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OBILIASA XAPAKTEPUCTHKA JIEKAPETBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

PeBoneiin, 25 mr, TaONETKH, TOKPBITHIE TUICHOYHOW 000JIOUKOMA.
PeBomneiin, 50 mr, TabieTKH, MOKPBITHIEC MJICHOYHOW 000JIOYKOM.

2. KAYECTBEHHBIN 1 KOJUYECTBEHHBIN COCTAB

JleiicTBy1oIIIee BEMIECTBO: AITPOMOOIIAr.

PeBosneiin, 25 Mr, TaOIETKHU, MOKPBITHIEC MIEHOYHOW 000I0YKOM.

Kaxknas TabneTka, MOKpHITAas TUICHOYHOW OO0OJIOYKOM, COAEPKUT 25 Mr anrpomoborara (B BUIE
0JIAMHUHA).

Pesouseiinn, 50 Mr, TabaETKH, HOKPHITHIE INIEHOYHON 000I0YKOH.
Kaxnass Tabnerka, MOKpHITas IJICHOYHOW 000J0YKOW, comepkuT 50 mr snrpombomnara (B Buie
OJIAaMUHA).

BemiectBa, Hamu4Me KOTOPBIX HAJA0 YYUTHIBaTh B COCTaBE JICKAPCTBEHHOI'O Iperapara: HaTpui
(cm.paznen 4.4).
ITosHBI IepedeHb BCIIOMOTraTeNbHbIX BENIECTB CM. B paszaene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaGnerku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

PeBomneiin, 25 Mr, TaOAETKHU, MOKPHITHIE MJICHOYHOW 000I0YKOM.

Kpyribie, IBOSIKOBBIMYKIIbIE TaOJIETKH, MOKPBITHIE IUIEHOYHOW 000J04Koi, Oemoro msera. Ha
OJTHOM cTOpOHE TabyieTKH BhIrpaBUpoBaHO «GS NX3» u «25».

PeBouneiin, 50 Mr, TaOIETKH, MOKPBITHIEC MIEHOYHOW 000JIOYKOM.
Kpyribie, ABOSIKOBBITTYKJIbI€ TaOJETKH, MOKPHITHIE TUICHOYHON 0007109KOH, KOPpUIHEBOTO 1BeTa. Ha
ofHOM cropoHe Tabnetku BoirpaBupoBaHo «GS UFU» u «50».

4. KIMHUYECKUE JAHHBIE
4.1. Iloxka3zaHus K NPUMEHEHUIO

PeBonelin mokaszaH K IPUMEHEHUIO:

Jns jeyeHHs B3POCHBIX NAMEHTOB ¢ HMMMYHHOM TpomOormtonenueir (UTII), y koTopbix
OoTMedasicsd  HEJAOCTaTOYHBIM  OTBET  HA  NPEAIIECTBYIOUIYI0  Tepamuio  (Hampumep,
TIIIOKOKOPTUKOCTEPOUIaMHU, UMMYHOTJIO0YJIMHAMH) € IIENTbI0 YMEHBIIEHUS pUCKA KPOBOTECUECHUH.

Jlnst neyeHusi MalMeHTOB B Bo3pacTe 3 JeT M crapuie ¢ uMMyHHOU TpomOouutonenueit (UTID),
mmelcs 6 u Oojee MecsAeB ¢ MOMEHTa IOCTAaHOBKHM JUarHo3a, y KOTOPBIX OTMedancs
HE/IOCTaTOYHBI OTBET Ha MPEALISCTBYIOIIYIO TEpanmuio (Hampumep, TITIOKOKOPTUKOCTEPOUIaMHU,
MMMYHOIJIOOYJIMHAMHM) C LIE€IbI0 YMEHBILIEHHS PUCKa KPOBOTEUEHUH.

Jns jedeHWs MAMEHTOB B BO3pacTe cTapiie 18 JjieT ¢ XpOHWYECKMM BHPYCHbIM rematutom C
(BI'C) ¢ menpto oOecmedeHUss BO3MOXKHOCTH TMPOBEICHUS WM ONTUMHU3AIUU MPOBOIUMOM
MIPOTUBOBUPYCHOM Tepanuu, BKIIOYAIOUIeH npenapaTsl UHTEpPEepoHa.

B cocraBe Tepanuu mepBOW JWHUM B KOMOWHAIIMM CO CTaHJAPTHOW HMMYHOCYIIPECCHBHOMN
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Jns nmedeHHs] MAIMEHTOB B BO3pacTe cTapiie 18 JeT ¢ TsSKenol amiacTU4ecKod aHeMHeH, y
KOTOPBIX HE ObUI JOCTUTHYT JOCTAaTOYHBINA OTBET HA HMMYHOCYIIPECCUBHYIO TE€PAIHIO.

4.2. Pesxum 103MpOBaHus U cIOCO0 NPHMMEHEeHHU

Pexxum mo3upoBanus moaOMpar0T MHAUBUIYAILHO HA OCHOBAHUM KOJMYECTBA TPOMOOITUTOB.

[TanueHTsl ¢ XPOHUYECKON KMMYHHOU TPOMOOIIMTOEHUEN

Jist  moCTHKEHUST W TONJEpKaHWs KoimdecTBa TpombOonutoB > 50 000/MKI  MPUMEHSIOT
MUHUMaJIbHYIO 3¢ (deKTuBHYI0 103y npemnapara Pesoneiin. Ilogbop 10361 IpOBOST, OCHOBBIBASACH
Ha W3MEHEHWH KojudecTBa TpoMmOoruToB. Ilpemapar PeBoseiin He mnpemHasHadyeH IS
HOpMaJIM3allid  KOJMYECTBA TPOMOONHMTOB. B KIMHUYECKMX HCCIEAOBAHUSAX IMOBBIIICHUE
KOJIMYECTBA TPOMOOITMTOB HAOIIOJANIOCh, KaK TMPaBHJIO, B TeUeHWE |—2 Hemenb IMOCie Hadaja
Tepanuu MpenapaToM, CHUKEHUE TPOUCXOAUIIO B TeUeHHE 1—2 Hellesb Moclie €€ MPeKpalieHus.

Ilepsonauanvusiii pesxxcum 003uposanisl

Bspocnvie u 0emu 6 so3pacme 6—17 nem

PexoMennoBanHas HayasibHasA 103a npenapara Pepoieiin cocrasmnsier SO Mr 1 pa3 B CyTKH.

VY B3pocibix U geteit B Bo3pacte 6—17 JeT BOCTOUHOM U I0r0-BOCTOYHOW a3MAaTCKOU pachl JIeUECHUE
npenaparoM PeBoseiin ciaeayer HauMHaTh ¢ 1036l 25 Mr 1 pa3 B CyTKH.

JHemu 6 so3pacme 3—5 n1em

HavanpHas no3a npenapara y NalMeHTOB JaHHOW KaTeropuu cocrasiseT 25 mr 1 pa3 B cyTku. Y
MaIMEHTOB BOCTOYHOM M FOT0-BOCTOYHOM a3MaTCKOW pachl (B Bo3pacTe 3—5 JIeT HaYWHATh TEPAITHIO
IIpenapaToM ClexyeT ¢ A03bl 25 Mr 1 pa3 B CyTKH.

Monumopune u Koppexyusi 003vl

B3zpocnvie u demu cmapuie 3 1em

ITocne Havana Tepanuu ciieAyeT KOPPEKTUPOBaTh 103y Ipenapara A MOAJEpKaHHUs KOJIMYEeCTBa
TpoMOOIIMTOB Ha ypoBHE > 50 000/MK1 Ui yMeHbIIEHUS puCKa KpoBoTeueHus. He criemyer
MPEBBIIIATH 103y 75 MI B CYTKH.

Ha npoTspkeHMHM Bcero Kypca TEpanmud IpenapaToM HEoO0XOAWMO PErysisipHO KOHTPOJIUPOBATb
KJIIMHUYECKHEe TeMaTOJIOTUYECKUe IMOKazaTelau M Mokazatenu (QyHkuuu nedeHu. Jo3y mpemapara
KOPPEKTHPYIOT B 3aBUCUMOCTH OT KOJIMYECTBAa TPOMOOLIUTOB B COOTBETCTBUU ¢ Tabmuuei 1.

Bo Bpemsi tepamum mpemaparom PeBoneiin HeoOXOAMMO TPOBOJIWTH TOJHBIN aHaIu3 KpPOBHU
€)KEHE/IebHO, BKIII0OYasl ONpeAeIeHUE KOJIMYECTBa TPOMOOIIUTOB U Ma30K Nepudepruueckoi KpoBH,
JI0 CTAOMIIM3AIIMN KOJIMYECTBA TPOMOOIMTOB Ha ypoBHE > 50 000/MK B TeUSHHE 1O KpalHEH Mepe
4 wenensb. Ilocne crabunmzanuy KOJUYECTBA TPOMOOIMTOB MOJHBIA aHAJIW3 KPOBHU, BKIIOYAS
oTpesieNieHUuE KOJIMYecTBa TPOMOOLIMTOB U Ma3KU Nepudepruyeckoil KpoBU, HEOOXO0AUMO POBOIUTH
€KEMECSIUHO.

Taouauna 1. Koppexkuusi 10361 npenapara Peposeiin nis nanquenton ¢ UTIT

KonunuectBo Koppexuust 10361 WM 0TBET
TPOMOOIUTOB
<50 000/mKa B | YBEIUUUTh CYTOUHYI JI03y Ha 25MI [0 MAaKCUMaJbHON J103bI

TEUEeHWE TI0 KpaiHe# | 75 mr/cyTku™.
Mepe 2 HeNeb
Tepanuu
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KonunuectBo Koppexuust 10361 WM 0TBET

TPOMOOIMTOB

> 50 000/mK1 — | IIpo1omKUTh Tepanuio MpernapaToM B HANMEHBIICH CyTOUHON 103€ U/HITH

<150 000/mxKi OJIHOBPEMEHHYI0 MeaukaMeHTo3Hywo Tepanuto UTIL nns nogaepxanus
KOJIMYECTBA TPOMOOITUTOB, MI03BOJIAIOILETO MPEJOTBPATUTh
KPOBOTECUCHHE WJIM YMEHBIIUTh €T0 HHTCHCUBHOCTb.

> 150 000/mx — | YMeHbIHTh CyTOUHYIO 103y Ha 25 mr. Uepes 2 Henmenu oneHuTh 3G HeKT

<250 000/mxm OT KOPPEKIUHU M03bl M TMPHUHATH PEUICHHE O AAJbHEUIIEH KOPPEKIIMH
IO3BI**,

> 250 000/mx OTMEHUTH Tepanuio NpernaparoM; YyBEJIWYUTh YacCTOTy OIpPEAEICHUS

KOJIMYECTBA TPOMOONMTOB 10 2 pa3 B Henemwo. [lpu KommuecTBe
tpoMOounToB < 100 000/MKIT BO30OHOBUTH TEPANUIO B CYTOYHOHU H03€,

YMEHBIIEHHOHN Ha 25 MT.

* JIo1s1 MaIeHTOoB, TOJMYyYaloIIMX MpenapaT B o3¢ 25 Mr 1 pa3 uepe3 JeHb, 103y YBEIUYHUBAIOT 0
25 mr 1 pa3 B cyTKu.

**][ manMeHToB, MOMYYaloIMX Mpenapar B o3¢ 25 Mr 1 pa3 B CYTKH, CIEIyeT PacCMOTPETh
BO3MOKHOCTB IIpHEMa Mpemnapara B Jo3e 25 Mr 1 pa3 uepes3 CyTKHu.

Tepanuio mpenaparoM MOKHO COYETaTh C HHBIM MeaukameHTO3HbIM JieueHnem WTIIL. Ilpu
MEIULMHCKOW HE0OXO0IMMOCTH BO BpeMs TEpaluy npemnaparom PeBoseii cienyer KOppeKTHpOBAaTh
PEKUM JT03UPOBAHMS OJHOBPEMEHHO NPHMEHSAEMBIX IPENapaToB, YTOObI M30€kaTh YPE3MEPHOro
YBEJIMYCHUS KOJIMYECTBA TPOMOOITUTOB.

Kak npu moBBIIEHUH, TaK ¥ TPU CHWIKCHUU JI03bI KOPPEKIHUIO MPOBOMST C «IIarom» 25 Mr/CyT.
HekoTopeiM mareHTaM MOXET MOTpeOdoBaThcs KOMOWHAIMA TaOJETOK TMperapara C pa3HoM
JO3UPOBKOH B pa3HbIC JHU JICUCHUS WM MEHEE YacTOe IIPUMEHCHHE.

[Tocne mr060¥ KOppeKIHUK 0361 MpenapaTa KOJTMYECTBO TPOMOOIIMTOB CIEAYET KOHTPOJIUPOBATH I10
KpailHEell Mepe €KEHEACIIbHO Ha MpOoTshKeHur 2—3 Henenb. CIycTs MO MEHbIIeH mepe 2 Henelu
clieyeT OeHUTh A((HEKT KOPPEKIHH 1035l HAa KOIMYECTBO TPOMOOILIUTOB JIJISl IPUHSATHUS PEIICHUS O
HE0OXOIUMOCTH JalIbHENIIIET0 U3MEHEHHUS 103bI.

VY mamnueHToB C IMPPO30M MEUYeHH (HapylleHHeM (YHKIMU MEYEeHHU) TOBBIIATh 103y CIEAYEeT He
paHee yem uepes 3 HeeNd MOocie Havaja Tepanun (CM. pa3zaen 4.4).

Ommena npenapama y 83pocivix u oemeii cmapuie 3 iem

Jleyenue npenapatom cieayeT MPeKpaTUTh, €CIU KOJIUYECTBO TPOMOOIIMTOB HE YBEIMYUBAETCS 10
3HA4YCHHA, AOCTATOYHOI'O [JIA YMCHBIICHUSA PpHCKA KpOBOTG‘IGHHfI, nocie 4 HCACIIL TCpalnuunu
MpEenapaToM B 103€ 75 MT B CYyTKH.

Cnenyer mepHOIMYECKH OLICHMBATh KJIMHUYECKOE COCTOSHME TalueHTta. Pemienwe o
HEOOXOAMMOCTH MPOJOHKCHUS TEPAMHU MPUHUMACT JIeYaIllni Bpad B WHIWBHUAYaIbHOM MOPSIIKE.

VY manueHToB 0€3 CIJICHOKTOMHMM B aHaMHeE3€ CJIeyeT NMPUHUMAaTh BO BHUMAaHHE BO3MOXXHOCTb
IIPOBEJICHUSI [TAHHOTO OIEPaTHMBHOIO BMeIIarenbCcTBa. llociae OTMEHBI Tepanmuu BO3MOYKHO
MOBTOPHOE Pa3BUTHE TPOMOOLIUTOIICHUH.

ITarmenTs! ¢ xporundeckuM BI'C. commpoOBOKIAIOIIMMCS TDOMOOIIMTOIIEHUENR

[Iepen npumenenunem npenapara PeBosieiis 0IHOBPEMEHHO ¢ TPOTUBOBUPYCHON MEAMKAMEHTO3HOM
Tepanueil HeoOXOAMMO O3HAKOMHTBHCS C IOJHOM HMHCTPYKIMEW MO MEIUIIUHCKOMY NPHUMEHEHHIO
BbIIIIEYKa3aHHBIX JIEKAPCTBEHHBIX NPENapaToB.

Llenpt0o mpuMeHeHHUs mpenapata Ha (OHE aHTUBUPYCHOM Tepamuu sBISETCS MOAJIEpKAHHUE
KOJMYeCTBa TPOMOOIIMTOB, TO3BOJSIONIEE MPEIOTBPATUTh PUCK PA3BUTUS TEMOpPParnyecKux
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TpoMOonHTOB > 75 000/MKT.

Jng monnepxaHusT U JOCTHXKEHHUS HEOOXOJUMOro KOJMYECTBA TPOMOOIIMTOB MPUMEHSIOT
MUHUMaIbHYI0 J(P(GEKTUBHYIO /03y IMpenapara, HEOOXOTUMYIO JUIsi Hayala U ONTHMHU3AIHH
MPOTUBOBUPYCHOM Tepanuu. [Ton6op 10361 OCHOBaH Ha U3MEHEHUHU KOJIMYECTBA TPOMOOIIMTOB.

[Ipenmapar PeBoneiin He mnpeAHa3HAa4YeH Ui HOPMalIM3allud KOJIMYecTBa TpoMmOouuToB. B
KJIMHUYECKUX UCCIIE0BAHMX MOBBIIIEHHE KOJIMYECTBA TPOMOOIIMTOB HAOII01a710Ch KaK MIPABUIIO B
TedeHue | Hellenu 1ocie Havyajla Tepanuy NpenapaToMm.

Ilepsonauanvusiii pesxxcum 003uposanisl

Bspocnvie

Hauanbnas no3a npenapara PeBonelin coctapisieT 25 mr 1 pa3 B CyTKH.

VY nmanueHTOoB BOCTOYHOM M IOr0-BOCTOYHOM a3MAaTCKOM pachl JiedyeHue Ipernapatom Pesoreinn
CIeAyeT HaUMHATh C J103bl 25 MT 1 pa3 B CyTKH.

Monumopune u koppexyus 003bl

Jlo3y mipenapara PeBomeii; yBeTUUMBAIOT C «IIIaroM» 25 MIr/CyT KaxKaple 2 HEIEIU 10 TOCTHUKCHUS
KOJMYECTBA TPOMOOIIMTOB, ONTHMAILHOTO JJIsi Hadala TMPOTUBOBUPYCHON Tepanud © B
cootBercTBUU C Tabmumerr 2. Ilepen HawamoM TPOTUBOBUPYCHOM Tepanmuu HEOOXOIUMO
KOHTPOJIHMPOBATh KOJIUYECTBO TPOMOOIIMTOB €KEHEAECNbHO. B MOMEHT Hayalia MpOTHBOBUPYCHOM
Tepanuu KOJIWYECTBO TPOMOOIIMTOB MOXKET PE3KO YMEHBIIAThCs, MPU STOM CIIeAyeT u30eraThb
HEMEJJICHHOM KOPPEKLUH 1035l IIpenapara Pesosen .

Bo Bpemsi mpOTHBOBHPYCHOM Tepanuu HEOOXOJUMO KOPPEKTHPOBATh 103y mpernapata PeBomeiin
TakuM 00pa3oM, 4TOObl M30€KaThb CHIDKEHHS 03Bl MATUHTEp(hEepoHa B CBSI3U C BO3MOXKHBIM
YMEHBIICHHEM KOJIMYECTBA TPOMOOIUTOB, YTO MOXET YyBEJIWYMBaTh PUCK KPOBOTEUEHUSI.
KonnyectBo TpoMOOLIMTOB ClleAyeT KOHTPOIMPOBATH €KEHECIBHO 10 JOCTHKCHHS CTaOMIN3aIH
ux KojmdectBa (kak mpaBmwio okono S50 000/mxn — 75 000/mkm). B manpHelmem crnemyer
€KEMECSIYHO KOHTPOJHPOBATh TIOKA3aTeld OOIIEKIMHUYECKOTO aHajdu3a KpPOBH, BKJIIOYAs
onpejiefiecHue KOJMYecTBa TPOMOOIIMTOB M Ma3zok mepudepuyeckoid kpoBu. B ciyuae, eciu
KOJINYECTBO TPOMOOILIMTOB PEBBIIIACT LIEJIEBOE, CIEAYET PACCMOTPETh BOZMOKHOCTh YMEHBILICHHS
CyTOYHOM 103kl mpemapata Ha 25 mr. OneHuth >(dexkt naHHOW u JIOO0W MOCIEAYIONIEH
KOPPEKIMH JJ03BI CIIEAyeT Yepe3 2 HellelH.

He cnenyer mpeBbimars m03y 100 mr/cyr. PexomenmoBanHas go03a TAITHHTEpdEepoHA WIH
pI/IGaBI/IpI/IHa npeacraBjicHa B HHCTPYKOHUU IO MCIUIOUHCKOMY IIPUMCHCHUIO YKA3aHHBIX
MpenapaTosB.

Tabmmna 2. Koppekuuss no3sl npenapara Pesouieiin niasi manmentoB ¢ BI'C Bo Bpems
NMPOTHBOBUPYCHOW Tepanuu

KonunuectBo Koppexuust 10361 Wi 0TBET

TPOMOOIUTOB

<50 000/mKa B | YBEIUUUTH CyTOUYHYIO 03y Ha 25 mr, HO He Bhime 100 Mr B CyTKH.
TEUCHUE TI0 KpalHen

Mepe 2 HEeNEIb

Tepanuu

> 200 000/mxm — | YMEHBIIHUTH CYTOUHYIO /103y Ha 25 Mr. CrycTs 2 HeJenu OUeHUTh dPdeKT
<400 000/mK OT KOPPEKLUUHU J03bl U INPUHATH PEIICHUE O AAbHEHIIEH KOPPEKLUHU

JO3BI*.

> 400 000/mx [Ipekpatute mnpuem mnpenapata PeBoneia; yBEIUYUTH  YacTOTY
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KonunuectBo Koppexuust 10361 WM OTBET

TPOMOOIMTOB

oTpeeNieHus] KOJIMYECTBa TPOMOOIIMTOB 710 2 pa3 B HEAEIIIO.
[Tpu xonmuectBe TpomboruToB < 150 000/MKJ, BO30OHOBUTH TEPAIUIO B

CHIKEHHOHN CYTOYHOM J103€.

*JI1s1 TAalIMEHTOB, TOJIYYAONIMX Tpenapar B go3e 25 mr 1 pa3 B CyTKH, CIeAyeT PacCMOTPETh
BOIIPOC O MPUMEHEHUU TIpenapara B 03¢ 25 Mr 1 pa3 uepe3 CyTKHU.

Ommena npenapama

VYV mnamuentoB ¢ BI'C renoruma 1/4/6, HE3aBUCHMMO OT pEIICHHS O MPOJODKCHUH Tepanuu
uHTeppEepoOHaMH, CIEIyeT PacCMOTPETh OTMEHY mpemnapara PeBoneiin B ciyuae, ecinu 3QQeKT ot
JICYEHHUsI NPOTHBOBUPYCHBIMU MpernapaTaMyd He JOCTUTHYT Ha 12-ii Hexene. CiemyeT OTMEHHUTh
TEpanuio IpernapaToM B CIydyae, €Cliu MocJIe ABYX HEJENb IPUMEHEHHS B CyTOUHOM fo3e 100 Mr He
JOCTUTHYTO II€JIEBO€ KOJHYECTBO TPOMOOIMTOB, HEOOXOAMMOE JUIsl Hadaja MPOTUBOBUPYCHOM
TepanuH.

