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MO MEJULIUHCKOMY NNPUMEHEHWO-AEKAPEFBEHHOFO-HP

darpombonar-29@

PerucrpanuoHHbIi HOMeEP:

Toprosoe HaumeHoBaHue: DnTpombonar-29®

ATERTX

MesxkayHapoaHoe HemaTeHTOBAHHOE WJIH I'PYNIIMPOBOYHOE HAMMEHOBaHMe: AITpoMOonar

JlexapcTBeHHas popma: TaOIETKU, TOKPHITHIC TNIEHOYHOH 000I0UKOH.

Cocras:

Kaxxnas TabneTka conepKur:

CocraB/[{o3upoBKa 25 mr 50 mr
eticmeyrowee seuwjecmao:

DnTpoMOonar MOHOATaHOJIAMUH 28,45 mr 56,90 mr
(B mepecuére Ha HTpOoMOOIAr) 25,00 mr 50,00 mr
Bcnomocamenvuvie sewgecmea:

MannauTON 29,70 mr 59,40 mr
Hemnrono3za mukpokpuctaummueckas (102) 257,15 mr | 195,80 mr
IToBugon K-30 3,20 Mr 6,40 Mr
KapOokcumerrmikpaxmain HaTpus (T A) 28,00 mr 28,00 mr
Maruus creapat 3,50 mr 3,50 mr
Macca maoaemku 6e3 000104KuU 350,00 m2 | 350,00 me2
Ilnenounan ooonouxa

[runmpomerio3a (TuApoOKcUIponuiIMeTuianenioioza) — 60,00 %; | 14,00 mr

tutana auokcua — 21,39 %; makporos (MOMUAITHIICHIIINKONb) —

8,00 %; amOMUHUEBBII JIaK Ha OCHOBE KpacuUTelsl KpacHbIN

odapoBarenbHbll — 5,44 %; allOMHHUEBBIM JaKk Ha OCHOBE

KpacuTessl COJHEYHbIM 3akar »xkearbld — 5,17 %], roroBoe

IJIEHOUHOE TIOKPHITHE

[runpomerio3a (TUAPOKCUNIPONUIMETHILEIIT0N03a) — 62,50 %; 14,00 mr
tutaHa auokcun — 22,08 %; makporon (MOJIMATUIICHTIMKONb) —

6,25 %; kpacutenb xeneza okcup kentbld — 7,01 %; kpacutenn

JKene3a OKCHJ KpacHbIi — 2,16 %], roToBOE MIeHOYHOE MOKPHITHE!

Macca mabnemku c 000104K0U 364,00 mz | 364,00 m2

! TormyckaeTcst mMcmons30BaTh TOTOBOE IUIEHOYHOE MOKphITHE Omazapait 03B130008
opankeBbIi (1151 mo3upoBku 25,0 mr), Omanpait 03B26716 kopuaneBsli (1151 1o3upoBku 50,0 mr)
WM IPYTOro MPOU3BOIUTEIIS.



COOTBETCTBYET 3KCMEPTHOMY OTYETY
Onmcanmne ot 21.04.2026 Ne 8211

(NOCNEOOBATENEHOCTE 0001)

Jlosuposka 25 me: KpyTible, NBOSKOBBIMYKJIbIC TaOJETKH, MOKPBITHIE IUIEHOYHOU OOOJIOYKOH
opaHxeBoro 1Bera. Ha monepeuyHom pazpese siApo OpaHKEBOTO IIBETA.
Hozuposka 50 me: KpyTible, ABOSKOBBIYKJIbIE TA0JIETKH, MOKPHITHIE TUICHOYHONH 00O0JI0YKOMA

CBETJI0-KOpUYHEBOTO 11BeTa. Ha monepeunom paspese siipo OpaHKEBOTO [BETA.

dapmakoTepaneBTHYecKass TIPYNNa: TeMOCTaTHMYECKHWE cCpeicTBa; BUTaMMH K u apyrue

TreMOCTaTHYECKHUE CPENCTBA; APYTHE FEMOCTaTUIECKUE CPEICTBA CUCTEMHOIO JCUCTBHS.
Kox ATX: B02BX05
DapMaKoJIOrHYecKue CBOMCTBA

Mexanuszm oeiicmeusn

Tpombonoatur (TPO) - 3T0 OCHOBHOM HMUTOKWH, KOTOPHIH MPUHUMAET y4acTUE B PETYJISIIUN
MErakapuornod3a U BBIPAOOTKE TPOMOOIIMTOB; OH SIBJISIETCS JHIOTCHHBIM JIMTAHAOM JUJIS
penentopa TpomOomodTrHa (TPO-R). DnTtpombomnar B3auMoJelCTBYeT ¢ TpaHCMEMOpaHHBIM
JIOMEHOM 4enoBeyeckoro penentopa TPO-R u uHHMIMUpyeT Kackaj Mepenadyd CUTHala,
HallOMUHAIOMIMK TakoBOM miisi sHjporeHHoro TPO, 4YTo compoBOXKAAeTCSs WHIYKIMEH
nponudepanud u JUGGEPSHIMPOBKA METAKAPUOIMTOB M KIETOK-TPEANICCTBEHHUKOB B

KOCTHOM MO3T€.
Dapmakoounamuxa

Ontpombonar ornuyaercss oT TPO ¢ TOUYKM 3peHHs BIUSHUS Ha arperamuio TpoMoOounuTos. B
ornmuurie oT TPO Bo3geiicTBue snTpombonara Ha TPOMOOIMTHI 3I0POBOTO YEIOBEKa HE
YCUJIMBAET arperamuio mox JaeiicrBueMm aneHosuHaudocpara (AADP) u HE CTUMYITUpPYyeET
sKcrpeccuio P-cenextuHa. OntpoMOomnar He MPEnsTCTBYET arperaiud TPOMOOLUTOB TOJ

nericteueM AJ[® wim Kojiarexa.
Dapmakokunemuka

[TapameTpsl  (papMakOKMHETHKH H>iATpoMmOomara TMpH NPUMEHEHHH Yy B3pOCIBIX €

uauonarudeckoit Tpomoonuronenuei (UTII) npencraBieHbl B TabIUIle HUKE.

Tabnuya I - Cpeonue ceomempuueckue 3Ha4eHus N1A3MeHHbIX Napamempos hapmMaKoOKUHemuKu
IIMPOMOONA2a 8 pasHOBECHOM cOCMOsAHUU Y 83pocavix ¢ UTII

IImomans moxn
MakcumanbHas .
Cxema nedeHus KonuuecTBo dhapMaKOKMHETHYECKOM
KOHIICHTpaLUs, .
anTpoMOOIaromMm MAIUEHTOB C o MK/ KpUBOH «KOHIEHTpaIUs-
e BpeMs», AUC(0-r), MKT X u/MJI
50 Mr onuH pa3 B 34 8,01 (6,73; 9,53) 108 (88; 134)
CYTKHU
75 Mr onuH pa3 B 26 12,7 (11,0; 14,5) 168 (143; 198)
CYTKHU




COOTBETCTBYET ZKCTNEPTHOMY OTHETY

DapMaKOKHHETHUECKHE MapaMeTphl ATPoMOoNara y MalueHTds. & %’ﬂh#g@#ﬂﬁ Pentdrurom C

(NOCNEQCBATENEHOCTE 0001)

(BI'C) yxa3zaHsbI B TaOIHIE HUXKE.

Tabnuya 2 - CpeOHue ceomempuuecKue 3HAYEHUS QAPMAKOKUHEMUYECKUX Napamempos
aImMpombonaza 8 niasme Kposu 8 pasHO8ECHOM COCMOAHUU Y nayuenmos ¢ xponudeckum BI'C

Jo3a sanTpombonara KomnmaecTtso Cimax, MKI/MJT AUC 0-0), MKT X /M1
(oIIMH pa3 B CYTKH) MaIMEHTOB
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)
3Hauenuss AUCpory u  Cmax 10 JaHHBIM  PETPOCHEKTHUBHOTO  MOIMYJISIUOHHOTO
(hapMaKOKUHETHYECKOTO aHAIH3a

dapMaKOKMHETHYECKUE MMapaMeTphl dJITpoMOoOIara mocie nmpruema y 45 MaldeHTOB C TSKEIOon
aractuyeckorr aHemuedd (TAA), He NPUHUMABIIMX TMPOTPAMMHYI0 HWMMYHOCYIPECCHBHYIO
TEpaIulo, yKa3aHbl B TaOJIHIIEe HIKE.

Tabnuya 3 - CpedHue eceomempuueckue 3HAYeHUs noxkazameneu QapmMaKoKuHemuKu
aampombonaza 6 niazme Kposu y nayuenmos ¢ TAA, He nomyyasuiux paHee NpoSpPAMMHYIO

UMMYHOCYRPECCUBHYIO MePanuio

JHo3za snTpomOonara KomnnuecTtso Cmax, MKT/MIT AUC 0.1, MKT X 9/MII
(omuH pa3 B CyTKH) MAIEeHTOB
150 mr 45 40,1 (44,9 %) 772 (47,2 %)

Bcacwisanue u 6uooocmynnocme

Cmax dn1TpoMOOmNara B IUIa3Me KpOBU JIOCTUTAETCs depe3 2—6 yacoB MOCie NMpUeMa BHYTPb.
OnHOBpEeMEHHBIHN ITpUEM ITpoMOOIIara ¢ aHTaluIaMi U IPYTUMHU MPOAYKTaMH, COAEPKAIIUMU
NOJIMBAJICHTHbIE KaTHOHBI (HAaImpHUMeEp, MOJIOYHbIE TNPOIYKTHl M MHHEpaJbHbIE J00ABKH),
3HAYUTEIBHO CHUKAET IKCIIO3UIUIO SNTpoMOorara.

AbcomoTHas OMOJOCTYIHOCT 3ATpOoMOONara mpu MmpueMe BHYTph He Oblia ycraHoBieHa. Ha
OCHOBAHMHU IOKa3aTeJel BBIBEIECHUS IOYKAaMHM M aHalM3a MeTaOOJINTOB, BBIBOJAMMBIX Yepe3
KHIIEYHHK, TOKa3aHO, YTO PACUETHbIE 3HAUE€HUS BCAChIBAHUS IPOU3BOAHBIX dATpoMOoOIIara nocie
NEPOPAILHOTO NPUMEHEHHS B OJHOKpPaTHOM Jo03€ 75 Mr cocraBwio He MeHee 52%.
Pacnpeoenenue

OnTpombonar B BHICOKOM CTETIEHU CBSI3bIBAeTCS ¢ OeKaMHU MIa3Mbl KpOBU yenoBeka (> 99,9%).
Ontpombomnar siBisiercs cyocrpatom BCRP (6emok pe3sucTeHTHOTroO paka MOJIOYHOM JKeJe3bl), HO
He sBisieTcs cyocTpaToM P-riukonporenna unmu OATPIBI.

Memabonuszm

OarpoMbonar NpeuMyIeCTBEHHO METa00IU3HPYETCsl IOCPEACTBOM PACIIEIIIIEHNS, OKHCICHUS U

KOHBOIallinu C FJ'IIOKypOHOBOI\/'I KPICJ'IOTOﬁ, TIIYTaTUOHOM HWJIM HOUCTCUHOM. Ilo JaHHBIM
3
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WCCJICIOBAHMS C METKOW PaJIMOAKTHBHBIM H30TOIOM, Ha non}oTaﬂﬂpe%qﬁeHéiraJ-B'-ﬁﬂQSMe KpPOBH
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

npuxoautcs okoio 64% AUC..,.

BropocreneHHsie MeTaOONHTHI, HAa JOJNIO KaXJOTO U3 KOTOphIX mnpuxoautcs menee 10 %
PaAMOAKTUBHOCTH B TUIA3M€ KPOBH, OOpPa3yIOTCs MyTeM MIIIOKYpPOHUAAWMU U okucieHus. [lo
JAHHBIM HCCIIEOBAaHUS C MPUMEHEHHEM MEUEHOTO paJMOaKTUBHBIM HM30TOIOM 3JTpoMOorara,
yCTaHOBJIEHO, 4TO TIpuMepHO 20 % BBEIEHHOH [103bI META0OIU3UPYETCS MyTEM OKHCICHHS.
UccnenoBanus in vitro mnokazamu, uro CYPIA2 u CYP2C8 sBustorcs u3odepmMeHTami,
OTBEUAIOLTUMU 3a OKHUCIIUTEIHHBIN METa00IH3M, TOraa KaK
ypunuaaudocdormokypormirpanchepazst  UGTIAT wu  UGTIA3 - wusodepmenramu,
OTBEUAIOLIMMHU 3a TIIOKYpOHMJAIUIo. B mpoliecce paciieryieHuss MOTyT HMPUHUMATh ydacTue
OaKTepUU HUKHHUX OTJENIOB KEIyI0YHO-KUIIIEYHOTO TPAKTA.

Buigeoenue

[Tocne BcachiBaHMsI 3ATpoOMOOTAr TOABEPraeTCs AaKTUBHOMY MeETaboau3My. OnTpomMOomar
BBIBOJIUTCS IPEUMYILIECTBEHHO uepe3 KuiedHuk (59 %); npu atom 31 % obHapykuBaeTcsa B Moue
B Buae MerabomutoB. McxomHoe BemiecTBo (3aTpomOonar) B HEM3MEHEHHOM BHUJIE B MOUe
OTCYTCTBYET. B HeM3MEHEHHOM BHE dYepe3 KUIIEYHHUK BBIBOIUTCS oKoiio 20 % snTpomOornara.
[lepuoa monyBBIBEICHHS U3 TIa3Mbl KPOBH COCTaBIISAET OKOJIO 21-32 .

Oco0nIe I'pynIbl TanMEHTOB

Toueunas neoocmamounocms

[Tocne npuMeHeHus: OHOKPATHOM 710361 S0 MI mpernapara y NarieHToB ¢ HapyleHueM (QyHKITHH

nouek Jierkoii crerneHu AUCy.,, antpomOormnara cHmkanack Ha 32%, y MalueHTOB C HApyIIEHUEM

(GYHKIMU TIOYEeK CpefHel cTeneHu — Ha 36%, y MalueHTOB ¢ HapylleHHeM (YHKIMH MOYEK
TSDKEJION cTereHu - Ha 60% 1o CpaBHEHHWIO CO 3J0POBBIMU JOOPOBOJIBLIAMHU. Y MAIMEHTOB C
HapyleHHeM (yHKLIMHU OYeK OTMEYaaach TEHASHIMS K CHU)KEHUIO SKCIO3UIMU 31TpoMOonara
B IUIa3M€ KPOBH, OJIHAKO, y MAIMEHTOB JIaHHOW KaTeropuu Oblia BbISIBIEHA CYIECTBEHHas
BaprabeTbHOCTh SKCIIO3UIIUH 110 CPAaBHEHHIO C TAKOBOU y 370POBBIX 100poBOIIbLEB. [IpuMeHsTh
npernapar y MHNalUMEHTOB JAHHOW KaTeropuu CIEAYEeT € OCTOPOXHOCTBIO I0J] MOCTOSHHBIM
KOHTPOJIEM.

Ileuenounas nedocmamoyrocmo

ITocne ogHOKpaTHOrO MpUMEHEHU mpenapaTta B 03¢ 50 MI' y MAaIlMEHTOB C UPPO30M MEUECHU
(napymenue @ynkiuu nedenn) AUCy.., anTpombonara yBenuuuBaiach Ha 41% y manueHToB c
HapylHieHneM QYHKIMH nieueHu ciaaboit crenenu, Ha 80% — y malleHToB ¢ HapylieHueM QpyHKIuu

MEUYEeHU CpeAHel cTeneHu, U Ha 93% y MalMeHToB ¢ HapylleHHeM (QYHKIUU MEYCHU TsHKETon

CTCIICHU IO CPAaBHCHUIO CO 3J0POBBIMU ,Z[O6pOBOJII:I_[aMI/I. Yy HalfMCHTOB ,Z[aHHOI\/'I KaTeropmuu
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BBISBIICHA CYIECTBEHHAs BapHaOeIbHOCTD IKCHO3UINN MO CPABHEHHFO 0 ﬂbeKéBG-H'TM 3J0POBBIX

(NOCNEOOBATENEHOCTE 0001)

JI0OPOBOJIBIICB.

Bnusinue Hapymenus GpyHKuMM nedyeHu Ha (apMaKOKHMHETHUKY 3JTpoMOoriara mpu MOBTOPHOM
NPUMEHEHUU TIperapara OIICHHBAJIOCh IOCPEICTBOM TPYHIOBOro (hapMaKOKHHETHIECKOTO
aHaim3a y 28 3I0pOBBIX B3POCHBIX JTOOPOBONBIEB M 79 MAIMEHTOB C XPOHUUYECKUMU
3a0oneBaHusMu mnedeHu. CorjmacHo pe3yjibTaTaM JaHHOTO HCCIENOBaHUS, y MAlleHTOB C
IUPpPO30M TeueHu (HapymieHueM (QyHKiMA T1iedeHu) otMmedeHo yBenumdenne AUC(o.r)
anTpomOoniara Mo CpaBHEHHIO C TaKOBOW Y 3/I0POBBIX JOOPOBOJIBLIEB, MPU 3TOM 3HAUYECHUE
AUC(0-r) BO3pacTaio ¢ yBelIMYeHHEM OaiioBbIX Tokazatened mo mkane Yaitna-Ilero. ITlo
CPaBHEHMIO CO 370POBBIMHU J0OpPOBOJIBLIAMU Yy NAIlMEHTOB C HapylleHHEM (PYHKIMHU ME4YEeHU
aerkoit crenenn AUC(.r) anTpombonara Obuta npubnusutensHo Ha 87-110% Beime, a y
NAIMEeHTOB C HapyIIeHWEeM (YHKINU IEYEeHH CpeAHEH cTereHn — npuonu3uTenbHo Ha 141-240 %.
IIpumensars npenapar y nanueHToB ¢ UTII u quppo3oM 1edeHu ciieyeT ¢ OCTOPOKHOCTBIO IO/
MOCTOSTHHBIM KOHTpoJieM. Y manueHToB ¢ XpoHudeckoil UTII u nHapymenneM GyHKIUM MTeYEHN
JIETKOH, CPETHEH M TSKEJION CTETICHH TEPAITHIO AATPOMOOTIaroM ciaeayeT HaUMHATh CO CHUKEHHOM
1036l — 25 Mr 1 pa3 B CyTKH.

AHaJOTUYHBIN aHAMU3 OBLT MIPOBEJIEH C y4acTHeM 28 3OPOBBIX B3POCIBIX TOOPOBOIBIEB U 635
nmanueaToB ¢ BI'C. YV GonpirHCTBaA ITAlIMEHTOB ITOKa3areiab no mkaine Yamna-IIero cocrasist
5—6 GamnoB. Ilo maHHBIM (apMakOKHHETHYECKOTO aHanu3a mnanueHtbl ¢ BI'C mmenu Goree
Bbicokoe 3HaueHne AUC(o.r) IO CPaBHEHUIO C TaKOBOW Y 3[IOPOBBIX JTOOPOBOJBIEB, MPU ITOM
AUC0.r) Bo3pacTana c yBeJIWYeHHEM OajuloBbIX Mokaszatenedt mo mkane Yaiina-Ilero. Ilo
CpPaBHEHHUIO CO 3J0POBBIMH J100poBobiiamMu y maneHToB ¢ BI'C AUC o.r) anTpoMOomnara Obiiia
Bblle npubmusutensHo Ha 100-144%. ¥V mauuentoB ¢ BI'C tepanuio sntpombomnaromM cieayer
Ha4YMHATh C J03bI 25 Mr 1 pa3 B CyTKH.

Paca

BrusHue asmarckoil packl Ha (apMaKOKHMHETHKY JaTpoMmOomnara OICHHBAIW MPH MOMOIIU
MOMYJIAIIMOHHOTO (papMakoKuHeTHYeCKoro aHanusa y 111 3m0poBeix B3pocnbix (M3 HUX 31 —
asmarckoil pacel) u 88 mamuwentoB ¢ UTII (u3 Hux 18 — asmarckoit pacel). [lo maHHBIM
(dapmakokuHeTHyeckoro anaiauza y mnauumeHToB ¢ MTII a3marckoil pacwl (T.e. BBIXOXLEB M3
Boctounoit/FOro-Bocrounoit Azun), AUC o.r) 3aTpoMbomiara Obiia mpuMepHo Ha 87% Bblllle, YeMm
y NallMEHTOB HE a3UaTCKOM pachl (IPEUMYILIECTBEHHO €BPOIIEOUIOB); IIPU 3TOM KOPPEKLIUS O3Bl
[0 Macce Tejia He MPOBOIUIIACK.

N3ydenue BIMSHUS 3THUYECKOW MPUHAIEKHOCTH K BBIXOAIAM M3 cTpaH BocrtouHoi A3uu Ha
(bapMaKOKMHETHKY antpomOormnara MPOBOAMIIN C MOMOIIbIO HOIYJISIIIHOHHOTO

(apmakokuHeTHYeCKOro aHanmsa ¢ ydactueM 635 mnamuentoB ¢ BI'C (145 mnanuentoB
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COOTBETCTBYET 3KCMEPTHOMY OTUETY

OCHOBAHHUH PE3yJIbTATOB MOMYJISIIHOHHOTO (hapMaKokHHETHICCKOFO-aHATH3A-YETAHOBACHO; HTO-Y
MAIMEHTOB BOCTOYHOA3MATCKOTO M I0’KHOA3WAaTCKOTO MPOUCXOXKICHHsS HaboJanach CXoJHas
(dapmakokuHeTHKa daTpoMOomnara. B cpemHeM 'y MalnMEHTOB BOCTOYHOA3MATCKOTO U
10xHoa3uaTckoro npoucxoxaeHus AUC o.r) antpombonara Obuta mpumMepHo Ha 55% BbIle 1O
CPaBHEHHIO C MAIIMEHTAaMH JPYTuX pac (MIPEeUMyIIEeCTBEHHO €BPOIIEOUTHOMN).

