= 3335

TepaneBTHYecKoro g dexra. O0braHasK o yiep kuBarorias 63d i ot Timkidsus oritmMaisHoro

TepaneBTUueckoro 3¢ dexra cocrapmsier 1-5 mr/kr/cyt B 1 wnm 2 npuema. MakcumanbHas 103a
coctrapimsier 200 mr/cyt. Y manueHToB, koTopble monydator [IDI1 wim apyrue mpemapartsi,
MHAYLIUPYIOLIUE TIIIOKYPOHHU3AIUIO TAMOTPUIKKHA, B codeTanuu ¢ apyrumu [1911 nim 6e3 Hux

(3a HCKITIOUEHHEM BabIIPOATOB), HauaIbHas 103a npenapata Jlamonen®

cocrasisieT 0,6 Mr/Kkr/cyt
B 2 mpueMa B TeUeHHUe 2 Hellenb, B JaibHeneM — 1,2 Mr/kr/cyT B 2 mpreMa B TeUeHHE 2 HEeTb.
3areM 703y CleayeT yBeIMYMBaTh MakKcUMaidbHO Ha 1,2 Mr/kr kaxkasie 1-2 Hemenu 10
JOCTHKEHUS ONITUMATBHOTO TePareBTHUECKOTo 3 dexra. OObIYHAS TOACPKUBAIOMIAS 1032 IS
JOCTHKCHHST ONITUMAJIBHOTO TeparneBThuueckoro 3dgdekra cocrasiser 5—15 mr/kr/cyt B 1 nmm 2
npuema. MakcumainbHast 103a coctaisieT 400 Mr/cyT.

VY nmanueHToB, MPUHUMAIOUINX JIPYTHe Mpenaparbl, KOTOpPbIe CYIIECTBEHHO HE MHIHOUPYIOT U HE
MHIYHUPYIOT TIIOKYPOHM3AlMIO JaMOTPUIKUHA, HayalbHas jo3a npemapara Jlamomen®
cocrasiisier 0,3 Mr/kr/cyt B 1 mnu 2 npuema B TeueHUE 2 HeleNb, B JanbHeimem — 0,6 Mr/kr/cyt
B | nnu 2 npuema B TedeHHME 2 HENENb. 3aTe€M J03Y CIEAYyeT yBEIWYMBAThb MAaKCHUMAaJIbHO Ha
0,6 Mr/kr kaxaple 1-2 Hemenu, moka He OyIeT NOCTUTHYT ONTHUMAIIbHBIA TepaneBTUYECKHMA
s dexT. OObIYHAs MOAEPKHUBAIOIIAS 1032 I JOCTHXKEHHS] ONTUMAIBHOTO TEPANIeBTHYECKOTO
adexra cocrabmser 1-10 mr/kr/cytr B 1 wim 2 mpuema. MakcumanbHasi /1032 COCTABIISIET
200 mr/cyT.

Bo3MoxHO, 4TO marmueHTaM B BO3pacTe oT 3 10 6 JeT moTpedyeTcs MOJIep)KUBAroOIIas /1034,
HaXOJA1Iascs Ha BEpXHEH TpaHulle pEKOMEH1yeMOro Juana3oHa.

BcenencrBue pucka pa3BUTHS CBHIM HE CIEAYET MPEBBINIaTh HAvyallbHYIO 03y Ipenapara
Jlamonen® U OTKIIOHATHCS OT PEKUMA HOCIEYIONMEr0 MOBBIIIEHUS J03bI.

Jns oOecrieueHHs] HaAJIeXKAIIeHd TMOACPKUBAIONICH TEPareBTUYECKON J03bI HEOOXOIUMO
KOHTPOJIMPOBATh Maccy Tela peOeHKa U KOPPEKTHPOBATH /103y Mperapara Mpu ee N3MEHEHHH.
[Ipu HEOOXOUMOCTH, JUIsI OOECIIEYEHUsI TOYHOTO J03MPOBAHMS Ha HAYaJIbHOM JTalle TEparmuu
clefyeT TpuMeHaTh mnpenapar Jlamonen® B Golee HU3KOH [O3UPOBKE C HOCIEHLYIOIIHM
MepexoIoM Ha TabJaeTku 103upoBKoi 25 Mr, 50 mr uimu 100 mr.

Tabnuua 2. PekoMeHIyeMblii peXHM J03MpoBaHHMs mpenapara Jlamonen® mnpu JiedeHUH
SIUJIETICUU Y JIeTel B Bo3pacte oT 3 70 12 neT (CyTo4Has 103a B MI/KI/CYT)

Henena Henensa [TonnepxuBaromas
PexxuMm mo3upoBaHus
HOSHP 1-2 3-4 n03a
0,3 mr/kr (B | 0,6 mr/kr | [loBbIIeHHE J03BI
I wm 2|(B1wm?2| Ha 0,6 mr/kr
npuema). npuema). KaK]IbIC 1-2
HeJIeln 1o
JIOCTYKCHUS
MoHoTepanusi THTUYHBIX a0CaHCOB .
MOIJIEPIKUBAIOIIEH

10361 1-10 Mr/kr (B
1 unu 2 npuema) 10
MaKCHMaJIbHOM
10361 200 Mr/cyT.




COOTBETCTBYET SKCNEPTHOMY OTUYETY

ot 21.02 2023 N= 3395
0,15 mr/ki Y HOB AR TE Tt " Uit
(1 pas3 B|(l pa3 B|Ha 0,3 Mr/kr
CYTKH). CYTKH). KaK]IbIC 1-2
HEJeIn 1o
KoMOunnpoBanHas Tepanus ¢ BajiblIpoaTaMu JOCTH>KECHUS
BHE 3aBUCUMOCTHU oT Ipyrou NOJEPKUBAIOLIEN
COMYTCTBYIOIIEH Tepanuu 10361 1-5 Mr/kr/cyT
(B 1 nnm 2 nmpuema)
110 JOCTH>KEHUS
MaKCHMaJIbHON
10361 200 Mr/cyT.
10T pexum | 0,6 mr/kr (B | 1,2 mr/kr | [loBbiieHne 7036
JTOJIKEH 2 npuema). | (B 2 | Ha 1,2 mr/kr
HCIIOJIb30BAThCS C npuema). KaXK7ble 1-2
(beHUTONHOM, HEIEIU 1o
KapOaMa3enuHoM, JOCTH>KECHUS
dbenobapburamom, MOIICPIKUBAIOIIEH
NPUMUJOHOM HJIU JT03bI 5—
JpYTUMH 15 mr/kr/cytr (B 1
UHIYKTOpaMH Wik 2 Tmpuema) 110
IIOKYPOHM3ALUN JOCTHKCHUS
KomOunnpoBanHas JTAMOTPHUJKUHA. MaKCUMaJIbHOM
Tepanus 6e3 10361 400 Mr/cyT.
BaJILIIPOATOB 9T10T pexum | 0,3 mr/kr (B | 0,6 Mr/kr TloBeIIeHNE O3BI
IIOJDKEH I wm 2|(B1wm?2| Ha 0,6 Mr/kr
UCIIOJIb30BAThCS C | IpUEMA). Ipuema). Ka)K/IbIE 1-2
JpYruMu HEJEIN 110
npenapaTramu, JOCTHKCHUS
KOTOpBIE MOAEP>KUBAIOIIEH
CYIIECTBEHHO HE JI03bI 1-
WHTHOUPYIOT W HE 10 mr/kr/cyr (B 1
UHIYLUPYIOT WM 2 Ipuema) 1o
JIFOKYPOHM3ALAIO0 JOCTH>KECHUS
JIAMOTPHUDKHAHA. MaKCHUMaJILHOU
10361 200 Mr/cyT.
VY mnamuenTtoB, npuHuMarommx [1911, dhapmakokmHEeTHYECKOE B3aUMOCHCTBHE KOTOPBIX C
JAaMOTPU/I)KUHOM B HACTOSIIIEE BpEMsi HEM3BECTHO, JIOJDKEH MCIOJIb30BAaThCA PEKUM
NO3UPOBAHUS, PEKOMEHJIOBAaHHBIA [JIs MPUMEHEHMs] JaMOTPUDKHMHA B KOMOMHAIUM C
BaJIbIIpOATaMH.
Ecnu paccuntannas cyrouHas 103a y NalMeHTOB, IPUHUMAIOIINX BaJbIIpOaT, COCTABIISET 2,5—
5Mr, TO MOXHO Ha3HAauuTh mpemapaT Jlamonen® B J03MPOBKE 5 MI' 4epe3 JEHb B TEUEHHE
MEPBBIX JIBYX HEMEIb.
Ecnu paccuntannas cyrouHas 103a y Malii€HTOB, TPUHUMAIOIIKX BAJILIIPOAT, COCTABIIIET MEHEE
2,5 mr, npenapar Jlamonen® HazHauaTh HE CIELYeT.
Heo6Xx011M0 HIPUHUMATL BO BHUMAHUeE, 4To npenapat Jlamonen® B JOCTYIMHOM J03MPOBKE 5 MT
He o0ecreuynBaeT TOYHOE JI03MPOBAHUE JIAMOTPUPKUHA B COOTBETCTBUH C PEKOMEHAALUAMHU B
Hayajie Tepanuu y AeTell ¢ Maccol Tena MmeHee 17 Kr.

Jlemu maaowe 3 nem

[pumenenue npenapata Jlamonen®

HE U3YyYEHO B Ka4eCTBE MOHOTEpAIHH y JIETEH B BO3pACTE 10
2 NeT UM B Ka4eCTBE JOMOJHUTEIBHON Tepanuy y eTel B Bo3pacre A0 | Mecsaua. bezonacHocThb
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o1 21.02.2023 N= 3335

1 >ddextuBHOCTL nMpenapata Jlamonen® B kadectse nOMOMENTERE oM TTeparti GiapiibHbx

CyIOpOT Yy JIeTei B BO3pacTe oT 1 Mecsna 10 2 JeT HEe YCTaHOBJICHBI.

VY nereit mnaame 3 €T NpUMEHEHUE TBEP/IbIX JEKapCTBEHHBIX (OpPM (KOTOpbIe MpeaBapUTEIbHO
HEJb35 PACTBOPUTH U T.I1.) HE pa3perieHo.

Obwue pexomeHOayuu no pexicumy 003UpPOSaHUs NPU JeYeHUU INUTENCUU

[Tpu ormene conyrerBytomux [1911 mim nodasnennu Ha ¢pone npuema namotpuxuHa [1O11 nmm
JPYTUX JIEKAPCTBEHHBIX MPENapaToB HEOOXOAMMO MIPUHUMATh BO BHUMAHHE TO, YTO 3TO MOXKET
OKa3aTh BIUSHHME Ha (PAPMAKOKUHETHKY JIAMOTPHIKHHA.

bunoasipuoe agpdekTHBHOE PACCTPOICTBO

Bspocnvie 6 6ozpacme 18 nem u cmapue

BcenencTBrue pucka MOSBICHHS CHIIM HE CIEAYyeT NPEBBILIATh HAYAJIBHYIO /103y Ipernaparta u
OTKJIOHSTBCS OT PEXKUMA MOCIIETYIOLIETrO MTOBBIIIEHUS J03.

HeoGxoauMo cienoBath MEpexXOAHOMY PEXHUMY TO3HMPOBAHMSA, KOTOPBIA BKIIOYAET B ceOs

®

INOBBINICHUE OO03bI B TeucHHE 6 HEACIb 10 HO,Z[I[ep)KI/IBaIOH_Ieﬁ

crabunusupytromeit 10361 (Tabmuma 3), mocne 4ero npu HAIMYUK MMOKAa3aHU MOXXHO OTMEHSTH

npemnapara Jlamonen

npyrue ncuxorpomnssle npenaparsl u/unu [311 (Tabnuna 4).

Tabmuma 3. PexomeHyeMbplii peKUM TTOBBIIICHUS 10361 IIpernapara Jlamomen® st JOCTHKEHHUS
MO/JICPKUBAIOIICH CYTOUYHOM CTaOMIM3HPYIOMIEH 103bI Yy B3pOCHbIX (cTapmie 18 mer) mpu
ounosisipHoM ah(HEKTUBHOM PacCTPOMCTBE

Pexxum no3upoBanus Henenu Henenu Henensa 5 Ienenas

1-2 34 CTa0WIIN3UPYIOLIAst

no3a (Hegens 6)**

a) Kombunuposannas | 12,5 mr 25mr (1 paz [SOmr (B8 1| 100mr (B 1 wmm 2
Tepanus c| (25wmr B CYTKH). WU 2 |mpuemMa B CYTKH),
MHTHOUTOpaMU qgepes mpuemMa B | MaKCHMallbHast
TJIFOKYPOHU3AIUN JICHB ). CYTKH). cyrouHas go3a 200 mr.
JTAMOTPUKUHA,
Hanpumep,
BaJIbIIPOATAMH.
0) KomOunuposannas | SOwmr (I paz | 100 mr (B 2 [ 200mr (B 2 | 300 Mr HA 6 Hemene
Tepanus C | B CYyTKH). npuemMa B | IpHUeMa B | TEpaIuH, npu
WHIYKTOPaMH CyTKH). CYTKH). HEO0OXOIUMOCTH
TIIIOKYPOHH3AIUT YBEJIMYUTH 703y 1O
JIaMOTPHUJIPKUHA y 400 mr/cyTt Ha 7 HEene
MTallUECHTOB, HE Tepanui (B 2 npuema B
MIPUHUMAIOTIINX CYTKH).
MHTUOUTOPBI, TAKHE KaK
BaJIbIIPOAT. 2TO0T
pexXUM JOJKEH
HCIOJIb30BaThCS C
(heHUTOUHOM,
KapOaMa3enuHoOM,
(denobapoburamom,
MIPUMHIOHOM WIH
JIPYTUMH HHIYKTOpaMHU
TIIIOKYPOHH3AIUU
JAMOTPHJKUHA.
B) Momnoteparust | 25 mr (I paz | SOmr (8 1 [ 100mr (B 1| 200 mr (ot 100 Mr mo
JTAMOTPUIP)KUHOM ~ WJIU | B CYTKH). 1581071 2 | unm 2(400mr) (B 1 wumm 2
KOMOWHHMPOBAHHAS nmpueMa B | IpUeMa B | IpUeMa B CYTKH).
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 21.02 2023 K=

Tepanus y IAalHCHTOB, CYTKH). (Cyia)EAOBATENBHOCTE 0007)
NPUHUMAOIINX JPYTHe

IpenapaTsl, KOTOPBIC He

OKa3bIBAIOT

3HAYUTEIBHOTO

MHIYLHPYIOLEr0 WK

MHTUOMPYIOLIETO

JNIEUCTBUS Ha

IITIOKYPOHH3ALHIO

JTAMOTPHKHHA.

[Ipumeuanue: y namuenToB, npuHuMaromux [1911, dapmakokumHETHYECKOE B3aMMOICHCTBHE
KOTOPLIX C JIAMOTPUIKMHOM B HACTOAIICC BPEMS HCU3BCCTHO, JOJI?KCH UCIIOJIB30BATHCA PCIKUM
MOBBILIEHUS /103bl, PEKOMEHJOBAHHBIM ISl MPUMEHEHUS JaMOTPUIKMHA B KOMOWHAIUU C
BaJIbIIpOATaMH.

