COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 31.07.2025 N= 13030

OBILASI XAPAKTEPUCTHUKA JEKAPCTBEHHOPO TIPEITAPATA P00 1)

1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA
DJITPOMBOITAT-AJINYM, 25 mr, TaGJaETKH, TOKPHITHIE TIICHOYHON 000JI0UKOM.

DJITPOMBOIIAT-AJINYM, 50 Mmr, TabJIeTKH, TOKPHITHIC TUICHOYHON 000I0YKOH.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHBIN COCTAB

JleficTByto111€€ BEIIECTBO: ANTPOMOOTIATr.

DJITPOMBOITAT-AJIMYM, 25 mr, TabJaeTKH, NOKPHITHIC IUIEHOYHOW 000JI0YKOM
Kaxnas tabnerka, MOKpbITast MICHOYHOH 00OJIOYKON, COAEPKUT 25 Mr s3naTpomOorara (B BUJeE

anTpoMOoIIara OJaMuHa).

DJITPOMBOITAT-AJIMYM, 50 mr, TaGAETKH, MOKPHITHIE TIICHOYHON 000JI0YKON
Kaxxnass TabneTka, MOKphITask MIIEHOYHOU 000JI0UKOH, comepxkuT 50 mr sntpombonara (B BHUIE

anTpoMOoIIara oJaMuHa).

[TonHbIM IepeyeHb BCIOMOTaTeIbHbBIX BELIECTB MPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TabyeTku, MOKPHITHIC TNIEHOYHOU 000JTOYKOM.

DJITPOMEOITAT-AJIMYM, 25 mr, Ta0Ja€TKHU, IOKPBITHIE INIEHOYHON 000JI0YKOM
Kpyrabie TBOSIKOBBITYKITbIC TAOIETKH, TOKPHITHIC MIICHOYHONW 000JI0YKOM OT CBETIIO-KENTOTO J0

XKenToro npera. Ha momepedHoMm paspese sApo TaONETKH KOPHYHEBO-KPACHOTO WIIM KPacHO-
KOPUYHEBOTO IIBETA C BKIFOYCHHUSMH O€JI0T0, H/WIH KPACHOTO, U/WIIH KOPUIHEBOTO IIBETA.

DJITPOMEBEOITAT-AJIMYM, 50 mr, Taba€eTKHU, MOKPBITHIE INIEHOYHON 000JI0YKOM
Kpyrabie qBOSIKOBBITYKJIbIE TAOIETKH, MOKPHITHIE TIIEHOYHON 000JI0YKON KPaCHO-KOPUIHEBOTO

nBera. Ha monepeynom paspese sapo TabIeTKu KOPUIHEBO-KPACHOTO HIIM KPACHO-KOPUIHEBOTO
[[BETA C BKIFOYCHUSMHU OEJI0T0, W/WIIA KPACHOTO, U/UITH KOPHIHEBOTO IIBETA.

4. KIMHUYECKUE JAHHBIE

4.1. IToka3aHus1 K IPUMEHEHHUIO

[Ipenapatr DI TPOMBOIIAT-AJIMYM nokaszaH Kk IPUMEHEHHIO Y B3POCIbIX U JIETEH B BO3pacTe
or 3 go 18 nert:

® I JICUEHUS TMAI[MEHTOB B BO3pacTe 3 JIET W CTaplie C MMMYHHOH TPOMOOITUTONEHUEH
(UTII), nnsmmeiicss 6 u Gosiee MECSIIEB ¢ MOMEHTA TMOCTAaHOBKH JHArHo3a, Y KOTOPBIX
OTMEYaJICd HEJOCTaTOYHBIH OTBET Ha MPEAUIeCTBYIONIYI0 Tepamnuio (Hampumep,
[IIIOKOKOPTUKOCTEPOUAAMU, HMMYHOTJIOOYJIMHAMHU), C LEJIbI0 YMEHBIICHUS pHUCKa
KPOBOTECUECHUI;

e I JeYeHUs IalMEHTOB B Bo3pacTe 18 JieT M crapimie ¢ XpOHUYECKUM BUPYCHBIM
renatutoM C (BI'C) ¢ nenpto obecnieueHust BO3MOXHOCTH MTPOBEACHUS HIITH ONTUMHU3AINHI
MIPOBOJIMMOM TPOTUBOBUPYCHOM TEpaIKHK, BKIIOUYAIONIEH TTpenapaTsl HHTEpPEpOoHa;
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® IS JICUCHHS MAIICHTOB B BO3pACTe 3 JIGT U CTap'IDJIEItT '”;lﬂE)ﬁ%}f i JH%QFTHH'I‘T'&II I/fja*}lrle]vf'neﬁ

(TAA) B cocraBe Tepanmuu TIEpBOM JIMHMM B KOMOWHAIIMM CO CTaHIAPTHOU

MMMYHOCYTIPECCUBHOW TE€paAIKEi;

e UIA JICYCHHS TaIMeHTOB B Bo3pacTe 18 mer m crapme ¢ TAA, y KOTOpbIX HE ObLI
JOCTUTHYT JOCTAaTOYHBIA OTBET HA UMMYHOCYIIPECCUBHYIO TE€PAIHIO.

4.2. PexxuMm 103MpOBaHNs U C1IOCO0 MPUMEHEHUs!

PexxuM 103upoBaHus

Pexxum no3upoBanust MOAOUPAIOT HHIWBUTYaTbHO HA OCHOBAHUHU KOJIIMYECTBA TPOMOOIIMTOB.
Ilayuenmui ¢ xponuueckor UTII

Jnst gocTwKeHusT W TOJJEp)KaHHs KojaudecTBa TpoMOoruToB > 50 000/MKI TPUMEHSIOT
MUHUMaJIbHYIO 3(dexTuBHyl0 n03y npenapata DJITPOMBOIIATI-AJIMYM. [lon6op no3si
IPOBOJISIT, OCHOBBIBAsICh HA U3MEHEHUH KonyecTBa TpoMOo1uToB. [Ipenapar DJITPOMBOIIAT -
AJIMYM He mpemHazHayeH IS HOPMAIM3AlMA KOJIHYECTBA TPOMOOIUTOB. B KIMHWYECKUX
WCCJICTOBAHMSIX TIOBBIIICHHE KOJIMYECTBA TPOMOOIIMTOB HAOIIO1A0Ch, KaK MPABUIIO, B TEUCHUE
1-2 Henenp mocine Havajga Tepanuy npenapaTom, CHUKEHHUE MPOUCXOIUIIO B TeueHue 1—2 Henmelnb
MIOCJIE €€ MPEKPAICHUS.

Ilepsonauanvuulil pexcum 0031/11708617-11/{}1

Bspocnvie u demu 6 s6ozpacme 6—17 rem

PexoMennoBanHas HavanbHasi no3a npenapara DJITPOMBOITAT-AJIMYM cocraBasier 50 mr
1 pa3 B CyTKH.

VY B3pocibiX U nereil B Bo3pacte 6—17 jeT a3maTckod pachl (TaKMX KaK KUTAWIBI, STTOHIIBI,
KopewIpl, Taiibl) gedenne npenapatom DJITPOMBOITIAT-AJINYM crnenyeT HauuHATH C 03B
25 mr 1 pa3 B CyTKH.

Jlemu 6 6o3pacme 3—5 nem

HauanpHas no3a npenapara y NallM€HTOB JAHHOW KaTeropuu cocTaBisieT 25 mr 1 pa3 B cyTku. Y
MAIMEHTOB a3MaTCKOM pachl (TaKMX KaK KUTAUIIBI, ITOHITBI, KOPEHIIBI, TAlIIbI) B BO3pacTe 3—5 yet
HaYMHATh TEPANUIO TPENnapaToM CIEAYET C 103bl 25 MT 1 pa3 B CyTKH.

Mounumopune u koppexyus 003ol

Bspocnvie u oemu cmapue 3 iem

[locne Hauana Tepanuu ciegyeT KOppeKTUPOBATh 103y Ipenapara Juisl OAAEpKaHus KOJINIeCTBa
TpomOo1uToB > 50 000/MKJI 17151 yMEHBIIEHUS prUcKa KpoBoTeueHus. He cienyer npeBblmaTh 103y
75 MI' B CYTKH.

Ha npotsbkeHun Bcero Kypca Tepanuu MpernapaToM HEOOXOIMMO PEryJISipHO KOHTPOJIHMPOBATH
KJIMHUYECKHE TeMaTOoJIOrMYecKie ToKa3aTelny 1 nokasarenu GyHKuuu rnedenu. [lo3y npemnapara
KOPPEKTHPYIOT B 3aBUCUMOCTH OT KOJIMYECTBA TPOMOOILIUTOB B COOTBETCTBUU ¢ Tabmuuei 1.

Bo Bpemst Tepanuu nipemaparom DJITPOMBOITAT-AJINYM HeoO6X0auMO TTPOBOIUTH MOTHBINA
aHAJIU3 KPOBU €XEHENENIbHO, BKJIOYAs OMNpEIEICHHE KOJIMYecTBAa TPOMOOIIMTOB U Ma3oK
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

KPOBH, BKJIIOYAs ONpEACNICHHE KOJIMYECTBA TPOMOOIMTOB M Ma3Ku Nepudepudeckoil KpoBH,

HGO6XO,Z[I/IMO MMPOBOAUTD CKCMCECAYHO.

Taoauna 1. Koppexuus no3b1 npenapara JITPOMBOIIAT-AJINYM nist nanmentoB ¢ UTII

KoanuectBoO
TPOMOOIIMTOB

Koppexkuusi 103b1 WJIN 0TBET

< 50 000/MK1 B TeueHue
o KpalHell wmepe 2

HCACIIb TCpaluu

VYBeNMYUTh CYyTOYHYIO /103y Ha 25 MI JO MaKCHUMaJlbHOM JO3bI
75 mr/cyTru®*.

> 50 000/mKI1 —
<150 000/mxKi

IIponomKUTh TEpanuIo IPenapaToM B HAMMEHbILEH CyTOYHOM 103€
W/WIM OJHOBPEMEHHYIO MeAukamMeHTo3Hyto Tepanuto MTIT mms

MNOAACPIKaHUA KOJIMYCCTBA TpOM6OI_[I/ITOB, ITO3BOJIAIOIICTO
npeaoTBPaTUTH KpPOBOTCYCHUC NI YMCHBIINTD €ro
WMHTCHCUBHOCTbD.

> 150 000/mKI —

YMeHbIINTh CYyTOUHYIO 403y Ha 25 Mmr. Uepe3 2 Henenu OLEHUTh

<250 000/mxm 3 }EeKT OT KOPPEKIUU 103bl U MPUHATH PEIICHUE O JadbHEUIeH
KOPPEKIUH JO3BI**,
> 250 000/mx OTMEHUTh  TEpamui0  IpernaparoM;  yBEJIMYUTh  YacCTOTY

OTIpeJIeNIeHUs] KOJIMYEeCcTBa TpOMOOIMTOB 710 2 pa3 B Hexento. [lpu
konudecTBe TpoMOoruToB < 100 000/MKIJI BO3OOHOBUTH TEPANHIO B

CYTOYHOM J103€, YMEHBIIEHHOW Ha 25 MT.

* JI71st MTaMeHTOB, NOJTYYaloIUX IIpenapar B 1o3e 25 Mr 1 pa3 uepes JeHb, 103y YBEIHMYHBAIOT 10 25 MT 1 pa3 B CYTKH.
** J1J1s1 TAliMeHTOB, TIOJTy4aroliX IIpenapar B 03¢ 25 Mr 1 pa3 B CyTKH, CIIEAyeT pacCMOTPETh BO3MOKHOCTB IIpHEMa
npemnaparta B 1o3e 25 Mr 1 pas yepes CyTKu.

Tepanuio mpenmapaToM MOXHO COYETaTh C MHBIM MeIMKaMeHTO3HbIM JiedeHueM WTIL. Ilpu
MEIUIMHCKOW HeoOxoanMocTu BO BpeMmsi Tepanuu npernapatom DJITPOMBOIIAT-AJINYM
CIIeyeT KOPPEKTHUPOBaTh PEXUM JO3UPOBAHMS OJHOBPEMEHHO IPUMEHSEMBIX IIPENapaTos,
YTOOBI U30€XKaTh YPE3MEPHOTO YBEIUUECHUS KOJTUUECTBA TPOMOOIIUTOB.

Kak mpu NoOBBIIIEHUH, TaK U MPH CHIKECHUH JT03bI KOPPEKIMIO TMPOBOIAT C IIAroM 25 MI/CyT.
HekoTopsiM manmmeHTaM MOXKET MOTpeOoBaThCcs KOMOWHAIMS TaOJIETOK Mpemapara ¢ pasHOu
JIO3MPOBKOY B pa3HbIC JHU JICUYCHHS WA MEHEE 4acTOe IIPUMEHECHHUE.

[Tocne m1000¥ KOPPEKIUH 036l IIpermapaTa KOJINIeCTBO TPOMOOIIMTOB CIeIyeT KOHTPOJIUPOBATh
110 KpalHeW Mepe eXeHEeIeTTbHO Ha MPOTshKeHUU 2—3 Heaennb. CIyCTs 0 MEHbIIEH Mepe 2 HeAEeIn
cienyeT oueHUTh 3 (PEeKT KOppeKLUUHU 1036l Ha KOJTUYECTBO TPOMOOIIUTOB JJISl IPUHSATHS PEeLLICHUs
0 HEOOXOIMMOCTH JANbHENIIEr0 U3MEHEHUS J103bI.

VY nanueHToB ¢ HUPPO30M IeUeHH (HapylleHueM (YHKIHUU NEUYEHH) MOBBIIIATh JJO3Y CIEAyeT He
paHee yeM uepe3 3 HeJlesr Nocie Hadana Tepanuu (cM. pasznen 4.4).
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Ommena npenapama y 83p0OCiiblx U oemell cmap

JledeHnue mpenapaTroM clieAayeT MPeKpaTUTh, €CIH KOJIMYEeCTBO TPOMOOIIMTOB HE YBEITHUHNBACTCS
JI0 3HAYEHHs, JOCTATOYHOTO Il YMEHBIIEHUSI pUCKa KPOBOTEUEHHUH, Tocie 4 Heellb Teparnuu
MpEnapaToM B J103€ 75 MI' B CYTKH.

Crnenyer mepuUOJMYECKH OIICHUBATh KIMHUYECKOE COCTOsIHME TManueHTa. Pemenue o
HEOOXOJUMOCTH MPOJIOJDKEHUS TEPATUY MPUHUMACT JICUAIllUid Bpay B MHAUBHUIYATLHOM MOPSJIKE.
VY mamueHToB 03 CIJICHIKTOMUU B aHaMHE3€ CJIeIyeT MPUHUMATh BO BHUMAaHHE BO3MOXKHOCTb
MPOBEJCHUS JAHHOTO OINEpaTUBHOrO BMemIaTenbcTBa. Ilocime OTMEHBI Tepamuu BO3MOXKHO
MOBTOPHOE Pa3BUTHE TPOMOOIIMTONECHUH.

THayuenmoi ¢ xponuueckum BI'C, conpogoocoarowumca mpomoboyumonenuetl

Ilepen  mpumenenuem  mpemnapara  DJITPOMBOIIAT-AJIMYM  ogHOBpEMEHHO  C
MPOTHUBOBUPYCHOM MEIWKAMEHTO3HON Tepamueld HEOOXOIMMO O3HAKOMHUTHCS C IOJIHOU
MHCTPYKLHEH 0 MEAUIIMHCKOMY MPUMEHEHHUIO.

Lenbto mpuMeHeHHMs NpenapaTa Ha (OHE AHTHUBUPYCHOM TepamuM SBISETCS MOJAEpiKaHHe
KOJINYECTBA TPOMOOIIMTOB, MO3BOJISIOIIETO MPEIOTBPATUTh PUCK Pa3BUTHS T'€MOPPArHUECKUX
OCJIOKHEHUH, Kak mpaBuio, okoino 50 000-75 000/mxn. Crnemyer wu3beraTb yBEIWYCHUS
KoJudecTBa TpoMOomuToB > 75 000/MKII.

Jns mopnepaHus W JOCTHXKEHUS HEOOXOIMMOTO KOJWYECTBA TPOMOOIUTOB MPUMEHSIOT
MUHUMAaJIbHYIO 3(QQEKTHBHYIO 103y Ipernapara, HeOOXOAUMYIO AJs Hadyaja U ONTUMHU3ALNH
IPOTUBOBUPYCHOM Tepanuu. [TogOop 1036l OCHOBaH HAa U3MEHEHUH KOJIMYECTBA TPOMOOIIUTOB.

[Ipenmapar DJITPOMBOIIAT-AJIMYM He mnpenHazHaueH sl HOpMaju3aldd KOJUYECTBA
TPpOMOOLIMTOB. B KIMHHUYECKUX HCCIEAOBAHUSAX MOBBIIICHHE KOJUYECTBA TPOMOOIIMTOB
Ha0JI0/1a710Ch, KaK MPaBWIIo, B T€UeHHE | Heleu Mmocie Havyajla Tepanuu npenapaTom.

Ilepsonauanvuvlil pexcum OOS’MDOGGHM}Z

Bspocnvie

Havanbenas no3a npenapara SJITPOMBOITIAI-AJIMYM cocrasnsier 25 mr 1 pa3 B CyTKH.

VY namueHTOB a3uaTCKOW pachl (TaKMX KaK KWTAWIBI, SIOHIIBI, KOPEHIIbI, TAWIbl) JICUCHUE
npenaparoM DJITPOMBOITAT-AJINYM crnenyetr HaunMHATh € 10361 25 MT 1 pa3 B CyTKH.

Mounumopune u koppexyus 003ol

Ho3y nmpenapara SJITPOMBOITAT-AJIMYM yBenuuuBaroT ¢ marom 25 Mr/cyT Kakible 2 HeAeIn
70 JOCTHKEHUS KOJMYECTBA TPOMOOLMTOB, ONTUMAJIBHOIO Ul Hayajga MPOTUBOBHPYCHOU
Tepanuu, U B cooTBeTcTBHUM ¢ Tabmuueit 2. Ilepen HayaqoM HPOTHBOBUPYCHOW Tepamuu
HEOO0XOIMMO KOHTPOJIMPOBATH KOJMYECTBO TPOMOOIIMTOB €KEHENeNnbHO. B MOMeHT Hauana
IPOTHBOBUPYCHOM TEPANUU KOJIUYECTBO TPOMOOIIMTOB MOXKET PE3KO YMEHBIIATHCS, MPU 3TOM
cienyeT u3berats HeMeUIeHHON Koppekuuu 1036l penapara DJITPOMBOIIAT-AJIMY M.

Bo Bpems TNpOTHBOBUPYCHOH Tepamuu HEOOXOMUMO KOPPEKTHPOBATH JI03y Iperapara
DJITPOMBOITAT-AJIMYM Ttakum oOpazoM, 4ToObI N30€kKaTh CHIDKCHHS O3B IITHHTEPGEpOHa
B CBA3HU C BO3SMOXHBIM YMCHBIICHUCM KOJIMYCCTBA TpOM6OI_[I/ITOB, 4YTO MOXKCT YBCIIMUUBATHL PUCK
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KkpoBoTeueHus. KomauuectBo TpoMOOLHMTOB cnezwelin'126%{15&%5623-&@&'%;%569&% ) hi (o)

JTOCTYDKEHUST CTaOMIM3aluu WX KoimdecTBa (kKak mpaBwio, okono 50 000-75 000/mxim). B
JTAITBHEUIIEM CIEIyeT €KEMECSYHO KOHTPOJIUPOBATh MOKA3aTeNU OOIIEKIMHUYECKOTO aHalln3a
KpPOBH, BKIIOUAsl OMpEJeNICHNe KOTUYeCcTBa TPOMOOIIMTOB M Ma30K nepudepuueckoil kposu. B
ClIly4ae, €Cld KOJMYECTBO TPOMOOIIMTOB TMPEBBIIIACT I1IEJEBOE, CIEAYEeT PacCMOTPETh
BO3MOKHOCTh YMEHBIIICHUS CYTOYHOM J03bI mpemnapata Ha 25 mr. Oueruts 3hPexT naHHON U
0001 TOCTIEAYIOIIEH KOPPEKIINH 10361 CIEAYET Yepe3 2 HeCIH.

He cnenyer mpesbimate n03y 100 mr/cyt. PekoMmeHmoBaHHas 1o03a MATUHTEphEpOHA WM
pubaBUpHHa TpEACTaBI€HA B HWHCTPYKIMHM IO MEIUIMHCKOMY TNPUMEHEHUIO YKa3aHHBIX
IIPENapaToB.

Taoauna 2. Koppexkuust 10361 npenapara JJITPOMBOIIAT-AJINYM 1151 N1aUMEHTOB C
BI'C BO Bpemsi IPOTHBOBHPYCHON Tepanuu
KouaunyecTBo Koppexuusi 10361 HJIM OTBET

TPOMOOLIMTOB

< 50 000/mkn1 B TeueHHE | YBEIMYUTH CYTOUHYIO 7103y Ha 25 Mr, HO He Bbime 100 Mr B CyTKH.
o KpailHe wmepe 2
Heeb Tepanuu

> 200 000/mx — YMEHBIINUTh CYyTOUHYIO /103y Ha 25 Mr. CrycTs 2 HEAEeIu OLIEHUTh

<400 000/mxm 3 }PEeKT OT KOPPEKIUU 1036l U MPUHATH PEIICHUE O JajbHEUIeH
KOPPEKIIUU JTO3bI*.

> 400 000/mMx IIpexpatute mnpuem npenapata IJITPOMBOIIAT-AJINYM;

YBEJIMYUTH YAaCTOTY OINpPEeSICHHUS] KOJIMYECTBa TPOMOOLIUTOB 10 2
pa3 B HEJIEIIO.
IIpu xommuectBe TpomobOormToB < 150 000/MKI BO30OHOBUTH

TEpaNuIo B CHUKEHHOM CYTOYHOH J103€.