Ilon

Bnusinue nona Ha apMakOKMHETUKY AJITpoMOoOIIara OLleHUBAIU MIPU TOMOIIY MOMYJISIHOHHOTO
dapmakokuHeTHyeckoro aHanusa y 111 31opoBbIx 106poBosbIeB (U3 HUX 14 — )KEHCKOTo 1oJa)
u y 88 manmentoB ¢ UTII (u3 Hux 57 — >xeHckoro mona). [lo HaHHBIM MOMYJSIIMOHHOTO
dapmakokuHernueckoro anaianza AUC .-y anTpombornara y nanuentok ¢ UTII O6b1a mpumepHo
Ha 50% BbIIIE 110 CPAaBHEHMIO C TAKOBOH Y MALIMEHTOB MY’KCKOT'O T10J1a; IPU ATOM KOPPEKLIHUs 103
[0 Macce Tejia He MPOBOIUIIACK.

Bnusinue nona Ha apMakOKMHETHKY 3ATpoMOONara OleHUBAINA ¢ TTOMOIIbIO MOMYJIALHOHHOTO
(apMaKOKMHETHYECKOT0 aHanu3a ¢ yyactuem 635 nmaruentoB ¢ BI'C (260 — sxenckoro nona). [To
pe3yibTaTaM OLEHKH ¢ nmomolnbio Mozaenu y sxeHumH ¢ BI'C AUC.r) anTpombonara Obuia Ha
41 % BBIlLIE TTO CPABHEHUIO C TAKOBOW Y MY>KUHH.

Jluya nooswcunozo ospacma

Bozpactable paznuums 1mo (dapMakOKMHETHKE JiTpoMmOonara OIEHUBAIM C I[OMOIIBIO
HOIYJIAIUOHHOTO (hapMaKOKWHETHYECKOTO aHAlIM3a C y4acTHeM 28 30pOBBIX JOOPOBOJIBIIEB U
635 nanuenTos ¢ BI'C B Bo3pacte ot 19 o 74 ner. I1o pe3ynpraTamMm OLEHKHU C IOMOIBIO MOAETN
y noxkuibIx nanueHToB (>60 net) AUC -ty anTpoMbornara 6su1a Ha 36% BbIIIE 110 CPAaBHEHUIO C
0oJ1ee MOJOABIMH MALUEHTAMHU.

Jlemu cmapuwe 1 200a

dapmMaKOKHMHETHKA AITpoMOOIIara mociie mpueMa BHyTPh OJIMH pa3 B CyTKU U3ydeHa y 168 mereit
B Bo3pacTe crapiue 1 roga.

Kaxymmiics miasMeHHBIH KIMpeHe >nTpomOornara mocjie npueMa BHyTpb y HNAIllMeHTOB JaHHOM
KaTeropuy BO3PACTaeT C YBEIMUYEHUEM MaccChl Teja. Y MalMeHTOB a3MaTCKOW pachl KaKyIIUncs
IJIa3MEHHBIN KJIUPEHC CHUXKEH NpuMepHO Ha 30%, KpoMe TOro, CHUKEHUE JTaHHOTO MOKa3aTess
Ha 20% OTMEYEHO y MAalMEHTOB JKEHCKOro mnoja. PapMakOKMHETUYECKHE II0Ka3aTelu Yy

HannucHTOB I[aHHOfI KaTCropuu nmpeacTaBJICHbI HUKC.



COOTBETCTBYET ZKCTNEPTHOMY OTHETY
Tabnuya 4 - Cpednue ceomempuueckue nokdzameneii apfidrokurenttn "sammpbhbonaza 6
(MOCNEAODBATENBEHOCTE 0001)

PABHOBECHOM COCMOARUU NOCJIE NPUMEHEHUA 6 003e-50me-1 Pas-6-ECymKu-y-naueHno6-6-603pacnte

1-17 nem ¢ UTI1

Bo3pacTHas rpynna Cmax, MKI/MJI AUC(0-1), MKT X 4/MJI
12-17 ner 6,8 (6,17,7.,5) 103 (91,1, 116)
6-11 ner 10,3 (9,42, 11,2) 153 (137, 170)
1-5 et 11,6 (10,4, 12,9) 162 (139, 187)

IToxa3zaHus K NpUMEHEHHUIO

— IIpenapat Darpombomnar-29® mnokasan Jyis JeueHHs MalUeHTOB B BO3pacTe 3 JIeT U cTaplie ¢
ummyrHON TpoMOoruTonenuent (MTII), nismeiics 6 u 6osee MecsaIeB ¢ MOMEHTA MTOCTaHOBKH
JTMarHo3a, y KOTOPBIX OTMeEYascsi HEJOCTATOYHBIN OTBET HA MPENUIECTBYIOLIYIO TEpPamHuio
(HampuMep, TIIIOKOKOPTUKOCTEPOUIaMHU, MMMYHOTTIOOyTMHAMH) C II€TbI0 YMEHBIICHUS PUCKa
KPOBOTCYCHUM.

— Ilpemapat DnaTpom6bomnar-29® nokaszaH [j1s JIeYECHUs TAIMEHTOB B Bo3pacTe crapiie 18 jeT ¢
XPOHUYECKUM BUPYCHBIM TernatutoM C ¢ 1enbio obecrneyeHns: BO3MOKHOCTH MTPOBEICHUS TN
ONTUMU3ALMKU  INPOBOAMMOW IPOTHUBOBUPYCHOM TEpalMM, BKIKOYAIOLIEH IIpernaparbl
UHTEpEepoHa.

— Ilpemapar DaTpombonar-29® mnoka3aHn B COCTaBe TEpaNMK MMEPBOW JTMHUU B KOMOWHAIIUU CO
CTaHIAPTHOM HMMMYHOCYIPECCUBHOM Tepanuel y MalMeHTOB C TSKEJIOH aIrlaCTHYeCKOM
anemueit (TAA) B Bo3pacte 3 et u crapiie.

— IIpenapat DnTpombonar-29® nokazaH yis JIeUeHUs MAIMEHTOB B Bo3pacTte crapuie 18 jer ¢
TSDKEJION ariacTUYeCKOW aHeMHEH, Y KOTOPBIX HE ObUI JOCTHUTHYT JOCTaTOYHBIM OTBET Ha

MMMYHOCYTIPECCUBHYIO TEPAIIUIO.
ITporuBoNOKa3aHUsA

— TUNEPUYYBCTBUTEIHHOCTh K JITPOMOOMAry WM JTIOOBIM BCIIOMOTATEIbHBIM BEIIECTBAM,
BXOJISIIIUM B COCTaB TIpernapara,

— MUEIOIUCIUIACTHYECKUI CHHAPOM (B CBSI3W C OTCYTCTBHEM JAHHBIX MO A(()EKTUBHOCTH H
0€30MacHOCTH Yy JaHHOM KaTeroOpuu MAIlMeHTOB), CM. pazaen « OcoOvle yKa3aHusy,

— OepeMeHHOCTh W TEPHOA TPYAHOrO BcKapmimBaHusi (cM. pasaen «llpumenenue npu
bepemeHHoCmU U 8 NePUod epyoOH020 BCKAPMIUBAHUILY),

— JeTCKui Bo3pacT muaame 3 et (11 JaHHOH JIEKapCTBEHHOM (OpMBI).
C 0CTOPOKHOCTHIO

[Ipn npumeHeHun osaTpomOomara B COYETAaHUU C Tepamued HHTEPHEPOHOM CYIIECTBYET

MTOBBIIIICHHBIN PUCK Ppa3BUTUA HEKECIATCIbHBIX peaKuHﬁ, BKJIIFO4Yas MOTCHHUAJIBbHO JICTAJIbHYIO
7



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

Ry

JEKOMIIEHCAUI0 (YHKIUH I€YEHH M TPOMO0IMOOINYECKUET OCTOKHEHs ! y' -H-H_[I/ICHTOB c

(Mo -.-IE,.:I.'_'EIHTEJ_II:H'_ CTE 0001)

xpouudeckum BI'C,  CONMPOBOXKIAIONINMCS ““FPOMOOHHTOHSHHEH—H—HpPOFPecCHPYIOHHM
XPOHUYECKHUM MOPaKEHHUEM MEUYEHHU, YTO ONPEeNseTCs] HU3KMMH YPOBHSIMHU anb0ymuHa < 35 /i
wi 6amtom > 10 mo mkane MELD (Mmoznens koHedHOU cramauu 3a0ojeBaHus nedeHu). Kpome
TOTO, MPEUMYILECTBA TepanuH, 0OECIeUnBaIONICH YCTOWYHMBBIA BUPYCOJOTMUYECKHH OTBET IO
CpPaBHEHHUIO C Ianedo, ObUTM HE3HAYUTEIHbHBIMH y JaHHBIX MAIlMEHTOB (B OCOOCHHOCTH Y
MAaIMEeHTOB C UCXOJHBIM aabOyMHHOM < 35 T/JI) MO CpaBHEHHIO C TPYNION B 1mesioM. Tepamnus
ANITPOMOOIIArOM Y TaKUX MAIMEHTOB JOJKHA OBITh HA4aTa TOJBKO CIICIHATNCTAMH, HMEIOIIUMU
OTIBIT B Tepanuu nporpeccupyromiero BI'C, u Tonbko Toraa, Koraa pucku TpOMOOLUTONIEHUH WK
OTKa3 OT MPOBOJUMON MPOTUBOBUPYCHOM Tepanuu TpeOyroT BMelIareabcTBa. Eciu nposenenue

Tepanuy KIMHUYECKH OIpaBIaHO, HEOOXOIUM TIATEIIbHBI MOHUTOPHUHT TaKUX MAIMEHTOB.
IIpumeHeHne npu 6epeMEHHOCTH M B IEPHO/I IPYAHOI0 BCKAPMJIMBAHUS
JKeHwunol ¢ 0emopooHbIM NOMEHYUATOM (KOHMPAYENYUsL VY MYHCUUH U HCEHUWUH)

[Tpumenenue npenapara dnrpomoOomnar-29® He peKOMEHAYETCs P OEPEMEHHOCTH U Y JKCHIIUH

C COXpaHEHHBIM PENPOAYKTUBHBIM MOTEHIIUAIOM, HE UCIIOJB3YIOLIUX METO/Ibl KOHTPAIIETIIIHH.
bepemennocmu

Het nanHbIX 0 MpUMEHEHUH penapaTa BO BpeMsi OEpeMEHHOCTH y ueloBeka. B nccnenoBanusx
y KUBOTHBIX ObUIa BBISBIIEHA PEMPOAYKTHBHAs TOKCHYHOCTHh NpPU BBEACHHUM DITpomOOIara
OepeMeHHBIM >KUBOTHBIM B IMEpHOJ opraHoresesa. lloTeHIMaNbHBIN pUCK 17 4YeJoBeKa
HEM3BECTeH. B ciydyae mnpuMeHeHMs IMpernapara Hpu OEpeMEHHOCTH WIM TpU Pa3BUTHU
OepeMeHHOCTH Ha (OHE MPHMEHEHHs Mperapara cieqyeT NMpPouH(OPMHUPOBATH MALUEHTKY O
NOTEHLMAaIbLHOM pucke s moja. [Ipumenenue npenapata npu 6epeMeHHOCTH BO3MOYKHO JIHILb
B TOM ClIy4yae, KOorja MOTEHUHMAJIBbHBIA PUCK U IJI0JA ONpAaBIaH OKUAAEMOM IOJIb30U IS

MaTepH.
Ilepuoo epyonozo éckapmausanus

Her maHHBIX O TOM, IPOHMKAET JH >ATPOMOONAr WM €ro METa0OIHUTHI B TPYJHOE MOJOKO Y
YeJOBeKa, WM O WX BIMSHMM Ha TPYIHBIX JETeH M Ha CEKpenuio Moiioka. Tem He MeHee
antTpombomnar 66U 0OHAPYKEH Y TOTOMCTBA JIAKTUPYIOLINX KpbIC yepe3 10 qHeil mocne poxxaeHus,
YTO JJaeT OCHOBAHME T0JaraTh, 4TO JITPOMOOIAr MOXKET POHUKATH B IpyIHOE MOJIOKO. Cremyer
HPUHSTH pemieHne 0 HpeKpaIeHu IPYJHOTO BCKapMJIMBaHHS WIIN 0
IPOIOIDKEHUN/IPEKPAIEHIH Teparyy 3ATpoMOONaroM, IpuHUMasi BO BHUIMaHNE IPEUMYIIECTBA
TPYIHOTO BCKapMIIMBAHHUS M OXKHMJAEMYIO MOJIb3y Tepanuu aiasi marepu. CremayeT MpeKpaTHTh

TpyAHOC BCKAapMJIMBAHUEC B CJIyUac HGOGXOI[I/IMOCTI/I MNPUMCHCHUSA MTperiapara B IICPHUOI JIAKTALIUH.



COOTBETCTBYET 3KCMEPTHOMY OTUETY
DepmunvHocme ot 21.04 2026 N= 8211

(NOCNEOOBATENEHOCTE 0001)

B uccnenoBaHusx y UBOTHBIX 3ATpoMOonar He OKa3blBaJl HEOJArompHUsTHOIO BIMSHHS Ha
GbepTUIBHOCTD. DITpOMOOTIar He BIHSUT Ha PEPTUIIBHOCTD Y 0CO0EH MY>KCKOTO | JKEHCKOTO T10J1a
IpY IPUMEHEHUH B J103aX, B 2—3 pa3a MpeBbIIIAIOIINX PEKOMEHIOBaHHBIE [Tl YyelloBeKa (MCXO0s
u3 BenmmunHbl AUC y manuentoB ¢ UTII B no3e 75 Mr/cyT u y nanueHToB ¢ xpoanueckum BI'C B

no3e 100 mr/cyT).
Jlanmnvie uccne0o8anuil y HCUuBOMHbIX

B nccienoBanusx sMOprodeTaabHON TOKCUYHOCTH Y KPBIC U KPOJIMKOB AJITPOMOONAr BBOAUICS
caMKaM B IepHOJ] OpraHoreHes3a. ¥ caMOK KpbIC TOKCHYecKas j103a B 60 Mr/kr/cyT (uto B 6 pa3
MPEBBIIIATO KIMHUYECKOE BO3/IeCTBUE Ha YenoBeka Ha ocHoBaHuU AUC y manuenTtoB ¢ UTII B
no3e 75 Mr/cyT U B 3 pa3a mpeBhIIAN0 KIMHUYSCKOE BO3ICHCTBIE Ha YenmoBeka Ha ocHoBe AUC
y ManueHToB ¢ XxpoHudyeckuM renaruroM C npu go3e 100 Mr/cyT) npuBoaniIa K CHXKEHHIO Beca
IU10/1a ¥ HEOOJBIIOMY YBEITMUEHHUIO YaCTOThI Pa3BUTHS MIEHHbIX pebep. Hukakux noka3arenbcTB
CEpbEe3HBIX CTPYKTYPHBIX IIOPOKOB B UCCIIEIOBAaHHUM OTMEUYEHO HE ObLIO. Y KPOJIMKOB HE OBLIO
oTMeueHO HhdexToB AMOpHOdETaTbHOW TOKCHYHOCTH M TEPATOTCHHOCTH B J103aX JIO
150 mr/kr/cyt (B 0,5 pa3 Oosnbliie KIMHAYECKOTO BO3/IeiicTBUA Ha YenoBeka Ha ocHoBaHuu AUC y
narentoB ¢ UTII B noze 75 mr/cyt u B 0,3 pa3a mpeBblLIao KIMHHYECKOE BO3JEHCTBHE Ha

yenoBeka Ha ocHoBaHMU AUC y marnneHToB ¢ XxpoHudeckuM renatutom C B qo3e 100 mr/cyr).

B uccienoBaHusix mpe- M MOCTHATAIbHOW TOKCMYHOCTH Y O€peMEHHBIX KpbIC AniTpoMOornar
Ha3Hayalcs ¢ 6-ro JHS TecTalud U BIUIOTH 10 20-ro mHsA nakTanuu. Hukakux moOOYHBIX
3¢ (heKToB Ha PENpPOAYKTUBHYIO (YHKIIHIO MaTepy WU HA Pa3BUTHE MOTOMCTBA MPHU J103aX JI0
20 Mr/kr/cyT oTMeueHO He ObuTO (B 2 pa3a 00JbIle KIMHUYECKOTO BO3ICUCTBHS HA YeJIOBEKa Ha
ocHoBanuu AUC y mammenTtoB ¢ UTII B go3e 75 Mr/cyT W aHAJIOTMYHO KIMHHYECKOMY
BO3JICUCTBUIO Ha YesioBeka Ha ocHoBaHMU AUC y mainiueHToB ¢ XpoHn4eckuM remnarurom C B 103€
100 wmr/cyt). DatpomOonar Obl1 OOHapyXeH B Iula3Me KpoBU moOToMcTBa. KoHIEHTpauus
antpomOonara B Ijia3Me KpOBU yBEIMUYMBAjach C 030 IOC]E BBeJIEHUs Mpernapata B (dazy

pazButus FO.
Cnoco6 npuMeHeHus U 103b1

Pexum AO3UPOBaAHUA HOI[GI/IpaIOT WHIAWBUAYAJIbHO Ha OCHOBAHUU KOJIMYCCTBA TpOMGOI_II/ITOB.

[Ipenapar Dntpombomnar-29® ciienyeT MpUHUMATh 1O KpaiiHeld Mepe 3a 2 Jaca 10 win 4yepes 4
yaca Ioclie IpueMa TakuX MPOIyKTOB KaK aHTALU]Ibl, MOJIOYHbIE MPOIYKThl WJIM MUHEPAJIbHBIE
I[OGaBKI/I, COACPIKAIINEC TMOJIUBAJICHTHBIC KAaTUOHBbI (HaHpI/IMep, KaTUuOHBI aJltOMHMHUS, KaJIbIMs,
KeJe3a, MarHus, CeJICHa U IIMHKA) (CM. pa3fensl «B3aumooelicmsue ¢ Opyeumu 1eKapcmeeHHbIMU

cpedcmeamuy U «Dapmaxonocuueckue colUcmaa).
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COOTBETCTBYET 3KCTMEPTHOMY OTYETY
TaGneTku mnpemapara MOXHO TIPHHMMATh C [THINEH, cozmepskamici  HE6ombinoe [KomuuecTBo
(NOCNEQOBATENEHOCTE 0001)

Kby (<50 MT) UK IPEAMOYTHTEIHHO HE COiepikatHer-abHit:

[NanueHThl ¢ XPOHHYECKONM MMMYHHON TpOMOOIIMTOIIEHUEN

Jiss  mocTHKeHUsT W MOAJEpKaHUs KojudyecTBa TpoMOomuToB >50000/MKI  TPUMEHSIOT
MUHUMAaJIbHYIO 3¢ (deKTuBHyI0 103y npenapata Dnrpombonar-29®. ITonbop 1036l MPOBOAAT,
OCHOBBIBaSICh Ha H3MEHEHHUU KojudecTBa TpombOonutoB. I[Ipemapar 3atpomOomar-29® ne
npelHa3HayeH JJIs HOpMalu3aluu KOJIWYecTBa TPOMOOIUTOB. B KIMHHUECKUX HCCIIEOBaHUIX
MOBBIIIIEHUE KOJIMYECTBA TPOMOOIIMTOB HAOII0AaNI0Ch, KaK IIPAaBUIIO, B T€UEHUE 1—2 Hesenb nocie
Hayaja TEepanuu IMpernaparoM, CHWKEHUE NPOMCXOAMIO B TeYeHHE |-2 Hemenu mocie ee
MpPEeKpaIEHUsI.

Ilepsonauanvuwiii pexxcum 003uposanusl

B3pocnvie u 0emu 6 6ospacme 6—17 nem

PexomenioBaHHas HayasbHas Jo3a npemnapara darpombomnar-29@ cocrasiser 50 mr 1 pas B
CYTKH.

VY B3pociblX W nered B Bo3pacte 6—17 yer a3Warckol pachkl (TaKuX, KakK BBIXOJIBI W3
Boctounoit/FOro-Bocrounoit A3un) nedenue npenaparom dnrpomobonar-29® creayer HaunHaTh
¢ 10361 25 Mr 1 pa3 B CyTKH.

Jlemu 6 6o3pacme 3—5 nem

Hauanbnas no3a npenapara y NalleHTOB TAHHOW KaTeropuu coctaBisieT 25 Mr 1 pa3 B cyTku. Y
MAIMEHTOB a3WATCKOW pachl (TakuX, Kak BBIXOMIBI M3 Bocrounoit/FOro-Boctounoii A3uu) B
Bo3pacTe 3—5 JIeT HauMHATh TEPAIUIO IIPETAapaToOM CIELYET € 103bI 25 Mr | pa3 B CyTKH.
Monumopune u Koppexyus 003bl

Bspocnvie u 0oemu cmapuwe 3 nem

[Tocne Hauana Tepanuu cieayeT KOppeKTUPOBATh 103y IIpenapaTa i NoJIepKaHUsl KOJIU4YeCTBa
TpoMOoIMTOB Ha ypoBHe >50000/MKi JUis yMEHBbIICHHs pHUCKa KpoBoTeueHus. He cremyer
MPEBBILIATH 103y 75 MT B CyTKH.

Ha npotsbkeHnun Bcero Kypca Tepamnuu MpernapaToM HEOoOXOIMMO PETYyJISipHO KOHTPOJIHMPOBATH
KJIMHUYECKHE TeMaTOJIOTHUECKUE ITOKa3aTeNn U Moka3aTenu GpyHKiun neyenu. /o3y npenapata
KOPPEKTHPYIOT B 3aBUCUMOCTH OT KOJIMYECTBA TPOMOOILIUTOB B COOTBETCTBUU C Tabmuiei 5.

