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IO MEJUIIMHCKOMY ITPUMEHEHNIO JIEKAPCTBEHHOI'O ITPEITAPATA

V JlaHHBIi JIEKapCTBEHHBIN Mpenapar MoJJICKUT JOTOJHUTETFHOMY MOHUTOPUHTY. JTO TTO3BOJIUT
OBICTPO BBIIBUTH HOBYIO HHGOpMaNMiO M0 0Oe30macHOCTH. Mbl oOpamiaemMcs K paOOTHUKaM
CHCTEMBI 3/IpaBOOXPAaHEHHS C MPOChOOIl coo0IIaTh 0 JIOOBIX MOJ03PEBAEMBIX HEXKEIaTeIbHBIX
peaKIusX.

HWmaranro®

Perucrpanuonnbiii Homep: JII1-Ne(000399)-(PI'-RU)

Toprosoe HanmMeHoBanue: Mimaranaro®

Memyﬂapounoe HEIMMATCHTOBAHHOC WM I'PYIITHPOBOYHOE€ HAUMECHOBAHMUE: IIOMATIUIOMU L

JlekapcTBeHHas popMa: Karcyssl

Cocras

OpnHa Karcyna Cofaep KUt

Ho3uposka 1 me:

Oeticmgyrowee ewyecmso: nomanugomus (B nepecuere Ha 100 % BemectBo) 1 mr;
g6cnomozamelibHble seujecmea: LEJUTIOJIO3a MUKPOKPHCTAIIINYECKAS (MKII-302),
MaJIbTOJIEKCTPUH, HAaTpUsl cTeapuipymapar.

Kancyna meepoas scenamunosas

Kopnyc u xkpvuweuxa: xenatun, tutana auokcua (E 171), kpacurens xene3a OKCHUI >KENTHII
(E 172), xpacutens xene3a okcua kpacHslii (E 172).

Yepnuna: mennaka rmazypu 45 % pactop (20 % srepudunupoBaHHbIi) B 3TaHoNe®, TUTaHA
mokeua (E 171), 2-nponanon™, OyTaHOI™, MPOMUIEHIIIUKOIb *.

oszuposka 2 me:

Oeticmgyrowee gewyecmso: momanugomMu (B nepecuere Ha 100 % BemiecTBo) 2 mr;
g6cnomozamenbHble sewjecmea: L(EJUTIOJI03a MUKPOKPHUCTAIIINYECKAs (MKII-302),
MaJIbTOJIEKCTPUH, HATpUs cTeapuiidymapar.

Kancyna meepoas scenamunosas

Kopnyc u xkpviweuka: xenarun, tutana nuokcun (E 171), xpacutens xeneza OKCHA >KENThII
(E 172), kpacurens xenesa okeus kpacHslil (E 172).

Yepnuna: mesmiaka mazypu 45 % pactBop (20 % sTtepuduuupoBaHHbIil) B 3TaHONE™, TUTaHA

muokeua (E 171), 2-nponanon™, OyraHoI™, MPONUIEHIIIUKOIb .
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Ho3uposka 3 me:

delicmsyrowee seujecmso: nomanuaomus (B nepecuere Ha 100 % BemecTBo) 3 mr;
6CNOMO2ameNbHblE seujecmeaq: LEJUTI0NI03a MUKPOKPUCTAIUINYECKAS (MKII-302),
MaJIbTOJEKCTPUH, HATPUS cTeapuidymapar.

Kancyna meepoas scenamunosas

Kopnyc u kpviweuxa: xenarus, tutana nuokcup (E 171), kpacutens xene3a OKCHUJ KEIThIN
(E 172), xpacurens xene3a okcun kpacuoiit (E 172), kpacurens unauroxkapmud (E 132).
Yepnuna: memnaka rmaszypu 45 % pactBop (20 % sTepuduuupoBaHHblii) B 3TaHoie®, TuTaHa
nuokeun (E 171), 2-npomanon®, OyTaHor™, mponuaeHTITMKOIb ¥,

Joszuposxa 4 me:

Oeticmgyrowee ewyecmso: nomanugomu (B nepecuere Ha 100 % BemiectBo) 4 mr;
B8CNOMO2amelbHble eewecmea: LEJUTI0NI03a MUKPOKPHUCTAITNYECKAS (MKII-302),
MaJbTOJEKCTPUH, HATPUS CTeapui(ymapar.

Kancyna meepoas srcenamunosas

Kopnyc u kpviweuxa: xenarus, tutana nuokcun (E 171), xkpacutens xkene3a OKCHUI KEITHIN
(E 172), xpacutenn sxeme3a okcua kpacHeld (E 172), kpacurens wunmurokapmun (E 132),
Kkpacutens sputpo3uH (E 127).

Yepnuna: memnaka rasypu 45 % pacteop (20 % »TepudunupoBaHHBIN) B 3TaHONE®, THTaHA
muokcun (E 171), 2-nporianon™®, OyTaHo *, IPOIMICHTITKOG .

* He COACPIKATCH B JICKAPCTBCHHOM IIPCIIApaTe, yAAJISIKIOTCA BO BPEMS BBICBIXAHWA YCPHUIIL.

Onucanue

Hosuposka 1 me: xancynsl TBepable xkenatnHoBble Ne 4. Kopmyc jkenaToro msera, KpbllIeuka
KpacHO-kopuuHeBoro 1Beta. Ha kopmyce 6enbivu yepHunamu HaneceHo «PLM 1». Conepxxumoe
KarlCyJl — IOPOLIOK JKEJITOTO LIBETA.

Ho3uposxa 2 me: Kancynsl TBepAable kenatuHoBble Ne 2. Kopryc opaH)KeBOro IBeTa, KpbIIlIEuKa
KpacHO-Kopu4HeBoro 1Beta. Ha kopmyce 6enbivu uepauiamu HaneceHo «PLM 2». Conepxxumoe
KarCyJl — IIOPOLIOK JKEJITOTO LIBETA.

Hosuposka 3 me: kancynsl TBepable kenarnHoBble Ne 2. Kopmyc romy0Ooro 1Bera, Kpbllleuka
KpacHO-Kopu4HeBoro 1BeTa. Ha kopmyce 6enbivu uepauiamu HaneceHo «PLM 3». Copepxxumoe
Karcyll — MOPOIIOK KEJITOTO 1IBETA.

Losupoexa 4 me: xancyinsl TBepable xenaruHoBble Ne 2. Kopyc TEMHO-CHHETO 1IBETA, KPBIILIEUKa
KpacHO-Kopu4HeBoro 1Beta. Ha kopmyce 6enbivu uepHunamu HaneceHo «PLM 4». Conepxxumoe

KariCyll — MOPOLIOK KEJITOI0O IBETA.
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Kon ATX: L04AX06.

dapmakoJ0ruveckoe jieiicTpue

Dapmakoounamuka

Mexanuzm Oeticmsust

[Tomanupomua  oOmagaer  OpsIMOM  AHTUMHUEIOMHOW — TYMOPOLIMIHOM  aKTUBHOCTHIO,
JEMOHCTPUPYET HMMYHOMOJYIHPYIOLIEE JIEUCTBUE W YrHETAET CTPOMAJIbHBIE KIIETKH,
NOJIEPKUBAIOIINE POCT OIYXOJIEBBIX KJIETOK MUEIOMBI. [lomannaoMu n30uparenbHO yTHETAeT
nponudepanuio U BBI3BIBAET AarolTO3 I'eéMaTOMOATHYECKUX KIETOK omyxonu. Kpome Toro,
MOMAJIMIOMUJI YTHETAEeT Mponuepaluio JHHUN KIETOK MHOXECTBEHHON MUEIIOMBI, YCTOMYMBBIX
K JICHAIMIOMUAY, U 00JalaeT CHHEPIH3MOM C JIEKCAMETa30HOM II0 CIIOCOOHOCTH BBI3HIBATH
arnomnTO3 KaK YyBCTBUTEIIbHBIX, TAK U YCTOWYUBBIX K JICHAJTUIOMUIY JTUHUN OMYXOJIEBBIX KIETOK.
[Tomanuomu yCUIMBAET KIETOYHBIA UMMYHHUTET € y4acTUeM T-KII€TOK U IPUPOJHBIX KUJUIEPOB
U yTHETaeT 00pa30BaHUe MPOBOCHIAIUTENbHBIX IMTOKMHOB (Hampumep, (hakTopa HeKpo3a OImyXoJu
—a, TNF-a, u untepneiikuna-6, IL-6) monouuramu. [loMmanugoMu 1 Tak:ke TOPMO3UT AaHTUOTECHE3,
OJIOKUPYSI MUTPALIMIO U AATE3UI0 KIETOK HIOTEIHSI.

[TomanuaomMua CBS3BIBACTCS HEMOCPEIACTBEHHO C OEIKOM IepeOJIOHOM, BXOMASAIIUM B COCTAaB
koMIiekca E3 yOMKBUTHMHIMIrasbl, KOTOpbIN BKiIouaeT Oenok-1 (DDBI), cBs3biBatommiics ¢
NMOBpEeXIeHHOU ne3okcupudonykinenHoBoi kucioror (IAHK), kymmun 4 (CUL4) u perymsarop
kyuinHOB 1 (Rocl), 1 nogasiser caMOyOMKBUTHHUPOBaHUE 11€peOI0Ha BHYTPH ITOIO KOMILJIEKCA.
PaznooOpa3ue BIMsiHHMI MOMaTUAOMUIA HA KIETKH MOXKHO OTYacTH OOBSCHUTH JnercTBueM E3-
YOUKBUTHHIINTA3, ONMOCPEAYIONIUX MOTNYOUKBUTHHUPOBAHKE PA3IMUHBIX CYOCTPAaTHBIX OEIKOB.
B npucyrctBun momanupomuzia B YCIOBMSIX in vitro cyOctparHble Oenku Aiolos u Ikaros
MOJIBEpPraroTCs YOMKBUTHHUPOBAHUIO U MOCIEAYIOMIEMY Pa3JIOKEHHIO, YTO TIPUBOJIUT K MPSMBIM
[MUTOTOKCUYECKUM M UMMYHOMOIYAUpPYIOIIMM 3(dekraM. B ycnoBusx in vivo momManugoMun
CHI)XaeT ypoBeHb Oenka Ikaros y manueHTOB ¢ peluIuBHPYIONIEH MHOKECTBEHHONH MHEIOMOH,
pedpakTepHOi K TEHATUIOMULTY.

Jlemu

B pamkax mpocToro oTKpbeITOro MccienoBanus (aspl 1 ¢ yBenM4eHHEM J103bl, IPOBEJICHHOM B
OJTHOM TPYIITIe MallMeHTOB, MAKCUMaJbHAs MePeHOCUMAs /1032 U/ MU peKoMeHayemast 103a ¢asbl
2 moManuaAOMHUIA y ACTeH W TMOAPOCTKOB ObLTa ompeneieHa Ha YpPoBHE 2,6 MT/M%/IeHb npu
IIepOpaIbHOM NPUMEHEHHUH C 1 110 21 1eHb MOBTOPHOTO 28-THEBHOIO LIUKJIA.

3(1)(1)CKTI/IBHOCTB He ObLIa MMPpOACMOHCTPUPOBAHA B MHOTOLICHTPOBOM OTKPBLITOM HCCIICAOBAHUUN
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NOJyyaBUIMX MOMAJIMIOMHUI, B Bo3pacte oT 4 1o 18 ser ¢ penuauBUpyOIEH WU
IPOTPECCUPYIOIICH IJTMOMOM BBICOKOM CTEMEHW 3J0KAUeCTBEHHOCTH, MEAYI00IacTOMOM,
sreHauMoMor  wiu  auddy3Hoit  mmomol  cTBojla  rojoBHoro Mosra ([AI'CIM) ¢
MPEUMYIIECTBEHHBIM PACIIOIOKEHHEM B LIEHTPAJIIbLHON HEPBHOI cucTeMe.

B wuccnenoBanuu ¢dazpl 2y JIByX MAIMEHTOB B TPYIIE TJIHOMBI BBICOKOW CTEICHU
3nokadecTBeHHOCTH (N = 19) ObIT JOCTUTHYT OTBET, ONPEACICHHBII MPOTOKOIOM; OIMH U3 3TUX
MAIMEHTOB JJOCTUT YACTUYHOTO OTBETA, a IPYroil MalMeHT JJOCTUT JOJITOCPOUYHOM cTabuIn3anuu
3a00JIeBaHUs, YTO MIPUBEIIO K 00bEKTUBHOMY OTBETY U JOJITOCPOYHOM cTabuIn3anuu 3a001eBaHus
Ha yposHe 10,5 % (95 % AU: 1,3, 33,1). Onuu namuent B rpymnmne sneHauMomsl (N = 9) noctur
JOJATOCPOYHOM cTabuiaM3alyu 3a00JeBaHUs, B pe3ylbTare KOTOPOH OOBEKTUBHBIA OTBET U
JoNTOCpouHas crabunu3zanus 3adboneBanus cocrasunu 11,1 % (95 % AU: 0,3, 48,2). Hu y ogHorO
u3 oneHuBaeMbix manueHToB HU B rpynmne JI'CI'M (N =9), uu B rpynmne menymio01acToMbl
(N=9) ne HaOMIOMATOCH TOATBEPKJACHHOTO OOBEKTUBHOTO OTBETa WM JOJTOCPOYHOM
crabmnmm3anuu 3aboneBanns. Hu omHa w3 4 mapaiienbHBIX TPYII, OLUEHHBAEMBIX B 3TOM
uccienoBanuu (aspl 2, He JOCTUIVIA MEPBUYHONW KOHEYHOW TOYKU OOBEKTUBHOTO OTBETA HIIU
JOJITOCPOYHOI cTabunu3anuu 3a00J1eBaHus.

OO0muii npodmins OE30MaCHOCTH TMOMAIHIOMHUA Yy JETed M IOIPOCTKOB COOTBETCTBOBAI
U3BECTHOMY NMPO(MITI0 6€30IaCHOCTH Mperapara y B3pOCibIX ManueHToB. DapMaKOKHMHETHYECKUE
napaMeTpbl OLEHUBAINCH B MHTETPUPOBAHHOM (apMaKOKMHETHUYECKOM aHalli3e HCCIeA0BaHUMN
da3br 1 1 dassl 2, B paMKax KOTOPHIX OBLIO BBISBICHO OTCYTCTBUE 3HAUUTENBHBIX OTIUYHHA OT
apaMeTpoB, KOTOpble  HaONIOAATUMCh Yy  B3pOCHBIX  MalMEHTOB  (CM.  MOjapasfen
«DapMaKOKUHETHKAY).

dapmakokunemuka

Abcopoyus

[Tocne omHOKpaTHOroO IpHeMa BHYTPh BEJIMYMHA BCAChIBAHMS IOMAIMJIOMMJIa COCTaBISET HE
MeHee 73 % W ero MakcuMalibHasi KOHIIEHTpanus B Tuta3Me KpoBU (Cmax) JTOCTUTAETCSA 4epe3
2-3 ygaca. CuctemHoOe Bo3zelicTBUe moManuaomuaa (mo nokazarento AUC, miomaab moj KpuBon
«KOHIIEHTpAIIMs — BPEMsI») BO3pacTaeT IOYTH JHHEWHO M TMPOMOpIMOHaIbHO 1go3e. [lpu
MHOTOKPAaTHOM JIO3UPOBAaHUM CTENEHb HAKOIUIEHUS MoManuaomuaa coctasiser 27-31 % mo
AUC.

[Ipu coBMecTHOM IpHeMe C BHICOKOKAJIOPUITHOM MUILEH CO 3HAYUTEIbHBIM COAEPKaHUEM KUPOB
CKOPOCThb BCAChIBaHUS MMOMAIHUJIOMHUAA 3aMemIsaercs, cpenHee 3HauyeHUE Cmax CHUXKAETCA

npumepHo Ha 27 %, HO o011iee BcachblBaHHE MPAKTUYECKU HE U3MEHseTcs, cpenHss BennunHa AUC
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Pacnpeoenenue

Cpennuii  kaxymmiics obvem pacnpenenenus (VdA/F) momammaomMuma mpu  paBHOBECHOMH
KOHLIEHTpAIIMU HaxoauTcs B peaenax 62—138 . [lociie npuMeHeHus NoMaJIMA0MHIa B TEUCHHUE
4 nHeii o 2 MT B JIeHb OH OOHApY)XKHBAETCS B CEMEHHOMN >KUAKOCTH 37J0POBBIX TOOPOBOJIBIICB B
KOHILIEHTpalUu npuMepHo 67 % OT ypoBHS B IIJ1a3Me€ KPOBH, KOTOPBINA TOCTUraeTcs uepes 4 yaca
(mpumepHoe Tmax) MoOcTe npuema npenapara. /n vitro cBsi3pIBAaHHE YHAHTHOMEPOB TOMAJIUIOMU/IA
¢ OenkaMM MUIa3Mbl KPOBH Y€JIOBEKa HAaXOmUTCs B mpenenax ot 12 % mo 44 % v He 3aBUCHUT OT
KOHIICHTPAL1H.

buompancgpopmayua

VY 310pOBBIX 10OPOBOJIBIEB MOCIE OAHOKPATHOTO MpueMa BHYTph [14C]-nomanunomunaa (2 mr)
OCHOBHBIM KOMIIOHEHTOM B KpoBH Obull mnomanmuaomua (mpumepno 70 % oT ypoBHs
pamuoakTUBHOCTU TuIa3mbl). KommuectBo merabonutoB He mpeBbimano 10 % oTHOcUTENbHO
MCXO/IHOTO COEIMHEHUS HITH OOIIETO YPOBHS PAIUOAKTUBHOCTH TUIA3MBI.