* 171 TalMEHTOB, MOJTyYAIOIINX MPenapar B o3¢ 25 Mr 1 pa3 B CYTKH, CIIEyeT paCCMOTPETh BOIPOC O MPUMCHCHHUU
npemnapaTta B 1o3e 25 Mr 1 pas yepes cyTKHu.

Ommena npenapama

VY namuentoB ¢ BI'C renorumna 1/4/6, He3aBUCHMMO OT pELICHHS O NPOJOJIKCHUU TEpalHH
uHTepdepoHaMH, CIEeIyeT paccMoTpeTh oTMeHy mpemnapata DJITPOMBOIIAT-AJIMYM B
ciaydae, eciau 3Q¢GeKT OT JeueHUs MPOTUBOBUPYCHBIMM IMpenaparaMd HE JOCTUTHYT Ha 12-i
Hexene. Crenyer OTMEHHMTh TEpalnMio IMpenapaToM B ciydyae, €clId Iocjie JBYyX HeZelb
NpUMEHEHUsT B CyTO4YHOM n03¢ 100 Mr He JOCTHTHYTO IIEJIEBOE KOJUYECTBO TPOMOOIIMTOB,
HE00X0IMMOe I Havyalla IPOTUBOBUPYCHOW TEPAIUU.

Cnenyer mnpekpatuth JjeueHue npenaparom OJITPOMBOIIAT-AJIMYM, ecau mocie
24-nenenpHoi Tepanuu obHapyxkeHa PHK BI'C. Ilocne oTMeHBI MPOTHBOBHUPYCHOW Teparuu
caenyet npekpatuth npumenenue npenapara SJITPOMBOITAT-AJIMYM nipu OTCYTCTBUU UHBIX
MOKa3aHUH AJIs €ro MpUMEHEHUSI.

Cnenyer mnpekparute npumeHenue npenapata OJITPOMBOIIATI-AJIMYM B cayuae
YpEe3MEPHOT0 YBEJIWYECHUS KOJMYECTBA TPOMOOILMTOB, Kak omucaHo B Tabmune 2, uam mpu

KJIMHUYECKH 3HAYUMBIX OTKJIOHEHUSX (PYHKIMOHAIbHBIX MPOO MEYEeHH OT HOPMBI (CM. paszfen
4.4).
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(NOCNEOCBATENEHOCTE 0001)

llepsas nunua mepanuu TAA

Tepanuto npenapatom OJITPOMBOIIAI-AJINYM cneayer Ha3HayaTh OJHOBPEMEHHO CO
CTaHJIAPTHOW UMMYHOCYIIPECCUBHOM TEpaUEH.

Henonyctumo npessliiienre HayanbHo# 10361 npenapata DJITPOMBOITAT-AJIMY M.

Ilepsonauanvuulil pesxcum 0031/11708617-11/{}1

Bspocavie u oemu cmapwe 12 iem

Pexomennyemas nHauanbHas nosa npenapara DJITPOMBOITIATI-AJIMYM cocraisier 150 mr
1 pa3 B cyTku B TeueHHue 6 MeCSIEB.

VY B3pochbeix W AeTeil B Bozpacte 12—17 neT a3uaTckoi pachkl (TaKMX KaK KUTAMIIBI, SITOHIIBI,
Kopeinbl, Taiiel) Jedenue npenaparoM DJITPOMBOITAT-AJIMYM cnenyer HaunHaTh C 03I
75 mr 1 pa3 B CyTKHU B TeueHUE 6 MECSIIEB.

Jemu 6 6ozpacme 6—11 nem

Pexomennyemas HauanbHas no3a npenapara OJITPOMBOIIAT-AJIMYM cocrasnser 75 mr 1 pa3
B CYTKH B TeUEHHE 6 MECSIIEB.

VY nereii B Bo3pacte 6—11 mer a3maTckoi packl (TaKuX Kak KUTAWIIbI, SITTOHITBI, KOPEHUIIBI, TANIIbI)
neuyenue npenaparom DJITPOMBOITAT-AJINYM cnenyer HauuHaTh ¢ 10361 75 Mr 1 pa3 B 2 AHs
B T€UEHHE 6 MECSIIEB.

Jlemu 6 6o3pacme 3—5 nem

Pexomennyemas nHauanpHas no3a npenapara DJITPOMBOITIAT-AJIMYM cocraBasier 2,5 Mr/Kr
1 pa3 B cyTku B TeueHHue 6 MeCSIEB.

VY nereit B Bo3pacte 3—5 JeT a3uaTCKOM pachl (TaKMX KakK KUTAUIIbI, STOHIIBI, KOPEHIIBI, TANUIIbI)
nedenne npenaparoMm DJITPOMBOIIAT-AJIMYM cnenyet HaunHath ¢ 10361 1,25 mr/kr 1 pa3 B
CYTKH B T€UeHHE 6 MeCAIIEB B ClIydae, €l Bec namueHTa coctapisaer > 20 kr. B cnydae, eciiu Bec
nanveHta cocrapmsier oTr 10 mo 20 kr, creayeT HauyMHATh TEpalHI0  IpPernapaTrom
OJITPOMBOIIAT-AJIMYM c no3si 25 mr 1 pa3 B JBOE CYyTOK B TEUEHUE 6 MECAILIEB.

Ecin He ynaercs OOCTUTHYTh KOPpPEKTHOM n03bl, Tepanuio npenaparom OJITPOMBOIIAT -
AJINYM cnenyer HaYMHATh C MUHUMAJILHO BO3MOXHOM J103bI.

Taoauna 3. Koppexkuusi 10361 CTAHAAPTHOH MMMYHOCYIIPECCUBHOI Tepanum B cJy4vae
coBMecTHOH Tepanuu ¢ npenaparom JITPOMBOIIAT-AJIMYM

HNmMmmyHocynpeccuBHast Koppexuusi 103b1
Tepanusi

NmmyHornooynux 40 wr/kr/cyt, wucxoad wu3 (PaKTHUYECKOW MacChl —Tena,
AHTUTUMOLUTAPHBIN BHYTPUBEHHO C 1-r0 1o 4-ii 1eHb B TeUeHHE 6 MECSILIEB
(JToTIIa TMHBIIA)
Huknocniopun B3pocawie u getu crapiie 12 ger:
(TepameBTHUecKass 11032 B | 3 MI/KT, UCXOJs U3 (PAKTHUECKON MAacChl Tela, BHYTPh KaXK]ble
TeueHue 6 mecsues, ¢ 1-ro | 12 yacoB (o0mass cyToyHas J03a COCTaBiIseT 6 MI/KI/CyT) B
IHI J0 6-r0 Mecsa, C | TedeHue 6 MecsleB, HauuHasg ¢ 1-ro JHs.
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nonpaBkoi Ha jgoctukeHue | [lanmeHTsl crapiue 20 181 ¢ M ek COM MACCAT Tena (IMTY 135

LEJIEBOM TepamneBTUYECKOM | WK mauueHTbl B Bo3pacte 12-20 jger ¢ UMT > 95-ro
10361 200—400 MKr/im*) HPOIICHTHUIIS:
3 MI/KT, UCXOJI U3 CKOPPEKTUPOBAHHON Macchl Tena™*, BHYTpb

Kaxnaple 12 dvacoB (o0mas cyTo4yHas J03a COCTaBIISIET
6 MI/KT/CyT) B Te4eHHE 6 MeCAIIeB, HAUWHAS ¢ 1-TO JHS.

Jetu B Bo3pacte 3—11 neT:

6 Mr/Kkr, Bcxoas u3 GaKTUUEeCKOW MacChl Tela, BHYTPh KaXKIbIe

12 gacoB (oOmiasi cyrouHas A03a COCTaBisieT 12 Mr/Kr/cyTt) B
TeyeHue 6 MecsIeB, HaUuHas ¢ 1-To 4.
IMarmentst ¢ UMT > 95-ro nponeHTuas:

6 MI/KT, HCXOJsl U3 CKOPPEKTHPOBAHHOW Macchl Tena*, BHyTpb
Kaknaple 12 dvacoB (oOmas cyTo4yHas J03a COCTaBIISIET
12 Mr/kr/cyT) B TeueHue 6 MecsieB, HaYnHas ¢ 1-ro aHs.

[Huxnocriopuna JIsIsi  malMeHToB, KOTOpBIE JOCTHUTAIOT T'e€MaTOJOTHMYECKOrO
(momnepkuBaromas 703a, C | OTBETa B TEYCHHE 6 MECAIICB:

6-ro mo 24-ii  wMecAl | 2 MI/KI/CyT Ha3HAuyalOT BHYTPh B (UKCHPOBAHHOM 103€ Ha
Tepanuu) JIOTIOJIHUTENbHBIE 18 MecsI1eB.

* MoxeT moTpeOoBaThCs KOPPEKIHS O3Bl IUKJIOCIIOPUHA U JOCTIDKEHUS IIEJIBBIX KOHIICHTPALUH B CiIydae
MPUMEHEHHS LUKIOCHOPHHA COBMECTHO C JPYTUMH TIpelapaTaMi; pPEKOMEHIYETCsS pPYKOBOJACTBOBATHCA
COOTBETCTBYIOIIEH HHCTPYKIMEH MO0 METUIITHCKOMY MPUMEHEHHUIO JISl IMKJIOCTIOPUHA.

** PaccunThIBacTCSA KaK CpeHEe 3HAUCHUE MEXKTy UACAThbHON Maccod Tena U (paKTHYECKOW Maccoil Terna.

Mouumopune u koppexyus 0osvl npenapama JITPOMBOIIAT-AJTUYM

AHau3 TeMaToIOTHYECKUX TIOKazaTesleld W HccleloBaHMA (DYHKIUM TEYEHH JOJDKHBI
IIPOBOAMTHCS PETYJISIPHO Ha MPOTSKEHUU Beero Kypca tepanuu npenaparom DJITPOMBOIIAT -
AJIMYM; koppekiuuio 103bl MpernapaTra cleayeT NpPOBOAUTH HAa OCHOBAaHUM KOJIMYECTBA
TPOMOOIIUTOB, KaK yKa3aHo B TaOnwrie 4.

B Tabnuue 5 mpuBeneHb peKOMEHAauu 1o Koppekuuu 1no3bl npenapara DJITPOMBOITAT -
AJINYM B ciyvae HapymeHHH QyHKIIMM IEYeHU U TPOMOO030B/3MO0IHH.

Taoauna 4. Koppexkuust 103u1 npenapara JITPOMBOIIAT-AJIMYM B Tepanuu nepBoi

aunun TAA
KoanuecTBO Koppexuusi 10361 WJIN OTBET
TPOMOOIUTOB
> 200 000/mx — CHmXaTh CYTOYHYIO 103y Ha 25 Mr Kaxable 2 HEAeId 0
<400 000/mKn MUHHUMAJIBHO BO3MOXKHOM J103blI, IPU KOTOPOH KOJUYECTBO

TpoMOouToB > 50 000/MKII.

Y npereli B Bo3pacte 3-12 7er, NpUHMMABIIMX Ipenapar
OJITPOMBOIIAT-AJIMYM B noze 25 mr 1 pa3 B CyTKH, Cleayer
paccMOTpeTh BO3MOKHOCTh IIpHEMa Mpernapara B J103€ 25 MI uepes
JICHb.

> 400 000/mMx [Ipexparuts nmpuem npenapata DJITPOMBOIIAI-AJIMYM Ha 1
HEJZIEIIIO.
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Tpu KomuecTse TpoMOOLHTOR L 200 000/MIT BOI00HOBIIE 1ibHen

npenapara DJITPOMBOIIAT-AJIMYM B no3e, CHUXEHHON Ha
25 mr (y nmeredt B Bo3pacte 3—12 jer, NpUHUMABILIMX IIpernapar
DJITPOMBOIIAT-AJIMYM B no3e 25 mr 1 pa3 B CyTKH, cleayer
paccMOTpeTh BO3MOXHOCTh MpHeMa Mpernapara B 103€ 25 Mr yepes
JICHB ).

Taoauna S. Pekomenayemasi koppexkuus 10361 npenapara JITPOMBOIIAT-AJINYM
NpH HAPYIIEeHUAX (PYHKIMHU NTeYeHH H TPoMO03ax/3M00 1M u

Peaxnus Pexomenganun

Hapymienust pynkuuu | YBenuuenne BepxHedl rpanuiel Hopmbl (BI'H)  akTuBHOCTH
TeYeHU amannHamMuHOTpancdepasbl (AJIT) B 6 pa3: mpekpaTtuTb MNpueM
npenapata JITPOMBOIIAT-AJIMYM.

ITpu aktuBHOCTH AJIT < 5 0T BI'H B0300HOBUTE IIpHEM MpenapaTa B
[IEpBOHAYAJILHOU [103€.

VBennuenne BI'H aktuBnoctu AJIT B 6 pa3 mocie BO30OHOBIECHUS
npueMa Tpenapata (M HECBSI3aHHOE C JIPYTMMH BO3MOXKHBIMHU
(bakTopaMu, TAKUMH KaK CHIBOPOTOYHAsI 00JI€3Hb, CENICUC WIH MpPUEM
a30JI0BBIX MPOTUBOTPUOKOBBIX MPENapaTroB): KOHTPOJIb aKTUBHOCTU
AJIT xaxnpie 3—4 mas.

Ecnu aktuBHocth AJIT > 6 mpu NOBTOPHBIX aHalW3aX KPOBU:
npekpatuth npueM npenapata DJITPOMBOIIAT-AJIMYM.

ITpu aktuBHOCTH AJIT <5 0T BI'H B0300HOBUTH IpHeM mpenapaTa B
7103€, CHUKEHHON Ha 25 MI' OT IpeIblayIel 1035l

Ecin axtuBHOocTh AJIT BHOBH > 6 mpu Ipueme mpenapara
DJITPOMBOIIAT-AJIMYM B CHM)KEHHOM J[03€: CHWXKATh 03y
npenapara DJITPOMBOIIAT-AJIMYM nHa 25 mr, noka akTUBHOCTb
AJIT e cansurcs no 5 BI'H.

JIaHHBIX O BO3MOXKHBIX KOPPEKLMSIX J103bl y JeTel M3-3a HapyIICHUS
¢yHKIMM TIeueHH He cyuiecTByeT. Koppekuuio 1036l cleayer
00CyX/1aTh Ha OCHOBAaHUU KJIMHUYECKON OIICHKH.

Tpom603/5mO0mHs1 ITpu TpomOO3e TiTyOOKMX BEH, JIETOYHOH 3MOOJUH, TPaH3UTOPHOMN
UIIEMUYECKO aTake, MHCYJIbTE U HH(pAPKTE MUOKapAa B JIF000€ BpeMsI
Ha (one Tepanuu npemapatom I TPOMBOITAT-AJINYM:
npekpatuth npuem npenapara IJITPOMBOIIAT-AJIMYM, Ho
MIPOJIOIDKUTH npueMm UMMYHOCYTIPECCHBHBIX perapaToB
[MmMMyHOTTIOOYTUH AHTUTUMOIUTAPHBIN (JrorramMHBIN) u
nukiaocnoput]|. Eciu mpu TpomM6o3e KOJIMYECTBO TPOMOOLIMTOB >
50 000/mkn,  pexomeHmyeTcss MO0 — Ha3HAueHUE  Teparuu
SHOKCANapuHOM MJIM JAPYTHMM aHTUKOAryJsHTOM JI0 T€X TOp, MOKa
Koln4yecTBO TpoMmOouuToB He nocturHer < 20 000/mkn, nubo
CTaHJIAPTHBIA KYypC AHTHKOAryJSIHTHOM Tepanuu B TedyeHue 3—6
MECSIIICB.




COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 31.07.2025 N= 13030
(NOCNEOCBATENEHOCTE 0001)

Ommena npenapama

Obmas mpogomkutTensHocTh npuema npenapata DJITPOMBOIIATI-AJIMYM cocraBnser 6
MECSLIEB.

UpesmepHoe yBenWyeHHe KonmuecTBa TpoMOomutoB (cMm. Tabmumy 4) u  pa3BuTHE
HE)KENNaTeNbHBIX SBJICHUH, YKa3aHHbIX B TaOmuue 5, Taxke TpeOyIOT MpeKpalleHus rnpueMa
npenapata OJITPOMBOIIAT-AJINYM.

Ilayuenmul ¢ pe¢ppaxmeproii TAA

Ilepsonauanvuulil pexcum 0031/11706617-11/!}1

Bspocnvie

Havanenas no3a npenapara SJITPOMBOITAI'-AJIMYM cocrasiser 50 mr 1 pa3 B CyTKH.

VYV mamueHTOB a3uaTCKOW pachl (TaKMX KaK KWTAWIBI, SMOHIIBI, KOPEHIIbI, TAWIbl) JICUCHUE
npenaparoM DJITPOMBOIIAT-AJIMYM cnenyetr HaurHaTh € 10361 25 MT 1 pa3 B CyTKH.

Mounumopunz u koppexyus 003ol

Jlis MOCTM>KEHHS TeMaTOJIOTUYECKOro OTBETa TpeOyeTcs KOPPEeKIHsS J03bl, KaK MpaBuio, 0
150 mr, 17151 9ero MOXKeT oTpedoBaThes 10 16 Hemenb ¢ MOMEHTA Havaja JCUYCHHs TIPenapaToM.
Ho3y npenapara DJITPOMBOIIAT-AJIMYM cnenyer yBenuuuBath ¢ marom 50 mr kKaxiablie 2
HEJeNu JO J03bl, HEOOXOIMMOM [JIsi JIOCTHKEHHUS IIeJIEBOrO KOJIMYecTBa TPOMOOIIMTOB
> 50 000/mka. Y manueHTOB, MPUHUMAIOIIMX Ipenapar B jo3e 25 mr 1 pa3 B CyTKH, Cleayer
YBEJIMUYUTh CYTOUHYIO 103y a0 50 Mr mepen manpHEHIIMM IOBbIIeHHMEM 103bl Ha 50 mr. He
cienyer npesblmarh 103y 150 mr B cyTku. CienyeT perysisspHO KOHTPOJIMPOBATh KIMHUUYECKUE
reMaToJIOTMYECKUE TMOKa3aTeJM M TICYCHOYHBbIE TECThl HAa BCEM MPOTSHDKEHUM TEpanuu |
KoppekTupoBaTh a03y npemnapara DJITPOMBOIIAT-AJIMYM Ha OCHOBaHMM KOJUYECTBa
TPOMOOIIUTOB B COOTBETCTBUU ¢ Tabnuiiei 6.

Ta6auna 6. Koppexuust 1o3s1 npenapara 3JITPOMBOIIAT-AJINYM a1 nanueHToB ¢
TAA

KoanuyectBo TpoMOOINTOB Koppekuusi 103b1 WJIN 0TBET

< 50 000/mxn B Tewyenue mo | [ToBeicuTh cyTouHyIO 103y Ha 50 Mr, HO He Bbime 150 mMr B
KpailHed Mepe 2 Henelb | CyTKH. Y MalMeHTOB a3MaTCKOM pachl WIM MAlMEHTOB C
Tepanuu HapylieHneM (yHKUUU TeYeHHU, MPUHUMAIONINX Tpernapar B
no3e 25 Mr 1 pa3 B CyTKH, ClIeIyeT YBEIUYNUTh CYyTOYHYIO 103y
10 50 Mr nepen JaabHEUIINM MOBBIIIEHUEM 1036l Ha SO Mr.

> 200 000/mK — CHu3uth cyTounyro 103y Ha 50 mr. CriycTs 2 HeZleinu OLEHUTD
< 400 000/mMkn B mo6oe | 3pdeKkT OoT KOppeKUUH [03bl M MPHUHATH pEIICHUE O
BpeMs JlaJbHENIIEN KOPPEKIIUU A03bI.

> 400 000/mx [Ipekpatute nmpuem npenapata DJITPOMBOIIAT-AJIMYM

He MeHee yeM Ha 1 Hexenro.
[Tpu xommuectBe TpoMOomuTOoB < 150 000/MKIT BO30OHOBHTH
JIEYEHUE B CYyTOYHOM J103€, CHMKEHHOU Ha 50 MT.
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>400 000/mxn  cnycrss 2 | [Ipekpatuth npuem npedaparta MITPOMBOIAP-ATHIY M.

HeOENU Tepaluy IIpernapaToM
SJIITPOMBOITAT-AJIMYM
B CHMJKEHHOU CyTOYHOM 103€

Iocmenennoe cHudceHue 003bl Y NAUUEHMO8 ¢ MPEXIUHCUHbIM OMEemoM HA Mmepanuio
(relikouumaol, SpUmpouuUmsbl U mpomoouumaol)

[Mocne moctwxkenust komuuecTBa TpomOomuToB > 50 000/MKII, KOHIEHTpalMU TeMOrJoOMHA
> 10 r/an 6e3 TpaHC)y3Uil IPUTPOLUTHON MACCHl U a0COMIOTHOTO umcna HedTpodpuiao (AUH)
> 1 x 10°/n, cTaOUIBbHO COXPAHAIOIIMXCA HA MPOTSHKEHUM He MeHee 8 Helelb, J03y IIpenapara
OJITPOMBOIIAT-AJIMYM cnenyer cuu3uth Ha 50 %. Ilpu cTabunbHO cOXpaHSIOUIMXCS
BBIIIEYKA3aHHBIX MMOKAa3aTeNsIX depe3 8 HeAeNb MOocie CHUKEHHS J103bl CIeNyeT MPEeKpaTUTh
JIeYeHUE TMpernapaToM C peryJspHbIM KOHTpOJIEM IIOKa3aTeneil aHanmu3a KpoBu. B ciydae
yMeHbIIIeHNs KojmdecTBa TpoMOoruToB < 30 000/MKJI, CHU)KEHUS KOHIICHTPAIIMA TeMOTIIOONHA
< 91/ unu ipu AYH < 0,5 x 10°/11 BO3MOKXHO BO30OHOBIIEHHE JIeYeH s IPENapaToM B MpeKHeit
s dekTuBHOM 103€.