** TlenmeBass cTaOUIM3MpPYIOMIAs 1032 MOXET WU3MEHSTHCS B 3aBUCHMOCTH OT KJIIMHUYECKOTO
addekra.

a) Kombunuposannas mepanusi ¢ un2ubUmMopamu 2n0KypoOHU3AYUY 1aMOmpuoO*CUHA, Hanpumep,
sanvnpoamamu

HauanbHas go3a mnpenapata Jlamonen® y mHalMeHTOB, JOHOIHMTENLHO IPUHUMAIONIUX
npenapaTsl, HHTHOMPYIOIIHE TIIIOKYPOHHU3AINIO, TAKHE KaK BaJlbIIPOAThl, COCTABISET 25 MI uepe3
JICHb B TeYeHUE 2 Henenb, 3areM 25 Mr 1 pa3 B CyTku B TeueHwe 2 Henenb. Jlo3y criemyer
yBeau4uTh 10 50 mr 1 pa3 B cyTku (wim B 2 puema) Ha 5 Heaene. OObIyHAs 1IeIeBast 103a IS
JOCTIDKEHUSI ONTUMAIIBHOTO TepaneBTudeckoro s¢p¢ekxra cocrasiser 100 mr/cyr (B 1 nmm 2
npuema). OHAKO /1032 MOXKET OBITh YBEIMYEHA J0 MAKCUMAIbHOW CyTOUHOH 103kl 200 MT B
3aBUCHUMOCTH OT KIIMHUYECKOT0 3 deKra.

0) Kombunuposanuas mepanus c UHOYKmMopamu 210KYPOHU3AYUU TAMOMPUONCUHA Y NAYUEHTNOE,
He NPUHUMAKWUX UHSUOUMOpbl, MaKue KAk 6dlbNpoamsl. JDMOM  PeHCum  OOJNIHCEH
UCNONB308AMBCSL C (PEHUMOUHOM, KApOAMA3enuHoM, (heHobapoumaniom, NPUMUOOHOM U OpyeUMU
UHOYKMOPpAMU 2NIOKYPOHUZAYUU TIAMOMPUOHCUHA

HauansHas no3a npenapara Jlamosnen® y nanyeHToB, 0JHOBPEMEHHO IPHHUMAIOLIUX IIPEHapaThl,
UHAYUUPYIOIIUE TIIOKYPOHM3AIMIO JAMOTPUIDKMHA, WM HE MPUHUMAIONIMX BaJbIIPOATHI,
coctapiisieT 50 mMr 1 pa3 B cyTkH B TeueHHE 2 Henenb, 3areM 100 mr/cyt B 2 mpueMa B TeueHUe 2
Henenb. Ha 5 Henene no3y cnenyer ysenuuuth 70 200 mr/cyt B 2 npuema. Ha 6 Henene noza
MoOkeT ObITh yBenmumyeHa 10 300 Mr/cyt, ogHako OObIYHAs IieNeBas J03a s JTOCTHKEHUS
ONTUMAJILHOTO TepaneBTHYeckoro addexra cocrapisier 400 mMr/cyT (B 2 mpreMa) U Ha3HAYaeTCH,
HauMHaA ¢ 7 HEJeNu JIeUSHUS.

8) Monomepanusi 1AMOMPUONCUHOM UNU KOMOUHUPOBAHHAS mepanus y NAyueHmos,
NPUHUMAIOWUX Npenapamsl, KOMopble He OKA3bl8aom CYUeCmE8EeHH020 UHOYYUpYIowe20 Uil
uHUOUPYIOWEe20 BIUAHUS HA 2IFOKYPOHUZAYUIO IAMOMPUONCUHA

® cocrapisier 25 Mr 1 pa3 B CyTKH B TeueHuUe 2 HeleNb, 3aTeM

Hauansnas no3a npemnapara Jlamosen
50 mr/cyT (B 1 mnu B 2 npuema) B TeueHue 2 Heaenb. Ha 5 Henene 103y cieayer yBeIMYUTh 10
100 mr/cyt. O6bIyHas IENeBast 1032 I TOCTHKEHHUS ONTHMAJIBHOTO TepaneBTHUECKOro 3dexra
cocraBnsier 200 mr/cyr (B 1 wim 2 mpuema). OgHaKo B KIMHUYECKUX MCCIEAOBAHUSIX
MPUMEHSIIUCH 10361 B trana3zone ot 100 mo 400 mr.

[Tocne AgoCTHXKEHHS 1I€JIEBOM CYTOYHOM MOAMEPKUBAIOIICH CTAOMIM3UPYIOIICH 03Bl JIpyrue
TICUXOTPOITHBIE MpernapaThl MOT'YT OBITh OTMEHEHHI (Tabnuma 4).

Ta6muma 4. [lonnepxuBaromnias cTaOUIN3UPYIOIIas 00IIasi CyTOYHas /103a Mmpernapara Jlamomen®
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
o1 21.02.2023 N= 3335

s JedeHuss OunossipHoro addexkTuBHOro paccrpoi¢tsi_ moche EorMerbiHEOTY TeTRYIOmIX

MICUXOTPONHBIX nmpenapaToB uiu [1O11

Pexxum no3upoBanus Henensa 1 Henensa 2 Henena 3 u
nanee*
a) [Tocne oTMeHBI THTUOUTOPOB | Y IBOUTH
[JIFOKYPOHH3aUN CTaOUITU3UPYIOLIYIO  J103Y,
JTaMOTPUJIKUHA, HarpuMep, | He  TPEBbINIAas  YPOBHSA
BAJILIIPOATOB yBenudeHus Ha 100 mr/Hen. Coxpanuts 1103y 200 Mr/cyT B
To €CThb LeJeBas
2 mpuema.
cTadWIM3upyomas  J03a
100 mr/cyT yBenu4yuBaeTcs
Ha 1-i1 Henene bie}
200 mr/cyr.
0) ITocne ormensl nHIYKTOpPOB | 400 MT 300 mr 200 mr
[JIFOKYPOHH3aUN
JJaMOTpPUI)KNHA B 3aBUCUMOCTHU 300 MT 225 MT 150 mT
OT UCXOZHOU JTO3BI.
OTOT peXHM JIOIDKEH OBITh
200 mr 150 mr 100 mr

UCTIONIB30BaH NPH MPHUMEHEHNT
¢denutonna, kapbamasenuHa,
(dbenobapOuTana, NPUMHIOHA
WIM  JPYyrUX  HHAYKTOPOB
TIIIOKYPOHHU3AINN
JaMOTPUKUHA.

B) Ilocne oTMeHBl Apyrux
[ICUXOTPOIHBIX IIPENnaparoB y
MaIMEeHTOB, HE TMPUHUMAOIINX
WHAYKTOPBl WM HHTUOUTOPHI
TITIOKYPOHH3AIHA
JIaMOTpPU KU HA.

[TognepxuBaTh LENEBYIO 1103y, JOCTHTHYTYIO B TIpolecce
peknMa noBbIeHus 10361 (200 Mr/cyT B 2 mpruema; Auana3oH
103 ot 100 mr go 400 mr).

[Ipumeuanue: y namuenToB, npuHuMaromux [1911, dapmakokumHETHYECKOE B3aMMOJICHCTBHE
KOTOPLIX C JIAMOTPU/PKUHOM B HACTOAIICC BPEMSA HCU3BCCTHO, PCKOMCHAYCTCA COXPAHUTH
TEKYIIYIO 103y JaMOTPUIKMHA U IPOBOAUTH MOA00P A03bl IAMOTPUPKUHA B 3aBUCUMOCTH OT
KJIMHUYECKOTO OTBETA.

* TIpu He0OXOIMMOCTH 1032 MOXKET OBbITh yBennueHa 10 400 Mr/cyT.

a) Tepanus 1amMomMpuOdCUHOM NOCIe OMMeHbl KOMOUHUPOBAHHOU Mepanuu ¢ UHSUOUMopamu
2NIOKYPOHU3AYUU IAMOMPUONCUHA, HANPUMED, 8ATILNPOAMAMU

ITocsie OTMEHBI BaJIbIIPOATOB LIENEBYI0 CTaOMIM3UPYIONIYIO 103y Hpenapata Jlamonen® ciemyet
YIIBOUTH U TIOJJICP’KUBATh HA 3TOM YPOBHE.

0) Tepanus namompuoOICUHOM NOCIE OMMEHbL KOMOUHUPOBAHHOU Mepanuu ¢ UHOYKMOpamu
2NIIOKYPOHU3AYUU TAMOMPUONCUHA 8 3ABUCUMOCU OM UCXOOHOU NOOJepIcUsaroufeli 003vl. Imom
pesicum  0oadiceH  Oblmb  UCNONB308AH NPU  NPUMEHEeHUU heHumouna, Kapbamazenuma,
Genobapobumana, npumMuOOHa Uiy Opyeux UHOYKMopo8 2n0KYPOHU3AYUU TAMOMPUONCUHA

® CJICAYCT MOCTCIICHHO CHUXXATh B TCUCHUC 3 HEACDb ITIOCJIC OTMCHBI

o3y npenapara Jlamosien
WHIYKTOPOB TJIIOKYPOHU3AIIHH.

8) Tepanusi 1GMOMPUONHCUHOM NOCTIE OMMEHBL CONYMCMBVIOUUX NCUXOMPONHBIX NPENnapamos, He
OKA3bIBAIOWUX — UHSUOUPYIOWe20 U UHOYYUPYIOWe20 — 6IUAHUS — HA  2TIOKYPOHUZAYUIO
AAMOMPUONCUHA

B mepuon OTMEHBI COMYTCTBYIOIIMX IPEMapaTroB JOJDKHA OBITh COXpaHEHa IeyeBas 1032
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npenapara Jlamonen®, 10CTUTHYTas B IPOLIECCE
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I TBETCTBYET SKCNEFTHOMY OTYETY

ot 2102 2023 Ne 3395

pexuma HoBbiteHsEKosEl IEHOCTE 0007

Koppexyus cymounou 0o3vl npenapama Jlamonen® y nayueHmos ¢ Ounoasapuvim apghekmusHvim
paccmpoiicmeom nocie 006asieHus Opy2ux npenapamos
OTCyTCTBYET KIMHUYECKHI OBIT B KOPPEKLIUU CYTOYHBIX 103 TAMOTPHUIKMHA MTOCIIe 100aBIIeHUs

Ipyrux mnpemnaparoB. OJHAKO Ha OCHOBAaHUU HCCIEAOBAHMI MO OLEHKE B3aMMOJICHCTBUS

IpenapaToB MOTYT OBITh MPEUIOKEHBI cieaytome pekomenaanuu (Tabmuma 5).

Ta6maua 5. Koppekius cyTounbsIX 103 mpemnapara Jlamonen® y B3pocnbix (crapmie 18 ner)

NAllMeHTOB C OunoisipHbIM ad@EKTUBHBIM PACCTPONHCTBOM TOCIE JO0OABICHHS JPYTrUX

npenapaToB
Pexxum nozupoBaHus Texymas Henens 1 Henens 2 Henens 3
CTAOWIIH3UPYIOTIAS U janee
71032
JaAMOTPHUKUHA
(mr/cyT)
a) Ho6asnenne | 200 mr 100 mr Coxpanuts 103y 100 Mr/cyT.
UHTHOUTOPOB
TIIOKYpOHH3AINH 300 mr 150 mr Coxpanuts 103y 150 mr/cyr.
JTaMOTPHUKHUHA
(Harpumep, BaNbIPOATOB) | 400 Mr 200 mr
I]z ox OH;?)];IHCHMOCTH 1 03(); Coxpanuth 103y 200 Mr/CyT.
JTaMOTPHKUHA.
0) Jo6asnenne | 200 mr 200 mr 300 mr 400 mr
WHIYKTOPOB
TIIIOKYPOHHU3AIUT
JaMOTPHIDHHA Y 1150 mr 150 mr 225 mr 300 mr
MAIMEHTOB, HE
MOJTyYArOIIUX BaJIbIIPOATHI,
B 3aBUCHUMOCTHU oT
HCXOJIHOM 1036l | 100 Mr 100 mr 150 mr 200 mr
JTaMOTPHUKUHA.
DTOT pEXUM JTOIDKEH OBITh
MCIOJIb30BaH npu
npuMeHeHnH (EHUTOWHA,
kapOamaszenusa,
(dhenobapOuTana,

MIPUMUJIOHA WJIH JPYTUx
HUHIYKTOPOB
[JIFOKYPOHU3AI U
JAMOTPHUIKUHA.

B) JloGaBneHue apyrux
MpermapaToB, KOTOpPHIE HE
OKa3bIBAIOT 3HAYUTEIHLHOTO
UHIYLUPYIOLIETO J5R05
WHTUOMPYIOMIETO JEHCTBH
Ha TITIOKYPOHHU3AIUIO
JaAMOTPHUKUHA.

[ToaepxuBaTh 1ENEBYIO 103y, TOCTUTHYTYIO B IIPOIECCE PEXKUMA
noBbImeHuss 1036l (200 mr/cyt; nmamason m03 ot 100 mr mo

400 mr).
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 21.02 2023 K=

(NOCNEOQCOBATENBHOC T:.u 0007

[Tpumeuanue: y nmanuenTton, npunumaromux [1911, dapmakoknHeTHUECKOE B3anMoJIeiicTBHE
KOTOPBIX C JIJAMOTPUUKMHOM B HACTOAIIEE BPEMsI HEU3BECTHO, JOJKEH UCIOIb30BaThCS PEKUM
J03UPOBAaHUS, PEKOMEHIOBAHHBIA JUII TPUMEHEHUS JAMOTPUKMHA B KOMOMHALUU C
BaJIbIIPOATaMH.

Ommena mepanuu 1AMOMPUONCUHOM Y NAYUEHMO8 C OUNONAPHLIM  AppeKmueHvim
paccmpoiucmeom

Bo Bpems npoBeieHNs KIMHUYECKUX HCCIIeI0BaHUM pe3Kasi OTMEHA JIaMOTPUKMHA HE BbI3bIBaJa
YBEJIMYEHHUSI YaCTOThHI, TXKECTH WM M3MEHEHMsI XapaKTepa HEKelaTeJIbHBIX peakluid o
cpaBHeHHMIO ¢ Tane6o. TakuM 06pa3oM, MaIMEHTaM MOKHO OTMEHSTh mpernapat Jlamomnen® Ge3
MOCTETIEHHOTO CHUYKEHUS €r0 J103bl.

Hemu u noopocmku maaowe 18 1em

[penapar Jlamonen® He TokasaH I JieueHUs OUIOIAPHOro a@(eKTUBHOrO PacCTPOKHCTBA Yy
JeTel U MoAPOCTKOB Miaiie 18 mer.

BbezonacHocth u 3(h(heKTHBHOCTH MPUMEHEHUS TaMOTPUKUHA MTPH OUITONIIPHOM a(HEeKTHBHOM
paccTpoiCTBe y MAIMEHTOB 3TOM BO3pPACTHOW TPYNIBI HE OICHHMBAIHMCH. TakuMm oOpaszom,
PEKOMEHIALINHU MO JO3UPOBAHUIO MPETIOKUTH HEBO3MOXKHO.