['uapokcuipoBaHue ¢ MOCIEYIONIeH TIIOKYPOHU3AIEeH WM TUAPOIU30M SBISIETCSI OCHOBHBIM
METabONIMYECKUM IYyTeM MJIs SKCKPETUPYEeMOW paJuOaKTUBHOCTHU. I[n Vvitro u30(epMEHTHI
cucrembl muroxpoma P450, CYPIA2 u CYP3A4 okazanuch mIaBHBIMH (DepMEHTaMH,
YYaCTBYIOIIMMH B THAPOKCUIUPOBAHHM TMOMAIMIOMHUAA. MeHbllee 3HAYCHUE UMEU
uzopepmentel CYP2C19 wu CYP2D6. Ilomanupomupa sBIsETCS Takke CyOCTpaToM
P-rmuxonpotenna (P-gp) in vitro. KomOuHMpOBaHHOE NMPUMEHEHHE MOMAIUIOMHUA C CUIBHBIM
unruoutopom CYP3A4/5 u P-gp xerokoHa3osoM WM ¢ cwibHbIM uHAyKTOopoM CYP3A4/5
kapOaMa3enuHOM HE OKa3blBaJO KIMHHUYECKH 3Ha4MMOro »s¢¢exkra Ha IKCHO3UIUIO
nomasniuaomusa. CopMectHoe npuMeHeHue cuiabHoro uHruoutopa CYP1A2 ¢ayBokcamuHa B
MPUCYTCTBUM KETOKOHA30J1a YBEIMUYHMBAJIO CPEAHION IKCIO3ULINI0 TomManuaomuaa Ha 107 % npu
90 % noseputenbHOM HHTEpBase [91-124 %] B cpaBHEeHHM C KOMOWHAIMEW MOMATUIOMHIT —
KeToKoHa3od. B apyrom wuccienoBanum BiusiHuss wunruoutopa CYP1A2 Ha wu3MeHeHus
MeTabonu3Ma Mpyu COYETaHHOM MpuMeHeHnH nHruouTopa uzopepmenta CYP1A2 gmyBokcamuHa
U TIOMaJUJOMHJIa CPEIHSs SKCIO3MIMSA MNoMaauaoMuja yeenuuuinach Ha 125 % mnpu 90 %
noeputenbHOM uHTEepBasie (JN) [98—157 %] B cpaBHEeHUH C MpUMEHEHHWEM MOMAJIMIOMHIA B
MOHOTepanuu. Eciu COBMECTHO € NOMAaJIMIOMMIIOM TPUMEHSETCS CHJIbHBIH WHTHOUTOP
uzopepmenta CYP1A2 (manmpumep, munpoiIoKcalvH, SHOKCAMH M (PIYyBOKCAMHH), 103y
MOMaJII0OMH/1a HEOOX0AUMO yMEHBITUTH Ha 50 %. [IpuMeHeHe moManuIOMH 1A Y KYPUIIBIIIHUKOB,
ynorpeOnsirormux Tabak co cBoiicTBamMu HHAYKTOpa uzodepmenta CYP1A2, He oka3biBajo

KIMHHUYCCKHU 3HAYUMOTI'O 3(1)(1)6KT3 Ha 3KCIIO3UIUI0 TOMAINAOMIKAA 110 CPABHCHUIO C HCKYPAIIUMU
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

Ha ocHOBaHWM HaHHBIX in Vitro TIOMAMIOMU] HE WHIYIUPYET W HE YrHETaeT H30(epMEHTHI
cuctembl ruToxpoma P450, He MHTHOUpPYET Opyrue U3y4eHHBIE TPAHCIOPTEPHI JIEKAPCTBEHHBIX
BemiecTB. [lpy KOMOWHHMpPOBAaHWHW TMOMAIMAOMHUIA C CYOCTpaTaMH TaKUX ITyTeH KIMHHUYECKH
3HAYMMBIC JIEKAPCTBEHHBIC B3aMMOJICHCTBHSI MAJIOBEPOSITHBI.

Buviseoenue

Cpennuii nepuoj] MoTyBbIBECHUS MOMAIMIOMUAA U3 TUIa3Mbl KPOBH COCTaBisieT 9,5 vacoB y
3I0pPOBBIX JOOPOBOJBIEB M 7,5 4acoB y MAallMEHTOB C MHOXECTBEHHOW MmuenomMoi. CpemHuid
obmuii kimpenc (CL/F) npenapara cocrapnser npuoim3uTenbao 7—10 /4.

VY 3710pOoBBIX TOOPOBOJBIIEB MMOCIIE OMHOKPATHOTO Mprema BHYTPH [14C]-nomanumomuaa (2 mr)
npumepHo 73 % u 15 % pagnoakTUBHOMN 10361 BBIBOANUIIOCH YEPE3 MOYKHU U KUILIeYHUK. [Ipu aToM
okoJ0 2% u 8 % 11036l MOMAIUAOMHUJA C YIJIEPOJHOM METKOW BBIBOAMJIOCH 4Y€pe3 MOYKU U
KHUIIICYHUK B HCM3MEHEHHOM BHJIC.

[TomManumoMua B 3HAUUTEIIBHON CTETICHH ITOJIBEPTaeTCss OMOTpaHCHOPMAIINH, U 00pa3yIOIIHECs
METa0OJIUTHl BBIBOAATCS MPEUMYILECTBEHHO dYepe3 IMOYKH. Tpuh OCHOBHBIX METa0OJIUTA,
0o0pa3oBaBIIUXCSI B pe3yabrare TUAPOIW3a WM TUAPOKCHIMPOBAHUA C TOCIEAYIOLIEH
IIIOKYPOHHU3allMed, COCTaBIAIOT COOTBETCTBEHHO 23 %, 17 % u 12 % ot obuiero conep:xkanus
MeTaboJIMTOB B MOUE.

KonnuectBo MeTabonuToB, 00pa3oBaBIIuXCs ¢ yuacTueM nuuroxpoma P450, cocraBuio npuMepHo
43 % ot ypoBHS o0Omel paauoakTUBHOCTH, a He-CYP 3aBUCHMBIX THAPOIUTHYECKUX
MeTabonmutoB — 25 %. B Hemsmenennom Buze BbiBoauTcs 10 % momammmomuaa (2 % — depes
NOYKHU U 8 % — uepe3 KUIIEYHHK).

THonynayuonnas gpapmaxokunemuxa

AHanu3 JaHHBIX TOMYISIIMOHHON (DapMAKOKUHETUKH C MCIIOJIb30BaHUEM JBYXKaMEPHON MoJenu
MOKa3aJ, YTO 3I0POBbIE CYOBEKTHI U MAIUEHTHI C MHOKECTBEHHOW MUEIOMOM UMENU CPaBHUMBIE
kaxymmiics kimpenc (CL/F) u kaxyiuiics o0beM pacnpenieseHus B ieHTpaibHoi kamepe (Vo/F).
B nepudepuueckux TKaHSIX MMOMATHAOMHU]I TOMIOIMIAJICA MPEUMYIIECTBEHHO OIMYXOJSIMH C
KaxXymmuMmcs: — nepudepudeckuM  kiaupeHcoMm  pacopenenenus (Q/F) w  kaxymumMmcs
nepudepudeckuM oobemoM pacnpeaenenus (Vs/F) coorBerctBenno B 3,7 u § pa3 BblllIe, YeM Y
3JIOPOBBIX CYOBEKTOB.

Jlemu

[locne omHOKpaTHOrO MEPOPATBLHOIO MpUEMa MOMAJUIAOMUNIA JETbMH W MOAPOCTKAMHU C
PELUUIUBUPYIOIIEH WM MPOTPECCUPYIONIEH MEPBUYHOM OMYyXOJIbIO TOJIOBHOTO MO3Ta CpeaHee
3HaA4YC€HHUE Tmax COCTABIAIIO OT 2 10 4 4aCcOB MOCJIE BBEICHUS 103bI 1 COOTBETCTBOBAJIO CPETHEMY

reomMeTpudeckoMy 3HaAYCHHIO Cmax (CV%) 74,8 (59,4 %), 79,2 (51,7 %) u 104 (18,3 %) Hr/Min ipu
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AQHAJIOTMYHBIMHA TCHICHIMSAMH, OOIIMN YpOBEHb BO3ACHCTBHUS HAXOAWJICS B JHAla3oHE
npubmmuTensHo oT 700 mo 800 weHr/mMi mpu AByX Oojiee HH3KHX J03aX U MPUOIU3HTEIHHO
1200 yeHT/MJI IpU BBICOKOU J03€. PacueTHBIN Mepro/| MOJyBBIBEICHHS HAXOIUJICS B AUAra3oHE
MPUOJU3UTEIILHO OT 5 10 7 4acos.

UeTKux TEHACHIINH, CBI3aHHBIX CO cTparu(UKameil o BO3pacTy U yIoTpeOIeHUEM CTEPOUIOB B
MaKCUMAaJIBHO JIOITyCTUMOM J103€, HEe OBLIO.

B nenom cormacHo nqanHeiM AUC yBennuMBanach MOYTH NMPONOPLUUOHAIBHO YBEIMYEHUIO 1035l
NOMaJUAOMHUIa, B TO BpeMsi Kak YyBeiandeHHe Cmax OBUTO, KaK TMpPaBUIIO, MEHEE YeM
MPOTOPIUOHATBHBIM.

dapMaKOKMHETHKA TTOMAIMIOMH/IA TI0CTIe epOPaIBHOTO MpHeMa B 103ax oT 1,9 Mr/m*/nens 110
3,4 Mr/M?/neHs Obla onpeenena y 70 HalMeHToB B Bo3pacTe oT 4 10 20 JIeT B MHTerpHPOBAHHOM
aHanuze ucciuenoBaHuil ¢aspl 1 u ¢daszpl 2 npu PeUUIUBUPYIONIMX WIH MPOTPECCUPYIOMINX
OMyXOJSX TOJOBHOTO Mo3ra y jaerei. JlaHHbIe 3aBUCUMOCTH «KOHIICHTPAIMSI — BPEMsI»
MPUMEHUTEIBHO K KOHIEHTPAIMU MOMAJMJOMHIa B CHIBOPOTKE KPOBHU OIUCAIIM HAIJICKALTUM
00pa3oM Ha OCHOBE OJHOKaMEpPHOI MOJENN C BCAChIBAHWEM U BBIBEJCHHEM IEPBOTO MOPSIKA.
[TomanuaomMua MPOAEMOHCTPUPOBAIT TUHEHHYIO U HE3ABUCSIIYIO OT BpeMeHHU (hapMaKOKHHETHKY,
KOTOpasi XapakTepu3yeTcsl ymMmepeHHou BapuabenpbHOocThI0. Turmmunsie 3nadenus CL/F, Vc/F, Ka,
JIATEHTHOTO TIEpHOJa TOMAIMAOMUIA cOCTaBaanu 3,94 n/u, 4301, 1,454’ u 04544
cooTBeTCTBEHHO. KOHEuHbIN nepuoj MoayBbIBEICHHUS MOMaduioMuaa coctaBun 7,33 yaca. 3a
WCKJIFOUEHUEM IUIOLIAAN MOBEPXHOCTH Te€Ja, HU OJHA M3 TECTHUPYEMBIX KOBAPUAHT, BKIIIOUas
BO3pacCT U TIOJI, HE BIUsIa Ha (apMAKOKHMHETUKY TTOMATMIOMHIA. XOTS TUIOMAAh TOBEPXHOCTH
Tena OblIa ONpesesieHa KaK CTaTUCTUYECKH 3Haunmas koBapuara nomanunomuga CL/F u Vc/F,
BIUSIHUE TUIONIAJM TOBEPXHOCTU TENla Ha NapameTpbl BO3JECUCTBUS HE CUMTAIOCH KIMHUYECKU
3HAUYMMBIM.

B menom cymiecTBeHHON pasHUIBI MEXAy (HAapMaKOKMHETUKONW TOMAIUIOMHAA Yy JeTed u
B3POCIBIX MAIMEHTOB HET.

Ilayuenmui nosxcunoeo eo3pacma

AHanu3 JaHHBIX TOMYISIIMOHHON (DapMAKOKUHETUKHU Yy 3I0POBBIX TOOPOBOJIBIIEB U MAI[UEHTOB C
MHO)X€CTBEHHOW MHETIOMOW HE BBISBHJI 3HAYMMOTO BIUsHUA Bo3pacTa (19-83 roga) Ha kimpeHc
MOMAJIUJIOMHUA TIPH TIEPOPATBHOM TMpueMe. B KIMHUYECKHX HCCIENOBaHUAX HE TPeOOBaIoCh
W3MEHEHUS 036l Y MAIMEeHTOB cTapiie 65 JeT, MolydyaBIuX noManuaoMun (cM. paznen «Crnocod
MIPUMEHEHHUS U JJO3bI»).

Iayuenmul ¢ napywenuem gyHkyuu novex

AHanu3 JaHHBIX MONYISAIMOHHOW (apMaKOKMHETHKH II0Ka3zaj, 4TOo (papMakOKMHETHYECKHE



COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 12.03.2025 N= 6655

napaMeTpsl IMOMAJIMJOMHUA CYIISCTBEHHO |HE M@HQ}OTC;{-IE‘;I' : 'HE%&?‘ cT '1'1'0 CYHOM

HEI0CTaTOYHOCThIO (ompeneneHHol no kimpeHcy kpearnHuHa (KK) wnm pacuerHoil ckopocTu
KIryooukoBo# rubTpanuu, pCK®d) B cpaBHEHUH ¢ TAIIMEHTAMH C COXPAaHECHHON (PYHKIIMEH TTOYeK
(KK > 60 mu/mun).

Cpennsis HopMaIM30BaHHas dKCIO3uIus oManuaomuaa (onpeaenennas no AUC) y manueHToB
C IIOYEYHOM HENOCTaTouyHOCThO cpeaHedl creneHn Tskectw (pCK® or >30 go
< 45 mi/mun/1,73 mM?) cocrasmna 98,2 % [90 % JIU 77,4—-120,6 %] oT aHAIOTHYHOTO TIOKA3aTeIs
y TAalHUCHTOB C HOpMaldbHOW ¢GyHKIMeW modek. CpemHss HOpMaIUM30BaHHAsS SKCIIO3UIUS
nomasiomuaa (onpenenentas mo AUC) y manueHToB ¢ MOYeYHOM HEJIOCTATOYHOCTBIO TSKEIION
crenenu Tsoxectn (KK < 30 mmu pCK® < 30 mi/mun/1,73 M?) cocrasuna 100,2 % [90 % AU 79,7—
127 %] oT aHAJIOTMYHOTO TOKa3aTeis y MAleHTOB C HOPMAIbHOW (QyHKIMeH mouek. CpemHsis
HOpMaJIU30BaHHasl JKcno3umus mnomanuaomuaa (ompenenenHas no AUC) y manuMeHToB ¢
MOYEYHOM HEIOCTATOYHOCTHIO TSKENION CTENEeHH TSDKECTH, HYKIAIOMIMXCS B TeMOIUAIH3e
(KK <30 mn/mun), yBenuumunach Ha 35,8 % [90 % AN 7,5-70 %] B cpaBHEHHH C aHAJIOTHYHBIM
MOKa3areyieM y MAHeHTOB ¢ HOpMaibHOU (DyHKIUEH nodek. CpenHrne W3MEHEHUS SKCITO3UITUU
MOMAaJMAOMHUIa B KaXJO0H TpyIme MalueHTOB C HapylleHHeM (QYHKIMH MOYeK He JOCTUIIU
BEJIMUMHBI, TpeOyroIIel N3MEHEHUS T03bI.