Cnenyer mnpekpaTuth JedyeHue mnpenapatom PeBoseiin, eciau mnociie 24-HeNenbHOW Tepanuu
obnapyxxena PHK BI'C. Ilocie oTMEHB NpPOTHMBOBUPYCHOM TEpamuH CleAyeT MpeKpaTHTh
IIpUMEHEHHUE npenapara PeBosiel1 pu OTCYTCTBUH WHBIX IOKA3aHUN JUIsl €70 IPUMEHEHUSI.

Crnenyer mpekpaTuTh NpPUMEHEHHE Ipernapara PeBoieiln B ciyyae Ype3MEpHOTO YBEJIWYCHHUS
KOJIMYECTBa TPOMOOIIMTOB, KaK omucaHo B TaOmuie 2, Wi TpH KINHAYECKH 3HAYUMBIX
OTKJIOHEHUSX (DYHKIIMOHATBHBIX MPOO MEYEHU OT HOPMBI (CM. paznen 4.4).

IlepBast IMHUS TepaOWU TSHKEIOU aINIACTHYECKON aHEMUU

Tepanuro mnpenaparom PeBomneln cineayeT Ha3HAadaThb OJHOBPEMEHHO CO  CTAHJAPTHOU
MMMYHOCYIPECCUBHOM Teparnuen.

He nomyctumo npeBbliieHre Ha4aabHOM 1035l ITpenapara Pesosen .
Ilepeonauanvhuiil pesicum 003Uposanus

Bspocavie u demu cmapwe 12 nem

PexoMmennyemas HauanbHas o3a npemnapara PeBonelin cocraisier 150 mr 1 pa3 B CyTKU B T€UEHHE
6 MecsI1IeB.

VY B3pocnbIX U aeTel B Bo3pacte 12—17 neT BOCTOYHON U FOr0-BOCTOYHOM a3MaTCKOM pachl JICUYEHUE
npenapaToM PeBoneiil cienyer HauMHATh ¢ 10361 75 Mr 1 pa3 B CyTKM B Te4eHHE 6 MECALIEB.

Hemu 6 gospacme 6—11 nem

PexomennyeMas HadanbpHas fo3a npenapara PeBoneiin cocrasisier 75 mr 1 pa3 B CyTKU B T€YEHHUE 6
MECSLEB.

V nereii B Bozpacte 6—11 neT BOCTOUHOH U FOT0O-BOCTOYHOM a3MaTCKOW pachl JIEYEHHE IIpenapaToM
PeBoneiin cnexyer HaunHaTh ¢ 10361 75 MT 1 pa3 B 2 HS B TeUeHUE 6 MECSIIEB.

JHemu 6 sospacme 3—5 nem

Pexomenayemasi HavanmbHas no3a mpemnapata PeBoneiin cocraBiser 2,5 Mr/kr 1 pa3 B CyTKH B
TeueHue 6 MecsIIeB.

VY nereit B Bo3pacte 3—5 JIeT BOCTOYHOM M FOr0-BOCTOYHOM a3MATCKOM pachl JIEUEHHE MPEnapaToM
PeBoneiin cnenyer HaumHaTh ¢ 70361 1,25 Mr/kr 1 pa3 B CyTKU B TeueHHe 6 MECSIIEB B clydae, eciu
BeC MaimueHTa coctasisger > 20 kr. B cinywae, ecnu Bec manmeHTta cocrasisier ot 10 go 20 kr,
clelyeT HauMHATh Tepamnuio npenaparoM PeBoneiin ¢ n1o3el 25 mr 1 pa3 B 1Bo€ CyTOK B TeueHUE 6
MECSIIEB.
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HauyMHATh C MUHUMAJIbHO BO3MOKHOM JO3bI.

Taoiuna 3. Koppexkuusi 10361 CTAaHIAAPTHONH HMMMYHOCYNPECCMBHOW Tepanuu B cjy4ae
COBMECTHOM Tepanuu ¢ npenaparom PesoJein

NmmyHocynpeccuBHasi Tepanusi

Koppexkumust 10361

NmmyHornooynux
AHTUTHUMOITUTAPHBINA (JTOIIaTUHBIH )

40 mr/kr/cyt, wucxoms u3 (AKTHUYECKOM Macchl Tena,

BHYTPUBEHHO C 1-ro0 1o 4-i1 1eHb B TeYeHHUE 6 MECALIEB

[uknocopux (TepameBTHYECKAS
J0o3a B TEUCHHE 6 MecAIeB, ¢ 1 aHS

o0 6ro Mecsma, ¢ TOMPAaBKOM Ha

Bspocable u getu crapiue 12 ger:

3 Mr/kr, ucxoas U3 (PaKTHUECKOW MacChl Tela, BHYTPb
Kakaple 12 dacoB (00mas cyTouyHas 1032 COCTaBIISIET

JNIOCTYDKEHE [EJIEBOU
TEepaneBTUYECKON 200-
400 mkr/m*)

6 MI/KT/CyT) B TeUeHHE 6 MeCAIeB, HAUWHAS ¢ 1-TO JHS.

03bI
A INamuments!l crapme 20 ser ¢ nanekcom maccsl teira (MMT)

> 35 nnu nanueHTsl B Bozpacte 12-20 ser ¢ UMT > 95-ro
OPOICHTHUIIS:

3 MI/KT, MCXOAs W3 CKOPPEKTUPOBAaHHOH Macchl Tema**,
12 yacos

KaXKJIble (oOmras

cocTaBisieT 6 MI/KT/CyT) B TeueHUEe 6 MecsleB, HAUWHAs C

BHYTPb CyTO4YHas J03a

1-ro mus.

[etu B Bo3pacte 3—11 jet:
6 MI/Kr, ucXons W3 (PaKTUYECKOW MacChl Tela, BHYTPb

Kaxaple 12 yacoB (00mas cyTouyHas 1032 COCTaBISET
12 mr/kr/cyT) B TeueHue 6 Mecs1eB, HaUuHas ¢ 1-ro JHs.

IHarmmentsl ¢ UMT > 95-ro npoileHTHIs:

6 MI/KI, HCXOAs M3 CKOPPEKTHPOBAaHHOW Macchl Tena*,
12 dacoB (oGmias
cocTaBysieT 12 MI/Kr/cyT) B TeueHue 6 MecsIeB, HaUMHas C

1-ro mus.

BHYTPb KaXXIbIC CyTO4YHasA na03a

I_II/IKJ'IOCHOPI/IH (no/:mepmHBanmaﬂ JUIS manmmMeHTOB, KOTOPBIE JIOCTUTAIOT IeéMaTOJOTHYECKOTO

11032, ¢ 6 o 24 Mecs1bl Teparun) OTBETa B TeUeHHUE 6 MECIIER:

2 MI/KT/CyT Ha3HA4yalOT BHYTPb B (PMKCUPOBAHHON J03€ Ha
IOIOJIHUTENILHEIE 18 MecsIieB.

* MoxeT moTpeOoBaThCsl KOPPEKIHsI 1035l [UKIOCIIOPUHA ISl JOCTHKEHUS IEJIEBBIX YPOBHEU B
Cllyya€ NPUMEHEHHUs LHMKJIOCIOPMHA COBMECTHO C JAPYIMMH IIpenaparaMmH; pEeKOMEHAYEeTCs
PYKOBOJACTBOBATbCS COOTBETCTBYIOIIEH MHCTPYKIMEN IO MEAMIMHCKOMY NPUMEHEHUIO IS
LUKJIOCIIOpUHA

** PaccuMThIBaCTCS KaK CpelHee 3HAUCHHE MEXTy UCaTbHON MacCcor Tela M (paKTUIeCKOW Maccon
Tena

Monumopune u xoppexyus 003vl npenapama Pesonetio

AHann3 reMaToIorH4ecKHuX MoKazareae U UCCIeOBaHUs (PYHKIIH MIEUE€HU JOJKHBI TPOBOAUTHCS
pPEryJIsipHO Ha TMPOTSKEHUH BCEro Kypca Tepanuu mpernapatoM PeBonela; KOpPpeKLUHIO J103bl

npernapara cjeayeT MPOBOAUTh Ha OCHOBAaHHM KOJIMYECTBA TPOMOOIIUTOB, KaK yKa3aHo B TaOmwuie
4.

B Tabnuue 5 mpuBeneHbl peKOMEHAALWHU IO KOPPEKIMH J03bl mpemnapata Peponeiin B ciydae
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HapymeHU PyHKIIUU TTEYCHU U TPOMOO30B/ YMOOJHH,

Tabmmna 4. Koppexknuss no3sl npenapara PepoJsieiil B Tepanuu nepBoil JHHUM TSKeJIOH
aIJIACTHYEeCKOl aHeMUH

KouunvecTBO TPOMOOUMTOB Koppexuusi 10361 HJIM OTBET
> 200 000/mMK1 — | CHIKaTh CYyTOYHYIO J03y Ha 25 Mr Kaxiable 2 HEAeNIu 10
<400 000/mxm MHUHUMAJIBHO BO3MOKHOM J103bI, TIPU KOTOPOM KOJIMYECTBO

Tpombo1IuTOB > 50 000/MKT.

Y nereit B Bo3pacte 3—12 Jer, mpUHUMABIIMX Mpenapar
PeBouneiig B 103e 25 mr 1 pa3 B CyTKH, CIEQyET pacCMOTPETh
BO3MOKHOCTB MpHeMa mpemnapara B 103€ 25 Mr 4epe3 J€Hb.

> 400 000/mx IIpekpatuth npuem npenapara Peposieiin Ha 1 Hexenro.

IIpu xommuectBe TpomobormToB < 200 000/MKI BO30OHOBUTH
npueM mpernapara PeBoneiin B 103e, CHUKEHHOW Ha 25 Mr (y
nered B Bo3pacte 3—12 jeT, NOpUHUMABIIMX Mpenapar
PeBouneiig B 103e 25 mr 1 pa3 B CyTKH, CIEOyET pacCMOTPETh
BO3MOKHOCTH IIpHieMa Mperapara B 03¢ 25 MT uepes JIeHb).

Taoiuma 5. Pexomenayemasi Koppekunusi 103bl npenapara PeBoJieill nmpu HapymeHUSX
(yHKIMHN nevYeHu U TPoMO03ax/3M0O0JIMH

Peaxknus Pexomenganun

Hapymenust pyHknm neueHu VYBenuuenue BepxHeu rpanuilsl HOpMbl (BI'H) aktuBHOCTH
anannHamuHoTpanchepassl (AJIT) B 6 pas:

IIPEKpaTUTh IIpUeEM Ipenapara Pesonens;

npu ypoBHe aktuBHocTH AJIT <5 or BI'H B0300HOBHTH
IIpUEM IIpenapara B IEpBOHAYAIBLHON J03€.

VBenuuenue BI'H axtuBnoctu AJIT B 6 pa3 mocne
BO30OOHOBJICHUSI TIpHeMa Tmpenapara (M HECBA3aHHOE C
OPYTMMH  BO3MOXHBIMH  (aKkTopaMd,  TaKUMH  Kak
CBIBOPOTOUYHAsi OO0J€3Hb, CENCUC WM TPUEM a30JIOBBIX
MIPOTHBOTPUOKOBBIX MPENapaToB):

KOHTpOoJb ypoBHs AJIT kaxxaeie 3—4 nHs.

Ecnu ypoens AJIT > 6 npu NOBTOPHBIX aHAIM3aX KPOBH:
IIPEKpaTUTh IIpUeM mpenapara Pesonenn;

npu ypoBHe aktuBHocTH AJIT <5 or BI'H B0300HOBHTH
MpyUeM TMpenapara B J03€, CHUXEHHOW Ha 25 Mr oT
NPEIbIAYIIEH 103bI.

Ecnu ypoBenp AJIT BHOBb > 6 mpu mnpueme mnpenapara
PeBoueiin B CHH)KEHHOH 03€:
CHIDKATh 1103y IpenapaTta PeBoseiin Ha 25 Mr, 1oka ypoBEHb
AJIT ne causurcs no 5 BI'H.
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Peaknus Pexomenganun

JIaHHBIX O BO3MOXHBIX KOPPEKLUAX 03Bl y HETEH H3-3a
HapymeHus: QyHKIMU TMeYeHH He cymiecTByeT. Koppekuuio
J03bI cleayeT oOCyXIaTb Ha OCHOBAHMM KIMHMYECKON
OLICHKH.

Tpom603/>mO0mMsT I[Ipu Tpombo3ze TrayOOKMX BEH, JIETOYHOW SMOOJIHH,
TPAH3UTOPHOM HIIEMUYECKON aTake, WHCYJIbTe M HH(]apKTE
MHOKapJia B J000oe BpeMs Ha (POHE Tepanuu IMpernapaTom
PeBoneiin:

[Ipekpatute mpuem mnpenapara PeBosel, HO NPOIOJIKHUTH
npueM UMMYHOCYTIPECCUBHBIX MpernapaToB
(MMMyHOTTIOOYJIMH QHTUTUMOLMTAPHBIA  (JOIIATUHBIN) U
mukiocnopus).  Ecnmm mpu TpoM0o3e  KOJHMYECTBO
TpombonutoB > 50 000/mx, peKoMeHayeTcss 00
Ha3HAYeHWe TEepaluyd  OSHOKCAApUHOM WM  JPYyTUM
aHTHKOAryJISHTOM JI0 Te€X TMOp, IOKa  KOJIUYECTBO
TpoMOOIIUTOB HEe pocturHeT ypoBHs < 20 000/mki, mmubo
CTaHJIAPTHBIA KypC AHTUKOATYJISHTHOW TEepanmuu B TEUYCHUE
3—6 mecsLEB.

Ommena npenapama
OO6m1ast mpoAOKUTENHFHOCTD MPUEMa MpernapaTa PeBoseiin coctaBiser 6 MecsIeB.

UpesmepHoe yBenWYeHHE KonrmuecTBa TpoMOouTOB (cM. Tabmuiy 4) u pa3BuTHE HEKEIATEITbHBIX
SIBJICHUH, YKa3aHHBIX B Ta0murie 5, Takke TpeOYIOT MpeKpalieHus npruemMa npenapara Peposeii .

[ManumeHTs! ¢ pedpaKTEPHON THKEION alIaACTUYECKON aHEMUEN

Ilepsonauanvusiii pesxxcum 003uposanisl

Bspocnvie

Hauanbnas no3a npenapara PeBonelin coctapisier S0 mr 1 pa3 B CyTKH.

VY nmanueHToB BOCTOYHOM M IOr0-BOCTOYHOM a3MAaTCKOM pachl JieyeHue Ipenapatom Pesoreinn
CleAyeT HaYMHATh C J103bl 25 MT 1 pa3 B CyTKH.

Monumopune u koppexyus 003bl

JI71st TOCTHKEHHS TEMATOJIOTHYECKOTO OTBETA TPEOYyeTCs KOPPEKIUS T03bI Kak mpaBuio a0 150 mr,
IUIL 9ero MOJKET MOTpeOoBaThCs 10 16 Hemenb ¢ MOMEHTa Hadaja JieueHus mnpenapatoMm. J[o3y
npenapara PeBosieiin cieayer yBenM4YMBaTHL € maroM S50 Mr Kaxzable 2 HEOenu 10 J03bl,
HEOOXOAUMOM ISl TOCTHKEHHUS 1IeJIEBOro KonndecTBa TpoMOouuToB > 50 000/MKi1. YV MmanueHTros,
MPUHUMAIOIIKX Tpenapar B fo3e 25 Mr 1 pa3 B CyTKH, CJleIyeT YBEIHYUTh CyTOYHYIO JI03Yy [0
50 Mr mepexn manpHeHIMM noBbiieHHeM 103kl Ha 50 mr. He cienyer npesbimate 103y 150 Mr B
cytku. Crenyer peryiasipHO KOHTPOJIMPOBATh KIMHUYECKHE TIeMaTOJOTHYECKHE IOKa3aTeld HU
«TIEYEHOYHBIE» TECTHI HA BCEM MPOTSHKEHUU TEPANMM U KOPPEKTUPOBATh 103y Ipenapara PeBoneiin
Ha OCHOBaHUH KOJMYECTBA TPOMOOIIMTOB B COOTBETCTBHH ¢ Tadmurieit 6.

Tab6anna 6. Koppexuus 10361 npenaparta PepoJieiin A nanuedToB ¢ TAA

KouunvecTBO TPOMOOUMTOB Koppexuusi 10361 HJIM OTBET

<50 000/mxn B Teuenune 10 | [ToBeIcHTH CyTOUHYIO 03y Ha S0 MT, HO HE BbImEe 150 MT' B CyTKH.
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KpaiiHeli Mepe 2 Hemenb | Y MAallMEHTOB BOCTOHHON M FOI0-BOCTOUNON a3HATCKOM Pachl Wik
Tepanuu NAlMEeHTOB C HapylIeHWeM (QYHKIHMU [EYEHHU, MPUHHUMAIOLINX
npernapar B A03e 25Mr 1 pa3 B CyTKM, cIeAyeT YBEIUYHTH
CYTOYHYIO 103y A0 50 Mr nepe JaJbHEWIINM NOBBIIIEHUEM J103bI
Ha 50 mr.

> 200 000/mx — | CHu3uTh cyTouHyr0 103y Ha S50 mr. CoycTsi 2 Heleln OIEHUTH
<400 000/mx B mo6oe Bpems | 3G(HEKT 0T KOPPEKIHUH 036l U MPUHATH PEIICHUE O JaabHenIen
KOPPEKIINH O3B

> 400 000/mx [Ipexpatuts mpuem npenaparta PeBoneiin He MeHee ueM Ha |
HEJIeIIO.

[Ipu xommuectBe TpombonutoB < 150 000/MKJII BO30OHOBUTH
JIEYEHUE B CYyTOUYHOM J103€, CHMKEHHOU Ha 50 M.

>400 000/mMxn  coycrss 2 | IIpekpatuTh npuem npemnapata PeBoneiin.
HEJIeNN Tepanuu IpenapaTom
PeBoneiin B CHI)KECHHOM

CYTOYHOM J103€

Ilocmenennoe cHudiceHue 003bl y NAYUEHMO8 C MPEXTUHEUHbIM OMEEeMOM HA Mepanuro
(netikoyumaol, 3pUMpoOYUMsL U MPOMOOYUMbL)

[Tocne noctmxenus KkomuyectBa TpomMOomuToB > 50 000/MKJI, KOHIEHTpAIMH TreMorioOuHa
> 10 r/nn 6e3 TpaHc(y3uit IpUTPOIUTHOM Macchl M abComOTHOrO 4mcia HeurpodpunoB (AUH)
> 1x10°/n, cTabMIBHO COXPAHSIOMIMXCA HA MPOTSKEHHUM He MeHee 8 Hejlenb, 03y Mperapara
Peponeiin cnemyer cHu3uth Ha 50 %. [lpum cTaOuiabHO COXpAHSIOMIMXCS BBINIEYKAa3aHHBIX
MoKa3zaTessix yepe3 8 Henlenb Mocie CHUKECHUS J03bl CIEAYeT MPEKPaTUTh JICYEHUE MPErnapaToM ¢
pPETyJSIpHBIM KOHTpOJIEM TIOoKa3aTeslel aHanu3a KpoBU. B cioyuyae yMeEHbIIEHUS KOJIMYECTBa
tpoMOo1uToB < 30 000/MKJ, CHMXKEHHS KOHIEHTpauuu remorjobomHa <9 r/mn wumm npu AYH
< 0,5%10%/1 BO3MOXHO BO30OHOBIIEHHUE JIEUEHHs IPENApaToM B IIpexkHeil 23 (PeKTHBHOM J03e.

Ommena npenapama

B cinydae oTcyTCTBHS reMaToIorn4eckoro oTeeTa nocie 16 Hepemnb JIedeHHs TEPaIuIo IpenapaTom
PeBoneiin cnenyer ormeHuTh. HeoOXxomumo paccMOTpeTb BO3MOXKHOCTH OTMEHBI Tepanuu
npenaparoM PeBosel B ciyyae MOSIBICHMSI HOBBIX LIUTON€HETHYECKMX OTKJIOHEHUH (CM. pasnen
4.8). Taxxxe oTMeHa Tepanuu npernaparoMm PeBoneiin TpeGyercs B ciaydae Ype3MEpHOro OTBETA CO
CTOPOHBI KOJIMYECTBAa TPOMOOIMTOB (Kak yka3zaHo B TaOmuiie 6) WM BaXXHBIX OTKJIOHCHHM
Pe3yJIbTaTOB «IEUEHOYHBIX» TECTOB (CM. paznen 4.4).

€TH

IIpenapar PeBoneiin He ciemyeT Ha3HauaTh JeTsAM B Bo3pacte oT 0 mo 3 jer i JaHHOU
JIEeKapCTBEHHON ()OpMBI B CBSI3U C HEBO3MOXHOCTbIO O0OECHEeUuTh pexuM Jo3upoBaHus. [lo
IIOKA3aHHUIO JIEUEHUE NALMUEHTOB C XPOHMUYECKUM BUpPYCHBIM renatutoM C y nereil B Bo3pacte ot 0
1o 18 net nmpenapat PeBoseitg He mpuMeHsieTCA.

Oco0ble rpynibl MalueHTOB

J]uua nooaicus10co eo3pacma

NMeroTcst orpaHu4eHHBIE JaHHBIE 110 IPUMEHEHUIO IpernapaTta PeBoseiin y namueHToB B BO3pacTe
65 net u crapiie. B KIMHUYECKUX MCCIIEI0BAaHUSIX HE OTMEYEHO KIMHUYECKH 3HAUYUMBIX Pa3inyuuid
0e3o0macHOCTH AITpoMOoIara y MaiMeHToOB B Bo3pacTe 65 NeT U cTapiie Mo CpaBHEHHIO ¢ Ooiee
MOJIOJIBIMM  TTallMeHTaMH. JIpyrue KIMHUYECKHUE JaHHBIE TaKXE YKa3blBAlOT Ha OTCYTCTBHE
paSJII/I‘II/Iﬁ B OTBE€TAaxX Ha JICUCHUC y TIOXKUJIBIX ITAIIMCHTOB U ITAIIMCHTOB 60)166 MOJIOAO0TrO B03paCTa,
OJTHAKO HEJb3s] HCKIIOUNATH TOBBIMICHHYIO YYBCTBHUTEIBHOCTh K TIpEMmapary y OTACIBbHBIX
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IMAaIMCHTOB IMOXXWUJIOr0 BO3pacTa.