Bo Bpems Tepanuu mpemaparoM Onatpombonar-29@® HeoOX0IWMO MPOBOIUTH TMOJHBIA aHATIN3
KPOBH  €XKEHENENbHO, BKJIIOYas OIpeAeleHue KOJIMYecTBa TPOMOOLMTOB M Ma3oK
nepudeprudeckoil KPOBH, 10 CTAOMIM3AIMU KOJMYECTBA TPOMOOIIUTOB Ha ypoBHE >50000/MKIT B
TEYCHHE MO KpaiiHel mepe 4 Henenb. [locne crabunm3anuu KOIM4ecTBa TPOMOOIIMTOB TOTHBIN
aHaJIU3 KPOBH, BKJIOYas OINpeesieHHEe KOJMYeCTBa TPOMOOIMTOB M Ma3ku Nepudepuueckoin

KpOBH, HGO6XOI[I/IMO IMPOBOAUTE CKEMECAYHO.
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COOTBETCTEBYET JKCNEPTHOMY OTYETY
Tabnuya 5 - Koppexyus 003t npenapama dampombonaz-29® disnditherimbe € HTTT

Y ppery penar i lj!’!l:li:'._!EJ,"_'E?‘.;[E.TEHI:-HC'I': T: 0001)
Kosaun4vecTBo TpOMOOIUTOB ——KopperHua- A5 I 0TBeT

<50000/mMx;1 B TeYeHHE 1O | YBEIUYUTH CYTOYHYIO 703y Ha 25 MI' O MaKCUMaJbHOU

KpaifHell Mepe 2 HeJellb Tepanuu | 103kl 75 Mr/cyTku™

>50000/mk — <150000/mK11 [IponoikuTh Tepanuio MpenapaTtoM B HAUMEHbIIEH
CYyTOYHOM J03¢e u/unm OJIHOBPEMEHHYO
MeauKaMeHTo3Hyr Ttepanuto WTII g nopnepxkanus
KOJIMYEeCTBa TPOMOOIINTOB, MI03BOJISIIOILETO
MPEAOTBPATUTh KPOBOTEUEHUE WM YMEHBIIUTH €ro

WHTCHCUBHOCTb

>150000/mxa — <250000/MK1 YMEHbIINTh CYTOUYHYIO 7103y Ha 25 mr. Yepe3 2 Henenu
OLCHUTB P PEKT OT KOPPEKIHH 03Bl U IPUHSITH PEIICHHE

0 JaJbHEHIIeH KOPPEeKIuU 0361 *

>250000/mK1 OTMEHUTH Tepamuio IpenapaToM; YBEIMYHUTh YacTOTY
OTIpeJIeNIeHUs] KOJMYECTBa TPOMOOIMTOB 10 2 pa3 B
Henento. I[lpu xommuectBe TpomOoumToB <100000/mK,
BO300HOBUTH TEPANUIO B CyTOYHOM J03€, YMEHBIIICHHOMN

Ha 25 MT

* Jlo1st maIrMeHToB, TMOJYYAroIIMX MpernapaT B 703e 25 Mr 1 pa3 uepes3 J1eHb, 103y YBETUIUBAIOT JI0
25 mr 1 pa3 B cyTKH.

*# 17151 ManMeHToB, MOTYYaroNIuX Ipernapar B 03¢ 25 mr 1 pa3 B CyTKH, CIeIyeT pacCMOTPETh
BO3MOKHOCTB MpHUeMa mpemnapara B 103€ 25 Mr 1 pa3 uepe3 CyTKH.

Tepanuio mpenmapaToM MOXHO COYETaTh C MHBIM MeIMKaMeHTO3HbIM JieueHueM WTIL. Ilpu
MEAWIIMHCKOW HEOOXOIMMOCTH BO BpeMsl Tepamuu mpemnapatoMm nrpomOomar-29® crnemyer
KOPPEKTUPOBATh PEXUM JO3HPOBAHHUS OJHOBPEMEHHO MPHUMEHSIEMBIX IIPErnapaTroB, YTOOBI
n30exaTh Ype3MEPHOTO YBEITUUYECHHUS KOJIMUECTBA TPOMOOIIUTOB.

Kak mpu noBbIlIeHUH, TaK U MPU CHUXKEHUH JJ03bI KOPPEKIUIO MPOBOJAT C «IIarom» 25 MI/cCyT.
HekoTopeiM manueHTaM MOXeET MOTpeOoBaThcsi KOMOWHAIMS TaOJETOK Mperapara ¢ pa3sHoOu
JIO3UPOBKOM B pa3HbIC JHU JICUCHUS UM MEHEE 4acTOe IPUMEHEHUE.

[Tocne m000i1 KOppEKIUH 103bI MpenapaTa KOJINYeCTBO TPOMOOLUTOB ClEAYET KOHTPOJIUPOBATh,
10 KpailHel Mepe, exXEHEIeNIbHO Ha MPOTHKeHUH 2—3 Henenb. CIyCcTs o MEHbIIIEH Mepe 2 HeASI!
cienyeT oueHUThb Y(HPEeKT KOPPEKIUHU 1036l Ha KOJTMYECTBO TPOMOOIIUTOB JJIsl IPUHSTHS PEIICHUS
0 HEOOXOIMMOCTH JTATBHEUIIIETO H3MEHEHUS T03bI.

VY manueHToB ¢ HUPPO30M IeYeHH (HapylIeHHneM (YHKIUH MI€UYeHHU ) MOBBIIIATh 103y CIEAYET He

paHee 4em depe3 3 HeJeNH MMocie Havasia Tepamnuu (cM. pasnen «Ocobvie YKazanusy).
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COOTBETCTBYET : -'I'i'l'_EF'TH JMY OTUETY

o demei 3 ot 21.04 2026 K
mmena npenapama y 63pocCiblx U oemeu cmapuie J jem i ENE RS

(MOCNEODBATENBEHOCTS 00071)

JleyeHne mpenapaToM ClIeayeT NPEKPATHTh, eCHH-KOFHICTBO-FPOMOOHHTOB-He-yBeHIHBaeTes
JI0 3HAYEHUs, JOCTATOYHOTO JUIsl YMEHBIICHHUS PUCKAa KPOBOTEUEHUH, MOCIE 4 HEAenb Tepannuu
IIPEnapaToM B 103€ 75 MI' B CYyTKHU.

CJIG,Z[yGT NepuoOANYCCKU OLCHUBATH KIMHHUYCCKOC COCTOSAHUC IIAlIMCHTA. Pemenue o
HE00XO0IMMOCTH IIPOAOIDKEHHS Tepaluy IPUHUMAET JISYALUH Bpad B MHANBH Iy aJIbHOM MOPSKE.
VY nauueHToB 0€3 CIUICHIKTOMHMH B aHaMHE3€ cielyeT IPUHUMaTh BO BHUMAHUE BO3MOXHOCTb
MPOBCACHUA HOAHHOT'O OICPATUBHOIO BMCHIATCILCTBA. ITocne oTMeHBI TCpaliuu BO3MOXHO
MIOBTOPHOE PA3BUTHE TPOMOOLUTOIICHHH.

Hayueumul ¢ xponuueckum BI'C., conpogoarcoarowumcs mpomboyumoneHuel

[lepen mpumenenuem mpenapara IaTpomOonar-29® OJHOBPEMEHHO C MPOTHBOBUPYCHOM
MEAMKAMEHTO3HOW Tepamueil HEeOoOXOAMMO O3HAKOMUTHCS C TIOJHOW HMHCTPYKIHEH TIO0
MEAMIMHCKOMY IPUMEHEHUIO BhIIIEYKa3aHHbIX JIEKAPCTBEHHBIX MIPEMapaToB.

[lenpto mpuMeHeHUs mpenapara Ha (OHE AHTHUBUPYCHOW Tepanuu SBJISETCS MOAJEep:KaHue
KOJIMYECTBAa TPOMOOILIMTOB, MO3BOJISIONIEE MPEAOTBPATUTH PUCK DPA3BUTHS TeMOPPArHuecKHUX
OCJIOXKHEHUH, Kak mpaBwio, okono 50000-75000/mxn. Cremyer wuz0eraTh yBEIWYCHHUS
KoJIngecTBa TpoMOo1uTOB >75000/MKJI.

Jns monnepkaHuss M JOCTHKEHUS HEOOXOAMMOIO KOJMYECTBA TPOMOOLMTOB MPUMEHSIOT
MUHUMAaNbHYI0 3((EeKTHUBHYIO 103y INpenapara, HEOOXOAMMYIO Ul Hadajla M ONTUMHU3ALUU
IPOTUBOBUPYCHOM Tepamuu. [1ogdop 10361 OCHOBaH HAa U3MEHEHHUU KOJIMYECTBA TPOMOOIMTOB.
[Ipenapar Dntpombonar-29® He npeAHa3HAYECH AJIi HOPMAIU3alUU KOJMYECTBa TPOMOOIIUTOB.
[ToBhbilIeHNE KOMYECTBA TPOMOOLIUTOB HAOIIO1AI0Ch, KaK IPABUIIO, B T€UeHUE | Heenu mnocie
HayaJla Tepanuy npenapaToM.

Ilepsonauanvhwiil pexcum 003uUpoBaHs.

Bspocnvie

HavanpHas mosa mpenapara Dnrpomoomnar-29® cocrapiser 25 Mr 1 pa3 B CyTKu. Y TalMeHTOB
a3MaTCKOM pachkl (TakuxX, Kak BBIXOANBI u3 BoctouHoit/FOro-BocTounoit Asum) neueHue
npenapatoM dnarpombonar-29® cienyer HAaYMHATH € 103bI 25 Mr 1 pa3 B CyTKH.

Monumopune u Koppexyus 003bl

o3y npemnapata DatpoMOonar-29® yBeIu4IuBaIOT ¢ «I1arom» 25 Mr/CyT KaXasle 2 HeIeIu 10
JOCTHKEHUS KOJIMYECTBAa TPOMOOLIUTOB, ONTUMAIILHOTO JJIsl Hayalla MPOTUBOBUPYCHOMN Tepanuu
u B coorBercTBum C¢ Tabmuneit 6. Ilepen HawamoMm MpPOTHUBOBUPYCHOW Tepamuu HEOOXOIMMO
KOHTPOJIMPOBATh KOJINYECTBO TPOMOOITUTOB €XKEHEAETbHO. B MOMEHT Havasa mpoTUBOBUPYCHOU
Tepanuu KOJIMYECTBO TPOMOOILIMTOB MOKET PE3KO YMEHbIAThCS, MPU ITOM clieAyeT u3berarb
HEMEJJICHHOW KOPPEKIIMH JI03bI Ipernapara Darpombonar-290.

Bo Bpems mnNpoTMBOBUPYCHOW Tepamuu HEOOXOAWMO KOPPEKTHPOBAaTh 03y Ipernapara
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

~ Y

Ontpombonar-29® takum oOpazoM, 4TOOBI U30€KATh CHIDKCHIET ;*dshﬂnemm Hp(bé dHa B cBsI3U
(NOCNEOQCBATEINE £ 00071)

C BO3MOXHBIM YMCHBIICHHUCM KOJIMYECTBA T 0

kpoBoTedueHus. KoanuectBo TpoMOOLMTOB CleAyeT KOHTPOJIMPOBATh E€XKEHEAEIbHO 0
JOCTIIKEHUS CTa0MIIM3alud X KolndecTBa (kak mpaBmio okono 50000/mxn — 75000/mki). B
JaNbHEHIIEM CIIeyeT eXEeMECSYHO KOHTPOJIUPOBATh MOKA3aTeld OOIIEKIMHUYECKOTO aHalIHu3a
KpPOBH, BKJIIOYAs OMpeJielieHne KOJIM4ecTBa TPOMOOIIMTOB U Ma30K nepudepuyeckoil kposu. B
clly4yae, €clid KOJMYEeCTBO TPOMOOIIMTOB TMIPEBBIIIAET LEJIEBOE, CIEAYEeT pPacCMOTPETh
BO3MOXXHOCTh YMEHBIIIEHUSI CYTOYHON J103bI Ipemnapata Ha 25 mr. OneHuTs 3pQGeKT AaHHOH U
0001 MOCIeAYIONIEH KOPPEKIIUHU 036! CIIEAYyeT Yepe3 2 Heelu.

He cnengyer mpeBpimate o3y 100 mr/cyr. PexomenpoBaHHash 103a NATHHTEpPEpPOHA WU
pubaBUpUHa TpPEICTaBI€HAa B HMHCTPYKIUU IO MEIULHUHCKOMY TPUMEHEHHMIO YKa3aHHBIX
IIpEnapaToB.

Tabauya 6 - Koppexyus 0o3vl npenapama Snmpombdonae-29® onn nayuenmos ¢ BI'C 6o epems

NPOMUBOBUPYCHOU mepanuu

KosauvecTBo TpOMOOIUTOB Koppexuusi 10361 HJIM OTBET
<50000/mMk;1 B TEuyeHHE IO YBeIMUNUTh CYyTOUHYIO 103y Ha 25 Mr, HO He Bbime 100
KpailHel mepe 2  Henelb MT B CYTKH
Tepanuu
>200000/mxm — <400000/mx1 YMEHBIINUTH CYyTOYHYIO 103y Ha 25 Mr. CriycTs 2 HeJenu

OLEHUTh J(PPEKT OT KOPPEeKIHH J03bl WU TPHHSITH

perieHue o naabHenIe KOPPeKIuu 0351

>400000/mk [IpexkpatuTe mnpueM mnpenapara InTpomoOomnar-29d;
YBCIUYUTH HaCToTy OMpCACIICHUA KOJIM4YeCTBa
TPOMOOIIMTOB 10 2 pa3 B HEEITIO.

I[Ipu  kommyectBe  TpomOoruToB  <150000/mK,

BO300HOBHUTH TEPAIUIO B CHIDKCHHOW CyTOYHOM /103€

* ]ISl malMeHToB, MOJIyYaloIMX IpenapaTt B qo3e 25 mr | pa3 B CyTKH, CIIEAYET pacCMOTPETh
BOIIPOC O IPUMEHEHNUH Tpernapara B 1o3€ 25 Mr 1 pa3 uepes3 CyTKH.

Ommena npenapama

VYV mnammentoB ¢ BI'C renorumna 1/4/6, He3aBUCHMO OT pEIICHUS O MPOJOJDKEHUU TEPAITu
UHTEepPEpOHAMH, CIEAYeT PACCMOTPETh OTMEHY NpenapaTa Dnrpomobonar-29® B ciryuae, eciu
3¢ EKT OT JeUeHHsI MPOTUBOBUPYCHBIMH ITperapaTaMy He TOCTUTHYT Ha 12-oii Henene. CremqyeT
OTMEHHUTDH TEpaIuIO MPEnapaToM B CiIydae, eclid Mocjie ABYX HeJeNlb NPUMEHEHUS B CyTOYHOM
no3e 100 Mr HE JOCTUTHYTO IIEIEBOE KOJMYECTBO TPOMOOIIMTOB, HEOOXOIMMOE JJIS Hadaja

IIPOTUBOBUPYCHOM TEpAINH.
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CriefyeT NpeKpaTHTh JeUeHHe mpemapaToM iTpomborar-29® 2 beitiHetneé- 24-tbnenpHoit

(NOCNEOCBATENEHOCTE 0001)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

tepanuun oOHapyxkeHa PHK BI'C. Ilocne ofmeHs—ApoTHBOBHPYEHOH—Tepari—ecAeRyeT
MPEKPaTUTh IPUMEHEHUE TIpenapara dnrpomoornar-29® npu OTCYTCTBUU WHBIX MMOKa3aHUN IS
ero npumenenus. CieayeT nmpeKpaTuTh MpUMEHEeHue npenapara Dntpomobomnar-29® B cinyuae
YpEe3MEPHOT0 YBEIMUYEHHsI KOJMYECTBAa TPOMOOLMTOB, Kak omucaHo B Tabnume 6, wiu npu
KJIMHUYECKH 3HAUUMBIX OTKJIOHEHUSAX (PYHKIMOHAIBHBIX MPOO MEUeHU OT HOPMBI (CM. pazjien
«Ocobbie yrazanusny).

Ilepesas nunus mepanuy mAXCeiou aniacmu4ecKol anemuu

Tepanuto mpenaparom DnTpombonar-29® cnemyer HazHAYaTh OJHOBPEMEHHO CO CTaHAApTHOU
MMMYHOCYNIpeCCUBHOW Tepanueid. He pomyctumMo mpeBbllIEHHE HayalbHOM 03Bl Mpenapara
Ontpombonar-290.

Ilepsonauanvhwiil pexcum 003uUpoBaHs.

B3pocnvie u 0emu cmapwe 12 nem

Pexomenayemas HayasibHas 103a npemnaparta Inrpomoomnar-29® cocrapnser 150 mr 1 pa3 B cyTku
B TEUCHHE 6 MecsIeB. Y B3pOCIbIX U JieTel B Bo3pacTe 12—17 neT a3maTckoi pachl (Takux, KaK
BbIXOAIBI U3 BocTounoit/FOro-BocTouHoli A3sum) jeueHue mpenaparoM InaTpombomnar-290
clenyeT HauMHaTh C 1036l 75 Mr 1 pa3 B CyTKH B TeueHUE 6 MECSIEB.

Jlemu 6 so3pacme 6—11 nem

PexoMennyemass HavaibHasg J03a Ipenapara cocTtaBiser 75 Mr 1 pa3 B CyTKM B TE€UCHHE
6 mecsitieB. Y gnereid B Bo3pacte 6—11 mer asmarckoi pachl (TaKMX Kak BBIXOAIBI M3
Boctounoit/FOro-Boctounoit A3un) jiedeHue npenapaTom cieayeT HauuHaTh ¢ 1036l 75 mr 1 pa3
B 2 OHS B TeYECHUE 6 MECSIIEB.

Jlemu 6 6o3pacme 3—5 nem

PexoMmeHnnyemass HayanbHas 1103a Iperapara cocTaBiseT 2,5 Mr/kr 1 pa3 B CyTKH B TEUCHHE
6 mecsiieB. Y Jgereid B Bo3pacte 3—5 JeT a3Marckod packl (TakKuX Kak BBIXOJUBI W3
Bocrounoii/FOro-BoctouHoit A3un) jiedeHne mpemapaTom cleayeT HauuHaTh ¢ 1036l 1,25 Mr/Kr
1 pa3 B cyTku B TeueHue 6 MECSIIEB B clly4yae, €Cliv BeC nanueHTa cocrasisier > 20 kr. B ciyuae,
ecin Bec nanueHTta coctaBisger oT 10 mo 20 kr, ciexyeT HauMHaTh TEpaMI0 IpernaparoMm
Onrpombonar-29® ¢ 1o3s1 25 mr 1 pa3 B JBoe CYyTOK B Te4eHUE 6 MeCALEB.

Ecnu He ymaercs HOCTUTHYTh KOPPEKTHOM JO3bI, TEpANmHIo MpenapaTtoM InrpomoOomar-29®
clielyeT HaYMHATh C MUHUMAJIbHO BO3MO>KHOM JTO3BI.

Tabnuya 7 - Koppexyus 003b1 CMAHOAPMHOU UMMYHOCYNPECCUBHOU mepanuu 6 cayiae

coemecmHuol mepanuu ¢ npenapamom Snmpomoonae-29D

NvmyHoOcynpeccuBHAs Tepanusi Koppexuusi 103b1

NmvmyHOTIIOOYTMH 40 wmr/kr/cyt, ucxons u3 (¢aKTHUECKOM MacChl Telna,
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

AHTUTUMOIUTAPHBIN (JIOIIaIUHBIN) | BHYTPUBEHHO C 1-r0 1o ATpii ACHB BTeUCHIe 6 MecsLeB
(MOCNENCOBATEAEHOCTS 0001)

B3pOC.HB CH ACTH CTapic S i v

3 mr/kr, ucxoas u3 (GakTHUECKOW Macchl Tena, BHYTPb
Kaxnple 12 yacoB (00miast cyTouHas 703a COCTaBIISET
6 MI/Kr/CyT) B TeUeHHE 6 MecAIeB, HAaUnHas ¢ 1 -To JHS
[Taumentsl crapme 20 JIeT ¢ MHAEKCOM MAacChbl Tella
(UMT) >35 unu nanuenTsl B Bo3pacte 12-20 ner ¢ UMT
>95-ro MPOLEHTHIIS: 3 MI/KT, UCXOIs u3
[uxnocriopuH (TepaneBTUYECKast
CKOPPEKTUPOBAaHHOM MacChl Tena**, BHYTPh Kaxible
J103a B TeueHue 6 MecsIes, ¢ 1 gus
12 gacoB (001ast CyTO4Hast 1033 COCTABIISIET 6 MI/KI/CYT)
70 6-T0 MecsIa, ¢ MOMPaBKOW Ha
B TeUeHHE 6 MecAIeB, HauMHag ¢ 1 -ro gHs
TOCTIDKEHHE 11eJIEBOI
Hetu B Bo3pacte 3—11 ner:
TepaneBTUuYecKoi 10361 200—

6 Mr/KT, UCXoas U3 (HaKTUYECKON MacChl Tena, BHYTPb
400 mkr/m*)

Kaxaple 12 yacoB (oOmiasi cyTo4Has J103a COCTaBIISET
12 mr/kr/cyT) B TeueHue 6 MecsIeB, HaduHas ¢ 1-ro mHs
[Tatmentsl ¢ UMT >95 npouentuis:

6 MI/KT, UCXO/s M3 CKOPPEKTHPOBAHHOW MacChl Tema*,
BHYTph Kaxaple 12 dacoB (oOmas cyrouHas Jo03a
cocTaBisieT 12 Mr/kr/cyT) B TedeHue 6 MecsIeB, HaunHas

¢ l-ro nus

Huxnocnopux (moaaepsxkuBarorias | Jms MalMeHTOB, KOTOpBIC JOCTUTAIOT
11032, ¢ 6 o 24 Mecs1bl Teparun) reMaTOJIOTHYECKOr'0 OTBETA B T€UEHUE 6 MECSIIEB:
2 MI/Kr/cyT Ha3Ha4yalT BHYTPh B (PUKCUPOBAHHOU 103€

Ha JONOJHUTENbHEIE 18 MecsaieB

* MoxeT noTpeGoBaThCsi KOPPEKIUS 103bI IUKJIOCTIOPUHA JIJISl TIOCTHKEHUS 1IeJIEBbIX YPOBHEN
B Cllyyae NPUMEHEHHs LMKJIOCIOPHMHA COBMECTHO C JAPYIMMHM IMpenaparaMu; peKOMEHAYETCs
PYKOBOJICTBOBATHCSI COOTBETCTBYIOIIEH WHCTPYKIMEH MO MEIUIIUHCKOMY MPUMEHEHHIO ISt
LUKJIOCTIOPHUHA.
** PaccunThIBaeTCS KaK CpeHee 3HAYCHHE MEXIYy HICaIbHOW Maccol Tena W (paKkTUUeCKOn
MAacCOM Tela.
Monumopune u koppexyus 003v1 npenapama Inmpomoonaz-29D
AHanu3 remMaToJOrMYecKHX IIOKaszareiaedl U uccieqoBaHus (GYHKIUU TEYEHU JIOJDKHBI
MIPOBOJIUTHCS PETYJIAPHO HA MPOTSHKEHUH BCETO Kypca Tepaluu npemnapaTom Dnrpomoomnar-29d;
KOPPEKIIHIO J03bI MpernapaTa cieIyeT IPOBOJAUTh HA OCHOBAHUHU KOJMYECTBA TPOMOOIIMTOB, KaK

ykazaHo B Tabnuue 8.
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
Ta6nuya 8 - Koppekyus 0osel npenapama Dimpombonae-29® & miepdnitn “wepsoii nunuu
(NOCNEAQCBATENEHOCTE 0001)

MAACENOU ANAACMUYECKOU aHeMUlU

KoanuyecTBo TpOMOOUIMTOB Koppeknusi 10361 Wiin 0TBET

CHMKaTh CyTOUHYIO 103y Ha 25 MI KaKble 2 HEJIENH J10
MHHUMAJIBHO  BO3MOXKHOW  JI03bl, TIpU  KOTOPOil
KOJIMYECTBO TpoMOouTOB >50000/MKII.