Tayuenmoi ¢ Hapywenuem yHKyuu nevenu

N3menenus: mapameTpoB (papMakOKMHETHKH y TAIMEHTOB C MEYEHOYHOW HEIO0CTAaTOYHOCTHIO
(ompenenennort mo Yaiing — [Ipf0) B CcpaBHEHMH CO 3J0POBBIMH JIOOPOBOJIBIIAMHU  OBLIN
YMEPEHHBIMH. Y MalMEHTOB C NEYEHOYHOW HEAOCTATOUHOCTBIO JIETKOW CTENEHU TSXKECTU CPETHSAS
AKCIIO3UIIMS TOMaIuaAoMuaa yBenuuuBaigack Ha 51 % [90 % AU 9-110 %] B cpaBHeHUU co
3I0POBBIMU JI0OPOBOJIBIIAMHU. Y TAIIMEHTOB C TIEUEHOUYHON HEJOCTATOYHOCTHIO CPEAHEH CTeneHn
TSYKECTU CPEIHSS SKCIIO3UIIMS MOMAINA0OMUAA YBeIudymiIach B cpeanem Ha 58 % [90 % AU 13—
119 %] B cpaBHEHUHU CO 37OPOBBIMH JOOPOBOJBIIAMH, TOTAA KAaK y TAIUEHTOB C TKEION
MEYCHOYHOM HemocTtatouyHoCcThi0o — Ha 72 % [90 % M 24-138 %]. CpenaHee mOBBINICHHE
HKCITO3UIIMH TTOMAJIUIOMH/IA Y TTAIIMEHTOB C IEYCHOYHON HEIOCTAaTOYHOCTHIO B KAXKJIOM TPyIIIE HE
JIOCTUTAJIO BEJIMYUHBI, TPEOYyIOIIed u3MeHeHHs ero 03kl (cM. paznen «Crnocod mpUMeHEHUs U
TTO3BD»).

Pesynomamul 00KIUHUUECKO20 U3YUEHUA OE30NACHOCU

[TomanomMu He TPOSBISI MyTareHHOTO JACHCTBUS M HE BBI3bIBAT XPOMOCOMHBIX a0eppaiuii B
mumdonuTax nepudepruueckol  KpOBH  UENOBEKAa MM OOpa3oBaHUS MUKpOSIEP B
MOJMUXPOMATHYECKUX JPUTPOIUTAX KOCTHOTO Mo3ra Kpbeic B go3ax g0 2000 mr/kr/meHs.
[Tomanunomua oOmajgan TepaToreHHbIM 3((EKTOM Kak y KpbiC, TaK M y KPOJIMKOB HpHU

IMPUMCHCHHWH B IEPUOT OCHOBHOI'O OpraHOIcHE3a.
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(NOCNEQCBATENEHOCTE 0010)

IHoka3zaHus K NPUMEHEHUIO

[Tomanuiomu B KOMOMHALIMY C JIEKCAMETA30HOM TOKa3aH JUIsl JICUCHUS B3POCIBIX MAI[UEHTOB C
peluauBHpyIoNel u pedpakTepHOl MHOKECTBEHHON MHUEIOMOM, MOJYYUBIINX HE MEHEE JIBYyX
MPEIUIECTBYIONINX KypCOB JICUEHUS, BKIIOYABIIMX KakK JICHAJIUIOMH], TaKk U O0opTe3oMud, u y

KOTOPBIX OTMCYAJIOCH IMPOrpECCUPOBAHUC 3a00JIeBaHUs HA (1)OH€ NOCICAHETO JICUHCHUA.

IIporuBonokazanus

- T'unepuyBCcTBUTEIBHOCTH K MOMAIUOMUY WM JIOOBIM JPYTUM KOMIIOHEHTaM Ipenapara.

- bepeMeHHOCTh U NEPUOJ TPYAHOIO BCKAPMIIMBAHMUS.

- JUIsS JKEHIUMH: COXPAHEHHBIA JETOPOAHBIA IMOTEHUHUAN, 32 HCKIOYEHUEM CIIy4daeB, KOTIa
coOroieHbl Bce HeoOxonuMble ycioBus [Iporpammsel mpenoxpaneHus: oT OEpeMEeHHOCTH (CM.
pazznens! «lIpuMenenue npu 6epeMEeHHOCTH U B IEPUO]T TPYAHOTO BCKapMIuBaHus», «Ocobbie
YKa3aHUs»).

- Jid MyYX4YMH: HEBO3MOXHOCTb WM HECHOCOOHOCTh COOMIONaTh HEOOXOAMMBIE MEPBI
KOHTpAIEMNINH, yKazaHHbIE B pazaerne «OcoObie yKazaHHs».

- Jletckuéi M TOAPOCTKOBBIM Bo3pacT A0 18 jer (B CBA3M C OTCYTCTBHEM JIAHHBIX 10

3P PEKTUBHOCTH ¥ OE30TIACHOCTH).

C 0CTOPOKHOCTBIO

- VY ManueHToB C MOYEYHOH W/WIM TMEYEHOUHOW HEeIOCTAaTOYHOCThIO (cM. paszaen «Crnocol
NPUMEHEHHUS U J103b1»), a TAKXKE Y MalMEeHTOB, UMEIOLINX TPOMOO3 IITyOOKHX BEH (B TOM YHCIIE
B aHaMHe3e).

- VY nauueHToB ¢ HalmuueM (pakTopoB pucka TpoMO0IMO0Iuii (3a00eBaHMs cep/ilia WU JIETKUX,
MOBBILIEHHOE apTEPUAIBHOE [ABICHHE WM IOBBILICHHAs KOHIIEHTpPALUsl XOJECTEpUHA B
KpPOBH, KYPUJIBIIUKH).

- Ilpu coBMecTHOM mnpueme c npenaparamu, MOBBIIAIIMMU PUCK TPOMOO30B, a UMEHHO C
npernaparamu, 001aJal0IMMU 3PUTPONIOITUYECKON aKTUBHOCTBIO, U TOPMOHO3aMECTUTENIbHON
tepanueir (cMm. pasgensl «lloGounoe neiictBue» u «B3aumopneiictBue ¢ ApyruMH
JIEKapCTBEHHBIMHU MIperapaTammuy).

- VYV nanueHTtoB C pacHpoCTPaHEHHON cTajaueill 3a0oJeBaHMs W/MIM BBICOKOW OIYXOJIEBOM
Harpy3koi B CBSI3M C NOTEHLHAJIbHBIM PHUCKOM Pa3BUTHUS CHHIPOMA JIM3UCA OMYXOJIU (CM.
pazaen «OcoOble YKa3aHUs»).

-V maumeHToB ¢ HeHponarue (B TOM YHCiIe B aHAMHE3€).
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Kenwunul ¢ coxpanennvim demopoouvim nomenyuaniom / Konmpayenyus y myscuun u sHceHujun
JKeHIMHBI ¢ COXpaHEHHBIM JIETOPOJHBIM MOTEHIIUAIOM JOJIKHBI MCIOIB30BaTh 3()EeKTHBHBIN
MeToA KoHTpaueniuu. Eciu 6epeMeHHOCTh HACTYIUIIA BO BpeMs JICUCHHs OMAJIJIOMUIOM, TO
IpUeM Mperapara JOJKeH ObITh MPEKpallleH, a KEHIIWHA JTOJDKHA ObITh HampaBiieHa K Bpady-
TEpaToJIOTy JUIA 00CIe0BaHusl U KOHCyabTanuu. Eciin 6epeMeHHOCTh HACTyNuia Y >KEHIIHUHBL,
napTHEep KOTOPOH MOJy4aeT MOMaIHIOMUI, OHA JIOJKHA ObITh HalpaBlieHa K Bpaudy-TepaTojiory
JUIst o0cliefioBaHus U KOHCydabTauuu. [lomamupomua oOHapyKUBAeTCs B CEMEHHOM JKHUIKOCTU
yesnoBeka. B kadecTBe Mephl MPEJOCTOPOKHOCTH BCE MALMEHTHI MY>KCKOTO I10JIa JOJIKHBI
MCII0JIB30BaTh MIPE3€PBATUBLI B TEUEHUE BCErO Kypca JICUCHHUs, B IEpephIBaX MEXY JICUCHUEM U
B TE€UEHHUE 7 JHEH IMOoCIe MPEeKpalleHus JeYeHUs, eCIM MX MapTHepia OepeMeHHa WM MMEeT
COXPAaHEHHBIN JAETOPOHBIN MOTEHIMA U HE UCIIONB3YeT KaKOW-T00 METOA KOHTpAIeNIUU (CM.
pazzaensl «IIpoTuBonokazanus» u «OcoOble yKa3aHUusI»).

bepemennocmo

[TomanmmomMuI MOKET 00JIafaTh TEPATOTCHHBIM JIecTBHEM Y Jronei. [Ipenapar mpoTHBOIOKa3aH
BO BpeMsi OEpEeMEHHOCTHM U Yy KEHIIUH C COXPAaHEHHBIM JETOPOIHBIM IOTEHIIMAJIOM, 3a
UCKJIIOYEHHUEM CJy4aeB MPUMEHEHHsS] C COONIOACHHEM BCEX YCIOBUU MPEIOXpPaHEHHUS] OT
o6epemenHocTH (cM. pazzaensl «IIpotuBonokazanusi» u «OcoOble yKa3zaHUs).

Ilepuoo epyonoco eckapmnusanus

He ycranoBneHo, BBIACISIETCS M NOMAJIUIOMHU]I C TPYAHBIM MOJIOKOM yenoBeka. [lomanuaomu
OoOHapyXHMBaJiCi B MOJIOKE KpbIC, KOTOPHIM BBOJWIM TMpenapar. YUUTHIBash BO3MOXKHOCTH
HE)KeJIaTeJIbHOro JeUCTBUS OMAaINIOMH/Ia HA HOBOPOXAEHHBIX, HEOOXOAUMO MPEKPATUTh JINOO
TPYIHOE BCKapMIIMBaHUE, TUOO MPHEM Mpernapara, IpuHUMas BO BHUMAaHHE BaXXHOCTh TPYIHOTO
BCKAPMJIMBAHUS U JICUCHUS 1JI1 MATEPH.

Depmunvrocmos

VY SKMBOTHBIX TOMAJIHAOMH O0OJagacT HEONAronpUATHBIM BIMSHHEM Ha (EpPTHIBHOCTh U
TeparoreHHbIM 3¢dexroM. [lomanumomun npoHUKaeT uyepe3 IUIALEHTY U OOHApy>KMBaeTcs B
KpOBH TIuIOa (COTYIaCHO [aHHBIM, IMOJNYYEHHBIM Ha KpOJHMKaX, CM. pa3aen «Pe3ymbrars

JOKIIMHUYCECKOTO U3YUCHUA 0€30I1aCHOCTH ))) .

Cnocod npuMeHeHHsl U 103bl

Jlnis mpuema BHYTpb.
Jleuenue mpemnaparoM HEOOXOAMMO HAYMHATH U MPOBOAUTH TOJBKO MO HaONIOJEHUEM Bpaya,
MMEIOLIETO OIBIT B JICYEHUH MHOKECTBEHHOU MUETIOMBI.

[Tomamuaomu CJICAYCT NMPUHHUMATH KaXJbI JI€Hb B OJHO U TO XK€ BpEMH. KaHCYJ'IBI HCIIb34
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OTKPBIBaTh, pa3jaMbIBaTh WM Pa3KECBHIBATh. Kancyﬁﬂ':lf;b—éﬁé;lligﬁ'i‘zﬁ%: ';IES'F%I]I';II%ML

LIEJIMKOM, 3alrBasi BOJIOH, BHE 3aBUCUMOCTH OT Hpuema nuum. Eciu nmanueHT 3a0bul PUHATH
MOMAaJIUAOMU/]] B KaKOM-1100 J€Hb, TO Ha CIEAYIOLUN JeHb OH JOJDKEH MPUHATH OOBIYHYIO 103y
B COOTBETCTBUM C Ha3HaueHueM. [lanmueHT He noJDKEeH W3MEHATh J03y M[penapara JUuist
BOCIIOJIHEHMS IPOIYIIEHHON HaKaHYHE J03bl.

Pexomennyemas rauanvnas 0oza mpenapara cocTaBisieT 4 Mr BHyTph 1 pa3 B ieHb ¢ 1 o 21 neHpb
MOBTOPHBIX 28-THEBHBIX IIUKJIOB.

Pexomennyemas no3a nexcamerazona coctasisieT 40 mr BHyTpb 1 pa3 B aesb B 1, 8, 15 n 22 nenp
KaXI0r0 28-THEBHOTO IIMKJIA.

PexxuM  103WpoBaHUS COXpPAHSETCS WJIM H3MEHSETCS B 3aBUCUMOCTH OT KIMHUYECKUX U
1a00paTOPHBIX TAHHBIX.

JleueHne NODKHO OBITH MPEKPAIIECHO B Cy4ae MPOrPECCHPOBaHUS 3a00JICBAHUS WIN Pa3BUTHSI
HETMPUEMIIEMON TOKCUYHOCTH.

Hzmenenue 0036l NOMATUOOMUOA UNU NPEPLIBAHUE TIeHeHUS

WHCTPYKIIMKU TIO TPEPBHIBAHUIO JICYCHUS WJIM W3MEHEHHUIO JIO3bl MOMATHJIOMHIA B CBSI3H C
HEXKENATeIbHBIMUA PEAKIIUAMU TPEICTABICHBI B TAOIHIIC HIDKE.

Hucempykyus no usmeneHuro 003bl NOMAaiUooOMuod

ToxkcuuHOCTH N3menenue 10361

HeiiTtponenus™

AKH** < 0,5 x 10%1 numm pebpunsnas
HelTpornienus (Temneparypa > 38,5 °C u AKH
<1 x10%m)

AKH BoccTaHOBHIIOCH 110 3Ha4YeHMit > 1 x 1091 B0300HOBUTE JI€UeHHE TOMATUIOMHUIOM B
o3¢ 3 Mr B IcHb

J1J1s1 Ka>KI0TO MOCIIEAYIOIIEr0 CHUKEHUS [IpepBath jIeueHUE TOMATHIOMHUIOM

< 0,5 % 10%n
AKH BoccTaHOBHIOCH 110 3Ha4YeHnit > 1 x 10%/1 B0300HOBUTE JI€UeHHE TTOMATUIOMHUIOM B
no3e Ha | Mr HUKe npeplaymen
TpomGounTonenus [IpepBaTh JeueHUE TOMATHIOMHUIOM, HE
TOKU1AsACh OKOHYAHUS IMKJIA,
ekeHenenbHO BeIoaHATE OAK

[IpepBath JIeueHUE TOMATHIOMHUIOM, HE
OKUIAsICh OKOHYAHHUS [IUKIIA,
e)KEHEIEIbHO BEINOIHATE QAK***

KomaecTBo TpombormTos < 25 x 1091

KOoTi4ecTBO TPOMOOIIMTOB BOCCTAHOBHIIOCH /IO B0306HOBHTB JICUCHHE TTOMATHIOMUIOM B
3HageHnii > 50 x 10%/n 03¢ 3 MT B JIeHb

17151 KaXKI0TO TIOCTIEAYIOIIEr0 CHIKEHHS [IpepBaTh JeueHne TOMATHIOMUIOM

< 25 x 10%n

KOJH4ecTBO TPOMOOIIMTOB BOCCTAHOBHIIOCH JIO B0306HOBHTD JICUCHHE TIOMATHIOMUIOM B

3HageHnit > 50 x 10%/n mo3e Ha | Mr HWKE ITpeabIIyIei
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Crm, Padd o T pepbisa i = 0o

Ao

[IPEKpAIlCHNE JIEYEHUS [TIOMATIUIOMHUIOM
ChIIb 2—3 CTEIIEHHU TIKECTU peKpall A A

ChInb 4 CTENEHU TSHKECTH WK OYIIe3HbIe [IpexpaTuTh JeueHUE MOMAINIOMHIOM
HapyIeHust (B TOM YMCIIe aHTHOHEBPOTHUYEeCKUN  |(cM. pasaen «Ocolble yKa3aHus»)
0TEK, aHA(PUIIAKTHUYECKAs pEaKIIHs,
PKc(]oIraTUBHbBIC WK OYJUI€3HbIE BBICHITIAHUS WU
os03peHue Ha cuHapoM CtuBeHca — J[oHcoHa
(CCII), TOKCHYeCKUI AMTUAEePMAIbHBIA HEKPOJIH3
(TOH) niu nekapCTBEHHYIO PEAKITUIO C
PO3MHO(MIINEH M CHCTEMHBIMH CUMIITOMAMHU
(DRESS))

IIpouee [[pepBarh JieueHUE TOMATUIOMUJIOM, HE
TOKUIasICh OKOHYAHHUS LIUKJIA.
B0300HOBUTH JICYCHHUE B CIICTYIOIIEM
[[MKJIC B J103€ HA OJIMH YPOBEHb HUKE
Mpeablayiei 1036l (IpU YCIOBUH
pa3pelieHus NI CHUKCHUS TIKECTH
He)KeIaTeIbHOI0 IBJIEHUA 10 < 2 CTEIEeHU
TSOKECTH JI0 BO3OOHOBIICHUS JICUCHUS )

* [Ipu HEUTPOTICHUH Bpay JIOJDKEH pPaCCMOTPETh BO3MOXKHOCTbh IPUMEHEHHMS IpenapaToB (hakTopa

[Ipyrue He)XenaTeNbHbIE SIBICHUS > 3 CTENIEHU
TSKECTH, 00YCIIOBIICHHBIE IPUEMOM
[TOMaJIMIOMHU/1A

pocra.