Hab}ueHMbl C NOYEeUHOU HeOOCMAmoO4HOCMbIO

Koppeknuu 10361 y marueHToB ¢ HapyuieHneM (PyHKIUU MmoveKk He Tpedyercs. OHAKO B CBS3H C
OFpaHI/I‘-IeHHBIM OIIBITOM HpI/IMeHeHI/IH B KHHHHHGCKOﬁ HpaKTI/IKe y IMIalIgIMCHTOB C HapymeHHeM
GyHKIMM TIOYEeK mpermapaT PeBonein ciemyeT NPUMEHSTh C OCTOPOKHOCTbIO M Ha (oHE
TIHATCJIIBHOI'O MOHI/ITOpI/IHFa, HaanMep, KOHTpOJI}I KOHI.[GHTpaI_[I/II/I eraTI/IHI/IHa B CI:IBOpOTKe KpOBI/I
M TIOKa3aTeed aHaIM30B MOYH.

Hab}ueHMbl C NeYeHOYHOU HeOOCMAMoOYHOCMbIO

VY manuentoB ¢ UTII u Hapymennem ¢yHkuuu nedeHu (>5 OamioB mo mkane Yanna—IIsio)
npernapar PeBoneiin cieayeT NpUMEHSTh C OCTOPOXKHOCTBIO Ha (DOHE TIIATEIBHOTO KOHTPOJIS
coctrosiaus (cM. pazaen 4.4). Ilpu HeoOX0MMMOCTH Tepanuu mpernapaToM PeBoseiis y manuenTa ¢
WTII n nHapymenueM GyHKIMU IIEYSHH JI€YCHUE HAUMHAIOT B J103€ 25 MI/CYT.

VYBenuuuBath 03y IMpernapaTa y NalUeHTOB ¢ HApyHICHUSIMH (DYHKIHUU MEYEHU CIelyeT HE paHee
4yeM uepe3 3 HeJeNH Mocje Havala Tepanuu.

VY mammentoB ¢ xponudyeckuM BI'C m HapymieHnem (GyHKIHMH TEUYCHH, a TAKXKE Yy MAIUEHTOB C
pedpakreproit TAA u HapymeHHeM (YHKIHHU [IEYEHHU Mpernapar cieayeT MPUMEHSITh B 103€ 25 Mr
1 pa3 B cyTKH.

B knuHMueckoe wuccienoBaHue ManuueHToB ¢ TAA, He mNoiayyaBIIMX paHee NPOTrpaMMHYIO
MMMYHOCYTIPECCUBHYIO TEPAIHIO, HE OBUIM BKIIOUCHBI AIMEHTHI ¢ UCXOaHBIM ypoBHeM ACT/AJIT,
npesblmiatonieM B 5 pa3 BI'H. Hauansnas nosa mpenapara Peponeiin y nanueHtoB ¢ TAA u
[IEYEHOYHOM HENOCTATOYHOCTBIO B MEPBOM JIMHUM TEPANMM JOJDKHA ONPENENAThCS IO Mepe
HEOO0XOIMMOCTH Ha OCHOBAHUH KIMHUYECKOW OLIEHKH, MEPEHOCHMOCTH Ipernapara U TIATeIbHOro
MOHHUTOPHUHTa QYHKIIUH ITEYEHH.

Hab}ueHMbl B80CMOYHOIL U 1020-80CMOYHOU A3UAMCKOU pacasl

B3pocnbiM u eTsIM BOCTOYHOM M FOTO-BOCTOYHOM asuarckou pacel ¢ MTII, TpombGonuronenuei,
cesazanHoit ¢ BI'C, u pedpakrepnoit TAA neuenue npenaparom PeBoneiin ciemyer HauMHATH C
70361 25 MT 1 pa3 B CyTKH.

JIist nedeHus TSAKENOW ariacCTUYeCKOW aHEMHUHU B COCTaBE TEpallvy MEPBOM JIMHUM CM. pasnen 4.
Knunnueckue nanusle, [lepBoHaYaIbHBIN PEKUM JO3UPOBAHMUS.

Cnoco0 mpuMeHeHus

[Ipenapar PeBoneiia ciaeayer npuHUMaTh IO KpalHER Mepe 3a 2 4Jaca 10 Wiu 4epe3 4 yaca mocie
npreMa TaKuX MPOAYKTOB KaK aHTAIUAbl, MOJIOYHBIE TPOAYKTHl WM MHUHEpaibHbIe T00aBKH,
coJiep>Kalllie IOJMBAJICHTHBIE KAaTHOHBI (HAmpuMep, KAaTHOHBI ATIOMUHUS, KalbLMs, XKele3a,
MarHus, cejieHa v IMHKa) (cM. pasnensl 4.5 u 5).

TabneTku mpernapata MOXKHO MPUHUMATH C THIIEH, colepKaiie HeOOIbII0e KOJTUYECTBO KAIbITHS
(< 50 Mr) unu npeAnoYTUTEIBHO HE COAEpKaEH KaIbLIHA.

4.3. IIpoTuBONOKA3aAHUSA

e ['Mmep4yBCTBUTENBHOCTh K 3ITpOMOOIAry WM K JIOOOMY M3 BCIOMOTATENbHBIX BEIIECTB,
IIEPEUUCIIEHHBIX B pazzene 6.1.

o MuenoauciacTUHYecKuil CUHAPOM (B CBSA3M C OTCYTCTBHEM MJAaHHBIX MO 3((EKTUBHOCTH U
0€30MacHOCTH Y JJaHHOM KaTEeropuu MaIlieHTOB), CM. pasnen 4.4.

e bepeMEeHHOCTh U EPUOJ] TPYIHOTO BCKapMiInBaHus (cM. paszen 4.6).
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Ilpy nmpuMeHeHuUM 3aTPpOMOONAra B COYETAHMH C Tepanveidl MHTePPEPOHOM CylIeCTBYyeT
NOBBIIEHHBbI PHCK Pa3BUTUS HEKeJaTeJbHbIX peakluil, BKJIKYasd MOTEHIHAIBHO
JIETAJIBHYI0 JeKOMIICHCAIMI0 (PYHKIMH Ie4YeHH M TPOoMOO0IMOOIHYECKHE OCJIOKHEHUSl Yy
nanmueHToB ¢ xpoHudeckum BI'C, compoBoxaawommuMmcs TPOMOOUHUTONEHHEH H
NPOrpecCHPYIOIIUM XPOHMYECKHM MNOPa’KeHHeM Ie4YeHH, 4YTO OompelejsieTci HHU3KHMH
ypoBHsiMH aabOymuHa <35r/a uwam Oamiom =10 nmo mkase MELD (Moxenb KOHe4HOM
craauu 3a0osieBanus nedenn). Kpome Toro, mpemmymiecrBa Tepamum, oOecneduBaromiet
YCTOMYMBBII BUPYCOJOTMYECKHH OTBET MO0 CPABHEHMIO C IJIane0d0, ObLIN He3HAYNTEIbHBIMHU
Y AAHHBIX NALMEHTOB (B 0COOCHHOCTH y MAIMEHTOB C MCXOAHBIM aJbOyMHHOM < 35 /i) mo
CPaBHEHHUIO € rpynmnoii B nesaoM. Tepanusi 31TpOoMOONIAroM y TAKUX MANUEHTOB J0J5)KHA ObITH
HAYaTa TOJbKO CIENHAJIMCTAMH, HMEIIMMH ONBIT B Tepanuu nporpeccupywomero BI'C, n
TOJBKO TOrJa, KOIrJAa PHCKH TPOMOOUMTONEHUM MJM OTKa3 OT INPOBOJAMMOI
NPOTHBOBHPYCHOIl Tepanmuu TpedyloT BMemarteabcTBa. Ecam nposeaeHue Tepanuu
KJIMHUYECKH ONPAB/JAaHO, HEOOXOAUM TIIATEJIbHbIH MOHUTOPHHI TAKHX NMALHEHTOB.

IIpuMeHeHne ¢ aHTUBHUPYCHBIMH IIpEnapaTaMu IpsIMOTo JICHCTBUS

He wu3ydensl a¢dexTuBHOCTH M 0€30MaCHOCTh OJHOBPEMEHHOTO MPHUMEHEHHs 3JTpomboriara ¢
IIPOTUBOBUPYCHBIMU  IIpenapaTaMd  IOpsIMOTO  JEUCTBHs, PAa3pCIICHHBIMUA  JUI  JICYCHUS
xpoHndeckoro remaruta C (MHrHOWTOpPHI TpoTeadbl Bupyca rematuta C, HYKICO3UIHBIC
MHTUOUTOPBI ITOJTUMEpa3bl, HEHYKJICO3UAHbIE UHTUOUTOPHI osiuMepasbl, NSSA HHTHOUTODEI).

I'enaToTOKCUYHOCTE

[Ipumenenue mpenapara PeBosei MOXeT BbI3BaTh OTKJIOHEHHS OT HOPMBI JIaOOPaTOPHBIX
nokasareie (yHKIUU MEUYEeHU, TSHKEIble NeMaTOTOKCHYECKHE SIBJICHHS U MOPaKEHUE MEUYEHU C
BO3MOJKHBIM JIETAIBHBIM HUCXO/0M. B KIMHUYECKHUX MCCIEIOBAHUAX Y MAMEHTOB (KaK B3pPOCIBIX,
Tak u aereil) ¢ xponnueckoir UTIT orMeueHo MoBbIIEHHNE aKTUBHOCTH ChIBOPOTOUHBIX AJIT, ACT
U KOHLEHTPAIMH HENpsSMOro (He KOHBIOTHPOBAHHOTO) OMWIMpyOMHA. DTH peakuud HOCWINA MO
Oomnpiielt yactu Jierkuid (1-2-s1 cremeHn) W oOpaTUMBINM XapakTep 0€3 KIMHUYECKH 3HAYUMBIX
CHUMIITOMOB, KOTOpBIE Obl CBUJICTEIHCTBOBAIN O HAPYIICHUH (DYHKIMH ICUCHH.

B tpex mnane60-KoHTpOIUPYEMBIX UCCIIETIOBAHMUIX Y B3pOCbIX ¢ Xponndeckoi UTII y 1 manmenTa
B rpymmne muanebo u y 1 mammeHTta B rpymme, HOJy4aBIIeH JieueHHe mpernapatoMm Pesosneiin,
HaOII0AaI0Ch HapylleHne (YHKUMU nedeHu 4 creneHu TsokecTd. [lo naHHBIM JByX muiane0o-
KOHTPOJIMPYEMBIX MCCIEIOBAHUN Yy MMallueHTOB Bo3pacte oT 1 roga no 17 ner ¢ xponunueckoi UTII
HEKeJlaTelIbHbIe peakiuu B BuAe noBbimieHuss akTuBHOcTH AJIT, B 3 pasza npesbimaromue BI'H,
obutn otmeueHsl y 4,7 % u 0 % manueHToB, MOJyYaBHIMX JIedeHHE mpenapatoM Peoneiin u
1anedo COOTBETCTBEHHO.

[To pmanHBIM 2-X TIaIe00-KOHTPOIUPYEMBIX HCCIEIOBaHUN TpeThell (a3pl HekenaTelbHbIC
peaknuu B Buje noBbimeHuss akTUBHOCTH AJIT y manmentoB ¢ UTII Oputm otmedensl y 5,7 % u
4,0 % manueHToB, MoJyyaBIInX JeueHue npenaparom PeBosneiin u mianedo cOOTBETCTBEHHO.

B 2-X KOHTpPOJIMpYEMBIX KIMHMYECKHUX MCCIEJOBAHUAX C ydyaCTHMEM [AlUEHTOB C
Tpombonutonennedr u BI'C Obut  3aperucTpupoBaHbl Cloydad > 3-KpaTHOTO YBEIWYCHUS
aktuBHOCTH AJIT mnmu ACT Beime BI'H y 34 % u 38 % nauuenToB B rpymme siaTpoMOornara u B
rpyrmme mianedo cooTBeTcTBeHHO. [IpuMeHeHne snTpomMOomnara OJHOBPEMEHHO C KOMOWHAaImen
mruaTeppepoHa W pubaBUpHHA OBUIO KOCBEHHO CBSI3aHHO C  THIEpOMiIMpyOHMHEMUEH.
3aperucTpupoBaHbl cilyyau >1,5-KpaTHOTO yBEIMYEHHs KOHIIEHTpaLuu o01ero OunupyOnHa BbllIe
3HadeHuss BI'H B 76 % u 50 % B rpymnme sntpomOomnara u B TpyIIe mianedo COOTBETCTBEHHO.

B OTKpBITOM HEKOHTPOJHUPYEMOM HCCIEAOBAaHUM MAUEHTOB ¢ TAA, KOTOpPHIM HE MPOBOJWIIACH
paHee IpOrpaMMHAas UMMYHOCYIIPECCHUBHAs Tepamnus, IpU INPUMEHEHHM Ipenapara Pesosenn
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oTMevasloch > 3-kpaTtHoe yBenuueHue nokasatened AJIT u ACT u > 1,5-kpaTHoe yBenuueHue
obuiero Ounnpyouna y 46,8 % nauuenton (29 u3 62). Hu oquH 3 ykazaHHBIX CIIy4aeB yBEIHMUYEHUS
nokazareneit AJIT, ACT u obmero OunupyOrHa He IpUBE K OTMEHE TepartH.

[Ipu mpumeHneHun B MOHOTEpamuu y manueHToB ¢ pedpakrepHoir TAA II daszsr > 3-kpatHoe
yBenunuenue nokaszareneir AJIT u ACT omgHoBpemMeHHO ¢ > 1,5-KpaTHBIM YBEIMUYCHHEM OOIIETO
ounupy6uHa 066110 oOTMEUeHO Y 5 % manuenToB. O0muit OunupyOuH OblT yBenuueH B > 1,5 paza 'y
14 % nmanueHToB.

Ontpombonar wuuHruoupyer rensl UGTIA1 um OATPI1BI1, koTopble MOTryT CHnocoOCTBOBATh
Pa3BUTHIO HEMPSIMOI runepounrpyOuHeMun (cM. pasaen 5S.).

VY mnammentoB ¢ UTII, BI'C u pedpakreprnoit TAA ceBopoTounyto akTuBHOCTH AJIT, ACT u
KOHIIEHTpAIUI0 OMIMpyOrMHa HEOOXOIMMO M3MEPUTH JI0 Hayalla JICYSHHS SIATPOMOONarom, 3arem
KOHTPOJIMPOBATh KaXJble 2 HEIENM BO BpeMsl Moadopa 03B, a TaKXKe EKEMECSYHO II0CIie
JOCTUKECHHS CTA0OWIIBHOM JT03BI.

[ToBTOpHOE HCClIEOBAaHUE TOCJIE BBISBICHUS OTKJIOHEHHS TMoOKa3aTened (yHKIUU TEYEeHU OT
HOPMBI IPOBOJAT B TeueHHe 3—5 nHeil. Eciu chIBOpoTOUHAs KOHIIEHTpAIs o01ero oumupyouHa
yBEJIMUYEHA, CIEAyeT OINpeAeNuTh KOHIEHTPAIMIO €ro OTAeNbHbIX (pakuuil. B ciyuae
MIOATBEPKICHUS OTKJIOHEHUS OT HOPMBbI KOHTPOJIb IPOAOIKAIOT 10 PA3pELIEHMs] JAHHOTO SIBJICHUS,
ero crabuian3anuy oo BO3BpallleHUs [TOKa3aTese K HICXOITHOMY YPOBHIO.

Jleuenne >aTpOMOOIIArOM NPEKpalIalOT B CiIydae > 3-KpaTHOTO HpeBblmieHUs akTUBHOCTH AJIT
BI'H y nmamueHnToB ¢ HOpManbHON (PYHKIIMEH MEUEHU WIM B Cllydae > 3-KpaTHOTO YBEITHMYCHHS
OTHOCHUTENIBHO MCXOJHOTO YpPOBHs (Ui > 5-kpaTHoro yBenuueHus BI'H, B 3aBucumoctu ot ToOro,
KaKOH TOKa3aTeslb HI)KE) Yy MAllMeHTOB C TOBBIMIEHHON akTHBHOCTBHIO AJIT 1m0 Hadana jgedeHus u
CJIEIYIOIINX IPU3HAKOB!

MpOTrpecCupoBaHKe HAPYIIEHUS, THO0
COXpaHEeHHE HapyLICHHs Ha MPOTSHKEHUHU > 4 HeJlelb, TN00
€ro COYETaHHE C MOBHIIICHUEM KOHIIEHTPAIMU IPpsIMOro OunnpyOouna, 1uoo

€ro COuYeTaHWe ¢ KIMHUYECKUMU CHUMIITOMAaMU TOPAKEHUS T[E€UEHW WM MpU3HAKAMHU
JEKOMITCHCAINH (PYHKIIUU TTCUEHH.

B cinywae npuHsATHA pelieHUs 0 Ha3HaueHuM npenapara PeBoseiin B nepBoil nuHuM tepanuu TAA
cnenyet npoBectn aHanu3 nokasareneit AJIT, ACT u 6unupyOuna no Havana jedeHus. B cimydae
noBbiieHus: mnokazatened AJIT Ha NOpOTSIKEHUWHM Tepanmuu CIeAyeT KOPPEKTUPOBATH  J103bI
npenapara PeBosteiin coriacHO peKOMeHAAIMsIM, yKa3aHHbIM B Ta0muie 5.

Y nauueHToB ¢ 3a0oNeBaHMAMH TI€UYEHH TpenapaT PeBorein crieayeT NpPUMEHSTH ¢
octopokHOCThIO. Jleuenue marmumentoB ¢ UTII u pedpakrepnoit TAA Ha QoHe uMerommXxcs
HapyIeHNH QyHKIMY NIeUYeHH caelyeT HauuHaTh C MUHUMAJIBHOW CTapTOBOM O3BI.

Jlexommencamys GVHKIMY DedeHd (IprUMeHeHne ¢ HHTepdepoHamMn)

ILGKOMHGHC&HI/IH (bYHKI_II/II/I MNEYCHU Yy MAalMCHTOB C XPOHHUYCCKUM TICHATUTOM C: HGOGXOI[I/IM

MOHUTOPHUHI MAIlMEHTOB ¢ HU3KUM ypoBHEM anbOymuHa (< 3,5 r/1m) wimm 6ammom > 10 mo mkane
MELD.

VY mnamuentoB ¢ xponundeckuM BI'C m mmppo3oMm mnpu JiedeHuu uHTepdhepoHamu-anbda MOXKeT
CYIIECTBOBATh PUCK JAEKOMIIEHCAIMU (YHKIHUH MEeYeHH. B IBYyX KOHTPONIHMPYEMBIX KIMHUYECKUX
UCCIICIOBAHMSAX C Y4YacTHEM TamueHToB ¢ TpomOommroneHueit u BI'C, mnoka3arenu,
CBUJETEILCTBYIOIINE O JACKOMIIEHCAMU (DYHKIUU NEeYeHU (acluT, MedeHO4Has sHiedanonarus,
KPOBOTEUCHHE M3 BAPUKO3HO PACIIUPEHHBIX BEH, CTIOHTAHHBINA OaKTepUaIbHBIA TIEPUTOHHT), YaIe
oTMevanuch B rpymnmne asnrpomoOonara (11 %), yem B rpynme miane6o (6 %). Y mnaiueHTtoB c
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JeKOMIIeHCcaluu (YHKIMHU TIeyeHH ObLT B 3 pasa BhIIIE, a TAK)KE ObUIO OTMEUEHO YBEIHMUEHHE PHCKa
HEKENATENbHBIX PEAKIMid C JIETAIbHBIM HCXOJOM II0 CPaBHEHHIO C MAIMEHTaMH C MEHEE
BBIPQKEHHBIM TOpaXKeHHEM IMedyeHu. Kpome Toro, mpewmylnecTBa TepamuH, O0OecleurBarouiei
YCTOWYMBEIM BUPYCOJIOTHYECKHH OTBET 110 CPABHEHHMIO C ILIane0o0, ObUIM HE3HAYUTEIbHBIMU Y
JAHHBIX TAIMEHTOB (B OCOOCHHOCTHM y TAIMEHTOB C HCXOJHBIM albOyMuHOM <35 T1/1) T0
CPaBHEHHUIO C TPYIIOW B LEJIOM. DITpoMOomar cjiaeayeT HazHayaTh TaKUM Ial[MEHTaM TOJILKO
[oCJIe TINATEIBHOM OICHKHM OXHAaeMoro 3Qexra OT TepamuH [0 CPABHEHHIO C BO3MOKHBIMH
pPHCKaMH.

CrnemyeT TIIATeNbHO HAONIONATh MAIMEHTOB C TAKUMH JAaHHBIMH Ha HAJIWYHE MPU3HAKOB H
CUMIITOMOB JICKOMIIEHCAIIUH (DYHKITUU TICUCHH.

Jnst monmyueHust HTHPOPMAIIMK O KPUTEPUSAX OTMEHBI UCHONb3YHTE MHCTPYKLHUIO 10 MPUMEHEHHUIO
COOTBETCTBYIOIIMX MpernapaToB natepdepona. [Ipuem npemnapara PeBosneiin cienyer mpekpaTUTh B
Cllyyae OTMEHbI IPOTUBOBUPYCHOW TEPANMH B CBS3U C JIEKOMIICHCAIMEH (DYHKIIMN TICUCHH.