Kenwunvl, npunumaloujue 20pMOHAIbHbIE KOHMPAYENMUBDL

a) Ilpumenenue npenapama Jlamonen® nayuemmamu, yoice nOIYUQIOWUMU 20PMOHANLHBLE
KOHMpayenmuebl

HecmoTpss Ha TO, YTO meEpopaibHble TOPMOHAJIBHBIE KOHTPAIETITUBBI MOBBIMIAIOT KIMPEHC
JaMOTPHUKUHA, OTCYTCTBYET HEOOXOTUMOCTh B CHEIHAIBHBIX PEKOMEHIAIMAX MO PEKUMY
MOBBIIIEHUS J103bI JIAMOTPUDKUHA B CBA3H C IPUEMOM TOJIBKO TOPMOHAIBHBIX KOHTPAIETITUBOB.
PexyM MOBBIIEHHS 103 0JKEH COOTBETCTBOBATH PEKOMEHYEMbIM YKa3aHUSM B 3aBUCUMOCTH
OT TOro, A00aBigeTCs JHU JIaMOTPUDKUH K BaliblipoaraM (MHTUOMTOpaM TIIIOKYpOHU3ALUU
JAMOTPHUKMHA) WM HWHAYKTOpaM [NIIOKYPOHHU3AUU JIAMOTPUKMHA; WM JIAMOTPUKHUH
MPUMEHSIETCS B OTCYTCTBHE BAJIBIIPOATOB WM MHAYKTOPOB INIIOKYPOHHU3AIUH JIAMOTPUIKIHA (CM.
Tabmumy 1 nns mpuMeHeHus npu snuiencud U Tabmauity 3 uisi mpUMEHEHHUST TTPH OUITOISIPHOM
apEKTUBHOM PacCCTPONCTBE).

0) Ilpumenenue 20PpMOHANBLHBLIX KOHMPAYENMUBO8 NAYUEHMAMU, Yoce  NOAYYAIOWUMU
noodepoicusaiowue 003vi  npenapama  Jlamonen® u ne nonyuaOwuMU  UHOYKMOPb
2NIIOKYPOHUAYUU TAMOMPUONCUHA

B 6oibmumHCTBE citydaeB TpeOyeTcs MOBBILICHHE MOAIEP>KUBAIOIEH 103bl TJAMOTPHUIKHUHA, HO HE
Oonee yem B 2 pasa. [lpu Ha3HaueHWH TOPMOHAJBHBIX KOHTPALENTHBOB PEKOMEHIYETCs
MOBBIICHUE 036l JamMoTpumkuHa Ha 50100 Mr/cyT KaXKayr0 HEISNI0 B 3aBUCUMOCTH OT
KJIMHUYECKON KapTuHbL. He pekoMeHayeTcss mpeBbllIaTh JaHHBIE 3HAUEHUS, €CIU KIMHUYECKOe
COCTOSIHME MAIMEeHTa He TpeOyeT JalbHeHIero NoBbIIIeH s 10351 Npenapara Jlamonen®.

8) Ilpexpawenue npuema 20pMOHATLHBIX KOHMPAYENMUBOE NAYUESHMAMU, YIHCE NOTYUAIOUWUMU
noodepoicusaiowue 003vi  npenapama  Jlamonen® u  me nomyuaOwuMu  UHOYKMOPb
2NIIOKYPOHU3AYUU TAMOMPUONCUHA

® HO He Ooiee,

B OonpmmHCcTBE ciyyaeB TpeOyeTcs CHMKEHHE A03bl mpemnapata Jlamonen
ueMm Ha 50%. PekoMeHIyeTcsl MoCTeNeHHOe CHMKEHUE CyTOUHOM 10361 npenapara Jlamosen® na
50-100 mr kaxayro Heaemto (CKOpOCTh CHIXKEHHUS HE TOJKHA MTPeBbIIIaTh 25% OT CyTOUHO 036l

B HEJIEITI0) B TeueHue Oosiee 3 Heelb, €CIIA KIIMHUYECKOE COCTOSTHUE MAIIMeHTa He TPeOyeT HHOTO.
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COOTBETCTBYET SKCNEPTHOMY OTUYETY
s | o Q.J_. 200

ot 21.02_20

IIpumenenue amaszanasupa/pumonasupa (NOCNEOOBATENEBHOCTE 0007)

HecMoTpst Ha TOT (hakT, 4TO TPU COBMECTHOM NPUMEHEHHUU C aTa3aHAaBUPOM/PUTOHABHUPOM
KOHIIEHTpalUs JaMOTPUIKMHA B IJIa3M€ KPOBU CHUXKAJIACh, KOPPEKIUH PEXUMA JTI03UPOBAHUS
npenapata Jlamonen® mpH OJHOBpEMEHHOM NPHMEHEHHH C aTa3aHaBUPOM/PUTOHABHPOM He
Tpebyercs. IloBsimenue 036l Tpemapara Jlamonen® OMKHO HPOBOAMTHECS HA OCHOBAHHH
pEKOMEHANNA, UCXOAS W3 TOro, NOOABISETCS JIM JAMOTPHIDKUH K TEpalud BajbIpoaTaMHu
(MHTHOUTOPHI  TNIIOKYPOHHM3AlMKM  JIAMOTPUDKMHA), JMOO K  Tepalmuu  HHIYKTOpaMHu
TIIFOKYPOHHU3AIUH TAMOTPHUKUHA, THOO JIAMOTPUKUH TPUMEHSIETCS B OTCYTCTBUE BAIBIIPOATOB
WJIM UHIYKTOPOB IITIOKYPOHU3ALMU JTaMOTPHUIKUHA.

VY NanueHToB, yXkKe NPUHUMANOIMX TMOAAEpKMBAIOmuUe 103bI npemapaTta Jlamonen® u He
NPUHUMAIOIINX  WHAYKTOPHl  [JIIOKYPOHU3aLUMM  JIAMOTPUDKWHA, TPU  NPUMEHEHUH
aTazaHaBUPA/PUTOHABHPA 03y JAMOTPHKHHA, BO3MOXHO, Oy/1€T HEOOXOIUMO MMOBBICUTD, a TIPH
OTMEHE aTa3aHaBUPa/pUTOHABHPA — TOHU3UTH.

THayuenmoi nosxcunozo 6ospacma (cmapute 65 n1em)

He tpebyercs mpoBOANTE KOPPEKIHIO PEXKMMa TO3UPOBAHUS IO CPABHEHHIO C PEKOMEHIYeMOU
cxemoi. PapMaKOKMHETHKA JIAMOTPUIPKMHA B O3TOM BO3PACTHOM TIpYMNIE IPAKTHYECKU HE
OTJIMYAETCS OT TAKOBOM Y B3POCIIBIX JIUI B BO3pacTe 110 65 JerT.

Hapywenue ¢pynxyuu nevenu

HavanpHyro, BO3pacTalomyld © TOMICPKUBAIOIIYIO 1036l OOBIYHO CJIEAYET YMEHBIIUTH
npubnusutenbHo Ha 50% u 75% y manueHToB ¢ ymepeHHO# (ctamusi B mo kmaccudukanuum
Yaiing — [Tero) u Tsoxkenoit (cranus C no knaccudukanuu Yaing — [1pi0) cTeneHbl0 HApYIICHUS
(GYHKIIMM TEYEeHU COOTBETCTBEHHO. Bo3pacraromass M MOACPKUBAIOIIAS O3Bl JOJKHBI
KOPPEKTUPOBATHCS B 3aBUCHMOCTH OT KIMHIUYECKOTO d(deKTa.

Hapywenue ¢pynkyuu nouex

[TarmenTam ¢ 1MOYEYHOM HENOCTATOYHOCTBIO Mpenapar Jlamonen™ ClIelyeT Ha3HayaTh C
OCTOPOKHOCTHIO. [[71s1 MalMEeHTOB € TEPMHUHAIBHOW CTAAME MOYEYHOM HEJOCTATOYHOCTH
HauanpHBlE 703l Mpenapata Jlamonen® clemyeT paccUMTBHIBATH B COOTBETCTBHU C PEKHMOM
JIO3UPOBaHUA ISl TauueHToB, npuHuMarommx I[I9I1. Jlns namueHToB CO 3HAYUTENbHBIM
CHIDKEHHEM (DYHKITMH TTOUEK MOXKET OBITh PEKOMEHIOBAHO CHUKEHHUE TIOIJIEP>KUBAIOIITUX J103.

ITo6ouHoe neiicTBHe

HexenatenbHble peakiuy, BBISBICHHBIC B XOAC KIMHHYECKUX HCCIEIOBAHUN Yy TAIMEHTOB C
MUIIETNICUEN WM OUNONSApHBIM a(HEKTUBHBIM PACCTPOMCTBOM, OBUIM pa3ieiieHbl Ha TPYIIIIbI,
XapaKTepHbIe ISl OTAENBHBIX MOKa3aHWW K MpUMEHEHHIO. J[ONMOJHUTENbHbIE HeKenaTeabHbIe
peakuuy, BBIBIEHHBIE B XOJI€ MOCTPErUCTPAMOHHOIO HAOMIOACHUS MO0 000UM MOKa3aHUsIM K
NPUMEHEHHI0, BKJIIOYeHbl B moapasnen «[loctperucrpannonnoe HaOmogenue». llpu
paccMoTpeHHH o0miero npoduiis 0e30MacHOCTH JaMOTPUDKHUHA CIIEYeT O3HAKOMHUTBHCS C
uH(popMaliel, cojaepKaieicss BO BCEX Tpex Mojpasnenax. HexenarenbHbIE pPEaKIIHH,
MPEICTABICHHBIE HUXKE, TICPEUYHCICHBI B COOTBETCTBUU C MOPAKEHHUEM OPTaHOB M CHCTEM OPTaHOB
Y 4aCTOTOM BCTpeYaeMOCTH. HacToTa BCTPEYaeMOCTH OTIPEEIIIETCS CIASAYIONUM 00pa3oM: 04eHb
gacto (> 1/10), gacto (> 1/100 u < 1/10), Hewacto (> 1/1000 u < 1/100), peaxo (> 1/10 000 u
<1/1000), ouenp penko (< 1/10 000, BkIrOYass OTACIBbHBIC CIIy4aW) U 4acTOTa HEW3BECTHA (HA
OCHOBAaHMM UMEIOUINXCA JaHHBIX OLEHUTh HEBO3MOXHO). Kareropuu yacToThl ObLIH
chOopMUpOBaHBl Ha OCHOBAHMM JIaHHBIX KIMHUYECKHX MCCIEJAOBaHWU TMpemapara U
MOCTPETUCTPALIMOHHOTO HA0IIOICHNUS.

YacroTa BCTpeYaeMOCTH HeKeJIaTeJbHbIX peaKiuil
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 21.02.2023 Nz

dnuiiencust (MOCNEOCBATENEHOCT :.u 0007)

Crnenyrolue HeXenaTeabHble Peakui ObUIH BBISIBICHBI B XOJ€ KIMHUYECKUX HCCIIEIOBaHUM Y

MAalMEeHTOB C AMUJIETICUEH W TIPH OIleHKe oOmero mpoduist 6e30macHOCTH JaMOTPUKUHA U

JOJIKHBI pacCMaTpUBATHCS COBMECTHO C HEXKENATEIbHBIMU PEAKIMSIMH, BBISBICHHBIMH B XOJ€

KIIMHUYECKUX HMCCIEAOBAHUN Yy MAlUEHTOB ¢ OUIONSAPHBIM ad()EKTUBHBIM PACCTPONCTBOM H B

MEPUOJ MOCTPETUCTPAIMOHHOTO IIPUMEHEHUS TIpernapara.

Hapywenus co cmoponvl Kodtcu u NOOKOICHLIX MKAHE

OueHb 4acTo: KOKHAsI ChIIb.

Penxo: cunapom CtuBeHca — J[>KOHCOHA.

OueHb peliKo: TOKCHYECKUM 3MUAEpPMaTbHbIA HEKPOJIHU3.

B nononHuTENbHBIX ABOWHBIX CIIETBIX KJIMHUYECKUX HUCCIEeIOBAaHUSAX Y B3POCIBIX KOXKHAS ChIIb

HaOmoganach y 10% u MeHee ManueHTOB, MPUHUMABIINX JTAMOTPUIKUH, U y 5% MalMeHTOB,

NpUHUMABIIUX I1a11e00. Y 2% nanueHToB BOZHUKHOBEHUE KOYKHOM CHIIMTHA TOCTYKUJIO PUIMHON

OTMEHBI JamMoTpumkuHA. ChIllb, OOBIYHO MAaKyJIOMamyJIe3HOTO XapakTepa, B OCHOBHOM

MOSIBJISIETCS. B TEUEHUE 8 HENEeNbh C MOMEHTa Haudaja Tepamud U TPOXOAHT IOCIE OTMEHBI

JaMOTPHIKUHA.

HmeroTcst cooOIIEeHUs 0 PeIKUX CITydasiX pa3BUTUA TSKENO, MOTEHINaIbHO OMACHOM [l )KU3HU

KOKHOM CbINH, BKIO4Yasi cUHApoM CtuBeHca — J[DKOHCOHA M TOKCUYECKUW SIHACPMaAIbHBIN

Hekponu3 (cuuapoMm Jlaitenna). XoTs B OOJBIIMHCTBE CIIy4aeB IMPU OTMEHE JIAMOTPHKUHA

IMPOUCXOJMIO OOpaTHOE pPAa3BUTHUE CHUMIITOMOB, Yy HEKOTOPBIX MAllUEHTOB OCTaBaJINCh

HeoOpaTuMble PYyOIbl, M B PEIKUX CIydasX OBUIH 3aperHCTPUPOBAHBI JICTAIBHBIE HCXOIBI,

CBSI3aHHBIE C IPUEMOM JaMOTPUKUHA (cm. «Ocobbie yKazanusny).

OO01muii prCK MOSIBIICHUS CHITTU TECHO CBSI3aH C:

- C BBICOKOM HayaJbHOW 030U JIAMOTPUIKMHA U IIPEBBIIICHUEM PEKOMEHIYEMOU CXEMBI
MOBBIIIEHUS 103 BO BPEMsI TEPAITUH JTAMOTPUDKUHOM (cm. « Cnocob npumenenus u 003vul»);

- C COIYTCTBYIOIIMM MPUMEHEHHEM BasbIpoata (cm. « Cnocob npumenenus u 003bl»).

Takxe ObUIM MONY4YEeHBI COOOILEHUS O Pa3BUTHHU CHIIM B paMKax JICKAPCTBEHHOM peaklHH C

so3uHOmIMerd U cucteMHbiMH TposiBaeHussMH (DRESS-cunapom), Taxke H3BECTHOH Kak

CUHAPOM THUIEPYYBCTBUTEIBHOCTU. DTO COCTOSHUE CBSI3aHO C PA3IMYHBIMU CHUCTEMHBIMU

MPOSIBIEHUSIMU (cM. « Hapywenus co cmoponvt uMmyHHOU cucmembvly **).