>200000/mx1 — <400000/MKI1 VY nereii B Bo3pacte 3—12 jer, NpMHUMABLINX Mperapar
Onrpombonar-29® B noze 25 mr 1 pa3 B CyTKH, CIEAyeT
paccMOTpeTh BO3MOKHOCTh IIPUEMA Tpernapara B 103€ 25

MT Yepe3 JIeHb

[Ipekpatuth npueM npenapara dnrpomobonar-29® Ha 1
HEZEIO.

[Tpu KOJINYECTBE TPOMOOIIMTOB <200000/mxm
BO300HOBUTH MpHEM IMpenapara InarpomoOomar-29d B
>400000/MK
703€e, CHI)KeHHOM Ha 25 mr (y neteii B Bozpacrte 3—12 ner,
NPUHUMABIIKX Tpenapar DnTpombonar-29® B noze 25

Mr 1 pa3 B CyTKH, CIIEyeT pacCMOTPETh BO3ZMOXHOCThH

npueMa mpenapara B J103€ 25 Mr 4epe3 JICHb)

B Tabnuue 9 npuBeaeHbl peKOMEHAAIMH 110 KOPPEKLUHU J103bI Mpenapara dnarpombomnar-290 B
cilydae HapylIeHHH QyHKIMH TeYSHH U TPOMOO30B/ IMOOIHH.
Tabauya 9 - Pexomenoyemas koppekyusi 003wl npenapama Inmpombonae-29® npu Hapyuienusx

@dyHKyuu nevenu u mpomoo3ax/>mooauu

Peaknus Pexomenganun

VBenuuenue  BepxHed  rpanuinel HopMmbl  (BI'H)  aktmBHOCTH
ananmHamuHoTpaHcdepassl (AJIT) B 6 pas:

IPEKpaTUTh IpUeM Ipenapara nrpomoonar-290.

[Ipu yposHe akTuBHOCTH AJIT <5 0T BI'H B0300HOBUTE IpHEM IpenapaTa
B IIEpBOHAYAIBLHOMN J103€.

Hapymenus Veenmuuenne BI'H axtuBnoctn AJIT B 6 pa3 mocie BO30OHOBICHHS
(GyHKIMY TIeYeHH | IpueMa npenapaTa (M HeCBsS3aHHOE C JPYTUMHU BO3MOXKHBIMU (hPaKTOpaMH,
TaKUMHU KakK ChIBOPOTOYHast OOJIe3Hb, CEICHUC WM TPHEM a30JI0BBIX
MIPOTHUBOTPUOKOBBIX MPENAPaTOB):

KOHTPOJb ypoBHA AJIT kaxasie 3—4 ans.

Ecnn ypoens AJIT > 6 npu NOBTOPHBIX aHAJIW3aX KPOBHU:

IPEKpaTUTh IpUeEM Ipenapara nrpomoonar-290.
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
I1pu yposre aktuBHOCTH AJIT < 5 o1 BTH'Bo306H08HE fprieM ipemnapara
(NOCNEOQOBATENEHOCTE 0001)

B J103€, CHUKEHHOW Ha 25 ‘MP-oTRpeABIAyHeH-A03bE

Ecnu yposens AJIT BHOBB > 6 nipu pueme npenapata Inrpomodonar-29@
B CHOKEHHOM J103€:

CHWKaTh JI03y mpemapara Dinrpombomnar-290 Ha 25 Mr, 1moka ypoBEHb
AJIT "e canzurcs no S BI'H.

JlaHHBIX O BO3MOXHBIX KOPPEKLHUSX TO03bl Yy AETeW H3-3a HApPYIICHHS
(GYHKIIUHM TIEYeHU HE cymiecTByeT. Koppekinio 10361 clieqyeT 00Cy aaTh

Ha OCHOBaHWM KIMHHYCCKOM OLICHKU.

[Ipu TpoMOO3e TIIyOOKMX BEH, JIETOYHON 3MOOJIMH, TPaH3UTOPHOM
UIIeMHYECKOM aTake WM WHCYIbTe, HHPapKTe MHOKapaa B It000e BpeMs
Ha OHE Tepanuu npernaparoM IaTpombomnar-290:

[Ipexpatute mnpueM mnpemnapata IaTpoMOonar-29®, HO NPOAOTKHUTH
NpUeM  UMMYHOCYNpPECCHBHBIX  mpemaparoB  (MMMyHOTIOOYyIHH
Tpom603/3M005Hs | aHTUTUMOLIUTAPHBIH (JIOMIAWHEIN) U UKIocTopuH). Eciiu ipu TpoM603e
KOMH4ecTBO  TpombormuToB > 50000/MKII,  peKkOMeHAayeTrcs 0o
Ha3HAYCHUE TepaAIMK YHOKCAIIAPHHOM WJIM JAPYTHM aHTUKOATYJITHTOM JI0
TE€X TIOp, IOKa KOJWYECTBO TPOMOOIUTOB HE JOCTUTHET YpPOBHS
< 20000/mxm, 1100 CTaHAAPTHBIN KypC aHTUKOAryJsSHTHOW TepamuH B

TeueHue 3—6 MeCALIEB

Ommena npenapama

OO61mas mpoOKUTEIBLHOCTh MpUeMa MpernapaTa IaTpoMmoonar-29® coctaBiser 6 MECSIIEB.
UpesmepHoe yBenuyeHHe KonmuecTBa TpoMmOomutoB (cM. Tabmumy 8) u  pasButHe
HE)KeNaTeNIbHBIX SIBJICHHUM, yKa3aHHbIX B TaOmmie 9, Takke TpeOyrOT MpeKpaiieHus pueMa
npenapara Dirpomoornar-290.

Hayuenmuol ¢ pedbpakmepHron maxcenol aniacmuyeckol avemuen

Ilepsonauanvhwiil pexcum 003uUpoBaHs.

Bspocnvie

HavanpHas mosa mpenapara Dnrpomoomnar-29® cocrasiser 50 mr 1 pa3 B CyTku. Y MalydeHTOB
a3MaTCKOM pachkl (TakuX, Kak BBIXOANBI u3 BoctouHoit/lOro-Boctounoit Asum) eueHue
npenapatoM Iarpombonar-29® cienyer HAaYMHATH € 103bI 25 Mr 1 pa3 B CyTKH.

Monumopune u Koppexyus 003bl

Jlis MOCTM>KEHUS TeMaTOJIOTUYECKOro OTBETa TpeOyeTcs KOPPEKIHsS J03bl, KaK MpaBHio, 0
150 mr, 115t 9ero MoKeT moTpedoBaThes 10 16 Helenb ¢ MOMEHTA Hadajla JICYCHHS MPErnapaToM.
o3y npenapata Dntpomobomnar-29® cienyer yBenuuuBaTh ¢ marom 50 Mr Kaxable 2 HeJelu, 10

7103bI, HEOOXOJUMOM MJIsl TOCTHMXKEHHUS LEJIEBOr0 KojuuecTBa TpoMOorutoB >50000/mka. Y
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
MAIHEHTOB, TPHHAMAIOIIMX MIPenapart B 103¢ 25|Mr 1 pa3s B cyTRil, ¢Acyet yBONndHTE CyTOUHyIO
(nacn EJ.C!eE%TE EHOCTGL >II“ 01)

o3y a0 50 Mr nepen JadbHEUIIMM MMOBBIIICHUEM-AO3b-Ha->0-MP—He-eeayer-HpeBbHHaTh-H03Y

150 mMr B cytku. Crneayer peryiasipHO KOHTPOJMPOBATh KIMHUYECKUE T'€MaTOJIOTHYECKUE
MOKA3aTeIN U «IIEYCHOYHBIE» TECThl HAa BCEM MPOTSHKECHUH TEPaUM M KOPPEKTUPOBATH J03Y
npernapata InaTpombonar-29® Ha OCHOBaHHHM KOJHMYECTBA TPOMOOILIMUTOB B COOTBETCTBHH C
Taomuuei 10.

Tabauya 10 - Koppexyus 003wt npenapama dampomoonae-29® ons nayuenmos ¢ TAA

KosanyectBo TpoMG0onNTOB Koppexuust 10361 WM 0TBET

[ToBbicHTh CcyTOUHYIO 703y Ha 50 Mr, HO HE BBIIIE
150 Mr B cyTkH. Y ManMeHTOB a3WAaTCKOM pachl WIH
<50000/mMkn B TEYEHHE TIO NAleHTOB C HapylleHueM (QYHKLIUU TICUeHH,
KpaiiHeil Mepe 2 Heienb Tepalun IIPUHMMAIOIIKX IIpenapaT B 103¢€ 25 Mr 1 pa3 B CyTKH,
CIeAyeT yBEIUYUTh CYTOUHYIO 103y 10 50 Mr nepen

NAJLHEUIIINM MOBBIIIEHHEM 0361 Ha 50 MT

CHu3uTh cyTOuHy10 103y Ha 50 mr. Criycts 2 Henenun
>200000/mx1 — <400000/mxn1 B
OLEeHUTh 3((EeKT 0T KOPPEeKIHH 036l M NPHUHATH
mo0oe Bpemst
pelIeHHE O JadbHEeNIIeH KOPPEKIIMHU JO3bI

[Ipexpatute mpuem mnpemapara nrpomodornar-290
He MeHee 4eM Ha 1 Henenro.

> 400000/mx1 IIpu  xommyectBe TpombOoruTOoB  <150000/MKI
BO300HOBHUTH JICYCHUE B CYyTOYHOM /103€, CHIDKCHHOU

Ha 50 mT

>400000/Mkn crycTss 2 Henenu
Tepanuu Ipenaparom [IpekpaTtuth npuem npenapara Inarpomodonar-29@
Ontpombonar-29® B CHIKEHHON

CyTOYHOM J103€

Ilocmenennoe chudcenue 003bl Y NAYUEHMO8 C MPEXTUHEUHbIM OMEEMOM HA MepPanumo
(netikoyumul, 3pUmMpoyumsl U Mpomooyumol)

[Tocne nmoctmxenus komuuectBa TpomMOomuToB >50000/MKJ, KOHIEHTpAIMU T'eMOTJI00MHA
>10 r/mn 6e3 TpaHCdy3uil IPUTPOLUTHON Macchl M abCOMIOTHOrO uncia HehTpodpuino (AUH)
>1x10%/1, cTaOUIBLHO COXPAHAIOUIMXCS HA TPOTSHKEHUHM He MEHee 8 Hejlenb, 703y MpenapaTa
Ontpombonar-29® cnexyet cHu3uth Ha 50%. [Ipu cTabUIbHO COXpaHSIOUINXCA BhIILIEYKa3aHHBIX
MoKa3aTeNsixX yepe3 8 HeleNb MOocie CHUKEHUS T03bI CIIEeIyeT MIPEKPATUTD JICUEHHE MTPenapaToM ¢
PETYISIPHBIM KOHTpOJIEM TIOKa3aTellell aHanmu3a KpOBH. B ciyuae yMEHBIICHHS KOJIWYECTBA
tpomborToB < 30000/MKJ, CHM)KEHUS KOHLEHTparuu remoriobuna <9 r/mn wim npu AUH

< 0,5x10%/1 BO3MOKXHO BO300OHOBIEHHE JIEUEHHUs IPENapaToM B TIpexHeil 23h(eKTHBHOM n03e.
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY
Ommena npenapama ot 21.04 2026 N2 8211

(NOCNEQCOBATENEHOCTE 0001)

B cnydae OTCYTCTBUSI TIeMaToOlOrHYECKOro OFBera—HoeHe—l6—HenAeb—iedeHs—TepariHo
npenaparoM Dnrpombomnar-29® cienyer oTMeHHTh. Heo0XoIuMo paccMoTpeTh BO3MOXKHOCTH
OTMEHBl ~ Tepamuu  mpemnaparoM  Onrpombonar-29® B ciydae TMOSBIEHUS  HOBBIX
[MUTOTEHETHYECKUX OTKJIOHEHUH (cM. pasnen «llobounoe Oeticmsuey). Taxke oTMEHA Teparuu
npenaparoM Onatpombonar-29@® Ttpebyercss B clydae Ype3MEpPHOTO OTBETa CO CTOPOHBI
KOJIMYEeCTBA TPOMOOIMTOB (Kak yka3zaHo B Tabmuiie 10) nin BaXHBIX OTKJIOHEHUH pe3yJbTaTOB
«TIEYEHOYHBIX» TECTOB (CM. pazaen « Ocobvle yKazaHusy).
emu

[Ipenapar Dntpombomar-29® He cieayeT Ha3HavYaTh IeTAM B Bo3pacte oT 0 10 3 JeT 1 JTaHHOU
JIEKapCTBEHHOM ()OPMBI B CBSI3U C HEBO3MOXKHOCTBIO 00€CTIEUUTh PEXXKUM JJO3UPOBAHUS.

Ocobbie Z2pynnvl nauuermoe

Jluya noowcunozo eéospacma

HmeroTcss orpaHueHHBIE JaHHBIE MO MPUMEHEHUIO AITpoMOomnara y MmaiudeHToB B Bo3pacte 65
JeT U crapiie. B KIMHUYeCKuX UCClIeJOBaHUSIX HE OTMEUEHO KIMHUYECKH 3HAYMMbBIX pa3induii
0e301acHOCTH >ATpoMOoIIara y naideHToB B Bo3pacte 65 JIeT U cTaplle 1o CpaBHEHHIO ¢ Oojee
MOJIOJABIMHM TMaleHTamMu. Jpyrue KIMHMYECKUE [aHHbIE TaKXKe YKa3blBAIOT Ha OTCYTCTBHUE
pa3nuuMii B OTBETAX Ha JICYCHHUE Y MOKUJIBIX MMAllMEHTOB U MAaIleHTOB 00Jjiee MOJIOIOT0 BO3pacTa,
OJIHAKO HEeJb3sl HCKIIOYUTH IMOBBIIIEHHYI0 YYBCTBUTEIBHOCTh K IIpErapaTry Yy OTIENIbHbIX
NAIMEHTOB MTO’KUIIOTO BO3pacTa.

Tayuenmsi ¢ noueunol HedOCMamouHOCmMuio

Koppekuuu 10361 y malieHToB ¢ HapylieHneM (GyHKUIUU ouek He TpeOyercs. OqHaKo B CBS3U C
OTPaHUYEHHBIM OIBITOM MPUMEHEHHUS B KIMHUYECKON MpAKTHUKE y MalMeHTOB C HApYyIIEHUEM
(GYHKIMU TOYEK AITpoMOonar cieryeT IPUMEHITh C OCTOPOXKHOCTBIO U Ha ()OHE TLIATEIHHOTO
MOHUTOPUHTA, HAMpPUMEP, KOHTPOJS KOHIIEHTPALUU KpPEaTUHHWHA B CBHIBOPOTKE KPOBH U
MOKa3aTesied aHaJIM30B MOYH.

Ilayuenmul ¢ neuenouHoU HEOOCMAMOYHOCMbIO

VY mnamuentoB ¢ UTII u Hapymenuem ¢yHkimu nedenu (= 5 GaioB mo mkane Yaina-I1sio),
npemapar DnatpomoOonar-29® creayeT NPUMEHSTh ¢ OCTOPOKHOCTHIO Ha ()OHE TIIATEITHHOTO
KOHTpoJiE coctosiHust (cMm. pasaen «Ocobvle ykazauusy). llpu HE0OXOIUMOCTH Tepanuu
npenaparoM Datpombonar-29® y namuenta ¢ UTII u Hapymierrnem QyHKIIUM TIEYSHU JICUECHUE
HAYMHAIOT B J103€ 25 MI/CYT.

YBenuuuBath 103y Mpenapara y MalueHTOB C HapyIeHUsIMA (QYHKIIMY TICUYEHH CIIeyeT HE paHee
yeM uepe3 3 Helenu Mocie Hayala Teparnuu.

VY mammentoB ¢ xponndeckuM BI'C u HapymieHneM (GyHKIUM MEUYEHHU, a TAK)KE Yy MAIMEHTOB C
pedpakreproii TAA u HapymieHHeM (QYHKIWU TEYEHU Tpernapar CiaeAyeT MPUMEHSTh B J03€
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
25 mr 1 pa3 B cyTKH. ot 21.04 2026 Nz 8211

(NOCNEOOBATENEHOCTE 0001)

B knmHMYeckoe HCCienoBaHWE y MAlMEHTOB e~FAA;—He—HoFyIaBHHX—paHee—ApOrpamMMHyIo
UMMYHOCYTIPECCUBHYIO TEpamuio, He ObUIM BKIIOYEHBI MNAIMEHTBl C HCXOJHBIM YpPOBHEM
ACT/AJIT, npessiatomiem B 5 paz BI'H. Hauanbnas no3a sntpombomnara y manueHToB ¢ TAA u
IIEYCHOYHON HEIOCTAaTOYHOCTHIO B IIEPBOM JIMHUU TEPANUU JIOJKHA OIpPENEIAThCS MO Mepe
HEOOXOJUMOCTH Ha OCHOBaHMM KJIMHMYECKOM OILEHKH, NEpPeHOCUMOCTH Tpernapara u

TIIATEILHOTO MOHUTOPUHTA (DYHKIIUU TICUCHH.
ITo0ouHOE neiicTBHE

Pesrome npoduiis 0esonacHoctu

Hayuenmol ¢ xpoHuueckou UMMYHHOU MPOoMOOUUmMonexuell

be3onacHocTh MpuMeHeHHs dATpoMOonara Obljia OlIEHEHa y 763 B3pOCBIX MAIMEHTOB, paHee
npoxoguBmnx jeuenue or UTIL. B 4 koHTponupyeMmbIX KIMHHYECKHX HccaenoBaHusx 403
B3pocibIX manuenta ¢ xpoHuuecko WTII mpurumanu snrpomGonar u 179 mauueHTOB
OpUHUMANU T[J1anedo, B JOMNOJHEHHWE K JaHHBIM, IOJYyYEHHBIM B XOJA€ MpOBeAeHUs 3
HEKOHTpOJIUpYyeMbIX uccienoBanuii (N=360). [[nmutenpHOCTh MpUMEHEHHS TTpenapara CoCTaBIIsiia
He 6ouee 8§ net. Hexxenarenbuple peakiun y B3pocisix nanuentos ¢ UTIT onucansr B Tabmuue 11.
BesonacHocTh mpuMeHeHHs »nTpoMbOomnara y manueHToB B Bo3pacte 3—17 mer ¢ UTII,
MOJTy4aBIIUX paHee Teparuio, Oblia olleHeHa B 2 uccienoBanusx. [Ipoduns mobouHbIX peakuuit
OB COMOCTABUM C TAKOBBIM Y B3POCIHBIX C HEKOTOPBHIMHU JOMOJHUTEIBHBIMU HEXENaTeIbHbIMU
peakuusMHy. J{oMOIHUTENbHBIE HEKETATENbHbIE PEAKIMKM y NALMEHTOB B Bo3pacTe 3—17 ser c
WTII npusenens! B Tabnume 12.

Iayuenmut ¢ xpornuueckum BI'C, conposodicoarowumcs mpomboyumoneruet

be3onacHocTh mpuMeHeHHUs dnTpoMOorara Obuta oreHeHa y 1520 B3pOCHBIX MalMEHTOB B 2
KOHTPOJIMPYEMBIX MCCIEIOBAHUAX, BKJIIOYas JaHHbIE NAIMEHTOB, IIOJIy4aBIIUX paHEe
anTpoMOonar B pe-npoTUBOBUPYCHOH (ase JeueHusl, 1 ObLIH BIIOCIEICTBIUH PaHIOMU3UPOBAHBI
B rpymiy 1iane6o. B 2 KOHTpoMMpyeMbIX KIMHHYECKUX MCCICIOBAHUSAX OBLIN BKIIOYCHBI 955
NanueHToB ¢ XxpoHudeckuM BI'C, conmpoBokTaroIMMCcst TPOMOOIIMTOIICHUEH, TTOJTYYaJId TEPATTHIO
antpombonaroM, u 484 manuenTta Obud B Tpymmne ruiane6o. ITodaHbIN CIHCOK HeXenaTeabHBIX
peakuuidi, OTMEUYEHHBIX Yy manueHToB ¢ xpoHuyeckuM BI'C, conpoBoxaarommmces
TpoMmbonuToneHuen, mpuseaeH B Tabmuie 13.