Tspoxennlie TOpaKSHUS IICUCHHI

B KIMHMYECKHMX HCCIEeNOBaHMAX OBUIM OTMEUYEHBI OTHENBHBIC CIy4Yau TSKEIOro IOPaXKeHUs
nedeHu. IloBbleHre 1ab0OpaTOpHBIX MOKa3aTele MeueHH BO BCEX CIydasX pa3pelagoch Mocie
IepepplBa WIM OTMEHBI Tepanuu mnpenaparoM Pesoselin. B KIMHHYECKMX MCCIENOBAaHUAX Y
nanueHToB ¢ TAA, KOTOpBIM HE NMPOBOAMIIACH IPOrpaMMHAsi UMMYHOCYIIPECCUBHAs Tepanus, U y
naueHToB ¢ pedpakreprnoit TAA cimyyaeB pa3BUTHS TSDKEJIOTO IMOPAXKEHUS MEUYEHU BBIIBICHO HE
ObUIO, OJHAKO YHCIO TMAlUEHTOB C JAaHHBIM [IOKa3aHWEM ObUIO OrpaHMYEHO. Y4YUThIBas
npuMeHeHne npu TAA MakcuManbHOM AomycTUMOHM 1036l mpemnapara (150 mr/cyt) m xapakrep
peaKkiuy, HeoOXOAUMO YUUTHIBATh BO3MOKHOCTh Pa3BUTHUS NOPaKEHUs MEUCHH, HHIYLIUPOBAaHHOTO
IIPUEMOM IIperapara.

TpoMboTHYECKHE W/WIH TPOMOOIMOOINYECKHE OCIOKHEHUS

KonrdecTBo TpOMOOIMTOB BBINIE HOPMBI MPEICTABISIET TEOPETUUYECKHI PUCK TPOMOOTHUECKUX
u/umm TpoMOOAIMOOIMUECKHX OCIOKHEHHA. B KIMHWYECKMX HCCIeOBAaHUAX dTpoMOomara y
naiueHToB ¢ WTII  TpoMOOSMOONIMYECKHEe OCIOKHEHUS HAONIONAINCh TIPU  KOJIWYECTBE
TPOMOOITMTOB KaK HIJKE, TaK U B MPEIEIax HOPMBI.

[TanienTaM Cc M3BECTHBIMU (DakTOpaMH puCKa TPOMOOIMOOIMUYECKUX OCIOKHEHMH (TakMX Kak
myTanus (akropa V Jlelimena, aedunutr antutpomoOuna III (ATII), aaTudochomumuaHbi
CHHJIPOM H JIp.) CIIEAYyeT YAENIATh 0c000e BHUMAHUE MPU IPUMEHEHUH 3ITpoMOoOnara.

CrnenyeT TIIATENbHO KOHTPOJMPOBATH KOJUYECTBO TPOMOOLMTOB M PacCMOTPETh BOMPOC O
CHIDKCHUU JT03bI WJIM OTMEHE AIITPOMOOIIara, €Clii KOJIMYeCTBO TPOMOOIINTOB MPEBHIIIACT [IEJICBbIC
3HAYEHUS.

B uccnenoanmsx no UTII y 42 u3 763 manuenTos (5,5 %) ObUT OTMEUEH TPOMOOTHUYECKHA W/UITH
TpoMOOIMOOIMUeCKHil AMmn30/. TpomMO0IMOOIMKM BKIIIOYAIIN: AMOOJUIO, B TOM YHCIE JIETOYHYIO
5MO0NINI0, TPOMOO3 TIYyOOKHMX BEH, TPAH3UTOpPHBIC HIIEMHUYECKHE aTakd, MHGPApKT MHOKap[a,
WIIEMUYECKU WHCYJIBT W 3alOJ03PCHHBIA TPOJOHTUPOBAHHBIM OOpaTUMBIA HWIIEMHUYECKUN
HEBPOJIOTUYECKUN AePUITUT.

He cnenyer mpumeHsTh 3nTpoMOomnar Juisl JIeUYeHHUs MaldeHTOB ¢ HapylleHHeM (YHKIUU MeYeHH
(= 5 Ganos no mkane Yaitna-I1s10), ecnu oxxugaeMas ojab3a HE MPEBBIIACT YCTAaHOBICHHBIN PUCK
TpomM0OO3a BOPOTHOM BeHBL. Ecnmu JnedeHme cyuTaeTcs IenecooOpa3HbIM, CIEAYeT COOII0IaTh
OCTOPOXHOCTH MPH MPUMEHEHUH ITpOMOONara y naueHTOB ¢ HapylIeHHeM (PYHKLIUH ITEYCHH.

B 2-x KOHTpOIHMPYEMBIX HCCIEAOBAHHUAX C y4acTHEM MaIueHTOB ¢ Tpombornutonenueidr u BI'C,
MOJTy4aBIIUX Tepamnuto uaTepdeponom, y 31 u3 955 nanuentos (3 %), moayyaBmux 3ATpoMOONar,
n'y 5 u3 484 mnamumentoB (1 %), momydaBmuX Mianedo, OTMEYAIUCh TPOMOOTUYECKHE WU
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MPEUMYIIECTBEHHO OBUTM HETSDKENBIMH M Pa3pelliINCh K KOHIy HccienoBaHus. Tpom0603
BOPOTHOW BEHBI ObUT HamboJiee PACIPOCTPAHEHHBIM W3 TPOMOOIMOOIMUYECKHX OCIOXHEHUH B
obenx rpymmnax (1 % mauueHToB, MOTy4aBIIUX AnITpomMbonar, U < 1 % ManueHTOB, MOITY4aBIIMX
maane6o). BpeMeHHOM CBS3M MEXKIy HavyaJioM JICYCHUS M PAa3BUTHEM TPOMOOTHYECKUX W/HUIU
TpOMOOIMOOTMYECKUX OCIOKHEHUH He HaOMonanocs. Y MalUMeHTOB € HU3KHUM YPOBHEM
anpoymuna (<35 r/n) wimm 6amwiom > 10 mo mkasie MELD oTmMedeHO ABYKpaTHOE YBEIHYCHHE
pHUCKa pa3BUTHUS TPOMOOIMOOTUIECKIX OCIOKHEHUH B CPABHEHHH C MAIMEHTaMU ¢ 00J1e€ BBICOKUM
ypoOBHEM ajbOyMHHA; ManueHThl B Bo3pacte 60 JieT U crapiie MMETu IBYKPATHOE yBEIWYCHHE
pUCKa pPa3BUTHUA TPOMOOAIMOOIMYECKHX OCIOKHEHMH, dYeM Ooyiee MOJIOJbIE IalUEHTHI.
OnTpombonar cieAyeT NPUMEHSTh Ui JIEYeHHs] TaKuX MalleHTOB TOJIBKO MOCJe TINATEIbHOIO
CpaBHEHHSI OKMAAEMOW TOJBb3bl U BO3MOXKHBIX PHCKOB. BOJBIIMHCTBO ciy4aeB TPOMOOTHYECKHX
W/umm  TpoMOOSIMOOIMUECKUX OCIOKHEHHH HE TMPHUBEIO K NPEKPAIICHUIO MPOTHBOBUPYCHON
Teparmm.

B KOHTpoMMpyeMoM HcCIeJ0BaHUU C yYaCTHEM MAIlMEHTOB ¢ TPOMOOIMTONEHUEH U XPOHUYECKUMHU
3a0ojeBaHUAMHU TeueHU (n = 288), mepeHecmnX IJIaHOBbIE MHBAa3MBHBIC BMELIATEIbCTBA, PHUCK
TpoM0OO3a B CHCTEME BOPOTHOI BeHbI ObLI MOBBIIIEH y MAlMEHTOB, MOJyYaBUIMX JITpoMOONar B
no3e 75 mr 1 pa3 B cyTku B TeueHue 14 qHei.

Y mectu u3 143 (4 %) B3poCHBIX MAIMEHTOB C XPOHMYECKON OOJE3HBIO MEUEHH, MOJIyYaBIIUX
anTpoMOomnar, pa3BUINCh TPOMOOIMOOTMYECKHE SIBICHUS (BCE B CHUCTEME BOPOTHON BEHHI), a B
rpynne miaanedo TpomOo3MOoNnYecKue SIBICHUS pa3BUINCh Yy 1BYX u3 145 (1 %) mamuentos (1
cilyyail B cuUCTeMe BOpPOTHOW BeHBbl M | ciywyaid uH(apkTra MuOKapia). Y NSATH HAIMEHTOB,
MOJIyYaBIIUX JIEUEHUE AITpoMOOnarom, TpoMO0IMOOINYECKHE SBICHUS pa3BUIUCH B TeueHue 30
JHEH Mocie 3aBeplIeHHs MpueMa dIITpoMOorara mpu KOJIMYECTBE TPOMOOIIMTOB, MPEBBIIIABIIEM
200 000/mKJ1.

B xnmHn4eckux uccrnenoBaHusx pedpakrepHoil TAA ciyuaeB pa3BUTHS TPOMOOTHYECKHX W/HUIIH
TPOMOOIMOOIMUECKUX OCJIOKHEHHH BBIABICHO HE OBUIO, OJHAKO YHCIIO MAIMEHTOB C JAaHHBIM
nokazaHueM ObuTo orpannyeHo. HeoOXoauMo yuuThIBaTh BO3SMOXKHOCTH Pa3BUTHS TPOMOOTHUECKUX
U/MI TpoMOOIMOOIMYECKIX OCIIOKHEHNH, WHAYyNHPOBAaHHBIX NPHEMOM Ipemnapara PeBoneiin, B
MOMYJIAUUY TAlMEeHTOB, MPUHUMAsl BO BHUMaHUE Ha3HAUYCHHE MAaKCHMAJIbHO JIOMYCTHMOM J03bI U
XapaKTep PeaKIHH.

[Ipenapar PeBoneiin He cieayeT NPUMEHATH sl JICYCHHUS TPOMOOIMTONECHUU Yy MAIMEHTOB C
XpOHUYECKMM 3a00JieBaHMEM II€YEHM B paMKax IIOATOTOBKM K HWHBA3MBHBIM IpOLELypam
(Hampumep, OHMOIICHS  TEYEHM, TPAHCHIOTYJSIPHOE  BHYTPUIIEYEHOYHOE MOPTOCHUCTEMHOE
LIYHTUPOBAHUE, SHAOCKONNYECKUIA METO/ JIEUEHHs BAPUKO3HOI'O PAaCIIMPEHUS BEH MUILEBO/A).

KDOBOTG‘IGHI/IG NOCJIC NPEKpallCHUSA JICUCHU 3HTDOM6OHaFOM

[Tocne nmpekpaiienus tepanuu npenaparoM Pesoneiin, HazHauennou st nedenus UTII u BI'C, y
GOHBLHI/IHCTBa IIallTUEHTOB KOJIHWYECTBO TpOM6OI_[I/ITOB B TeueHue 2 HCACIIb BO3BpPAIIacTCA K
UCXOJHOMY 3HAUEHUIO, YTO TOBBIIIAET PUCK PA3BUTHUS KPOBOTEUECHMS, a B HEKOTOPBIX CIydasx
MOXKET TIPUBECTH K KpOBOTE€UCHHIO. KOIMYecTBO TpPOMOOIIMTOB HEOOXOIUMO €KEHEACIBHO
KOHTPOJIMPOBATh HA MPOTSHKEHUH 4 HE/Ieb M0cie OTMEHBI AITpoMOorara.

IIporpeccupoBanue CYILECTBYIOMEro MueioaucIuiacruueckoro cuaapoma (MJC)

AronucTel penentopa TpombornostTuHa TPO-R sBnstorcs ¢dakTopamMu pocrta, NPUBOIANIUMHU K
pocty U audepeHIIMPOBKE KICTOK-IIPEIIIECTBEHHUKOB, B T.4. TU((GEPEHIMPOBKE U BBIpaOOTKE
TpombonuToB. DKcnpeccusi TPO-R mpoucxoauT Ha MOBEPXHOCTH KIETOK MUEIOUIHOTO POCTKA.

CyuiecTByeT omaceHue, uro npuMeHeHue aroHuctoB TPO-R  Moxker CcTUMyIMpOBAThH
IIPOrPECCUPOBAHUE CYIIECTBYIOIMX 3J10KaYECTBEHHBIX I€MaTOJIOIMYECKHX 3a00JI€BaHUM, TaKUX
kak M/IC. B xiIMHHYECKUX HCCIIENOBaHMIX NpU NpuMeHeHuu aroHuctoB TPO-R y manueHToB c
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cirydau nporpeccun MJIC 10 0CTporo MUEIONAHOTO JIEHKO3a.

C nensto noarsepxkaeHusa nuarnoza UTII wim TAA y mamueHTOB MOXKHIOTO BO3pacTa CIEAYET
HUCKIIHOYUTH ,Z[pyrl/le KIIMHUYCCKHUEC COCTOAHUA, HpOHBHHIOH.IPIGCH TpOMGOI_II/ITOHeHI/IGI\/'I, B 4aCTHOCTHU,
uckmounTh auardHo3 MJIC. Crnenyer ydecTb BO3MOXKHOCTH TPOBEICHUS MYyHKIUA W OHUOIICHHU
KOCTHOT'O MO3Tra Ha HpOTH)KeHI/II/I TCUCHUA 3a6OJI€BaHI/I$I 148 TepaHI/II/I, B OCO6€HHOCTI/I y ITaIfMCHTOB
crapie 60 JieT, MarMeHTOB ¢ CHCTEMHBIMU TIPOSBJICHUSMHU WIIH MAaTOJIOTHYECKUMHU TIPOSBIICHUSIMH,
TaKMMH KaK YBEITMYCHHUE KOJTMYECTBA OJACTHBIX KJIETOK B IepU(epruIecKoil KPOBH.

DddekTuBHOCTh U 0€30MaCHOCTh MPUMEHEHHS dATpoMOoOara Ijis JISUCHUs IPyrux 3a00IeBaHui 1
COCTOSIHUH, COMPOBOXKIAIOIIUXCS TPOMOOIMTONEHUEH, BKIIOYash TPOMOOIMTONEHUIO IOCHe
XHUMHOTEPAITUU ¥ MUACIOAUCIUIACTHYECKUE CHHAPOMBI, B HACTOSIIIIEE BPEMS HE yCTAaHOBJICHEI.

[IpoTuBOMOKa3aHO  NpPUMEHEHHE  dnTpoMOomara  Ais  KOPPEKIMH  TPOMOOIMTOIECHUH,
obycnoBiaeHHo MJIC wunam JOpyrdMH  COCTOSHMSIMM, KpOME OJOOpPEHHBIX IIOKa3aHHH K
MNPUMCHCHUIO, BHC PAMOK KIIMHUYCCKUX HCCHGHOBaHHﬁ.

310KaYeCTBEHHBIC HOBOOOPA30BAHUS 1 IIPOTIPECCUPOBAHNE 3710KAYS€CTBEHHBIX HOBOOOPa30BaAHMIA

CymiecTByeT TeopeTHdecKass BO3MOXHOCTb, uTO aroHuctsl TPO-R Moryr crumynupoBatrs
MPOTPECCUPOBAHME CYIIECTBYIONMINX T€MAaTOJIOTHYECKUX HOBOOOpa3zoBauuii, Harpumep, MJIC.

B xone xnmunnyeckux uccinenoanuit y nauuentoB ¢ UTIT (n=493) u BI'C (n=1439) ne nokazaHo
pa3auuuii B YacTOT€ PAa3BUTHUS 3JIOKAYECTBEHHBIX HOBOOOPA30BaHHUM WM 3J10KAYECTBEHHBIX
3a00JIeBaHUN KPOBU MEX]y MAIMEHTaMH, TOTY4YaBIIMMH IJIA[e00, ¥ MallMeHTaMu, TOTyYaBITHMH
anTpoMoOoIIar.

OT0 cornacyercs ¢ HHPOpMAaIUel, MOTy4YeHHON B X0/Ie TOKIMHUYECKUX UCCIEA0BAHNUN, B KOTOPBIX
He ObUIO TMOJYYeHO CBHJIETENBbCTB 3JIOKAaYeCTBEHHOW mposindepanuyl KIETOK MpU MHKYOaluu B
NPUCYTCTBUHU 3ATpoMOomara kiaetouHslx JuHUM MJIC, KIETOYHBIX JWMHUN pa3iuyHBIX THUIIOB
JIeKOo3a M KIJICTOYHBIX JIMHUH COJIUIHBIX OIMyXOJeH (TOJCTOW KHIIKH, MPEACTATEIHHON KEJIe3bl,
SIMYHUKOB U JIETKUX).

Iluroresernyeckue anoMannu W paszsurtre MJIC/ocTporo MHEIOHMIHOrO JIEHKO3a V HAIlMEHTOB C
TSHKEJION aIIaCTUYECKON aHEMUEN

N3BecTHO, YTO LUTOTCHETHUYECKHE AaHOMAJIWM BCTPEYAKOTCS Yy MAMEHTOB C  TSIKEJIOU
arutacTudeckoil anemueid. Her HaHHBIX, CBUIETENBCTBYIONIMX, YTO SITPOMOOIATr CIIOCOOCTBYET
MOBBIIICHUIO PUCKAa pa3BUTHS LHUTONEHETHYECKUX HapylleHuil y mnauueHtoB ¢ TAA. B
KIMHUYECKOM HccleoBaHuu antpombonara Il ¢a3el y mManueHToB ¢ TSHKENOW aruiaCTHYECKOU
aHEeMHUEeW 4aCTOTa HOBBIX IIUTOTEHETHYCCKUX aHOMAINK ObuTa oTMedeHa y 19 % maruenToB (8 u3 43
MAIMEHTOB, Y TSTH U3 HUX OBUIM OTMEYEHBI U3MEHEHUs B xpoMocoMme 7). CpeaHee BpeMst pa3BUTHS
IIUTOT€HETHYCCKUX aHOMAJIMH OT Hadaja HCCICIOBAHUS COCTAaBUIIO 2,9 MECSIIeB.

B xnmHMYeCcKHX HcClIeqoBaHuAX Tpombonara y nanueHToB ¢ TAA y 4 % nauuentos (5 u3 133)
ob1 quarnoctupoBad MJIC. Cpennee BpeMst OT Hadasia JIedYeHHUsT AITPOMOOMAroM 70 MOCTaHOBKH
IMarHo3a COCTaBUIIO 3 MecsIia.

Hns  nanuentoB ¢ TAA, PE3UCTEHTHBIX WIM MNPEABAPUTEIBHO  MPOLICANINX  KypC
MMMYHOCYIIPECCUBHON Tepamnuy, PEeKOMEHAYEeTCsS LUTOTCHETUYEeCKOe MCCIeIOBaHue acmiupaTa
KOCTHOT'O MO3ra JI0 Hayajla Tepalmuy JITPOMOOIIaroM, CIyctsi 3 Mecsia Iocie Havyaja JCYCHUs U
yepe3 6 MecdAleB MOCiIe OKOHYaHMS NpUMeHeHus s>nTpomOomnara. Ecnu oOHapykuBalOTCs HOBbIE
[IUTOTCHETHYECKIE AaHOMAJINH, HEOOXOAMMa OIeHKAa IIeJIeCOO0Pa3HOCTH IPOIOIDKCHUS TEpaIiy
ANITPOMOOTIArOM.

Karapakra

B TOKCHKOJIOTMUYECKHMX WCCIEIOBAaHUSAX OJIITpOMOOIara y TpBI3YHOB BBISBIISUIACH KaTapakTa.
PexomenoBaHo maHoBOE HAOJIOICHHUE MTAIIMEHTOB HA MIPEAMET Pa3BUTHS KaTapaKThI.
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tpomboruronenueit 1 BI'C, xotopble momydanu JiedeHHe Ha ocHoBe HMHTepdepoHoB (n=1439),
coOOIIATIOCh O MPOrPEeCCUPOBAHUU KAaTapaKThl, CYIIECTBOBABIIEH HCXOAHO, WJIM O HOSBICHUU
KaTapakThbl y 8 % MalueHToB B rpymie airpomobonara u 5 % naueHToB B Ipyriie mianeto.

Y umuenne uarepsasia QT/QTc

HccnenoBanne BnusHUs mpenapara Ha uHTepBan QTc ¢ ywactuem 370pOBBIX JTOOPOBOJIBIIEB,
MOJIyYaBIIUX ITpoMOonar B 03¢ 150 Mr B CyTKH, HE BBIIBUIIO KJIMHUYECKU 3HAYUMOTO 3 deKTa
IpernapaTa Ha penojspusanuio cepaua. Y ummHeHue wuHtepBana QTc perucrpupoBanu B
KIIMHAYECKUX WCCIeN0BaHUAX ¢ ydactueM nanueHToB ¢ UTII u mamueHToB ¢ TpOMOOIIMTOTICHUEH,
uHpumposanueix BI'C. KnuHuyeckast 3HAaYMMOCTh JaHHBIX SIBJICHUN y/uinHeHHs nHTepBana QTc
HE YCTaHOBJICHA.

YTpara oTBETa Ha TEPAIHIO 3HTDOM6OHaI‘OM

VT1para OoTBeTa WJIM HECHOCOOHOCTh MOAJCPKHUBATH KOJIMYECTBO TPOMOOIIMTOB IIPH JICUECHUH
anTpoMOONaroM B PEKOMEHJIYyeMOM Juamna3oHe TpeOyeT MOHUCKa MPHYUHBI, OOBSICHAIOLICH
yTpaTy/ToTepio OTBETA.

BausHue Ha CEpPONIOTHUESCKUE TOKA3ATEIIN

OntpoMbonar 04eHb OKpaIIEH, T03TOMY MOXKET OKa3blBaTh BIMSHHUE Ha HEKOTOPHIE J1JaOOPaTOPHBIE
nokaszatenu. B psae cinyuyaeB y manuMeHTOB, MPUHUMABHIMX Mperapar PeBoneiin, coolmanocs 00
o0eclBeUBaHUY CHIBOPOTKH KPOBH M BIIMSIHMH Ha IMOKa3aTeu o0Iero OmmpyornHa U KpeaTHHUHA.
Ecnu pe3ynbrarsl 1a00paTOPHBIX UCCIIEOBAaHUHN M KIMHUYECKUX HAOIIOACHUI IPOTUBOpEYAT JIpyT
Apyry, TO NPU HAJIUYHUU KIMHUYECKU YCTAHOBJIEHHOM JKENTYyXU B ONPEAEICHHUU JOCTOBEPHOCTH
HU3KHUX YPOBHEW 00IIero OmimpyorHa MOXKET MOMOYb OJJHOBPEMEHHOE OIpeJIelIeHUe MoKa3aTesen
aMMHOTpaHc(epas, B Cilydae k€ HEOKUJAHHO BBICOKHMX ITOKa3aTeslell ChIBOPOTOYHOIO KpeaTHHHHA
ClIeAyeT TPOBOJUTH OLIEHKY IIOKa3aTelss MOUYEBMHBI KpoBU. IloBTOpHOE saboparopHoe
UCCIIEIOBAaHKUE C UCIOJIB30BAaHUEM APYroro METO/a aHalIu3a TaKKe MOXKET MOMOYb B OIPEIEICHUH
JIOCTOBEPHOCTH IMArHo3a.