Hapywenus co cmoponuvl Kposu u tumgamuyeckou cucmemsl

OdeHb pelKo: TeMaTOJIOTUYECKUE HapyIIeHUs (BKIIIOUask HEUTPOIICHHUIO, JIGHKOIIEHUIO, aHEMUIO,

TPOMOOIIMTONICHUIO, MAHIUTOIICHUIO, aTUTaCTUYECKYIO aHEMHUIO, arpa”yJoIluTO3),

nuMdaneHonaTus.

['emaronornueckue HapyuieHus W JuUM@aaeHonaTHss MOTYT OBITh CBSI3aHbI MJIM HE CBSI3aHBI C

CUHAPOMOM THUINEPUYYBCTBUTENBHOCTU (cM. «Ocobwvie ykazanua» u «Hapywenus co cmopoHnul

UMMYHHOU cucmembviy **).

Hapywenus co cmoponvl uMMyHHOU cucmembl

Ouenp penxo: DRESS-cunapoMm uiam CHMHAPOM THUNEPYYBCTBUTEIBHOCTH** (BKIIIOYasl Takue

CUMITOMBI, KaK JHXOpajka, JTuMdaaeHomaTus, OTeK IUIa, HAPYIICHUS CO CTOPOHBI KPOBH,

(GYHKLINY TIEYSHH U TIOYEK).

** Taxxe ObUTH MOTYyYEHBI COOOIICHHS O Pa3BUTHUH CHIITK B PaMKax 3TOTO CHHIPOMA, KOTOPBIH

MPOTEKAET C PA3INYHON CTENEHBIO KIIMHUYECKON TSXKECTH U MOXKET B PEAKUX CITy4asiX MPUBOAUTD

K Pa3BUTHIO CHHIPOMA JHCCEMHHUPOBAHHOTO BHyTpHcocyaucToro cBepthiBanus (/IBC) u

MOJIMOPTaHHONW ~ HEJAOCTAaTOYHOCTH.  BaXXHO  OTMETHTh, YTO  paHHHE  MPOSIBICHUS

TUINEPYYBCTBUTEIBLHOCTH (HANpUMEp, JUXOpaaka, JuMQaaeHOmaTus) MOTYT HPHUCYTCTBOBATH
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ot 21.02 2023 N= 3395
JIa’Ke TPH OTCYTCTBUM SIBHBIX NMpU3HaKoB chinu} [Ipu paiBuium Frakinx iapusHakoB W erMitrOMoB

COOTBETCTBYET 2KCNEPTHOMY OTYETY

MAIUEHT JOJIKEH ObITh HEMEJIEHHO OCMOTPEH BpayoM, U, €ClIM He OyJeT yCTaHOBJIEHA Apyras
MPUYMHA PA3BUTHS CUMIITOMOB, JJAMOTPUJIKHUH CIEAYET OTMEHUTH (cm. « Ocodvle yKazanusy).
Hapywenus ncuxuxu

YacTo: arpecCUBHOCTD, PA3APAKUTEIbHOCTD.

OdeHb peIKO: TUKH, TAIUTFOIUHAIINH, CITYyTAHHOCTh CO3HAHUS.

Hapywenus co cmoponul nepénoii cucmemvl

OdeHpb 4acTo: TOJIOBHAS 0OJIb.

Yacro: COHIMBOCTh, OECCOHHUIIA, TOJIOBOKPYKEHUE, TPEMOP.

Hewacro: arakcusi.

Penxo: Hucrarm.

Hapywenus co cmoponvl opeana 3penus

Heuacro: aumiionus, HEYETKOCTh 3PEHUSI.

Hapywenus co cmopoHul dceny0ouno-kuueuHo2o mpakxma

YacTo: TourHoTa, pBOTa, 1UApEs.

Hapywenus co cmoponbvl neuenu u scenyuegblo0Auux nymeu

OdeHb peAKo: TOBBIIIEHWE AKTUBHOCTH <«II€YCHOYHBIX» (EPMEHTOB, HapylleHue (yHKIUU
MEYEHHU, ICYEHOYHAsl HEJOCTaTOYHOCTb.

Hapymenuss ¢yHKIuM 1e4eHH OOBIYHO pa3BUBAIOTCA B COYETAHMM C  pEaKUUsIMU
TUIEPYYBCTBUTEIBHOCTH, HO B EIUHUYHBIX CIydasx OTMEUYAIUCh M B OTCYTCTBHE SIBHBIX
MPU3HAKOB TUMIEPUYBCTBUTEIBHOCTH.

Hapywenus co cmoponul ckenemno-mulileyHou 1 cOeOUHUMEeNbHOU MKAHU

OdeHb peIKo: BOTUYAHOUHO-TIOAO0HBINA CHHAPOM.

Obwue paccmpoiicmea u HapyuleHus 8 Mmecme 66e0eHus

YacTo: yroMmJIs1eMOCTb.

bunoasipuoe agpdexkTBHOE PACCTPOICTBO

Crnenyrolye HexXenaTeabHble Peakui ObUIM BBISIBICHBI B XOJ€ KIMHUYECKUX HCCIIEOBaHUH Y
MAlMeHTOB ¢ OWMOJAPHBIM ap(EKTUBHBIM PACCTPONCTBOM M TPH OIEHKE 00IIero mpoduis
0€30MacHOCTH JIAaMOTPUDKUHA JIOJDKHBI PAacCMaTpUBaThCS COBMECTHO C HEXellaTelbHbIMU
peaKuusMHU, BBISIBICHHBIMHU B X0JI€ KIIMHUYECKUX MCCIIEOBAHUHN Y TAIICHTOB C SIUJICTICUEH U B
X0/ TOCTPETUCTPALMOHHOTO HAOIIOICHUSI.

Hapywenus co cmoponvl Kodtcu u NOOKOICHLIX MKAHE

OueHb 4acTo: KOKHAsI ChIIb.

Penxo: cunapom CtuBeHca — J[>KOHCOHA.

[Tpu omenke BcexX HCCIENOBaHUM (KOHTPOIMPYEMBIX U HEKOHTPOJIHUPYEMBIX) MO MPUMEHEHUIO
JaAMOTPHUKUHA y TAIIMEHTOB ¢ OUMOJAPHBIM aQQEKTUBHBIM PACCTPOWCTBOM KOXKHAasl ChIIb
BO3HUKaNa y 12% mnaiueHToB, MOJyYyaBUIMX JAMOTPUKUH, TOTJa KaK B KOHTPOJIUPYEMBIX
KIIMHUYECKUX WCCIEAOBAHUAX Y IMAIMEHTOB C OUMONSPHBIM a(PEeKTUBHBIM PaACCTPOICTBOM
KOXKHasl ChIllb BO3HMKaJa y 8% MalMeHTOB, MOJyYaBUIMX JAMOTPUIDKUH, U Y 6% NanueHToB,
MOJTyYaBIIUX IU1a1e0o0.

Hapywenus co cmoponul nepéHoii cucmemvl

OdeHb yacTo: ToJI0BHAS 0OJIb.

Yacro: axxuTanus, COHIUBOCTh, TOJIOBOKPYKEHHE.

Hapywenus co cmoponvl ckenemuo-mulidedHol U cOeOUHUmMeNbHOU MKAHU

Yacro: apTpairus.

Obwue paccmpoiicmea u HapyuleHus 8 Mmecme 66e0eHus
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COOTBETCTBYET SKCTNEFTHOMY OTHETY

ot 21.02.2023 Nz

Yacro: 60J1b, 60JIb B CIIMHE. (NOCNEOOBATENEHOC 'I':.u 0007

IHocTperncTrpanuonHoe Hal0I0IeHHE

Jannublif  pa3zmen — BKJIIOYAeT — HEXKeNaTeldbHble — peaklWd,  BBISIBJICHHBIE B XOJE
MOCTPETUCTPALIMOHHOTO HaOMI0eHUsT Mo Oo0OMM TOKa3aHUsIM K mNpuMeHeHuto. Ilpu onenke
obmiero mpoduist 6€30MacHOCTH JIAMOTPHUKWHA JTaHHBIE HEXKENATeIbHBIC PEaAKIHH JOJIKHBI
paccMaTpuBaThCsS COBMECTHO C HEXKENATeTbHBIMH pPEAKIMSIMH, BBISIBICHHBIMH B  XOJ€
KIIMHUYECKUX WCCIEAOBAaHUN Yy MAIMEHTOB C JMHICNCUEH U OunonspHbiM ad(HEeKTHBHBIM
paccTporCTBOM.

Hapywenus co cmoponvl kposu u aumgpamuueckoui cucmemuol

Ouensb penko: reModarouTapHbIA TUM(OTHUCTHOIIMTO3.

YacroTa Heu3BecTHa: nceBaoauMdpoma.

Hapywenus co cmopoHnvl uMMyHHOU cucmembl

OdeHpb peiKo: TUIIOraMMario0yInHEMUSI.

Hapywenus co cmoponvl Kodtcu 4 NOOKOICHLIX MKAHE

Hewacro: peakiuu poTOUyBCTBUTEIIEHOCTH.

Penxo: anoneuwus.

Hapywenus ncuxuxu

OueHb peKo: HOYHBIE KOIIMAapPhI, TUKHU (JIBUTATENbHBIE U (M) TOJIO0COBBIE THKH).

Hapywenus co cmoponul HepgHoli cucmemvl

OdeHb YacTO: COHIIMBOCTb, aTaKCHs, TOJIOBHAs 00JIb, TOJIOBOKPYKEHHE.

Yacro: HUCTArM, TpeMOp, OECCOHHMIIA.

Penko: acentuyeckuii MEHUHTUT.

OdeHb penKo: aKHUTalUs, HEYCTOMYUBOCTh MMOXOAKH, TBUTATEILHBIC PACCTPONCTBA, YXYIIICHUE
cuMnTOMOB 00s1e3Hu [lapkrHCOHA, SKCTpaTUpaMUTHBIC PACCTPONUCTBA, XOPEOATETO3.

Nmerotcst cOOOIIEHUS O TOM, YTO JIAMOTPUKHH MOXKET YXYAIIATh CAMITOMBI ITAPKMHCOHU3MA Y
MAIMEHTOB C U3HAYaJIbHO MPHUCYTCTBOBaBILEH O0se3HbIo [lapkiHCOHa, U e AMHUYHBIE COOOIIEHUS
O pPAa3BUTUHU OKCTpanmUpaMUIHBIX CHMITOMOB M XOpeoaTeTo3a y NalMeHTOB 0e3 JaHHOTro
3a00JIeBaHU.

Hapywenus co cmoponvl opeana 3penus

OdeHpb YacTo: AUIUIONHS, HEYETKOE 3pEHUE.

Penko: KOHbIOHKTHUBUT.

Hapywenus co cmopoHul dceny0ouno-kuueuHo2o mpakma

OueHb yacTo: TOIIHOTA, PBOTA.

Yacro: auapes.

Hapywenus co cmoponbl novek u M0o4esbigo0AWUx nymet

OueHb penko: TyOyJTOMHTEPCTHITMATBHBIA HeppuT™.

* MOKeT BO3HUKHYTb IIPH YBEUTE.

ToJbKO pH YNHUIENCHH

Hapywenus co cmoponul HepéHoii cucmemvl

OdeHb peKo: MOBBIMIEHUE YaCTOTHI CYJOPOKHBIX MPHITAIKOB.

Ilepeno3upoBka

CuMIOTOMBI

[Ipu npueme n03, npeBbimaronmx B 10-20 pa3 MakcUMalbHBIE TEpareBTHYECKUE, ObLIH
3apEerUCTPUPOBAHBI CITyyau ¢ JIeTAIbHBIM ucxooM. [lepeno3upoBka nposiBiisiiacCh CHMITOMAMU,
BKJIIOYABIIMMHU HUCTArMm, aTakCUio, HAPYIICHUS] CO3HAHUS, AMUICNTUUYECKUN MPUMIAJ0K U KOMY.
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COOTBETCTBYET _E‘_l‘i' CNEPTHOMY OTUYETY

ot 2102 2023 Ne 3395

[Tpu epeno3upoBKe y MAIMEHTOB TaKke HaOmoaeTcs padinipéank iardpralka QRS (yaiitaonmne

BPEMEHHU BHYTPIIKEITYIOUYKOBOI ITPOBOJMMOCTH).

Jleuenune

PexoMen10BaHa rocuTanu3anys U NPOBEICHUE MOICPKUBAIOLICH TEPAITUH B COOTBETCTBHUH C
KIMHUYeckod kaptuHOW. Ilpum HespdexkTHBHOCTH HaTpusi OukapOoHata JUIs JICUCHHS
KapIMOTOKCUYHOCTU MOKHO NIPUMEHUTH BHYTPUBEHHOE BBEICHUE JTUTIHJIOB.

B3aumoneiicTBue ¢ IPyruMu JieKapCTBEHHbIMH CPeACTBAMHU

be1o ycTaHOBIEHO, YTO 3a METAa0OJM3M JIAMOTPUDKHMHA OTBeYaeT (EpPMEHT YpUIUH-S -
nudocdo (VD-)-rmoxyponuntpanchepaza (YI'T). Tloatomy sexkapCcTBEHHBIC TIpemaparsl,
KOTOpBIE SIBJISIFOTCS MHAYKTOpPaMH WM WHTHOWTOpaMH TIIIOKYPOHM3AIMH, MOTYT BIUSATH Ha
KOKYIIUNCS KIUPEHC JaMOTpupkuHA. CHIIbHBIE WM YMEpPEHHblE HHAYKTOpPHI H30(pepMeHTa
nutoxpoma P450 3A4 (CYP3A4), kotopble Takke, Kak U3BECTHO, SBIAIOTCA HHAYKTOpamMu YI'T,
MOTYT TaK)X€ YCHJIMBATh METa0OIU3M JIaMOTPUKMHA. J0Ka3aTenbCTBa TOTO, YTO JIAMOTPHUIKUAH
BBI3bIBACT KIIMHUYECKH 3HAUMMYIO WHIYKIMIO WM WHTHOMpPOBAaHUE M30(EPMEHTOB IUTOXPOMA
P450, orcyrcTByIOT. JIaMOTpUIKIH MOXKET MUHIYIUPOBATh COOCTBEHHBIN METa0O0IN3M, HO 3TOT
3¢ (deKT BbIpaXKEH YMEPEHHO, U MAJIOBEPOSATHO, YTO OH HMMEET KIMHUYECKH 3HAYUMbIE
MIOCJIEICTBHUSI.

JlexapcTBeHHBIE TpenapaThl, KOTOPbIE, Kak ObLIO MPOJEMOHCTPUPOBAHO, OKA3bIBAIOT KIMHUYECKU
3HaYUMOE BIIMSHME Ha KOHIEHTPALMIO JaMOTPUKMHA, Iepeyrciienbl B Tabnune 6. Kpome Toro,
B JTOW TaONMUIle MEPEUYUCIICHBI JICKAPCTBEHHBIC Mpenaparbl, KOTOpbIe, KaKk OBLIO TOKa3aHO,
OKa3bIBAIOT HE3HAUUTEIHHOE BIMSHUE HA KOHIEHTPALUIO JJaMOTPUIKIUHA WIIA HE OKa3bIBAIOT €ro
BooOMIIe. OOBIYHO HE CIEeNyeT OXKHJIaTh, YTO COBMECTHOE NMPUMEHEHHME TAKHX JIEKapCTBEHHBIX
MpernapaToB MPUBENET K KAKUM-IMOO KIMHUYECKUM TocheAcTBusM. OIHAKO ClIeTyeT YIeIUTh
BHUMaHUE MalMEHTaM C JIUJIETICHEe, 0COOCHHO YYBCTBUTEIHHOU K KOJICOAHHUSIM KOHIIEHTPALIUU
JAMOTPHJKUHA.