** AKH — aGcomroTHOE KOJIMYECTBO HEUTPOPHUIIOB.

*** OAK — 00muii ananus KpoBH.

Jiis Hayasa HOBOTO IMKJIA JICYCHUS TIOMATUAOMHIOM KOJIMYECTBO HEUTPO(DUIIOB TOIKHO OBITH
>1 x 10%n, a KOITHYECTBO TpoMOOIIUTOB > 50 X 10%.

[Ipy onHOBpEMEHHOM IpHeMe CHJIbHBIX HMHIuOuTOpoB H3opepmenta CYPLAZ (mampumep,
nuInpodQIIoKcaluia, HOKCaIuHa, (JIyBOKCAaMUHA) 103y MTOMAIHIOMHU/Ia HEOOXOAMMO CHU3UTh Ha
50 %.

HHcmpyKuu}z 1O UBMEHEHUIO 003bl 0EKCAMEMA30HA

Tokcn4HoOCTH MN3meHenne 1036l JeKCAMETA30HA
Jlucnencus 1-2 crenenu [lonnepxxuBath J03y M TNPUMEHSATH OJIOKATOPHI
ructamuHa  (H2) wiu  aHamoruyHble  CpeACTBa.
CHU3UTH 7103y Ha OJUH ypOBEHb IPHU COXpPaHEHUU
CUMIITOMOB
Jlucnencus > 3 creneHu [IpepBarh JiedeHne A0 oOciabJIeHUs] CHUMITOMOB.
Jlo6aBuTh  OsnokaTopel rucrammHa (H2)  wim
QHAJIOTUYHBIE CPEJICTBA W CHU3UTH J03Y Ha OJIUH
YPOBEHb IIPHU BO30OHOBJICHUH JICUCHUS
Otek > 3 crenenu [IpuMeHATh JUYPETUKHM 1O HEOOXOAMMOCTH H
CHU3UTH J03Y Ha OIMH YPOBEHb
CniyraHHOCTB CO3HaHMs U u3MeHeHus1  |[IpepBatsk JieueHue 10 paspenieHust cuMntToMmoB. [pn

HAaCTPOCHMS > 2 CTEIEHU BO30OHOBJICHUM JIEYEHHUS CHU3HUTH 103y Ha OJUH
YpOBEHDb
Mpieunast c1abocTh > 2 CTeNeHU [IpepBaTh JiedeHME, IMOKA IOKA3aTENb MBIIIEYHOU

cnaboctu He craHer <1 crenenu. Ilpu
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B0306HOBICHIN ~ TEHEHHS - CHIBHTE | 103y~ Ha' OfuH

YPOBEHb

['unepriaukemus > 3 cTeneHu CHM3UTH 103y Ha OAMH YypoBeHb. [IpumeHATH
WHCYJIUH WIH TepPOpalbHbIe THIIOTTHKEMUYECKUE
CpeJICTBA MO0 HEOOXOIUMOCTH

OcCTpblii MAHKPEATUT [IpexkpaTuTh JeUYeHNE IEKCAaMETA30HOM

Jlpyrue HeXXenaTeNbHbIE SIBIEHUS > 3 [IpepBath eueHNE JEKCaAMETa30HOM, 10K 3HAYEHUs

CTerneHH, 00YCIIOBICHHbIE HE)KEIaTeNIbHbIX SIBJICHUM HE CTaHyT <2 CTElEHHU.

NIEKCaMETa30HOM B0300HOBHUTH JIeUeHHE, CHU3WUB 103y Ha OJUH
YPOBEHb

CHuoicenue 003bl 0eKCamemasond.

YpoBeHb 103b1 ITanuenrs! < 75 Jer IMauuenrs! > 75 aer

(nau 1, 8, 15 u 22 noBTropHbIX | (aHM 1, 8, 15 1 22 noBTOPHBIX

28-THEeBHBIX IIUKJIOB) 28-THEeBHBIX IIUKJIOB)
HauganbHas no3a 40 mr 20 Mr
YpoBeHb 10361 — 1 20 mr 12 Mr
YpoBeHb 103bI — 2 10 mr 8 mr

Jleuenue nekcaMeTa3oHOM CJelyeT OTMEHHMTh IpH HENepeHOCHMMOCTH 103kl 10 Mr
(marmenTsl < 75 net) wim § Mr (MaueHTsl > 75 JeT).

Ecnu Tokcuueckue siBjeHust coxpasitorcs 0onee 14 quei, 103y JeKcaMeTa3oHa ClIeIyeT CHU3UTh
Ha OJTUH YPOBEHb.

Oco0eHHOCTH MPUMEHEHHUS Y OTAETbHBIX TPYIIN NAI[UEHTOB

Jlemu

be3zonacHocTh 1 3P PEKTUBHOCTH MOMAIHUIOMH/IA Y A€TEH U MOJPOCTKOB B Bo3pacTe /10 18 net no

MOKAa3aHUI0O MHOXKECTBEHHAsi MHEJIOMa Ha JIaHHbIH MOMEHT HE YCTaHOBJEHbL. JlaHHbIE
OTCYTCTBYIOT.

IIpuMeHeHne moManuIOMuUAA IO HE3apEeTrMCTPUPOBAHHBIM MOKA3aHMUAM H3y4daloCh y JETeW U
MOJIPOCTKOB B Bo3pacTe OoT 4 a0 18 5er ¢ peuuauBHPYIOIIMMHU WU [POrPECCUPYIOLIUMU
OIYXOJIIMH TOJIOBHOTO MO3ra, OJJHAKO PE3yJbTaThl UCCAEAOBAHUIN HE MMO3BOJUIM CAENIATh BBIBOJ
0 TOM, YTO MOJb3a OT TAKOTO MPUMEHEHHUSI MPEBBIIIAET PUCKU. JlOCTyIIHbIE B HACTOSIIEE BPEMs
JaHHbIE oOmNUCcaHbl B pazaenax «DapmakoguHamukay, «DapmakokuHeTnkay, «llobouHoe
JIEWCTBHE.

Tloorcunvie nayuenmol

H3meHeHre 03Bl MOMANTHUOMHIA Y TIAIIMEHTOB cTapiie 65 neT He Tpebyercs. s manueHToB
crapiie 75 neT HavanbHas 1o03a JekcamerazoHa cocraBisier 20 mr 1 paz B 1, 8, 15 u 22 nens

KaX10r0 28-THEBHOTO IUKJIA JICUEHUSI.
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Ilayuenmul ¢ Hapywenuem QyHKyuu novex

COOTBETCTBYET ZKCNEPTHOMY OTUETY

He tpeOyercs u3MeHeHus 10361 MOMATUI0OMK/IA Y TAIIMEHTOB ¢ TIOYEYHON HEJI0CTaTOYHOCThIO. B
JHU T€MOJIAAIIN3A IIOMAJIUIOMMJL CIIEAYET IIPUHATD IIOCIIE BBIITOIHEHUS IIPOLELYPHI.

Tayuenmoi ¢ napywienuem QyHKyuu nevenu

[TauueHTOB, y KOTOPBIX 3HAu€HHsl OOILEro ChIBOPOTOYHOIO OWIMpPYyOMHA IpEeBbIIAIN
>15xBI'H (BepxHsis TIpaHulla HOPMBI), HE BKJIOYAIM B KJIMNHUYECKUE MCCIIETOBaHUS.
Hapymenne (QyHKIMM meyeHn He OKa3bIBae€T CYHIECTBEHHOTO BIMSAHUS Ha (DapMaKOKUHETHKY
noManuaoMuza (cM. pasgen «DapmakokuHetukay). He TpeOyercss u3MeHeHUs1 HaYaJIbHOW J103bl
NOMANUAOMUJA Yy TAlUEHTOB C IICYEHOYHOM HENOCTAaTOYHOCTBIO, OIPENEICHHON 110
Yaiinn — [Tero. Tem He MeHee MAaMEHTOB C HapyumieHHEeM (YHKIMH TI€YeHH HEO0OXOAUMO
TIIATENIbHO HAOMIOAATh s CBOEBPEMEHHOTO BBISBICHHMS HEXeNaTelbHbIX peakuuil. [lpu

HGO6XOI[I/IMOCTI/I CJICAYCT YMCHBIIUTL NO3Y WX NPCPBATH IPHUEM ITOMAJIMIOMHU/IA.

ITob6o4uHoe nelicTBue

Pe3ztome npopuna 6ezonacnocmu

Bo BpeMst KITMHHUYECKUX HCCIICAOBAaHUI Han0O0JIee YaCcThIMU HEXKEIaTeIbHBIMKU PEaKIUsIMH ObLTH
HApYIICHHUS. CO CTOPOHBI KPOBH U JIMM(paATHUECKOW cucTeMbl: aHemus (45,7 %), HEUTpONCHHS
(45,3 %) u tpomboruTonieHus (27 %); cpeau OOIIUX HAPYIICHUH Mpeodiagaid yTOMISIEMOCTb
(28,3 %), nosbrieHue Temmeparyps (21 %) u nepudepuueckue orexu (13 %); cpenn nHDEKIM
U Mapa3uTapHbix 3a0oneBanuii — mueBMoHus (10,7 %). Kak mob6ouynoe neiictBue nepudepuyeckas
HeliponaTus 3apeructpupoBaHa y 12,3 % manueHTOB, a BEHO3HbIE HSMOOJIMYECKHE U
tpomboTueckue Hapymenus (BOTH) — y 3,3 % mamumentoB. Haubonee wacTeiMu
HEKENATSIIbHBIMU peakiusMi 3 WU 4 CTEINeHH OBLIM HApYIICHHS CO CTOPOHBI KPOBH W
auMmdaTHYeCKOH  CUCTeMbl, BKJIo4as HeWTpornenuro (41,7 %), anmemuto (27 %) wu
tpoMOouutonenuto (20,7 %); cpenu nHbeknuii 1 MHBa3uKH — mHeBMOHHS (9 %); cpeau oOuux
paccTpoiCTB U HapyIICHUI B MECTe BBEJCHUS Ipenapara — yromisieMocTs (4,7 %), noBbllLIeHUE
temriepatypbl (3 %) u mnepudepuueckne otexku (1,3 %). Haumbonmee wyacToit cepbe3HOM
HEeXKeNaTeNbHOM peakiiuei okazanack mHeBMOHUSA (9,3 %). V3 Apyrux cepbe3HbIX HeXKenaTeNbHbIX
peakiuii  3aperucTpupoBaHbl  (GebOpunbHas HeWTtporenus (4 %), Hedtpomenus (2 %),
tpombouuronenus (1,7 %) u BOTH (1,7 %). HexenarenbHble peakuuu yaile BO3HHMKAIU BO
BpPEMS MEPBBIX IBYX ITUKJIOB JICYCHUS TTOMAITAOMHUIOM.

Tabnuunoe pe3rome nedrcenamenbHvlx PeaKyuil

Hexenarenpupie peakiuu (HP), Bo3HuKaBmIMEe y MalMEeHTOB MNpPH JICYCHHUH KOMOHWHAIIMEH
MOMaJTUOMHU/IA U JICKCAMETa30Ha, IIPEJICTABICHBI HUKE B COOTBETCTBHH C YIETOM YaCTOTHI BCEX

HP u yactotrer HP 3 nnu 4 crenedu TXKeCTH.
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Yactora HP, npuBeneHHbIX HUXKE, ONpeensiad

COOTBETCTE

b cornaéﬁlo mgzr?;loﬁl-'éﬁ—m_l‘;cl?cndmmunn OYeHb

gacto (> 1/10); wacto (> 1/100, < 1/10); neuacro (> 1/1000, < 1/100), yacrora Heu3BecTHA (HE

MOJKET OBITh YCTAaHOBJICHA TI0 UMEIOIITUMCS IAHHBIM).

HP, 3apezucmpupogannsle 6 KIUHUYECKUX UCCIE008AHUAX ) NAUUEHMOE ¢ pedhpaKmepHoil

MHONCECMBEHHOU MUETOMOU HA d)one mepanuu ROMATUOOMUOOM U OCKCAMEMAZOHOM

CucremMHO-OpraHHbIi
KJ1ace

ITo6o4ynbIe peaknuu (CyMMapHo),
4acToTa

IMo6ounbie peakuuu 3—4
CTENEHH TIKECTH, 4YacToTAa

Nudexunu u uHBa3ZUN

Ouenb yacmo: THEBMOHHS
(bakTepuanbHasi, BUpyCcHas U
rpuOKoBasi MH(MEKLKs, BKIIOYast
ONMOPTYHUCTHYECKUE UHDEKITUHN)
Yacmo: HEUTPONIEHUYECKUH,
Cerncuc, OGpOHXOMHEBMOHHS,
OpOHXUT, HH(PEKITUH JTBIXaTSITbHBIX
nyTel, THGEKIUNU BEPXHUX
JIBIXATEIIbHBIX MyTeH,
Ha30()apUHTUT, OMOSICHIBAIOLIUI
JIIIan

Yacmoma Heuzsecmua:
peakTuBaIs BUpyca remnatuta B*

Yacmo: HEUTPONIEHUYECKU I
CETCHC, THEBMOHHUS
(OakTepuanbHasi, BUpyCHas U
rpuOKoBast HHMEKIUS, BKIIIOYAs
ONIMOPTYHUCTHYECKHUE WH(EKIINHN),
OpOHXOITHEBMOHHUSI, UHPEKIIUH
JBIXaTeIbHBIX ITyTeH, MHOEKITNH
BEPXHUX JIbIXaTEIbHbBIX MyTeH
Heuacmo: OpoHXHUT,
OIIOSICBIBAIOIIINH JTHUIIIAN
Yacmoma neuzeecmua:
peakTuBaIs Bupyca renarura B*

JloOpokavecTBeHHbIE,
3J10KaYeCTBEHHbIE U
HeyTOYHEHHbIEe
HOBOOOpa3oBaHUs
(BKJII0YAsi KUCTHI H
MOJIUIbI)

Heuacmo: 6a3anbHO-KIETOUYHAS
KapOouHOMa KOXHU,
IIOCKOKJICTOYHAaA KapuuHOMa
KOXH

Hevuacmo: 0a3ajIbHO-KIIETOYHAS
KapOouHOMa KOXHU,
IIJIOCKOKJICTOYHAA KapluuHOMa
KOXH

Hapymenus co
CTOPOHBI KPOBH M

Ouenv yacmo.: HEUTPOTIECHUS,
TPOMOOIIUTONIEHUS, JICHKOTICHN,

Ouenv yacmo: HEUTPONICHUS,
TPOMOOIIUTONIEHH S, AaHEMUS

JIMM(paTHIECKOI AHEMUS Yacmo: dpedpuiibHas

CHCTEMBI Yacmo: GeOprIbHAS HEUTPOTICHUS, [HEUTPOIICHUS, JICUKOIICHUS,
MaHIUTOIECHHS * MaHIUTOIECHHS *

Hapymenus Ouenv wacmo: CHWKCHHE anmeTuTa [Yacmo: runepKaieMus,

MeTad0Jam3Ma u Yacmo: runiepKanueMus, TUIIOHATPUEMUS, TUTIEPYPUKEMuUs ™

NMUTAHUS TUTIOHATPUEMHSI, THIIEpypUKeMus™ |Heuacmo: CHIKEHUE alleTuTa,
Heuacmo: cuHApOM NH3Hca CUHAPOM JTU3HCA OMyXOIu™
OmyXoJIn™*

I[Mcuxuueckne Yacmo: CIyTaHHOCTH CO3HAHUS Yacmo: CIyTaHHOCTH CO3HAHUS

HApYLIeHUs

Hapyumenus co
CTOPOHBLI HEPBHOM
CUCTEMBI

Yacmo. 3aTOPMOKEHHOCTb,
nepugepruyeckas CeHCOpHas
HEHpOonaTHs, TOJIOBOKPYKEHHE,
TPEMOP, BHYTPUUEPETTHOE
KpOBOTEUEeHHE™

Heuacmo: uHCYNbT*

Yacmo. 3aTOPMOKEHHOCTD
Heuacmo: nepugepuieckas
CEHCOpHAas HelpomaTus,
r0JIOBOKPY’KEHUE, TPEMOP,
WHCYJIBT™*, BHYyTPUYEPEITHOE
KpoBOoTeueHHue™

Hapymenus co
CTOPOHBI OPraHa cJIyxa
U JIAOUPHUHTA

Yacmo. BEpTUTO

Yacmo. BEPTUTO

Hapymenus co
CTOPOHBI cepaua

Yacmo: cepacuHasd

HEJI0CTaTOYHOCTh ™, puOpHILIsIIS

Yacmo: cepacuHasd

HEI0CTaTOYHOCTh ™, puOpHILIsIIS
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npencepauii*, nadapkT MHOKAPIA*

tipeice

\Heuacmo: nadapkT muokapma*™

Hapymenus co
CTOPOHBI COCY10B

Yacmo: TpoM003 Ii1y0OKUX BEH

Heuacmo: TpoM003 I1yOOKHX BEH

Hapymenus co
CTOPOHBI MMMYHHOM
CHCTEeMbI

Yacmo.: aHTUOHEBPOTHUYECKUN
oTeK™, KpanuBHUIIA™
Yacmoma neuzeecmua:
aHadrIaKTHYECKasT peakims ™

\Heuacmo: aHTHOHEBPOTHYECKUN
oTeK™, KpanuBHHIIA ™

Yacmoma Heussecmua:
aHaUIaKTHYeCKash peaKius™

Hapymenus co
CTOPOHBI YHTOKPUHHOI
CHCTEeMbI

Heuacmo: Tumotupeos™

Hapymenusi co
CTOPOHBI IbIXaTeJIbLHOI
CHCTEeMbl, OPTaHOB
rPYAHOM KJIETKH U
cpeoCTeHusl

Ouenb yacmo: OAPIIIKA, KaIIeb
Yacmo: TpoMOOIMOOITHS JIETOUHON
apTeprH, HOCOBOE KPOBOTEUCHUE™,
MHTEPCTULMAIBHOE 3200JI€BaHNe
nmerkux *

Yacmo. oOpllIKa

Heuacmo: TpoMO0IMO0Hs
JIErO4YHOM apTepuu, Kallelb,
HOCOBOE KPOBOTEUECHHUE™,
MHTEPCTUIIMATBHOE 3a00JIeBaHIe
nerkux *

Hapymenus co
CTOPOHBI JKeJy109HO-
KHIIEYHOI0 TPAKTA

QOuenb yacmo: nuapesi, TOIUTHOTA,
3arop.