BcnomMorarenpHBIE BEIISCTBA

[Ipenapar PeBoneiin comepxut MeHee 1 Mmonb HaTpus (23 Mr) HaTpus Ha OAHY TaOJeTKy,
MOKPBITYIO IJIEHOYHOH 000JI0YKOH, TO €CTh MPAKTUUYECKH , TIO CYTH, «HE COJIEPHKHUT HATPUS.».

4.5. B3aumopeiicTBMe ¢ [PYTHMH JIeKAPCTBeHHBbIMHM MpenapataMd M Jpyrue BHABI
B3aMMOJAEHCTBUSA

Biusgaue 3HTDOM6OHaFa Ha ApyTruc JCKAPCTBCHHBIC IPCIIapaThl

Hneubumopor 'MK—KoA pedykma3swi

[Tpumenenue >ntpomOomnara B 03¢ 75 Mr 1 pa3 B CyTKM B T€UEHHME S5 JHEH C pO3yBacTaTHHOM,
SIBJSIIOLIIAMCST CyOCTpaToM OeNKOoB—TIepeHocunKkoB oprannuecknx annoHoB OATP1B1 u BCPR , B
oqHOKpaTHOH 03¢ 10 Mr BeI3bIBaIO y 39 310pOBBIX 100poBOIbLEB yBeanueHHE Cmax 10 103 %
(90 % AN (AU = nosepurenbHblit uHTEpBaN): 82 %, 126 %) u AUCinr 10 55 % (90 % AU: 42 %,
69 %) po3yBacTaTiHa B IJIa3M€ KPOBH.

OxumaeTcss TakXe B3aMMOJCUCTBHE ¢ JpyruMu Tmpenaparamu  uHTHOuTopamu ['MK-KoA
peaAyKTasbl, B TOM 4YHUCJIC aTOPBACTATHHOM, (bHYBaCTaTI/IHOM, JIOBACTaTUHOM, IpaBaCTaTUHOM U
CUMBAcTaTUHOM. [Ipu OJHOBpEMEHHOM MPUMEHEHHHM C DITPOMOOIAroM CIEAYeT PacCMOTPETh
BO3MOKHOCTh CHIKEHHs 1036l MHTHOMTOpoB I'MK—KOA penykrassl ¢ THIATETbHBIM KOHTPOJIEM
HEXEJIaTeIbHBIX PEeaKIui Ha CTAaTUHBI (CM. pa3aen 5.2).

Cyocmpamvt OATPIB1 u BCRP

[Ipu oqHOBpEMEHHOM MPUMEHEHUH AITpoMOoOIIara ¢ IpyruMu cyocTparaMu OeIKOB—IIEPEHOCUUKOB
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resistance protein — O€JIOK PE3UCTEHTHOCTH paKa MOJOYHOW jKeJe3bl) (Hampumep, TOTOTEKaH W
METOTPEKCAT) CIeIyeT COOII0IaTh OCTOPOKHOCTD (CM. pazaen 5.2).

Cybcmpamul yumoxpoma P450

B nccnenoBanusax ¢ MCTIOIb30BaHUEM MHUKPOCOM TIEYEHH YeIOBeKa 31TpoMOomnar (B KOHIEHTPAUH
1o 100 MMonb) HE MPOAEMOHCTPHUPOBAN in vitro uHruoupoBanus usopepmentos CYP450 1A2,
2A6, 2C19, 2D6, 2E1, 3A4/5 nu 4A9/11, u 6b11 uarudburopom nzodepmerntos CYP2C8 u CYP2C9
[0 JTAHHBIM M3MEpPEHHH ¢ MCIOJIb30BAaHUEM MAKIMTAKCeNa U AUKIO(PEHKA B KaUeCTBE MAapKEPHBIX
cybcTpaToB.

[Tpuem sntpombonara B go3e 75 mMr 1 pa3 B CyTKH B TeueHue 7 AHEH y 24 310pOBBIX MYXYWH—
TO0OpPOBOJIBIICB HE MHTMOMPOBAJ M HE BBI3BIBAJ MHAYKIIMH MeTabOIM3Ma MapKepHBIX CyOCTpaToB
depmentoB 1A2 (kodeun), 2C19 (omenpazon), 2C9 (daypounpoden) unu 3A4 (Munazonam).
KnuHuyeckn 3HaYUMBIX B3aMMOJEHCTBUII MpPHU OJHOBPEMEHHOM MPHUMEHEHUHU 3iTpombonara u
cyoctparoB nuroxpoma CYP450 ne oxxumaercs (cM. paznen 5.2).

Hneubumopol npomeaswl supyca cenamuma C

He TtpeOyercss Koppekuus A03bl siTpomMOomnara IpH €ro OAHOBPEMEHHOM IIPUMEHEHUHU C
TeNanpeBUpoM win OonenpeBupoM. Ilpu ogHOBpeMEHHOM NPUMEHEHMM »JiTpomOonara B
oqHoKpaTHON no3e 200 Mr u TenmampeBupa B go3e 750 Mr kaxzaple 8 94acoB He HAOIIOIANOCh
W3MEHEHMH 5SKCIIO3UMIMM TelanpeBupa B IIa3Me KpoBU. IIpM OJHOBpPEMEHHOM IpPUMEHEHHH
antpombonara B ogHOKpaTHOU mo3e 200 mr u GouenpeBupa B go3e 800 Mr kaxiasle 8 4acoB He
Habmonanock n3menennii AUC(0—) OorenpeBrpa B I1a3Me KPOBH, OJHAKO OTMEUYEHO YBEJIMYCHHE
Cmax Ha 20% wu cHmwkeHne Cmin Ha 32 %. Knumauueckass 3Ha4MMOCTh yMeHBIIEHUS Cmin HE
YCTaHOBJIEHA, PEKOMEH/I0BaH TUIATEIbHbIN KIMHUYECKUI U 1a00paTOPHBII MOHUTOPUHT CYNIPECCUU
HCV.

JIekapCTBEHHBIE CPEJICTBA, KOTOPBIE MOT'YT OKa3bIBATh BIMSIHKE HA 3JITDOM6OH3F

Luxnocnopun: OTMEUEHO YMEHBIICHHE OKCIO3UIMM 3iTpoMbonara TMpH  OJHOBPEMEHHOM
npumenenunn ¢ 200 mr u 600 mr rukinocnopuaa (narnoutTopa BCRP), koTOpoe He paciieHeHO Kak
KIMHUYECKH 3HaunMoe. [Ipumenenune snrpombonara B 0JHOKpaTHOH g03¢ 50 MI ¢ IIUKIOCTIOPUHOM
B 03¢ 200 mr cHmXano Cmax 1 AUCins anTpombomnara Ha 25 % (90 % AU: 15 %, 35 %) u 18 %
(90% HOU: 8 %, 28 %) coorBercTBeHHO. OnaHOBpeMeHHOe BBeAeHue 600 Mr HHMKIOCTIOpUHA
cHIKANO Cmax 1 AUCins 3nTpom6omiara Ha 39 % (90 % JAU: 30 %, 47 %) u 24 % (90 % AU: 14 %,
32 %) cooTBeTcTBeHHO. Ha mpoTsHkKeHHMu Kypca TepanuH MpenapaToM 3ITpoMOOnaroM BO3MOXKHA
KOPPEKIIMS €T0 J103bl Ha OCHOBAHUH IMOJICYETa KOJUYECTBAa TPOMOOLIUTOB (cM. pa3zen 4.2). Cnenyer
KOHTPOJMPOBATh KOJIWYECTBO TPOMOOIIUTOB €XEHEAETbHO Ha MPOTSKEHUHU 2 — 3 Helenb Ha (oHe
OJTHOBPEMEHHOTO MPHUMEHEHUs Tpernapara C IUKIocopuHoM. Ha ocHOBaHWMM KOJUYecTBa
TPOMOOIIMTOB BO3MOKHO BOZHUKHOBEHHE HEOOXOIUMOCTH YBEJINYCHHUS JO3bI AITpOoMOONara.

Ionusanenmuvie KamuoHvl (00pazoeaHue XeiamHvlX KOMNWIEKco8): >SATpoMOomar oOpasyer
XeNlaTHhIC COSAMHEHUS C TAKUMU MOJMBAJICHTHRIMU KaTHOHAMH, KaK allFOMUHUMN, KaIbIUH, )Kee30,
MarHui, ceieH W nuHK. [IpuMeHeHme snTpombomnara B OJHOKPATHOW J03€ 75 MI' ¢ aHTaIlMJIOM,
coJiepKallluM TOJUBAJICHTHbIE KaTUOHBI (1524 mr amioMuHMs TUIpokcuaa W 1425 Mr marnus
kapOoHata), mpuBoauiIo K cHkeHuto AUCiy anTpombonara B miasme kposu Ha 70 % (90 % AU:
64 %, 76 %) 1 Cmax HA 70 % (90% AU: 62 %, 76 %).

Bo wu3bexxanue 3HAYUTENBHOTO CHM)KEHHSI BCACchIBaHUS >ATpoMmOoOmara, cieayeT HNpUHUMATh
aHTAIMJIbI, MOJIOYHBIE TPOAYKTHI M MHUHEpAIbHBIE J00ABKU, COJEpKAIINe IOJTHBATICHTHBIC
KaTUOHBI, 10 KpailHEeH mepe 3a 2 yaca J0 Wiu 4epe3 4 yaca mocjie npuemMa npemnapara Peposeiin
(cm. paznensi 4.2 u 5.2).

Kombunayus nonunasupa c¢ pumonaeupom: OJHOBPEMEHHOE NpPUMEHEHHE »>iaTpombOornara u
KOMOMHAIIMKM JIOMMHABHPA C PHUTOHABUPOM MOXKET NPHUBECTH K CHUKCHHIO KOHIICHTPAIMH
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OJTHOBPEMEHHOE OJHOKpAaTHOE MpUMeHeHne dnaTpombonara B jo3e 100 Mr u MHOTOKpaTHOE
MMPUMEHEHHE KOMOWHAIMK JIONWHABHpa ¢ puToHaBUpoM B 1o3e 400 mr/ 100 mr 2 paza B CyTKH
npuBoaMiIo K cHibkeHuto 3HaueHuss AUCinr antpomOomnara B muazme kpoBu Ha 17 % (90 % JU:
6,6 %, 26,6 %).

CrnenoBarenbHO, IPH OJHOBPEMEHHOM IMPUMEHEHHMH 3ITpoMbonara 1 KOMOMHALIMU JIONMHABHpPA C
PUTOHABHPOM HEOOXOJUMO MPOSIBIIATH MOBBIIICHHYIO OCTOPOXKHOCTH. HeoOXOoauM THiaTeTbHbIH
KOHTpOJ'II: KOJIMUCCTBaA TpOM6OI_[I/ITOB MUHHUMYM CIKCHCICIIBHO Ha HpOT}I)KeHI/II/I 2—3 HCOCIIb OJId
HaJyIeKamero moadopa M03bl 3ATpoMOomara MpH HAa3HAYCHWW WJIA OTMEHE KOMOWHAIUH
JIONIMHABUPA C PUTOHABUPOM.

Hneubumopuot u unoykmopwt uzogpepmenmos CYPIA2 u CYP2CS

Metabonau3m saTpoMOOIara OCYIIECTBISETCS MHOXKECTBEHHBIMH IYTSIMH, B TOM 4YHCIE C
BoBneueHueM wuszodepmentoB CYP1A2, CYP2C8, UGTI1Al, u UGTIA3 (cm. pazgen 5.2).
JlexapcTBeHHBIE TIpenapaThl, KOTOPbIe HHTUOUPYIOT WM WHAYLUUPYIOT TOJBKO OIMH H30()EPMEHT,
BPSIT JTM MOTYT 3HAYMMO M3MEHSTh KOHIICHTPAIIHIO 3JITPOMOOIIara B rjia3mMe KpoBH, B TO BpeMs Kak
JIEKapCTBEHHBIE MpemapaThl, WHTHOUPYIOMINE WU WHAYIUPYIOIIUE MHOKECTBO H30()EPMEHTOB,
00Jaal0T TOTCHIMAJIIOM YBEIWYWBaTh (Hampumep, (GIyBOKCAMWH) WIJIM CHHUXaTh (HampuMmep,
pU(aMITUIIIH) KOHIIEHTPALUIO 3ITpoMOorara.

Hnzubumopor npomeasvr eupyca cenamuma C: IpUA OJHOBPEMEHHOM IIPUMEHEHUH IMOBTOPHBIX 103
6onenpeBupa o 800 Mr kakaple 8 4acoB MM TejianpeBupa B jgo3e 750 Mr kaxaple 8§ 4acoB U
npenapara PeBoneiin B omHOkpatHOW no3e¢ 200 Mr He HaOMIOJANOCh HM3MEHEHHMHA YPOBHS
anTpombomnara B rjaasmMe KpOBH JI0 KIMHUYECKH 3HAYMMOTO YPOBHSI.

Jlexapcmeennvie npenapamol 0 evenus UTIT

JlexapcTBeHHBIE Tpenaparbl, KOTOPhIE MPUMEHSUIH B KIMHMYECKUX HMCCIEIOBAHUSAX IS JICUCHUS
UTII B xomMOMHaLuU C 3ATPOMOONAroM BKIIOYANIU: TIIFOKOKOPTUKOCTEPOUIbI, JaHA30Jl W/WIH
a3aTUOMPUH, MUMMYHOTJIIOOYIUMH U aHTH-D uMMyHOrnoOynwH BHYTpuBEHHO. [lpu mpumeHeHHH
npenapara PeBoneiin B KOMOMHAIIUY ¢ IPYTUMHU JIEKAPCTBEHHBIMH TIperiapataMu Jiist jgeuennst UTIT
HEO0OXOUMO KOHTPOJIMPOBATh KOIUYECTBO TPOMOOIIMTOB BO HM30€KAHUE BBHIXOJA 3a IMPEACIBI
PEKOMEHIOBAaHHOTO JuarnaszoHa (cM. pazaen 4.2).

B3auMoenicTBre ¢ IUIIENR

[Ipuem »saTpoMOomara B OJHOKpAaTHOW 03¢ S50 Mr co CTaHIAPTHBIM BBICOKOKATOPUHHBIM
3aBTPAKOM, COJAEpXKAIIUM OOJBIIOE KOJMYECTBO JKUPOB W MOJOYHBIE MPOAYKTHI, CHHUXKACT
nokazatenb AUCins antpombonara Ha 59 % (90 % AU: 54 %, 64 %) u Cmax Ha 65 % (90 % [U:
59 %, 70 %).

[Tuma ¢ HebompIUM cojepkanueM Kablus (< 50 MT KaibIus), BKIIOYArOMIas GPYKThI, TOCTHYIO
BETUYHHY, TOBSAMHY, HeoOorameHHbIe (0e3 J00aBOK KalbIIHs, jKelie3a U Maraus) pyKTOBbIE COKH,
HEOOOTalEHHOE COCBOE MOJIOKO, HEOOOTAICHHYIO KPYITy, HE OKa3bIBAET CYIIECTBCHHOTO BIIMSHHS
Ha IUIa3MEHHYIO KCIO3UIMIO AITPOMOOINara BHE 3aBHCHUMOCTH OT KaJOPUHHOCTH M COJAEPIKAHUS
YKUPOB B muIIe (CM. pazaen 4.2).

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD M JIAKTAIUSI

JKeHIIMHEI ¢ JIETOPOAHBIM ITOTSHITNAIOM (KOHTDaHeHHI/IH Y MYKYHMH U }KGHHII/IH)

[Ipumenenune mnpenapata PeBosel He pekoMeHAyeTcs Npu OEpPEeMEHHOCTH My JKEHIIMH C
COXPAaHEHHBIM PENPOAYKTHUBHBIM IIOTCHIUATIOM, HE HCIIOJIB3YIOIINUX METOABI KOHTPALICIILIUH.

bepemeHHOCTD

Her nanHpIX 0 mprMeHeHUU mpenapara Bo BpeMsi OepeMEeHHOCTH y uenoBeka. B uccrienoBanusx y
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OepeMEHHBIM JKMBOTHBIM B TMEpHOJ oOpraHoreHe3a. IloTeHIMambHBIA pPHCK Ui YeJIOBEKa
HeM3BeCTeH. B ciy4yae mnpuMeHeHHs TIperapaTa NpH OEpPEeMEHHOCTH WIM NpPU  PA3BUTHUH
OepeMeHHOCTH Ha (OHE NPUMEHEHMs Ipernapara cieqyeT NPOMH(POPMHUPOBATH MAIMEHTKY O
NOTEHIMAIFHOM pUCKe Ut mioaa. [Ipumenenne npenapara npu 6epeMEHHOCTH BO3MOXKHO JIMIIb B
TOM CJIy4ae, KOr/ia MOTEeHIMAIbHBIN PUCK JUTS IJI0AA OTpaB/AaH OXKHUIaeMON TOJIb30U ISl MaTEpPH.

JlakTamus

Her maHHBIX O TOM, BBIAETSAETCS JIM ATPOMOOIAT WIIM €r0 META0OIUTHI C TPYIHBIM MOJIOKOM Y
YeJoBeKa WM 00 WX BIMSHUM Ha TPYIHBIX JIeTed M Ha CEKpPenuio Mojoka. Tem He MeHee
antpombonar 6pl1 OOHApy’KEH y TMOTOMCTBA JIAKTHPYIOIUX KpbIc uepe3 10 qHel mocne poxaeHus,
YTO JIaeT OCHOBAHME I10JIaraTh, YTO ATPOMOOIAr MOXKET BBIACIATHCS B TpyAHOE MOsoko. Cienyer
MPUHATH pEIIeHUe O MPEKPAIIEHUH IPYAHOTO0 BCKapMIIMBAHUS WM O MPOJOJKEHUU/TIPEKpaIleHIH
Tepanuy npemnaparoM PeBoseiin npuHUMas BO BHUMaHNE PEUMYIIECTBA IPY/THOTO BCKAPMIIMBAHUS
U OXXHMJAeMyI0 TOJIb3Yy Tepanuu s marepu. CreayeT MpeKpaTHUTh I'PyJHOE BCKapMIIMBaHUE B
ciy4yae HeoOX0AMMOCTH IPUMEHEHHS IIpernapara B epuo/] JaKTAIUH.

JlaHHBIE MICCIEOBAHUN V )KUBOTHBIX

B uccnenoBanusx smOprodeTalbHOll TOKCUYHOCTH Y KPBIC U KPOJIMKOB 3ITPOMOOIIAr BBOJIUIICS
caMKaM B TI€PHOJ] OpraHoreHesa. Y caMOK KpbIC TOKCHYecKas n1o3a B 60 mr/kr/cyTt (uro B 6 pa3
MPEBBIIIATIO KIMHUYECKOE BO3JeiicTBHE Ha denoBeka Ha ocHoBaHun AUC y mamuentoB ¢ UTII B
no3e 75 Mr/cyT u B 3 pasa MpeBbIIIalo KIMHUYECKOe BO3/eiicTBUE Ha yenoBeka Ha ocHoBe AUC y
MalUeHTOB ¢ XpoHudeckuM rematutoM C mpu mosze 100 mr/cyT) mpuBoamiIa K CHIDKCHHIO Beca
1012 ¥ HEeOOJBIIOMY YBEJIWYEHUIO YaCTOThI Pa3BUTHS IIEHHBIX peOep. Hukakux mokas3arenbcTB
CEpbE3HBIX CTPYKTYPHBIX MOPOKOB B HCCIIEJOBAHMM OTMEYEHO HE ObLI0. Y KPOJIMKOB HE OBLIO
otMeueHo 3 dexToB 3MOprodeTanTbHO TOKCUYHOCTH U TEPATOrC€HHOCTH B J03ax 10 150 Mr/kr/cyT
(8 0,5 pa3 Gomble KIMHAYECKOTO BO3JEHCTBUS Ha YesoBeka Ha ocHoBaHMU AUC y ManmeHToB C
UTII B no3e 75 mr/cyt u B 0,3 pa3a mpeBbIIajio KIMHUYECKOE BO3JCHCTBHE HAa 4YeJIOBEKa Ha
ocHoBanuu AUC y nmanueHToB ¢ XxpoHudeckuM renatutom C B 1o3e 100 mr/cyr).

B wuccnenoBaHusAX Tpe— M MOCTHATATBHOW TOKCHUYHOCTH Y OEpEMEHHBIX KpBIC SIATpoMOomar
Ha3HavaJcs ¢ 6 IHS rectanud M BIUIOTh A0 20 maHs naktanuu. Hukakux moOouHbIX 3¢(deKToB Ha
PENpPOAYKTHBHYIO (DYHKIIMIO MaTepw WM HA Pa3BUTHE MOTOMCTBA MpU A03ax a0 20 Mr/kr/cyT
OTMEUYEHO He ObLI0 (B 2 pa3a 0oJibllle KIIMHUYECKOTO BO3ACHCTBUS Ha YenoBeka Ha ocHoBaHUU AUC
y marueHToB ¢ UTII B go3e 75 Mr/cyT u aHaIOTUYHO KIIMHUYECKOMY BO3JICHCTBHUIO HA YEIOBEKA Ha
ocHoBannu AUC y manmeHToB ¢ XpoHudeckuMm renatutom C B mosze 100 mr/cyTt). Datpombonar
Obul OOHapykeH B IUla3Me KpoBU mHoToMcTBa. KoHueHTpamus snrpoMmbonara B IUIa3Me KpPOBU
yBEIMYMBAJach C 1030 MOCIe BBEACHUS nIpenapara B a3y pazsutus FO.