Tabmuia 6. BausiHue qpyrux npernapaToB Ha TIIOKYPOHU3AIMIO JTaMOTPUHKIHA

IIpenaparsl, IIpenaparsl, ymenbmaromue | [Ipenaparsi, OKa3bIBAIOIIUE

YBEJIMYMBAIONINE | KOHLEHTPALUIO JAMOTPHUIKHUHA HE3HAYUTENbHOE BIMSHHE WIH He

KOHI[EHTPAIUIO OKa3bIBAIOIINE BIIUSTHUE Ha

JTAMOTPUKHHA KOHIEHTPAIUIO JTAMOTPUKIHA

Banbnpoatsr ATazaHaBup/ pUTOHABHD, Apwurnuripasos, OymporvoH,
KapOaMasenuH, JIOMUHABUP/ ra0aneHTHH, 30HUCAMU]I,
PUTOHABHP, IPUMHUIOH, JaKoCcaMH/I, JIeBETHpAIleTaM,
pudammnuiuH, GEHUTONH, npenaparsl JIUTHS, OKCKapOa3emnuH,
dbenobapburan, OJIaH3aIMH, TapaeTamo,
KOMOWHHUPOBAHHBIN Tpemapar nepamMmnaHesn, nperadbaivH,
STUHUIACTPAANOI/ Tonupamar, pendamat
JIEBOHOPreCTpes

VYkazaHus 1Mo JO3MPOBAHUIO Ipemapara cM. B paszaene «Crmocod MpUMEHEHUsS W J03bD»; s
KCHIIIMH, HpI/IHI/IMaIOH_II/IX I‘OpMOHa.HBHI:IG KOHTpaI_[eHTI/IBBI, TAaKXXE CM. B pa3;[ene «OCOGBIG
YKa3aHUus.

Bzaunmonaeiicteus ¢ 11911

BanbpnpoeBass kuciora, KOTOpash HHTHOMPYET TNIIOKYPOHHU3ALUIO JaMOTPHUIKUHA, CHUXKAET
MeTaboIM3M JIaMOTPUDKUHA U YJUIMHSIET €ro CPeIHUIN Mepruo/1 MOyBbIBEICHUS MTOYTH B 2 pasa.
Omnpenenennpie [IDI1 (Takme kak ¢eHuTOMH, KapOamasenwH, (eHoOapOWuTadT W MPUMHJIOH),
KOTOpBIE MHAYIHUPYIOT u30epMeHThl IuToxpoma P450, tarke unaynupyor YI'T u, Takum
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COOTEBETCTE ET SKCIE F"_I' HOMY OTYETY

o1 21.02.2023 N= 3395
00pa3oM, yCKOPSIOT MeTabonu3M saMotTpumkiHa. Coobliidnded 0! paeumint HeXenatehbHpIX

SBJICHUH CO CTOPOHBI LIEHTPAJIbHOM HEPBHON CUCTEMBI, BKJIIOYABIINX FOJIOBOKPYKEHHE, aTAKCHIO,
JTUIUIONUIO, HEYETKOCTh 3PEHUS U TOLIHOTY y MAI[MeHTOB, HaYaBIIUX NMPUHUMATh KapOaMa3enuH
Ha (hoHE Tepanuu JaMOTPUIKMHOM. DTH HEXeJaTellbHbIe SBJICHHS OObIYHO MPOXOAMIIN IMOCIe
CHIDKEHMSI J103bl KapOamaszenuHa. AHAJOTHUHBIA 3¢QekT Halmonancs B HUCCIEAOBAHHH
NPUMEHEHUS JIAMOTPUDKMHA M OKCKapOa3enmuHa y 3J0POBBIX B3POCIBIX JOOPOBONBIEB, HO
pe3yabTaT CHUXKEHHUs 103 HE u3ydaics. B ucclienoBaHWU € y4acTHEM 3JI0POBBIX B3POCIBIX
TO0OPOBOJBIIEB NP MPUMEHEHUHU JIaMOTpukuHA B 03¢ 200 Mr u okckapbasenuna B qo3e 1200
MI' OKCKapOa3zemuH He H3MEHsUI MeTaboJIu3M JaMOTPHUDKUHA, a JIAMOTPUIKUH HE H3MEHSUI
MeTaboJIM3M OKCKapOasenuHa.

B wuccrnenoBanun ¢ ydacTueM 3J0POBBIX JOOPOBOJIBIIEB COBMECTHOE MpuMeHeHue (enbdamara
(1200 mr 2 paza B cyt) u tamotpupkuHa (100 Mr 2 pa3a B cyTt B Teuenue 10 qHel) HE MPUBOIUIIO
K KIIMHUYECKU 3HAYMMBIM H3MEHEHUSIM (apMaKOKHHETUKH JIAMOTPHUIKHHA.

Ha ocHoBaHWM peTpPOCIIEKTHBHOIO aHAM3a YPOBHS MperapaTa B MJIa3Me KPOBH y TAIMEHTOB,
NPUHUMABIINX JIAMOTPU/KAH C Ta0aleHTMHOM M 0€3 HEro, BBISABICHO, YTO Ta0ameHTHH HE
MPUBOIUT K U3MEHEHUIO KaXYIIETOCs KIMPEHCa JIAMOTPUKUHA.

Bo3MmoxxHble ~ JIeKapCTBEHHbIE  B3aUMOJICHCTBUSL ~ JIeBeTHpaleTamMa U JaMOTPHIKKHA
HCCJIEIOBAJIUCh IyTEM OLIEHKH CBHIBOPOTOYHBIX KOHIEHTpalui 00OMX MpenaparoB B XOJ€
1a11€00-KOHTPOJIUPYEMBIX  KIMHUYECKUX HCCIeOBaHUI. OTH JaHHBbIE IOKa3bIBAlOT, 4YTO
JaAMOTPUIKUH HE BIMSIET HAa papMaKOKMHETUKY JIEBETHUpalleTaMa, a JIEeBeTUpalleTaM He BIUSET Ha
(dhapMaKOKUHETHKY JTaMOTPHKUHA.

CoBMecTHOe mpuMeHeHue mperadamuHa (200 mr 3 pasza B CyT) HE OKa3bIBaJl0 BIUSHUSA Ha
pPaBHOBECHBIC KOHIIEHTPAllUA JAMOTPUKMHA B IIa3Me KpoBU. DapMaKOKHMHETUYECKUE
B3aMMOJICHCTBYS MKy JTAMOTPHDKUHOM U TIperabaaTnHOM OTCYTCTBYIOT.

[Ipumenenne TonupamaTa He IPUBOIUIO K U3BMEHEHHUIO KOHIIEHTPAIIMH JIAMOTPUKHHA B TIJIa3Me
kpoBu. [Ipuem namoTpupkrHa NPUBOINI K YBEJIMUYEHHUIO KOHLIEHTpauuu Tonupamara Ha 15%.

B xoze nccnenoBaHus maeHTOB € SMUIISTICHEN COBMECTHOE MpuMeHeHue 3oaucamuaa (200—400
Mr/cyT) ¢ mamoTpuKIHOM (150—500 Mr/cyT) B TedeHue 35 nHel HE OKa3bIBAJIO 3HAYUTEIIBHOTO
BIIMSHUS Ha (PapMaKOKUHETUKY JTaMOTPHUIKHUHA.

OpnnoBpemeHnHoe mnpuMeHeHue makocamuga (200, 400 wmm 600 wmr/cyT) He BIHSIO Ha
KOHIIEHTPAIMIO JIAMOTPUKMHA B TUIa3Me€ KPOBU B IUIANE00-KOHTPOIHMPYEMBIX KIMHUYECKHUX
WCCJICIOBAHMSIX C yYaCTHEM MAalMEHTOB C MapIHaTbHBIMH IPUIAIKAMH.

B oObenuHeHHOM aHaiM3e JaHHBIX TPeX IJIAe00-KOHTPOIUPYEMBIX  KIMHUYECKUX
UCCJIEIOBAHHM, B KOTOPBIX MU3y4YalH JTOTOJHUTEIbHOE MPUMEHEHHUE TiepaMIlaHena y IalueHToB ¢
napuuagbHBIMU TPUNAJAKAMH M TEPBUYHBIMU T'€HEPATM30BAHHBIMU TOHHMKO-KIIOHUYECKUMU
npunagKaMu, HauOoyiee BBICOKAs HM3YyYCHHas Jjo3a nepammaHena (12 mr/cyT) mpuBomuia K
MOBBIIICHHUIO KIIMPEHCA JIAMOTpUIKMHA MeHee yeM Ha 10%.

Hecmotpst Ha To, 4TO paHee coo0Imanoch 00 N3MEHEHUHN KOHIICHTPAIMH B TJ1a3Me KPOBH JAPYTUX
211, xoHTpoNMpyeMble UCCICIOBAHMS HE TMOKa3alld, 4YTO JIAMOTPUDKMH BIHSICT Ha
KOHIIEHTpAalLUI0 B Iu1asMe KpoBHu comyrcTByromux [IOI1. Pe3ynpraTel uccnenoBaHuil in vitro
MOKA3aJIv, YTO JAMOTPHKUH HE BhITecHsieT apyrue [1911 u3 y4acTKoB CBA3BIBaHUS ¢ OCIIKAMH.
BzaumoneiicTBue ¢ pyruMu NCUXOTPONHBIMU JIEKaPCTBEHHBIMU CPEICTBAMU
dapMaKOKMHETHKA JINTHUS TIPU NprUeMe OE€3BOJHOTO TIFOKOHATa JIMTHS (1o 2 T 2 paza B CyT B
TeueHue 6 mgHei) y 20 3M0pOBBIX JOOPOBOJIBIIEB HE MEHSJIACh MPU COBMECTHOM NMPUMEHEHUH
namMoTpuKuHA B 03¢ 100 mMr/CyT.

20



COOTEBETCTE ET ZKC t EPTHOMY OTYETY

ot 21.02.2023 Nz 3395
MHOTrOKpaTHBbIA IpUeM OyIIPONHOHa BHYTPh HE OKa3bIBal ¢TATHETHUSOKI SHAHMNOTA BolHsHI Ha

(bapMaKOKMHETHKY OJAHOKPAaTHOM 103bl JIAMOTPUKMHA Y 12 Y4acTHHKOB M BBI3BIBAJ TOJBKO
He3HauntenbHOoe yBenmdeHue AUC (mwomamu  1moa  (HapMaKOKMHETHYECKONW — KPHUBOM
«KOHILIEHTpAIHI-BpEMs») JaMOTPHUIKHUHA TIIOKYPOHUIA.
B wmccienoBaHun ¢ ydacTHeM 3I0POBBIX B3pPOCIBIX J0OpPOBOJIBLIEB OJIAH3AMUH B 03¢ 15 mr
cHKall AUC 1 Ciax 1amoTpukuHa B cpeHeM Ha 24% u 20% cooTBETCTBEHHO. JIaMOoTpukuH
B 103¢ 200 Mr He BIUsUI Ha (PapMaKOKMHETUKY OJIaH3aIHNHA.
MHOroKpaTHbI TpueM JamMOoTpupkuHa BHYTpb (400 Mr/cyT) He OKasbIBajl KIMHHYECKH
3HAYUMOTO BIIUSIHHS Ha (PapMaKOKMHETHKY PUCIIEPUIOHA TTOCTIE TIpHeMa pa3oBoid 10361 2 Mry 14
3JIOPOBBIX B3POCIBIX JOOPOBOJIBIIEB.
[Tpu 5TOM OTMeuanach COHIUBOCTH:

-y 12 u3 14 10GpOBOJIBIIEB MPU COBMECTHOM NMTPUMEHEHUH PUCTIEPUIOHA B J103€ 2 MT U

JTAMOTPUJIKUHA;

-y 1 u3 20 106poBOIBLIEB IPU TIPUEME TOJIBKO PUCIIEPHIOHA;

- HH y OJHOTO JOOPOBOJIbIIA TIPH MPUEME TOJIBKO TAMOTPHIKUHA.
B wuccnemoBanum c¢ ywactrem 18 B3pOCHBIX MAMEHTOB C OWMONSAPHBIM ad(HEKTHBHBIM
pacctpoiicTBoM | TuIa, mogydaBmIUX MO YCTAaHOBJIEHHOW cxeMe JIaMOTpumkuH (He menee 100
MT/CyT), O3Bl apuMuIpaszoiia yBennuuBaiu ¢ 10 mr/cyt g0 koHeyHoro 3HadeHus 30 Mr/cyt B
Te4YeHHe 7-AHEBHOIO Mepro/ia U JAajiee MpoJoiKalli JIeUeHHe ¢ IPUeMOoM IpenapaTa | pa3 B CyTkH
B TeueHue eme 7 nHei. Habmromamocwk cpeanee cHmkenue mpumepHo Ha 10% Cmax u AUC
JTAMOTPUJIKUHA.
B skcniepuMenTax mo HHrHOMPOBAHUIO in Vitro OBLIO MOKAa3aHO, YTO IPH COBMECTHON HHKYOAITUN
AMUTPUIITUINH, OYTIPOTIHOH, KJIOHa3enaM, (pIyOKCETHH. TaJIOTEePUI0 WIH JIOpa3ernaM OKa3bIBal
MUHUMAJIBHOE BIIMSHHE HAa OOpa30oBaHWE OCHOBHOTO METa0OJIUTa JIAMOTPUKHH-2-N-
[IIIOKypoHHa. JlaHHBle 1O M3y4deHHI0 Merabonmu3ma Oydypanona MHUKPOCOMAaTbHBIMU
(dbepMeHTaMu TIeUeHH, BbIICIIEHHBIMH Y Y€JI0BeKa, MO3BOJIMIIN ClIeaTh BHIBOJI, UTO JJAMOTPUIKUH
HE CHIKAET KIMPEHC MpenapaToB, META0OIN3UPYIOMIUXCS MPEUMYIIECTBEHHO M30(hepMEeHTaMu
CYP2D6. Pe3ynbrarsl UCCIEAOBAHUM in Vitro TaKKe TMO3BOJISIIOT MPEANOI0KUTD, YTO KIIO3AMMH,
(beHensH, pucnepuoH, CepTpaIMH WM TPa30JOH BPSJ JU MOTYT OKa3blBaTh BIUSHUE Ha
KJIMPEHC JIAMOTPHUIKHHA.
BzanmoaencTBus ¢ TOpPMOHAIBHBIMU KOHTPALIENTUBAMU

Brusanue 20pmMoHanbHuIX KOHMPAayenmueos Ha hapmakoKUHemuKy 1amMOmpUONCUHA

B wuccnenoBanmm ¢ ywyactueM 16 KEHIIMH-JOOPOBOJBIIEB OTMEUYEHO, YTO IPUEM
KOMOMHHMPOBAHHBIX MEPOPAIBHBIX KOHTPALIENITUBOB, coaepkamux 30 MKI 3THHUIACTPAAHOIA U
150 MKr meBoHOprecTpena B OIHOW TabOJIeTKe, BBI3bIBAT NPHUOIU3UTENHHO JBYKPAaTHOE
MOBBILICHHUE KJIMPEHCA JIAMOTPUKHHA (TI0CJIE ero MprueMa BHYTpPb), UTO MPUBOINIIO K CHHIKEHUIO
AUC n Cpax 1aMoTpuxuHa B cpeaHeM Ha 52% u 39% cooTBeTcTBeHHO. B TeueHue Henmenu,
CBOOOJTHOW OT mpuema mpenapara (T.e. IPU HENEIbHOM IepephiBe B MpHUEME KOHTPAICTITUBA),
Ha6JHOI[aJIOCI> MOCTCIICHHOC MOBBIMICHUC KOHIICHTPAIUU JIAMOTPUIPKMHA B CbIBOPOTKE KPOBHU, ITPU
9TOM KOHICHTpalud JIaMOTPUKWHA, U3MCPCHHASA B KOHIIC 9TOU HCACIN TICpC BBCACHUCM
cleAyIoel 1036, OblIa B CpeJHEM MPHUMEPHO B 2 pasa BBINIEC, YEM B MEPHOJ COBMECTHOIO
npuema.