Ommena npenapama

B cinydae oOTCyTCTBUS TIeMaTOJOTMYECKOIO OTBeTa Iocie 16 Henenb JIe4eHHs] TEpaIuio
npenapatoMm JJITPOMBOIIAT-AJIMYM cnenyer oTMeHUTb. HeoOXonumo paccMOTpeTh
BO3MOXXHOCTb OTMeHbI Tepanuu npenaparoM DJITPOMBOIIAT-AJINYM B ciyuyae nosBieHus
HOBBIX ITUTOTCHETUYECKUX OTKIOHEHUU (cM. pasnen 4.8). Taxke oTMEHa Tepanmuu IpernapaToM
DJITPOMBOITAT-AJIMYM TpebyeTcst B citydae 4pe3MEPHOTO OTBETA CO CTOPOHBI KOJIMYECTBA
TpoMOOIIUTOB (Kak yka3zaHo B Tabmuiie 6) Ui BaXHBIX OTKJIOHEHHUH pe3yJIbTaTOB MEYECHOUYHBIX
TecToB (cM. pazzaen 4.4).

Oco0ble rpynnel MauueHToB (Ui BceX MOKa3aHU)

Hauuenmw NOJ2UCUTIOC0 803pacma

NMerorcs orpaHndeHHble naHHble Mo npuMmeHeHuto npenapara DJITPOMBOIIAT-AJIUYM y
NAIUMEHTOB B Bo3pacTe 65 yeT W crapumie. B KIMHUYECKUX HCCIIEIOBAaHUSAX HE OTMEUEHO
KJIMHUYECKH 3HAUMMBIX pa3iInuuii 6€30MacHOCTH ITpoMOonara y maiueHToB B Bozpacrte 65 et
U CcTaplle 110 CPaBHEHMIO ¢ 0ojiee MOJIOABIMU NalMeHTaMu. [lpyrue KIMHUYECKUE JaHHbIE TAKKe
YKa3bIBalOT Ha OTCYTCTBHE PA3IMUUil B OTBETAX HA JICUCHHE Y MOKUIIBIX MALIUEHTOB U MAIMEHTOB
0osiee MOJIOJIOTO BO3pacTa, OJHAKO HEIb3s HCKIIOYUTH MOBBIIMIEHHYIO YYBCTBUTEIBHOCTH K
npenapary y OTeNbHbIX MAlMEHTOB MOXHUIJIOTO BO3PACTa.

Tayuenmoi ¢ HapyweHuem yHKyuu novex

Koppekiuu 10361 y NAalIMEHTOB ¢ HapylIeHUEeM (QyHKIMH IToueK He TpeOyercs. OIHaKo B CBA3M C
OTPaHUYEHHBIM OIBITOM INPUMEHEHHs B KJIMHUYECKOM MpPAKTHUKE y MAllMEHTOB C HapyllEHUEM
¢ynkuun nouek npenapatr SJITPOMBOIIAT-AJIMYM cnenyet NpUMEHSTH C OCTOPOKHOCTBIO U
Ha (oHE THIATENHHOTO MOHHMTOpPWHIA, HANPUMEP, KOHTPOJS KOHIEHTpAlMM KpeaTWHUHA B
CBIBOPOTKE KPOBH M MOKa3aTelel aHaIu30B MOYH.
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Ilayuenmul ¢ Hapywenuem QynKyuu neveHu

VY namuentoB ¢ UTII u napymenuem ¢pyHkuuu nedenu (> 5 6amios no mxkane Yaiinaa — [1bro)
npenapar JJITPOMBOIIAT-AJIMYM crnenyer NOpUMEHSTh C OCTOPOKHOCTBIO Ha (hoHe
THIATETHFHOTO KOHTPOJIS cOCTOsIHMS (cM. pasnen 4.4). [Ipu HeoOX0AUMOCTH TepaIiuy MmpernapaTomM
DJITPOMBOITAT-AJIMYM y mnanuenta ¢ UTII u Hapymenuem (GyHKIMM TEYEHU JICUCHUE
HAYMHAIOT B J103€ 25 MI/CyT.

YBenuuuBath 403y Mpenapara y MalueHTOB C HapyIeHUsIMHA (QYHKIIMY TICUYSHH CIIeyeT HE paHee
4yeM uepe3 3 HeAeu 0Cie Hadala TEPaInH.

VY mammentoB ¢ xponnueckuM BI'C u HapymieHneM (QyHKIUM MEUYEHHU, a TAK)KE Yy MAIMEHTOB C
pedpakreproit TAA u HapymieHneM (DYHKIMU TIEYCHU Tperapar CleayeT MPUMEHSTh B J03€
25 mr 1 pa3 B cyTKH.

B xnuHuMueckoe uccinenoBaHue mnanuueHTOB ¢ TAA, HE MOJy4aBIIMX paHee MPOrpPaMMHYIO
MMMYHOCYTIPECCUBHYIO TEpanuio, He ObUIM BKIIOYEHBl MAIlMEHThI C HCXOJHON aKTHBHOCTHIO
acnapratamuHoTpancdepassl (ACT)/AJIT, mpesbrimaromet B 5 pa3 BI'H. Hawanbnas noza
npenapata DJITPOMBOITAT-AJIMYM y naunentoB ¢ TAA 1 e4eHOUHOM HEAOCTATOYHOCTHIO
B TEPBOI JIMHUM Tepanuu AOJDKHA OMPENENAThCS MO0 Mepe HeOOXOIUMOCTH Ha OCHOBAHHUH
KIIMHUYECKOW OIIEHKH, TEPEHOCHMMOCTH IMpenaparta W TIHIATeIbHOTO MOHHMTOPUHTA (DyHKIHUU
HICUCHH.

CTH

bezonacnocts u sddexruBnocts npenapata DJITPOMBOIIAT-AJIMYM y nereir ¢ UTII B
BO3pacre 110 3 siet, y aereii ¢ BI'C B Bo3pacte 1o 18 ner, y aereii ¢ pedpakreproit TAA B Bo3pacte
1o 18 mer n y nereii ¢ TAA B Bo3pacte 110 3 €T, KOTOPBIM paHEe HE MPOBOAUIIACH POrpaMMHAs
MMMYHOCYTIPECCUBHAs Tepamnusi, He yCTaHOBJIEHBI. J[aHHbIE OTCYTCTBYIOT.

Cnooco0 npuMeHeHus

BuyTpb.

[Ipenapatr DJITPOMBOIIAT-AJIMYM crnegyer npuHUMAaTh 1O KpalHeW Mepe 3a 2 yaca 10 WiIn
yepe3 4 vaca moclie MpreMa aHTAIUAO0B, MOJIOYHBIX MPOAYKTOB HMIU MHUHEpPAIbHBIX JT00OABOK,
COJIepXKalINX TOJUBAJICHTHbIE KAaTUOHBI (HANpUMEp, KaTUOHBI AIIOMUHUS, KaJbLIMs, Kele3a,
MarHusi, CeJIeHa U IIMHKA) (CM. paznensl 4.5 u 5.2).

Tabnerku mpemapara MOXXHO TPUHUMATh C MHINEH, COAEpXkaIIed HEeOOJbIIOe KOJIHMYECTBO
Kanbus (< 50 MT') WU IPEIIOYTHTEIIBEHO HE COJIepIKaIIe KaIbITUi.

4.3. llpoTuBONOKA3aHUSA

® TUIEPUYYBCTBUTEIBHOCTb K ITPOMOONAry WiM K Jr000My U3 BCIIOMOTraTeIbHBIX BEIIECTB,
MEePEUYUCIICHHBIX B pazzaene 6.1;

e wmuenoaucriactudeckuii curapom (MJIC) (B CBSI3M ¢ OTCYTCTBHEM JAHHBIX IO
3P PEKTUBHOCTH U O€30MAaCHOCTH y JAHHOM KaTeropuu nanueHToB) (cM. paszaen 4.4);

e 0OepeMEHHOCTb U MEPHOJ] IPYAHOTO BCKapMIIMBaHU (CM. paszen 4.6).
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4.4. OcoOble yKa3aHUS U MepPbI PET0CTOPOKHOCTH nM%ﬁﬂ%ﬁﬁEEanc{ T 0001)

[Ipn npumenenun »saTpombomara B COYETAHMM C Tepanmueil WHTEp(HEPOHOM CYIIECTBYET
MOBBIIICHHBI PUCK Pa3BUTHUSl HEKEIATENIbHBIX PEAKLUMM, BKIOYAs MOTEHUUAJIbHO JIETAJIBHYIO
JNeKOMIEeHcauio (QYHKUUU TEeYeHH U TPOMOO3MOOIMYECKHE OCIOKHEHHS Y MAalMeHTOB C
xpoanueckum  BI'C, compoBoxmaronuMcs TpPOMOOIMTOIICHHEH UM MPOTPECCUPYIOIINM
XPOHUYECKUM TMOPaKEHUEM II€UYEHHU, YTO OINpeAessieTcss HU3KOW KOHIEHTpauued anbOymMHuHa
<35 r/n wiu 6amnom > 10 mo mkane MELD (Momens KOHEUHOM CTaauu 3a00JIEBAHUS TICUCHU ).
Kpowme Toro, npenmyiiecTBa Tepamnuu, 00eCreYnBaroie yCTOWYNBBIA BUPYCOJIOTHUECKUN OTBET
M0 CPaBHEHHIO C TuIane0o, ObUIM HE3HAYMTETHHBIMU Y JAHHBIX MAIlMEHTOB (B OCOOCHHOCTH Y
NAIMEHTOB C MCXOJHBIM albOyMUHOM < 35 I/J) MO CpaBHEHMIO C Tpynmnou B meiaoM. Tepamus
31TpoMOONaroM y TakuxX MaIleHTOB JIOJKHA OBITh HadaTa TOJNIbKO CHEIHATUCTaMH, UMEIOIINMHU
OTIBIT B Tepanuu nporpeccupytouiero BI'C, u Tonbko Toraa, Korjaa pucku TpoMOOIUTONIEHUN WIIH
0TKa3 OT NMPOBOJUMON MPOTHUBOBUPYCHON Tepamnuu TpeOyroT BMenarenscTBa. Eciiu npoBenenue
Tepanuu KIMHUYECKH OIMPaBIaHO, HEOOXOIUM TIIATEIbHBIH MOHUTOPUHT TaKHX MAI[MIEHTOB.

I enaTOTOKCUYHOCTD

[Tpumenenue npenapata DJITPOMBOIIAI-AJINYM MoxeT BbI3BaTh OTKJIOHEHHS OT HOPMBI
1a00paTOPHBIX MOKa3zaTenell (yHKIMU MEYEHHU, TSKEIble I'elaTOTOKCHYECKUE OCIOXKHEHUS U
NOpPaXEHHE IIEYEHU C BO3MOXKHBIM JIETAJIBHBIM HCXOAOM. B KIIMHHYECKMX HUCCIIEOBAHMSX Y
NAMEHTOB (KaK B3pOCIbIX, TaK U AeTei) ¢ xpoHnueckoit U'TII oTMeueHo noBbIIEHNE aKTUBHOCTU
ceiBOpoTOUHBIX AJIT, ACT U KOHLIEHTpAIlMK HETIPSIMOTO OMIUpYyOrHA. DTH peakii HOCHIIU 1O
Oonbeil yactu yerkuil (1-2 cremneHu) u oOpaTUMBI xapakTep 0€3 KIMHUYECKU 3HAYMMBIX
CHUMIITOMOB, KOTOpbIE ObI CBUJETEILCTBOBAIN O HAPYILIEHUH (DYHKIMH [I€YEHHU.

B Tpex miane0o-KOHTPOIUPYEMBIX HCCICNOBAHUAX y B3pocibix ¢ xpoHudeckorr UTIT y 1
namueHTa B rpynme mianedo u y 1 mamuenTa B rpymre, Mojxy4aBUield JISYeHUe ITpoMOonarom,
Ha0JI01a7I0Ch HapylleHue (QyHKIMM MeyeHu 4 creneHH TsbkecTH. 1o maHHbIM ABYX Iuianedo-
KOHTPOJIMPYEMBIX MCCIIEJOBAaHUM, Y MMALIUEHTOB B Bo3pacTe oT 1 roga 1o 17 neT ¢ XxpoHudeckon
WTII HexenarenbHble peakiMy B BUE NOBbIeHNs akTuBHOCTH AJIT, B 3 pa3a mpeBslliaromnye
BT'H, Gbutu otmeuens! y 4,7 % u 0 % manueHToB, MONYyYaBIIUX JICYEHHUE AITPOMOONAromM u
1ared0 COOTBETCTBEHHO.

[To manHBIM 2 mIae00-KOHTPOIUPYEMBIX HCCIEAOBAHUN, HEXKENATENbHbIC PEaKlUd B BHJC
noBbiieHns akTuBHOCTH AJIT y manmentoB ¢ UTII Obutn otmedensl y 5,7 % u 4,0 % nanueHToB,
MOJTYYaBIIUX JEYCHHUE IITPOMOONAaroM u mianedo COOTBETCTBEHHO.

B 2 KOHTponupyembIX KIMHHYECKMX HCCIEOBAaHUSAX C y4yaCTHEM MAaleHTOB C
tpombonutonenued U BI'C Oblmm 3aperucTpupoBaHbl Ciydyad > 3-KpaTHOTO YBEITHYCHHS
aktuBHOCTH AJIT mim ACT Beime BI'H y 34 % u 38 % nmauueHToB B rpymme 3iaTpoMobonara u B
rpymne mianedo cooTBETCTBEHHO.

[Ipumenenue snTpoMOonara OJHOBPEMEHHO C KOMOMHanue miIruHtepdepoHa u pubaBUpHUHA
OBLJIO KOCBEHHO CBSI3aHO C TUNEPOMIMPYOMHEMUEH. 3aperucTpUpoOBaHbl ciiydan > 1,5-KpaTHOTO
yBEJIMYEHUS KOHIEHTpaluu ooiero ommpyouna Beime 3HauyeHuss BT Hy 76 % u 50 % nanuentos
B Ipymre 31TpomMOonara u B TpyIniie miamnedo COOTBETCTBEHHO.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 31.07.2025 N= 13030

B OTKpBITOM HEKOHTPOJIUPYEMOM HCCIIEAOBAH naune'iﬁ'c;ﬁ:c—”%)g}g,algo%&lﬁw HE Eﬁ’o‘gagﬂfﬁacn

paHee TMporpaMMHas HMMMYHOCYNPECCHBHAs Tepamus, IpU NPUMEHEHUH HdiTpombOonara
COBMECTHO C JIOIIAJMHBIM AHTUTHUMOIMTAPHBIM HMMYHOIJIOOYJTMHOM U IIHMKJIOCIIOPUHOM
oTMeuasioch > 3-kpatHoe yBenuueHue nokaszateneil AJIT u ACT u > 1,5-kpatHoe yBenuueHue
obmero Ownupybuna y 46,8 % mnamuentoB (29 u3 62). Hu oauH W3 yKa3aHHBIX CIydacB
yBenudeHus nokaszareneid AJIT, ACT u obmero OunupyOruHa He IPUBENT K OTMEHE TEepaIuu.

[Ipu npumeHeHnn B MOHOTepanuu y mauueHToB ¢ pedpaxtepHoir TAA II ¢aser > 3-kpaTtHoe
yBenuuenue nokazareneit AJIT u ACT ogHoBpeMeHHO ¢ > 1,5-KpaTHBIM yBEJIMYEHHUEM OOIIEero
(HenmpsMoro) 6unupyOuHa ObUTI0 OTMEUYeHO Y 5 % mauneHToB. O0muii OnnupyOrH ObUT yBETHYEH
B> 1,5 pazay 14 % nauneHToB.

Ontpombonar uHrHOUpyetr reHbl UGT1Al u OenKkoB-IepeHOCUNKOB OPraHMYECKUX aHHOHOB
(OATP1B1), koTopsie MOTYT CITOCOOCTBOBATh Pa3BUTHIO HEMPSIMOU THUIEPOUITUPYOHHEMUHN (CM.
pazzen 5.2).

VY mamuentoB ¢ UTII, BI'C u pedpakreprnoit TAA ceiBopoTounyto aktuBHOCTH AJIT, ACT u
KOHIICHTpaInio OumMpyOrHa HEOOX0IMMO U3MEPUTH JI0 Havalia JISYCHUS AITPOMOOIIarom, 3aTeM
KOHTPOJIMPOBAaTh KaXJble 2 HEIeNH BO BpeMsl moadopa J03bl, a TaKKe €XKEMECAYHO Ioclie
JOCTUKEHUS CTAOUIIBHOM J103bI.

[ToBTOpHOE WCCNEAOBAaHUE TOCIE BBIABICHUS OTKJIOHEHHUS TMOKa3aTeleld (QYHKIWUU MEYEHH OT
HOPMBI IIPOBOJIAT B TedeHHe 3—5 nHel. Eciau chiBopoTOYHASI KOHIIEHTpalus o011ero OuinnpyonHa
yBEJIMYEHA, CIIEAYeT ONpPENeNIUTh KOHIIEHTPAIMIO €ro OTAENbHBIX (pakuuil. B ciydae
MOATBEPKJICHNS OTKJIOHEHUS OT HOPMBI KOHTPOJIb MPOAOKAIOT [0 Pa3pelleHus ITaHHOIO
OCJIO’)KHEHUS, €r0 CTa0MIM3aINK THO0 BO3BpAIlleHUs [TOKa3aTeae K HCXOIHOM KOHLIEHTPALIUH.

Jleuenue >nTpoMOOIIaroM MpeKpamaT B ciaydae > 3-KpaTHOTo npeBbleHust aktuBHocTu AJIT
BI'H y nanmeHToB ¢ HOpMaiabHON (yHKIMEH MEYSHHU WJIM B clydae > 3-KpaTHOTO YBEIMUYCHHS
OTHOCHUTEJILHO MCXOHOW KOHIIEHTpauuu (Miau > S-kpatHoro yBenudenus BI'H, B 3aBucumocTtu
OT TOT0, KaKOM TMOKa3aTelb HUXKE) Y MAIUCHTOB C MOBBIIMICHHOW akTUBHOCTHIO AJIT no Havyama
JICYEHUS U TIPU MOSBICHUH CIEAYIONINX TPU3HAKOB!

® [POTpPEecCCUPOBAHME HAPYIICHHUS, THOO

® COXpaHEHHE HapyIICHUS Ha MPOTSHKEHUH > 4 HeNleNb, JIN00

® Cro COYETAaHHE C MOBBIIMICHUEM KOHIIEHTPAIUU NPsIMOTo OunnpyOuHa, 1udo

¢ Cro COUCTaHHMC C KIMHUYCCKHMU CHMIITOMaMH HNOPAXCHUSA TCUCHU WM NPHU3HAKAMU
JIeKOMITeHCAllUU (PYHKIIHU TTICYCHH.

B cnyuyae npunsitus pemenus o HazHadeHuu npenapata DJITPOMBOIIAT-AJIMYM B nepBoit
nuaun Ttepanuu TAA cnemyer mpoBectu aHanu3 nokazateneir AJIT, ACT u OunupyOuna mo
Hayasa JieueHus. B ciaydae moBblieHHus nokaszatened AJIT Ha mpoTsHKEeHUM Tepanuu CleAyeT
koppekTupoBaTh 103bl npenapata DJITPOMBOIIAT-AJIMYM coriacHO pekoMEeHAAIusIM,
ykazaHHbIM B Tabmurie 5.

VY namuentoB c¢ 3aboneBanusiMu nedenn mnpenapatr JITPOMBOIIATI-AJIMYM cnenyer
MPUMEHATHh ¢ OCTOpOXHOCTHIO. Jleuenne mamueHToB ¢ UTII u pedpakreprnoit TAA Ha done
UMEIOUTNXCS HapylIeHUH QyHKINY EYEeHHU ClIelyeT HaYMHATh C MUHUMAJIbHON CTapTOBOM J03HI.
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ot 31.07.2025 Ne 19090
(MOCNEOOBATENLHOCTH 0001)

Tspxelnple TOpaKSHUS ICUYCHU

COOTBETCTBYET 2KCNEPTHOMY OTYETY

B knuHMYECKMX HCCIENOBaHUAX OBLIM OTMEUEHBI OTICNBbHBIC CIy4YaW TSKEIOro MOPaKCHHS
nedeHu. [loBpieHne 1abopaTOPHBIX MOKa3aTeNel MeYeH! BO BCEX CIIydasiX pa3peliangoch mocie
nepepeiBa Wik oTMeHbl Tepanuu npenapatom DJITPOMBOITAT-AJIMYM. B knuHuuyeckux
UCCIIEIOBAHUSAX Yy mnanueHToB ¢ TAA, KOTOpbIM HE MPOBOAWIACH MPOrpaMMHAs
MMMYHOCYTIPECCHBHAs Teparus, U y THanueHToB ¢ pedpakrepHoit TAA ciaydaeB pa3BUTHS
TSDKEJIOT0 TOpaKEHHUs! TEYEHH BBISBICHO HE OBbLIO, OJHAKO YHCIO MAIEHTOB C JIaHHBIM
NOKa3aHUEeM ObLIIO OTPaHMYCHO. YUUThIBask MpuMeHeHue npu TAA MaKkCUMaTbHOU JTOIyCTUMOM
no3bl mpemnapara (150 Mr/cyt) um xapakTep peakiuy, HE0OXOAMMO NPUHUMATh BO BHHUMaHHE
BO3MO>XHOCTb Pa3BUTHSI IOPAKEHUS NIEUEHU, MHIYLIUPOBAHHOTO IPUEMOM IIpernapara.

JlekomneHcarys GyHKIMY nedeHu (IpuMeHeHne ¢ neTepdepoHaMu)

JlexomneHcanust (GyHKIMU NEYCHN y TMallMEeHTOB ¢ XpoHuyeckuM BI'C: HE0OX01MM MOHUTOPUHT
NAIMEeHTOB ¢ HU3KOM KOHIIeHTpanuel anp0ymuna (< 3,5 r/m) unu 6aniaom > 10 mo mkane MELD.