DepTHIbHOCTD

B uccnenoBaHusX y *KMBOTHBIX IIpenapar PeBosei He oka3blBaja HEOJIArONpUATHOIO BIMSHUS HA
(bepTunbHOCTh. DTpoMOONar He BIUSATI Ha GEePTUIBLHOCTh Y 0CO0EH MYMXCKOIO M JKEHCKOTO I10JIa
IIPU IPUMEHEHUH B /103X, B 2—3 pa3a NPEeBbIIIAIOIINX PEKOMEH0OBaHHbIE [ YelloBeKa (MCXO0s U3
BenmmunHbl AUC y marmentoB ¢ UTII B go3e 75 mr/cyt u y nanueHToB ¢ xpounueckuM BI'C B noze
100 mr/cyT).

4.7. BiimsinMe Ha CIOCOOHOCTH YNPABJIATH TPAHCIOPTHBIMHU CPEACTBAMH M padoTaTth ¢
MeXaHM3MaMH

HccnenoBanust 10 BIMSHUIO AJITpoMOoOnara Ha CHOCOOHOCTh K YIPAaBICHHIO aBTOMOOMIJIEM WM
pabore ¢ MexaHu3MamMu He mpoBoauiaMchk. Ha ocHoBaHuM (HapMaKoOJIOrMUECKHMX CBOMCTB
anTpomMbonara OTpuaTeIbHOE BIMSHUE HA TAKKE BUIBI IEATEIILHOCTH HE 0XKUIAETCS.
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MBINUICHHSI, JIBUTATEIbHBIX M TO3HABATEIbHBIX HABBIKOB, CIEAYET YUYUTHIBATH KIMHUYECKOE
COCTOSIHHME MallMeHTa U MPOQIIIb HeXKeNaTeIbHbBIX ABJIEHUHN 3ITpoMOoIIara.

4.8. He:xxennaTesibHbIE peaknuu

Pesrome mpoduiist 6e3onacHOCTH

Tayuenmoi ¢ XxpoHuueckol UMMYHHOU MPOMOOYUmoneHuetl

be3onacHocth mpuMeHeHus nipenapara PeBosteiin Obi1a orieHeHa y 763 B3pOCIbIX MAIIMEHTOB, paHee
npoxoauBmnx JiedeHue ot WTII. B 4 xoHTponupyeMbIX KIMHMYECKHX HccienoBaHusax 403
B3pocibIX marueHta ¢ xponudeckod WMTII nmpunumanu npenapar Peponeidn u 179 marnueHToB
OpUHUMaIM TUIane0o, B JIOMOJHEHHWE K JAHHBIM, I[IOJYyYEHHBIM B XOJ€ MpOBEACHUS 3
HEKOHTpOMpyeMbIX uccienoBanuii (N=360). JIuTenbHOCTh IPUMEHEHUS MperapaTa CoCTaBisia
He Oonee § net. HexxenarenbHble peakuuu y B3pocibix nanuenToB ¢ UTII onucanst B Tabnure 7.

Haubonee uacto BcTpewarommecs HexenarenbHble peakuuu (>10%) nmpu npueme mnpemnapara
PeBoneiin: auapesi, TormHoTa, noBeimenue AJIT u 6ok B criuHe.

Hmmynnas mpomboyumonenus y oemeti

be3onacHocTh mpumeHeHus npenapara PeBoseiin y manueHtoB B Bospacte 3—17 ser ¢ UTII,
MOJIy4aBIIUX paHee Tepamuio, Oblia oleHeHa B 2 uccienoBaHusax. [Ipoduins moOouHbIX peakiuii
ObUI CONOCTaBUM C TaKOBBIM Yy B3POCIBIX C HEKOTOPHIMH JIOTIOJIHUTEIBHBIMU HEKENaTeIbHBIMU
peakuusiMu. J{onoHUTEIbHbIE HEXENaTeNbHbIE PEAKIIMK Yy TalueHToB B Bo3pacTe 3—17 jmer ¢ UTII
npuBeneHsl B Tabmuiie 8.

Haubonee uacto BcTpewarommuecs HexenarenbHble peakuuu (>10%) mpu npueme mnpemnapata
PeBoneiin: nHpeKknn BEpXHUX IBIXATENbHBIX MYyTEH, MOBBIIICHUE TEMIIEPATyphl, a0 0MHHAIbHAS
00J1b, BOCTIAJICHUE HOCOTJIOTKH U KaIlIeib.

Iayuenmoi ¢ xponuueckum BI'C, conpogoscoarowumesa mpomooyumonenueu

be3onacHocTth mpumeHeHus npemnapara PeBoseiin Obuta orneHeHa y 1520 B3pOCHbIX MAalMEHTOB B 2
KOHTPOJIUPYEMBIX HCCIICIOBAHUSIX, BKJIIOYAsl JAHHBIC IMAIIMEHTOB, IMOJYYaBIIMX paHee Mpernapar
PeBoneiin B npe-nmpoTUBOBUPYCHOU (a3e jeueHus, U ObUIM BIOCIEACTBUM PaHIOMU3HPOBAHBI B
rpynny miane6o. B 2 KOHTponMMpyeMbIX KIMHHYECKHX HCCICIOBAaHUSX OBUIM BKIIOUYEHBI 955
nmanueHToB ¢ xporudeckuM BI'C, compoBokmarommmcs TpPOMOOIUTONIEHHUEH, TIOyqalid TePaIHI0
npenapatom PeBomeiin, u 484 mnamumenta Obuin B rpynme rane6o. [lomHbIA - criucok
HE)KEJIaTeJIbHBIX PEaKIUid, OTMEUYECHHBIX Yy MAIMEHTOB ¢ XpoHnueckuM BI'C, conmpoBoxnarommmces
TpoMOoITONeHnel, npuseaeH B Tabmnmie 9.

Haubonee uacto BcTpewarommuecs HexenarenbHble peakuuu (>10%) mpu npueme mnpemnapata
PeBoneiin: aHemmus, MOBBINICHUE TEMIIEPATypbl Tena, cIaboCTh, ToOJOBHAas OO0Jb, TOIIHOTA,
TPUNTIONON00HOE COCTOSTHHUE, Juapes, YMCHBIICHHUE arleTUuTa, acTeHUs, 3y, Kallelb, 03HOO |
MUaJlrus.

B3pocnvie nayuenmor u oemu ¢ TAA, He nonyuasuwiue paree npocpamMmHy0 UMMYHOCYNPECCUBHYIO
mepanuio

besonacHocTh mpuMeHeHus mpernapara PeBosel COBMECTHO C JIOMIAAMHBIM aHTUTUMOIIUTAPHBIM
MMMYHOIJIOOYJIMHOM Y IUKJIOCIIOPUMHOM y manueHToB ¢ TAA, He mONydyaBIIMX paHee
MPOrpaMMHYI0 HMMYHOCYIIPECCUBHYIO Tepamnuio (Hampumep, Tepanus aHTUTUMOIUTAPHBIM
MMMYHOTJIOOYJIMHOM, aneMTy3ymMald WM BBICOKHME J03bl IuKiIopochamuna), Obuta OlieHEHA B
HEKOHTPOJIMPYEMOM KIMHUYECKOM HMCCIEAOBAaHUM C ydacTueM 154 maiueHToB, cpey KOTOpbIX 92
MalMeHTa IMoJydyald KOMOMHHMPOBAHHYIO TEpamuio IpemapatoM PeBoseiin, JIOmaauHBIM
AHTUTUMOIUTAPHBIM UMMYHOTJIOOYJIMHOM U IUKIOCIOPUHOM. JITUTENIbHOCTh TEPANUU COCTaBIIsIA
183 nust, cpenu HuX 83,7 % manueHTOB mody4anu Tepanuio Oonee 12 mecsien. [lomHbI crimcok
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HORCMaTCTBHbIX  peakimii, orveuwenmeix y maudentor & UFAKS A ohrlakiindx Pdtee

IPOrpaMMHYI0 HMMYHOCYIIPECCUBHYIO Teparuio, npuseaeH B Tabmure 10.

Haubonee uacto BcTpewarommuecs HexenarenbHble peakuuu (>10%) mpu npueme mnpemnapata
Pesonenn: IOBBLIIIEHUE YPOBHSA allaHMHAMUHOTpaHchepassl, [IOBBILLIEHUE YPOBHS
acapraraMuHOTpaHc(epas3bl U MOBBIIIEHNE YPOBHS OWIMPYOHHA B KPOBU (BKJIIOYAs MOXKEITCHHUE
CKJIED).

TIlayuenmui ¢ peppaxmeproii TAA

besonacHoCcTh NpUMeEHEHHUs Ipenapara PeBosiel npu amiacTU4ECKOW aHEMHM TSDKEIOW CTEIECHU
TSDKECTH OIICHUBAJACh B OTKPBHITOM HEKOHTponupyeMoMm uccienoBanuu (N = 43), B kotopom 11
nanueHToB (26 %) nednnuch B TedeHne 6 MecsieB, a 7 marueHToB (16 %) momydanu JieyeHue
6onee 1 roma. BoNbIIMHCTBO HEKENATEIbHBIX PEAKIUil, CBI3aHHBIX C NMPUMEHEHHEM IMpernapara
PeBomneiin, ObUTH CpeHEH CTEMEHHU TSHKECTH ¢ CAMOTO Hadala U PEAKO OrPaHUYMBAIIN TPOBOIUMYIO
tepanuto. [TomHBINA CIIMCOK HEXKEIATeIbHBIX PEaKIuid, OTMEUEHHBIX y MAIlUEHTOB C pedpaKkTepHOH
TAA, npusenen B Tabnure 11.

Haubonee uacto BcTpewarommecs HexenarenbHble peakuuu (>10%) mpu npueme mnpemnapata
PeBoneiin: TtomHOTa, CiaboCTh, Kaliedb, TOJOBHas Ooib, auapes, O00lMb B KOHEYHOCTSIX,
T'OJIOBOKPYKEHHE, 00JIb B POTOIIOTKE, MOBBIIICHUE TEMIICPATYPhl, pUHOpEs, a0 0MUHAIbHAS 00JIb,
MOBBIIICHUE YPOBHS TPAHCAMUHA3BI, MBIIIICUHBIC CIIA3MBI.

TaOnuyHOE pe3roMe HEXKENAaTeIbHbIX DEAKIINNA

Hexenarenbuble peakuuu (HP), BbIsBICHHbIE B KIMHUYECKUX HCCIICAOBAHMSX, MEPEUHCICHBI B
COOTBETCTBHUH C MOPAKEHUEM OPTaHOB W CHUCTEM OPTraHOB U 4acToToi BcTpeuaeMoctd (MedDRA).
YacToTra BCTPEUaEeMOCTH ONpeAesseTcs CleAylommM obpasoM: ouenws uacmo (= 1/10), uyacmo
(>1/100 — < 1/10), neuacmo (> 1/1 000 — < 1/100), peoxo (= 1/10 000 — < 1/1 000), ouensv peoxo
(< 1/10 000, Bxkirouast oTaenbHBIE ciydan). Kareropunm yactoTsl c(OpMHUpPOBAHBI HAa OCHOBAHUU
KJIMHUYECKUX MCCIECAOBAaHNH MpernapaTa U MOCTPErUCTPAIMOHHOTO HAOIIOACHUS.

Tab6anna 7. He:kesnateabHble peakiuy y B3pocibix ¢ xpounueckoi UTII

HexenaTenbHble peakunu | KosmnuectBo nauuentos, % ‘ YacroTa BCTpe4aeMoOCTH
Hngpexyuu u unsasuu

@apuHTUT | 4,2 ‘ 4acTo
Hapywenus co cmoponul opeana spenus

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

Tpombosmbonmueckue 5,5 9acTo
OCJIOKHEHUS

TpomboTuueckas 1,2 4acTo
MHKPOAHTUONATHS c OCTpO

MOYEYHOU HENOCTATOYHOCTEIO

Hapywenus co cmoponul sicenyodouno-kuuieuno2o mpaxkma

Huapest 12,6 OYEHb YaCTO
TomHoTa 11,1 OYEHb YacTO
PBora 7,3 Yacro
Cyxocth  cnu3ucToi  06osouku | 0,9 HEYacTo
MOJIOCTH pTa

Hapywenus co cmoponuvl neuenu u scenyesvigo0auux nymet

IloBbIIcHHE aktuBHOCTH | 10,5 OYEHB YacTO
anannHamuHoTpanchepasst (AJIT)
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HeskesnaTeJabHble peaKIuu Ko/InuecTBO MAnueHToR, Yo' | HACTOTa BCTPeuaeMOCTi |
['unepOunupyOouHeMus 1,8 4acTo
IloBbIIcHHE aKTHBHOCTH | 9,7 4acTo

acrapTaTaMHHOTpaHC(epasbl
(ACT)

JlekapcTBeHHOE nopaxenue | 0,1 HEYacTo
IICYCHU

Hapymele CO CIMOPOHBL KOJHCU U NOOKOJNCHBIX MKAHel

Anonenus 3,0 4acTo

Koxnas ceirmb 7,5 JacTo

Hapywenus co cmoponwvl mvluteynot, KoCmHOU U COeOUHUMENTbHOU MKAHU

bons B ciune 10,5 OYCHBb YacTo

KocTtHo-Mbimeunast 60iib (Bktrouast | 3,7 4acTo
007b B TPYAHOH KJIETKE KOCTHO-
MBIIIEYHOTO XapaKTepa)

Muanrus 4.2 JacTo

Tadauuna 8. lonoiHnTEeIbHBIE HeXKelaTedbHbIe peakuun y aereii ¢ UTII
Taxxe oTMeyanuch JONMOJIHUTEIbHBIE HEeXKeNaTeIbHbIC JIEKapCTBEHHbIE peakuuu y aereit ¢ UTII.

HexenaTenbHble peakunu KoumuecTBo nauuentos, % | Yacrora BcTpeyaeMocTn
HUnghexyuonmnvie u uneasuu

WNudekun BepXHUX JbIXaTeIbHBIX | 25,7 OYEHb YaCTO

yTen

Hazodapunrut 15,8 OUYEHb YacCTO
Hapywenus co cmoponul OvixamenvHoti cucmembl, Op2aHo8 2pyOHOU KIemKU U CPeOOCMeHUs
Kamens 13,5 OYCHB YacTO

bonsb B pororinorke 9,4 4acTo

Punopes 4,1 4acTo

Hapywenus co cmoponul diceny00uno-KuumeuHo2o mpaxkma

AoOnoMuHanbHasa 006 17,5 OYEHBb YacTo

3yOHas 60J1b 5,8 4acTo

Obwue napywenus u peakyuu 8 mecme 86e0eHuUsl

JIuxopanka | 18,1 ‘ OYEHb 4acCTO

Tab6anna 9. HexkesaTteabHbIe peaKkIMM Y NANMEHTOB ¢ XPOHMYECKHM BUPYCHBIM renatutom C

HexenaTenbHbIe peakunu ‘ Koan4yecTBo nmanneHnTos, % ‘ Yacrora BCTpe4aeMoCTH

Hapywenus co cmopoHul Kpogu u tumgamuueckou cucmembl

Anemus ‘ 30,6 ‘ OYEHb YacTO

Hapywenusa memabonuzma u numanus

CHMXeHHUe aImeTuTa ‘ 14,4 ‘ OYCHB YacTO

Hapywenus co cmoponul HepeHoil cucmemul

INonoBHas 6011b ‘ 22,2 ‘ OYCHB YaCTO

Hapywenus co cmoponul opeana 3penus
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HexenarenbHble peakuumn KomuecTBo nAnuenToB, % | HACToTa BCrpéaaemMocri |’
Karapaxra 2,4 4acTo

Hapywenus co cmoponul cocy0og

Tpombosmbomueckne 2,1 4acTo
OCIIOKHEHUsT (BKJIIOYask TpoMO03

MOPTAJIbHBIX BEH)

Hapywenus co cmopoHul OvixamenvHotl cucmemsl, 0peano8 2pyOHOU KIemKU U CpedoCmeHUsl

Karmrens 11,8 OYEHb YacTO

Hapywenus co cmoponul sicenyoouno-kuuieuno2o mpaxkma

Tommuora 17,7 OYCHB YacTO
Huapes 15,5 OYEHb YacCTO
Hapywenus co cmoponuvl neuenu u scenuesvigo0auux nymet
['unepOunupyOouHeMus 6,4 4acTo
[Topaxenue neueHu 0,7 HEYacTo
JlekapcTBeHHOE nopaxenue | 2,1 4acTo
MEeYEeHU

Hapymele CO CMOPOHBL KOIHCU U NOOKOJNCHBIX MKAHel

KoxHnslil 3y1 12,2 OYEHb 4acCTO
Anonenus 7,0 JacTo
Koxnas cheirmb 7,3 JacTo

Hapywenus co cmoponwvl mbluteynotl, KoOCmHOU U COeOUHUMENbHOU MKAHU

Muanrus 11,2 OYEHb YacTO
Obwue HapyweHus u peakyuu 8 mecme 66e0eHUs

[ToBbllIeHHAsI YTOMIISIEMOCTD 26,1 OYEHb YacCTO
Jluxopagka 25,0 OYEHE YacTo
O3H00 11,8 OYEHb YaCTO
AcreHus 13,2 OYEHb YacTO
Otek 1,3 4acTo
['punmomnonoOHEIN CHHAPOM 16,4 OYEHE YacTo

Ta6mmna 10. HexkeaateabHble peaknuu y mnanueHToB ¢ TAA, He mojy4aBHIMX paHee
NMPOrpaMMHYI0 HMMYHOCYIIPECCUBHYI0 TEPAIIHIO
[IpumeHeHue npenapara PeBoseii COBMECTHO CO CTAHAAPTHONM MMMYHOCYIIPECCUBHOM TEPANMEH.

HeskenarenbHble peakuuu KosaunyecTBo nauuenToB, % | Yacrora BcTpeyaeMocTH
Hapywenus co cmoponvl memabonuzma u numanus

TomuoTa 43 4acTo

Huapest 3,3 4acTo

AoOnomuHanbHas 00716 3,3 4acTo

Hapywenus co cmoponul kodcu u noOKo*CHbIX MKaHel

Koxnas ceirb 7,6 JacTo

Jucxpomus KOXH, BKIIto4as | 5,4 4acTo
TUNEPIUTMEHTALINIO

Jlabopamopnvie u uncmpymenmanbHvle OaHHblE

IloBpmmenne aktuBHOCTH AJIT 29,3 OYCHB YacTO
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HexenarenbHble peakuun KomuecTBo nAnuenToB, % | HACToTa BCrpéaaemMocri |’
IloBeimenne aktuBHOCTH ACT 17,4 OYEHb YacTO

VYBennuenue ounupyorHa B kposu | 17,4 OUYEHb YacCTO

(BKJTIOYAS KENATYITHOCTH CKJIIED)

Bo3HMKHOBEHHE HOBBIX WM YCYryOJeHHE HMEIOMIMXCS JabopaTOpHBIX MoKazaTesneld (QYHKIHUU
nedenu (crenenu 3 u 4 no mkane CTCAE; CTCAE=061mas TepMHUHOIOTHS KPUTEPUEB JUISI OLICHKH
HEeXKeNlaTeNIbHBIX SBJIEHWH) Yy NaIlMeHTOB, NPUHUMAlOIUX mpenapat PeBoseiin, oTmedanoch B
15,2 % u 2,2 % cnyuyaeB no nokazarento ACT, B 26,4 % u 4,3 % cnydaeB no nokazartemnto AJIT,
12,1 % u 1,1 % cimydaeB 1o nokaszatesnto OMIMpyOruHa COOTBETCTBEHHO.

Humoeenemuuecxue aHomaauu

B HexoHTponMpyeMoM HcclieIoBaHUU y ManueHToB ¢ TAA, He moiy4yaBIIuX paHee NpOrpaMMHYIO
MMMYHOCYNPECCUBHYIO TEpaluio, IPOU3BOAWIACH ACIHMPALMS KOCTHOTO MO3ra C IENbI0
JabHEUIIET0 IIUTOreHeTHYecKoro ananu3a. Bo Bcem uccnenoBanuu y 15 u3 153 (10 %) manueHToB
mpou3onuia KkioHanbHas osBomonusa. Cpean 15 manMeHToB, y KOTOPBIX OBUIM OTMEUEHBI
LUUTOT€HETUYECKUE aHOMAaJUM, y 7 MallMEHTOB OTMEYaliach yTpara 7-d XpOMOCOMBI, B 6 Ciydasx
W3MEHEHUS MPOM30ILLIM B TeueHue 6,1 mecsua. Takxke y 4 maueHToB OTMEYaINCh XPOMOCOMHBIE
abeppallii HESICHOTO TeHe3a, a y 3 Obula oTMeuyeHa yTpara 13 XpoMOCOMBI, YTO CUHUTAETCs
XOPOIIUM MPOTHOCTUYECKUM (PAKTOPOM MpHU ariacTU4eckor aneMuu. Takke y 1 manueHTa crycrs
ISITh JIET MOCJIe Tepaniy ObUTO MPOBEIEHO MCCIIEIOBAHNE KOCTHOTO MO3Ta, B pe3ybTaTe KOTOPOTro
ObUla OTMEYeHa JUCIUIa3usi C TMOBBIIIEHHBIM COJIEpP)KaHMEM TMapeHXMMAaTO3HbIX KIETOK ¢
noteHuanbHbIM pazsutuem MJIC. B koropre manueHToB, IpUHUMAaBIIUX npenapat Pesoneitn, y 7
MAIMEHTOB ObUIM OTMEUYEHBI IMTOIC€HETHYECKUE aHOMAJUY, y 4 U3 HUX Obljla OTMeueHa yTpara 7-i
XpoMocoMmbl B TeueHue 6,1 mecsna. OcTaeTcss HESICHBIM, MPOU3OIUIMA JIM 3TH U3MEHEHHUs H3-3a
OCHOBHOTO 3a0o0jeBaHMs, WM NPUYUHOW TOMY SBUJIOCH IPOBEIEHHUE HMMYHOCYIIPECCUBHON
Tepanuy W/uiM pueM npenapara Pesoneiin.