Bausnue namompudicuna na hapmakoxunemuxy 20pMOoHANbHbIX KOHMPAYENMUE0os

B uccnenoBanuu ¢ yuactuem 16 xeHIIUH-T00pOBOJIBLIEB TOKA3aHO, YTO B NEPHO]] PAaBHOBECHBIX
KOHIICHTpaIui JaMOTpUKUH B 03¢ 300 Mr He BIMsUT Ha (DApMaKOKHHETHUKY STHHUIIICTPAIAOIA
— KOMITIOHEHTa KOMOWHHUPOBAHHOTO MEPOPATBHOr0 KOHTparenTthBa. OTMEYalloch yMEpEeHHOE
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 21.02 2023 N= 3395
TIOBBIIIIEHUE KJIMPEHCAa KOMIIOHEHTA MepopaibHOro KoHmpaiientiRal & meroHoprectpeid (Hoce

€ro nmpuema BHYTpb), 4To npuBoauiio K CHIKeHHI0 AUC 1 Cmax JJ€BOHOprecTpesa B CpeiHeM Ha
19% u 12% cootBeTcTBeHHO. M3MepeHne chIBOPOTOUHOTO YPOBHSI (POJUIUKYIOCTUMYIUPYIOLIETO
ropmona (®CI’), morenHusupyoomero ropmona (JII') m scrpaamona BO Bpemsi 3TOTO
MCCJIEIOBAHMS BBISIBUJIO HEKOTOPOE YMEHBIIEHHWE MOJABJICHHUS TOPMOHAIBHONW aKTUBHOCTU
SIMYHUKOB Yy HEKOTOPBIX XKEHILKH, XOTSI U3MEPEHUE CHIBOPOTOYHOI'O IIPOT€CTEPOHA HU Y OTHOM U3
16 >KeHIIMH HE BBISIBUJIO TOPMOHAIBHOTO MOJATBEPKACHHS OBYISIIUU. BiusHue ymepeHHOro
NOBBILIEHUS KJIMPEHCA JIEBOHOPrecTpeaa U U3MEeHEHHs chiBOpoTouHOro ypoBHs @CI' u JII' Ha
OBYJISIIUOHHYIO aKTHUBHOCTH SIMUHUKOB HE YCTaHOBJIEHO. BiusiHMe Apyrux 103 JIaMOTpUKUHA
(xpome 300 MT/CyT) HE U3Y4aJIOCh M KICCIICIOBAHUS C IPYTUMH TOPMOHAJIBLHBIMU TIperapaTaMu He
MIPOBOAMIIUCE.

B3aumoneicTBus ¢ IpyruMu JeKapcTBEHHBIMU IpenapaTaMu

B uccnenoBanuu ¢ yuactuem 10 My»X4uH-T00pOBOJIBIIEB BBISIBICHO, YTO PU(PAMITHIIMH TOBBIIIAT
KIUPEHC JIAMOTPU/DKMHA W CHIDKAT €ro Tepuoja TMONYBBIBENEHHUS Onaromaps HWHIYKIUAU
(GepMEeHTOB TICUYEHH, OTBETCTBEHHBIX 3a TIIOKypoHu3amuioo. [lanmeHTam, OJHOBPEMEHHO
NPUHUMAIOIINUM pUPAMIUIIH, CIEIyeT PEKOMEHI0BATh CXEMY JO3UPOBAHUS JIAMOTPUKHHA C
COIYTCTBYIOIIMMHU UHAYKTOPAMH TIIIOKYPOHHU3AIUH.

B uccnenoBanum ¢ ydacTueM 30pOBBIX JOOPOBOJIBLIEB MpPU MPUMEHEHHM JIOMMHABHpA U
pUTOHABHpa HaONIOAANIOCh CHIDKEHHE MpuMepHO Ha 50% KOHIEHTpaluu JTaMOTPUIKHMHA B
11a3Me KpOBHU, BO3MOXKHO, BCJIE/ICTBUE MHYKIMH TIIIOKypoHHU3aun. [lanenram, oqHOBpeMEHHO
NPUHUMAIOIIUM JIOIMHABUP W PUTOHABHUP, CIEAYEeT PEKOMEHIOBATh CXEMY J03UPOBAHUSA
JAMOTPHUJIKUHA C COMMYTCTBYIOIUMH UHAYKTOPaMU TJIIOKYPOHU3AIUH.

B uccnenoBanuu ¢ ydacTHeM 370POBBIX B3POCIBIX JOOPOBOJBIEB MPHEM aTa3aHaBUpa W/WIH
putonasupa (300 mr/100 mr) npuBoaun k cHmkeHuI0 3Ha4eHUH AUC U Ciax TaMOTPUKUHA B
na3me KposH (B pazoBoit fo3e 100 mr) B cpeanem Ha 32% u 6% COOTBETCTBEHHO.

B uccnenoBannm ¢ yuactueM 310pOBBIX B3POCIBIX JOOPOBOJIBIIEB MapareTamo B 1o3e 1 r (4 paza
B cyr) cHmkal AUC u Cupin TaMOTpHIDKMHA B IIa3Me KpoBU B cpenHeM Ha 20% u 25%
COOTBETCTBEHHO.

Pesynbrarel uccienoBaHud in Vvitro TO OIEHKE BIMSHUS JAMOTPUIKMHA HAa KaTHOHHbBIE
MEPEHOCUYUKN OPTaHUYEeCKUX CyOCTpPaTOB TMOKa3aliW, YTO MMEHHO JIAMOTPUKHH, a HE €ro
mMeTabomut 2(N)-TIIIOKYypOHHI, SBIISETCS MHTMOUTOPOM KaTHOHHBIX IIEPEHOCUYUKOB OPTaHUIECKIX
CyOCTpaTOB B MOTEHIIMAIHHO KIIMHUYECKH 3HAYUMBIX KOHIICHTPAIUSIX. DTH JaHHBIE IOKA3bIBAIOT,
YTO TAMOTPHIKUH SIBIISIETCS MHTHOUTOPOM KaTHOHHBIX IIEPEHOCUYUKOB OpraHUIeCKHX CyOCcTpaToB
co 3HaueHueM ICso, paBHBIM 53,8 MKM.

Bnusinue Ha 1abopaTopHble Moka3aTenn

JlamoTpuIKUH, Kak cO00IIaIOCh, BIUSET Ha IPOBEACHHE HEKOTOPBIX IKCIPECC-METOA0B aHAIIN3a
MOYM C LEJbI0 BBISBICHMSI 3alpelleHHBIX MPernaparoB, 4YTO MOXET MPUBECTH K

JIO)KHOTIOJIOKUTENLHBIM pe3yJabTaTaM, B YAacCTHOCTH MPHU BBIABICHUU (QeHmmKmmauHa. s
MOJTBEPKJICHUS TTOJIOKUTEIHHOTO pe3ylibTaTa JOJHKEH HCIONb30BaThes Oosiee crieruuaHbIin
aJbTEPHATUBHBIA XUMHYECKAU METOI.

Oco0ble ykazaHust

KoxHast ChIlb

NMeroTcst cOOOIIEHUsT O HEXKEIATeIbHBIX PEAKIUSIX CO CTOPOHBI KOXH, KOTOpPbIE OOBIYHO
BO3HHMKAJIM B TEUCHHUE TIEPBBIX § HECINb MOCTIE Hayalla Tepanuu JaMOTPUKUHOM. BOJIBIIMHCTBO
BBICBIIIAaHUU HOCUT JIETKUU XapaKTCp U NOPOXOAUT CaMOCTOATCIBbHO, OJHAKO TaKKC CCTb
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COOTBETCTEYET ZKCNEPTHOMY OTUYETY
ot 21.02 2023 N= 3395
COOOMICHHUS O BHICHIMTAHUAX TSHKEJIOTO XapakTepa, moTpeloBariink Cocintdiksaiid naifiérnra u

NpEeKpaleHusl npueMa JIaMOTpukuHA. OHM BKJIIOYAIM TakKHe NOTEHIMAIBHO YIpOXKarolue
JKA3HU KOXHBIE peakiuu, Kak cuHapoM CtuBeHca — J[DKOHCOHA U TOKCUYECKUI 3MUAEPMaTbHbIN
Hekponu3 (cunapoM Jlaiiesna). Y B3poCbIX MallMEHTOB, IPUMEHSIONINX JJaMOTPUHKUH B paMKax
UCCIIEIOBAaHH B COOTBETCTBHH C OOLIECTTPUHATHIMHU PEKOMEHTAIIMSIMHU, TSKEJIbIE KOKHBIE PEaKIHH
pa3BuBaroTCs ¢ yactoToi mpumepHo 1 Ha 500 nanueHToB ¢ snunencuei. [IpumepHo B oI0BHHE
3THUX CllyyaeB 3apeructpupoBaH cuHapoMm CrtuseHca — J[xoncona (1 ma 1000 maumeHToB). Y
NAIMEeHTOB C OMIONAPHBIMH PAcCCTPOMCTBAMU MPU MPHUEME JIAMOTPHDKHHA YacTOTa TSDKEIBIX
KOKHBIX BBICBHITIAHUH 110 TAHHBIM KJIMHUYECKHUX MCCIIeI0BAaHUN COCTaBIISIET NPUOIU3UTENBHO | Ha
1000 nanueHToB. Y AeTel pUCK pa3BUTHUS TSAKEIIBIX KOXKHBIX BBICHITIAHHH BBIIIE, YEM Y B3POCIIBIX.
[To nmeronMMcst JTaHHBIM, TIOJYYEHHBIM B HECKOJIBKMX MCCIIEIOBAHUSIX MO OLEHKE TPUMEHEHUs
JaAMOTPHUIKMHA, YaCTOTa KOXKHBIX BBICHINIAHWN, MOTPEOOBABIIMX TOCHUTAIM3ALNU, y AeTel
coctaBiisia ot 1 Ha 300 no 1 Ha 100 neteii. Y gereil HauanbHbIE MPOSBICHUS CHIITH MOTYT OBITH
OIMOOYHO MPUHATHI 32 HMH(EKIHI0, TOATOMY Bpayd JOJDKHBI MPUHUMATh BO BHHUMAaHHE
BO3MO>XHOCTb PEAKIMM JIeTell Ha mpernapar, MpOsBISIOMIEHCS Pa3BUTUEM CBIIIU U JUXOPAIKU B
nepBbie 8§ Henenb Tepanuu. Kpome Toro, oOmmii puck pa3BUTHS CBIIH, 110 BCEW BUIMMOCTH, B
3HAYMTEILHON MEpE CBSI3aH C:
- BBICOKOW HayajlbHOM J030M JIAaMOTPUKMUHA M TIPEBBINIEHUEM PEKOMEHAYEMOUW CXEMBI
MOBBILIEHUS 103bI BO BpEMSI TEpaNUH JIAMOTPUIKUHOM (cM. « Chocob npumenenus u 003v1»);
- OJIHOBPEMEHHBIM IIPUMEHEHHEM BaJibripoata (cm. «Cnocob npumenenus u 003ul»).
Taxoke He0OXOAMMO TPOSIBIATE OCTOPOKHOCTD IPH JICUSHUH MAIMEHTOB, HUMEIOIINX B aHAMHE3e
QJJIEPTUYECKUE DPEAKLUM WIM ChbIIIb B OTBET HA IPUEM JAPYTUX MPOTUBOIMMIECHTHYECKUX
IpenapaToB, MOCKOJIBKY YacTOTa Pa3BUTHUS CHINMU (HE KJIACCH(PHUUIMPOBABIICHCS KaK Cepbe3Hast)
10CJIe MPUMEHEHUS JTaMOTPUKUHA Y TAIIMEHTOB C TAKMM aHAMHE30M Oblila B TPH pa3a BhIILE, YeM
y MAaLIUEHTOB C HEOTATOIIEHHBIM aHAMHE30M.
breino ycranosieHo, uro Hanumune amenn HLA-B*1502 y nuir a3maTckoro nmpoucxoxxiacHus (B
OCHOBHOM KHUTaMI1eB STHUYECKON TPYIIIbI XaHb U Tal1IeB) CBS3aHO C PUCKOM Pa3BUTHUS CHHIIPOMA
CruBenca — J[>KOHCOHA / TOKCUYECKOTO  3MUJAEPMAIbHOTO  HEKpOoJu3a IMpH  NPUMEHEHUU
namMoTpuKuHA. Eciau y manuMeHToB 3THX STHHUYECKHMX rpymnm umeercs amiens HLA-B*1502,
CJIeAyeT THIATEIbHO OL[CHUTh HEOOXOIMMOCTh Ha3HAYCHHUS JIAMOTPHKHHA.
[Ipu oOHapyXeHUM CBHIIM BCE MALMEHTH (B3pOCIBbIE M JETH) JOJDKHBI ObITh HEMEIJICHHO
OCMOTPEHBI BpauoM, W TPUEM JAMOTPUKMHA JOJDKEH OBITh HEMEUIEHHO NpeKpalleH, 3a
UCKJIIIOUYEHUEM TE€X CIIy4aeB, KOIJa OYEBUIHO, YTO PA3BUTHE CHIIM HE CBS3aHO C IPUEMOM
npenapara. He pekomenayercst BO30OHOBIATH pHeM npenapata Jlamosen® B cilydasx, KOraa ero
IpeIecTBYIOee Ha3HaUeHHE ObI0 OTMEHEHO M3-3a Pa3BUTHS KOXKHOW peaklMH, CBS3aHHOM ¢
MIPUMEHEHHEM JIAMOTPHUKHHA, 32 HCKIFOYEHUEM CITy4aeB, KOT/1a 0KUIAEMBbIN TEpANeBTUUECKUN
3¢ dexT oT mpuMeHeHus npenapara OUeBUIHO MPEBBIIIAET BO3MOMXHBIE PUCKH.
Ecnu y manuenta Ha (oHe npreMa JlaMoTpHDKHHA pa3Buiics cuaapoM CtuBeHca — JIKOHCOHA,
TOKCHYECKUH SIHIEPMaTbHBI HEKPOJIM3 WIM JIEKAPCTBEHHAs peakius ¢ 303MHOpMIMed u
cucteMHbIMU niposiBieHusMH (DRESS-cunzapom), npuem namMoTpuaKMHA y TakKoro MamnMeHTa
BO300OHOBJISTH HETB3SL.
Coo0manoch Takke, 4YTO CHIIIb MOXKET pa3BuBaThcs Kak 4vacth DRESS-cunapoma, Takke
M3BECTHOTO KaK CHHAPOM THUIIEPYYBCTBUTEIBHOCTH. DTO COCTOSIHUE CBS3aHO C Pa3IUYHBIMU
CUCTEMHBIMU TIPOSIBJICHUSMH, BKJIIOYas JUXOPaAKy, JTuM(paIeHONaTUI0, OTEYHOCTh JIMIIA,
HaApYIICHUS CO CTOPOHBI KPOBH, MEUEHU U MOYEK U acenTUYeCKUd MEeHUHTHUT (cm. «llobounoe
Oeticmeuey). TspKeCTb MPOSIBIEHUS CUHApPOMA BapbUpPyeT B IIMPOKHUX MpeAeaax U B PEIKHX
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COOTEBETCTE ET ZKC t EPTHOMY OTYETY

ot 21.02.2023 Nz 3395
Cllydasix MOYKET MPHBOAMTH K pa3Butuio cuuapoma JIBU . Aéasfiophadaoit-HeaodratotiocTy.