Iayuenmur ¢ TAA, ne nonyuasuiue paree npoecpammuyIo UMMYHOCYNPECCUBHYIO MEPANUIO
Bbe3onacHoCTh mMpUMEHEHHUs 3NTpoMOONara COBMECTHO C JIOUIaJUHBIM aHTHTHUMOLIMTAPHBIM
UMMYHOTJIOOYJIMHOM M IIMKJIOCIIOPUHOM Yy mauueHToB ¢ TAA, He MOJyyaBIIMX paHee
IPOrpaMMHYI0 HMMMYHOCYIIPECCUBHYIO Tepamnuio (Hampumep, Tepanus aHTUTUMOLUTAPHBIM

MMMYHOTJIOOYJTMHOM, aJIeMTy3ymMa0 WIIM BBICOKHE J03bI MUKIOoPochamuaa), Obuta OlICHEHA B
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COOTEBETCTEYET ZKCNEPTHOMY OTYETY
HEKOHTPOJIMPYEMOM KIMHUYECKOM HCCIECJOBAaHUU C y4acTUEM- o541 n&hﬁéﬁf—oﬂ F@pe'l/:[h KOTOPBIX

(MOCNEOOBATENBHOCTE 0001)

92 nmanueHTa ToONydYald KOMOWHHPOBAHHYHO——Fepario J“Tt,\,mﬁuum OM,  JIOIIAJUHBIM
QHTUTUMOLUTAPHBIM  MMMYHOTJIOOYJMHOM Y  UUKIOCIOPHUHOM. JIIUTENBbHOCTH Tepanuu
coctaBisiia 183 mus, cpenu HuX 83,7 % mNanMeHTOB MONydyand Tepamuio Oonee 12 mecsies.
[TosHBI CIUCOK HEXKENATENbHBIX PEAKLMI, OTMEUEHHBIX y ManueHToB ¢ TAA, He NOyYaBUIINX
paHee mporpaMMHYyI0 HMMYHOCYTIPECCUBHYIO Teparuio, mpuBecH B Tabmuie 14.

Ilayuenmul ¢ pe¢ppaxmeproii TAA

Bbe3onacHOCTh NpUMEHEHHs 3ATpoMOoIara Npu AarlaCTUYECKOW aHEeMHHU TSDKEIOM CTeNeHH
TSKECTH OLIEHUBAJIACh B OTKPHITOM HEKOHTpoJupyemMoM uccienaosanuu (N = 43), B koropom 11
nanueHToB (26 %) neynnuch B TeueHue 6 Mecsues, a 7 nanueHToB (16 %) momyyanu jedeHue
O6omee 1 roma. BONBIIMHCTBO HEXENATENbHBIX pEAKIUH, CBSA3aHHBIX C MPUMEHEHHUEM
anTpombomnara, ObUIM CpeJHEH CTEeNEeHU TSDKECTH C CaMOro Hadajia M PelKo OrpaHHYMBaIId
IPOBOAMMY!O Tepanuio. [1oHbII CIMCOK HeXeNaTeNnbHbIX peaKUi, OTMEUEHHBIX Y AI[UEHTOB C
pedpakrepuoit TAA, nmpuseaeH B Tabmume 15.

TabauyHOE pe3roMe HEXKENATENbHBIX PEAKIINI

Hexenarenbubie peakiuu (HP), BeIABICHHBIE B KIMHUYECKUX HUCCIIEIOBAHUAX, TIEPEUNCIICHBI B
COOTBETCTBUHU C IMOPAKEHUEM OPTAaHOB M CHCTEM OPTraHOB U 4yacToToi BcTpedaemoctu (MedDRA).
Yactora BCTpeYaeMOCTH OMpeAeNsaeTcs CIASAYIOIMMM o0pa3om: odeHb dacto (> 1/10), wacto
(> 1/100 — < 1/10), megacto (> 1/1 000 — < 1/100), peaxo (= 1/10 000 — < 1/1 000), oueHp peako
(< 1/10 000, Bxirouast oTaenbHbIE ciydan). KaTteropuu 4actoTsl c(OPMHPOBAHBI HA OCHOBaHUU

KIIMHHUYCCKHUX I/ICCJ'IGI[OBaHI/II\/’I npemnapara u moCTpErucTpariuoOHHOrO HaG.HIOI[eHI/IH.

Tabauya 11 - Heocenamenvuwie peakyuu y 83pocivix ¢ xpornuueckou UTI

Hexenareabnbie peakuun | KonmdecTo mannentoB, % |  UYacrora BerpedaeMocTH
Hnghexyuu u unsazuu
PapuHruT | 4,2 | 4acTo
Hapywenus co cmoponul opeana spenus
Karapakra | 5,0 | 4acTo
Hapywenus co cmopoHul cocy0os
Tpombosmbomueckne 5,5 4acTo
OCJIOKHEHHUSI
TpomOoTuyeckas 1,2 4acTo

MHUKPOAHTHONATUSL C OCTPOU
MOYEYHOU HEJOCTATOYHOCTEIO

Hapywenus co cmoponul scenydouno-KuuieuHo2o mpaxkma

Muapest 12,6 OYEHb 4aCTO
Tommora 11,1 OYCHB YacTO
PBota 7,3 JacTo
CyxocTb ciuszuctoit | 0,9 HEYacTo

000JI0YKH TOJIOCTH PTa

Hapymeﬁuﬂ CO CIMOpPOHbL ne4eru u cheﬂQQGbZGOC)ﬂWMX nymeﬁ

[ToBbilIeHNE AKTUBHOCTH | 10,5 OYEHb YacCTO
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[M'unepOunupyOuHemust 1,8 4acTo
IloBbIIcHHE aKTHBHOCTH | 9,7 4acTo
acrmapTaTaMHHOTpaHc(epasbl

(ACT)

JlekapctBenHoe mnopaxenue | 0,1 HEYacTo
MeYEHU

Hapywenus co cmoponul Kodtcu 4 n0OKOHCHbIX MKaHell

Anonenus 3,0 4acTo
KoxxHas chIIb 7,5 4acTo

Hapywenus co cmoponvl MbluieyHo, KOCMHOU U COeOUHUMENTbHOU MKAHU

boxb B ciuHe 10,5 OYEHB YacTO
KocTtHO-MBIITICUHAS 6oib | 3,7 4acTo
(Bkitouass 00Nk B TPYIHOU

KJIIETKE  KOCTHO-MBIIIICYHOT'O

XapaKTepa)

Muanrus 472 4acTo

Takxe oTMeqanuch JONMOJIHUTEIBHBIE HEXKeIaTeIbHbIC JIEKapCTBEHHbIE peakuun y aerei ¢ UTIL.

Tabauya 12 - J[onornumenvhovle uedceramenvhvie peakyuu y oemetl ¢ UTI1

HeskenaTeabHble peakuuu | KosmnuecTBo nanuenTos, % |

YacroTa BCTpeyaeMoCTH

Hngpexyuu u unsasuu

Nudexnnn BepxHHUX | 25,7 OYEHb YacCTO

JBIXaTeNbHBIX MyTeH

Hazodapunarur 15,8 OYCHb YaCTO

Hapywenus co cmoponul dvlxamenvHol cucmembsl, Op2aHo8 2pYOHOU KIemKU U CPeOOCmeHUs
Kamrens 13,5 OYCHb YacTO

boJsib B poTornorke 9,4 4acTo

Punopes 4,1 4acTo

Hapywenus co cmoponul sicenydouno-KuuieuHo2o mpaxkma

AOnoMuHaibHag 00JIb

17,5

OYCHBb 4aCTO

3yOHas 601b

5.8

qaCcTo

Obwue HapyweHus U peakyuu 8 mecne 66e0eHUs

JIuxopanka |

18,1

OYCHBb 4aCTO

Tabnuya 13 - Hestcenamenvnuvle peakyuu y nayuenmos ¢ XxpoHuveckum eupycuvim cenamumom C

HexesaTebHbIC peaKnnu \ KosanuyecTBo manneHTos, % |

YacroTra BCTpeyaeMoCTH

Hapywenus co cmoponvl kposu u aumgpamuyeckou cucmembl

AnemMus

30,6

| ouens gacto

Hapymenuﬂ Memaboau3IMa u NUMaHusl

CHMXeHue anmneTuTa

| 14,4

| ouens yacto

Hapywenus co cmopoHul HepeHOll cucmembl

I'osoBHas 6oib

| 222

| ouens yacto

Hapywenus co cmoponvl opeana 3penus

Karapakra \ 2,4 | 4acTo
Hapywenus co cmoponwl cocyoos

TpomboamboTUecKue 2,1 4acTo
OCJIOKHEHUS (BKITIOUAst

TpoMO03 MOPTATHHBIX BEH)
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« - ] T ] e b= 7
Hapywienus co cmopombi ObIXameibHoll cucmeivl, opeanos piorHoli Kiemkiu'cpeobtmenus

Kamrens

[ 11,8

(MO JEHGRALEEAOC B U00T]

Hapywenus co cmoponbl sceny00uyHo-KumedHo2o0 mpaxkma

TomnHoTa 17,7 OYCHB YacTO
Hunapes 15,5 OYEHb YaCTO
Hapywenus co cmoponbl neuenu u sceniesbleo0auwux nymeu
['unepOunupyOrHeMus 6,4 4acTo
ITopaxkeHue neyeHun 0,7 HEYacTo
JlexapcTBeHHOE mnoOpaxkeHue | 2,1 4acTo

IICYCHU

Hapymenuﬂ CO CMOPOHBL KOJHCU U NOOKONCHBIX MKAHEl

KoxHblil 3y 12,2 OYEHE YacTo
Anonenus 7,0 4acTo
KoxxHas chIb 7,3 4acTo

Hapywenus co cmoponul mbluieunot, KOCMHOU U COeOUHUMENbHOU MKAHU

Muanrus

[ 112

OYCHBb 4aCTO

Obwue HapywieHus U peakyuu 8 Mmecme 66€0eHusl

[ToBplIeHHas yTomisieMocTs | 26,1 OYEHb 4aCTO
Jluxopaaka 25,0 OYEHE YacTo
O3H00 11,8 OYEHb YaCTO
AcreHus 13,2 OYCHB YacTO
OTex 1,3 JacTo

['punnononoOHbIi cunapom | 16,4 OYEHb 4aCTO

Tabnuya 14 - Heowcenamenvuvie peaxyuu y nayuenmos ¢ TAA, He noayuaswux panee

NPOCPAMMHYIO UMMYHOCYNPECCUBHYIO MEPANUIO

HexesaTebHbIe peakunu \ KoumnuecTBo nauueHTos, % \ YacToTa BCTpeyaeMoCTH

Hapywenus memabonuzma u numanus

TommnoTa 473 JacTo

[mapes 3,3 4acTo

AOnoMuHagpHasa 0016 33 4acTo

Hapywenus co cmoponwl kodicu u nOOKONCHbIX MKAHEU

KoxHas chIIb 7,6 4acTo

Jucxpomusa koxu, BkiIoyas | 5,4 JacTo

THIICPIIUTMCHTAI IO

Jlabopamopuvie u uncmpymeHmanbHvle OaHHble

IloBrimieHnE aKTUBHOCTH | 29,3 OYEHb YacTO
AJIT

[ToBpImIeHHE akTuBHOCTH | 17,4 OYCHB YacTO
ACT

VBenuuenue OwnupyomHa B | 17,4 OYEHb YacCTO
KpOBH (BKITIOUAs

JKENTYITHOCTH CKJIED)

Bo3HUKHOBEHHE HOBBIX WM YCYryOJieHHMEe MMEIOIIUXCs JTaOb0opaTOPHBIX MOKaszarenel (QpyHKIUH

nedeHu (crenenu 3 u 4 no mkane CTCAE; CTCAE=0O0miass TepMUHONOTHS KPUTEPUEB IS

OLICHKH HEXCEIAaTCIbHBIX HBHGHHﬁ) Yy NanyMeHTOB, MPUHUMAIOIINUX 3J'ITpOM6OHaF, OTMEYAJIOCH B

15,2 % u 2,2 % cinyuaeB no nokazatento ACT, B 26,4 % u 4,3 % cinyuaeB no nokazarento AJIT,




COOTBETCTBYET ZKCTNEPTHOMY OTHETY

e 31 04 ITE NE 87
12,1 % u 1,1 % ciaydaes 1o mokasareimo 6rmpyOuHa cootBerdiBernor 220 M= 2211

(NOCNEQCBATENEHOCTE 0001)

Uumozeﬂemuqecme anomaauu

B HekoHTpoIMpyeMOM uccie10BaHuy y TalueHToB ¢ TAA, He ony4yaBIIMX paHee MPOorpaMMHYIO
MMMYHOCYTIPECCUBHYIO TEpANHio, MPOU3BOAMIACH ACMIHpALMs KOCTHOTO MoO3ra C UENblo
JATBHEHIIIETO ITMTOTCHETUYeCKoro aHanmm3a. Bo Bcem wuccmemoBanum y 15 w3z 153 (10 %)
MAlMEHTOB MpOM30IIa KioHaimpHas sBomonus. Cpenu 15 manmueHToB, y KOTOpBIX ObLIN
OTMEUYEHBbI IUTOTCHETUYECKE AaHOMAJIUH, V 7 TAIMEHTOB OTMEeYallach yTpaTa 7-il XpOMOCOMBI, B
6 ciyyasx U3MEHEeHus: nmpousouui B teueHue 6,1 mecsaua. Taxxe y 4 mauueHTOB OTMEUYaIUCh
XPOMOCOMHBIE a0eppalrii HESICHOTO TeHe3a, a y 3 Obuta oTMedeHa yTpaTta 13 XpoMOCOMBI, YTO
CUMTACTCS XOPOIIUM TMPOTHOCTHYECKUM (HaKTOPOM TIPH aruiacTudeckod aHemuu. Takxe y 1
MAIUEHTa CITyCTS MSATh JIET MOCJIe TEPANUU OBLJIO MPOBEIEHO MCCIEIOBAHUE KOCTHOTO MO3Ta, B
pe3ynbprare KOTOpOro ObUTa OTMEYEHa JUCIUIa3usi C  MOBBIIICHHBIM  COACPKAHHEM
MAapEeHXUMATO3HbIX KJIETOK ¢ NoTeHUHalbHbIM pazButuemM MJIC. B koropre mnanueHToOB,
MPUHUMABILIUX 3ATpoMOoNar, y 7 maiueHToB ObUIM OTMEUYEHBI IUTOTEHETUUECKUE aHOMAaJuH, y 4
U3 HUX ObUIa OTMEUYEHa yTpara 7-i XpOMOCOMBI B TeueHue 6,1 mecsima. OcraeTcss HESICHBIM,
MPOU3OIUIN JIM 3TU U3MEHEHUS HM3-32 OCHOBHOTO 3a00JIEBaHUS, WM MPUYUHON TOMY SIBUJIOCH

IpOBEJICHNE UMMYHOCYIIPECCUBHOM Tepanuu 1/ 1M IpueM sitpomoOornara.

Tabauya 15 - Heocenamenvuwie peaxyuu y nayuenmos ¢ pegppaxmeproti TAA

HexesaTebHbIC peaKnnu | KosnyecTBo nanneHTos, % \ YacroTa BCTpE4aeMoCTH
llcuxuueckue HapyuieHus

becconnuna [ 12,0 | ouens gacto
Hapywenus co cmoponul HepgHoll cucmembl

I'onosHas 606 20,9 OYEeHb YaCTO
['osoBOKpyKEHHE 14,0 OYEHb 4aCTO
Hapywenus co cmoponvl opeana 3penus

Karapakra | 23 ‘ 4acTo
Hapywenus co cmoponul ObixamenbHOU cucmemsl, Op2aHo8 2pyOHOU KIemKU U CPeOOCmeHUs]
boxs B pororiorke 14,0 OYEHb 4acCTO
Kamens 233 OYEHb 4aCTO
Punopes 11,6 OYEHb 4aCTO
Hapywenus co cmoponbl siceny00uyHo-Kume4Ho2o mpaxkma

TomHoTa 32,6 OYCHb YacTO
Hunapes 20,9 OYEHb YacCTO
AOroMuHanbHaAs 00MIb 11,6 OY€Hb YacTO
Hapywenus co cmoponvl neuenu u sxcenyegbleo0auux nymeti

IloBpimenne  akTuBHOCTH | 11,6 OYCHB YacTO
TpaHCAMUHA3

['unepOunupyOnHeMust 4,7 4acTo
Hapywenus co cmopoHvl Kodtcu U NOOKOHICHbIX MKAHel

KoskHas cbinb | 7,0 4acTo

24



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

DkchoTHaTHBHBII B -
JIepMATHT (NOCNEQCBATENEHOCTE 0001)
MmuorodopmHas spuTema 4acTo

Hapywenus co cmopoHnvl MbluleyHou, KOCMHOU U COeOUHUMENbHOU MKAHU

Aptpanrus 11,6 OYEHb YaCTO

bojb B KOHEUHOCTAX 18,6 OYCHb YacTO

MBbImeuHbIN cia3M 11,6 OYCHB YacTO

Obwue HapywieHus U peakyuu 8 Mmecme 66€0eHusl

IIoBrimieHHAs 30,2 OYCHb YacTO
YTOMJISIEMOCTh

JIuxopanka 14,0 OYEHb 4acCTO

O3H00 12,0 OYE€Hb YacCTO

B HEKOHTpoIMpyeMOM OTKPBITOM HWCCICIOBAHUM Yy TAIMEHTOB C pedpaktepHoir TAA
MPOU3BOMIIACH ACMIUPAIMsl KOCTHOTO MO3Ta C LEIbI0 JaIbHEHIIEro HUTOr€HETHYECKOT 0 aHaIn3a.
YV 8 NanuEHTOB OTMCYAJIIMCh HOBBIC INUTOICHCTHYCCKHEC aHOMAJIMH, BKJIHOYas 5 ManucHTOB, Y

KOTOPBIX OTMEYAJIUCh UBMEHEHHUS B 7-i1 XpOMOCOME.
Ilocmpecucmpayuonnvie uccnedoganus (yacmoma Heusgecmua)

[Ipu mpumeHeHnu snTpoMOONara B MOCTPErHCTPALMOHHOM NEepuojie ObUIM 3aperHCTPHPOBAHBI

canenyromue HP.

Caenenus 0 HUX ObUIH MOJTYYEHBI U3 CIIOHTAHHBIX COOOILIEHUH, a TaKKe ObUIH 3apETUCTPUPOBAHBI
B KaueCTBE CEPbE3HBIX HEKENATENbHBIX SBICHUN B peecTpax, UCCIET0BaHUAX, CIIOHCUPOBAHHBIX
UCCIIeIoBaTeNeM, KIMHUKO-()apMaKoJIOTUYECKUX HCCIEI0BAHUAX U IMOMCKOBBIX MCCIIEAOBAHUIX
MIpU IPUMEHEHUU IO HEYTBEPKIACHHBIM MOKa3aHUsIM. [10CKOJIbKY HEBO3MOKHO OLIEHUTH YaCTOTY
BcTpeuaemoctd HP mocToBepHO, Tak Kak JaHHBIE COOOIIEHUS MOCTYHNAlOT CIOHTAHHO U3
MOMYJISIUKM TAIllMeHTOB HEOMNpEeIEHHOro pa3Mmepa, mnoiydeHHsle HP Obutn ompenenensl kak

HEW3BECTHBIC (110 YaCTOTE BCTPEYAEMOCTH).

Hapywenus co cmoponsl Kodicu 1 nOOKONCHbIX MKAHEl

Hapymenue okpacku KOXXHBIX TOKpOBOB™*

* — oOpaTMMoOe HapylleHHE OKPACKM KOXXHBIX ITOKPOBOB, BKJIIOYas TMIEPIUTMEHTALMIO U
<OKEJITYIIHOCTBhY», OTMEYAJIOCh Yy MAlMEeHTOB, MOJIy4aBUIMX 3JITpoMOonar B CyTOYHOH 103e,
npesbimatomied 100 mr. B yacTHOCTH, HapylIeHHE OKPAcKH KOXHBIX IIOKPOBOB OTMEUAIOCh Y
NAaIMEeHTOB, MOJYYaBIIUX BBICOKHME J03bI 3nTpoMOomara mo mnoBoxy TAA, a Takxke IO

He3aperucTpupoBaHHoMy nokazanuto npu MJIC.

Onucanue OoTASILHBIX HEXKEIATEIbHEIX PEAKIIHT

Tpombomuueckue/mpomoosmboOnUYECKUe OCTIONCHEHUS
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L

B 3 KOHTPOIHPYEMBIX H 2 HEKOHTPONMPYEMBIX KIMHHYECKHX FceleAOBAHnX cPedd B3pOCIBIX
(MOCNEADBATENEHOCTS 00071)

HaUeHToB ¢ Xpounueckoi UTII, monydaBinnx-sarpemoonar-{(n-—=-_446);y—/-RaHHeHroB-ob1o

BBISIBICHO B OOIIECH CIOXKHOCTH 19 TpomMOOTHUECKHX/TPOMOOIMOOIMUECKUX OCIOKHECHHM,
KOTOpbIE BKJIIOYAIM B ceOs (B MOpsake yObIBaHMs) TPOMOO3 IIIyOOKUX BeH (n = 6), JierovHas
ambomnus (n = 6), ocTpslil HH(pAPKT MUOKapaa (n = 2), uepedpanbHblil HHapKT (n = 2), sMO0us

(n=1).

B mrane6o-koHTpoIupyeMoM UcciaeaoBaHuM (n = 288, MOmyJIsiius A1 OIEHKH 0€30MacHOCTH)
CIYCTsl 2 HeJleNM Mocye MPOBEJCHHOM Teparuu Mpy MOATOTOBKE K MHBa3UBHBIM Mpoleaypam y 6
u3 143 (4 %) B3pOCHBIX MAIMEHTOB C XPOHUYECKUM 3a00JICBAaHMEM I1€YEHH, MOTYYaBIIUX
anTpoMOomnar, ObUIM OTMEYEHBI 7 TPOMOOTHYECKHX/TPOMOOIMOOIMUECKHX OCIOKHECHHMA
NOpTaNbHON BEeHO3HOM cuctembl U 2 u3 145 (1 %) nanueHToB B rpymnime iamnedo coodmumu o 3
TPOMOOTUYECKUX/TPOMOOIMOOTMUECKUX OCIIOKHEHUAX. Y TATH U3 6 MAlMEeHTOB, MOTyYaBIINX
antpombonar, ObUIM OTMEYEHBI TPOMOOTHUYECKHE/TPOMOOIMOOIMUYECKIE OCIOXKHEHUS MpU

ypoBHE TpomOouuToB > 200000/MKJT.