Taouuna 11. HexkesnareabHble peakunu y NanueHToB ¢ pedpakreprHoit TAA

HexesaTenbHbIe peakuuu KoanuyectBo Yacrora BCTpeyaeMoCcTH
nmanueHToB, %

Tcuxuueckue Hapyuwerus

Becconnuia 12,0 OueHp 4acTo
Hapywenus co cmoponul HepeHoil cucmemul

I'onosHast 6016 20,9 OYEHB YacTO
I'onoBokpysxeHue 14,0 OYEHb 4aCTO
Hapywenus co cmoponul opeana spenus

Karapakra 2,3 4acTo

Hapywenus co cmopoHul ObixamenvHotl cucmemsl, Opeano8 2pyOHOU KIemKU U cCpe0oCmeH sl
bonsb B pororiorke 14,0 OYEHb 4acCTO

Kamenp 23,3 OYCHb YacTO

Punopes 11,6 OYEHb YacCTO

Hapywenus co cmoponul sicenyodouno-kuuieuno2o mpaxkma

TomrHoTa 32,6 OYCHb YacTO
Huapest 20,9 OYEHb 4acCTO
AoOnoMuHanbHasa 006 11,6 OY€Hb YacTo

Hapywenus co cmoponul neuenu u srcenuesvi800awux nymet

[ToBbilIeHNE aKTUBHOCTH TpaHcamuHaz | 11,6 OYEHb YacCTO
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COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

nanueHToB, %

['unepOunupyOouHeMus 4,7 4acTo
Hapywenus co cmoponwl kodcu u noOKo*CHbIX MKaHel

Koxnas ceirmb 7,0 JacTo
DKCPOTUATHUBHBINA JEPMATUT 4acTo
MuoropopMHas spurema 4acTo
Hapywenus co cmopoHvl mbiuieuHotl, KOCMHOU U COeOUHUMENbHOU MKAHU
ApTtpanrus 11,6 OYEHb YacCTO
bonb B KOHEUHOCTSX 18,6 OYCHB YacTO
MBEII1e4HBIN cIIa3M 11,6 OYEHb YacTO

Obwue napywenus u peakyuu 8 mecme 86e0eHuUsl

IloBbIIIEHHAs YTOMIISIEMOCTD 30,2 OYEHb 4aCTO
Jluxopagka 14,0 OYEHE YacTo
O3H00 12,0 OYEeHb YaCTO

B HEKOHTpOJIMpYEeMOM OTKpPBITOM HCCICAOBAaHUM Y TMalUMeHTOB ¢ pedpaktepHoii TAA
IIPOU3BOJMIIACH ACHUpPALMs KOCTHOIO MO3ra C LEJIbI0 JaIbHEUIIEro NUTONCHETHYECKOTO aHaJIN3a.
VY 8§ mnanueHToB OTMEYalUCh HOBBIE IIUTOICHETHUYECKHWE AaHOMAJIMU, BKJIOYas S5 IMALUEHTOB, Y
KOTOPBIX OTMEYAIMUCh U3MEHEHHUS B 7-i1 XpOMOCOME.

HocmpeeucmpaquHHble uccneoosanus (uacmoma H€u36€CI71Ha)

[Ipy npumenenun mnpemapata PeBomelii B NOCTPETUCTPAIIMOHHOM  TEPHUOJE  OBLIH
3aperucTpupoBansbl cienyronme HP.

CBenieHHsI 0 HUX OBLIH MTOJTyYeHBI U3 CTIOHTAHHBIX COOOIICHUH, a TaK)Ke ObUIH 3apETUCTPUPOBAHBI B
KayecTBE CEPhE3HBIX HEXKEJIATeNbHBIX SIBICHHN B PEeCcTpax, HCCICIOBAHUSAX, CIIOHCHPOBAaHHBIX
HCCIIeIOBaTeNeM, KIMHUKO-(apMaKOJIOTHIECKIX HCCIEIOBAHUSX M TOWCKOBBIX HCCIIEIOBAHUIX
NIpU TIPUMEHEHUH 0 HEYTBEPXKIACHHBIM MOKa3aHUsAM. [10CKOIBKY HEBO3MOXKHO OLEHUTH YaCTOTY
BcTpeuaemMoct HP  nmocToBepHO, Tak Kak JaHHBIE COOOIIEHHWS TIOCTYMAKOT CIOHTAHHO U3
TIOIYJISAUY TTAIMEHTOB HEONPEACICHHOTO pa3Mepa, moiydeHHble HP Obutn ompeneneHbl Kak
HEU3BECTHBIC (IT0 YACTOTE BCTPEYAECMOCTH ).

Hapywenus co cmopoHbl Kodicu u NOOKOMCHBIX MKAHEl
Hapymienune okpacku KO>KHBIX TTIOKPOBOB™

* — oOparuMoe HapyIIeHHE OKpPAacKM KOXKHBIX ITOKPOBOB, BKJIIOYas TUIEPIUTMEHTAIMIO U
<OKENTYIIHOCTBY», OTMEYAJIOCh y NMAIMEHTOB, MOITyYaBIIUX Npenapar PeBoieiin B cyTouHOU A03e€,
npesbimaronied 100 mr. B 4acTHOCTH, HapylIeHHWE OKPacKH KOXKHBIX MOKPOBOB OTMEYAlIOCh Yy
MAIMEHTOB, IOJIy4aBIIUX BBICOKME 103bl mpenapara Peponeiin nmo nosogy TAA, a Takke Io
He3aperucTpupoBaHHoMy nokazanuto npu MJIC.

OnucaHue OTACIBHBIX HEXKEIATCIbHBIX PCAKIIMH

Tpombomuueckue/mpomooIMOOIULECKUE OCTONCHEHUSL

B 3 KOHTpomMpyeMbIX U 2 HEKOHTPOJIHPYEMBIX KIMHUYECKHX HCCICIOBAHUSX CPEIH B3POCIBIX
nanueHToB ¢ xponudeckor WTII, momyuaBmux sntpomobomnar (n = 446), y 17 manueHToB ObLIO
BBISIBJICHO B 00IIEH CIOKHOCTH 19 TpoMOOTHYECKIX/TPOMOOIMOOTUIECKIX OCIOKHEHHIA, KOTOPHIE
BKJIIOYAJIH B ce0s1 (B Mopsike yObIBaHMS) TpoMOO3 riIy0oKuX BeH (n = 6), jeroyHas smOonus (n =
6), ocTpblit mHGApKT MuOKapaa (n = 2), nepedpanbHbiii uHGapKT (n = 2), amOomus (n = 1).

B mnane6o-koHTpompyemMoM ucciaeaoBaHuu (n = 288, momyssmus IS OIEHKH Oe301acHOCTH)
CILyCTs 2 HEJIENH MO0CIIE IPOBEAEHHOM Tepanuy py NOAr0TOBKE K MHBA3UBHBIM IIpoLieaypaM y 6 u3
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143 (4 %) B3poOCIBIX TAIMEHTOB C XPOHUYECKHUM 3a6&%£ﬁﬁﬁ% Bﬁ;ﬁ%H'%%Iﬁgélﬁﬁn&
(4 %) B3p p

antpombonar, OBUIM OTMEYEHBI 7  TPOMOOTHYECKHX/TPOMOOIMOOIMUYECKUX  OCIIOKHEHHH
nopTanbHON BeHO3HOH cuctembl U 2 u3 145 (1 %) mauuenToB B rpymme mianedo cooOmmau o 3
TPOMOOTHUYECKUX/TPOMOOIMOOTHUECKUX OCIOKHEHUAX. Y TATH U3 6 MAIMEHTOB, IMOJYYaBIIUX
anTpoMOomnar, ObUTH OTMEUYEHBI TPOMOOTHYECKUE/ TPOMOOIMOOIMUECKIE OCIIOKHEHUS TIPU YPOBHE
TpoMOormToB > 200 000/MKJI.

Crneunduuecknx (HakTopoB pHuCKa y TANUMCHTOB C BO3HUKIIMMH B XOA€ TEpamuu
TPOMOOTHUECKUMH/TPOMOOIMOOIINIECKUMU ~ OCIIOKHEHHUSIMHM, 32 HCKJIIOUYCHHEM  KOJHYECTBa
TpombonuToB > 200 000/MKII, BBISIBIIEHO HE OBLIO.

Pazsumue mp0M60L;um0neHuu nocie npekpawerus jle4eHusl

B 3 xoHTpommpyembix wuccienoBanusx y mamueHToB ¢ MTII mHabmroganochk KpaTKOBpEMEHHOE
CHMXKCHHUC KOJIHNYCCTBaA TpOMGOI_II/ITOB a0 3HAUCHUN HUXKE HCXOJHBIX Yy 8 % NannucHTOB,
MPUHUMABILIKX 3ATpoMbonar, u'y 8 % MnaunueHToB rpyIisl miamnedo.

llumozenemultecmte aHomaiuu

B HecpaBHUTEIBLHOM OTKpPBHITOM HCCIEIOBAHUU y TanUeHTOB ¢ TAA omnpenensiv HalA4due
[UTOTEHETHYECKUX OTKIOHCHHWH B aCMUPAIMOHHBIX OuonTarax KocTHoro mosra. Y 8 (19 %)
MalUMEeHTOB ObUIM BIIEpPBbIE OOHAPYKEHbI LIUTOT€HETUYECKHE AHOMAJUHU, U3 HUX Yy 5 MalUeHTOB
Obutn u3MeHeHuss B 7- xpomocome. B nByx wuccrnemoBanusx (ELT116826 u ELT116643)
LUTOT€HETHYECKHE aHOMAIUU OblTM 0OHapyskeHbl Y 4 u3 28 (14 %) nu 'y 4 u3 62 (6 %) mauueHToB B
Ka)KJIOM HCCIICIOBaHHH.

T'emamonocuueckue 3n0xavecmsenuvie H06‘006pa306‘aHu}1

B HecpaBHUTENbHOM OTKpPBITOM wucchnenoBanun y Tpex (7 %) mammentoB ¢ TAA Obin
muarHoctupoBan MJIC mocne TpoxXoKIeHHUs Kypca JiedeHus aaTpomOomaroM. B nByx
uccnenoBanusax (ELT116826 u ELT116643) y 1 u3 28 (4%) nuy 1 u3 62 (2 %) manueHToB ObLT
JTMAarHOCTUPOBaH Muenoauciuiactuueckuii cuaapom (MJIC) wim ocTphlii MHEIIOUIHBIA JIEHKO3 B
Ka)KJIOM UCCJIEIOBAHUH.

€TH

Onenka Oe3omacHOCTHM TMpuema mpemapata PeBoneiin y manueHTOB B Bo3pacte 2—17 ner
OCHOBBIBae€TCS Ha pe3yibTarax HEKOHTPOJIHUPYEMOTO IOCIEA0BaTENbHOIO HccaeaoBanus 37
MalKUeHTOB: 2 MAMEHTOB B Bo3pacTte 2—5 Jiet, 12 mauueHToB B Bo3pacte 6—11 yer u 23 nanueHToB
B Bo3pacte 12-17 umer. Ilpoduns Oe3omacHocTH TmpueMa mpenapata PeBonelin y nerei
COOTBETCTBOBAJ MPODUITIO OE30MACHOCTH sl OOIIEH TOMYJISIIIHH.

COO6I.HGHI/IG 0 MOA03PEBACMBIX HEXKECIATCIbHBIX PCAKITNAX

Baxno COOGI_I_IaTI: (o) MoAO3pCBaACMbIX HCIKCIIATCIIBHBIX  PCAKIUAX II0CJIC peructpanuun
JIEKapCTBEHHOI'O TIperapara C Leblo o0ecredeHrs HEeNpepbIBHOIO MOHUTOPUHTA COOTHOILIEHUS
«TONTB3a-pUCK» JICKAPCTBEHHOTO TMpemapara. MeIUuIMHCKUM PaOOTHHKAM  PEKOMEHIYeTCs
CO00IIATh O JHOOBIX MOI03PEBAEMBIX HEXENATENbHBIX PEAKIUAX JIEKAPCTBEHHOTO Ipernapara uepes
HAaIlUOHAJIBHBIC CUCTEMBI COOGH_IGHI/IH 0 HCXKCIATCIIbHBIX PCAKOUAX TOCyaapCTB — YJIICHOB
EBpa3uiickoro 3kOHOMHUYECKOT0 COI03a.

Poccuiickas @edepayus:

®denepanpHas cayx0a o Haa30py B chepe 3apaBoOXpaHEHUS

Anpec: 109012, r. Mocksa, CiaBsiHCKasl miiomiaip, 1. 4, ctp. 1

Tenedon: +7 800 550-99-03

DnexTpoHHas mouta: npr@roszdravnadzor.gov.ru unu pharm@roszdravnadzor.gov.ru
Caiit B HHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOM ceTH «THTepHeT»:
https://www.roszdravnadzor.gov.ru



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 08.09.2026 N= 17446
(MOCNEOOBATENEHOCTE 0032)

Pecnyonuxa Kazaxcman.

PI'TI na ITXB «HauuoHaIbHBIN HEHTP IKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB U MEIUIIUHCKUX
m3aenuit» Komurera MeauIimHCKOro U (hapMareBTHIECKOTO KOHTPOJIsE MUHHUCTEPCTBA
3npaBooxpaneHus: Pecnyonmmku Kazaxcran

Anpec: 010000, r. Acrana, yn. A.lMmanoBa, 13, 4 sTax

Tenedon: +7 7172 235 135

OnektpoHHas nmovra: farm@dari.kz

Caiit: www.ndda.kz

Pecnyonuxa benapyco:

VII «lleHTp 2KCnepTu3 U UCHBITAHUM B 31PaBOOXPAHCHUN
Anpec: 220037, r. MuHck, nep. ToBapuieckuii, 2a
Tenedon: +375 (17) 242-00-29

®axc: +375 (17) 242-00-29

DnexTpoHHas nmouta: repl@rceth.by

Caitr: https://www.rceth.by

Pecnybnuxa Apmenus:

I'HKO «lleHTp 3KCnIepTU3bI JEKAPCTB U MEAUITUHCKUX TEXHOJIOTUI»
Anpec: 0051, r. EpeBan, np. Komuraca 49/5

Tenedon: (+374 10) 20-05-05, (+374 96) 22-05-05

OnexktpoHHas noyra: vigilance@pharm.am

WNuTtepuer-caitT: https://pharm.am

4.9. Ilepeno3npoBka

CHUMIOTOMBI

B Xxone KIMHMYECKUX HCCIIEIOBAaHUM 3aperuCTPUpPOBAaH OAUH Ciydald IEpeJO3UPOBKH, KOTIa
nanueHT npuHsI BHYTph 5 000 Mr sntpombonara. [Ipu 3ToM oTMEHanuch CAEAYIOIINE CUMITTOMBI:
HEpaCIpPOCTPAaHCHHAs]  ChIb, TPaH3UTOpHAs Opaaukapausi, YTOMISEMOCTh W MOBBIIICHHUE
aktuBHOCTH AJIT u ACT. ®@epmeHTHl N€YeHU, U3MEpPEHHbIE MEXIy 2 U 18 mHeM mocne mpuema
0003HAYEHHOH J03bI ANITpoMOoIIara, TOCTUIIH mpeBbimenus B 1,6 paza BI'H nokazarens ACT, B
3,9 pa3 — mokazarens AJIT u B 2,4 paza — obmero Ounupybuna. KomudecTtBo TpoMOOIHMTOB
coctaBisio 672 000/mMkn Ha 18 nmeHs mocne mpuema 0003HAUEHHOM J103bI, @ MAKCHMAalbHOE
KOJIMYECTBO TPOMOONHTOB cocTaBimsuio 929 000/mki. Bce cummTombl OBLIM pa3pemieHbl 0e3
OCJIOKHEHUH B XOJI€ TEPAINH.

JleyeHune

B cjiydyac nepcao3MpOBKU BO3MOKHO 3HAYUTCIIBHOC YBCIMYCHHUC KOJIMYCCTBA TpOMGOI_II/ITOB, qTo
MOXET TPHBOAUTh K TPOMOOTHYECKUM/TPOMOOIMOOIMUECKUM OCJIOXKHEHUsM. B  ciyuae
MEPEeIO3UPOBKU  CIEAYET PAcCMOTPETh BONPOC O MPUEME BHYTPh IMPEMapaToB, COJIEPIKAIINX
KaTHOHBI METAJUIOB, HAPUMED, KaJbIIHs, aJIOMHHUS WM MarHWs, JUIS YMCHBIICHHUS BCACHIBAHUS
antpombonara. Creqyer TIIATENFHO KOHTPOJMPOBATh KOJWYECTBO TpoMOouuToB. JleueHue
ANITPOMOOTIaroM BO30OHOBIISIIOT B COOTBETCTBUU C PEKOMEHAALIUSMHU 10 PEXKUMY TO3HPOBAHUSI.

[TockonbKy TMOuYeYHasi SKCKpElHs HE SBISETCS OCHOBHBIM IIyTEM BBIBEACHHUS »iTpombomnara,
KOTOPBIN aKTMBHO CBS3bIBAETCS C O€JKaMM IUIa3Mbl KPOBH, BEPOSTHEE BCEro, I'eMOJAUAIN3 HE
aBnsieTcs 3(PQPEKTUBHBIM METOAOM CYIIECTBEHHOTO YCKOPEHHsS BBIBEACHHUS dATpoMOoIara wus3
opraHusma.

5. ®APMAKOJOTHMYECKHE CBOMCTBA
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5.1. ®apmakoauHaAMHYeCKHe CBOIiCTBA

dapMakoTepaneBTUUecKas TpymIa: TCMOCTAaTUUCCKHUEC CpPCACTBA, BUTAMUH K un Apyruc
réMOCTAaTUYCCKHE CPCACTBA; APYTUC TrEMOCTATUUCCKHUE CPEACTBA CUCTEMHOI'O I[GﬁCTBPISI.

Kon ATX: B02BX05.

MexaHu3M IeUCTBUS

Tpom6omnoatun (TPO) — 3TO OCHOBHOM HMTOKHH, KOTOPBI NMPUHUMAET y4YacTHE B PETYJISILHU
MErakaproIo33a 1 BbIpabOTKe TPOMOOIMTOB; OH SIBJSETCS SHJOTCHHBIM JIMTAHJIOM JJIS pelenTopa
tpomboniosTHa (TPO-R). Onrpombonar B3auMMOAEHCTBYET C TpaHCMEMOpPAHHBIM JIOMEHOM
yenoBeueckoro penentopa TPO-R u wHUUIMHMpyeT Kackaj mHepegadyd CUTrHajga, HallOMHHAIOIIMMA
TakoBOM st »HAoreHHoro TPO, d4ro compoBoXmaeTcs WHAYKIMEH mnponudepanuu U
I PepeHIIMPOBKH METAKapUOLIUTOB U KJIETOK-IIPEIIECTBEHHUKOB B KOCTHOM MO3T€.

dapmakonmHamuyeckue 3O HEKThI

Ontpombonar oriaudaercss or TPO ¢ Touku 3peHus BIMSHHS Ha arperamuio TpomMOouuToB. B
orinuue ot TPO Bo3zaeiicTBue anTpoMbonara Ha TPOMOOLUTHI 30POBOTO YEJIOBEKA HE yCHUIMBAET
arperamnuio moj aectBueM ageHo3uHaupochara (AAD) u He cTUMynIHpyeT SKcmpeccuto P-
CEeNIeKTHHA. DNTpoMOOmnar He MpPEensTCTBYeT arperauuu TpoMOouuToB mox aeiictBueM A/l wmm
KOJUIareHa.

5.2. apmakoKnHeTHYECKHE CBOIICTBA

[TapameTpsl papMaKOKUHETHKH ATPOMOOIIara Mpu MPUMEHEHHH Y B3POCIBIX C WIHMOMATHYECKOU
tpomOonmronenuent (UTII) npencraBneHsl B TabIUIE HIDKE.

CpenHue reoMeTpuuyecKHe 3HAYeHHMsl IJIa3MEHHBIX MapaMeTpoB (apMaKOKHHETHKH

3JTPOMOONIAra B pABHOBECHOM COCTOsIHMH Y B3pocibix ¢ UTII

CxeMma jgeuenust | KoanuecrBo MaxkcumajabHas Ilnomaae mox

3JTPOMOONIATOM | NMALMEHTOB KOHIIEHTpanus (papMakoKuHeTHYECKOIl KPUBOH
(Cmax), MKT/MJI «xkoHuenTpanus—Bpemsa» AUC -

(MKIr>x4/mun)

50 mr onuH pas B | 34 8,01 (6,73; 9,53) 108 (88; 134)

CYTKH

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

CYTKH

dapMaKOKMHETHYECKHE MapaMeTphl Tpombomnara y nanuenToB ¢ BupycHsiM rematutom C (BI'C)
yKa3aHbl B Ta0JIHLIE HUXKE.

Cpeanune reomerpuiecKkue 3HaUeHUs: (papMaKOKHHETHYECKHX MapaMeTpoB 3JTpoMOonara B
1mj1a3Me KPOBM B PABHOBECHOM COCTOSIHUM Y NANMEHTOB ¢ XxpoHnyecknum BI'C

Jo3a a1Tpomdonara KosnuyecTBo Cmax, mxr/ma AUC(0-1), (MKIr>x4a/m1)
(oauH pa3 B CyTKH) MalMEeHTOB

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

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

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

100 mr 96 19,19 (16,81; 21,91) 354 (304, 411)
3Hauennss AUC (©or ©u Cpax 10  JaHHBIM  PETPOCHEKTHBHOIO  MOMYJSLHOHHOTO
(hapMaKOKUHETHYECKOTO aHAIIK3a.

dapMakOKMHETHYECKUE TapaMeTpbl 3TpoMOomnara rmocie npuema mnpemnapata Pesoneiin y 45
MalMeHTOB C TsDKeNMo aractudeckoi anemuedn (TAA), HE NPUHUMABIIMX TMPOTPAMMHYIO
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MMMYHOCYTPECCUBHYIO TEpaNuIo, yKa3aHbl B Ta0JINIIE HIDKE.