VYV namuenTtoB ¢ xponndeckum BI'C u mupposom npu sedyeHun uHTEphepoHaMu-aab(a MOXKET
CYULIECTBOBATh PUCK JCKOMIEHCAUUHU (YHKIUU NeueHH. B IBYX KOHTPOIMPYEMBIX KIMHUYECKUX
UCCIICIOBAaHUAX C ydyaCcTHEM THanueHToB ¢ TpoMbOouutonenued u BI'C mokasarenw,
CBU/ICTEJILCTBYIOIIUE O JIEKOMITEHCAUU (DYHKIMM MEYEeHU (acLuT, IeYeHOUHas HIIe]amonaTus,
KPOBOTEUCHHE M3 BAPUKO3HO PACIIMPEHHBIX BEH, CIIOHTAHHBIA OaKTEepUAIbHBIM MEPUTOHUT),
yaie OTMe4alIuch B rpymme anrpombomnara (11 %), gem B rpymre miame6o (6 %). Y maiueHTos ¢
MCXOJIHO HU3KOM KOHIIEHTpanuen anpsoymuHa (< 35 /1 unum 6ammom > 10 mo mkane MELD) puck
JNeKOMIIeHcalluu (pYHKIMM TeueHu ObLT B 3 pasa BbIIIE, a TakKe ObUI0 OTMEYEHO YBEIMYEHUE
pHUCKa HEeXeTaTeNbHbIX PEaKIHil ¢ JIeTadbHbIM UCXOAO0M IO CPAaBHEHUIO C MAIMEHTaMH C MEHee
BBIpaXXCHHBIM MOpakeHneM neueHu. Kpome Toro, mpeumyuiecTBa Tepanuu, oOecredrBaomen
YCTOMUYUBBIA BHPYCOJIOTUYECKUN OTBET IO CPABHEHUIO C IJanebo, ObUIM HE3HAYUTEIbHBIMHU Y
JAHHBIX TALMEHTOB (B OCOOEGHHOCTH Yy MAIlMEHTOB C MCXOJHBIM adbOymuHOM < 35 T1/11) 10
CpaBHEHHIO C IPYMIOi B 1eJIOM. DATpoMOomar cieayer Ha3HayaTh TAKUM HalMEHTaM TOJbKO
10CJIe THIATEIbHOM OLEHKH OXKHuaaeMoro 3¢ ¢exra OT TepanuH M0 CPaBHEHHIO C BO3MOXHBIMH
PHUCKaMHU.

CJIG,Z[YGT TIIATCIBHO HaGJIIO,Z[aTB MNalnuCeHTOB C TAaKUMU NJAaHHBIMU Ha HAJIWYUC IPU3HAKOB U
CUMIITOMOB ACKOMIICHCAIIU (bYHKI_II/II/I IICUYCHHU.

Jlns nonydyenust uHGOPMALIUK O KPUTEPHUSIX OTMEHBI UCIOIb3YHTE HHCTPYKIIHIO 110 IPUMEHEHUIO
COOTBETCTBYIOIIMX MpemnapatoB uHTepdepona. [Ipuem npemapara DJITPOMBOITAT-AJINYM
ClielyeT IPEeKpaTUuTh B clydyae OTMEHbI IPOTUBOBUPYCHOW TEpaIluu B CBSI3U C JEKOMIIEHCALUEN
(GYHKIIMH TICYCHH.

ITpuMeHeHre ¢ aHTUBUPYCHBIMH IIpeHapaTaMHy IMPsIMOTo JICHCTBHUS

He u3ydensl 3heKTUBHOCTh U 0€30MaCHOCTh OAHOBPEMEHHOTO MPUMEHEHHUS AJITpomMoOoIiara ¢
IIPOTUBOBUPYCHBIMHM IIpENapaTaMH MpsMOrO  JCHCTBHS, pPa3peIIEHHBIMH JUI1  JICUYEHUS
xpornyeckoro BI'C (unruburopsr npoteassl BI'C, Hykieo3uaHble HHTHOUTOPHI TOJIUMEPA3bI,
HEHYKJICO3UJHBIE MHTHOUTOPHI mouMepasbl, NSSA HHTHOUTOPEI).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 31.07.2025 N= 13030

OCNEAOBATENBHOCTE 0001)

TpoMGOTHYECKHE H/HIH TPOMOOIMOOIMIECKUE DCITOMKHE

KonuyectBo TPOMOOIIMTOB BBILIIE HOPMBI MIPEACTABISAET TEOPETUYECKHI PUCK TPOMOOTHUECKUX
u/umu TpoMOOIMOOIMYECKUX OCIOKHEHHHA. B KIIMHMYECKUX HMCCIEeNOBaHMIX 3aTpoMOomnara y
nanpeHToB ¢ WTII TpomOGosMOomuyeckne OCIOXKHEHUS HaOMIOJAINCh TP KOJIMYECTBE
TPOMOOIIMTOB KaK HIKE, TaK U B MPeJIeIaX HOPMBI.

[Tanentam ¢ U3BeCTHBIMU (PAKTOpaMU pHCKa TPOMOOIMOOIMYECKUX OCIIOKHEHHH [TaKUX Kak
mytanus ¢axtopa V Jleiinena, nepunur anturpom6Obuna III (ATII), antudochonunuanbii
CHHJPOM U Jp.] CIIeAyeT YAETATH 0c000e BHUMAaHNE NIPH NPUMEHEHHUHN >ITpoMOomara.

CnenyeTr THIATETBHO KOHTPOJIHUPOBATH KOJMYECTBO TPOMOOIMTOB M PACCMOTPETH BOIPOC O
CHIW)KCHMH J03bI WJIM OTMEHE DSITpoMOoIara, ecid KOJIWYECTBO TPOMOOILMTOB TMPEBHIIIACT
1[eJIEBbIE 3HAYCHUSI.

B uccnenoanusx no UTII y 17 u3 446 nanuenrtos (3,8 %) Obut ormeueH 21 TpomOoTHUECKU
u/unu  TpoMO0IMOOIMUECKHi AMu304. TpoMO03MOOoNIHK BKIIOYAIN: 3MOOIHMIO, B TOM YHCIIC
JIETOYHYI0 3MOO0NIHI0, TPOMOO3 TIyOOKMX BEH, TPAH3UTOPHBIC HIIEMHUYECKHE aTaku, WH(apKT
MHOKap/a, HIIEMHYECKUH MHCYJIbT M 3aloJ03PECHHBIA MPOJIOHTUPOBAHHBIM 0OpaTUMBIi
UIIEMUYECKUN HEBPOJIOTHUECKUH Te(DUIIHT.

He cnemyer mpuMeHSTH 31TpoMOOIar /sl JICYSHUs AIIMCHTOB ¢ HapylIeHueM (YHKIUHU TICUYeHH
(> 5 6ammoB no mkane Yaitnna — [1p10), eciiu oxugacmast 1oJib3a He MPEBBINIACT YCTAHOBIICHHBIN
pHucK TpoMO03a BOPOTHOM BeHBI. Eciy ieueHne cuuTaeTcs 1esecoo0pa3HbiM, CIEIyeT COOMI0aaTh
OCTOPOYKHOCTH TPH MPUMEHEHUH YITPOMOOIIara y NaueHTOB ¢ HapyIeHHeM (YHKIINHU TICYCHH.

B 2 KoHTponHMpyeMbIX MCCIEIOBAHUSAX C YYaCTHEM MHAIMEeHTOB ¢ TpoMOoruTonenueid u BI'C,
noJrydaBIIuX Tepamnuio uHTepdeponom (n = 1439), y 38 u3 955 nanuentos (4 %), moayyaBIIMX
antpombonar, U 'y 6 wu3 484 mnauuentoB (1 %), momywaBmux rianebo, OTMEYalUCh
TPOMOOTHYECKHUE UITH TPOMOOIMOOTMYECKHE OCIIOKHEHUS (KaK BEHO3HBIC, TaK M apTEepPHAIIbHBIC).
OcnoxHeHMsI TPEUMYILIECTBEHHO OBbIIM HETSKEJIBIMA M Pa3pellIACh K KOHILY HCCIIE€AOBaHMUS.
TpomO03 BOpPOTHOW BEHBI OBUT HauboJIee PacHPOCTPAHEHHBIM U3 TPOMOOIMOOIUUECKHUX
OCJIOXHEHHUH B 00eux rpynnax (2 % nmanueHToB, MoJIydaBIIUX nTpomobonar, u < 1 % nanueHTos,
NOJy4yaBIIMX IU1ane00). BpemeHHONW CBA3M MEXIy HadalioM JIEYeHUS M pa3BUTHEM
TPOMOOTHUYECKUX W/WIHA TPOMOO3IMOOIMUECKUX OCIOKHEHUN HE HaONI0AanoCh. Y MAIMEHTOB C
HU3KOH KoHLeHTpanuel anbOymuna (< 35 r/n) nnu 6amnom > 10 mo mkane MELD ormeueHo
JIBYKpaTHOE YBEJIMYEHHE PUCKA PA3BUTUS TPOMOOIMOOIMYECKUX OCIOKHEHMH B CPaBHEHUU C
ManydeHTaMu ¢ 0ojiee BBICOKOW KOHIIEHTpaluel anb0yMHuHa; MalMeHThl B Bo3pacTe 60 jeT u
CTapIlleé UMENIH JIBYKPAaTHOE YBEIMUYCHHME PUCKA Pa3BUTHs TPOMOOIMOOIMUYECKHX OCIIOKHEHHH,
yeM OoJsiee MOJIOJble NAalMEHThl. OaTpomOonar cieayeT HPUMEHSATb AJIs JICUEHUS TaKux
NAIMEeHTOB TOJBKO MOCJE TINATEIFHOTO CPAaBHEHHS OKUIAEMOM MOJIB3bI U BOZMOXKHBIX PHUCKOB.
BonbmuHCTBO ciiyyaeB TPOMOOTHUECKUX U/WIH TPOMOOIMOOIMUECKUX OCIIOKHEHUN HE TIPUBEIIO
K IIPEKpAaIEHUI0 POTUBOBUPYCHOM TEpaIu.

B KoHTpomupyemMoM HcCIEOBaHMM C Y4YacTHEM IAllMEHTOB € TpPOMOOLMTONEHUEH W
XpOHMYECKMMH 3a00jeBaHUsAMU MedeHH (n = 288), mepeHecluX IUIAaHOBBIE WMHBA3HMBHBIE
BMEILIATENCTBA, PUCK TPOMOO3a B CHUCTEME BOPOTHOW BEHBI ObUI IOBBIIIEH y MHAIMEHTOB,
NOJyYaBIIUX AITpoMbonar B 103e 75 Mr 1 pa3 B cyTKH B TeueHue 14 qHei.
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ot 31.07.2025 N= 13030

VY mectu u3 143 (4 %) B3pOCIBIX MAIUEHTOB ( XDOHH&&%gﬁjg&Q&%MQ -lr-laﬁzl/:{';'u!;hmx

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ANITpOMOOIIAT, Pa3BHINCH TPOMOOIMOOIMYECKHE OCTIOKHEHUS (BCE B CUCTEME BOPOTHOM BEHHI), a
B IpyIIIe [1a11e00 TpPoMO0IMOOTMUECKUE OCIOKHEHUS Pa3BIIINCH y IBYX U3 145 (1 %) manneHTOB
(1 cimyuait B cuctemMe BOPOTHOW BeHbI U 1 ciydail mH(papkTa MHOKapaa). Y MATH NAIMEHTOB,
NOJYYaBIIUX JIEYEHUE AITPOMOONaroM, TPOMOOIMOOINYECKHE OCIOXXHEHUS pPa3BWINCh B
teueHue 30 AHEH mocie 3aBEpIICHHS MpUeMa SATpoMOornara mpu KOJIHYECTBE TPOMOOIIMTOB,
npessbimasieM 200 000/mMxo.

B knuHMueckux uccnenoBanusx peppaxkrepHoit TAA ciyyaeB pa3BUTHS TPOMOOTHUECKUX W/UIH
TPOMOOIMOOTMUECKUX OCIOKHEHUI BBISBICHO HE OBLIO, OJTHAKO YMCIIO MAI[EHTOB C JaHHBIM
noka3aHueM Obuto  orpaHuyeHo. HeoOXoaMMO  y4WTBIBaTH  BO3MOXKHOCTH — Pa3BUTHSA
TPOMOOTHYECKUX W/WIN TPOMOOAIMOOIUYECKUX OCJIOXKHEHUW, WHIYIUPOBAHHBIX ITPUEMOM
npenapara DJITPOMBOITIAT-AJIMYM, B nomyJsuuu MalMeHTOB, MPUHUMAasi BO BHUMaHHE
Ha3HaYeHHE MaKCHUMAaJIbHO JTOMTYCTUMOM TO3bI U XapaKTep PeaKiuu.

[penapar DJITPOMBOIIAT-AJIMYM He cregyeT NpUMEHSTH AJIS JeUSHHUsS] TPOMOOLIUTONICHUH
y TAIMeHTOB C XPOHHYECKUM 3a00JICBaHMEM II€YEHHW B paMKaxX MOATOTOBKM K HWHBA3WBHBIM
nporenypam  (Hampumep, OuWONCHUS  TEYEHH, TPAHCHIOTYISPHOE  BHYTPHIIEYCHOUHOE
HOPTOCUCTEMHOE ITYHTUPOBAHUE, YHAOCKONUYECKUH METO/ JICUEHUs] BAPUKO3HOTO PACHIMPEHUS
BCH IMHIIIEBOIA).

KDOBOTG‘-IGHI/IG IOCJIC IPCKpallCHUSA JICUCHUA 3JITDOM60H3.I‘OM

ITocne mnpekpamenus tepanuu mnpenapatom JITPOMBOIIATI-AJIMYM, Ha3zHaueHHOW mJist
nedyeruss UTII u BI'C, y 60mbmnHCTBa AIMEHTOB KOJIMYECTBO TPOMOOIIMTOB B TEUCHUE 2 HE/IEIb
BO3BPAIIACTCA K HCXOJHOMY 3HAYCHHUIO, YTO TIOBBIIIACT PUCK Pa3BUTHUS KPOBOTCUEHHUS, a B
HEKOTOPBIX CIIy4astX MOKET MPUBECTH K KpoBOTeUeHHUI0. KomndyecTBO TpoMOOIIUTOB HEOOXOAMMO
CIKCHCICIIBHO KOHTpO.HI/IpOBaTB Ha HpOTH)KeHI/II/I 4 HEACIIb ITOCJIC OTMCHBI 3HTpOM6OHaFa.

IIporpeccuposanue cymiectByromero MJIC

Aronuctsl perneniropa TpombonodtuHa (TPO-R) sBasitorest pakropamu pocTta, MPUBOIAIIUMH K
pocty u nudGepeHIUPOBKE KIETOK-TPEANIECTBEHHUKOB, B T.4. AU(P(EPESHIIMPOBKE U BHIPAOOTKE
TpombonuToB. Dkcnpeccus TPO-R npoucxoanT Ha MOBEPXHOCTH KIETOK MUEIOUIHOTO POCTKA.

CyiiecTByeT ornaceHue, 4YTo mnpumeHeHne aroHuctoB TPO-R  wMoxer cTUMyIupoBath
IPOrPECCUPOBAHUE CYUIECTBYIOIIUX 3JI0KAYECTBEHHBIX F€MAaTOJIOTMUYECKUX 3a00JIeBaHUM, TaKUX
kak MJIC. B KIIMHUYECKUX UCCIAEIOBAHUAX NP TpUMeHeHUun aroHucToB TPO-R y manueHToB ¢
MJIC oTMe4YeHBI caydyau TPaH3UTOPHOTO YBEIWYEHHS KOJIMYECTBa OJIACTHBIX KIIETOK, a TaKKe
cirydau nporpeccun MJIC 10 0cTporo MUEIOUAHOTO JIEUKO3a.

C nensro noareepxkaenus auarsoza UTII wim TAA y manueHTOB MOKHIIOIO BO3pacTa CIEAyeT
HCKITFOUHTh JPYTUE KIMHUYECKUE COCTOSIHUS, MPOSBIISIOMIMECS TPOMOOIIUTOTICHUEH, B YACTHOCTH
uckiounth auarno3 MJIC. Crnemyer ydecTb BO3MOXXHOCTH MPOBEIEHUS MYyHKIMH W OHOIICHUU
KOCTHOTO MO3Ta Ha MPOTSHKEHUW TEUEHUS 3a00JI€BaHUsI U TEPAIK, B OCOOCHHOCTH Y TTAllUCHTOB
CTapme 60 JICT, ITalIIMCHTOB C CUCTCMHBIMU HpO}IBHeHI/IHMI/I N I1aToJOIrmycCKUuMM
HpO}IBHeHI/IHMI/I, TaKHUMH KaK yBeaneHHe KOJIMYCCTBA 6HaCTHBIX KJIICTOK B nepmbepnqeacoﬁ
KpPOBHU.
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ot 31.07.2025 N= 13030

D¢ heKTUBHOCTL M 0€30MMaCHOCTh TPUMEHEHUS nTp0M6bgg}a:HEﬂ]ﬁ?é&é‘H-Eﬁj}1lbWﬁg ga%gﬁle-'a i

COOTBETCTBYET 2KCNEPTHOMY OTYETY

U COCTOSIHMH, COMPOBOXKJIAIOMIMXCS TPOMOOIMTONEHUEH, BKJIIOYas TPOMOOIUTONEHHUIO MOCHe
XUMUOTEPANUU U MUEJIOAUCIUIACTUYECKUE CUHAPOMBI, B HACTOSAIIEE BPEMsI HE YCTAaHOBJICHBI.

[lpoTuBONOKa3aHO MpHMEHEHHWE dSiATpoMmOomara JUIsl  KOPPEKIHMH  TPOMOOIMUTOIICHHH,
oOycnoBnenHoil MJIC wunaM [ApyrMMH COCTOSIHUSMH, KpoMe OJOOPEHHBIX IIOKa3aHUH K
NPUMEHEHHIO, BHE PaMOK KITMHHYECKUX UCCIICTOBAHHIA.

310Ka4eCTBCHHEIC HOBOO6DaBOBaHI/I}I X IIpOorpe€CCUpPoOBaAHUC 3JIOKAYCCTBCHHBIX HOBOOGD&SOB&HI/Iﬁ

CyliiecTByeT TeOpeTHYecKass BO3MOKHOCTb, 4TO aroHucTel TPO-R wmoryt crumynnpoBaTh
MIPOTPECCUPOBAHKE CYIIECTBYIONINX T€MAaTOJIOTHIECKUX HOBOOOpa3zoBanuii, Harpumep MJIC.

B xone knmuanueckux uccinenopannii y naueHtos ¢ UTII (n =493) u BI'C (n = 1439) ne mokazano
pa3uuuii B 4YacTOTE Pa3BUTHUS 3J0KAYECTBEHHBIX HOBOOOPA30BaHWN WM 3JI0KAYECTBEHHBIX
3a001eBaHU KPOBH MEXIY MAIllMEHTaMU, ITOJTyYaBIIMMH TUTare0o0, v marueHTaMu, MoTy4aBITuMy
aaTpoMOoOIar.

D10 corjacyercs ¢ WHpOpMAIMel, MOMyuYeHHOW B XOJ€ MOKIMHHYECKUX HCCICIOBAaHUM, B
KOTOPBIX HE OBUIO TOJIyYe€HO CBHJETENBCTB 3JIOKAUYECTBEHHOM mponudepannu KIETOK MpH
UHKyOalliM B MPHUCYTCTBUU HSnTpomOomnara kieToyHbiX JUHUNA MJIC, KJIeTOUHBIX JMHHMA
pa3IMYHBIX THUIOB JIEHKO3a W KJIETOYHBIX JIMHUH COJMIHBIX OMYyXOJIeH (TOJICTOM KHIIKH,
IpeJICTaTeNbHOM JKeJe3bl, IMYHUKOB U JIETKHX).

Iurorenernueckue anoManuu 1 pazsutue MJIC / ocTporo MUEIOUIHOIO JIEHK03a V ITAIIUEHTOB C
TAA

N3BecTHO, UTO IUTOT€HETUYECKHE aHOMAJIMU BCTpedaroTcs y nmanueHToB ¢ TAA. Her naHHBIX,
CBUJICTEJILCTBYIONINX, YTO OATpOMOOMNAar CrnocoOCTBYeT TOBBIIMICHHIO PHUCKA Pa3BUTHUSA
IUTOTCHETUYECKUX HapylmieHud y mnanueHToB ¢ TAA. B KIMHMYECKOM UCCIEIOBAaHUU
antpom6Oomara Il ¢a3er y marmenToB ¢ TAA 9acToTa HOBBIX IIUTOTCHETUYSCKUX aHOMAIUN ObLIa
ormeueHa y 19 % marnuenTos (8 u3 43 ManMeHToB, y MSTH U3 HUX ObUTM OTMEYEHBI H3MEHEHUS B
xpomocome 7). CpeHee Bpemsi pa3BUTHUS IIUTOTC€HETUYECKUX aHOMAJIUM OT Havalla MCCIIeI0BAHUS
cocTaBmIIo 2,9 Mecsa.

B knuHu4eckux uccieqoBaHusx nrpomoonara y manueHToB ¢ TAA y 4 % nanuentos (5 u3 133)
ob1 quarnoctupoBad MJIC. Cpenree BpeMs OT Hadasa Je4eHuUs 2ITPOMOOIIAroM 0 MOCTAaHOBKHU
IUarHo3a COCTaBIIIO 3 MecsIa.

Hns  mauwentoB ¢ TAA, pE3UCTEHTHBIX WM MPEIBAPUTENIHHO MPOLIEAIIUX  KypC
UMMYHOCYTIPECCUBHOM TEpanuu, pPeKOMEHAYETCS IMTOr€HETHYECKOE HCCIIEJJOBaHME acmlupara
KOCTHOT'O MO3Ta JI0 Hayaja Tepanuu 3JITpoMOoIaroM, Ciycrts 3 mMecsiia nocjie Hayana Je4eHus u
yepe3 6 MecsIeB Mociie OKOHYaHUs MpuMeHeHus antpomOonara. Eciu oGHapyXuBaroTCsl HOBBIE
[IUTOTEHETHYECKUE aHOMAJIUU, HEOOXOAMMa OIICHKA IIeJIeCO00Pa3HOCTH MPOJOJDKEHUS TepaIrun
ANITPOMOOIAroM.