HeoOxonumMo OTMETHTb, 4YTO paHHHE MPOSBICHHUS CHHIPOMA T'HIEPYYBCTBUTEIHHOCTHU
(muxopanka, JuM@aacHomaThs) MOTYT HAOJIOAAThCS JaKe B OTCYTCTBUE SIBHBIX IMPOSBICHUHN
ceimu. Ilpyu pa3BuUTHUM MOAOOHBIX MPHU3HAKOB M CHUMIITOMOB MAIlMEHT JOKEH HEMEIJICHHO
o0paTHThCs K Bpauy, U €ClId He OYAeT YCTaHOBIIEHA Apyrasi IPUYUHA CHMITTOMOB, JJAMOTPHUIKUH
CJIeTyeT OTMCHHTb.

AcenTuueckuii MEHUHTUT

Pa3BuTne acenTH4ecKOro MEHMHTHTa SBISETCS OOpaTMMbIM IpH OTMEHE IMpernapara B
OOJIBIIMHCTBE CITy4acB, HO BO300OHOBISETCS B psijie CIydyaeB IPH MOBTOPHOM Ha3HAYCHUH
JaMoTpuKuHa. [TOBTOpHOE TPUMEHEHHE TPUBOAUT K OBICTPOMY BO3BPAIICHHIO CHMIITOMOB,
KOTOpBIE 4acTO HaOI0al0TCs B OoJiee Tsokenon Gopme. JIaMOTpuKIH HE CiieyeT Ha3HavaTh
MIOBTOPHO TAIMEHTaM, Y KOTOPBIX JICYCHHE paHee ObIII0 OTMEHEHO M3-32 Pa3BUTHUS ACENTHYECKOTO
MCHHMHIUTA, CBA3AaHHOI'O C IPUMCHCHUCM JIAMOTPHUKHUHA.

(DOTO‘IVBCTBI/ITGJIBHOCTB

[Ipn nmpuMeHeHUH TaMOTPHUDKUHA OTMEYAIUCh PEeaKuu (OTOUYBCTBUTEIHHOCTH (cM. paszoden
«llobounoe Oeticmsuey). B HEKOTOPBIX Clydasx peakluy Pa3BUBAIUCH NPU MIPHEME MpernapaTa B
BBICOKOH 03¢ (400 Mr m Oojee), B MpOIECCe YBEIMYCHHS J03bl WM TPHU OBICTPOM TEMIIC
yBenu4eHus: 1no3bl. [lpu momo3peHnu Ha (OTOUYBCTBHTENBHOCTD, CBS3aHHYIO C MPHEMOM
JaMOTPHUKUHA, Y MAlMeHTa C IPU3HAKaMU (POTOUYBCTBUTEIHHOCTH (TAKMMHU KaK BBIPAXKCHHBIH
COJTHEUHBIH 0XKOT) CJEIyeT PacCMOTPETh BOMPOC O MPEKPAlICHWH TNpHeMa mnpernapara. Ecim
MPOJOHKCHUE JICYCHUS JAMOTPHUIKUHOM CUUTACTCS KIMHUYECKH ONPABIAHHBIM, MAIUEHTY
ClIeyeT PEKOMEHIOBaTh W30eraTh BO3JCHCTBHUS COJHEYHOTO CBETa W HCKYCCTBEHHOTO
yIbTPapUOIECTOBOrO U3NYUYSHHUS W MPUHUMATH 3aIIUTHBIE MEPHI (HapUMep, HOCUTh 3alTUTHYIO
OJICX/TY ¥ TOJTH30BATHCS CONHIIC3AIUTHBIMEA CPEICTBAMU).

Cemodarouuraphstit uMmdorucruormtos (I'JIIM)

VY nanueHToB, MPUHUMAIOIINX JTAMOTPHUKIH, ObLUTH 3aperucTpupoBanbl ciydan passutus [JIT.
['JIT" mpeacraBisieT co60M CHHAPOM MATOJOTHYECKON aKTHBAIIMA UIMMYHHOW CHCTEMbI, KOTOPBIA
MOKET TMpeAcTaBiATh yrpo3y s xkusHu. [JIIT xapakrepusyercs TakuMu KIMHUYECKUMU
OpU3HaKaMd UM CHUMITOMaMH, Kak JIMXOpaJKa, Chillb, HEBPOJOTUYECKUE CHMIITOMBI,
I'CIIaTOCILICHOMCT aJIuA, JII/IM(baI[eHOHaTI/IH, OUTOIICHUA, IIOBBIIIICHUEC CBIBOpOTO‘IHOﬁ
KOHIIGHTpAaUuu (PeppuTHHA, TUMEPTPUIIIMLEPUICMUS U HapylmieHHs (QYHKIUM TE€YEHH W
CBCPThIBAHUA KPOBH. Kaxk MMpaBUJI0, CUMIITOMBI NOABJIAIOTCA B TCUHCHUC 4 HEACIIb IIOCJIC Hadalla
neyeHus. HeoOxomumo HeMeUIEHHO OO0CIe0BaTh MAIMEHTOB, Yy KOTOPBIX pPa3BUBAIOTCA
yYKa3aHHbIEC MPU3HAKU U CUMIITOMBI, U paccMoTpeTh auarto3 ['JII'. Crnegyer npekpaTuTh Tepanuo
JaMOTPHUIKUHOM, €CJIH JpyTas MPUYKMHA Pa3BUTHUSL CHUMIITOMOB HE MOKET OBITh YCTaHOBJICHA.
['opMoOHanbHbIE KOHTPAIIEOTUBBI

Bausinue copmonanvHulx Konmpayenmueos Ha hapMaKoOKUHemuKy 1amMompuoO#CUHa

bouto moka3zaHo, 4TO KOMOMHHMPOBAaHHBIM MpemapaTr STHHUIICTPAIUON + JIEBOHOPTECTpe
(30 mkr + 150 MKT) mpuOIM3UTENBHO B 2 pa3a MOBBIIIAET KIUPEHC JIAMOTPHIKIHA, YTO TPUBOAUT
K CHIDKEHHIO KOHICHTpAallMW JIAaMOTPHJDKMHA B IJla3Me KpoBH. Ilpu ero HazHaueHUW I
JOCTH>KEHUSI MAKCUMAJIBHOTO TEPaIreBTHUECKOro 3 deKTa B OOJIBIINHCTBE CIIydaeB MOTpeOyeTCs
HOBBIIIEHUE MTOAJCPKHUBAIONIUX J03 JAMOTPUIKUHA, HO He OoJiee ueM B 2 pa3a. Y JKEHILUH, yXKe
HE [PUHUMAIOIIMX HWHAYKTOPBl [NIIOKYPOHHM3AlMM JIAMOTPHJDKMHA M IPUHUMAIOIIUX
TFOPMOHAJIbHBIE KOHTPALIENITUBBI, CX€Ma JICUEHUS KOTOPBIX BKIIOYACT HEAETII0 IpuemMa
HEaKTHBHOI'O MpenapaTa (WIK HEelENbHbIM NepepslB B IPUEME KOHTpALENITHBA), B ATOT NEPHOJ
BpeMeHU OyzneT HaOII0AaThCs MOCTENEHHOE TPAH3UTOPHOE IMOBBIIMICHUE KOHLIEHTPAIH
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 21.02.2023 N= 3395
JamMoTpuKUHA. [10OBBIICHHE KOHIIEHTPAUN OYIeT BRIPAKEHO |Ebiee,l EchitslyBenmaeHie flo3nl

JAMOTPUDKUHA OYJET MPOBOIAUTHCSA 3a HECKOJBKO JHEH /0 MpHUeMa WIW B TEPHOJ IpHUeMa
HEAKTHUBHOTO Ipernapara.

Menuinuackiue paOOTHUKHM JOKHBI BJIAJIETh KIMHUYECKHUMU HABBIKAMU BEJACHHS IKEHIIHH,
KOTOphle Ha (OHE JICUCHHUS JIAMOTPUKMHOM HAYMHAIOT WM MPEKpaIlalT MPUHUMAThH
TOPMOHATILHBIE KOHTPAIICTITUBEI, ITOCKOIBKY B OOJIBITMHCTBE CIIy4aeB 3TO MOTPEOyeT KOPPEKIINH
JI03bI JIAMOTPHUIKUHA.

Jlpyrue mepopalibHble KOHTpAIENTHBBI W TOPMOHATIbHAs 3aMECTHTENbHAs Tepanus He ObUH
W3y4YeHBbI, OJJHAKO OHHM MOTYT OKa3blBaTh MOJO00HOE BIUSHHUE Ha (HAPMAKOKHHETUUECKUE
rapaMeTpbl TaMOTPHUIKUHA.

Brusnue namompuoscuna na papmaxokuHemuxy copMOHANbHBIX KOHMPAYENnMuos

B wccnemoBanum ¢ ydactueM 16 370pOBBIX JIOOPOBOJIBIIEB COBMECTHOE IPUMEHEHHE
JAMOTPUDKMHA W KOMOWHHUPOBAHHOTO TOPMOHAIBHOTO KOHTpAIENITUBA  (COIEpIKAIIero
STUHUJIACTPAIUO W JIEBOHOPIECTPEN) MNPUBOAMUIO K YMEPEHHOMY MOBBILICHUIO KIUPEHCa
neBoHoprecTpena U u3MeHeHusM koHueHTpauuu OCIT u JII'. BausHue 3TUX U3MEHEHUM Ha
OBYJIATOPHYIO aKTUBHOCTH SIMUYHUKOB HEM3BECTHO. OJIHAKO HENb3sI UCKIIIOUUTH BOZMOXXHOCTH, YTO
Y HEKOTOPBIX KEHILIWUH, MIPUHUMAIOIIMNX JAMOTPUKUH U TOPMOHAJIbHBIE KOHTPALIENTUBBI, ATH
W3MEHEHHUS MOTYT BbI3BaTh CHIDKEHHE 3(P(HEKTUBHOCTH KOHTPAICNITUBOB. [103TOMY KEHIIUHBI,
MPUHUMAIOIINE JIAMOTPHU/UKUH, JOJDKHBI OBITh MPOMHCTPYKTHPOBAHBI O HEOOXOAMMOCTH
HEMEJJICHHO COO00IaTh Bpadyy 00 HM3MEHEHHUSAX B XapakTepe MEHCTPYaJIbHOTO IMKIA, T.€. O
BHE3AIHBIX KPOBOTCUCHUSIX.

JuruapodoaaTpeayKrasa

JIaMOTpHIKUH SIBISIETCS CJIA0BIM HHTHOUTOPOM TUTUAPO(DOIATPEIYKTA3bl, TOITOMY CYIIECTBYET

BEPOATHOCTh BO3JEHCTBUS TMpenapara Ha MeTabomu3M (omaroB mpu ero JIUTETHHOM
npuMeHeHnd. OpHako OBUIO TOKA3aHO, YTO JIAMOTPUKMH HE BBI3BIBACT CYIIECTBEHHBIX
W3MEHEHUH KOHIICHTPAIIMM TEeMOTJIO0WHA, CpeJHEro o0beMa SPUTPOLMTOB M KOHIICHTPALUU
($01aTOB B CHIBOPOTKE KPOBH WJIM DPUTPOIUTAX MPHU JJIUTECILHOCTH MPUMEHEHHS TIpernapara 10
1 roma, a Tak)ke HE BBI3BIBACT CYIIECTBEHHBIX N3MEHEHUU KOHIIEHTPAIMH (DOTIATOB B APUTPOIIUTAX
MIPH JUTTEILHOCTH TIPUMEHEHHS TIpernapara Jo 5 JerT.

Bausnue 1aMoTpUDKHHA Ha CyOCTpaThl IEPEHOCYMKOB Oprannyeckux katnoHos 2 (OCT 2)

JlaMOTpUIKUH ~ SIBJISIETCS WHTHOUTOPOM KAHANBIEBOM CEKPEIMU TOCPEICTBOM  OEIKOB-
MEPEHOCUYUKOB opranndeckux KatuoHoB 2 (OCT 2). DTo MOXKET MPUBECTH K IOBBIIMICHUIO
MJIa3MEHHOW KOHIIEHTPALlUU HEKOTOPBIX JIEKAPCTBEHHBIX CPEJCTB, KOTOPHIE BHIBOASTCS TJIABHBIM
obpazom moukamu. CoBMECTHOE NpHMeHeHue jJamoTpuxkuHa U cyocrparoB OCT 2 ¢ y3kum
TepaneBTUYECKUM JHana3oHoM, Hanpumep, A0heTnianaa, He peKOMEHAyeTCs.

IToyeyHas HEIOCTATOYHOCTD

OnHOKpaTHOE Ha3HAYEHHE JaMOTPHUDKMHA MalMeHTaM C TEPMUHAIBHOW CTaauel MOYEeYHOU

HEJOCTATOYHOCTH HE BBISBUIIO 3HAYMTEIHHBIX W3MEHEHUW KOHIIEHTPAIMU JIAMOTPUIKHMHA B
1azmMe kpoBu. OJTHAKO HAKOIJICHHUE TIIIOKYPOHUTHOTO METAa00INTa BEChMa BEPOSTHO, TIOITOMY
HEOOXOUMO  TPOSBISITH  OCTOPOKHOCTh ~ MPH  JIEYCHHH  TMAIMEHTOB C  MOYCYHOU
HEJI0OCTATOYHOCTHIO.