Crenuduueckux (PakTopoB pHCKa y TANMEHTOB C BO3HUKIIMMHA B XOJE€ TEparuu
TPOMOOTUYECKUMU/TPOMOOIMOOTUIECKIMH  OCTIOKHEHUSIMU, 33 HCKIIOYEHHEM KOJUYeCTBa

TpoMOo1TOB > 200000/MKJ1, BBISIBIEHO HE OBLIO.
Pazeumue mpomboyumoneruu nocie npeKpaujenus iedeHusl

B 3 xoHTponmupyembix uccienoBanusx y mnamueHToB ¢ MTII Habmomamock KpaTKOBpEMEHHOE
CHHUKCHUE KOJINYCCTBA TpOM6OI_[I/ITOB pa(o) 3HAUYCHUN HUXKE HCXOJHBIX Y 8 % nNannucHTOB,

NPUHUMABILIUX ITpoMOonar, 1y 8 % MaeHToB rpynibl miamneoo.
Llumozcenemuueckue anomanuu

B HecpaBHUTENBHOM OTKpPBITOM HCCIIEAOBAaHWU y TalMeHTOB ¢ TAA omnpenensau Haludue
[MUTOTEHETHYECKUX OTKJIOHEHWH B aCHUpPAlMOHHBIX OuomnTarax KocTHoro mosra. Y 8 (19 %)
MAIMEHTOB OBLTU BIEPBBIE OOHAPYKEHBI IUTOTCHETHUECKUE aHOMAJIUU, U3 HUX y 5 MaIMeHTOB
ObTM W3MeHeHus B 7-i xpomocome. B nByx wmccnenoBanusax (ELT116826 u ELT116643)
UTOT€HETHYECKUE aHOMAJIUU ObuTH 0OHapy>keHbl y 4 u3 28 (14 %) u'y 4 u3 62 (6 %) namueHTon

B KaXXJI0M HCCIICAOBAHHNMU.
T'emamonocuueckue 3no0xauecmeeHHbvle H06006pa30661Huﬂ

B HecpaBHUTENbHOM OTKpHITOM wuccienoBanuu y Tpex (7 %) mauuentoB ¢ TAA Obin
nuarHoctupoBan MJIC mocne TpoxokIeHUs Kypca JedeHHs saTpomoOomaroM. B aByx

uccinenoanmsx (ELT116826 u ELT116643)y 1 u3 28 (4 %) uy 1 u3 62 (2 %) nanueHToB ObLI

JTUArHOCTHPOBaH MuenoauciactTuaeckuii cuaapoM (MJIC) wim ocTpbiii MUSITOUAHBIN JIEHKO3 B
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COOTBETCTBYET ZKCTNEPTHOMY OTHETY
KQKJIOM HCCIIEIOBAHUM. ot 21.04. 2026 N= 8211

(NOCNEQCBATENEHOCTE 0001)

CTH

Orenka 6e30macHOCTH MpUeMa dITpoMOoriara y maiieHToB B Bo3pacte 2—17 1eT 0OCHOBBIBAaeTCs
Ha pe3yibTaTaX HEKOHTPOJIMPYEMOTO IOCJIEI0BATEIbHOIO HcciaeaoBaHusi 37 MalueHToB: 2
MalMeHToOB B Bo3pacte 2—5 jneT, 12 manueHToB B Bo3pacte 6—11 neT u 23 manueHToB B BO3pacTe
12—17 ner. [Ipoduns 6e30macHOCTH MpueMa ITpoMoOOIIara y JeTeil COOTBETCTBOBAI MTPO(HITIO

0€30MaCHOCTH 151 OOIIeH TOMYJISAIHH.
Ilepeno3upoBka

Cumnmombwi

B xoxe kIMHUYECKHX HCCIEIOBaHUN 3aperMCTPUPOBAH OJUH Cly4ail Mmepero3upoBKH, KOrna
narueHT npuHsut BHYTph 5000 Mr antpomOomnara. [Tpu 3ToM 0TMEHanuch Cleayonue CUMITOMBI:
HEPACIPOCTPAHECHHAS ChINlb, TPAH3UTOPHAs OpaJWKapaus, YTOMISIEMOCTh W TIOBBIIICHUE
aktuBHOCTH AJIT nu ACT. depMeHTHI eueHu, U3MEPEHHbIE MeXay 2 U 18 HeM mociie mpuema
0003Ha4yeHHON J103bl 3iTpoMOoOmNara, JOCTUIJIM TMPEBBILICHUS BEpPXHEH TIpaHUIBI HOPMBI
nokazarenst ACT - B 1,6 pa3a, nokazarens AJIT - B 3,9 pa3a u obmiero ounupyouna - B 2,4 pasa.
KomuuectBo TpomOouuToB coctasisiio 672000/mkn Ha 18 neHp mocie mpuema 0003HAYEHHOM
JI03bI, @ MAKCUMATbHOE KOJTMYECTBO TPOMOOIIMTOB cocTaBiisiio 929000/Mxi1. Bee cumnToMbl ObLTH
paspenieHbl 0e3 OCIIOKHEHUN B X0JI€ TeparuH.

Jleuenue

B ciydae mepeno3upoBKU BO3MOYKHO 3HAYUTEIBHOE YBEITMUCHHE KOTUYECTBA TPOMOOIIUTOB, YTO
MOXXET TPUBOJUTH K TPOMOOTHYECKUM/TPOMOOIMOOIMYECKUM OCIOKHEHUsIM. B ciydae
NEePEeO3UPOBKHU CIEAYET PACCMOTPETh BOMPOC O MpHEME BHYTPb MPENaparoB, COAEpPKAIIUX
KaTHOHBI METAIIJIOB, HATIPUMEP, KAIBIIHS, ATFOMUHUS WM MarHus, JAJIs1 YMEHbIIICHUS BCAChIBAHUS
antpomOomara. CremyeT TIIATETHHO KOHTPOJIMPOBATH KOJIHYECTBO TpomOonuToB. JleueHue
3nTpoMOONIaroM BO30OHOBIISIOT B COOTBETCTBUU C PEKOMEHAALMSIMHU MO PEXKUMY JT03UPOBAHHUSL.
[Tockonpky moYeuHasi SKCKPEIUs HE SBJSETCS OCHOBHBIM ITyTEM BBIBEJCHHS 3ITpomOomara,
KOTOPBI aKTHBHO CBSI3BIBACTCS C OCJIKaMH IJIa3Mbl KPOBHU, BEPOSITHEE BCETO, TE€MOIHANIN3 HE
sBisieTCss APPEKTUBHBIM METOAOM CYHIECTBEHHOT'O YCKOPEHHS BBIBEIICHHUS JIITpoMOoIara u3

OpraHus3Ma.
B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeACTBAMH

Bnuanue 3JZI71DOM6OI’ZCZZG HAa dpyeue JIEKApCmeerHrble npenapanivl

Uneubumopwvr ' MK—KoA pedykmaswi
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COOTBETCTBYET 3KCNEPTHOMY OTUYETY

[IpumeneHue sntpombonara B 1o3e 75 mr 1 paB B CyTKH B TeddH#b 5 miei-c’ oa;yEQCTaTHHOM,

(MOCNENCQBATENEHOCTE 0001)

SBJISTFOIITUMCSI CyOCTpaTOM OEJIKOB—TIEPEHOCUNKOB-0PFaHIeckix-aHHoOHOB f"‘['“"lm n BCPR,
B OHOKpaTHOU 03¢ 10 MT BRIBBIBAIO y 39 310pOBBIX 10OPOBOIIBIEB yBEMHUICHHE Cmax 10 103 %
(90 % AU (AU = moBeputenbHbIN uHTEpBaN): 82 %, 126 %) 1 AUCinr 10 55 % (90 % AU: 42 %,
69 %) po3yBacTaTiHa B IJIa3M€ KPOBH.

OxumaeTcss Tak)Ke B3aUMOJCHCTBHE C JApyruMH mpenapatamu uHruomtopamu ['MK-KoA
peAyKTa3bl, B TOM YHUCJIE aTOPBACTaTUHOM, (IyBacTaTUHOM, JIOBACTaTUHOM, MPaBaCTaTUHOM U
cuMBacTaTHHOM. [Ip1 0THOBpEMEHHOM NMPUMEHEHHUH € ITPOMOOIIaroM CleayeT pacCMOTPETh
BO3MOXXHOCTh CHUKEHHS 70361 HHTHONTOPOB [ MK—KOA pemykTassl ¢ THIaTeThHBIM KOHTPOJIEM
He)KeNaTeJIbHBIX Peakuil Ha CTaTUHBI (CM. pa3zen « Dapmakonocudeckue ceotcmaay).
Cyocmpamot OATPIBI u BCRP

[Ipy opHOBpeMEHHOM NpPUMEHEHHMH HiTpoMOomara C JpyruMu cyOcTpaTamMu OEnKoOB —
nepeHocunkoB opranndecknx annoHoB (OATP1B1), (manpumep, metorpekcar) u BCRP (BCRP,
breast cancer resistance protein — 0€JI0K Pe3UCTEHTHOCTH paKa MOJIOYHOMW Keye3bl) (Harmpumep,
TONOTEKaH W  METOTpPeKcaT) CJleayeT  COOJIoJaTh  OCTOPOXKHOCTh  (CM.  pasjen
«Dapmaronocuueckue c8oUCMBEa).

Cybocmpamul yumoxpoma P450

B wuccnepoBaHMAX C HCIONB30BAHMEM MHKPOCOM TI€UEHHM YeloBeKka »sirpoMbomar (B
KoHIeHTpanuu 10 100 MM0oJIb) HE MPOJAEMOHCTPUPOBA in Vitro HHTHOMPOBaHUS N30(DEPMEHTOB
CYP450 1A2, 2A6, 2C19, 2D6, 2E1, 3A4/5 u 4A9/11, u Ob1 MHTUOUTOPOM H30(EPMEHTOB
CYP2C8 u CYP2C9 no naHHBIM U3MEPEHUH C HCIIOIB30BAaHUEM IMAKIUTAKCeNa U TUKIO(EeHKa B
KayecTBE MapKEpPHBIX CyOCTpaToOB.

[Tpuem snTpomOonara B g03e 75 mMr 1 pa3 B CyTKH B TeUeHHE 7 qHEH Y 24 3J0POBBIX MY>KUUH —
JO0OPOBOJIBIIEB HE MHTMOMPOBAJ M HE BBI3BIBAJT MHIYKIMH MeTab0In3Ma MapKepHbBIX CyOCTpaToB
depmentoB 1A2 (kodeun), 2C19 (omenpazon), 2C9 (pnypounpoden) nmm 3A4 (Muaazonaam).
Knunuveckn 3HaYUMBIX B3aUMOJICHCTBUM MPH OJHOBPEMEHHOM NPUMEHEHHH 3ITpoMOornara u
cyocrpatoB rutoxpoma CYP450 He oxumgaercs.

Huzubumopul npomeasvl eupyca cenamuma C

He Ttpebyercst xoppekums 1036l 3ATpoMOOIara IMpu ero OJHOBPEMEHHOM IPHUMEHEHHH C
TenanpeBupoM uian OonenpeBupoM. [Ipu OIHOBpEeMEHHOM NpPUMEHEHUHU HiTpoMOonara B
omHOKpatHOW a03e 200 Mr m TenmampeBupa B o3¢ 750 Mr Kaxkaple 8 4acoB HE HaOIIOANIOCh
W3MEHCHUN HKCIIO3UIMU TeNanpeBupa B Iia3Me KpoBU. lIpu OAHOBpEMEHHOM MPHUMEHEHHU
antpombomnara B ogHoKpaTHOH 103e 200 Mr u GouenpeBupa B no3e 800 Mr kaxable 8§ 4yacoB HE
HaOmoganock w3MeHeHnin AUC(o—) OomenpeBupa B IIa3Me€ KpPOBH, OJHAKO OTMEYECHO

yBenudeHUe Cmax Ha 20 % u cHmkeHne Cmin Ha 32 %. KiimHH4Yeckass 3Ha4MMOCTh YMEHBIIICHHUS
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COOTBETCTBYET ZKCNEPTHOMY OTUETY

L
] y

Cmin HE YCTAaHOBJIEHA, PEKOMEHIOBAH TIIATEIbHBIA KIMHUYECKHT A;'EI'IH-éﬁGT»pa:ﬂ

eC OpHEH MOHUTOPHHT
(MOCNEODBATENEHOCTE 000T)

cynpeccun HCV.

Jlexapcmeennvie cpedcmea, Komopble Mo2cym 0OKa3vléanib 6J1UAHUE HA 3ﬂmDOM60na2

Luknocnopun: OTMEYEHO YMEHBIIEHHE SKCIO3ULUK »JIITpoMOomnara MpH OJHOBPEMEHHOM
npumenenuu ¢ 200 mr u 600 mr rukiocnopuna (marnOuTopa BCRP), KoTOpOE HE paciieHeHOo Kak
KIMHUYEeCKH 3Hadnmmoe. [IpumeHenwe snaTpombomnara B OJHOKpaTHOW 1o3e 50 wmr c
UKI0ciopuHOM B J103€ 200 Mr cHIKANO Cmax 1 AUCins aTpoM6boriara Ha 25 % (90 % AU: 15 %,
35 %) u 18 % (90 % AU: 8 %, 28 %) coorBercTBeHHO. OqHOBpeMeHHOE BBeneHue 600 mr
HUKII0CTIOpUHA CHUKAIO Chax U AUCinf antpom6bomnara Ha 39 % (90 % AU: 30 %, 47 %) u 24 %
(90 % AU: 14 %, 32 %) coorBercTBeHHO. Ha mpOTSDKEHUM Kypca Tepanmuu IpenapaToMm
ANITPOMOOIIArOM BO3MOXHA KOPPEKIUS €ro 03kl Ha OCHOBAaHWU TIOJCYETa KOJIMYECTBA
TpoMOOIIUTOB (CM. pazaen « Cnocob npumenenus u 003ol»).

CrnenyeTr KOHTPOJIUPOBATH KOJIMYECTBO TPOMOOIIUTOB €XKEHEIEIBHO Ha TPOTSKEHUH 2 — 3 HeZlelb
Ha (OHE OJHOBPEMEHHOTO NPHMEHEHHUs Tpernapara ¢ IUKIOCIOpHHOM. Ha ocHoOBaHuU
KOJIMYECTBA TPOMOOIIMTOB BO3MOXKHO BO3HHKHOBEHHE HEOOXOJAMMOCTH YBEIUYEHHUS O3B
anTpoMOomara.

Ilonusanenmusie Kamuouvl (00paz06aHUe XEAAMHLIX KOMNIEKCO8). JITpoMOoIar o0pa3yeT
XEJIaTHBIC COCIUHEHHS C TAKUMH TMOJIMBAJICHTHBIMU KAaTHOHAMH, KaK ATIOMUHHUH, KaJbIUil,
JKeJe30, MarHuii, ceneH W mUHK. [IpuMeHeHue snrpombomnara B OJHOKPATHON o3¢ 75 Mr ¢
AHTAIAIOM, COZICPIKAIIUM TIOJIMBAJICHTHBIE KaTHOHBI (1524 Mr amoMuHus THApOKcHaa u 1425 mr
Marausi kapOonara), npuBoauiio k cHkeHuto AUCiyr antpomOomnara B muia3me kpoBu Ha 70 %
(90 % AU: 64 %, 76 %) 1 Cmax Ha 70 % (90% JAU: 62 %, 76 %).

Bo wu30exaHue 3HAUMTENBHOTO CHIDKEHHUS BCAachIBaHUS AnTpomOomnara, ciemyeT NPUHUMATh
aHTAIU/bl, MOJOYHBIE MPOAYKThl W MHUHEpaJibHbIE 100aBKH, COJIEpXallue IOJIUBaTICHTHBIC
KaTHOHBI, 10 KpailHel Mepe 3a 2 Yaca 10 WM 4Yepe3 4 yaca Mocje mpuema 3ITpomoOorara
(cM. paznen «Cnocob npumenenus u 003vl» u « PapmarorocueckKue ceotucmeay).

Kombunayus nonunasupa ¢ pumonagupom: OTHOBPEMEHHOE NpPHUMEHEHHE >aTpomOorara u
KOMOMHAIIUKM JIOMMHABHpPA C PUTOHABUPOM MOXKET IMPUBECTH K CHIDKEHUIO KOHLIEHTPALUU
antpoMbomnara. B uccnenoBanum ¢ ydactuem 40 370pOBBIX TOOPOBOJIBIIEB YCTAHOBJICHO, YTO
OJTHOBPEMEHHOE OJHOKpaTHOE MpUMEHeHHe 3naTpombomnara B go3e 100 Mr u MHOTOKpaTHOE
NpUMEHeHHe KOMOMHALMY JOMUHaBHpa ¢ puToHaBupoM B 1o3e 400 mr / 100 mr 2 pa3a B CyTKH
npuBomiIo K cHrkeHuto 3HaueHuss AUCyf anTpoMOoriara B ruia3me kposu Ha 17 % (90 % [U:

6,6 %, 26,6 %).
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COOTBETCTBYET 3KCTMEPTHOMY OTYETY
Clef10BaTeNbHO, IPH O/IHOBPEMEHHOM TIPHMEHGHUH SIITPOMOOHRFA 1 koMGIHdmHH Nbrnunasupa

OCNEOCEBATENEHOCTE 0001)

C PUTOHABUPOM HEOOXOAMMO MPOSIBIISITH OBBIII
KOHTPOJIb KOJIMYECTBA TPOMOOIIMTOB MUHUMYM €KEHEAENbHO Ha MPOTSLKEHUU 2—3 Henemnb AJis
HAQ/JIeXKAIIEro Toadopa MO3bI 3ATpoMmOoIara MpH Ha3HAUYEHWU WJIM OTMEHE KOMOWHAINUU
JIOTIMHABUPA C PUTOHABUPOM.

Hneubumopwt u unoykmopwt uzogpepmenmos CYPIA2 u CYP2CS8

Metabonu3m snrpomOonara OCYIIECTBISIETCS MHOKECTBEHHBIMH NYTSIMH, B TOM YHCIE C
BoBiieueHueM wuzodpepmentoB CYP1A2, CYP2C8, UGTI1Al, u UGTIA3 (cm. pasgen
«Dapmaronocuueckue c8oUCMBEa).

JlexapcTBeHHBIE MTpenapaThl, KOTOPbIE MHTUOUPYIOT WIIM HHAYLUPYIOT TOJIBKO OJUH U30(epMEHT,
BpSA JIM MOTYT 3HAUMMO M3MEHSTh KOHIIGHTPAIMIO 3ATpoMOonara B Iia3smMe KpoBHU, B TO BpeMs
KaK JIGKQPCTBEHHBIC TMpenapaThl, WHTHOUPYIOIIWE WIH HHIYIHPYIOIIME MHOXECTBO
n30(hepMEeHTOB, 00J1a/1al0T MOTSHIIMAJIOM YBEIHNUMBATh (Hampumep, PIyBOKCAaMIUH) WU CHIKATh
(Hanmpumep, prdaMITUIIMH ) KOHIIEHTPAIIUIO 3JITpoMOoTIara.

Hueubumoper npomeasol supyca eenamuma C: TP OJHOBPEMEHHOM MPUMEHEHUH MOBTOPHBIX
103 6ouenpeBupa no 800 Mr Kaxple 8 4acOB MITH TelarpeBupa B 103e 750 Mr Kaxaple 8 4acoB U
antpombomnara B 01HOKpaTHOU 03¢ 200 Mr He HabI0JaI0Ch U3MEHEHUI YPOBHS

antpomOomnara B IIa3Me KpOBHU J0 KIMHUYECKH 3HAUMMOTO YPOBHSIL.

Jlexapcmeennvle npenapamol 015 nevenus UTIT

JlexapcTBEHHBIE TIPEMapaThl, KOTOPHIC MPUMEHSUTH B KIMHUYECKUX MCCIEIOBAHUSAX JJIs JICUCHUS
WUTII B xoMOWHAIIUU C AITPOMOOMArOM BKJIIOYAIN: TIIFOKOKOPTUKOCTEPOU/BI, JTaHA30J] H/WIN
a3aTUONPUH, UMMYHOTJIOOYJIUH U aHTU-D MMMyHOr;100yJnuH BHYTpHBeHHO. Ilpu mpumenenuun
antpomOoniara B KOMOMHALIMK C JAPYTUMU JIEKApCTBEHHBIMU Mpenapatamu ais yedenust UTII
HEO0OXOIMMO KOHTPOJUPOBATH KOJIHYECTBO TPOMOOIIMTOB BO M30ekaHHE BBIXOJA 3a IMPEAeb
PEKOMEHI0BAaHHOTO nuamna3zoHa (cM. pasnen « Cnocob npumerenusi u 003vl»).

Bzaumoodevicmsue ¢ nuwei

[Ipuem nsnrpombormara B OmgHOKpaTHOM n03¢ 50 Mr co CTaHAAPTHBIM BBICOKOKAJOPUMHBIM
3aBTPaKOM, COJIEpKAIlMM OOJIBIIIOE KOJUYECTBO YKHPOB M MOJIOYHBIC MPOIYKTHI, CHUXKACT
nokazarenb AUCiqs antpombomnara Ha 59 % (90 % HAU: 54 %, 64 %) u Cmax Ha 65 % (90 % JIU:
59 %, 70 %).

[Tuma ¢ HeGoMbIUM cosiepykaHreM KanbITus (< 50 MT KaJIbIHs ), BKIIFOYaronas PpyKThl, IOCTHYIO
BETUMHY, TOBAMHY, HeoOoramieHHbIe (0e3 100aBOK KallbIus, JKejle3a U Maraus) GpyKTOBBIE COKH,
HEOOOTal[eHHOe COEBOE MOJIOKO, HEOOOTalleHHYI0 KpyIy, HE OKa3bIBaeT CYIIECTBEHHOTO
BIMSIHAS Ha TUIA3MEHHYIO JKCIIO3HIIMIO 3ITpoMOorara BHE 3aBUCUMOCTH OT KAJIOPUHHOCTH U
COJIepXKaHus KUPOB B mHIIIE (CM. pazaen « Cnocob npumenerus u 003v1).