Karapakra

B TOKCHKOIOrMYEeCKHX HCCIIEOBAaHUSAX >NTpoMOonara y TphI3YHOB BBIABISUIACH KaTapakTa.
Pexomen10BaHO M1aHOBOE HAOJIOACHUE MTALIMEHTOB HA IPEMET PA3BUTHS KaTapaKThL.
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KOTOpBhIC TIONydYaldW JIeUeHHE Ha OCHOBe wuHTeppepoHoB (n = 1439), coobmanoce o
IIPOrPECCUPOBAHUNU KaTapaKThl, CYIIECTBOBABILIEH NCXOJHO, UM O MOSBJIECHUU KaTapakTel y 8 %
NaIMEeHTOB B IpyIIie aTpoMOomnara u 5 % mauueHToB B TpyIIe mianeo.

Y umaenue uarepsaia QT/QTc

UccnenoBanue BnusiHus mpernapara Ha uHTepBan QTc ¢ ydactheM 310pOBBIX JOOPOBOJBIICB,
MOJTy4aBIIUX AITpoMOorar B 1o3e 150 Mr B CyTKH, HE BBISIBUIIO KJIMHHYECKH 3HAYUMOT0 3¢ dekTa
mpernapara Ha penoysipu3anuio cepaua. YmmHeHue wuHTepBasia QTc peructpupoBaium B
KIIMHUYECKHUX MCCIIEIOBAaHMIX C yaacTreM nannueHToB ¢ UTII u marmeHToB ¢ TpOMOOIIUTOTICHHUEH,
nHpummpoBanabix BI'C. Knuanyeckas 3HaunMOCTh IAHHBIX SIBJICHUH y/UTMHEHUS nHTepBaia QTc
HE YCTaHOBJICHA.

YTpaTa oTBETa Ha TEPAIUIO BHTDOMGOHaFOM

VYTpata oTBeTa WJIM HECIIOCOOHOCTH TOIJEPKUBATh KOJIUYECTBO TPOMOOIMTOB TPH JICUCHHUH
3ATpOoMOOTIaroM B PEKOMEHAYEeMOM JHamna3oHe TpeOyeT IOMCKa TNPUYHHBI, OOBSICHSIONICH
yTpaTy/moTepo OTBETA.

BiausHue Ha cepoIoruuecKre NoKa3aTenau

OntpoMOonar OYeHb OKpAIleH, IO09TOMY MOXKET OKa3blBaTh BIMSHHE Ha HEKOTOPHIC
7a0OpaToOpHbIe IOKa3arelu. B psne ciaydyaeB y MalUeHTOB, NPUHHMABIIUX AJITPOMOOIAr,
cooOmanock 00 0O0eclBEYMBAHUM CHIBOPOTKM KPOBH M BIMSHHM Ha IMOKa3aTead OOIIEero
OunupyOuMHa W KpeaTuHHHA. Ecim pe3ynbTarhl 1a0OpaTOPHBIX MCCICAOBAHUNA M KIMHHYECKHX
HaOJIIOICHUH TPOTHBOpEYAT APYT APYTY, TO P HATHYMH KIMHUYECKH YCTAaHOBICHHOM KEITyXU
B ONPEICNICHUH JOCTOBEPHOCTH HH3KOI KOHIEHTpAIMU 00mero OMIMpyOMHAa MOXKET MOMOYb
OJIHOBPEMEHHOE OIpeJeNICcHue IoKa3aTeneil amuHoTpaHc(epas, B Clydae K€ HEOXKHIAHHO
BBICOKMX IOKa3aTeleil CHIBOPOTOYHOIO KPEaTHHHHA CIIEIYeT IPOBOIMTH OICHKY ITOKa3aTells
MOYEBHHBI KpoBH. [I0BTOpHOE 1a00paTOpHOE HCCIEJOBAaHUE C HCIOJIB30BaHHEM JPYTOro METOo/a
aHaJIN3a TaK)Ke MOXKET TOMOYb B ONPE/ICTICHIH JTOCTOBEPHOCTH JIHarHO3a.

4.5. B3amMmopeiicTBHe ¢ JPYTMMH JICKAPCTBEHHBIMH IIpenapaTamMM M JApyrue BHABI
B3alMOeliCTBUSA

Bimsaue BHTDOMGOHaI‘a Ha ApYTHUEC JICKAPCTBCHHLBIC MIPCIIapaThl

Uneubumopwvr ' MK-KoA-pedykmaswi

[Ipumenenue sntpomOomara B go3e 75 Mr 1 pa3 B CyTKM B TE€UCHHE 5 JTHEH C PO3yBacCTaTHHOM,
SBIISIOUIMMCSL CyOCTpaTOM TOJMIIETITHIA, TPAHCHIOPTUPYIolero opranudeckue anuonsl (OATP)
1B1, u Genka pe3sucTeHTHOCTH paka Mojo4yHoi xene3bl (BCPR), B omnokpaTtHO# nmo3e 10 mr
BBI3BIBAIO Y 39 370pOBBIX JOOPOBOJIBIEB yBETUUEHUE MAaKCUMabHOU KOHUEHTPAMH (Cmax) 10
103 % [90 % AW (AW = noepurenbHBIA uHTEepBan): 82 %, 126 %] u miomand mon
(apMaKOKUHETUYECKON KPUBOW «KOHIIEHTpALUs — BPEMsD» pO3yBacTaTWHA ¢ MOMEHTa IpHeMa
JekapcTBeHHoro mnpemnapara 10 6eckonedHoctu (AUCo«)) 10 55 % (90 % AU: 42 %, 69 %) B
IU1a3Me KpPOBHU.

Oxupaercss TakKe B3aMMOJCHCTBHE ¢ ApyrumH mnpenaparamu-unruoutopamu ['MK-KoA-
penyKTa3bl, B TOM YUCIIE€ aTOPBACTATUHOM, (DIIyBacTaTWHOM, JIOBACTATHHOM, IPABACTATHHOM M
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cUMBacTaTMHOM. [Ipu OHOBpEMEHHOM NpPUMEHEHUH c'@%ﬁ%gﬁﬁ&%léﬁ%g 11;5’63;7['8}136%

BO3MOXXHOCTh CHIKEHUS 10361 HHTHOUTOpoB 'MK-KOA-penykTassl ¢ THIATEIBHBIM KOHTPOJIEM
HEeXeJaTeNIbHbIX peaKIuil Ha CTaTUHBI (CM. pazzen 5.2).

Cyocmpamot OATPIBI u BCRP

[Ipu opHOBpeMEHHOM TNpUMEHEHHUH HnaTpomOomara ¢ apyrumu cyocrparamu OATPIBI
(manmpumep, metorpekcar) 1 BCRP (nmanpumep, TOoTekaH U METOTpPEKCAT) ClIeayeT coOIr0aaTh
OCTOPOXKHOCTH (CM. pazaen 5.2).

Cyocmpamul yumoxpoma P450

B wucciaenoBaHHsAX C  HCIONB30BAaHHMEM MHUKpPOCOM II€YEHM 4YelloBeKa »nrpombonar (B
KOoHIeHTpauuu 10 100 MMOJIb) HE IPOJEMOHCTPUPOBAI i1 Vitro MHTHOMPOBAaHUS U30()EePMEHTOB
nurtoxpoma P450 (CYP) 1A2, 2A6, 2C19, 2D6, 2E1, 3A4/5 u 4A9/11 u Obu1 mHTHOUTOPOM
nzodepmentoB CYP2C8 u CYP2C9 no naHHBIM U3MEpPEHUN ¢ UCTIOIB30BAaHUEM TAKJIMTAKCENIa U
nuKIo(eHaKa B KaueCTBE MapKEPHBIX CYOCTPaToB.

[Tpuem snTpomOomnara B 1o3e 75 mr 1 pa3 B CyTku B TeueHHe 7 AHEH y 24 30pOBBIX MYXKUWH-
JOOPOBOJIBIIEB HE MHTMOMPOBAJ M HE BBI3BIBAJ MHIYKIMHU MeTab0In3Ma MapKepHbBIX CyOCTpaToB
depmentoB 1A2 (kodeun), 2C19 (omenpazon), 2C9 (dpaypounpoden) i 3A4 (Mugazonam).
KnuHuyeckn 3Ha4MMBIX B3aMMOJEHCTBHM MPU OJHOBPEMEHHOM HPHUMEHEHHMHU 3JTpoMOomara u
cybcrparoB rutoxpoma CYP He oxumaercs (cm. pazmen 5.2).

HUneubumopwvl npomeasvr BI'C

He tpeOyercst koppekuus A03bl 3iTpoMOOmnara Mpu €ro OJHOBPEMEHHOM NPUMEHEHUU C
TenanpeBupoM uian OonenpeBupoM. I[Ipu OIHOBpEeMEHHOM NpPHUMEHEHUHU HnTpoMOonara B
omHOKpaTtHOM a03e 200 Mr m TenampeBupa B 103¢ 750 Mr Kaxaple 8 4acoB HE HAOIIOAAIOCH
WU3MEHEHUN SKCIO3UIUMU TelanpeBUpa B IIa3Me KpoBHW. lIpy OIHOBpEMEHHOM INPUMEHEHHUH
antpombomnara B ogHoKpaTHOH 103e 200 Mr u GouenpeBupa B no3e 800 Mr kaxaple § 4yacoB HE
HaOJII0a7I0Ch M3MEHEHWH paBHOBECHOM IUIOIAAM T1OJA  (papMaKOKMHETHYECKOW KpUBOM
«KOHIIEHTpanus — BpeMs» B untepBaie no3upoBanus (AUCo-r)) OouenpeBupa B mia3Me KpoBH,
OJIHAKO OTMEYEHO yBeIn4eHUE Cmax Ha 20 % U CHUXKEHHE MUHUMANbHON KOHUEHTPAUH (Cmin)
Ha 32 %. KimHundeckas 3Ha4YuMOCTb yMEHbBIIEHHUS] Cmin HE YCTAHOBJIEHA, PEKOMEHIOBaH
THIATENBHBIA KIIMHUYECKUH U JTab0opaTopHbI MOHUTOPHUHT cynpeccuu HCV.

JIekapCcTBEHHBIC CPEJICTBA, KOTOPhIE MOTYT OKAa3bIBAThL BIMSIHNE Ha 3HTDOM60HaI‘

Luxnocnopun

OTMe4YeHO yMEHbILIEHHE HKCIIO3ULIUH 3ATpOoMOoIIara pu OAHOBpEMEHHOM npuMeHeHuu ¢ 200 mr
u 600 mr numkiocnopuHa (uaruobutopa BCRP), xoropoe He pacieHEHO KakK KIMHUYECKH
3Haunmoe. [Ipumenenue snrpombonara B 0OHOKpAaTHOU 1o03e 50 Mr ¢ HUKIOCIIOPHHOM B J103€
200 mr cHIXANT0 Cmax 1 AUC(0-0) 21TpOMOOTIara Ha 25 % (90 % AU: 15 %, 35 %) u 18 % (90 %
HU: 8 %, 28 %) coorBeTcTBeHHO. OMHOBpeMeHHOE BBeAeHne 600 MI ITMKIOCTIOpUHA CHIDKAJIO
Cinax 1 AUC () antpombomnara Ha 39 % (90 % JAU: 30 %, 47 %) u 24 % (90 % JAU: 14 %, 32 %)
COOTBETCTBEHHO. Ha mpoTskeHuM Kypca Tepanuy 3ITpoMOONaroM BO3MOXHA KOPPEKLUS €ro
036l Ha OCHOBAaHMM TIOZiCUe€Ta KoimdecTBa TpoMmOoruToB (cM. pazaen 4.2). Cnemyer
KOHTPOJIMPOBATh KOJIMUYECTBO TPOMOOIIMTOB €XKEHEAEIbHO Ha MPOTSHKEHUH 2—3 Heaelb Ha QoHe
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TpOMGOLII/ITOB BO3MO>XHO BO3ZHMKHOBCHUC H€O6XO,Z[I/IMOCTI/I YBCIUMUCHUA NO3bI 3HTpOM6OHaFa.
Honusanenmuole kamuonwl (06pa306aHue XeiaamHvlx KOMI’UZ@KCO@)

OnTpombomnar o0pa3yeT XelaTHbIE COSAMHEHHS C TaKUMH TOJWBAJICHTHBIMH KaTHOHAMH, KaK
ATIOMUHUM, KalblMd, >Xelne30, MarHuii, CeJeH W IHWHK. [IpuMeHeHHWe »saTpombomnara B
OJIHOKPAaTHOM J03€ 75 MI' C aHTalMJIOM, COJEPXAIIUM MOJMBAJICHTHbIE KaTHOHBI (1524 wmr
QIIOMUHUS THApOKcuaa U 1425 mr marausa kapOonata), npuBogwio K CHIKEHHIO AUC (o o)
antpombonara B mazme Kposu Ha 70 % (90 % IA: 64 %, 76 %) u Cmax Ha 70 % (90 % AU: 62 %,
76 %).

Bo wu30exaHue 3HAYUTENHHOTO CHIDKEHHUS BCACBIBaHMS diTpoMOomara cieayeT MpHHUMATh
AHTAIU/bl, MOJOYHBIC TMPOIYKTHl W MHUHEpAIbHBIE M00aBKH, COICpXAIlUe IOJIUBAICHTHBIC
KaTUOHBI, 1O KpaifHel Mepe 3a 2 yaca 10 WU 4Yepe3 4 dvaca Tocie MpueMa Ipenapara
DJITPOMBOITAT-AJIMYM (cwm. paznenst 4.2 u 5.2).

Kombunayus nonunasupa c pumonasupom

OnHOBpEeMEHHOE TPUMEHEHHE dATpoMOoIara 1 KOMOMHAIMHY JIOTIMHABUPA C PUTOHABUPOM MOXKET
NPUBECTH K CHUYKEHUIO KOHIICHTpaluu antpomobonara. B uccnenosanuu ¢ yuactuem 40 310pOBBIX
JOOPOBOJIBIIEB YCTAHOBJIEHO, YTO OJHOBPEMEHHOE OJHOKpPATHOE NMpPUMEHEHHE AITpoMOornara B
no3e 100 Mr m MHOTOKpAaTHOE NMPHUMEHEHHWE KOMOWHAIIMU JIONWHABUpPA C PUTOHABHUPOM B J03€
400 mr/ 100 mr 2 pa3a B cyTku npuBoauiio K cHmkeHuio 3HaueHusI AUC ) dnTpombOormnara B
ma3me kpoBu Ha 17 % (90 % JAU: 6,6 %, 26,6 %).

CHGHOB&TGHBHO, HpI/I O,Z[HOBpeMeHHOM HpI/IMeHeHI/II/I 3JITpOM60HaI‘a n KOM6I/IHaI_[I/II/I JIOHI/IHaBI/Ipa
C PUTOHABHPOM HEOOXOAMMO MPOSIBIIATH MOBBIIICHHYIO OCTOPOKHOCTh. HE0OX0 MM TIaTe IbHBIN
KOHTPOJIb KOJIMYECTBA TPOMOOIIMTOB MUHUMYM €KEHECIBHO Ha MPOTSHKEHUU 2—3 HEeleab s
HaJUIeKAIEro Imoadopa A03bl dATpoMOONara MpyW HA3HAYCHHH WM OTMEHE KOMOWHAIUU
JIOTIMHABHPA C PUTOHABUPOM.

HUneubumopul u unoykmopwt uzogpepmenmos CYPIA2 u CYP2CS

Merabonu3m »aTpoMOONara OCYIIECTBISIETCSI MHOXKECTBEHHBIMH ITyTSAMH, B TOM YHCIE C
BoBiedeHneM wu3opepmentoB CYPIA2, CYP2CS, UGT1Al u UGTI1A3 (cm. pasmen 5.2).
JlexapcTBeHHbIE IpenapaThl, KOTOPbIE MHTUOMPYIOT HIIM HHAYLIUPYIOT TOJIBKO OAMH U30()EPMEHT,
BPSIIL JIM MOTYT 3HAYMMO M3MEHATh KOHLEHTPAIMIO ITpoMOonara B IiasMe KpoBu, B TO BpeMs
KaK JICKQpCTBEHHbIE IIpernaparbl, HWHTUOMPYIOUIHME WM WHAYLHUPYIOIIUE MHOXKECTBO
U30(epMEHTOB, 00J1a/1al0T OTEHIMAJIOM YBEIMYMBATh (HanpuMmep, (IyBOKCAMUH) UM CHUXKATh
(HampuMep, prudaMIUIMH) KOHIEHTPAIHIO 3ITpoMOonara.

Hneubumopor npomeasvr BI'C

[Ipu oHOBpEeMEHHOM MPUMEHEHUH TOBTOPHBIX 103 Oomenpesupa mo 800 Mr kaxiple 8 4acoB UIIH
tenanpeBupa B ao3e 750 mr kaxzasie 8 yacoB u mpemnapara DJITPOMBOITIAT-AJIMYM B
OJHOKpaTHOH 103¢ 200 MT HEe HAOIIOAAIOCh U3MEHEHU KOHIICHTPAILUK dATpoMOoTara B ria3me
KPOBH J10 KJIMHUYECKU 3HAYMMON KOHIIEHTPAIUH.
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Jlexapcmeennvle npenapamot 013 nevenus UTI,

JlexapcTBEeHHbIE IIpENapaThl, KOTOPbIE MPUMEHSIN B KIMHUYECKUX MCCIEA0BAaHUAX JJIs JIEUEHUS
WTII B xoMOMHaNMu ¢ 31TPOMOOIIAroM, BKIIIOYAIU: TIIFOKOKOPTUKOCTEPOUBI, 1aHA30J W/HUIH
a3aTHONPHUH, UMMYHOIJIOOYJIMH U aHTU-D mMMyHOroOysnnH BHyTpuBeHHO. IIpu npumeHeHuu
npenapara JOJITPOMBOIIAT-AJIMYM B KOMOWMHAnmuMM ¢ JPYTUMHU  JIEKapCTBEHHBIMU
npenapatamu Ais jgedeHuss UTII Heo0XoauMO KOHTPOIMPOBATH KOJMYECTBO TPOMOOLUTOB BO
n30ekaHue BbIX0/1a 32 MpeJielibl pEKOMEHIOBAaHHOTO AMarna3zoHa (cM. pasnen 4.2).

BsanMoelicTBUE ¢ nUINEN

[Ipuem nsnrpomOormara B OmHOKpaTHOM n03¢ 50 Mr co CTaHAAPTHBIM BBICOKOKAJIOPUHHBIM
3aBTPAKOM, COZEP)KAIIMM OOJBIIOE KOJIUYECTBO JKUPOB M MOJIOUHBIE MPOAYKTHI, CHMKAET
nokazarenb AUC o) 3aTpom6bomiara Ha 59 % (90 % JAU: 54 %, 64 %) 1 Cmax Ha 65 % (90 % [AU:
59 %, 70 %).

[Tuma ¢ HeGoMbIIUM cosiepikaHreM KanbITus (< 50 MT KaJIbIHs ), BKIIFOYaronas PpyKThl, IOCTHYIO
BETUHHY, TOBSIIMHY, HeoOoramieHHbIe (0e3 700aBOK KaJIbIIHS, )KeJie3a U MarHus ) ppyKTOBBIC COKH,
HEOOOTallIeHHOE COEBOE MOJIOKO, HEOOOTAlICHHYI0 KpyMy, HE OKa3blBaeT CYIICCTBEHHOTO
BIUSHUS Ha TUIA3MEHHYIO JKCIIO3UIMIO AITpoMOonara BHE 3aBHCHMOCTH OT KaJIOPUHHOCTU U
CoJIepaHusl KUPOB B Nullle (cM. pazaen 4.2).

4.6. DepTUIBLHOCTH, 0EPEMEHHOCTH U JIAKTALMS

bepemeHHOCTB

Hert nanHBIX O MpUMEHEHUH MpenapaTa BO BpeMsi O6peMEHHOCTH y uesioBeKa. B nccienoBanusax
y KMBOTHBIX Oblja BBISBICHA PENPOJYKTHBHAS TOKCHYHOCTb IPH BBEAECHUHM HIITpomOonara
OepeMEeHHBIM KMBOTHBIM B IIEepUOJ oOpraHoreHes3a. IloTeHIManpHBIA pUCK U1 4YeJIOBEKa
HEU3BeCTeH. B ciydyae npuMeHeHMs Ipenapara Ipu OEpEeMEHHOCTH WM IpHU pa3BUTHH
OepeMeHHOCTH Ha (OHE MPHMEHEHHs Mperapara cileqyeT NMPOouH(OPMHUPOBATH MALUEHTKY O
NOTEHIMATILHOM pHUCKe Ui Tuioja. [IpuMenenue mpenapara npu 6epeMeHHOCTH BO3MOXHO JIUIIIb
B TOM ClIy4ae, KOrja IOTEHLHMAIBHBIA PUCK Ul IIOAA ONPABJAH OKHUIAEMOM IOJIB30U I
matepu. Ilpumenenue mnpenapara OJSJITPOMBOIIAI-AJIMYM He pekomeHayeTcss Mpu
OEpEeMEHHOCTH U Y )KEHIIMH C COXPAHEHHBIM PENPOAYKTUBHBIM TOTEHLIMAIOM, HE HCIIOJIb3YHOIUX
METO/1bl KOHTPALICTILIHH.