Yacmo: pBOTA, )KEMyI0YHO-
KHUIIIEYHOE KPOBOTCUCHUE

Yacmo: nuapes, pBoTa, 3amop.
Heuacmo: TOIIHOTA, Key104HO-
KHUILIEYHOE KPOBOTEUCHHUE

Hapymenus co
CTOPOHBI IIEYECHH U
“KeJT9eBbIBOISIIHX
nyTei

Heuacmo: runepounupyOuHemus,
remaTut®

Heuacmo: runepOunupyOuHeMus

Hapyumenus co
CTOPOHBbI KOKHM M
MO KOKHBIX TKAHel

Yacmo: Chillb, KOKHBIN 31
Yacmoma neuseecmua.
JIEKapCTBEHHAS PEaKIIUs C
PO3UHO(MUIUEH U CUCTEMHBIMHU
CHUMIITOMaMH* | TOKCHYECKHIT
SIUIEPMAIbHBIN HEKPOIH3*,
cunapom CtueHca — J>koHCOHa™*

Yacmo: chlllb

Yacmoma neussecmua:
TIeKapCTBEHHASI PEAKIIUs C
HO3MHO(PHUINEH U CUCTEMHBIMU
CUMITTOMAaMU *, TOKCHYECKHH
HIHJIEPMATIbHBIN HEKpOIn3™,
cunapom CtueHca — JDkoHCOHa™*

Hapymenus co
CTOPOHBI MbIIICYHOM,
CKeJIETHOM 1
COeMHHUTEIbHONH TKAHHU

QOuenwv yacmo: 007b B KOCTAX,
MBIIIIEYHEIE CITa3MBbI

Yacmo: 00JIb B KOCTAX
\Heuacmo: MBILIEYHBIE CIA3MBbl

Hapymenus co
CTOPOHBI OYEK U
MO4Y€eBBIBOAAIIMX MyTeH

Yacmo: 1oueuyHas
HEJIOCTaTOYHOCTh, 3aJ€PKKa MOYH

Yacmo: oyeyHas
HEeI0CTaTOYHOCTD
\Heuacmo: 3aaepXKa MOYH

Hapyumenus co
CTOPOHBI
penpoayKTHBHOH
CHCTEMBI 1 MOJIOYHBIX
KeJ1e3

Yacmo: 6011 B 00J1aCTH MaJIOTO
Tasa

Yacmo: 6014 B 00J1aCTH MaJIOTO
Tasa

OO0mme HapylIeHUs U
peaKiuu B MecTe

Ouenb yacmo: yTOMIsieMOCTb,
MTOBBIIICHUE TEMIIEPATYPHI,

Yacmo: yTOMAsSEMOCTb,
[TOBBIIICHUE TEMIIEPATYPBHI,

aIlaHUHAMUHOTpaHchepassl,

MMOBBIIICHUEC KOHOCHTpAIN

BBe/ICHUS nepugepudeckre 0TeKu nepugepuyeckre 0TeKu
JIaboparopHbie Yacmo: HENTPOIIEHHUS], IEUKOIIEHUs, Yacmo.: HEUTPONIEHU,
HHCTPYMEHTAJIbHbIE TPOMOOIIMTONEHNUS, TOBBILIIEHHE  |TeHKOMEeHUs, TPOMOOLUTONICHHUS,
JAHHbIC AKTHUBHOCTHU IIOBBIINICHUE aKTUBHOCTHU

alaHMHAMUHOTpaHCepasbl

\Heuacmo: TIOBBIIIIEHUE
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 12.03 2025 N2 6659

MOYEBOI KHUCIIOTHI B ML1a3Me KPOBI* KOHICHTpATIMH MOYeBOi KUCHTOTEL

Ao

B IJIa3Me KPOBH™*
* Uoenmughuyuposanvl 6 noCmMpecucmpayuoHHOM nepuooe ¢ Yacmomou, OnpeoeseHHou 6

KIUHUYECKUX UCCIe00B8AHUSIX.

Onucanue omoenbHbIX HecenameabHbIX PeaKyuil
Tepamozennocms

ITomManuaoOMu CTPYKTYPHO CXOZEH C TAIUJOMMIOM, U3BECTHBIM TEPATOI€HOM [UIS YEJIOBEKa,
KOTOPBII BBI3BIBACT TSDKENbIC, YIPOXKAIOIIUE KU3HH BpPOXKICHHbIE nepekTel. OOHapyX eHO
TEpaTOT€HHOE JIEUCTBUE MOMAIMIOMHUAA B II€pUOJ OCHOBHOIO OpraHoreHe3a IpU €ro
NPUMEHEHUU Yy KPBIC M KPOJHKOB (CM. pasfenbl «Pe3ynbTaTbl JOKIMHUYECKOTO H3YyYeHUSs
6e3onacHocTH» U «[IpuMeHeHHe pu OEPEeMEHHOCTH U B TIEPHOJI IPYJHOTO BCKAPMITUBAHUSY).
[Tpu mprMeHEeHNH TOMATUIOMHIIA BO BpeMsi OEpEMEHHOCTH Y JIF0/Iel BEPOSTHO MPOSIBICHUE €ro
TEPaTOreHHOTOo AeicTBUA (cM. pa3aen «Ocobble yKa3aHUusm).

Heiimponenus u mpomboyumonenus

Heiitponienusi Obuta 3apeructpupoBana y 45,3 % NanueHTOB, MOJYYAOIMIMX MOMATUIOMHUI B
COUYETaHHUHM C JeKcaMeTa30HOM B Hu3koi no3e (Pom + LD-Dex). Helitponenus 3 wiu 4 crenenu
TsSDKECTH BO3HUKaNa y 41,7 % mauueHToB, IpU 3TOM HEUTPOIIEHUS peaKo Oblia cepbe3Hoi (2 %
NAIMEeHTOB), HE MPUBOMIIA K MPEKPAIICHUIO JICYEHUs], ObUIa PUYMHON TIepephiBa B JICUCHUH Y
21 % nmanueHToB U NPUYMHOM CHYDKEHUS J103b1 Y 7,7 % MalueHToB.

®ebpunbhas veritponenus (OH) 6p1a otmMeuena y 6,7 % manuenToB Ha ¢one Pom + LD-Dex.
Bce nposiBnenus 6viu 3 u 4 crenenu Tsokectu. @H npusHana cepre3Hoit y 4 % nanueHToB, Oblia
NPUYMHON mepephiBa B JieueHUW y 3,7 % MalMeHTOB, NPUYMHOM CHMXeHus 1o3bl — y 1,3 %
nanueHToB. Hu y oiHOro manyeHTa JieyeHue MoJIHOCThIO He NMPEeKpaIlaioch.

TpomOouuTonenus Obu1a 3aperucTpuponana y 27 % mnamueHnTtos, nonyyasmux Pom + LD-Dex.
TpomOouutonenuss 3 wnm 4 creneHu Tsokectd Obiia y 20,7 % DanMeHTOB, MPH 3TOM
TPOMOOLIMTONIEHHSI paclieHeHa Kak cepbe3Hast y 1,7 % manueHToB, cTaja MPUYUHON CHHMKEHUS
1036l y 6,3 %, niepepsiBa B jeueHuu y 8 % u npekpamenus jeueHus y 0,7 % nanueHTos.
Unghexyuu

Wndekunn okazanuch HanboJiee YacThIM HEreMaToJIOrMYeCKUM IPOSBIEHUEM TOKCUYHOCTH: OHU
3aperucTpupoBanbl y 55 % maruenToB npu geuenun Pom + LD-Dex. [IpumepHo monoBuHA 3THX
uHpeknuii Obima 3 wim 4 creneHu TshkecTH. Hambosiee 9acThIMH  OCIIOKHEHUSMH ObLTH
MHEBMOHUS M HMH(EKIMH BepXHUX JbixarenbHbix myred (y 10,7 % wu 9,3 % mnauuentoB

cooTBeTCTBEHHO). B 24,3 % cnyuaeB mHbeknuu ObUTH cephe3HBIMU W y 2,7 % TalueHToB
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y 2 % nanueHToB, npepbiBanus geueHus y 14,3 % u cuukenus n1o3bl y 1,3 % nauueHTos.
Tpombosmboruueckue HapyuleHus

Benosnbie smbonnueckue uiam tpomOotmueckue Hapymenus (BOTH) BeusiBienst y 3,3 %
ManueHToB, nonydyaBmux Pom + LD-Dex. Otu Hapymienus 3 uiu 4 CTENEHU TSKECTH OTMEUYCHBI
y 1,3% mnamuentoB. Y 1,7 % mnaumentoB BOTH mnpusnansr cepbe3subimu. BOTH He
COIIPOBOKIANUCH (PaTabHBIM MCXO/I0M U HE TPEOOBAJIH MPEKPAIICHUS JICUCHUSI.
[TpoduakTnyeckoe NpUMEHEHUE alleTUIICATMLIMIOBOM KUCIOTHI (MM IPYyTUX aHTUKOAryJIsiHTOB
y TAIMEeHTOB C BBICOKMM PHCKOM) ObUIO 00s3aTenbHBIM. [Ipu OTCYTCTBHM NMPOTHUBOIOKA3aHHUMA
PEKOMEHI0BAJIOCH TAKXKE JICUEHNE aHTUKOAryJITHTaMU.

Ilepughepuueckasn netiponamus

[lepudepuyeckas HeWponaTHs, B OCHOBHOM | WJIM 2 CTENEHW TsHKECTH, oTMedanack y 12,3 %
nanueHToB npu jiedueHun Pom + LD-Dex. Peakuuu 3 unu 4 cteneHu TsyKecTu 3aperucTpUpOBaHbI
y 1 % manuenToB. Cepbe3HbIX epupepuIecKrx HEWPONaTHii HE Pa3BUBAJIOCH, a JICUCHHE B STOU
cBs13u ObUTO mpekpaiieHo y 0,3 % manueHTos.

Menuana BpeMenu 10 Manudecranuy nepudepudeckoil Heliponatuu cocrasisia 2,1 Hexenu npu
konebaunsax ot 0,1 mo 48,3 Henens.

MenuaHna BpeMeHH /10 pa3peleHns TOro OCI0KHEHUs cocTaBisuia 22,4 Heenu.

Kposomeuenus

Coobmanocr 0 ciay4dasx KpOBOTEYCHHH Ha (OHE JieUeHUs MOMATUIOMHIOM, OCOOEHHO Y
NAalMEeHTOB C Halu4yheM (DaKTOpOB PHUCKA, TAKMX KakK COIMYTCTBYIOIIMN MHpHUeM MpenapaTos,
YBEJIMYUBAIOIIUX PUCK KPOBOTEUEHMM. DNU30/bl KPOBOTEUEHHH BKIIOYAIU B ce0s HOCOBBIE,
BHYTPHUUYEPEITHBIE U KeNyT0UYHO-KUIIIEUHbIe KPOBOTEUECHHSI.

Annepeuueckue peakyuu u maxiceibie KO*CHblE peaKyuu

AHTHOHEBPOTUYECKHI OTEK, aHAPHMIIAKTUIECKast PEaKIIHsl U TSKEIbIe KOXKHBIE PeaKInH, BKITIOYast
CCH, TOH u DRESS cunapomsl, OblIM 3aperucTpupoBaHbl Ha (OHE MPUMEHEHHUS
noManuaoMuaa. [lanueHThl ¢ TAXKENoW KOKHOM peaklned B aHaMHE3€, CBSI3AHHOW C JICYEHUEM
JICHAJIMOMUIOM UJTH TaJTUAOMUIIOM, HE JIOJKHBI MTOJIy4aTh MoManuaoMu (cM. pazaen «Ocobbie
yKa3aHUs»).

Memu

IToManuaoMua He MOKa3aH K MNPUMCHCHHUIO B HCI[HanquCKOf/'I IIPAaKTUKCE.
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PELUUIUBUPYIOIIMMHU HIIM TPOTPECCUPYIOLIMMHU OMYXOJISIMU T'OJIOBHOT'O MO3Ta, COOTBETCTBOBAIU
U3BECTHOMY Npo¢uiaro 0e30MacHOCTH MOMAJIMAOMHAA y B3pPOCIBIX MNAIlMEHTOB (CM. pasjen

«DapMaKOKUHETUKAY).

Ilepeno3upoBka

[TomManuaoMu B BBICOKMX OJHOKPATHBIX A03aX A0 50 Mr y 3I0pOBBIX JT0OPOBOJIBLIEB U B JI033aX
10 Mr mpu MOBTOPHBIX €XKEIHEBHBIX MpHEMax y MAIEHTOB C MHOXXECTBEHHONH MHEIOMOW He
BBI3bIBAJI CEPbE3HBIX HEXKEIATEIbHBIX SBJICHHM, 00YCIIOBICHHBIX MEPEI03UPOBKOM.

Jleuenue

ITomanuaoMux ynassics Ipu TeMOUann3e.

B cnyuae nepeno3upoBKy peKOMEHyETCs OIEPKUBAIOLAs TEPaAIIu.

B3aunmoznelicTBae ¢ IPYTHMH JIEKAPCTBEHHBIMH NpenaparaMmu

Bruanue nomanuoomuoa na opy2ue 1ekapcmeennbvie npenapanul

Cunraercsi, 9TO TMOMATUAOMH]l HE BBI3bIBACT KIWHUYECKHA 3HAYMMBIX (PAapMAKOKMHETUYECKHX
JIEKapCTBEHHBIX B3aMMOJICHCTBUN, CBA3aHHBIX C YTHETCHHEM WM MHIYKIHEH H30(epMEHTOB
nutoxpoma P450, nnu aktuBanueil WM yrHETEHUEM TPAHCIIOPTHBIX CHCTEM, IIPY COBMECTHOM
NpUMEHEHHH ¢ cyOcTpatamu 3TUX (EPMEHTOB WM TpaHCIOpTepaMHu. BO3MOXHOCTB TaKHX
JIEKapCTBEHHBIX B3aMMOACWCTBUM, BKIIIOYAsl BIMSHUE MOMAlIMJIOMHJA Ha (PapMaKOKHMHETHUKY
KOMOMHUPOBaHHBIX MEPOPATBHBIX KOHTPALENTUBOB, KIMHUUYECKU HE OIEHMBajach (CM. pasieln
«OcoO0ble yKa3aHUuA»).