Oco0ble ykazanus
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
[Ipumenenue ¢ anmusupycHbIMy npenapamamu npimozo deticnigus 1-04 2026 M= 2211

(MOCTEOOBATENEHOCTE 0001)

He uzyuens! 3¢exktuBHOCTE M 0€30MaCHOCTh OAHOBPEMEHHOIO HPUMEHCHIS diiTpoMooIiara ¢
NPOTUBOBUPYCHBIMH  IIpEHaparaMl TNPSMOTrO ICHCTBHSA, pPAa3pEIICHHBIMH IS JICYCHUS
xponudeckoro remaruta C (MHrHOWTOpHI mpoTeasbl Bupyca remaruta C, HYKICO3UIHBIC

UHTUOUTOPHI TOJTUMeEpa3bl, HEHYKJICO3UAHbIE UHTHOUTOPHI osiuMepasbl, NSSA HHTHOUTOPEI).

T'enamomoxcuynocms

[TpumeneHue >nTpoMOOIIara MOKeT BbI3BaTh OTKJIOHEHUS OT HOPMBbI J1a00paTOPHBIX MOKa3aTesel
(YHKIMU TIeUeHH, TSKEbIe TeaTOTOKCHUYECKUE SIBICHHUS M MOPaXCHUE MEYSHH ¢ BO3MOXKHBIM
JIETAJIbHBIM UCXOJ0M. B KIIMHUYECKUX UCCIIEN0BAHUAX Y TALIUEHTOB (KaK B3POCIbIX, TaK U JETEH)
¢ xponuueckoit HUTII oTMedeHO TIOBBIIEHHE AKTUBHOCTH  CHIBOPOTOYHBIX  AJIT,
ACT ¥ KOHIIEHTpAIMU HETIPSMOT0o OMIMpyOrHA. ITH peaKIIuu HOCHJIH 110 OOJIBIIIEeH YaCcTH JIETKHI
(1-2-1 cTenenn) n oOpaTUMBIN XapakTep 0e3 KIMHUYECKU 3HAYUMBIX CUMITOMOB, KOTOpPbIE OBl

CBUICTCIILCTBOBAJIM O HAPYUICHUHN q)yHKI_II/II/I IICYCHHU.

B T1pex mianebo-KOHTPOIMPYEMBIX HCCIEIOBAaHUAX Yy B3pociblx ¢ XpoHumdeckorn WTIL y 1
naueHTa B rpymnmne mianedo u y | mamueHTa B rpyiine, Moxy4aBilell JIeYeHHe ITPOMOOIarom,
Ha001a10Ch HapylleHne QyHKIMM nedeHu 4 creneHu TsbkecTu. [lo maHHBIM ABYX Muiane0o-
KOHTPOJIUPYEMBIX UCCIEOBAaHUHN y MallMeHTOB Bo3pacTe oT 1 roga 1o 17 et ¢ xponuveckoit UTII
HE)KeJIaTeNIbHbIE PeaKklUK B BUe NoBbleHus aktuBHocT AJIT, B 3 pasa npessimaromue BI'H,
ObuIH oTMeueHbl Y 4,7 % u 0 % manueHToB, MOoTyYaBIIUX JIEYEHHE ITPOMOONarom 1 mianebo

COOTBETCTBCHHO.

[To maHHBIM 2-X TIIAIE00-KOHTPOIMPYEMBIX HCCIICIOBAHUNA HEXeJaTeIbHbIE PEaKIUh B BHJIC
noBbIeHns akTuBHOCTH AJIT y manmmenToB ¢ UTII 6b1mu ormeuensl y 5,7 % u 4,0 % manueHTos,

MOJTYYaBIIUX JIEYCHHUE IITPOMOOIAaroM u mianedo COOTBETCTBEHHO.

B 2-X KOHTpPONIMpYEMBIX KIMHHUYECKUX HCCIEAOBAHUSAX C YYacTUEM TMalUEHTOB C
tpombonuronenneii 1 BI'C ObUIM 3aperuCTpUpOBaHbI Cllydyad > 3-KpPaTHOTO YBEIMUYCHHS
aktuBHOCTH AJIT unmu ACT Boiie BI'H y 34 % u 38 % nauuenToB B rpynme 3iTpoMoOornara u B
rpyIIe mianedo cooTBETCTBEHHO. [IpuMeHeHue anTpombonara OJHOBPEMEHHO ¢ KOMOWHAIIHEH

mAIruHTepdepoHa U pubaBUpHHA OBUIO KOCBEHHO CBSI3aHHO C TUIEpOUINpPYyOHHEMHEH.

3aperucTpupoBaHbl ciiy4yau >1,5-KpaTHOro yBEIWYEHHUS KOHILIEHTpaluu oOuiero OwinnpyOuHa
Beimie 3HaueHuss BIH B 76 % u 50 % B rpymme snrpomOomara W B Tpynmne Iuianebo

COOTBECTCTBCHHO.

B OTKpBITOM HEKOHTPOJIMPYEMOM HCCIIEOBAaHUM NAaUMEHTOB ¢ TAA, KOTOPhIM HE NPOBOIUIACH
paHee MporpaMMHas HMMYHOCYNPECCHBHas Tepanus, IpU MPUMEHEHUU 3iTpoMbonara

COBMCCTHO C JIOIIaJUHBIM AHTHTUMOLOWUTAPHBIM I/IMMYHOFJ'IO6YJ'II/IHOM U OHUKIOCIIOPUHOM
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
0TMedanoch > 3-kpaTHoe yBerndenne mokasaterneit AJIT u ACT 341455&p éﬁ{bé;ﬂBeHquHHe

| ﬂ\l:li:i.-l ENCBATENEHOCTE 0001)

obmero Ownmupyouna y 46,8 % manueHToB (29-#3—62)—Hu—oanH—H3—yKasaHHbx—eTyiaen
yBenudeHus nokazareneid AJIT, ACT u obmero OunupyOuHa He IPUBENT K OTMEHE TEepaIuHu.

[Ipn mpuMeHEeHNUH B MOHOTepamnuu y manueHToB ¢ pedpakrepnoit TAA 11 dassl > 3-kpatHoe
yBenuuenue nokazareneit AJIT u ACT ogHoBpemeHHO ¢ > 1,5-KpaTHBIM yBEJIWYEHHUEM OOIIETO
(HenmpsiMoro) 6unnpyOuHa ObUT10 OTMeUeHO Y 5 % nauuenToB. OOmmii ounpyOuH ObLT yBETUYEH

B> 1,5 pazay 14 % nauueHTos.

Ontpombonar wHrHOUpyer renbl UGTIA1 u OATPIBI, xoTopble MOryT CHocoOCTBOBaTh

Pa3BUTHIO HEMIPAMOU TUNIEpOUIupyOnHeMun (cM. pazaen «PapMaKkoIOrHIecKue CBOWCTBAY ).

VY mamuentoB ¢ UTII, BI'C u pedpakreprnoit TAA ceiBopoTounyto aktuBHOCTH AJIT, ACT u
KOHIICHTpaIni0 OMIMpyOrHa HEOOXOIMMO U3MEPUTH J10 Hadalia JISYCHHUS AITPOMOOIIarom, 3aTeM
KOHTPOJIMPOBATh KaXKIble 2 HEIENH BO BpeMsl moadopa J03bl, a TAaKKe €XKEMECSYHO IMOCIe

JIOCTHKEHUS CTA0UIILHOI JTO3EL.

HOBTOpHOG HUCCIICOOBAHUEC IIOCJIC BBLIABIICHUA OTKIIOHCHUA oKa3arelie (1)yHKI_II/II/I IIe4y€Hn OT
HOPMBI TTPOBOJIAT B TeueHUe 3—5 nHe. Ecnu chiBopoTOvHAs KOHIIEHTpAIHs O0Iero OmmpyonHa
yBEJIMYEHA, CIIEYyeT OIpeNeiInTh KOHIEHTPALMIO0 €ero OTAeNbHbIX (pakuuil. B ciyudae
MOATBCPXKACHUSA OTKIIOHCHHA OT HOPMbI KOHTPOJIb HNPOAOJIKAOT OO0 pPa3pCHICHUA OAaHHOT'O

SIBIICHUS, €T0 CTA0MIH3AIH THOO0 BO3BPAIICHHUS [TOKA3aTelIe K HCXOTHOMY YPOBHIO.

Jleuenue >nTpoMOOIIaroM MpeKpamnaT B ciaydyae > 3-KpaTHOTO NpeBblieHns: akTuBHOCTH AJIT
BI'H y nammeHToB ¢ HOpMaiabHON (yHKIMEH MEYSHH WJIM B caydae > 3-KpaTHOTO YBEIMUYCHHS
OTHOCHUTEJIEHO UCXOTHOTO YPOBHS (vuth > S-kpaTHoro yBenuueHus BI'H, B 3aBucumoctu ot TOTO,
KaKO# TOKa3aTellb HIKE) y MAIlMEeHTOB C MOBBIMIEHHON akTUBHOCTBIO AJIT 1Mo Havyana nedeHus u

CJIEIYIOIINX MPU3HAKOB:

® TIPOrpeccCUpOBaHUE HAPYIICHUS, JTHOO

® COXpaHEHHWE HAPYIICHUsS Ha MPOTSHKEHUH > 4 Helelb, 100

® ero COYETaHHE C IMOBBIIICHUEM KOHIICHTPAIIUU MIPSMOTO OMIIMpyOunHa, Tu00

® Cro COYCTAaHHE C KIMHUYECKUMHU CHMIITOMAMH MOPAKECHUS TEUYECHH WM MpPHU3HAKAMU

JIeKOMITEHCAllUU (PYHKIIMH TICYCHH.

B ciaywyae mpuHATHS pelIeHUs O Ha3HAYeHUHW >ATpomOornara B MepBod JMHUU Tepanuu TAA
cienyet npoBectu aHanu3 nokazareneit AJIT, ACT u OmnmmpyOuna 10 Hadana jieueHus. B cioydae
noBbllieHUsT mokazatenedl AJIT Ha NpPOTSIKEHWM Tepanmuu CIEeAyeT KOPPEKTUPOBATh O3Bl

anTpombonara coriaacHO peKOMeHAANusIM, yka3anHbIM B Tabnure 9.

VY manueHToB ¢ 3a00JIeBaHUSMU MEYEHHU AIITPOMOOIIAr CIEAyeT MPUMEHSTh C OCTOPOKHOCTHIO.

Jleuenne naruentoB ¢ UTII u peppakrepnoit TAA Ha (oHE UMEIOIMXCS HAPYIICHUN (QyHKITH
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COOTBETCTBYET 3KCMEPTHOMY OTUETY
TIEYCHH CIeAYeT HAYMHATh C MUHIMANIBHOI cTapToBoit qo3pr. 0T £1.04 2026 Nz 8211

(NMOCNEOOBATENEHOCTE 0001)

Lexomnencayus GbVHKI/tuu neyeHu (npumenerue ¢ URmeppepoHamiL)

I[GKOMHeHcaI_II/I}I (bYHKI_II/II/I NEYCHU Yy MNAOUCHTOB C XPOHUYCCKHUM I'CIIATUTOM C: H€O6XO,Z[I/IM
MOHUTOPHHT MAIIMEHTOB C HU3KUM YPOBHEM ainbOymuHa (< 3,5 1/i1) mim 6amiom > 10 mo mkase

MELD.

VYV namuentoB ¢ xponndeckum BI'C u mupposom mpu jnedeHun uHTEephepoHaMu-aab(a MOKET
CYILLIECTBOBATh PUCK JEKOMITEHCAIIMU GYHKIUHU TIeueHU. B IByX KOHTPOIUPYEMBIX KIMHUYECKUX
UCCIICIOBAHMSIX C YydYacTHEeM TMalueHToB ¢ TpomoOouuronenned u BI'C, mnoxkasarenw,
CBUJICTENHCTBYIOMINE O JEKOMIICHCAINH (PYHKIIMH MTeUeHU (aCUT, MeYCHOYHAs! dHIIearonaTus,
KPOBOTEUYEHHE W3 BAPUKO3HO PACIIMPEHHBIX BEH, CIOHTAHHBIM OaKkTepHalbHBIM MEPUTOHUT),
yaiie oTMe4alnuch B rpymnmne antpomobonara (11 %), uem B rpymnme riane6o (6 %). Y naiueHTos ¢
MCXOJHO HU3KOW KOHIICHTpaIuen anpoymuHa (< 35 /1 wium 6amiom > 10 mo mkane MELD) puck
JeKOMIIeHcanu (YHKIMH TIeYeHH ObLT B 3 pa3a BbIMIE, a TaKKe ObUIO OTMEUEHO YBETUYCHUE
pHUCKa HEeXeTaTeNbHbIX PEeaKIHil ¢ JIeTalbHbIM UCXOAO0M IO CPAaBHEHUIO C MAIMEHTaMH C MEHee
BBIpaXXCHHBIM MOpakeHHeM neueHu. Kpome Toro, nmpeumyiecTBa Tepanuu, oOecredrnBaromen
YCTOWYMBBIA BUPYCOJOTUYESCKUI OTBET MO CPABHEHHIO C IIare0o, ObLIM HE3HAYUTEIbHBIMH Y
JAHHBIX TMAlUEHTOB (B OCOOCHHOCTH y MAIIMEHTOB C WCXOAHBIM albOymMwHOM < 35 1/1) 1O
CPaBHEHMIO C TPYIIOHN B IeIoM. DATpoMOomnar cieayeT HazHayaTh TaKUM IalMEeHTaM TOJIBKO
nociie TIIATEIbHOU OIEHKU 0XKHJaeMoro 3(gexra oT Tepanuu MO CPAaBHEHUIO C BO3MOXHBIMU

PHUCKaMH.

CJIG,Z[YGT TIIATCIBHO HaGHIO,Z[aTB MNalnuCHTOB C TAaKUMU AJAHHBIMU Ha HAJIWYUC IMPU3HAKOB U

CUMIITOMOB ACKOMIICHCAIIM1 (bYHKI_II/II/I IICYCHHU.

Jnist monmy4yeHus HHPOPMALIUU O KPUTEPHSIX OTMEHBI UCTIOJIb3YHTE HHCTPYKIIMIO MO MTPUMEHEHHIO
COOTBETCTBYIOIIMX MpenapaToB HHTepdepoHa. [Ipuem snrpombomara cieayeT NPeKpaTUTh B

Clly4ae OTMEHbI IPOTUBOBUPYCHON TEPAIUU B CBS3H C JeKOMIEeHcauuen (yHKIUU [TeUeHU.

Tsoicenvie nopadicenus neyeny

B kimmHMYecknx HUCCIICOOBAaHUAX GBIJII/I OTMCYCHBI OTACIILHBIC CIIy4Yad TAKCIOr0 IMOPaKCHUA
neueHu. [ToBbIIeHNE TaOOPATOPHBIX TIOKA3aTeNel MEYeH! BO BCEX CIydasX pa3perraioch Mocie
niepephIBa WM OTMEHBI TEPATUH NTPOMOOITaroM. B KIIMHHUECKUX MCCIIEIOBaHUSIX Y TIAIIMEHTOB
¢ TAA, KOTOpBIM HE MPOBOAMIACH TPOIPaMMHasi UMMYHOCYIIPECCUBHAs Tepanus, U y NalMeHTOB
¢ pedpakreproii TAA ciiydaeB pa3BUTHS TSKEIOTO TMOPAKECHUS MEUYEHHU BBISIBICHO HE OBLIO,
OJTHAKO YMCJIO MAIIMEHTOB C JJAHHBIM ITOKa3aHUEM OBLTO OTPaHUYCHO. Y YUTHIBasi IPUMEHECHHUE ITPH
TAA w™MakcuManbHON JOMyCTHUMOW 103kl mpemapata (150 Mr/cyr) m Xapaktep peakiuw,

H€O6XO,Z[I/IMO YUYUTBIBATHL BO3MOXHOCTb PA3BUTHA TOPAXKCHUA IICUCHHU, HWHAYHHUPOBAHHOI'O

33



COOTBETCTBYET 3KCMEPTHOMY OTUETY
IPHEMOM TIperapaTa. ot 21.04 2026 Nz 8211

(NOCNEOOBATENEHOCTE 0001)

Tpombomuueckue w/unu mpomboImboauyeckue 0CIOACHEeHUA

KonnyectBo TPOMOOIIMTOB BBILIIE HOPMBI MTPEICTABISAET TEOPETUUECKHI PUCK TPOMOOTHUECKUX
u/unm TpoMOOIMOOIMYECKNX OCIOKHEHHHA. B KIIMHMYECKUX HMCCIEeNOBaHMIX daTpoMOomnara y
naneHToB ¢ HWTII TpomOosMOomnyeckne OCIOXKHEHUS HaOMIOJAINCh TP  KOJIMYECTBE

TpOMGOI_II/ITOB KaK HHUIKC, TaK U B IPCACIIaX HOPMBIL.

[TaniueHnTaM ¢ W3BECTHHIMU (DAaKTOpAMU PHCKA TPOMOOIMOOITHMYECKUX OCIOXKHEHUN (TaKWUX Kak
mytanus ¢aktopa V Jleiinena, nepunur anturpom6Obuna III (ATIID), antudocdonunuaHbii

CHHJIPOM H JIp.) CIEAYyeT YAeNnsiTh 0c000e BHUMAaHUE MPU IPUMEHEHUH 3ITpoMOonara.

Crnenyer THIATENbHO KOHTPOJHPOBATH KOJMUYECTBO TPOMOOIIMTOB M PACCMOTPETH BOIPOC O
CHIDKEHMM JI03bl WJIM OTMEHE 3JITpoMmOomnara, €cid KOJIWYECTBO TPOMOOLMTOB IPEBBIIIACT

L CJICBBIC 3HAYCHNA.

B uccnenoanusx no UTII y 17 u3 446 namuentos (3,8 %) Obut ormeueH 21 TpoMOoTHUYECKUI
u/unu  TpoMO0IMOOIMUeCKHid AMu304. TpoMO03MOONIHMKM BKIIOYAIW: 3MOOIHIO, B TOM YHCIIC
JIETOYHYI0 3MOOJIHIO, TPOMOO3 TIyOOKUX BEH, TPAH3UTOPHBIC MIIEMHYECKUE aTaKh, UH(APKT
MHOKap/a, HIIEMHYECKUH MHCYJIBT M 3aloJ03pPCHHBIM MPOJIOHTUPOBAHHBIN 0OpaTHMBIA

UIIEMUYECKUM HEBPOJIOTUICCKUN eHUITHT.

He cnemyer mpuMeHSTH 31 TpoMOOTar /sl JICYSHUs TAIIMEHTOB ¢ HapylIeHueM (YHKIUU TICUeHH
(> 5 6amtoB mo mkane Yaina-I1st0), ecnu oxkugaeMas 1mojb3a He MPEBBIIIAET YCTAaHOBICHHBIN
pHUCK TpoM0O03a BOPOTHOM BeHbI. Ecii ieueHne cunTaercs meecoo0pa3HbIM, CIeIyeT COOTI0aaTh

OCTOPOKHOCTH NP MPUMEHEHUH ITPOMOONAra y NaiMeHToB ¢ HapyleHHeM (YHKINHU TEYCHH.

B 2-x KOHTpoOIMpPyEeMBIX UCCIEIOBAaHHUIX C yYaCTHEM MalueHTOB ¢ Tpomboruronenuei u BI'C,
noJjiydaBIIuX tepanuio uatepdeponom (n=1439), y 38 u3z 955 nmanuenton (4 %), moayyaBHInx
antpombonar, u 'y 6 wu3z 484 mnamuentoB (1 %), mnomydaBmux 1ianedo, OTMEYAINUCh
TPOMOOTHUYECKHE UITH TPOMOOIMOOTMIECKHE OCITOKHEHUS (KaK BEHO3HBIC, TaK M apTEePHAIIbHBIC).
CoObITHA TPEUMYIIECTBEHHO OBUTM HETSDKEIBIMH M Pa3pelIlyiUCh K KOHILY HCCIIECIOBaHUS.
Tpom003 BOpPOTHOH BeHbl ObUT Hamboyiee pacIpoOCTPaHEHHBIM M3 TPOMOOIMOOIHMUECKUX
OCIIO’)KHEHUH B 00enx rpymmnax (2 % nanueHToB, Moxy4aBIux daTpomoonar, u < 1 % nanueHTos,
nojsydyaBmux Miane6o). BpemeHHO cBs3M Mexkay HadajioM JICUEHUS U Pa3BUTUEM
TPOMOOTHUYECKUX W/WIHA TPOMOOIMOOIMUECKUX OCIIOKHEHHH He HAOII0AaIoch. Y MAlMeHTOB C
HU3KUM ypoBHEM anbOymuHa (< 35 /i) umu 6amiom > 10 o mkane MELD oTmeueHo nBykpaTHOE
yYBEJIMYEHUE PUCKA Pa3BUTHS TPOMOOIMOOINYECKUX OCIIOKHEHUI B CPaBHEHUU C MAIlUEHTaMU C
0oJiee BEICOKMM YPOBHEM allbOyMHHA; MAIIMEHTHI B Bo3pacTe 60 JIeT U cTapiie UMENH IByKpaTHOE

YBEIMYEHUE pHUCKA paA3BUTHUS TPOMOOAIMOOIMYECKUX OCIIOKHEHHM, 4YeM Ooyiee MOJOAbIe
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R I B T el e
MalMeHTHl. DITpoMOoNar CieayeT MPUMEHSTD| ISl JICUCHUS Farix ftalenToB #ddbKk0 mocie

(NOCNEQCBATENEHOCTE 0001)

THIATEIILHOTO CPaBHEHUSI OKUIAAEMOW ITOJIB3bI
TPOMOOTHYECKUX W/HWIA TPOMOOIMOOIMUECKUX OCJIOKHEHHH HE TPHUBEIO K MPEKPaIIeHUIO

IIPOTUBOBUPYCHOM TEpAINH.