JlakTanus

Hert naHHBIX O TOM, BBIAEISAETCS JIM AITPOMOONAr WM €ro METabOJIUThI C TPYJHBIM MOJIOKOM Y
YeJoBeKa WIM 00 MX BJIMSHUM Ha TPYJIHBIX JETEH M Ha CEKpelHio Mojoka. TeM He MeHee
antTpombonar 61 0OHApykKEH y IOTOMCTBA JTIAKTUPYIOIUX Kpblc uepe3 10 nHeil mocne poxaeHus,
YTO JaeT OCHOBAHME M10JIaraTh, 4YTO JITPOMOONAr MOXKET BBIAEIATHCS B IpyIHOE MOJIOKO. Ciienyer
IPUHATH pelieHne 0 IPEKpALLIEHUN TPyAHOIO BCKapMJIMBaHUS WIH 0
npooIDKeHun/pekpamieHun Tepanuu mnpenaparom DJITPOMBOIIAT-AJIMYM, npunumasi BO
BHHUMaHUE IPEUMYLIECTBA IPYTHOTO BCKAPMIIMBAHMS ¥ 0°KUIAEMYIO II0JIb3Y TEPANUHU 11 MATEPH.
Crenyer nmpekpaTHTh IPyAHOE BCKapMIIMBAHUE B CITy4ae HEOOX0IMMOCTH IPUMEHEHHUS ITperapara
B IIEPUO/T JIAKTALIH.
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JlagHEIEe UCCIENOBAHNH V JKUBOTHEIX

B uccnenoBanusx sMOprodeTaabHOi TOKCUYHOCTH Y KPBIC U KPOJIMKOB AJITpOMOONAr BBOAUICS
caMKaM B TEpUOJ] OpraHoreHe3a. Y caMOK KpbIC TOKCHYecKas jo03a B 60 mr/kr/cyt (4to B 6 pa3
MPEBBIIIATO KIMHUYECKOE BO3/IecTBHE Ha yenoBeka Ha ocHoBaHuU AUC y manuentos ¢ UTII B
no3e 75 Mr/cyT B B 3 pa3a MpeBhIIIAN0 KIMHUYSCKOE BO3ICUCTBIE Ha YenmoBeka Ha ocHoBe AUC
y narnueHnToB ¢ xpornndeckuM BI'C mipu no3e 100 mr/cyT) npuBoauiIa K CHI)KCHHIO Beca Iioaa 1
HEOOJBIIOMY YBEIMYEHHIO YAaCTOTHI pa3BUTHUS MIEHHBIX pebep. Hukakmx moka3aTenbCTB
CEPbE3HBIX CTPYKTYPHBIX MOPOKOB B MCCIIEOBAHUU OTMEUYECHO HE OBLIO. Y KPOJIUKOB HE OBLIO
orMeueHO J(P(HEeKToB AMOpUOPETATLHON TOKCHYHOCTH H TEPATOTCHHOCTH B J03aX M0
150 mr/kr/cyt (B 0,5 pa3a 6obliie KTHHUIECKOTO BO3ICHCTBHUS Ha YenoBeka Ha ocHoBaHUM AUC
y naruentoB ¢ UTII B goze 75 mr/cyt u B 0,3 pa3za npeBbIIajio KIMHUYECKOE BO3/ICHCTBHE HA
yenoBeka Ha ocHoBaHuM AUC y nmarnmenToB ¢ xponudeckuM BI'C B goze 100 mr/cyT).

B wuccnemoBaHusX mpe- W MOCTHATAIBHOW TOKCHYHOCTH y OEPEMEHHBIX KpbIC 3aTpomMbomar
Ha3Hayalcs ¢ 6-ro JHS TecTalud U BIUIOTH 10 20-r0 JHA JakTanuu. Hukakux moOOYHBIX
3 PEeKTOB HA PENPOAYKTHUBHYIO (DYHKIIMIO MaTEpU WIIM Ha pa3BUTHE MOTOMCTBA IpHu A03ax 110 20
MT/KT/CYT OTMEYEeHO He ObuTo (B 2 pa3a OoJbllie KIMHUYECKOTO BO3ICHCTBHS Ha YEIOBEKAa Ha
ocHoBanuu AUC y mammenToB ¢ WUTII B go3e 75 Mr/cyT W aHaJIOTHYHO KIMHHUYECKOMY
BO3JEHCTBUIO Ha yenoBeka Ha ocHoBaHMU AUC y manuentoB ¢ xponuyeckum BI'C B noze 100
Mr/cyT). Ontpombomnar Obl1 OOHapy)KeH B Iula3M€ KpOBH IMOTOMCTBA. KOHIIEHTparus
antpomOonara B IJla3Me KPOBU YBEIMUYMBAjach C J030M IMOCHE BBeJIEHUs Ipernapata B (azy
passutus FO.

DepTUILHOCTE

B uccnenoBaHuAX y JKMBOTHBIX 3JTPOMOOIIAr HE OKa3blBajl HEOJAroNpUsATHOIO BIMSHUS Ha
¢depTriIbHOCTB. DnTpoMOONar He BT Ha (epPTUIILHOCTD Y 0CO0EH MYy’>KCKOTO U )KEHCKOTO T10J1a
IIpY IPUMEHEHUH B J103aX, B 2—3 pa3a MpEeBbIIIAIOIINX PEKOMEHIOBAaHHBIE ISl YyesloBeKa (MCXO0s
u3 BenmmunHbl AUC y manuentoB ¢ UTII B no3e 75 Mr/cyT u y nanueHToB ¢ xpoanueckum BI'C B
no3e 100 mr/cyT).

4.7. BausiHue Ha CMOCOOHOCTH YNPABJATHL TPAHCMOPTHBLIMH CPeACTBAMH M PadoTaTh €
MeXaHNU3MaMH

HccnenoBanus mo BIMSHUIO 3ATpoMOoOIara Ha ClIOCOOHOCTh K YIPaBICHUIO aBTOMOOUIIEM WIIH
pabore ¢ MexaHM3MaMM He npoBoJwiIuch. Ha ocHoBaHMH (apMakoJIOTMYECKUX CBOMCTB
nITpoMOonara OTpULATENbHOE BIUSHUE HAa TAKHE BUIBI IEATEIILHOCTU HE OKUAAETCS.

OpHaKo MpH OLIEHKE CIIOCOOHOCTH MalMEHTAa BHIMOJIHATh JEHCTBUS, KOTOPBIE TPEOYIOT OBICTPOTHI
MBIIICHUS, JBUTATEIbHBIX U II03HABATECJILHBIX HABBIKOB, CJIEAYET YYUTBIBATh KIMHUYECKOE
COCTOSIHUE MaLMEeHTa ¥ NMPOo(UIIh HeXeIaTeIbHbIX SABICHUN dTpoMOorara.

4.8. HexkennateibHble peakuuu

Pesrome HDOd)I/I.H}I HEXKeIaTeIbHBIX PEaKIIHM

Hayuenmot ¢ xponuweckou UTII

BbezonacHocTh nmpuMeHeHus1 3aTpoMOoriara Obuia oleHeHa y 763 B3pOCIbIX MAIMEHTOB, paHee

npoxoguBmnx jeuenue or UTIL. B 4 koHTponupyeMmbIX KIMHHYECKUX HccaenoBaHusx 403
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OpUHUMAaNM 1anebo, B JOMOJIHEHWE K JaHHBIM, IIOJyYEeHHBIM B XOJE€ IPOBEACHUSA 3
HEKOHTPOJIMPYEeMbIX wucciaenoBanuit (n = 360). JnuTenbHOCTh TPUMEHEHHUs >SATpombOomnara
coctaBisiia He Oonee 8§ jer. HexenatenbHble peakiiun y B3pocibix nauentos ¢ MUTIT onucanst B
Tabnuue 7.

be3omacHocTh TmpHMeHEHHUs AATpoMOomara y TanmuMeHToB B Bo3pacte 3—17 mer ¢ UTII,
MOJTy4YaBIIUX paHee Teparuio, Oblia olleHeHa B 2 uccienoBanusx. [Ipoduins moboUYHBIX peakinuii
OBLIT COMOCTABUM C TaKOBBIM Y B3POCIIBIX C HEKOTOPBHIMHU JOMOJHUTEIBHBIMHI HEXEIaTeTbHBIMU
peakiusMu. J{OmONHUTENbHBIE HEeXKeNaTeIbHbIe PeaklMKi y MalueHTOB B Bo3pacte 3—17 yer ¢
WTII npusenens! B Tabnure 8.

Hayueumul ¢ xponuueckum BI'C, conpogoarcoarowumcs mpomboyumoneHuel

Be3onacHocTh mpuMmeHeHus: anTpoMbOomnara Obia oueHeHa y 1520 B3pocibIX MAlMEHTOB B 2
KOHTPOJIMPYEMBIX HCCIEOBAHUSX, BKIIOYas JaHHbIE TNAIMECHTOB, I[IOJIYYaBIIUX paHEe
antpomOonar B Mpe-MPOTUBOBUPYCHOM (a3e JieueHUs M BIOCIEACTBUM PAaHIOMH3UPOBAHBIX B
rpymnmy tiane6o. B 2 KOHTpOJupyeMbIX KIMHHUYECKUX HCCICIOBAaHUS OBLIM BKIIIOYEHBI 955
nanueHToB ¢ XxpoandeckuM BI'C, conmpoBox1atomumMcst TpOMOOIMTOIICHHUEH, KOTOPBIE TIOJTyqalln
Tepanuto saTpomOomnaroM, u 484 mamueHnta Obut B rTpynmne riane6o. [lomHbIM crnmcok
HE)KEJIaTENIbHBIX PEaKLIUii, OTMEUEHHBIX y NAMEHTOB ¢ XpoHnueckuM BI'C, conpoBoxnaromumces
TpombonuTonenueii, npuseaeH B Tabnuue 9.

Hayuenmuol ¢ TAA, ne noayuasuiue panee npocpammHyIo UMMYHOCYRPECCUBHYIO Mepanuio

Bbe3onacHocTh mpuMeHEHHUs 3TpoMOONara COBMECTHO C JIOUIAJWHBIM aHTHTHUMOLMTAPHBIM
UMMYHOTJIOOYJIMHOM M IUKJIOCIIOPUHOM Yy mTauueHToB ¢ TAA, He moNydaBHIMX paHee
IPOrPaMMHYI0 MMMYHOCYIIPECCUBHYIO TEpanuio (HampuMmep, Tepanus aHTUTUMOLUTAPHBIM
UMMYHOTJIOOYJIMHOM, aleMTy3ymMald WM BBICOKHME 03Bl IHKIopochamuna), Oblja OIECHEHA B
HEKOHTPOJINPYEMOM KIMHMYECKOM MCCIEAOBAaHUU C y4acTHeM |54 manueHToB, cpeny KOTOPBIX
92 nanueHTa MOJMydand KOMOMHUPOBAaHHYIO TEpalui0  3ITPOMOONAaroM, JIOMIAJAUHBIM
QHTUTUMOLIUTAPHBIM MMMYHOIJIOOYJIMHOM M IUKJIOCIHOPUHOM. JIIMTENBHOCTh Tepamuu
coctaBisuia 183 nmHs, cpenu HuX 83,7 % NalMEHTOB MOJydYaldd Tepamuio Oojiee 12 MecsIes.
[TosHBII cHIUCOK HEXKENATENbHBIX PEAKLMI, OTMEUEHHBIX y nanueHToB ¢ TAA, He NOyYaBIINX
paHee IporpaMMHYI0 UIMMYHOCYIIPECCHUBHYIO Tepanuio, npusejaeH B Tabmume 10.

Hayueumul ¢ pedpbpaxmepnou TAA

be3onacHoCTh mpHMEHEHHs 3ATpoMOoIara Npu arlaCTUYeCKOW aHeMHHU TSDKEIOH CTereHH
TSDKECTH OIICHHMBAJACh B OTKPBITOM HEKOHTPOJIMpYEeMOM HccienoBanuu (n = 43), B kotopom 11
narueHToB (26 %) neynnucy B TedeHue 6 Mmecsies, a 7 nanueHToB (16 %) momyuyanu nedeHue
6omee | roma. DBONBIIMHCTBO HEXENATENbHBIX pEaKIUil, CBA3aHHBIX C NPUMEHEHUEM
antpombonara, ObIIM CpPeIHEH CTENeHM TSHKECTH C CaMOro Hayajla M pelKO OrpaHUYMBaIH
IIPOBOAMMYIO Tepanuio. [IoNHBIN CIIMCOK HEeXeNaTenbHbIX PEAKIIUKA, OTMEYEHHBIX Y MAIUEHTOB C
pedpakrepuoit TAA, npuseaeH B Tabmume 11.

TabauyHoE pPEe3rOME HEXKENATEIbHBIX DEAKIIUN

HexenarenbHble peakmuy CTPYINIUPOBAHBI 10 CHCTEMHO-OPTaHHBIM KJIaccaM C yKa3aHHeM
YaCTOTHI X BOSHUKHOBEHHMS: 04eHb YacTo (> 1/10), wacto (> 1/100, Ho < 1/10), mHewacto (> 1/1000,
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1o < 1/100), perio (> 1/10000, 1o < 1/1000), otiern perd{< 1AH000): Habiiora ehsstertd (na

OCHOBAaHMM UMEIOUIMXCS JaHHBIX OLEHUTh HEBO3MOXHO). BHyTpum Kaxaol rpynmsl
HE)KEJIaTEeJIbHbIE PEaKIMU MPEACTABIEHBI B IOPSAKE CHUKEHUS 3HaUuMMOCTH. KaTteropun 4acToTsl
chopMHpOBaHbBI ~HAa  OCHOBAaHMHM  KJIMHUYECKUX  MCCIEJOBaHWUU  »nTpombomara
MOCTPErHUCTPALIMOHHOTO HAOIIOICHHUS.

Taoauna 7. HexkesiaTtesibHbIe peakium y B3pocJibIX ¢ Xxpounveckoit UTII

He:xenarenbnble peakuun | KonudecTtBo manuentos, % | Yacrora BcTpeyaeMocTn

Hnghexyuu u unsazuu

@apuHTrUT | 4,2 | 4acTo
Hapywenus co cmoponwl opeana 3penus

Karapakra | 5,0 | 4acTo
Hapywenus co cmoponul cocyoos

Tpombosmbomueckue 5,5 4acTo
OCJIOKHEHUS

TpomOoTryeckas 1,2 4acTo

MHUKPOAHTHONAaTUsl C OCTPOH

MOYEUHOMN

HEJ0CTaTOYHOCTHIO

Kenyoouno-kuweunvie HapyuieHus

Huapest 2,6 OYEHb 4acCTO
TomuoTa 11,1 OYEHb YacTo
PBora 7,3 4acTo
CyxocTb ciuzuctoit | 0,9 HEYacTo

000JI0YKH TOJIOCTH pTa

Hapywenus co cmoponul neuenu u scenuesvi800awux nymet

IloBbIIcHHE aktuBHOCTH | 10,5 OYEHb YacTO
AJIT

['unepOunupyOouHeMus 1,8 4acTo
IloBpImeHne aKTUBHOCTH | 9,7 JacTo

ACT

JlekapctBennoe mnopaxenue | 0,1 HEYacTo
MeYeHU

HapyweHuﬂ CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHel

Aronenus 3,0 qacTo

Koxnas crirb 7,5 JacTo

Hapywenus co cmoponwvl mvluieynotl, ckeiemHuou u cOeOUHUMeNbHOU MKAHU

boxs B ciuHe 10,5 OYEHb YacTO

KocTtHO-MBIITICUHAS oo | 3,7 4acTo
(Bximrouas O60b B TPYIOHOM
KJIETKE KOCTHO-MBIILIEYHOTO
XapaKkTepa)

Muanrus 4.2 JacTo
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Tadauua 8. lonoiHnTeIbHBIE HEXKeIaTedbHbIe peakuuu y aereii ¢ UTII

HexenarenbHble peakuuu

KoauuecTBo manuenTon, %

Yacrora BCTpeyaeMoCTH

Hnghexyuu u unsazuu

Nudexnnn BepxHHUX | 25,7 OYEHb YacCTO
JbIXaTebHBIX MyTel
Hazodapunrur 15,8 OUYEHb YacCTO

Hapywenus co cmoponul ovixa

MeNbHOU CUCEMbL, OP2AHO8 2PYOHOU KIeMKU U CPedOCmeHUs]

Kamens 13,5 OYCHB YacTO
Bosb B porornorke 9,4 4acTo
Punopes 4,1 4acTo

Kenyoouno-kuuteutvle Hapyulenus

AOnoMuHaibHag 00JIb

17,5

OYCHb 4aCTO

3yOHas 60J1b

5,8

qacTo

Obwue HapywieHus U peakyuu 8 mecme 68e0eHUs

Jluxopagka

18,1

OYCHBb 4acCTO

Ta6anna 9. HexkenatebHble peakiuy y NANMEHTOB ¢ Xpoundeckum BI'C

HexenarenbHble peakuuu

KoauuecTBo manuenTon, %

Yacrora BCTpeyaeMoCTH

Hapywenus co cmopoHul Kpogu u tumgamuueckou cucmembl

Anemust

30,6

O4YCHb 4aCTO

Hapywenusa memabonuzma u numanus

CHIKEeHHE amnmneTnTa

| 144

OYCHBb 4acCTO

Hapywenus co cmoponul HepeHoii cucmemul

TosoBHAs 00JIb

22,2

OYCHBb 4aCTO

Hapywenus co cmoponwl opeana 3penus

Karapakra | 2,4 4acTo
Hapywenus co cmoponul cocyoog

TpombosMOOTHIECKHe 2,1 9acTo
OCJIOKHEHUS (BKITIOUAs

TpoMOO03 OPTATIHHBIX BEH)

Hapywenus co cmopoHul ObixamenvHotl cucmemsl, 0peanos 2pyOHOU KIemKU U Cpe0oCmeHUsl

Kamens

[ 11,8

OYCHBb 4acCTO

Kenyoouno-kuuieunvie HapyuieHus

TomuoTa 17,7 OYEHB YacTO
HMuapest 15,5 OYEHb 4aCTO
Hapywenus co cmoponvl neuenu u scenyesvigo0auux nymet
[MunepOunupyOnnemus 6,4 4acTo
[Topaxenue neyeHu 0,7 HEYacTo
JlekapcTtBenHoe mnopaxenue | 2,1 4acTo
MEYCHH

HapymeHuﬂ CO CIMOPOHBL KOIHCU U NOOKOJNCHBIX MKAHel

Koxwsrit 3y

12,2

OYCHBb 4acCTO
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AJtoHeLs 7.0 (MU e IR TENTERUL TE U0UT]
KoxHas chHIIb 7,3 4acTo

Hapymeﬁuﬂ CO CMOpPOHbL Mblbl/lellHOIz, CKelemHOU U COeOUHUMENIbHOU MKAHU

Muanrus 11,2 | OYCHB YacTO

Obwue HapywieHus U peakyuu 8 mecme 66e0eHUs

IloBpiIEHHAs yTOMIIsIEMOCTh | 26,1 OYEHb YaCTO
JIuxopanka 25,0 OYEHb 4acCTO
O3H00 11,8 OYEeHb YacTO
Acrenns 13,2 OYCHB YacTO
Otek 1,3 JacTo

I'punmonono6usIil cunapom | 16,4 OYEHb 4acCTo

Ta6anna 10. HesxkenaTeJbHble peakuuu y nanueHToB ¢ TAA, He moJiyYaBIIMX paHee
MPOrpaMMHYI0 HMMYHOCYNIPECCHBHYIO TepaNHIo
He:xenarenbnble peakuun | KonudecTtBo manuentos, % | Yacrora BcTpeyaeMocTn

Kenyoouno-kuuteutvle HapyuleHus

TomuoTa 43 4acTo
Huapes 3,3 4acTo
AoOnoMuHanbpHasa 00/ 3,3 4acTo
Jlabopamopuvie u uHcmpymeHmaibHvle OaHHble

IloBbIICHHE aKTHBHOCTH | 29,3 OYEHb YacTO
AJIT

IloBeImieHne akTuBHOCTH | 17,4 OYCHB YacTO
ACT

VYBenuuenune OwmmpyouHa B | 17,4 OYEHb YacCTO
KpOBH (BKIIIOYast

KENTYIIHOCTb CKJIEp)

HapymeHuﬂ CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHel

Koxnas crirmb 7,6 JacTo
Hucxpomusi Koxu, Bkiwoyas | 5,4 JacTo
TUTIEPTIIUTMEHTAITHIO

Bo3HuKHOBEHHE HOBBIX WIH YCYryOJieHHE MMEIOLIMXCS Ja00paTOpHBIX MOKazaTesed (QyHKIHH
neuenu [crenern 3 u 4 no mkane CTCAE (OOmiast TepMHHONOTHS KPUTEPUEB Il OLCHKH
HE)KEeJIaTEeNbHBIX SBJICHUHN)]| y MallMeHTOB, MPUHUMAIOIIMX >NTpomOonar, orMevanock B 15,2 % u
2,2 % cnyuaeB no nokazarento ACT, B 26,4 % u 4,3 % cnydaeB no nokazaremto AJIT, 12,1 % u
1,1 % cmydaeB mo rmokasaresnto OMIMpyOruHa COOTBETCTBEHHO.