Brusanue opyaux nexapcmeenHvix npenapamos Ha nomaiuoomMuo

[Tomanunomua yactuuHo Metabonusupyercs uzopepmentamu CYP1A2 u CYP3A4/5 u asnsercs
cyoctparom miist P-rukonporenna. KomOuHupoBaHHOE MPUMEHEHNE TOMAIUAOMU/IA C CHIIBHBIM
unruouropom CYP3A4/5 u P-gp ketokoHazonoM miM ¢ cwibHbIM uHAyKTOpoM CYP3A4/5
KapOaMa3enuHOM KIMHUYECKH 3HaYMMO HE BIMAJIO Ha AeiicTBue momanujgomuja. CoBMecTHOE
npuMeHeHue cuiabHoro umHruouropa CYPIA2 ¢ayBokcamMumHa B NPUCYTCTBUM KETOKOHA30J1a
YBEJIMUUBAJIO BO3JeHCTBUE ToManuaomuaa B cpenneM Ha 107 % npu 90 % AU [91 %124 %] B
CpaBHEHMH C KOMOHMHaIMed MOMalUJOMHJ — KETOKOHa30J. B 1pyroMm ucciieoBaHUM BIUSHHS
unruoutopa CYP1A2 Ha uzMeHeHus merabonu3Ma MpU COUETAaHHOM MPUMEHEHUH WHTHOUTOpa
nzoepmenta CYP1A2 dmyBokcamuHa U MOMaTUAOMUA CPEIHSIS SKCIIO3UIIMS TTOMAJIHIOMUIA
yBenmumiiach Ha 125 % [90 % AU 98 %—157 %] B cpaBHEHNHU ¢ MPUMEHEHHEM TIOMAJIUOMH/IA B
MoHoTtepanuu. Ecnu cunbHblil uHrnourop nzopepmenta CYP1A2 (nanpumep, nunpodaokcarut,
HHOKCAIlMH M ()IYyBOKCAMHH) NPUMEHSIOT COBMECTHO C MOMAJIUIOMHIOM, HEOOXOIMMO
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Ilexcamemason

KoMOuHupoBaHHas Tepanus MOMalIuIOMUIOM B IIOBTOPHBIX J03aX 110 4 MT U JIEKCaMETa30HOM B
no3ax 20—40 mr (cia0wiit/ymepeHHbIH HHIYKTOp HEKOTOphIX (hepmenToB CYP, Britouas CYP3A)
y MalMeHTOB ¢ MHO)KECTBEHHON MHEJIOMOI HE COITPOBOXK/1aJ1ach HapylIeHHEeM (hapMaKOKUHETUKU
MOMAJIMIOMH/IA TI0 CPAaBHEHHUIO C MOHOTEPAIHEH MTOMaTHIOMUIOM.

Brnusinue nexcamerazoHa Ha BapapuH HE HM3YYEHO, MOITOMY PEKOMEHAYETCS TIIATEIBHO

MOHHUTOPHUPOBATH KOHLIEHTpPALIKIO BaphaprHa Ha (hoHe KOMOMHUPOBAHHOM TEPAIUU.

OcoOble ykazanus
Jleuenne momManuIOMHUIOM HEOOXOAMMO HAYMHATH M MPOBOAUTH IMOJ HAOIIOACHHEM OIBITHOTO
reMarojiora uii XUMHOTepanenTa.

HDOFDaMMa OpCaoXpaHCHUs OT 6€D€MCHHOCTI/I

HeyxkocuuTenbHOE cobmonenue Bcex Tpedoanuii [IporpamMmel petoXpaHeHHs OT OEpEMEHHOCTH

JIOJDKHO pacpOCTPaHsThCS Ha BCEX MALlUEHTOB, €CJIN I0CTOBEPHO HE JOKa3aHO OTCYTCTBHE Y HUX

JETOPOAHOrO MOTEHIHAIA.

s srcenuyun 6e3 0emopooHo20 nomeHyuald

JKennuHa-nanueHT WM JKEHINMHA, CEKCYallbHBIN IMApTHEP MYyKuuHbI-nanueHnTa, HE cuuratorces

CHOCOOHBIMHU K JAETOPOXKIEHHUIO MPH HAJTMYUK XOTs ObI OIHOTO U3 NEPEUNCIEHHBIX (PAKTOPOB.

* Bo3spact > 50 neT ¥ ATUTETHHOCTh €CTECTBEHHON aMeHopeH > 1 roma™®.

* PanHAA HEAOCTATOUYHOCTH SMYHUKOB, IOATBEPKICHHAS] BPAYOM-THHEKOJIOTOM.

* JIByCTOpOHHSS CalbIMHIO0(OPIKTOMHUS UM TUCTEPIKTOMUS B aHAMHE3E.

» Tenorun XY, cunnpom TepHepa, aHaTOMUYEeCKUl Te(EKT MaTKH.

* AMeHopes BCIIEJCTBHE MPOTHBOOITYXO0JIEBOI Tepanuy Uik B EPUOA TPYJHOIO BCKapMIIMBAHUS

HE MCKJIFOUAEeT HAJIMYKME JETOPOJHOTO MOTEHIINATIA.

Koncynemuposeanue

IIpuMeHeHHEe TDOMAaNIMIOMHMIA Yy JKCHIIMH C COXPAaHEHHBIM JIETOPOAHBIM IOTEHIIMAIOM

IIPOTHUBOIIOKA3aHO B CIlydae, €CIIU HEBEPHO OIHO U3 CIEAYIOIIUX YTBEPKICHUMN.

KenmmHa omxHa:

* IIOHMMAaTh BO3MOXXKHOCTh T€PAaTOr€HHOI'O JIEWCTBUS MOMAJIUOMHU/1Aa Ha IO,

* TIOHMMaThb HEOOXOJUMOCTb TOCTOSIHHOIO  MCIOJIb30BaHUSA  A(PPEKTHUBHBIX  METOJOB
KOHTpALENIMY B TeueHUE 4 HENENb 10 Hayajla JICYEHUs, BO BpPEMs JIEUEHMS] U B TEUECHUE
4 Henenb 1ociie OKOHYaHMs JICUEHUS TOMAINIOMUIOM;

* JaXke B cllydyae aMeHOpeH coOoaTh Bee npaBuia 3GGeKTUBHON KOHTpaleNIHH;

* OBITh CIIOCOOHOM K COONIOAEHHIO BCEX MPAaBHII A3PPEKTUBHON KOHTPALIECIINH;
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¢ 3HAaTh U IIOHUMATh BO3MOXHBIC ITOCICACTBUA B Cl1yHdC HAdCTYIUICHWZ OCPCMCHHOCTNM Hd (i)UHC
npremMa MoMajiiI0MU/Ia, a TAK)KE HE0OXOJMMOCTh CPOYHOTO OOpaIIeHus 32 KOHCYIIbTalluel npu
HOZI03PEHUN Ha HACTYNMBILYIO OEpEMEHHOCTb;

* IOHUMAaTh HEOOXOIMMOCTh HEOTIOKHOIO Hauyajua MpHeMa MOMAIUAOMUIA HOCTe MOTy4YEeHUs
OTpULATEIBHBIX PE3YJAbTATOB TECTA HA OEPEMEHHOCTD;

* 0CO3HaBaTh HEOOXOIMMOCTH NMPOBEACHUS TeCTa HAa OEPEMEHHOCTh U BBINOJIHATH €TI0 KaXKIble
4 Henenu, 3a UCKIIIOYEHUEM JKEHIIUH C MTOATBEPKACHHON XUPYPTHUECKOU CTEPHIIN3ALIAECH

* IOATBEPIUTH, YTO MOHUMAET PUCK U HEOOXOJUMbIE MEpbl IPEAOCTOPOKHOCTH, CBSI3aHHBIE C
IIPUEMOM ITIOMAIUAOMHU/IA.

Bpau nomkeH yoequThCsl, YTO KEHILUHA C COXPAHEHHBIM JIETOPOAHBIM OTEHIIUAJIOM:

* COOTBETCTBYeT BceM ycioBusM [Iporpammsl mpeaynpexaeHuss OepeMEeHHOCTH, BKIIHOUas
a/IeKBaTHBIN YPOBEHb IOHUMAaHUS €€ TpeOOBaHMUIA;

* CODNIACHA C BBILIEIIEPEUNCICHHBIMHU YCIOBUSAMH.

Ilpumenenue y myxcuun

JlanHple  u3ydyeHus  (apMAKOKMHETUKHM  HOMAIMIOMHUAA Yy  MYXYUH-IOOPOBOJIBIEB

CBUJETEIBCTBYIOT O TOM, YTO INOMAJIWJOMHUJ MOXKET COAEP)KATBCA B CEMEHHOM JKHIKOCTU

IalpeHTa. B kayecTsBe Mepsl MPEJOCTOPOKHOCTH BCE MYKUYMHBI, IPUHUMAIOIIME IOMATUAOMUL,

JIOJDKHBI COOITIONATh CIIEAYIOUINE YCIOBHSI.

My:K4uHA JOJDKEH:

* IIOHUMAaTb BO3MOXHBIM PHUCK TEpPATOr€HHOIO ACUCTBUSA MOMAIUIOMHUIA IPU CEKCYaIbHOM
KOHTAaKTe C OEpeMEHHON JKEHIIMHOW WU JKEHIIUHOW C COXpPaHEHHBIM JETOPOAHBIM
MTOTEHIUAJIOM;

* IOHUMAaTh HEOOXOJMMOCTh HCIIOJIb30BaHUS IPE3EpPBATUBOB IPU CEKCYaJIbHOM KOHTAKTE C
OepeMEeHHON JKEHIIMHOW WM JKEHIIMHOM C COXpPaHEHHBIM JI€TOPOIHBIM IMOTEHLUAIOM, HE
UCIIOJIB3YIOIEH HaJEKHbIE METOABI KOHTPALECIUHU, B IIEPUOJ JICYCHUS U B TEYCHHUE 7 JHEU
1ocCJie MPUOCTAaHOBKH M/WJIM 3aBEPILEHNUS JieueHUs. J{axe nocie Ba3pKTOMUU MY>KUMHA JOKEH
MCIIOJIb30BaTh IIPE3EPBATUB MPU CEKCYaJIbHOM KOHTAKTe C OepeMEHHON )KEHITMHOMN, TOCKOJIbKY
U B OTCYTCTBHE CIIEPMATO30UI0B €r0 CEMEHHAs JKUIKOCTb MOXKET COIEPKATh IIOMaTUIOMUL;

* IOHHUMAaTh, YTO, €CJIM €ro mapTHepla 3adbepeMeHesia BO BpeMsl €ro JISUeHUs TOMaIHIOMUIOM
WM B T€YEHHE 7 JHEH MOcie MPEKPALIEHNs TEPANUK TOMAINIOMUIOM, OH JOJDKEH Cpas3y ke
npouH(GOpMUPOBaTH 00 3TOM CBOEro JIEYAlero Bpada, a €ro MapTHEpIIe PEeKOMEHAYETCs
00paTUThCA K Bpady-TepaTosory JUlst 00caeJ0BaHUs U KOHCYIIbTAIUH.

IIpasuna konmpayenyuu

JKeHImuHBI ¢ COXpaHEHHBIM JE€TOPOJHBIM IMOTEHIMAJIOM JIOJDKHBI HMCIOJIB30BaTh OAWH U3

BBICOKOC)(b(beKTHBHI)IX MCTOAOB KOHTpAaUCIIIMHU B TCHCHUE 4 HEACIb 10 Ha4aJia JICUCHUA, BO BPEMA
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nepepelBa B JIEYEHMM. VICKIIIOYEHHE COCTaBISAIOT NAIMEHTKH, KOTOpblE HA IMPOTSHKEHUU

JUINTEJILHOTO BPEMEHM TOJIHOCTBIO BO3JEP)KUBAIOTCA OT CEKCYaJbHBIX OTHOILLEHWH, YTO

HNOATBEPXKIAETCA exeMecsyHo. Ecnu mnanueHtke He 1nopoOpaH  3((EeKTUBHBIH  METOX

KOHTpALENINH, € HEOOXOMMO HalpaBUTh K TMHEKOJIOTY ISl oA00pa MeToa KOHTpaleNluu U

HayaJja ero NpUMEHEHHUsI.

K npumepam BbIcOK03(p(PEKTUBHBIX METOJJOB KOHTPALIECIIIIMA OTHOCHT:

* IIOJKOXXKHBIE TOPMOHAJILHBIE UMILIAHTBHI;

* BHYTPUMATOYHBIE CUCTEMBI, BBIICISAIONINE JIEBOHOPTECTPEIL;

* Jeno-npenaparsl MEAPOKCHIIPOT€CTEPOH aleTara;

* TEpeBsI3KYy MAaTOYHBIX TPYO;

* CEKCyaJbHblE OTHOLIEHUS C IAPTHEPOM, IEPEHECIIMM  Ba3dKTOMMIO;  Ba33KTOMMS
NOATBEPKAACTCSA IBYMs OTPULIATEIbHBIMY aHAJIN3aMU CEMEHHOM JKMJIKOCTH;

* TpOrecTepOH-CcoIepIKaIIne TablIeTKH, HHIMOUPYIOIINE OBYIISIIUIO (HAIIpUMep, 1€30TeCTpen).

[IpueM KOMOMHUPOBAaHHBIX MEPOPATIbHBIX KOHTPALENTUBOB HE PEKOMEHI0BAaH OOJIbHBIM

MHOKE€CTBEHHON MUEJIOMOH B CBSI3U C TIOBBIILIEHHBIM PUCKOM TPOMOO3MOOIMUECKUX OCIOAKHEHUI

Ha (OHE JIeYeHMs] TMOMAIUAOMHUIOM U JeKcaMeTa3oHOM. Eciau mnauueHTKa UCIOoNb3yeT

KOMOMHHPOBaHHBIE TEPOPAJIbHBIE KOHTPALENTHUBBI, €€ CIIeAyeT IepeBeCTd Ha OIWH U3

3(pPEKTUBHBIX METO/OB KOHTPALEHIUH, IEPEUUCICHHBIX BbIlle. [IOBBIIEHHBIN PUCK Pa3BUTHUS

TpoMOOSMOOIMM COXpaHseTcs B TeueHHMe 4—6 Hexenb IOCie MpeKpalleHus Mpuema

KOMOMHUPOBaHHBIX  MPOTHBO3aYaTOYHBIX  CpPeACTB.  D(P(HEKTUBHOCTH  TOPMOHAIBHBIX

MIPOTHUBO3aYaTOYHBIX MpPENaparoB MOXET ObITh CHI)KEHAa HpPH OJAHOBPEMEHHOM Ha3HAuYE€HUU

JnekcameTa3oHa (cM. pasnen «B3zauMopeiicTBue ¢ ApyruMu JIEKapCTBEHHBIMU TIpENapaTaMm).

[TonkoxHblEe TOPMOHAJIBHBIE MMILUIAHTHl WM BHYTPUMATOYHBIE CHCTEMBI, BBIIEISAIOLINE

JIEBOHOPTECTPEJ, CBA3aHBI C MOBBIIICHHBIM PUCKOM MH(EKIIMOHHBIX OCJIOKHEHUH B MOMEHT UX

YCTAaHOBKM W C HEPEryAspHbBIMU BIArajullHbIMU KpoBoTeueHusMHU. [lanumentkam ¢

HEUTpONEHNEH, HCHOB3YIOIIUM 3TH CHOCOOBI KOHTpALENUUH, CieayeT NpodUIaKTHYECKH

Ha3HayaTh aHTUOMOTHKH.

Hcnonp30BaHNE BHYTPUMATOYHBIX CHCTEM, BBIIEIAIOIINX MEb, KaK IPAaBUIIO, HE PEKOMEHIYETCS

B CBSI3U C BBICOKMM PHCKOM pa3BUTUSI MH(EKIIMOHHBIX OCJIOXKHEHHI B MOMEHT MMIUIAHTALUU U

MOBBILICHHONW KPOBOIMOTEPH BO BPEMs MEHCTpPYyalllH, KOTOpask MOXET YCUJIUTh BBIPA)KEHHOCTb

HEUTPONEHUH WIH TPOMOOIIUTOTIEHUH.

Tecmut na bepemennocmo

B coorBercTBUM ¢ TPUHATOW MPaKTUKOM TECThl Ha OEPEeMEHHOCTh C MUHUMAaJIbHON

YYBCTBUTEIBHOCTBbIO 25 MME/MNI  JOMKHBI TPOBOAUTHCS IO KOHTPOJIEM Bpaya BCEMU
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JUTUTENIBHO BO3JEPKUBAIOTCS OT CEKCYaJIbHBIX OTHOILICHUM.