B KoHTpoiMpyeMOM UCCIIEJOBaHMH C YYacTHEM MAllMeHTOB C TPOMOOLUTONICHHEH W
XpOHUYECKUMH 3a0oieBaHusiMH TmeueHu (n = 288), mIepeHecHnX IUTAHOBbIE WHBA3UBHBIC
BMEIIATEIbCTBA, PUCK TPOMOO3a B CHCTEME BOPOTHOM BEHBI OBbLI IMOBBIIIEH y MalMEHTOB,

MOJTy4aBIIUX dATpoMOonar B 103¢ 75 mr 1 pa3 B CyTKu B TeueHue 14 aHEil.

VY mectu u3 143 (4 %) B3pOCHIbIX MALIMEHTOB C XPOHUYECKOM OOJIE3HBIO NEUYEHHU, MOTyYaBUINX
ANITpOMOOIIar, pa3BIIIMCh TPOMOOIMOOTUYECKHE SIBIICHUS (BCE B CHCTEME BOPOTHOU BEHBI), a B
rpymnre miamnedo TpoMOo0sIMO0InYecKue SIBICHUS pa3BIINCh y ABYX U3 145 (1 %) mauuentos (1
clyyail B CHUCTeMe BOPOTHOW BeHbl M 1 ciyudaid mH(papkTa mMuokapnaa). Y ISTH MaIeHTOB,
MIOJTYYaBIIUX JICYCHHUE DIITPOMOOIIaroM, TpPOMOOIMOOINYECKHE SBICHHUS Pa3BIIIUCH B TeueHue 30
JTHEH ToCIie 3aBepIIeHHs TIpueMa dITpoMOoIIara mpu KOJINYeCTBE TPOMOOIIMTOB, MPEBHIIIABIIEM

200000/mx1.

B knuHMueckux uccnenoBanusx peppaxkrepHoit TAA ciyuaeB pa3BUTHS TPOMOOTHUECKUX /UM
TPOMOOIMOOTMUECKUX OCIOKHEHUI BBISABICHO HE OBLIO, OJHAKO YMCIIO MAIMEHTOB C JaHHBIM
NoKa3aHueM Obul0  orpaHW4YeHo. HeoOXoaMMO  yYHTBIBATH  BO3MOXKHOCTh  Pa3BUTHS
TPOMOOTHYECKUX W/HWIW TPOMOOAIMOOIUYECKUX OCJIOKHEHUW, WHIYIIUPOBAHHBIX IPUEMOM
antTpombonara, B MOMYJISIUHM MAllMEHTOB, IPUHUMAas BO BHUMaHHE Ha3Hau€HHE MaKCHUMAaJIbHO

JOITYCTUMOM JI03bI ¥ XapaKTeP PEAKIIUH.

OnTpoMbomnar He CleayeT NPUMEHSTh IS JICYCHUS TPOMOOIUTONIEHUU Yy TAIMEHTOB C
XpPOHUYECKHM 3a00JieBaHWEM II€YEeHH B paMKaxX IOJArOTOBKM K HHBAa3UBHBIM IIPOIEAYypaM
(Hampumep, OHOICUS TI€UEHHU, TPAHCHIOTYJISAPHOE BHYTPUIIEYCHOUHOE MOPTOCUCTEMHOE

IIYHTHUPOBAHUE, SHTOCKOITUYECKUN METO/T JICYEHHsI BAPUKO3HOTO PACIIUPEHNUS BEH MUIIEBOIA).

Kposomeuenue nocre npexpawenus ieuyenus 3]11’)’1])0/14601’16120]14

[Tocne mpekpareHus: Tepanuu aTpoMOonaroM, HasHadueHHou s jnedenuss UTII u BI'C, y
6OJ'II>H_II/IHCTBa IIaITUCHTOB KOJIMYCCTBO TpOMGOI_II/ITOB B TeueHue 2 HCACIIb BO3BPAIIACTCA K
HCXOAHOMY 3HAUCHUIO, YTO MOBBIIACT PUCK PA3BUTHUA KPOBOTCUCHUA, 4 B HCKOTOPBIX CIIydasaX
MOKET NpPHUBECTH K KpoBoTeueHHuio. KomuuecTBO TpOMOOLMTOB HEOOXOAMMO €XEeHeIeIbHO

KOHTPOJIMPOBATh HA MPOTSKEHUH 4 Hellelb 0cjIe OTMEHBI dJITpoMOoIIara.

Ilpoepeccuposarnue cywecmsyrouie2o MUETOOUCHIIACIUYECKO20 CMH()DOMCZ (MﬂC)

Aronuctel perientopa TpombonodtTrHa TPO-R siBnsitoTcst hakTopamu pocrta, IPUBOASIIUME K

pocty u nudhepeHITIPOBKE KIETOK-TPEIIICCTBEHHUKOB, B T.4. TU()PEPEHITMPOBKE U BHIPAOOTKE
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Tpombo1uToB. Dkcnpeccust TPO-R nmpoucxoaut Ha MIOBEPXHOCTA ﬁﬂe&éﬁﬂiﬁ@ﬁéﬁ%ﬁ&}o pOCTKa.
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OCNEODEBATENEHOCTE 0001)

COOTBETCTBYET ZKCNEPTHOMY OTUETY

CymiecTByeT omaceHue, 4YTO TMPUMEHEHHE aroHuCToB 1PO-RT MOXKET CTUMYJINpPOBATh
IIPOrPECCUPOBAHUE CYUIECTBYIOIINX 3JI0KAYECTBEHHBIX F€MAaTOJIOTHYECKUX 3a00JIeBaHUM, TaKUX
kak MJIC. B kKIIMHUYEeCKHX UCCAEIOBAaHUAX NP TpUMeHeHUun aroHucToB TPO-R y nmanueHToB ¢
MJIC oTMedeHBI Cilydyadl TPaH3UTOPHOTO YBEIMUYCHHS KOJIUYECTBA OJIACTHBIX KJIETOK, a TaKXkKe

cirydau nporpeccun MJIC 10 0cTporo MUEIOMAHOTO JIEWKO3a.

C uensto noareepxacHus aquarsosza UTII nan TAA y nanueHToOB NOKUIOTO BO3pacTa CIEAYET
UCKIIIOUUTh Jpyrue KIMHUYECKUE COCTOSIHUSA, MPOSABISAIOIIMECS TPOMOOLUUTONCHUEH, B
YaCTHOCTH, UCKIIOUUThH AuarHo3 MJIC. CrnenyeT y4ecTh BO3MOKHOCTh MPOBEACHUS MTyHKIIUU U
OMOICHM KOCTHOTO MO3Tra Ha MPOTSHKEHUM TE€UYEHUS 3a00JIeBaHUS M TEPAINUU, B OCOOCHHOCTH Y
nanueHToB crapuie 60 JeT, NalUeHTOB C CUCTEMHBIMU IPOSIBICHUSMHU WU MAaTOJIOTMYECKUMU
IPOSIBICHUSIMHU, TaKUMHM KaK yBEJIMYEHHUE KOJIMYEeCTBA OJACTHBIX KIETOK B MepH(pepruuecKont

KPOBH.

D¢ hekTUBHOCTL M 0€30MMaCHOCTh TPUMEHEHHUS dATpoMOoara yist JIedeHUs Apyrux 3a00IeBaHUA
U COCTOSIHHI, COTPOBOXKIAIOMIMXCS TPOMOOIIMTOIICHUEH, BKIIOYas TPOMOOIIUTONCHHIO TOCTE

XUMHOTCPAIIUU U MUCITIOAUCTIIIACTUYCCKUC CUHIPOMBI, B HACTOAIICC BPEM HC YCTAHOBJICHBI.

[IpoTuBOMOKa3aHO  MpPUMEHEHHEe HITpombomara s KOPPEKUUH  TPOMOOIMTONECHUH,
oOycnoBnenHoit MJIC wunam [OpyrMMu COCTOSIHUSIMH, KpOME OJOOPEHHBIX TIOKa3aHUH K

IMPUMCEHCHHUIO, BHC PaAMOK KIMHUYECKHUX HCCJ'ICI[OB&HHIZ.

3noxauecmeennvle HO@OO6DG30@GHM}Z U npoepeccuposarue 310Kavecni6eHnblx H06006Da306aHu12

CymecTByeT TeopeTudeckass BO3MOXKHOCTb, 4To aroHucTtsl TPO-R MoryTr crumynupoBatb

MIPOTPECCUPOBAHKE CYIIECTBYIONMUX TE€MAaTOJIOTHYECKUX HOBOOOpa3zoBaHuid, Harpumep, MJIC.

B xone knmmaM4eckux uccnenoBanuii y marueHToB ¢ UTII (n=493) u BI'C (n=1439) He nmokazaHo
pa3nuuuii B 9acToTe pa3BUTHS 3JI0KAYECTBEHHBIX HOBOOOPA30BaHWM WM 3JI0KaYECTBEHHBIX
3a00JIeBaHNH KPOBH MEK/Ty MAIIHCHTAMH, ITOJTy9aBIIMMU I1J1a11e00, U MaleHTaMH, TIOJTy9aBIIHMA

anTpoMOorar.

D10 corjacyercss ¢ WHpOpMAIUel, MOMy4YeHHOW B XOJ€ JOKIMHHUYECKHX HCCICIOBAaHUH, B
KOTOPBIX HE OBLJIO TMOJyYEHO CBHJIETEIBCTB 3JI0KAYECTBEHHOH mponudepanuu KIETOK MpU
WHKyOalui B TPHUCYTCTBUHM HiTpomOorara KiIeTodHbix JuHUH MJIC, KIeTOYHBIX JWHUNA
pa3IMYHBIX THUIOB JIHKO3a W KJIETOYHBIX JIMHUN CONHIHBIX OMyXOJeW (TOJICTOM KHIIKH,

MPEACTATENIbHOM KENe3bl, SUUHUKOB U JIETKUX).

Llumoecenemuueckue anomanuu u pazeumue MﬂC/OCWIDOZO MUETOUOHO20 NeUKO3A y nauuernmaoe ¢

MAHCEN0U anaacmu4ecKoll anemuel

I/I3BGCTHO, 4TO HOUTOICHCTUYCCKHUEC aHOMAJIMKM BCTPCYHAKOTCA Yy MAHUCHTOB C TSDKEIoM
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o o NI b
aruiacTuyeckor a"Hemuen. Her JaHHBIX, CBI/I,HGTGJ'II)CTBYI-OI_HI/IX ‘-ET@-IBQT% aI"— Gﬁ&CO6CTByeT

(NOCNELOBA I:HC'I-T 5 0001)

MOBBILICHUIO PHUCKA PAa3BUTUS I[MTOTCHETUYCEHX—HapyHISHHHH—Y- HuHHeIITCB ¢ TAA. B
KIIMHUYECKOM HCCieoBaHuM daTpoMoOonara Il ¢a3el y manueHToB ¢ TsHKEIOH ariacTUYecKon
aHEMHEH YacToTa HOBBIX IIUTOTCHETUYECKUX aHOMAIIUK OblTa oTMedeHa y 19 % manuenrtos (8 u3
43 TManueHToB, y MATH W3 HUX OBLUTM OTMEUEHBI U3MEHEHHUs B xpomocome 7). CpenHee Bpems

pa3BUTHS IUTOTEHETUYECKUX aHOMAJIUKM OT Hayajla UCCIIEIOBAHUS COCTaBUIIO 2,9 MeCAIIEB.

B knuHu4eckux uccieqoBanusx ntpomoonara y manueHToB ¢ TAA y 4 % nanuenTos (5 u3 133)
obu1 muarnoctupoad M/IC. Cpennee Bpems OT Hadalia JICUCHHsI SATPOMOOTIaroM 70 TOCTAaHOBKH

IUarHo3a COCTaBIIIO 3 MecsIa.

Jna  nanuentoB ¢ TAA, pe3UCTEHTHBIX WM IPEABAPUTENBHO MPOLIEAIINX  Kype
MMMYHOCYTIPECCUBHOM TEpaNUU, PEKOMEHAYETCS LHUTOI€HETHYECKOE HCCIIEJOBaHUE acnupara
KOCTHOT'O MO3Ta JI0 Hauaja Tepamnuu 3ATpoMOoIaroM, Cycts 3 Mecsiia nocie Hayaia JeueHus u
yepe3 6 MecsIeB Mociie OKOHYaHUsI IpUMeHeHus anTpombonara. Ecinu oOHapyKUBalOTCS HOBbIE
UTOTEHETUYECKUE aHOMAJIMU, HEOOX0AUMa OIIeHKA 11eJIeCO00Pa3HOCTH MPOAOKEHUS TEPAun

ANITPOMOOTIAroM.

Kamapaxma

B TOKCHKOIOTHYECKHX UCCIEAOBAHMSIX IITPOMOOIIara y TpPhI3yHOB BBISBIISUIACH KaTapakTa.
PexoMeH10BaHO MIaHOBOE HAOJIIOICHUE MTAIIMCHTOR HA MPEJIMET Pa3BUTHUS KaTapaKThlI.

B KOHTpOnMMpyeMbIX HCCIEIOBAaHUSAX C Y4acTHEM IMalMeHTOB ¢ TpomobOouurtonenuerd u BI'C,
KOTOpBIC TMOJIy4alu JIeYeHHEe Ha OCHOBe uHTepdepoHoB (n=1439), coolbmanocs o
IIPOrPECCUPOBAHUN KaTapaKThl, CYIIECTBOBABIIEH NCXOJHO, UM O MOSBJIECHUU KaTapakTel y 8 %

MAIMEHTOB B rpynie 3aTpombonara u 5 % manueHToB B rpyIie mianeoo.

Yonunenue unmepsana OT/0OTc

UccnenoBanue BnusiHUs mpernapara Ha uHTepBan QTc ¢ ydactueM 310pOBBIX JOOPOBOJBIICB,
MOJTy4aBIIUX AITpoMOomnar B jo3e 150 Mr B CyTKH, HE BBISIBUIIO KJIMHUYECKH 3HaYMMOro 3¢ dekra
mpernapara Ha penojsipu3anuio cepaua. YmmmHeHue wuHtepBaia QTc peructpupoBaiu B
KIIMHUYECKUX UCCIIEIOBAHUSAX ¢ yuacTueM nanueHToB ¢ UTII u manueHToB ¢ TPOMOOIUTONICHHUEH,
uHummposanHbix BI'C. Kiinnudeckast 3Ha4MMOCTb TaHHBIX SBJICHUH yunHeHus naTepBana QTc

HC YyCTaHOBJICHA.

Ympama omeema na mepanuio 9]1”11?0]14601’[6220./14

YTpaTa OTB€Ta HNJIU HGCHOCO6HOCTB MoAACPIKUBATH KOJUYCCTBO TpOM6OI_[I/ITOB npu JICYHCHUU
3ATpoMOOTIaroM B PEKOMEHAYEMOM JHamna3oHe TpeOyeT IOMCKa TNPUYUHBI, OOBICHSIONICH

yTpaTy/TIOTEPIO OTBETA.

Brusnue na ceponocuueckue nokazamenu
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DNTpoMOOIAr OYEeHb OKpAIICH, [OITOMY MOXKCET OKAa3bIBATSH - BiHsHAC ' Ha | HekoTOpbIe

(NMOCNEOOBATENEHOCTE 0001)

nabopaTopHbIe TOKazarenu. B psiae ciydacB—y—HaHHeHTFOB;—HpHHHMABHHX—IATPOMOOHAT;
coobmanock 00 o0OeclBEeYMBAHWW CBHIBOPOTKM KPOBHM M BIMSHHM Ha TIOKa3aTelud oOOIIero
OunupyOuHa U KpeaTuHHHA. Ecnu pesynbraTsl 1aOOpaTOPHBIX MCCIEAOBAHUM M KIMHUYECKUX
HaOJI0IeHUH IPOTUBOpEYAT IPYT APYTY, TO IPU HATMYUHU KIMHUYECKU YCTAaHOBJICHHOM KENTyXH
B ONpENeNeHWH JTOCTOBEPHOCTH HHU3KHUX YPOBHEH oO0Iero OwimpyOnHa MOXKET IOMOYb
OJTHOBPEMEHHOE ONpeeNieHHe IoKa3aTeleii amMuHOTpaHcdepas, B Cilydae K€ HEOKHIaHHO
BBICOKHX IIOKa3aTeineu CBIBOPOTOYHOTO KpCaTHUHUHA CJIICAYCT HNPOBOJUTH OILCHKY IMOKAa3aTCIIA
MoueBUHKI KpoBU. [ToBTOpHOE Tab0paTOpHOE HCCIENOBAHUE C HCIIOIH30BAHUEM JIPYTOT0 METO/1a

aHaJIn3a TaKXC MOXET IMTOMOYb B OIMPEACIICHUN JOCTOBEPHOCTH JUArHo3a.

Bcnomozamenvuvie sewecmesa

Hampuu

[Ipenapat DnrpomoOomar-29® conepxxkut meree | MMoub (23 Mr) HaTpus Ha OAHY TabJETKY, TO

€CTbh, TI0 CYTH, HE COJICPKUT HATPHUS.
Kpacumeno conneunwiii 3axkam scenmwiii

[Ipenmapatr Dnatpombomnar-29® B 103upoBKe 25 Mr COACPKHUT KpPACUTENb COJTHEUHBIM 3aKat
JKEINIThIM, KOTOPBI MOKET BBI3BIBATH AJUIEPIMUYECKHUE PEaKIMU U OKa3blBaTh OTPHUIATEIHLHOE

BJIMSIHME Ha aKTUBHOCTh M BHUMaHHE JIETEN.
Bunsinne Ha cIOCOOHOCTH YIPABJISITH TPAHCIIOPTHBIMHU CPEeACTBAMM, MEXaHM3MaMHU

HccnenoBanust mo BIMSHUIO >ATpoMmOonara Ha CIOCOOHOCTh YHPABIATh TPAHCIOPTHBIMH
CpeACcTBaMu WM paboTaTh ¢ MEXaHU3MaMH He MPOBOAWINCH. Ha ocHOBaHMM (papMaKOJIOTrHUecKuX
CBOMCTB »aTpoMOomnara OTpulaTeIbHOE BIMSHUE HAa TaKUE BUJIbI JESTEIbHOCTH HE OXKUAAETCS.
OpHaKo MpH OLIEHKE CIIOCOOHOCTH MalMEHTAa BBIMOJIHATh JEHCTBUS, KOTOPBIE TPEOYIOT OBICTPOTHI
MBIIICHUS, JBUTATEIbHBIX U II03HABATEIbHBIX HABBIKOB, CJICAYET YYUTBHIBATh KIMHUYECKOE

COCTOSIHUE MALMEeHTa U NMPo(UiIb HEeXeIaTeIbHbIX Peakluil aaTpoMobonara.
dopMa BbINTYCKa

TabneTku, MOKPBITHIE TNIEHOYHOH 000104KOH, 25 MT 1 50 M.

ITo 28 Tabnerok B OaHKy M3 MOJHMATWJIEHA BBICOKOW IUIOTHOCTH, YKYHNOPEHHYIO BHHTOBOM
KPBILIKOM U3 NOJUATHIIEHA BBICOKON INIOTHOCTH € BIASTHHBIM BJIArONOTJIOTUTENEM (CUIIMKATEIIEM)
U KOHTpOJIEM NepBOro BCKpbITHUA. OnHy OaHKy BMeCT€ € HMHCTPYKLIMEH IO IPUMEHEHHUIO

MIOMEIIAIOT B MAYKy U3 KapTOHA.
YciaoBus XxpaHeHUs

XpaHuTb 1pu TeMIiepatype He Boie 25 °C.
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Cpok rognoctu

2 roxa.

He npuMeHsATh MO UCTEYEHUH CPOKA FOJHOCTH, YKa3aHHOTO Ha YIIaKOBKE.
YcaoBus ornycka

OTnyckaroT Mo pelenty.
ITpousBoauresb
IIpou3800cmeo 20mosoil 1ekapcmeeHHolU Gopmbl

Axuunoneproe obmectBo "Mupakcbno®apma" (AO "Mupakcbuo®apma"), Poccus, 141401,

MockoBckast 00:1., T.0. XuMKH, T. XUMKH, yi1. Pabouas, 1. 2A, ctp. 1.
Ilepsuunas ynaxosxa

Axuunoneproe obmectBo "Mupakcbuno®apma" (AO "Mupakcbuo®apma"), Poccus, 141401,

MockoBckast 00:1., T.0. XuUMKH, T. XUMKH, yi1. Pabouas, 1. 2A, ctp. 1.
Bmopuunas / nompebumenvckas ynakoska

OO0mecTBO ¢ OrpaHHMuEHHON OTBeTCTBEHHOCTHIO "29 (empansa” (OO0 "29 ¢despans"), Poccus,
r. Cankr-IlerepOypr, BH.TEp.r. MyHHLIMNAIbHBIA OKpyr IBaHoBckuii, JKene3HOZOPOXKHBIH

MpoCHeKT, a. 40, mut. [, momem. 4-H.
Buinyckarowuti konmpons kauecmesa

OO01ecTBO ¢ OorpaHWYeHHON OTBETCTBEHHOCTHIO "29 (derpana” (OO0 "29 derpansa"), Poccus,
r. CankTt-IlerepOypr, BH.TE€p.r. MyHUIMNAIbHBIN OKpyr WBaHoBckuii, YKene3HOIOPOKHBIN

npocnekT, a. 40, mut. [, nomem. 4-H.

Baajenen perucTpanMoOHHOIO yAocToBepeHns / Opranusanusi, IpMHUMAKOIIAS NPEeTeH3UU

OT MoTpeduTeIe

OO01ecTBO ¢ orpaHUYEHHON OTBETCTBEHHOCTHIO "29 (erpana” (OO0 "29 derpansa"), Poccus,

192148, r. Cankr-IleTepOypr, XKeneznoaopoxxHsIid npocnekT, A. 40, mut. /[, momemnr. 5-H.

Tenedon: +7 (812) 703-06-84, +7 (800)777-91-49 (Tenedon ropsueii TuHUN).
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