Jlemu

Orenka 6e30macHOCTH MpUeMa dITpoMOoIiara y maiieHToB B Bo3pacte 2—17 1eT OCHOBBIBAaeTCS
Ha pe3yJibTaTax HEKOHTPOJUPYEMOIO MOCIEAOBATEIBLHOIO HCCaeAoBaHUs 37 MNaluUMeHTOB: 2
MalMEeHTOB B Bo3pacte 2—5 jneT, 12 manmenToB B Bo3pacte 6—11 jet u 23 nmauueHToB B BO3pacTe
12—17 ner. IIpoduns 6e30macHOCTH MpUeMa ITpoMOOIIara y aeTeld COOTBETCTBOBAN MPOQHUITIO
0€30MacHOCTH JIJIs OOIIEH MOy JISIIHH.
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Uumoeeﬂemuqecme anomaiauu

B HekoHTpoIMpyeMOM uccie10BaHUH y TAlMeHTOB ¢ TAA, He 1oTy4yaBIIUX paHee MPOorpaMMHYIO
UMMYHOCYTIPECCUBHYIO TEpamuio, MIPOU3BOAMIACH AacCHHUpalrs KOCTHOTO MO3ra C LEJbIo
JATbHEHIIIETO IMUTOTeHEeTHYecKoro aHaimms3a. Bo Bcem wucciemoBanmu y 15 w3 153 (10 %)
NAlMEHTOB MPOM30IIa KiIoHaimbHas sBomonms. Cpenu 15 manueHToB, y KOTOPBIX ObLIH
OTMEYEHBI IUTOT€HETHYECKNE aHOMAJINH, Y 7 MAllMeHTOB OTMeyajach yrpaTta 7-i XpoMOCOMBI, B
6 ciyyasx U3MEHEeHUus: nmpousouui B teueHue 6,1 mecsaua. Takxe y 4 maueHTOB OTMEUYaIUCh
XPOMOCOMHBIE abeppaliy HesICHOTO reHe3a, a y 3 Obuia oTMeueHa yrpata 13-if XpOMOCOMBI, YTO
CUMTACTCSl XOPOIIUM TMPOTHOCTHYECKHM (HaKTOpPOM MpH arjacTuueckoil anemuu. Taxxke y 1
MaIUEeHTa CIyCTs MSTh JIET MOCJIe TEPAUU OBLJIO MPOBEIEHO MCCIETOBAHUE KOCTHOTO MO3Ta, B
pe3ynbTare KOTOpOro ObUla OTMEYEeHa JUCIUIa3usi C  MOBBIIEHHBIM  COJAEpKAHHEM
MapEHXUMAaTO3HbIX KJIETOK C MOTeHHHalbHbIM pa3ButuemM MJIC. B koropre nanueHTOB,
MPUHUMABILIUX 3TpoMOonar, y 7 maiueHToB ObUIM OTMEUYEHBI IUTOTEHETUUECKUE aHOMAaJuH, y 4
13 HUX ObUTa OTMEYeHa yTpara 7-il Xxpomocombl B TeueHue 6,1 mecsma. Ocraercs HESICHBIM,
MPOU3OIUIN JIM 3TH HU3MEHEHHS H3-32 OCHOBHOTO 3a00JICBaHMSI WU MPUYUHONW TOMY SIBUJIOCH
POBEJICHNE UIMMYHOCYIIPECCUBHOM Tepanuu |/Wii IpUeM dITpomoOoriara.

Taoauna 11. HexkenareabHble peakunu y NanueHToB ¢ peppakreproit TAA
Hexenarenbnbie peakuuun | KosamuyecTBo manuenTos, % YacroTa BCTpe4aeMoOCTH

Icuxuueckue Hapywerus

becconnumna 12,0 OYCHb YacTO
Hapywenus co cmoponwl nepsroii cucmemsi

I'onosHas 6016 20,9 OYEHb YacTO
[NonoBokpy:xeHUE 14,0 OYEHb YacCTO
Hapywenus co cmoponwl opeana 3penus

Karapaxra 2,3 4acTo
Hapywenus co cmoponwl OvixamenvHou cucmemol, opeanos 2pyOHOU KIemKU U CPe00CmeHUs
Bosb B porornorke 14,0 OYEHb YacCTO
Kamens 23,3 OYCHB YacTO
Punopes 11,6 OYEHb YacCTO
Kenyoouno-kuuteutvle Hapyulenus

Tommora 32,6 OYCHB YacTO
Huapes 20,9 OYEHb YacCTO
AoOnomMuHanbpHasA 0016 11,6 OY€Hb YacTo
Hapywenus co cmoponul neuenu u scenuegol800auux nymeu

IloBbIICHHE akTuBHOCTH | 11,6 OYEHB YacTO
TpaHCaMHHA3

[MunepOunupyOnnemus 4,7 4acTo
Hapywenus co cmoponul kodcu u noOKo*CHbIX MKaHel

KoxHas chIIb 7,0 4acTo
DKCPOTUATUBHBINA JEPMATUT 4acTo
MsoropopMmHas spurema 4acTo

Hapywenus co cmoponwvl mbluieynotl, ckeiemHnou u cCOeOUHUMENbHOU MKAHU

ApTtpanrus 11,6 OYEHb YacCTO
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bonb B KOHEUHOCTAX 18,6 T ey, Yade = TR e T
MBEI11e4HBIN cIIa3M 11,6 OYECHB YacTO

Obwue napywenus u peakyuu 8 mecme 66e0eHuUsl

[ToBbimiennast yromisieMocts | 30,2 OYEHb YacCTO
Jluxopagka 14,0 OYEHE YacTO
O3H00 12,0 OYEHb YaCTO

B HEKOHTpOIUpPYeMOM OTKPBITOM HCCIEIOBAaHUU Yy TMAIMEHTOB C pedpakrepHoit TAA
IIPOU3BOAWIIACH ACIIUpaLUsl KOCTHOTO MO3Ta C LEJIbI0 JAJIbHEMIIEr0 HUTONCHETUYECKOT0 aHAIN3a.
VY 8 mauMeHTOB OTMEYAINCh HOBBIE LIUTOTCHETUYECKHE AHOMAJIMM, BKIIOYas 5 NALUCHTOB, y
KOTOPBIX OTMEYAJIUCh UBMEHEHHUS B 7-i1 XpOMOCOME.

Hocmpezucmpauuonnble Uccne0o8anus (uacmoma Heu3eecmHa)

[Tpu mpumeHeHuu >aTpoMOOIara B MOCTPETUCTPALMOHHOM TEeprojie ObUIM 3aperucTPUpPOBaHbBI
CIIEyIOIINE HeXeNaTeIbHbIE PEaKLIUH.

CBeneHus 0 HUX OBbLIM TOTYYEHBI U3 CIIOHTaHHBIX COOOIICHUH, a TaKKe OBbUIN 3apEerUCTPUPOBAHBI
B KaQ4YCCTBC CCPLC3HBIX HCKCIIATCIIbHBIX SIBJICHUI B peecTpax, UCCICAOBAHUAX, CTIOHCUPOBAHHBIX
HCCIICOO0BATCIICM, KJII/IHI/IKO-(l)apMaKOJIOFI/I‘-IGCKI/IX HUCCIICOOBAHUAX U ITOUCKOBBIX HCCICIOBAHUAX
IIpyu NIPUMCHCHUU 11O HCYTBCPIKACHHBIM ITOKA3AHUSIM. HOCKOHBKy HCBO3MOXXHO OLICHUTH YaCTOTY
BCTPEYaEMOCTH HEXKEJATeIbHBIX PEaKIUil JOCTOBEPHO, TaK KaK JaHHBIE COOOIICHHUS IMTOCTYAIOT
CTIIOHTAHHO W3 TIOMYJISIMH MAI[ICHTOB HEOTPEICICHHOTO pa3Mepa, MOTyYeHHBIC HeKeTaTeIbHbIC
peakIuu OBLIN ONPEIEICHBl KaK HEU3BECTHBIE (ITO YaCTOTE BCTPEUYAEMOCTH).

Hapywenus co cmoponvl Kodtcu u NOOKOICHBIX MKAHEU
Hapymienne okpacku KO>KHBIX TOKPOBOB™

* — oOparmMmoe HapylIeHHE OKPACKH KOXXHBIX IMOKPOBOB, BKIIIOUAsi TUIEPIUTMEHTAIUIO0 U
KENTYIIHOCTh, OTMEYAJIOCh Y TMAIMEHTOB, IONYYaBIIUX OJITpOMOONar B CYTOYHOW J03e€,
npesblimatomied 100 mr. B yacTHOCTH, HapylIeHHE OKPAcKU KOXHBIX IIOKPOBOB OTMEUAIOCh Y
MalMeHTOB, TMOJYYaBIIMX BBICOKHME 03Bl AyTpomOomara mo moBoay TAA, a Takke IO
He3aperucTpupoBaHHoMy nokazanuto npu MJIC.

Omnucanue OTACIBHBIX HEXKEIATCIbHBIX PEaKIINH

Tpombomuueckue/mpombOIMOOIUYECKUE OCTONCHEHUSL

B 3 koHTponmpyeMbIX U 2 HEKOHTPOIUPYEMBIX KIMHHUUYECKUX MCCIEAOBAHHIX CPEAU B3POCIBIX
nanuenToB ¢ xponudeckoit UTII, momyyasmux snrpombonar (n = 446), y 17 nanueHToB ObLIO
BBIABJICHO B OOmIeH CIIOKHOCTH 19 TpPOMOOTHUECKUX/TPOMOOIMOOINYECKUX OCIIOKHEHHH,
KOTOpbIE BKJIIOYAIH B ceOst (B mopsake yObIBaHUS) TPOMOO3 IIyOOKUX BeH (n = 6), JEroyHyIo
sMbosnio (n = 6), ocTpslid HHDAPKT MUOKap/a (n = 2), nepedpayibHbId HHMAPKT (n = 2), ’MOOIHIO

(n=1).

B mnane6o-koHTponMpyeMoM uccienoBaHuu (n = 288, momynsnus JUisi OIEHKA O€30ITacHOCTH )
CITYCTsl 2 HeJleNy Mocye MPOBEJCHHOM Tepanuy Npyu MOATOTOBKE K MHBa3UBHBIM Mpoleaypam y 6
u3 143 (4 %) B3poCHBIX NAIMEHTOB C XPOHUYECKUM 3a00JICBAaHMEM II€UYEHH, MOTYYaBIIUX
antpombonar, OBUIM OTMEYEHBI 7 TPOMOOTHYECKUX/TPOMOOIMOOINYECKUX —OCIIOKHEHHH
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MOpTaNbHON BEHO3HOM cucteMbl U 2 u3 145 (1%) naunég{%ég%ﬁé%ﬁ%g EJO%%]&' 03

TPOMOOTUYECKUX/TPOMOOIMOOTMUECKUAX OCIOKHEHUAX. Y TATH U3 6 MAIMEHTOB, MOMyYaBITUX
antpombonar, OBIM OTMEYEHBI TPOMOOTHYECKHE/TPOMOOIMOOINMUECKIE OCIOKHEHHUS MpH
KosimgecTBe TpoMOoruToB > 200 000/MKJI.

Crnenuduyecknx (akTOpoB pHCKa Yy TMMAMEHTOB C BO3HHUKIIMMH B XOJE TepaIuu
TPOMOOTHYECKUMH/TPOMOOIMOOTUIECKUMH  OCIIOKHEHUSIMU, 32 MCKIIOYEHHEM KOJIMYECTBa
Tpombo1uToB > 200 000/MKI1, BBIABICHO HE OBLIO.

Pazsumue mp0M6ouum0neHuu nocine npekpawerus j1iedeHusl

B 3 xoHTponmupyembix uccienoBanusx y mnarueHtoB ¢ MTII Habmomamock KpaTKOBpEMEHHOE
CHIDKEHHE KOJMYECTBAa TPOMOOLIMTOB JO 3HAUYEHUN HIDKE HCXOAHBIX y 8 % TNalueHToB,
IPUHUMABILIUX AITpoMOonar, 1y 8 % MarueHToB rpymibl miamneoo.

Humozeﬂemuqecme aHomaiauu

B HecpaBHUTENHHOM OTKPBHITOM HWCCIEAOBAaHWU y TAlMEeHTOB ¢ TAA ompenensuid Haaudue
[MUTOTEHETHYECKUX OTKJIOHEHWH B aCHUpPAlMOHHBIX OuonTarax KocTHoro mosra. Y 8 (19 %)
MAIMEHTOB OBLTU BIEPBBIE OOHAPYKEHBI ITUTOTCHETHUECKUE aHOMAJIUU, U3 HUX y 5 MaIMeHTOB
Obutn M3MeHeHUs B 7-i xpomocome. B nByx uccrnemoBanmsx (ELT116826 u ELT116643)
UTOT€HETHUECKUE aHOMAJIUU ObutH 0OHapy>keHbl y 4 u3 28 (14 %) u'y 4 u3 62 (6 %) nanueHTos
B Ka)KJOM HCCIIEJOBaHHH.

T'emamonocuueckue 3no0xauecmeeHHble H08006pa30861Huﬂ

B HecpaBHUTENbHOM OTKpHITOM wuccienoBanuu y Tpex (7 %) mnauuentoB ¢ TAA Obun
nuarHoctupoBan MJIC mocne TpoxXoKIeHUs Kypca JedeHHs dnaTpomoOomaroM. B aByx
uccinenoBanusix (ELT116826 u ELT116643)y 1 u3 28 (4 %) uy 1 u3 62 (2 %) nanueHToB ObLI
nuarHoctupoBad MJIC uin ocTpblil MUETTOMIHBIN JIEHKO3 B KaXKIO0M MCCIEIOBAHUM.

COOGH.IGHI/IG 0 TOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0mare O M0A03pEBAEMBIX HEXKENATEeNbHBIX pPEAKUMAX IOCIE PErucTpalu
JIEKapCTBEHHOTO Ipenapara ¢ Lelbl0 00eceyeHns HENPEPbIBHOIO MOHUTOPUHIAa COOTHOILICHUS
«T0JIb3a — PHUCK» JIEKAPCTBEHHOTrO Mpemnapara. MeAUIUMHCKUM pPaOOTHUKAM PEKOMEHAyeTcs
coolmiare O JOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEaKIHsIX JIEKAapCTBEHHOIO Iperapara
YCpe3 HAIUMOHAJIBHBIC CUCTCMBI COO6H_I€HI/I}I 0 HCXKCJIATCIIbHBIX PCAKIUAX TOCYyAapCTB-HJIICHOB
EBpa3uiickoro 3K0HOMHUYECKOr0 COI03a.

Poccuiickas @enepanus

®denepanbHas ciry:k0a 1o Haa30py B cdepe 3ApaBOOXPaHECHUS

109012, r. Mocksa, CraBsiHCKasl miiomiaib, 1. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnexTpoHHas noyra: pharm@roszdravnadzor.gov.ru

Cair B nH()OPMAITMOHHO-TEIEKOMMYHHUKAITHOHHON ceTu «HTEepHeT:
https://www.roszdravnadzor.gov.ru/
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4.9. [lepeno3upoBka

CHUMOTOMBI

B xoxe kIMHUYECKHX HCCIEIOBAaHUN 3aperUCTPUPOBAH OJUH Clyyail Mmepero3upoBKH, KOrna
nanueHT npuHsu1 BHYTpb 5 000 mr antpombonara. [1pu 3ToM 0TMEHanuch CleAyIONIEe CHMITOMBI:
HEPACIIPOCTPAHECHHAS ChIllb, TPAH3UTOPHAs OpaAWKapaus, YTOMISIEMOCTh W TIOBBIIICHUE
aktuBHOCTH AJIT u ACT. ®depMeHTHI neueHu, U3MEPEHHbBIE MEXKAY 2-M U 18-M aHeM mocie
npruema 0003HaueHHOH 10361 anTpoMOonara, nocturiu npesbimennst BI'H nokazarens ACT B 1,6
pasa, mokazarens AJIT — B 3,9 paza, oOmiero omnmupyouna — B 2,4 pasza. KonudaecTBo TpoMOOITUTOB
coctaBisuio 672 000/mkn Ha 18-i meHp mociie mpremMa 0003HAYeHHOM J103bI, & MAKCHUMAJIbHOE
KOJMYECTBO TpoMOOmuTOB cocTaBisuio 929 000/mkin. Bce cumnTombl ObUTH pa3pelmieHbl 0e3
OCJIO)KHEHUH B XOJI€ TEpAIH.

Jleuenue

B ciydae nepeno3upoBKH BO3MOKHO 3HAUHUTEIEHOE YBEIIMYCHNE KOJIMYECTBA TPOMOOIIMTOB, YTO
MOXXET TMPUBOJUTH K TPOMOOTHYECKUM/TPOMOOIMOOIMYECKUM OCIOKHEHUsIM. B ciydae
MEPEIO3UPOBKHU CIEAYET PACCMOTPETh BOMPOC O MPHEME BHYTPh MPENaparoB, COACPIKAIIUX
KaTUOHBI MCTAJIJIOB, HAIIPUMCP KaJIbLUA, aJIIOMUHUSA UJIW MAarduvs, il YMCHBIIICHUS BCAChIBAHUS
antpombonara. CremayeT THIATEIbHO KOHTPOJIMPOBATH KOJIMYECTBO TpoMOouuTOoB. JleueHue
3HTpOM6OHaFOM BOBOGHOBHHIOT B COOTBCTCTBUU C PCKOMCHAAIUAMU 10 PCIKUMY NO3UPOBAHUS.

[TockonbKy modeyHas 3KCKpeLus HE SIBJISETCS OCHOBHBIM ITyTEM BBIBEICHHUs 3ATpomOomara,
KOTOPBII aKTUBHO CBS3bIBAECTCS C OENKaMU IJIa3Mbl KPOBU, BEPOATHEE BCEro, reMOAMAIN3 HE
ABIseTCS APPEKTUBHBIM METOJOM CYIIECTBEHHOTO YCKOPEHHs BbIBEIEHHs 3ITpoMOomnara us3
opraHusma.

5. PAPMAKOJIOTHYECKHUE CBOMCTBA

5.1. ®apmakoauHaMHYeCKHeE CBOMCTBA

®apMakoTepaneBTUYECKass TIpynma: TIeMOCTaTUYeCKHe cpenctsa; BUTaMuH K u  japyrue
reMOCTaTUUECKHE CPENICTBA; APYIHe FEMOCTaTUUYECKHE CPEICTBA CUCTEMHOIO AEHCTBHUSL.

Kong ATX: B02BXO05.

Mexannsm neiicTBus

Tpom6onostur (TPO) — 3TO OCHOBHOW HWTOKHUH, KOTOPHI MPUHUMAET Y4aCTHE B PETYISAIUN
Merakapuoro33a 1 BeIpab0TKEe TPOMOOIIUTOB; OH SBJISICTCS SHIOTCHHBIM Juranaom mis TPO-R.
OnTpombonar B3aMMOJECHCTBYEeT C TpaHCMEMOpPAHHBIM JIOMEHOM YEJIOBEUECKOIo pelenTopa
TPO-R n mHunuupyeT Kackaj nepefadd CUrHaia, HallOMUHAIOIIMM TaKoBOM 1JI SHIOTE€HHOTO
TPO, uro conpoBoXxIaeTcsa HHAYKIMEH nponrdepanuu u AudQepeHInpOBKU METakapuoIUTOB U
KJIETOK-TIPEAIIECTBEHHUKOB B KOCTHOM MO3T€.

dapmakognaamMuyeckue P PeKTnl

Onrpombonar oranyaercs ot TPO ¢ Touku 3peHus BIMSHUS Ha arperanuio tpomoOouurtos. B
otanuue ot TPO BozaeiicTBue anTpoMbonara Ha TPOMOOIMTHI 3/J0POBOTO YEIOBEKA HE YCHIIUBACT
arperanuio mon naeiictBueM aaeHosuHgupocdara (AAD) u HE CTUMYIHPYET IKCHPECCHIO
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P-cenexktuna. DnTpoMOomar He IPEnITCTBYET ar erannnl:%gi&é@a%%gﬁJﬂgpj‘féz';&d-gﬁ IA%]I/IHI/I

KOJUIareHa.
5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

[TapameTpsl (apMakOKMHETHKH »3ITpomOomnara TpuU NpUMEHEeHuH Yy B3pocibix ¢ WTII
npencrtanieHsl B Tabmume 12.

Taoauna 12. Cpennue reoMeTpudecKue 3Ha4YeHUS IUIA3MEHHBIX IapaMeTPOB
(papMaKOKHHETHKH 3JITPOMOONIAra B PABHOBECHOM cOCTOsIHMH Y B3pocabix ¢ UTII

Cxema jgeuenusi | KouaudecTBo Cmax, MKI/MJI AUC (0-r) (MKIrx4/mJ)
3JTpOMOONIaromM NAUEeHTOB

50 Mr oxuH pa3 B | 34 8,01 (6,73;9,53) 108 (88; 134)

CYTKH

75 mr onuH pa3 B | 26 12,7 (11,0; 14,5) 168 (143; 198)

CYTKH

dapMaKOKMHETHYECKHE TTapaMeTphl daTpombonara y nmanueHtoB ¢ BI'C ykazansl B Tabnuie 13.

Taonauna 13. Cpennue reoMerpuyeckne 3HaYeHUs1 papMaKOKHHETHYECKHX IapaMeTPoB
3JTpOoMOoNAara B njiasMe KpoBH B PABHOBECHOM COCTOSIHUM Y NAIMEHTOB ¢ Xpounyeckum BI'C

Jo3a anTpombonara KoanuectBo Cmax, MKI/MJI AUC 07 (MKrx4/mur)
(oauH pa3 B CYTKH) MalMEeHTOB

25 mr 330 6,40 (5,97; 6,86) 118 (109; 128)

50 mr 119 9,08 (7,96; 10,35) 166 (143; 192)

75 mr 45 16,71 (14,26; 19,58) | 301 (250; 363)

100 mr 96 19,19 (16,81; 21,91) | 354 (304; 411)

3nrauennss AUC o) U Cmax IO JAHHBIM PETPOCIIEKTUBHOTO MOITYJISIIHOHHOTO (papMaKOKHHETHUECKOTO aHAIN3a.

dapMakOKHMHETHYECKHUE MapaMeTpsl aiTpombonara y 45 nmanueHtoB ¢ TAA, He IPUHUMABIINX
MIPOrpaMMHYI0 HMMYHOCYTIPECCUBHYIO TEpaIuio, ykazansl B Tabnuie 14.