CornacHo peKoMeHJalusM IPOBEJEHUE TeCTa Ha OEpeMEHHOCTb, Ha3HAYEHME M BblJaya
Ipernapara JOJKHBI IPOBOAUTHCS B OIMH U TOT )K€ JeHb. JKEHINHA C COXPAHEHHBIM JETOPOAHBIM
MOTEHLIUAJIOM JIOJKHA TOIY4YUTh TOMAJIMIOMU] HE IO3AHEE 7 THEH I0CIIe HA3HAYEHUS JICUCHHUS.
Jlo nauana neuenus

[Tocne TOro Kak MaMeHTKa UCTOIb30BaIa Y3(PPEKTUBHBIN METOA KOHTPALICTIIIUH B TeUeHUE 4 MU
Oosee Hezmenb, TECT BBIIOIHIETCA IOJ KOHTPOJIEM JIeyalllero Bpaya B JEHb Ha3HAYEHUS
NOMAJUAOMHUAA WIM 3a 3 OHA 0O BU3MTA K JIealleMy Bpady. TecT IODKEH IOATBEPAUTH
OTCYTCTBHE Yy MAlIMEHTKH OEPEMEHHOCTH Ha MOMEHT Hauaja IpuemMa oMajauoMua.

Bo epemsa u nocne nevenus

Tect Ha OepeMeHHOCTh 110]] HAOJIOIEHUEM Bpaya ClIeyeT MOBTOPSTh KaXK/Ible 4 HeAeIH, BKIoUas
4 Henmenu mociIe OKOHYAHUS JICUEHUS, 3a HCKIIOYEHMEM JKCHIUMH C IOATBEPKICHHOU
XUpypruueckoil crepuinsanueid. TecTsl BHIIOIHSAIOTCS B JI€Hb BU3UTA WIM B TeUeHUE 3 JIHEU
IIepesl BU3UTOM K JIeHalleMy Bpady.

Mysrcuunni

[Tomanuaomus OOHapyKUBaeTcs B CEMEHHOW JKUAKOCTH 4YeJIOBEKa B XOZE JICUCHHsI 3TUM
npenaparoM. B KadecTBe Mepbl NMPEAOCTOPOXKHOCTH M INPUHMMAs BO BHHUMAHHE T€ TPYIIIbI
IALECHTOB, Y KOTOPBIX BO3MOJKHA IPOJIOHralUsl BPEMEHM NIMMHUHALMU IIperapara, Halpumep,
NAUEHTBl C IIOYEYHOW HENOCTAaTOYHOCTBIO, BCE MYKUMHBI, IPUHHUMAIOLIUE ITOMAIUIOMUT,
BKJIFOYAsl MEPEHECHINX Ba3dKTOMMIO, JOJDKHBI IOJIb30BaThCs IIPE3EPBATUBAMU B TEUEHUE BCETO
Kypca JIEYEHHs, BO BpPEMs IMEPEPHIBOB B JICHEHUU U B TE€UCHHUE /7 JHEH IOCIE NMPEKpaleHUs
JIeYeHUs, €CIM HUX MapTHepila — OepeMeHHas KEHIIUWHA WM JKEHIIMHA C COXpPaHEHHBIM
JIETOPOIHBIM IIOTEHIIMAJIOM, HE MOIb3YIOIAsAC KOHTPALICTILUEH.

MyxurHaM-TIallUeHTaM He pa3peliaeTcsi ObITh TOHOPAMU CEMEHH WM CIEepMbl Ha MPOTSKEHUU
BCEr0 BPEMEHU JIeUeHHUsI (BKJIIOUAsl IEPEPHIBBI B JICUEHUH) U B TeUeHUE 7 JHEW Mociie 3aBepIleHuUs
pueMa NOMaJInIOMHIA.

Hononnumenvhvie mepvi npedocmopoicHocmu

[TanpeHTHl HE OOJDKHBI IIEpelaBarb Ipemapar IpyruMm JjunaM. llo okoHuaHuM JeyeHus
HEHCIIOJIb30BAaHHBIM IIpenapar pPEKOMEHIYETCS BO3BPaTUTh B MEIMIMHCKOE YUYPEKICHUE.
[TaruenTam He pasperaeTcsi ObITh TOHOPaAMHU KPOBU, CEMEHH UJTU CIIEPMbl Ha IPOTSHKEHUHU BCETO
BpPEMEHU JieueHHs (BKJIIOYasi MepephiBbl B JICUEHUWH) U B TeUEHHE 7 THEW Mocie 3aBepIICHUs
IpueMa IOMaJIuIOMHUIA.

Obyuarowue mamepuansl, 02paAHUYEHUs 8 HASHAYEHUU U 8bl0AYe npenapama

UtoOpl moMOuYb mManuMeHTaM u30eXaTh BO3ACHCTBUSA TMOMAIMAOMHUIA HA TUIOJN, JEpKaTeilb
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MaTepuajgbl [0 MepaM MPEAOCTOPOKHOCTH B OTHOIIEHUHM BEPOATHOW TEPATOT€HHOCTHU
MOMAJIUJIOMHUA, CIIOcO0aM KOHTPALCTIIIMK TIEpe]] HauajoM Tepalud U PYKOBOJICTBO IO
MIPOBEJCHHUIO HEOOXOUMBIX TECTOB Ha OepeMeHHOCTh. Bpau nomkeH nHGOpMUpOBaTh MalueHTa
O BO3MOYKHOM TEpPaTOreHHOM PHUCKE MOMAJUIOMHUJA M CTPOrMX Mepax IO MNPEeAyNpexICHUIO
OepeMeHHOCTH B cooTBeTCcTBUH ¢ [IporpamMmMoii mpenoxpaneHus: 0T 0EpeMEHHOCTH B 00ECTICYUTh
nanueHTa o0yJaromieil OpoIIopoii, KApTOIKON MalMeHTa /WA YKBUBAJICHTHBIM UHCTPYMEHTOM
B COOTBETCTBMU C HAallMOHAJBHOM CHUCTEMOHN KapTO4eK NMauueHToB. KoHTponupyemas cucrema
pacrpeiefieHus] BKJIIOYAeT KCIONb30BAHUE KapTOUEK MAIMEHTOB W/WIM SKBUBAJICHTHOTO
WHCTPYMEHTA Il KOHTPOJIS Ha3HAYCHWM W/WIM BblAadM npernapara. [IpoBeneHue Tecta Ha
OCpeMEHHOCTb, Ha3HAUYCHHE M BbIJAYy Ipenapara peKOMEHIYEeTCs MPOBOAUTh B OJHUH JI€Hb.
Beljaua nmomanuaomMuaa JKEHIIMHAM C COXPAHEHHBIM JIE€TOPOAHBIM IMOTEHIMAJIOM JOJIKHA
MPOUCXOAUTh HE MOIPKE 7 JHEH MOociie Ha3HAYeHUs TEepalnuu U IOJYYEHUs] OTPULATEIBHOIO
pe3ynbTara Tecta Ha 0epeMEHHOCTb, BBIIIOJIHEHHOTO 110]T HAOIFOIEHUEM BpadJa.

Brimaua mpemapara JKEHIIMHAM C COXPAHEHHBIM JIETOPOAHBIM TOTEHIIMAJIOM JIOJDKHA
NPOU3BOANTHECA He Oomee yemM Ha 4 HeIenW JIEYEHHS, BCEM OCTalbHBIM KaTeropHusM
MAaIMEHTOB — He Oosiee yeM Ha 12 Heneb.

I'emamonozuueckue ocnodcHenus

Y TNanWeHTOB C PEIUAUBHPYIOIICH/PE3UCTEHTHOW MHOKECTBEHHOW MHUEIOMOW B TpYIIIE
HE)KENaTeIbHBIX sABIEHUH 3 wiaM 4 CTeNeHUW THKECTH Haumbolee YacTo PEerucTpupyercs
HEUTPOMNEHUS; CIeTYIOIINE 110 YaCTOTE — aHEMHUSI U TPOMOOIIUTONICHHUS. Y MallMeHTOB HEOOXOAUMO
MOHUTOPUPOBATh HEXKEJIATEIbHbIE TEeMaTOJIOTHYECKUE PEAKIMU, OCOOCHHO HEUTPOIEHHUIO.
[TarueHTs! TOJIKHBI OBITH MPOUH(OPMUPOBAHBI O HEOOXOJUMOCTH CBOEBPEMEHHO COOOIATh O
MOBBIIICHUH TeMIIepaTypbl. Bpaun 1omkHbI HAOMIOAATH 32 MallMEHTAMHU B OTHOIIIEHUU CUMIITOMOB
MOBBIIEHHOW  KPOBOTOYMBOCTH, BKJIOYas HOCOBBIE  KPOBOTEUEHHUS, OCOOEHHO IpHU
COMYTCTBYIOIIEH TEpamuu TpernaparaMu, MOBBIIIAIOIIMIMU PHUCK KPOBOTEUEHUW (CM. pazjaen
«IToGounoe nevictBue»). [lonHbI aHaMM3 KPOBH HEOOXOAWMO BBIMOJIHUTH O Hayaja JCUCHUS,
3aTeM eXeHeIeTbHO — B TEUEHHUE MePBBIX § HelelNb, fanee — 1 pa3 B mecsil. MoxeT moTpedoBarbcs
M3MEHEHHue J03bl moManuaomuaa (cMm. paznen «Crocod mpuMeHeHUs W J03bl»), TPUMEHEHHE
KpOBE3aMEHUTENCH 1/WiH mpernaparoB (pakTopa pocra.

Tpomboambonuueckue 0CrL0HCHEeHUS

VY manueHToB MpH JICYCHUH TOMATHIOMHJIOM B KOMOWHAIIMHM C JEKCAMETa30HOM Pa3BUBAIINCH
BEHO3HBIE TPOMOOIMOONHUECKHE HapylieHus (B OCHOBHOM TpPOM0O3 TIyOOKHX BEH U
TpoMO03MOOMs serouHoit aprepun — TOJIA) u aprepuanbHble TPOMOOTHUYECKHE HapyLIEHUS

(uH@apkT MHOKapaa M UHCYNbT). llanuentsr ¢ Hamuyuem (akTOpoB pucka TpoMOo3MOoIuw,
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HeobOxomuMo mpennpuHATh BCE BO3MOXHBIE MEpHI [UIsi MHUHUMH3AIMKU (HaKTOPOB pHUCKa
(Hanmpumep, KypeHue, TUIIepTeH3us, rurnepaunuaeMust). [laimeHTsl 1 Bpadu JOJKHBI CIEIUTD 32
MpU3HAKaMU ¥ CUMIITOMaMU TpoMOo3MOomuii. [lanineHToB HEOOXOAMMO MPEAYNPEIUTh, YTO UM
cleayeT 0OpaTUThCS 32 METUIIUTHCKOM TOMOUIBIO MPH MOSIBIIEHUU TAKUX CUMIITOMOB, KaK OJIBIIIKA,
0o B Ipyau, OTEKU PyK U HOT. [Ipu OTCYTCTBHMU MPOTUBOINOKA3aHUN PEKOMEH]IYEeTCs JICUECHUE
AHTUKOATYJITHTaMH (TaKMMH KakK aleTHICAIHMIMIOBAs KHUCIOTa, BaphapwH, TeNapuH WA
KJIOMUJIOTPEIT), OCOOCHHO Yy MAllMeHTOB C JONOJHUTENbHBIMH (haKTOpaMu pucKka TpomOo3a.
Pemenne o npoBeaeHUH MPO(PUIAKTUUECKUX MEPONPUSTHI MPUHUMAETCS MOCIE TIIATeNbHOMI
OIICHKU (PaKTOPOB PUCKA y KAKIOrO MarUeHTa. B KIMHMYECKUX HCCICTOBAHMSIX MAI[UCHTHI
npPOQUITAKTUIECCKU MIOJIY4aJIH alETUIICATULUIOBYIO KHUCIJIOTY W JIPYTyIo
MPOTUBOTPOMOOTUYECKYIO Teparnuio. [IpumeHnenue 3PUTPONOITUUECKUX CpEJICTB
COMPOBOXKAAETCS PUCKOM TPOMOOTHMYECKUX OCJIOKHEHUH, BKJIOYas TpomMOOAIMOONIUU.
CnenoBarenbHO, 3pUTPONOITUYECKUE IpENaparsl, a TAaKKe APYrue CpelcTBA, KOTOPhIE MOTYT
MOBBIIIATH PUCK TPOMOOAIMOOIUH, TOJDKHBI TPUMEHSTHCS C OCTOPOKHOCTHIO.

3abonesarus wumouUOHOLL Jicenesvl

CooOmaniocs o cimyyasix rumnotupeosa. llepen Hagasiom jedeHHs HEOOXOIUMO MPOBOIUTH
KOHTPOJTb COITYTCTBYIOIINX 3a00JIeBaHUH, CIOCOOHBIX BIHSTH HA ()YHKIIHIO IIIUTOBUIHON JKEJIC3HI.
PexomeHTyeTcs IPOBOAUTE OICHKY (DYHKIIUU MIMTOBUIHOMN KeJIe3bl TIepe]] HAadaJloM JICYCHUS U
PEryaspHBIN KOHTPOJIb (PYHKIIUU IIUTOBUIHOM 5KeIe3bl BO BPEMsI JICUCHUSI.

Iepugpepuueckas netiponamus

[TaniuenToB ¢ nepudepruyeckoit HeMponaTueit > 2 CTENEHU TSHKECTH HE BKIIFOYATN B KITMHUYECKUE
HCCIeI0BaHus moManuaoMuaa. [lpu pemennn Borpoca 0 HA3HaYEHHUH JICYEHUS TOMAJIAIOMHUI0M
TaKUM MAIMEHTaM HYKHO MPOSBIIATh OCTOPOKHOCTD.

Buvipaosicennoe napywenue gynxyuil cepoya

[TarueHTOB € BBIpaXXEHHBIMU HapylleHMsMM  (QYHKIMM cepaua (3acToiiHas —cepaeyHas
HegoctarouHocth [Kmace I wnu IV mo NYHA], uadapkt muokapaa B TedueHue 12 mecsies a0
Hayasa UCCIEOBaHUS, HECTAOMIIbHAS WM TJIOX0 KOHTPOIUpyeMasi CTEHOKap/Iusl) He BKIIOYAlu B
KJIMHUYECKHUE HCCIIe0BaHUs ToManaoMuaa. OCI0)KHEHUSI B BUJIE CEPICUHON HETOCTAaTOYHOCTH,
BKJIIOYAsl 3aCTOMHYIO CEepJEUHYI0 HEIOCTaTOYHOCTh M OTeK Jerkux (cMm. pazzmen «llobounoe
JeiicTBUE»), OTMEYali B OCHOBHOM Y TMAlIMEHTOB C YK€ CYLIECTBYIOLIEH cepAedHOn
HEIOCTAaTOYHOCThI0 WK (pakTopamu pucka 3aboneBanmii cepaua. [lpu pemenun Bompoca o
HAa3HAYEHUU JICYEHUS MOMAJIUIOMMJIOM TAKUM NAIMEHTaM HYKHO MPOSBISATH OCTOPOKHOCTb,
BKJIIOYAsl PETYJISIPHBIE OCMOTPBI [IJIs1 BBISIBJIEHUS CUMIITOMOB CEPAECYHON HEAOCTATOYHOCTH.

Cunopom nusuca onyxonu

25



5 N 6659

B
) VT N7
e L ot o

oT 1.2
HaunGonpmuii puck CHHApPOMA JIU3UCA OMYXOJIH HMeeTc%'ﬁ:amgfI%hﬂﬁ%ﬁ]_oﬁﬁ%dﬁgmﬁ

COOTBETCTBYET ZKCNEPTHOMY OTUETY

HArpy3Koid Ha MOMEHT Hauajia JIeueHHUs. 32 STUMH TAIMEHTaMU JOJKHO OBITh OPTaHM30BAHO
THIATETHHOE HAOIIONCHNE C MPUMEHEHHEM COOTBETCTBYIOIINX MPOPHIAKTUICCKUX MEP.
Ilepsuunvle onyxonu opy2oti 1oKaru3ayuu

OOpa3zoBanue MNEPBUYHBIX 3JI0KAaYECTBEHHBIX OIYyXOJeW MApyrod JoKaliu3aluH, TaKUX Kak
HEMEJIAHOIIUTAPHBIA paK KOXKH, 3aPETHUCTPUPOBAHO Yy MALMEHTOB, MOJYYaBIIUX MOMAJIUIOMHU/
(cMm. pasgen «IloGouHoe melicTBuey»). Bpad MomkeH TmaTeasHO 00CIeI0BaTh MAlMEHTOB 10 U BO
BpEMsi JICYEHUS C MOMOUIBIO CTaHAAPTHBIX METOJ0B CKPUHIHIa HOBOOOPA30BaHU ISl BBISIBIICHUS
MEPBUYHOI OIyXOJU JAPYroil JIOKAIU3aluK U IpyU HEOOXOIUMOCTH Ha3HAYUTh COOTBETCTBYIOIIEE
JIEYEHHUE.