Cpeanune reoMeTpHuyecKHe 3HaYeHHs IMOKa3aTejedl (apMaKOKMHETHMKHM JJaTpoM0omara B
miazMe KpoBu Yy mnamueHtoB ¢ TAA, He mnoJgy4yaBmIMX paHee MNPOrPAMMHYIO
HMMYHOCYNIPECCUBHYIO Tepanuio

Ho3a snrpombonara | KoaudecTBo MaxkcumaJjbHasl IInomaan mox
(1 pa3 B cyTKHn) NManueHToB KOHIEHTpauus (papmakoKkuHeTHYECKOM
(Cmax), MKT/MJ1 KPHMBO# «KOHIIeHTPalHsi—

BpeMs»» AUC 0—) (MKIrx4/mur)

150 mr 45 40,1 (44,9 %) 772 (47,2 %)

JlaHHBIE TIPEACTABICHBI KaK TE€OMETpHYECKHE cpenHue (TeOMETPHUECKUH  CpenHUit
K03 (HUIIMEHT BapUaIlim)

AOcopO1ys 1 OMOAOCTYIIHOCTD

Cmax dnTpoMOOmNara B Ila3Me KPOBU JOCTHTaeTcs uepe3 2—6 yacoB IOCle IpueMa BHYTPb.
OnHOBpeMEHHBII mpueM 3aTpoMOoIara ¢ aHTaUUAAMUA U JPYTUMH MPOIYKTaMH, COAEp KalUMHU
MOJMBAJICHTHBIE KAaTHOHBI (HAaImpUMeEp, MOJIOUHBIE TMPOAYKTHI M MHUHEpalbHble J100aBKH),
3HAYUTEIBHO CHUXKAET SKCIIO3ULUIO0 dITpoMOonara.

AOcomoTHas OMOAOCTYIHOCTh 3ATpoMOOIara mpu IMpueMe BHYTpb He Obuia ycraHoBieHa. Ha
OCHOBAaHHMHM TIOKa3aTelell BBIBEJCHMS IIOYKaMH M aHalM3a METAaOOJIMTOB, BBIBOAUMBIX Yepe3
KUIIEYHUK, TOKAa3aHO, YTO pacYeTHbIC 3HAYCHHS BCACHIBAHMS MPOU3BOAHBIX AIITpombornara mocie
[IEPOPaTIBLHOTO NPUMEHEHUS B OJHOKPATHON J103€ 75 MI' COCTaBHIIO He MeHee 52 %.

Pacnpenenenue

OnTpombonar B BHICOKON CTENEHH CBSI3BIBAETCS ¢ OelKaMu I1a3Mbl KpoBH udeioBeka (> 99,9 %).
Ontpombonar siBisercst cyocrparom BCRP, Ho He siBisiercst cybcrparom P-rimukonporenHa mnm
OATPIBI.

Buorpauchopmariust

OnTpoMOonar MPeuMyIIECTBEHHO META0O0JU3UPYETCsI TOCPEACTBOM PACIICTUICHHS, OKUCICHUS M
KOHBIOTAlMM C TDJIFOKYPOHOBOW KHCJIOTOM, TJIYTaTHOHOM WM ULUcCTeMHOM. I[lo nmaHHBIM
HCCIEOBAaHUSI C METKOM PaJMOAaKTHUBHBIM HM30TOIOM, Ha JOJII0 3JITpoMOormara B TuIa3Me KPOBH
npuxoautcs okono 64 % AUC, .

BropocreneHHple MeTa0OMUTHI, HA MAOJI0 KAXKIOTO U3 KOTOpPhIX mpuxomutcs Menee 10 %
PaZMOaKTUBHOCTH B IJIa3M€ KPOBH, OOpa3yloTCsi MyTeM TIJIOKYPOHHUIAIMU U okucieHus. [lo
JaHHBIM MCCJIEIOBAHUS C NMPHUMEHEHHEM MEUYEHOTO pPaJMOaKTUBHBIM HM30TONOM 3iTpomOornara,
yCTaHOBJEHO, uTO mpumepHo 20 % BBeOEHHOW A03bI META0OMU3UPYETCS MYTEM OKHCICHUS.
UccnenoBanust in vitro mnokazamu, uyto CYPIA2 u CYP2C8 sBnsiorcs wuzodepmMeHTami,
OTBEYAIOIIMMU 33 OKUCIIUTEIbHBIH MeTab0IM3M, TorAa KaKk ypuauHanuGochOoTIIoOKypOHUITpaHChe-
pa3sl UGT1Al u UGT1A3 — u3odepmerTaMu, 0OTBEHAIOIIMMH 32 IIIOKYpoHUAanuio. B mpomecce
pacilernyieHusi MOTyT NPUHUMATh ydacTHEe OaKTepuu HUKHUX OTAENOB KENyI0YHO-KUIIEYHOTO
TpakxTa.

OIMMUHAIMS
[Tocne BcackiBaHMs SATpOMOOTIAr MOIBEPraeTCss aKTUBHOMY METa00IU3MY.

OnTpomOonar BBIBOAWUTCA MPEUMYIIECTBEHHO uepe3 KuuiedHuk (59 %); mpu stom 31 %
oOHapyXHuBaeTcss B Mo4ye B BHae MeTabonutoB. lMcxomHoe BemiecTBO (daTpombomar) B
HEU3MEHEHHOM BHJI€ B MOY€ OTCYTCTByeT. B HeM3MeHEHHOM BHJIe Yepe3 KUIIEYHUK BBIBOAUTCS
okoJ10 20 % sntpombonara. [lepron noayBbIBeIeHUS U3 IJIa3Mbl KPOBU COCTABISET OKOJIO 21-32 4.

Oco0Oble T'PYIITBI ITAITUEHTOB




COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 08.09.2026 N= 17446
(MOCNEOOBATENEHOCTE 0032)

Toueunas neoocmamounocme

[Tocne mpuMeHeHHsI OJTHOKPATHOHM 1036l 50 MI' Tipernapara y MalydeHTOB C HapyIIeHHeM (PYHKIIHH
nouek Jerkoit creneHn AUCo « anTpombonara cHuxkanach Ha 32 %, y MalueHToB ¢ HapyUIeHHEM
(GyHKIMU TIOYeK cpeiHel creneHn — Ha 36 %, y MAlMeHTOB ¢ HapylleHHeM (QYHKIHHU IOYeK
TSDKETION cTerneHn - Ha 60 % 1o CpaBHEHHWIO CO 3J0POBBIMH JTOOpPOBOJIBIIAMHU. Y TMAIMEHTOB C
HapylieHrneM (yHKIIMH MOYEeK OTMEYanach TCHACHIUS K CHIDKEHUIO DKCIO3UIUH ITpoMOoIara B
ma3Me KpOBHM, OJHAKO Yy TMAlMEHTOB JaHHOM KaTeropuu ObLIa BbBISBIEHA CYIIECTBEHHAs
BapnabeIbHOCTh IKCHO3UINK M0 CPABHEHHIO C TAKOBOW Y 30POBBIX NOOPOBOIBIEB. [IpruMEeHSTH
mpernapar y MalUMeHTOB JAaHHOM KaTeropuu CJeAyeT € OCTOPOKHOCTBIO TIOJ MOCTOSHHBIM
KOHTPOJIEM.

Ileyenounas neoocmamounocms

Ilocne omHOKpaTHOro MpUMEHEHHUs Ipenapata B 1o3€ 50 MI' y MallMEHTOB € LIUPPO30OM IEYEHU
(napymenue ¢ynkiun nedenn). AUCo « antpombonara yBenuuuBaiack Ha 41 % y manueHToB ¢
HapyuieHrueM QYHKIUH TeueHu ciaaboii ctenenu, Ha 80 % — y manueHToB ¢ HapylIeHneM (PyHKIUH
NIEYEHU CpeAHEd CTeneHu, U Ha 93 % y MalMeHTOB C HapylIeHHWeM (YHKLIUU TEUCHH TKEIOH
CTENIEHU II0 CPAaBHEHHIO CO 3J0POBBIMU J0OpOBOJBLAMH. Y TALMEHTOB JAHHOM KaTeropuu
BBISIBIICHA CYIIECTBEHHAs BapHaOEIbHOCTh HKCIO3UILMHU IO CPABHEHHUIO C TAaKOBOH y 3/10pOBBIX
T0OPOBOJIBIICB.

Bnusaue napymeHuss ¢GyHKUMM TeyeHH Ha (DapMaKOKMHETHKY 3ITpoMOonara mpu MOBTOPHOM
MIPUMEHEHUH TIpernapara OLEeHUBAIOCh MOCPEICTBOM I'PYNIOBOro papMakOKMHETUYECKOTO aHAIIn3a
y 28 3M0pOBBIX B3POCIBIX JOOPOBONBIEB U 79 TAIMEHTOB C XPOHMYECKUMHU 3a00JCBaHUSMU
neyeHu. CoryiacHo pe3yjbTaTaM [aHHOTO HCCIIEAOBAHUS, Yy MAIMEHTOB C LHUPPO30OM MEYEHU
(napymenueM QyHkiuH neyenn) ormedeHo ysenuuenne AUC ) snTpoMOoriara mo CpaBHEHHIO C
TaKOBOM Yy 37I0POBBIX J0OPOBOJBIEB, npu 3ToM 3HaueHne AUC(o—) BO3pacTajio ¢ yBETUYCHHUEM
OamtoBbIX Mokaszareneit mo mkane Yaina—IIsto. [1o cpaBHEHHIO €O 310pOBBIMH JOOPOBOJIBIIAMHU Y
MalMeHTOB ¢ HapymieHueMm QyHkiuu mnedeHun jerkoi crenmeHn AUC-r) anrpomoborara Oblia
npubmusurensHo Ha 87-110 % Bblle, a y MaMeHTOB ¢ HapyIIeHHWEM (YHKIMU MEYeHU CpeaHel
cTeneHu — npubau3uTenbHo Ha 141-240 %.

IIpumenars npenapar y nanueHToB ¢ UTII u nuppo3oM nedeHu ciieayeT ¢ OCTOPOKHOCTBIO MOJ
MTOCTOSTHHBIM KOHTpOJieM. Y marueHToB ¢ XpoHudeckoil UTII m HapymieHnem (QyHKIIUW TEYEHU
JIETKOM, CpeiHel U TSDKEJOM CTEeNeHU TepaIuio 3ITPOMOOIIaroM CieyeT HaUMHATh CO CHIKEHHOM
1036l — 25 Mr 1 pa3 B CyTKH.

AHanoru4Hel aHanM3 OBUT MPOBENEH C ydacTueM 28 3M0POBBIX B3POCIBIX JOOPOBOJIBLIEB H
635 manuenToB ¢ BI'C. YV OonpIIMHCTBA MAlMEHTOB ITO0Ka3aTenb 0o Imkaine Yainn—IIero cocTaBisia
5-6 OamioB. Ilo nmaHHBIM (QapmMakOoKHMHETHUYEeCKOro aHanu3a mnamueHtel ¢ BI'C umenu OGonee
Bbicokoe 3HaueHne AUC-) MO CpaBHEHHUIO C TAKOBOW Y 30POBBIX JTOOPOBOJIBIEB, TIPH 3TOM
AUC(—«) BO3pacTajia ¢ yBeIMYECHHEM OaioBBIX Tokazareneid mo mkaine Yainn—IIsio. Ilo
CpaBHEHHUIO CO 370poBbIMHU mo0poBosbiiamu y marueHToB ¢ BI'C AUCo—) snTpombonara Oblia
BbIie npudnm3utTenbHo Ha 100-144 %. Y manuentoB ¢ BI'C Tepanuto anrpoMOomarom ciemyer
HAauMHATh € J03bl 25 Mr 1 pa3 B CyTKH.

Paca

BnusHue asmarckoil packl Ha (PapMakOKMHETHKY 3JITpoMOomnara OLICHMBAIM NPU IOMOLIU
MOMYJIAMOHHOTO (papMaKOKHMHETHYEeCKoro aHanu3a y 111 310poBeix B3pocibix (M3 HUX 31 —
asnarckoil pacel) m 88 marmmeHtoB ¢ WTII (3 Hux 18 — a3marckoii pacel). Ilo gaHHBIM
bapmakokuHeTHYecKoro aHanusza y namuentoB ¢ UTII azuaTckoi pachl (T.e. STOHIBI, KUTAKIBI,
Kopeiipl, Taifisl, xutenu TaiBaus), AUC-r) antpomOonara Obuia npumepHo Ha 87 % Bbille, 4yeM
y MalMEHTOB HE a3UaTCKON pachl (PEUMYIIECTBEHHO €BPOIIEOUI0B); IPH TOM KOPPEKIHS 0351 110
Macce Tella He IPOBOIUIIACK.
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(bapMaKOKHHETHUKY anTpombonara IPOBOIMIIN c MTOMOIIIBIO HOIYJISIIUOHHOTO
(hapMakKOKMHETHYECKOTO aHaimu3a ¢ ydactueM 635 mammentoB ¢ BI'C (145 maumeHToB
BOCTOYHOA3UATCKOTO MPOUCXOXKACHUS U 69 MalMeHTOB I0KHOA3MATCKOTO MpoucxoxaeHus). Ha
OCHOBaHUU Pe3yJIbTAaTOB MOMYJSIIUOHHOTO (PapMaKOKMHETHYECKOTO aHaJIh3a yCTaHOBJIEHO, YTO Y
MAIMEeHTOB BOCTOYHOA3MAaTCKOTO M IOXHOA3UATCKOTO IPOUCXOKICHHUS HAONI0anach CXOIHAS
dapmakokuHeTHKa dnTpoMmOomara. B cpemHemM y  manueHTOB  BOCTOYHOA3WATCKOTO U
10xHoa3zuaTckoro npoucxoxaeaus AUC-r) antpombonara Obuta nmpuMepHO Ha 55 % BbIlie 1O
CPaBHEHHUIO C MAMEHTaMH IPYTruX pac (MpenMyIlIeCTBEHHO €BPONEOUTHOMN).

Ilon

Bnusnue nona Ha (apMakOKMHETHKY 3JTpoMOoOIara ONEeHUBAIM MPU MOMOILY MOIMYJISIIMOHHOTO
dapmakokuHeTHYeCKOoro aHanu3a y 111 310poBbIx 1006poBOIbIEeB (M3 HUX 14 — KEHCKOTO Toja) U
88 marmentoB ¢ UTII (u3 Hmx 57 — xeHckoro moma). [lo JgaHHBIM  MOMYJSIITMOHHOTO
bapmakokuHeTnueckoro ananuza AUCo-r) antpomOonara y naruenTok ¢ UTII O6buta nmpumepHo Ha
50 % BBIIIIE IO CPABHEHUIO C TAKOBOW y MAI[MEHTOB MYKCKOTO I10JIa; TIPH ATOM KOPPEKIHUS 03 TI0
Macce Tejia He MPOBOIUIIACK.

Bnusaue moma Ha (apMakOKHMHETHKY AJITpoMOorara OLEHUBAIM C TOMOUIBIO MOIMYJISIIUOHHOTO
(hapMaKOKMHETHYECKOTO aHaym3a ¢ ydyactueM 635 nmammentoB ¢ BI'C (260 — >xenckoro nona). Ilo
pe3yJbTaTaM OLEHKH C MOMOIIbio Mojen y skeHIuH ¢ BI'C AUC o-r) antpomOonara 6si1a Ha 41 %
BBIIIIE 110 CPABHEHUIO C TAKOBOW y MY KUHH.

ﬂuua nooaiCus10c0 so3pacma

Bo3pactaple paznmuums 1o GapMakOKMHETHKE SiaTpoMOomnara OIEHHUBAIM C  [TOMOIIBIO
MOMYJSIIMOHHOTO (hapMAaKOKMHETHYECKOTO aHalli3a C y4acTueM 28 3I0pPOBBIX JOOPOBOJIBLICB U
635 manuentoB ¢ BI'C B Bo3pacte ot 19 1o 74 net. [1o pe3ynabratam OLEHKH C TOMOIIBIO MOJCIH Y
noXuibIx nanueHToB (> 60 net) AUCo-r) antpomOomnara Obuta Ha 36 % BBIIE MO CPABHEHHIO C
0oJiee MOJIOABIMY TAlIMEHTAMHU.

Jlemu cmapwe 1 200a

dapmMakOKMHETHKA 3ITpoMOoIara mocie nprueMa BHyTpb OJIMH pa3 B CYTKU U3ydeHa y 168 nereii B
Bo3pacTte crapuie | roaa.

Kaxymmiics miaasMeHHBIH KIMPEHC 3iITpomMbonara mocie MpueMa BHYTPh y MAaLUMEHTOB JaHHOM
KaTeropuu BO3PACTaeT C YBEJIMYEHHEM Macchl Tena. Y MallMeHTOB a3MaTCKOMl pachl KaKyIIMics
IJIa3MEHHBINA KJIIMPEHC CHUKEH puMepHO Ha 30 %, KpoMme TOro, CHH)KEHUE JAaHHOIO [TOKa3aTess Ha
20 % oTME4YeHO y MalMEeHTOB XKEHCKOro mnosa. PapMakOKMHETHYECKUE MOKA3aTeau y MalUueHTOB
JAaHHOW KaTeropuu MPEACTaBICHbI HUXKE.

Cpennne reoMerpuyeckue noxkasaresieil papmMakOKHHETHKH IJITPOMOONAra B paBHOBECHOM
COCTOSIHMH TOcJe NpuMeHeHHs B 103e 50 Mr 1 pa3 B cyTku y nanueHToB B Bo3pacre 1-17 aer
c UTII

Bo3pacTHas rpynna Cmax, MKI/MJI AUC 0-r), MKIX4/MJ1
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 ner 11,6 (10,4, 12,9) 162 (139, 187)

6. PAPMAIIEBTUUECKHUE CBOMCTBA

6.1. Ilepeyenb BcnOMoOraTe/ibHbIX BelIECTB
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Pesonetio, 25 me, mabaemku, nokpvimeie nieHoOYHOU qOOIOUK

MaunHuTON
Henmrono3za mukpokpucramnuyueckas PH 101
[ToBumon K30

IDxcmpazpanyiosvle KOMNOHEHMbL!

enmono3a mukpokpuctaimnnieckas PH 102
KapOokcumerrmikpaxman HaTpus (T A)
Maruus creapar

Ilnenounas obonouxa.

I'mnpomeriosa

Turana muokcun E171

Maxkporon—400

[Tonucop6at 80

Pesonetio, 50 me, mabremku, nokpvimsie nieHOYHOU 0O0IOUKOU.
MaHnHuTON

[enmrono3a mukpokpuctainueckas PH 101

IToBunoun K30

IKCmpazpanyioevie KOMNOHEHINbL.

Henmrono3za mukpokpucramimyeckas PH 102
KapOokcumerunkpaxman HaTpust (TUr A)
Maruus creapat

ITnenounas obonouka:

['unpomennosa

Turtana quokcun E171

Makporoa—400

Kpacurens xene3a oxcup xentoiit E172

Kpacurens xene3a okcuna kpacHblii E172)
6.2. HecoBMecTUMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH IPH XPAHECHUHU

XpanuTth nipu Temmneparype He Bbire 30 °C.

6.5. XapakTep u coaepkaHue YNaKOBKH
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JJUCTKOM—BKJIQABIIIICM B KapTOHHOfI ITa4YKe.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NMPH YTHIN3AUMH HUCHOJb30BAHHOIO JIEKAPCTBEHHOI 0
npenapara WjiM OTX0A0B, MOJYYEHHBIX MOCJIe NMPUMEHEHHUsl JEeKAPCTBEHHOr0 NMpemnapara u
Apyrue MaHMIYJISIIMHU ¢ IpenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA

[IBerinapus
Hosaptuc ®@apma AT, Jluxtmtpacce 35, 4056 bazenb

7.1. IIpeacTaBuTeNb AEPrKATE/Is] PETHCTPAIMOHHOIO YI0CTOBEPEeHHUS

[IpeTen3un moTpeduTeNel HAIPaBIATh MO aIpecy:

Poccuiickas @enepanusa

00O «HoBaptuc ®apmar»

125315, r. Mocksa, JIennHrpaackuii mpocnekr, 1. 70
Tenedon: +7 (495) 967 12 70

dakc: +7 (495) 967 12 68

DOnekTponHas mouta: drug.safety russia@novartis.com

PecnyOauka bemapych

ITpencraButensctBo AO «Novartis Pharma Services AG» (IIBeitnapckas Kondeneparus) B
Pecny6nuke benapych

Anpec: 220069, r. Munck, ip-T J[3epKuHCKOTO, 5, oM. 3, oduc 3—1

Tenedon: +375 (17) 360 03 65

DnexTponHas mouta: drugsafety.cis@novartis.com

PecnyoOauka Kaszaxcran

TOO «Hoaptuc Kazaxcran»

Anpec: 050022, r. Anmatsl, yi. Kypmanrassl, 95
Tenedon: +7 727 258 24 47

OnextponHas nmouta: drugsafety.cis@novartis.com

PecnyOimka ApMeHus

000 «ACTEPHUAY,

Anpec: 0051 r. Epesan, yn. Haupu 3apsn, 72/3
Tenedon: +374 115 190 70

DnektpoHHas moura: drugsafety.cis@novartis.com

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA
B Poccuiickoit @enepanuu — JITI-Ne(001879)-(PI'-RU)

B Pecny6niuke benapycs — JIITI-Ne001879-T'TI-BY

B Pecny6nuke Kazaxcran — JIIT-Ne001879-T'TI-KZ

9. KATEI'OPHUSA OTIIYCKA JIEKAPCTBEHHOI'O ITPEITAPATA
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o inoc
JlexapCTBEHHBIH TperapaT OTHOCUTCS K KaTerOpHH OTIyCKa HOQ)‘EIIE;II

OOmrast xapakTepuUCTHKa JICKapCTBEHHOTO IMpemnapaTta PeBoseis JoCcTynmHa B €IWHOM PEECTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpPa3sHiiCKOT0O SKOHOMHYECKOTO COI03a M Ha
ouraTEHOM caiite YIOJIHOMOYEHHOTO oprana (9xcepTHOM OpraHH3aIIHH)
(https://lk.regmed.ru/Registet/EAEU _SmPC),https://www.rceth.by/Refbank,
https://register.ndda.kz/#/reestr, https://www.pharm.am.



	Вспомогательные вещества
	Препарат Револейд содержит менее 1 ммоль натрия (23 мг) натрия на одну таблетку, покрытую пленочной оболочкой, то есть практически , по сути, «не содержит натрия.».