Ta6anna 14. Cpenqnne reoMeTpuyeckue 3HAaYCHUS MOKa3aTeJed GapMaKOKMHETHKH
JTpoMOonara B njasMe KpoBu y namueHToB ¢ TAA, He moJiy4aBIINX paHee
NPOrPaMMHYI0 MFMMYHOCYIIPECCHBHYI0 TEPANHIQ

lo3a Koaun4vecTBo Cmax, MKT/MJI AUC(0-1) (MKr>x4/mJr)
JTpomMobonara NAaUEeHTOB
(1 pa3 B cyTkn)
150 mr 45 40,1 (44,9 %) 772 (47,2 %)
JlaHHBIE TIpEICTaBJICHBI Kak TEOMETPUIECKHE CpeIHNe (TEOMETPUIECCKUI CpeTHN KOdDGUITUEHT BapHUaIlim)

AOGcopbuus

Cmax dATpOoMOOMara B Ijla3Me€ KPOBHU JOCTHTaeTCs 4epe3 2—6 4acoB TOCie IpHemMa BHYTPb.
OpnHoBpeMEHHBIN MpUeM 3ATpoMboNara ¢ aHTaluAaMyd U JPYTUMH IPOAYKTaMHU, COAepKaIUMU
MOJIMBAJICHTHbIE KATHOHBI (HampuMep, MOJIOYHBIE MPOAYKThl U MMHEpalIbHblEe J00aBKH),
3HAUUTENBHO CHIDKAET IKCTIO3UIINIO dIITpoMOoTIara.
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AOconroTHass OMOIOCTYIHOCTh AJITpoMOoOIIara opu npn'glﬁg:kﬂgt—[')g %T&ﬂﬁ"l}&%ﬁaﬁ%ﬁé' Ha

OCHOBAHMHU IOKa3aTeJe BHIBEICHUS MOYKAMH M aHalIM3a METaboJIMTOB, BBIBOJAMMBIX Yepe3
KUIICYHHK, TOKa3aHO, YTO PacYETHbIC 3HAUEHUS BCACBIBAHUS IPOU3BOIHBIX 3JTpoMOOIIara nocie
NEPOPATILHOTO PUMEHEHUS B OJJHOKPATHOM 103€ 75 MI cocTaBUIM HE MeHee 52 %.

Pacnopenenenue

DnTpomOoNar B BEICOKOH CTETICHH CBSI3bIBACTCS ¢ OEIKaMU IUTa3Mbl KpOBH denoBeka (> 99,9 %).
Onrpombomnar sBisercs cyocrpatom BCRP, Ho He sBnsieTcs cybctparom P-rimkonpoTenHa uiam
OATPIBI.

Buorpancdhopmarims

DarpoMOoIar NperuMyIIeCTBEHHO METa00IM3UPYETCsl TOCPEACTBOM PACIICTIIICHUS, OKUCICHHS 1
KOHBIOTAlUM C TJIIOKYPOHOBOM KHCIOTOH, TJIyTaTHOHOM WM mucTenHoM. [lo naHHBIM
UCCJIEIOBAHMS C METKOM paJMOaKTHUBHBIM M30TOMOM, Ha JOJIO 3iTpoMOonara B mjia3Me KpoBU
npuxogutcst 0kosno 64 % AUC0-w).

BropocreneHHbsie MeTa0ONUTHI, Ha OO0 KaXKAOTO W3 KOTOpBIX mpuxoautcs MmeHee 10 %
PaAMOAKTUBHOCTH B TIa3M€ KPOBH, OOpa3ylTCs MyTeM MIIOKYpOHUAANWU U okucieHus. [lo
JAHHBIM UCCIICJIOBAHUSI C TIPUMEHEHUEM MEUEHHOTO PaJIMOaKTUBHBIM M30TOTOM 3JITpoMOoriara,
yCTaHOBJIEHO, uTo mpumepHO 20 % BBEACHHON [103bI METAOOIM3UPYETCS IyTEM OKUCIICHHS.
UccnenoBanust in vitro mokazamu, 4yto CYPIA2 u CYP2CS8 sBmstorcs uzodepmeHTamu,
OTBEYAIOLTUMU 3a OKHUCJIUTEIbHBIN MeTaboIH3M, TOorJa Kak
ypunuaaudocdormokypormnrpanchepazst  UGTIA1 um  UGTIA3 - wusodepmenramu,
OTBEYAIOUIMMU 32 TJIIOKYypOHUJanuioo. B mpouecce pacuienieHuss MOryT MPUHUMATh ydacTue
OaKTepUU HUKHHUX OTJENIOB KETyI0YHO-KUIIIEYHOTO TPAKTA.

OIMMUHALNS

[Tocne BcackiBaHus >nTpoMOOIIAr MoABEPraeTcst aKTHBHOMY METa00IN3MY .

OnTpombonar BBIBOAUTCS MNPEUMYIIECTBEHHO uepe3 KumedHuk (59 %); mpu srom 31 %
oOHapy)XuBaeTcss B Moue B Bujae MerabonuToB. lMcxomHoe BemecTBo (daTpomOomnar) B
HEU3MEHEHHOM BHJIE B MOUY€ OTCYTCTBYeT. B HEM3MEeHEHHOM BHUJE Yepe3 KUIIECYHUK BBHIBOJIUTCS
okoio 20 % anrpombomnara. [lepro moayBbIBEAeHHS U3 MJIa3Mbl KPOBU COCTaBIISIET OKOJIO 21—
32 4.

Oco0ble rpyInel NAKUEHTOB

Ilayuenmul ¢ Hapywenuem ynKyuu novex

[Tocne mpuMeHeHUs OAHOKpATHOU 1036l 50 MT mpenapara y MalueHTOB ¢ HapylIeHHeM (QYHKIHH
noyek jerkoit creneHr AUC o« 3nTpoMbonara cHmkanach Ha 32 %, y NalleHToB C HapyIICHHEM
GyHKIUM MoYeKk cpeAHel cteneHu — Ha 36 %, y MalMEeHTOB C HapylleHHeM (DYHKLUUU MOYeK
TsDKETIOW cTeneHn — Ha 60 % 10 CpaBHEHHIO CO 3J0POBBIMH JOOPOBOJIBIIAMH. Y TAIUEHTOB C
HapylHieHneM (YHKIMHM MOYeK OTMevaach TEHJEHIUS K CHUKEHHUIO SKCIIO3UIIUU ITpomMbonara
B IJJa3M€ KpPOBH, OJIHAKO y MAllMeHTOB JaHHOW KaTeropuu Oblja BBISIBICHA CYyIIECTBEHHAs
BaprabeIbHOCTh IKCIIO3UIINHU TT0 CPABHEHHUIO C TAKOBOH Y 3J0POBBIX T0OpOBOJBIEB. [IpruMeHsTh
npenapar y MalMeHTOB JAHHOW KaTEropuu CJIEAYeT C OCTOPOXKHOCTBIO IOJ] MOCTOSIHHBIM

KOHTPOJIEM.
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Ilayuenmul ¢ Hapywenuem QynKyuu neveHu

[locne onHOKpaTHOrO MPUMEHEHHUs Ipenapara B o3¢ 50 Mr y ManueHToB ¢ HUPPO30M IEYEHU
(mapymenue ¢pynkuuu nedeHn) AUC o) anTpombonara yennurpaiach Ha 41 % y maiueHToB ¢
HapylieHneM QyHKIMH IIe4eHH ciaboii crenenu, Ha 80 % — y malueHToB ¢ HapyuieHueM QyHKIUN
MEYEeHU CpefHel cTeneHu U Ha 93 % — y manueHToB ¢ HapylleHneM (YHKIIMH TeUYeHU TSHKeIon
CTENEeHH MO CPaBHEHHUIO CO 3J0POBBIMU JOOPOBOJIbLIAMU. Y TAIMEHTOB JAaHHOW KaTeropuu
BBISIBJICHA CYIIECTBEHHAs BapHaOeIbHOCTh SKCIIO3UIMU 110 CPABHEHHMIO C TAKOBOM Y 3/I0POBBIX
TOOPOBOJIBIIEB.

Bnusinue Hapymenus GpyHKUMM nedyeHu Ha (apMaKOKHMHETHUKY 3JTpoMOoriara mpu MOBTOPHOM
NPUMEHEHUH TIpernapara OLEHMBAJIOCh IOCPEICTBOM TIPyHHOBOro (hapMaKkOKHHETHYECKOTO
aHanm3a y 28 370pOBBIX B3POCIBIX JOOPOBOJBIEB W 79 TAIMEHTOB C XPOHHUYECKUMU
3a0oneBanusMu mnedeHu. CorjmacHo pe3yjibTaTaM JaHHOTO HCCIIENOBaHUS, y MAleHTOB C
UPPO30M Te4YeHU (HapymeHHeM (QYHKUMM T1edeHn) oTtMmedeHo ysenuueHue AUC(oq
’nTpoMOOIIara o CpaBHEHHUIO C TAKOBOU Y 370pOBBIX 100pOBOJIbLEB, Tpu 3ToM 3HaueHHe AUC o1
BO3pPACTAJIO C YBEIMYEHHEM OaIoBBIX MOKa3zarenei no mkasie Yainaa — [Ieto. ITo cpaBHEeHMIO CO
3I0pPOBBIMH JTOOPOBOJIBIIAMU y TMAIMEHTOB C HapylIeHHEM (YHKIIMHM NEUYEHH JIETKOH CTENeHH
AUC«or) snaTpombonara Obuta npubnusutensHo Ha 87-110 % Beimle, a y MalMEHTOB C
HapylnieHneM (QyHKIWU NIeUeHU CpeHel cTeneHu — npuobausuTtenbHo Ha 141-240 %.

IIpumenars npenapar y nanueHToB ¢ UTII u quppo3oM nedeHu ciieyeT ¢ OCTOPOKHOCTBIO MO/
IOCTOSIHHBIM KOHTpOJIeM. Y manueHToB ¢ Xxponuueckoil UTII u HapymenneM GyHKINU TEYSHU
JIETKOM, CpeTHEH U TSHKEIJION CTENEHH TePAaIrio 3JITPOMOOIIAroM clielyeT HAYMHATh CO CHUKEHHOM
1036l — 25 Mr 1 pa3 B CyTKH.

AHaJOTHYHBIN aHAN3 OBLT MPOBEJIEH C ydacTueM 28 370pOBBIX B3POCIBIX JOOPOBOJIBIECB U 635
marenToB ¢ BI'C. V GonbIIMHCTBA MAIMEHTOB ITOKa3arens no miaie Yaiina — [Isr0 cocTrasisut
5—6 GamnoB. [lo nanHbIM (hapMakKOKMHETHUYECKOro aHanu3a, nanueHtsl ¢ BI'C umenu Gonee
Bbicokoe 3HaueHne AUC () MO CpaBHEHHUIO C TAaKOBOW y 3IOPOBBIX TOOPOBONBIIEB, IPH ITOM
AUC(0—) BoO3pacTana ¢ yBenudeHHeM OayuIOBBIX MoKasareneit mo mkane Yaitnma — Ilero. Tlo
CpPaBHEHHUIO CO 3I0pPOBBIMH J100poBobiiaMu y marueHToB ¢ BI'C AUC ot anTpombonara Obuta
Bblle npubauzutenbHo Ha 100—144 %. YV nanuentos ¢ BI'C tepanuio snrpombonarom cieayer
Ha4YMHATh C J03bI 25 Mr 1 pa3 B CyTKH.

Paca

BnusHue aszmaTckoil packl Ha (apMaKOKMHETHUKY 3ATpoMOorara OLEHHMBAIM IPH IOMOIIU
MOMYJIAIIMOHHOTO (hapMakokuHeTHYecKoro aHainu3a y 111 3mopoBeIx B3pocnbix (u3 HUX 31 —
asmarckoil pacel) u 88 mamumentoB ¢ UTII (u3 mHux 18 — asmarckoit packl). [lo maHHBIM
(apMaKOKMHETHYECKOT0 aHaiu3a, y nanuenton ¢ M TII a3uaTckoit pacsl (T. €. STOHIbI, KHTANIIBI,
kopeisl, Taiel) AUC o) antpombonara Obuia mpumepHo Ha 87 % BhIIIE, YeM Y NAIIMEHTOB HE
a3MaTCKON pachl (MMPEUMYIIECTBEHHO €BPOIECOUIOB); IIPH ITOM KOPPEKLHUS J103bI 10 Macce Tena
HE MPOBOJNIACH.

N3ydenue BIMSHUS 3THUYECKOW MPUHAJIEKHOCTH K BBIXOAUAM M3 cTpaH BocrtouHoi A3uu Ha
bapMaKOKHMHETHKY anTpombormnara MIPOBOIUITN c IIOMOILILIO MTOMYJISIIMOHHOTO
(dapmakokuHeTHYeCcKOro aHanusa ¢ ydactueM 635 mnamuentoB ¢ BI'C (145 mnanuentoB

BOCTOYHOA3HATCKOTO MIPOUCXOXKICHUS U 69 MalMeHTOB I0KHOA3MAaTCKOro mpoucxoxaenus). Ha
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NAIMEeHTOB BOCTOYHOA3UATCKOTO M FOKHOA3MATCKOTO MPOMCXOXKIEHHUS HaONI0nanach CXOAHas
dapmakokuHeTHKa 3aTpoMOomara. B cpemHeM 'y MalMEHTOB BOCTOYHOA3MATCKOTO U
10HOa3uaTckoro npoucxoxaeHuss AUCor) antpombonara Oblsia mpuMepHO Ha 55 % BbllIe 1O
CPaBHEHHUIO C MMALUEHTAMU JIpYTUX pac (IPEUMYIIECTBEHHO €BPOIIEOUTHOMN).

Ion

BnusHue nosa Ha papMakOKMHETHUKY AJITpoMOoONara OleHUBAIN IPY TOMOIIHU MOIMYJISLIUOHHOTO
dbapmakokrmHETHYECKOTO aHanu3a y 111 310poBeIx 100poBOIBIEB (M3 HUX 14 — )KEHCKOTO T0JIa)
n 88 mammentoB ¢ WUTII (u3 mHux 57 — >xeHckoro moja). [lo JaHHBIM TOMYJIAIIMOHHOTO
dapmakokuHeTndeckoro ananuza, AUC ) antpombonara y narueHTok ¢ UTIT Obuta mpumepHo
Ha 50 % BBIIIE IO CPABHEHUIO C TAKOBOM Y MAIMEHTOB MY’KCKOTO I10J1a; P 3TOM KOPPEKLHUS 103
[0 Macce Tejia He MPOBOIUIIACK.

Bnusaue nona Ha ¢papMaKOKMHETHKY 3ATPOMOOIIAara OLIEHUBAIN C ITOMOIIBIO MOMYJISIIIUOHHOTO
(dhapMaKOKMHETHIECKOTO aHanu3a ¢ yuactueM 635 manuentoB ¢ BI'C (260 — sxenckoro nona). [1o
pe3yabTaTaM OreHKH ¢ ToMoibio Mojenu y sxeHIuH ¢ BI'C AUC(o—) antpomboriara 6pi1a Ha 41
% BBILIE IO CPABHEHUIO C TAKOBOM Yy MYXKYHH.

Hauuenmbl NOJ2HCUI020 80o3pacma

BospactHele pasnuums 1no  (apMakOKMHETHKE »>AaTpomOonara OLEHMBAIUM C  OMOILBIO
HOMYJIAUOHHOTO ()apMaKOKMHETHUYECKOTO aHallu3a ¢ y4acTUeM 28 310pOBbIX JOOPOBOJIBIEB U
635 naunenTtoB ¢ BI'C B Bo3pacte ot 19 no 74 nert. [1o pe3ynbTaraMm OLEHKH C TOMOLIBIO MOAEIH
y noxxuibix naruenToB (> 60 nget) AUC o-r) a3nTpomboniara 6su1a Ha 36 % BBIIIE IO CPABHEHUIO C
0oJ1ee MOJIOABIMH MALUEHTAMHU.

eTH
Lemu cmapwe 1 2o0a

dapMaKOKHMHETHKA ITPpOMOOIIara mociie npueMa BHyTph OJIMH pa3 B CyTKH u3ydeHa y 168 nereit
B Bo3pacte crapuie 1 rona.

Kaxymmiics mia3MeHHBIH KIMpeHe >ATpoMOorara nocie nprueMa BHyTph Y HallMeHTOB JaHHOM
KAaTeropuy BO3PACTAET C YBEJIIMYEHUEM MACChl Tela. Y MalMEHTOB a3MaTCKOM pachl KaXyILUNCs
IUIa3MEHHBIN KIIMPEHC CHUXKEH puMepHO Ha 30 %, KpoMme TOro, CHUKEHHME JAaHHOTO MOoKa3aTels
Ha 20 % OTMEYEeHO y MalMEHTOB JKEHCKOro mnoja. dapmMakOKMHETHYECKHE IIOKa3aTeau Yy
MalMeHTOB JJAHHOHM KaTeropuu mpeAcTaBieHsl B Taomwure 15.

Ta6anna 15. Cpennne reoMeTpuyeckue 3HaYeHUS MOKa3aTejed GpapMaKOKMHETHKH
JTpOoMOONara B paBHOBECHOM COCTOSIHMU MOcJIe mpuMeHeHusi B 103e S0 mr 1 pa3 B cyTku
y nanueHToB B Bo3pacrte 1-17 ger ¢ UTII

Cmax, MKI/MJI AUC (0-1), MKI'X4/MJI

Bo3pacraas rpynna

12-17 et 6.8 (6,17;7,5) 103 (91,1; 116)
6-11 ner 10,3 (9,42; 11,2) 153 (137; 170)
1-5 net 11,6 (10,4; 12,9) 162 (139; 187)
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6. PAPMAIIEBTUYECKHUE CBOVICTBA

TEETCTEBYET 3KCNEPTHOMY OTHYETY
ot 31.07.2025 N= 13030
(NOCNEOCBATENEHOCTE 0001)

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

DJITPOMEBEOITAT-AJIMYM, 25 mr, Ta0I€TKHU, IOKPBITHIE INIEHOYHON 000JI0YKOM

Bcnomozamenvhvle geujecmea

Mannurton

enmrono3a Mukpokpuctamuimdeckas — tan 101
Hemntono3a Mukpokpucramauieckas — T 102
IMToBunmou K-30

KapOokcumernikpaxman HaTpus — THI A
Marnus creapat

[TomumeTricHIIOKCaH (CHMETHUKOH)

T'omoeas cmecob 015 NIEHOYHOU 000IOYKU HCeNMas
Kpacurens xene3a oxcup sxentoiil (E172)
I'mopomennosa

Twutana quokcug

Makporoa

DJITPOMBEOITAT-AJIMYM, 50 mr, Ta0I€TKH, IOKPBITHIE INIEHOYHON 000JI0YKOH

Bcnomozamenvhvie ewecmea

MannuTton

Hemmtono3a Mmukpokpucramindyeckas — tun 101
Hemntono3a Mukpokpucramnieckas — taun 102
IMoBunmou K-30

KapOokcumernikpaxmain HaTpus — THI A
Maruus creapat

[TonumeTuiacuIokcan (CHMETHKOH)

T'omoeas cmecw 015 n1eHOYHOU 060I0YKU KPACHASA
Kpacurens xeneza okcun kpacubiii (E172)
['unpomennosa

Makporoa

Twutana quokcug
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6.2. HecoBMecTHMOCTD

COOTBETCTBYET 2KCNEPTHOMY OTYETY

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs)

2 roxa.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHU U
XpaHuTb 1pu Temrneparype He Boiie 25 °C.

6.5. Xapakrep M coaepkaHue YNIAKOBKHU

[To 7 TabneTok B KOHTYPHYIO SYEHKOBYIO YIIAaKOBKY U3 IUICHKH «OPHEHTUPOBAHHBIN MOIMaMu /
amomuHueBas ¢osbra / nonuBunmxiopusa (OITA/Ano/IIBX)» u ¢onsru amomunueBoil. Ilo 4
KOHTYpPHBIE STYCHKOBBIE YITAKOBKH IO 7 TaOJIETOK BMECTE C JHCTKOM-BKJIAJIBIIIEM OMEIIAIOT B
KapTOHHYIO IauKy.

[To 10 TabneToK B KOHTYPHYIO SSUCHKOBYIO YITAKOBKY M3 TJICHKUA «OPUEHTUPOBAHHBIN MOTHAMUL /
amomunueBas ¢ospra / nonuBunmxsiopuna (OITA/Ano/IIBX)» u ¢onsru amomuaueBoil. 1o 3
KOHTYpHBIE sTYCHKOBBIC YIaKOBKU 1O 10 TabIETOK BMECTE C JMCTKOM-BKJIAJIBIIIEM ITOMELIAIOT B
KapTOHHYIO NauKy.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH YHUYTOKEHHUHM HMCHOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NpPHMEHEeHUs
JIEKAPCTBEHHOI'0 Mpenapara,  Apyrue MAaHUIYJISIIUHU ¢ PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

Poccniickas @enepanus

Axtmoneproe o6miectBo «AJINYM» (AO «AJTTYM»)

142279, MockoBckast 0011, r. CepmyxoB, . O6oneHck, Tep. Kpapran A, . 2.
Tenedon: +7 (495) 646-28-68

DnekTpoHHas rnoyta: info@binnopharmgroup.ru

7.1. IlpeacTaBuTeNb AEPsKATE/SI PETHCTPALMOHHOIO YI0CTOBEPEeHH

IIperen3uun norpeduTeiell HANPABIATS 10 AJIPECY:

Poccuiickas @enepanus

Axtmoneproe o6miectBo «AJINYM» (AO «AJITYM»)

142279, MockoBckast 0011, r. Cepmyxos, 1. O6oneHck, Tep. Kpapran A, . 2.
Tenedon: +7 (495) 646-28-68

OnextponHas noyra: info@binnopharmgroup.ru

8. HOMEP PETUCTPAIIMOHHOI'O YOCTOBEPEHMUSA
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9. KATETOPUSI OTITYCKA JIEKAPCTBEHHOT'O HPEAPAT A £/ 1EHOCTE 0001)

JlexapcTBEHHBIH NpenapaTt OTHOCUTCS K KATETOPUU OTIYCKA IO PELIETITY».

OOmas xapakrepuctuka JekapctBeHHoro npemnapara DJITPOMBOITIAT-AJIMYM noctynHa B
€IMHOM PEecTpe 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX cpeAcTB EBpa3uiickoro 3KOHOMHU4ECKOTro
cor3a W Ha OQUIMATLHOM CalTe YIMOJHOMOYEHHOTO OpraHa (dKCIIEPTHOW OpraHU3aIliH)
https://eec.eacunion.org/.
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