Annepeuueckue peakyuu u msoicenvle KOJHCHble peaKyuu

Ha ¢one mpumenenusi momanuaomMua ObLUTH 3aperHCTPUPOBAHBI AHTHOHEBPOTHYECKHI OTEK U
TshKenble koxkHble peakuuu, Bkitodass CCI, TOH u DRESS (cMm. paznen «Ilo6ounoe aeiictBue»).
[TarueHTHl OMKHBI OBITH MPOMH(MOPMHUPOBAHBI O MPH3HAKAX M CHUMIITOMAaX JTHUX PEaKIUd U
MPEIyNPEKICHB 0 HEOOXOMUMOCTH HEMEIJICHHO OOPATUTHCS 3a METUIIMHCKON IMOMOIIBIO TPH
MOSIBIICHUU TOMOOHBIX CHUMMOTOMOB. JleueHne NOManuIOMHUIIOM CIEAyeT MPEeKpPaTuTh Mpu
pa3BUTUU SKCHOTUATUBHOM MK Oyiie3Ho# coinu uiu npu nogo3penuu Ha CC/, TOH u DRESS.
JledeHue He TOMKHO BO30OHOBISATHCS MOCIE pa3pelleHus BbIIIEYKa3aHHbIX peakiuil. [laruenToB
C CEpPbE3HBIMH AJUICPrUYCCKUMH PEAKIUSIMU HAa TATUJAOMUJ WU JICHAJTUJIOMHU]l B aHAMHE3E He
BKIIIOYAJIM B KIMHUYECKHUE HCCIEAOBAaHUS MOMaIUAOMHUAA. Takue MalMeHThl MOTYT HMETh
MOBBIIICHHBIA PUCK Pa3BUTUSl PEAKUUN TUIEPUYBCTBUTEIBHOCTH M HE JOJDKHBI TOJTydYaTh
nomasiuiomu. Crenyer pacCMOTPETh BO3MOXKHOCTH TPEPHIBAHUS WIJIM TPEKPAICHUST JICUCHUS
MOMAJIUIOMUIOM B CiIydae KOXHOW cuimu 2-3 creneHu Tspkectd. [lpu  pa3Butum
AHTMOHEBPOTUYECKOTO OTEKa MOMAIHUIOMHU/T IOTKEH OBITh OTMEHEH.

TonosoxpysiceHue u cnymanHocms CO3HaAHUS

NmeroTcst cooOiieHnsi 0 BOSHUKHOBEHUU TOJIOBOKPY)KEHUN M CITyTAaHHOCTH CO3HaHHUA Ha (oHe
nomasiiomua. [lanmentam cienyet n3derarb CUTYyaIHii, KOT/1a TOJIOBOKPY>KEHUE U CITyTaHHOCTh
CO3HAHHUS MOTYT MPEJCTABISTh MPOOJIeMy, U HE MPUHUMATh IPyTUe JIEKapCTBEHHbBIE CPENICTBA,
KOTOpble MOTYT BBI3BIBaTh TaKHE >K€ HapylleHus, 0e3 MpeaBapUTEeNbHON METUIIMHCKON
KOHCYJIBTAITUH.

Hnmepcmuyuanvroe 3abonesanue neexux (M3J1)

N3JI u apyrue cXomHbIe SIBICHUS, BKIIOUAs CIy4ad MTHEBMOHUTA, HAOMIONATNCh HA (DOHE JIeUeHUs
noManuaoMuaoM. [laneHTaM ¢ OCTPBIMH CHMIITOMaMU WM HEOOBSICHUMBIM YXYAIICHUEM
JIETOYHOW CUMIITOMATUKHU CIIeAYyeT IPOBECTU TLIaTeabHOe o0cienoBanue s uckiaouenus U3J1.

B xoxe atoro o0cnenoBaHus JieueHHE MOMATUIOMUAOM JIOJDKHO OBITh IPUOCTAHOBIICHO, a MPHU
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MOMAJIUZIOMHIOM MOKET ObITh BO30OHOBIIEHO TOJIBKO MOCIE TIIATEIBHON OLIEHKH MOJIb3bI i PUCKA.
3abonesanus nevenu

BbipakeHHOE€  TOBBIIIIEHHE AKTUBHOCTH  allaHWHAMUHOTpaHcdepa3bl UM KOHIEHTPAlUU
OmMpyOMHa OTMEYajau y NallMeHTOB, NMPUHUMABIIUX MoMaimuaomua (cMm. pasaen «llobGouynoe
JeiicTBUEY). 3aperucTpUPOBaHbl TaKXKe ClIydau IenaruTa, KOTOpbIE MPHUBEIU K MPEKPAILEHUIO
JICUCHUST TIOMATHJIOMHJIOM. PerynspHblii KOHTPOJIh (PYHKIIMU MEYCHHU PEKOMEHIYETCS B TECUCHUE
nepBbIX 6 MeCsUEeB Tepanuu MMOMAIMAOMUIOM, a B NOCIEAYIOUIEM — [0 KIMHHUYECKUM
MOKa3aHUSIM.

Hngpexyuu

Coo0manocs 0 penkux ciiydasx peaktuBanuu Bupyca renaruta B (HB) y mamuentos, panee
MH(OUIUPOBAHHBIX BUPYCOM remaruta B, mpu JedeHHH NOMaIuJAOMHAOM B KOMOHMHAIIMHM C
JIEKCAMETa30HOM. B HECKOJIbKUX CllydasiX OTMEYaJIOCh MPOTrPeCcCUpPOBAHUE TEMATUTA O OCTPOM
[IEYEHOYHOW HEIO0CTAaTOYHOCTH, B pPE3YJbTare 4ero NnoMaiauaoMuj Obul oTMeHeH. Jlo Havana
JICYCHUS TIOMATUJIOMHUIOM HEOOXOAMMO BBIIIOJIHUTH TECT HAa HAJIMYME U AKTUBHOCTH BHUpPYCa
renaruta B. Jlns nmauMeHTOB ¢ MOJOXKUTENBHBIM TECTOM HAa Hajlu4yue BHUpyca remaruta B
PEKOMEHJIYeTCSl KOHCYJbTAallMsl Bpada, MMEIOIIEr0 ONBIT JICYEHUS NAlUEHTOB C BUPYCHBIM
rernatutoM B. Crieyer coOmonarb 0CTOPOKHOCTH IMTPH COYETAHHOM MPUMEHEHUH TOMAJIAIOMH/1a
U JIeKCaMETa30Ha y MNAalMEHTOB, NEPEHECUIMX BUPYCHBIM rematuT B, BKiIouas NalUEHTOB C
MOJIOKUTENIbHBIM TeCTOM Ha anTu-HBc anTuren, Ho orpunarensusiM TectoM Ha HBs anturen. 3a
TaKMMH MallUeHTaMU He0OXOIUMO YCTaHOBUTH TIATEIbHOE HAONIOCHNE B TEYEHHE BCETro Kypca
Tepanuu i CBOEBPEMEHHOI'O BBISBIECHUS CHUMITOMOB M IPHU3HAKOB aKTUBHOTO 3a00JI€BaHUA,
BBI3BAaHHOTO BUpPYCOM remnarura B.

Ipozepeccupyrowas mynemughoxanvras netikosHyeparonamus

Coo01m1anoce o ciiy4asx pa3BUTHS MPOTPECCUPYIONICH MyTbTH(OKAIBHOI JIeHKodHIIepaTonaTun
(IIMJI) y manueHToB, NPUHUMABIINX MOMAJIUIOMU/, BKIIIOYAsl CIIy4au C JIETAJIbHBIM HCXO/IOM.
Cornacuo coobmenusm [IMJI pa3BuBanace B mepuoji OT HECKOJIBKUX MECAIIEB /10 HECKOIBKUX JIET
MoClie Havaja JIeYeHUs MoManuaoMuioM. B ocHoBHOM coobmanock o ciuydasx [IMJT y
MAalKMEHTOB, MOJYYaBIIMX COIYTCTBYIOIIEE JICUEHHUE JEKCAMETAa30HOM WJIM paHee MPOIIEIIINX
XUMHOTEPANNI0 JIPYTMM HMMYHOJAETIPECCUBHBIM IpenapaTtoM. Bpauam cienyer peryiaspHO
MIPOBOJIUTH METUIIUHCKUN OCMOTp nanueHToB. [Ipu cocrapnenun nuddepeHuanbHoro [uarnosa
y IAlIUEHTOB C HOBBIMH WJIM ITPOTPECCUPYIOIIUMH HEBPOJIOTUUECKUMU CUMIITOMaMHU, IPU3HAKAMU
KOTHUTUBHBIX M TMOBEICHYECKUX HAPYIICHH HEOOXOIMMO YUUTHIBATH BO3MOXKHOCTH Pa3BUTHS
[IMJI. [TaneHTOB ciemyeT MpenaynpeauTb O TOM, YTO UM CTOUT COOOIIUTH CBOUM OJIM3KHM U

JanaM, yxXaxXuBarOmMMU 34 HUMH, O JICUCHHUH, IMOCKOJbKY OHU MOTYT 3aMCTUTb CHUMIITOMBI, O
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KOTOPBIX IMAIIMCHT HE 3HACT.

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Juarnoctuka [IMJI nomkHa BKIIIOYaTh HEBPOJIOTHUYECKOE 00CIeJ0BaHUE, IPOBEICHIE MAarHUTHO-
PE30HAHCHOHM TOMOTpaduy roJIOBHOTO MO3Ta M aHaJIM3a CIIMHHOMO3TOBOH JKUAKOCTH Ha HAINYHE
JHK Bupyca /[>xona Kanaunrema (Bupyca JC) meTomom nosmmMepasHoi riennoi peakiuu (I1LP).
B kauectBe anmbrepHaruBbl IIL[P-nccnenoBanuio MoxeT ObITh IPOBEIEHA OMOICHS TOJIOBHOIO
Mmo3ra jist onpeaenenus Bupyca JC. Orpunarensubiii pesynbsrar [HI[P-uccnenoBanus na supyc JC
He uckmouaer passutre [IMJL. Heobxomumo obecrneynTh AONOIHUTENBHOE HAOIIONCHHE 32
NAIUEHTOM ¥ IIPOBECTU [JOINOJHUTEIbHBIE HUCCIENOBaHUS, €CIM AIbTEPHATHBHBIA JUArHo3 He
MOXET OBbITh YCTaHOBJICH.

IIpu Hanmuuum nogo3penus Ha passurue [IMJI cienyer nprocTaHOBUTH ITPUEM IIOMAIIMIOMMUIA 10
ee uckiroueHus. B ciydae nonreepxacHus [IMJI cinenyeT OKOHYaTesIbHO NMPEKPATUTh JICUECHUE
IIOMAaJIMIOMHUIOM.

Bcnomocamenvhuvie sewyecmea

Jlannslil mpenapar conepxut MeHee 1 Mmmonb Hatpus (23 mr) B 1 Karcyne, To €CTh IPaKTUYECKU
HE COZIEPIKUT HATPHUSL.

Mepbt npedocmoposcHocmu npu ymuau3ayuu u 00pawjeHuu

Karicynbl Henb3s packpbIBaTh WM pas3iiaMbiBarh. [Ipy monagaHuy nopomka noMalauJoOMHIa Ha
KOXY €€ He0OXOJMMO HEMEJJIEHHO MPOMBITh BOJI0M ¢ MbuloM. [Ipu KOHTaKTe moManuIoMHuIa co
CJIM3UCTBIMU 00O0JIOUKAMH HX CJIEIyeT THIATEIbHO MPOMBITH BOIOH.

MemunuHcKkUM paOOTHMKAM M JIMIIaM, OCYLIECTBISIONIMM YXOJ 3a IMalMeHTOM, HEOOXOIMMO
Ha/leBaTb OJHOPA30BbI€ MEPYATKHM MPU OCYUIECTBICHUM MAHUMYISAIMA ¢ OnucTtepoM WU
kancynamu. [locne 3aBepiieHUs] MAaHUMYISUNA HEOOXOAMMO aKKypaTHO CHSTh NEpYaTKU TaKUM
00pa3oM, yTOOBI IPEJOTBPATUTH BO3ACHCTBUE OMAINIOMHIa Ha KOXKY, IOMECTUTh UX B TUIOTHO
3aKpBIBAOLUICS TIOJIUATUIICHOBBIN MAKEeT U YTHWJIN3UPOBATh B COOTBETCTBUM C YCTAaHOBICHHBIMU
TpeOoBaHUSAMH. 3aTeM HEOOXOJMMO TIIATEIbHO BBIMBITH PYKH BOAOH C MbUIOM. JKEHIIMHBI €
MNOATBEPXKACHHON WM TMpeArnonaraeMoil OepeMEHHOCThIO HE JIOJDKHBI OpaTh OMucTep WU
KarCylibl B pyKH.

Hewncnons30BaHHBIN JIEKapCTBEHHBIN Mpernapar U 3arps3HEHHbIE UM MaTepHalibl TOJKHbBI ObITh
YTUIM3UPOBAHBI B COOTBETCTBHM C YCTAHOBJICHHBIMHM TpeOOBaHUAMH. [10 OKOHYAaHUU JeyeHUs

HEWCIIOIb30BaHHBIIN npemnapar pCKOMEHAYCETCA BO3BPATUTh B MCAUIIMHCKOEC YUYPCIKIACHUC.

Buansinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIOPTHBIMHU CPEACTBAMH, MEXaHU3MAMH
[Tomanuaomun o6nanaeT HE3HAYMTEIbHBIM WM YMEPEHHBIM BIUSHUEM Ha CIIOCOOHOCTh
YIPaBisATh TPAHCHOPTHBIMU CPEACTBAMHM WU MexaHu3Mamu. Hekotopble moOoOvHbIE NeNCTBUS

InoMaJingoMuJa, TAKHEC KaK YTOMIIAEMOCTb, 3aTOPMOXCHHOCTH, CHYTaHHOCTb CO3HAHHUA U
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BBIMOJIHEHHE TOTEHIIMAIbHO OMACHBIX BHUAOB JEATENBHOCTH, TPEOYIOMUX MOBBIIIEHHON
KOHIEHTpPAIlMM BHUMAaHUSA W OBICTPOTHI TMCHUXOMOTOPHBIX peaknuid. IIpu TOSBIEHUH TaKUX

HEKeJIaTeIbHBIX ABICHUN CJICAYET BO3ACPKATHCA OT BBIIIOJIHCHUA JaHHBIX BUJOB JACATCIBHOCTH.

®opma BBINYCKa

Kancynsr 1 mr, 2 Mmr, 3 mr, 4 MLt

4 wim 7 xancyd NOMENIAIOT B KOHTYPHYIO SUCHKOBYIO YHakoBKY M3 (DOJIBI'M aTlOMHUHHEBOM
TPEXCIOWHOW  (TIONIMBUHWIXJIOPU/AIIOMUHUNA/OPUECHTUPOBAHHBI  ToNMamMua) ©u - Qosbru
AJIOMUHHUEBOM.

5 KOHTYpHBIX SYEMKOBBIX YIAaKOBOK I10 4 KalCyJbl WU 3 KOHTYpPHBIE STYEUKOBBIE YIIAKOBKH I10

7 Karicyi BMECTE C HHCTPYKI_II/Ieﬁ 110 IPUMCHCHHIO MTOMCEIIAIOT B INAYKY U3 KAPTOHA.

YciioBus XpaHeHHs
Xpanuts 1pu Temrneparype He Boiuie 25 °C.

XpaHUTh B HEJOCTYITHOM JJIsl IETel MeCTe.

Cpok roasoctu
2 rona — Jy1st AO3UPOBOK 1 MT 1 3 MT.
3 roga — Juisl 1O3UPOBOK 2 MT U 4 M.

He IMPUMCHATH 11O UCTCUCHUHN CPOKA T'OAHOCTH.

YcioBus oTnycka

OTIycKaroT Mo peLenry.

IIpousBoaurein

Poccuiickas @eoepayus

AO «Padapmar»

Jluneukass o6n., TepOyHCKMH MYyHUIMNANBHBIA pailloH, celabckoe moceneHue TepOyHCKHit

cenbcoBeT, ¢. TepOyHbl, yia. JlopoxHas, 1. 6A

JlepskaTesb perucTpalMoOHHOr0 ynocropepenust / Oprannszanus, NpUHAMAOIIAS IPEeTEeH3UU
norpeodurese
Poccuiickas @eoepayus

AO «Padapmay
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Ten.: +7 (47474) 2-16-72

OnexrpoHHas nmouta: pharmacovigilance@sotex.ru
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