[TarmeHTsl, NPUHUMAIOLTNE IPYTHe MpenapaThl, CojiepKaliie JaMOTPUIKUH

Henb3s HasHayath npenapar Jlamonen® manmeHTtaM, yke MOIyYaloOIIMM JApyTHe IMpenaparthl,
coJieprkaliye JaMOTPUIKKH, 0€3 KOHCYNIbTalluu Bpaya.

Hapymienue cep/1ie4Horo puTMa u IpoBOAMMOCTH

PesynbraTel  MccnenoBaHUN  in vitro  TOKa3auM, — 4TO  JIAMOTPWDKMH  oOjamaer
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POTHBOAPUTMHYECKON aKTUBHOCTRIO Kiacca IB mpu npiVcHeHI B TepaneHrdeCKr-3HatiMpIx

KoHIIeHTpanusax. CorjiacHO JaHHBIM in Vitro JAMOTPUJKUH TOTEHIIMATBLHO MOXXET 3aMEIJIsATh
JKEITYOYKOBYIO TIPOBOJUMOCTE (pactupsisi komiuiekc QRS) u BbI3BIBaTH MPOAPUTMUIO Y
MAlMCHTOB C KIIMHUYECKHA 3HAYUMBIMU CTPYKTYPHBIMU WM (PYHKITMOHATHHBIMH 3a00JICBaHUSIMHU
cepaua. CrenoBarenbHO, OKHMJaeMasi WM HaOJrogaeMas 1osib3a MpH MpHEME JIAMOTPHKHHA
JIOJKHA TPEBBIIIATE MOTEHIUANBHBIM PUCK CEPhE3HBIX UM (DaTaTbHBIX OCIOKHEHUN CO CTOPOHBI
cepana. OTHOBPEMEHHBIM MPHUEM IPYTUX OJIOKATOPOB HATPHEBBIX KAHAJIOB MOXKET YBEIUYHTH
PHUCK BO3HUKHOBEHHUS IPOAPUTMUU.

bpyragononoousie usMeHenus Ha KT

Ouenb penko Ha (HoHE MPUMEHEHHS JaMOTPUDKUHA HAOI0/1a7I0Ch Pa3BUTHE OPyTaiono 00HbIX
m3MeneHuit Ha JKI', olHaKO MPUUYNHHO-CIIEACTBEHHAS CBSA3b C MPUMEHEHHEM JTaMOTPHUIKUHA HE
ycTaHoByieHa. [loaToMy nmepea npuMeHeHHEM JTaMOTPHIKHMHA Y TIAIIUEHTOB ¢ CHHApOoMOoM bpyrana

CJIeIyeT TIIATEIbHO PACCMOTPETHh BO3MOXKHOCTh TAKOT'O JIEYEHHUS.

Onuiencus

Pe3kas orMeHa npuema J1aMOTpUKUHA, Kak U apyrux [19I1, moxeT cipoBoMpoBaTh pelyInB
cynopor. Eciu cocrosHue mauueHTa He TpeOyeT pe3KOro MpeKpalleHUs Tepanuu B CBS3U C
yIrpo30i 0€30MacHOCTH TalMeHTa (HarmpuMep, MPU TOSBJICHUH CHINN), 03y JaMOTPHIKUHA
CJIeTyeT CHUXKATh ITOCTEIIEHHO B TeUEHHUE 2-X HeleNb. MIMeroTcst cooOLIeH s 0 TOM, 4TO TsKETIbIe
CYJIOPO’KHbBIE TPUCTYIIbI, BKJIIOYAs SMUICNTUYECKUH CTaTyC, MOTYT MPUBECTH K Pa3BUTHUIO
pabioMHONIN3a, TOJUOPraHHBIX HAPYUIEHUH M JIHUCCEMHUHUPOBAHHOTO BHYTPHCOCYIUCTOTO
CBEpTHIBAaHUsS, WHOT/IA C JeTalbHBIM ucxonoM. [lomoOHble crmyuan Habmoganuch Ha QoHe
MPUMEHEHHUS JTaMOTPHDKIHA.

CyuImIansHbIA PUCK

CUMIOTOMBI JCTIPECCUU W/MIN OUMOJSIPHOTO PACCTPOMCTBA MOTYT OTMEUAaThCs y MAIMEHTOB C
snuiencueid. Takxke OBUIO TOKa3aHO, 4YTO MAIMEHThl C SMWICNICHEH W  OUIOISPHBIM
paccTpOMCTBOM HAaXOJATCA B TPYMIE BBICOKOTO PUCKA CyMUUIOB. Y 25-50% mnamueHToB C
OUMOJSPHBIM PACCTPONCTBOM HaOIIOAaNach XOTs Obl OJHA CyHIIMJajbHas IOMBITKA; Y TaKUX
MAl[UEHTOB MOXET OTMEYaThCsl YCYryOJIeHHE CHMIITOMOB JENpPEecCUd W/WIM TOSIBICHUE
CYULIUJANBbHBIX MBICIIEH U CYUIIUAATBHOTO OBEIEHUS (CYULIUJAIBHOCTh ), HE3aBUCUMO OT IIpUeMa
IpenapaToB JUIsl JISYEHUs] OUTIONIIPHOTO PACCTPONCTBA, BKIIOYAs JTaMOTPUKUH. CyUIMIanbHbIe
MBICIM M CYHLUUJAIBHOE IIOBEJEHUE OTMEUYAIMCh y NalueHToB, npuHuMaBmux IIOII mo
HECKOJIbKUM TOKa3aHMsIM, BKJIIOYasl SIMUJICTICHI0 M OWIIONSAPHOE paccTpoicTBo. MeTa-aHamu3
PaHIOMHU3HPOBAHHBIX I1ALE00-KOHTPOIUPYEMBIX uccneaoBanuii [1D11 (BkiIrouas 1aMOTPUIKIH)
TaK)K€ IMOKa3aJl HE3HAUYUTEJIbHOE YBEIMYEHHE CYWULHJAJIBHOTO PHUCKA. MeXaHu3M pa3BUTHS
JTAHHOTO PUCKA HEM3BECTEH, U JIOCTYIIHBIC JAHHBIE HE HCKIHOYAIOT BO3MOXHOCTH ITOBBIIICHHS
pUCKa cyHMlMIa MpU TPUMEHEHUH JaMOTPUDKMHA. TakuM o0pa3oM, NaIMEeHTbl JOJKHBI
HaXOJUTHCS TOJ TINATEIbHBIM HAOIOJIEHUEM Ha NPEIMET BO3HUKHOBEHHS CYMIUIAIBbHBIX
MbICIIel U moBeAeHus. [lanMenTs! (M JuIa, OCYHIECTBISIIOIINE YXOJI 32 MallMeHTaMH) JOJDKHBI
OBITH TPOUH(POPMHUPOBAHBI O HEOOXOIUMOCTH MEAUIIMHCKON KOHCYJIbTAIIMH IPY BO3SHUKHOBEHUH
TaKUX CUMIITOMOB.

BunonspHoe agdekTuBHOE PACCTPONCTBO

Jlemu u noopocmxu mnaowe 18 nem

JleueHne aHTHETIPECCAHTAMH COIPOBOXKIACTCS YBEIMUCHHEM PUCKA CYUITUIATBHBIX MBICICH H
TIOBEJICHHUS y JCTeH M TMOIPOCTKOB C KIMHWYECKOH IemnpeccHeld M IPYruMHU ICUXHYECKUMH
HapYIICHUSIMH.

Knunuueckoe yxyowenue y nayuenmos ¢ 6unoiapHuim agphexmuHvim paccmpoicmeom
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Y manmueHToB ¢ OHWMONSAPHBIM paccTpoiicTBoM, mnomyhHonix/|mdvoTpuibkis] HeobX oMo

THIATETFHO MOHUTOPHUPOBATH CHMITTOMBI KIIMHUYECKOTO YX YAIICHUS (BKIIIOYAast OSIBJICHUE HOBBIX
CHMIITOMOB) M CYHMIIUJQIBHOCTH, OCOOEHHO B Hayaje Kypca JICUeHHUS U B MOMEHT M3MEHEHUS
10361, [TanreHTsl, y KOTOPBIX B aHAMHE3€ OTMEYAIINCh CYHITMAATBHBIC MBICIIH WUJIH CYHITUIATHHOE
MOBEJICHNE, MOJIO/IbIC MAIIMEHTHI W MAIMEHTHI C BBIPAXKEHHBIM CYUIIUAAIBLHBIM MBIIUICHUEM 0
Hayvaja Teparnuy HaXOASATCS B TPYIIE BRICOKOTO PHUCKA BO3HUKHOBEHUS CYHIIMIATBHBIX MBICIEH
WIH CYUIUAAIBLHOTO TIOBEJIEHUS; TaKHe TMAlUeHThl JIOJDKHBI HAXOAUTHCSA TMOA CTPOTUM
HaOII0IeHuEM BO BpeMmst jieueHus. [laruerTsl (1 J1uiia, OCYIIeCTBISIONINE YXO/ 32 MAIUCHTaMH )
JIOJDKHBI OBITH TIPEIYTIPEKICHBI O HEOOXOMMOCTH HAOIOICHUS Ha TIPEAMET JIIOOBIX YXYIIICHUI
COCTOSIHMSI TAIMEHTOB (BKJIOYAs TIIOSBJIICHWE HOBBIX CHMITOMOB) W/WJIM  TIOSBJICHUS
CYMITUAQIBHBIX MBICIICH/TIOBEICHUST WJIM MBICIEH O NPUYUHCHHH Bpena cede W JIODKHBI
HEMEJJICHHO OOpaTUThCA 3a MEIWIMHCKOM TOMOIIBI0O TPH TOSBICHUU TaKHUX CHMIITOMOB.
CrnemyeT paccMOTpPETh BO3MOKHOCTh BHECEHHS W3MEHEHHN B PEXHM TEpaluu, BKIIOYas
BO3MOXXHOCTh OTMEHBI TIperapara, y NaIlUeHTOB, y KOTOPBIX HAOIIOAaeTCs KIMHUYECKOE
yXyAmeHue (BKIOYas TMOSBICHHE HOBBIX CHMIITOMOB) W/WJIM TIOSBICHHE CYWUIIUJATBHBIX
MBICTICH/TIOBEIeHHsI, 0COOCHHO €CITU 3TU CUMIITOMBI TSDKEJBIE, C BHE3AIMHBIM HAYaJIOM U paHee He
OTMEYaJInCh.

Bcnomozamenvnvle sewyecmea

[penapar Jlamonen® comepsKMT NAKTO3bI MOHOTMApaT M HaTpuil. IlanmmeHTaM C peaKo
BCTPEYAIOIICHCS HACIIEICTBEHHOM HEMEPEHOCHMOCTBIO TajlaKTO3bl, 1e(UIIMTOM JIAKTa3bl JJoTapen
WM TJTIFOKO30-TIAKTO3HOHM MalibabcopOueli He clieyeT MPUHUMATh ITOT Mpernapar.

[Ipenapar Jlamonen coxepxutr menee 1 mmonb (23 mMr) HaTpusi B oJHOW TalleTKe, TO €CTh
MPAKTUYECKH HE COJICPKUT HATPUS.

Binsinne Ha CIOCOOHOCTH K YNPABJEHUI0 TPAHCIIOPTHBIMHU CPEeACTBAMH  MeXaHU3MaAMH
JIBa IpOBEICHHBIX MCCIICIOBAHKS C YUACTHEM 3JIOPOBBIX TOOPOBOJIBIICB MTOKA3aJIH, YTO BIMSHHEC
JAMOTPH/DKHHA HA TOYHYIO 3PHUTEIBHO-MOTOPHYIO KOOPJHWHAILIMIO, JIBIKECHUS TJa3 H
CyOBEKTUBHBIN CeTaTUBHBIN 3P HEKT HE OTIIMYATIOCH OT BIUSHMS 1U1ane0o0. Mimerores coolmeHus
0 HEXEJIATeIbHBIX PEAKIUAX JIAMOTPU/DKHHA HEBPOJIOTMYECKOTO XapakTepa, TaKhX Kak
TOJIOBOKpYXeHHUE U nuruionus. [loaTomy npexe, 4eM cecTh 3a pyiib aBTOMOOWIIS WIIA YIIPABJISATh
MECXaHU3MaMU, MIAaTUCHTHI JOJDKHBI OLICHUTH BJIIMAHUC J'IaMOTpI/II[)KI/IHa Ha CBOC€ COCTOsHUC.

Tak kak >QQexT BceX MPOTUBOIMMICITUIECKUX CPEACTB XapaKTEpPHU3yeTCs WHAWBUIYAIbHOU
BapI/IaGGHBHOCTBIO, TO MNAOUCHTHI JOJI?KHBI HpOKOHcyﬂbTHpOBaTBCH CO CBOUM Bpa‘-IOM (0]
BO3MOYKHOCTH BOJIUTH aBTOMOOKIIb.

®opMma BBIILYCKA

Taonemku, 25 m2, 50 m2 u 100 me2

ITo 10 Tabnerox B Gimucrepe u3 [IBX/IIB/IX - muieHkH U (OJIBTH aTIOMUHHEBOI Ie4aTHOM
nakupoBanHoi. [To 3 GnucTepa ¢ MHCTPYKIMEH O MPUMEHEHUIO B KAPTOHHOM IMayvKe.

YciaoBus XxpaHeHUs
IIpu Temnepatype He Boime 30 °C.
XpaHUTh B HEAOCTYITHOM JIJIs IETEH MECTE.

Cpok rogHoctu
5 mer.
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He npuMeHsTh 10 KCTEYEHUH CpOKa TOJHOCTH, yKa3aHHOMD Ha ymakokxel £/ 1EHOCTE 0007)

YcaoBus oTnycka
OTmycKaroT Mo pelenTy.

IIpousBoauTenb
OAO «I'eneon Puxrtep»
1103 bynanemr, yiu. JIémpén, 19-21, Benrpus

B cayuae pacgacosku u/unu ynaxosku na AO «I'EJJEOH PUXTEP — PYCy» oonoanumenbHo
YKa3ul8aom:

Pacdacosano:

AO «I'EJEOH PUXTEP — PYC»

Poccus, MockoBckas 0011., ropojickoit okpyr Eropsesck, noc. lllyBoe, yn. JlecHas, ctp. 43/5

uiau

YnakoBaHo:
Poccus, MockoBckas 00:1., ropoackoit okpyr Eropsesck, moc. [llyBoe, yi. Jlecnas, ctp. 43/5

Beinyckaoumuii KOHTPOJIb Ka4YecTBa:
Poccus, MockoBckas 0611., ropojickoit okpyr EropseBck, noc. lllyBoe, yn. JlecHas, 1. 40

Opranunsanusi, IPUMHUMAKOIIAS NPEeTEeH3HH OT NOTpeduTeIei:
Mockosckoe [IpeacraBurensctBo OAO «I'eneon Puxrep»
119049 r. Mocksa, 4-i1 JIoOppIHUHCKUH TIEP., TOM &
DnekTpoHHBIN anpec: drugsafety@g-richter.ru

Tenedon: +7 (495) 363-39-50

3amecturens Jupexropa I[IpeacraBurenscTBa
OAOQO «I'eneon Puxtep» (Benrpus) r. Mocksa Bosiosnu H.B.

28



