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Crapasi pelakuus

Hosas pexakuusi

DAPMAKOJIOTMYECKHE CBONCTBA

Mexanusm oevicmeus

Tpom6onoatun (TPO) — 3T0 0OCHOBHOM ITMTOKHH, KOTOPBIA IPHHAMAET
yJacTre B PeryJisilliHi MErakapHoros3a H BEIpaboTke TPOMOOIMTOB; OH
SIBJISIETCSl SHJOTEHHBIM JIMTAHIOM JUIS penenrtopa TpoMOONoO3THHA
(TPO-R).

JOMEHOM uenoBeyeckoro penenrtopa TPO-R u uHHIHHMpyeT kackan

DntpoMbonar B3aHMOACHCTBYET ¢ TpaHCMEMOpPaHHBIM

nepeavydl CHUrHajia, HallOMMHAIOUIMI TakoBOH i dHIoreHHoro TPO,

DAPMAKOJIOTHYECKHE CBOHCTBA

Mexanusm Oeticmeus

Tpombonostun (TPO) — 3T0 OCHOBHOM IUTOKHH, KOTOPBIH MPUHUMAET
y4acTHe B PeryJisiliHi Merakapuornossa u BeIpaboTKe TPOMOOLUTOB; OH
SIBJISIETCSL 9HJIOTEHHBIM JIMTAQHJIOM JUISL pelentopa TpOMOONOITHHA
(TPO-R).

JIOMEHOM uesioBedyeckoro peuentopa TPO-R u wHHUIMHpyeT Kackan

Dnrpombomniar  B3aMMOJEHCTBYET C TpaHCMeMOpaHHBIM

nepesiayd CUrHajla, HaOMHHAIOMUI TakoBOH i sHA0reHHoro TPO,
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Crapasi peJaKuHsi

Hosasi pejakuusi

YTO COMPOBOYXK/AETCS MHAYKLMEH npoudepaluu U auddepeHUMPOBKH
MEraKapHOLMTOB U KJICTOK-TPE/IIECTBEHHUKOB B KOCTHOM MO3re.
Dapmarkoounamuka

Darpombomnar oranyaercs or TPO ¢ ToukW 3peHus BIMSAHMS Ha
arperauuio  TpomGouutoB. B ornmume or TPO  BosaeiictBue
satpombonara Ha TPOMOOLIMTBI 3/I0pPOBONO YEJOBEKA HE YCHUIIMBACT
arperauuio noj  JeiicteueM aaeHosunaudocdara (AIP) u  He
CTUMYJMpYeT  oKerpeccuio  P-cenekruna.  Dntpombomar  He
npenaTcTByeT arperauud TpomGoumToB moj aeiicteuem AJI® wnin
KOJUIareHa.

Dapmarkokunemuxa

[lapameTpsl (apMaKOKMHETHKM dATpombornara Npv NPUMEHEHHH Y
HIMOTIAaTHYECKOH (UTIT)

B3pOCHBIX € TpoMGOLMTONEHHEH

TNpeACTaBJICHBI B TaOJIHMLE HIKE.

YTO COMPOBOXKAACTCsS MHAYKLKEH nponudepanuu u nuddepeHUnpoBKU
MerakapHOLMTOB U KJICTOK-NPE/ILIECTBEHHUKOB B KOCTHOM MO3re.
DapmarkoouHamuxa

Dnrpombonar omiuyaercs or TPO ¢ Touku 3peHust BiMsHMA Ha
arperaumio tpombouuroB. B ommmume or TPO Bosaeiicteue
sntpomGonara Ha TPOMOOLMTBI 3/I0pPOBOTO YEJOBEKA HE YCHJIMBACT
arperaquio 1oj  JAeiicrBueM aneHosuHaupocdara (AZIP) u  He
CTUMYJIMpYeT — 9Kcmpeccuio  P-cenextuna.  Darpombonar  He
NpensTCTBYeT arperaunu TpombouuToB noa aedctuem AJIP wiu
KOJIIarexa.

dapmakokunemuxa

[MapameTpbl (hapMaKOKHHETHKH diTpomOonara npu MNPUMEHEHHH Y
U/IHONIATHYECKOM (UTIT)

B3pPOCIIBIX C TpOMGOHHTOHCHHCFl

MNpeACTaBJICHBI B TabJIULE HUXKE.

Cpednue  2eomempuyeckue 3HAQUeHUs NIAZMEHHbIX — NAPAMEMPOE Cpeonue 2eomempuyeckue 3HAYEHUs NIA3SMEHHLIX — NApamempos
(hapmaxoxunemuxu d1mpombonaza 6 paeHOEECHOM COCMOAHUU Y papmaroxunemuxu dampombonaza 6 pasHOGECHOM COCMOSHUU Y
e3pocnvix ¢ HTIT e3pocivix ¢ HTTT
Cxema Koanyects | MakcumajibHa TLomaas mojx Cxema KoanyectB | MakcumaibHa ILromwaas nox
JIedeHnst 0 st (apmMakoKHHETHYECK Jie4eHust o s (apMakoKHHETHYECK
3JTPOMOONAro | MANMEHTOB | KOHIEHTPalH 0ii KpHBO¥i 3aTpOoMGONAaro | MAHEHTOB | KOHIEHTPAaLH 0it KpHBOIi
M A1 (Cmax), «KOHLIEHTPaLHsi— M 1 (Crmax), «KOHLICHTPALHSA—
MKI/MJI Bpemsi» AUC o) MKT/MJ Bpems» AUC(or)
(MKrx4/mr) (MKrxy/m)
50 mr oaun pas | 34 8,01 (6,73; 108 (88; 134) 50 mr oauH pa3 | 34 8,01 (6,73; 108 (88; 134)
B CYTKH 9,53) B CYTKH 9,53)




€

c

Crapasi pelakuHsi Hogasi peakuusi
75 mr oauH pa3 | 26 12,7 (11,0; 168 (143; 198) 75 Mr oauH pas | 26 12,7 (11,05 168 (143; 198)
B CYTKH 14,5) B CYTKH 14,5)

DapmMakOKMHETHYECKHE TapaMeTphl 3nTpombonara y MalMeHTOB €
supychbiM renatutoM C (BI'C) ykasaHel B Tabnuue Huxe.

Cpednue — 2eomempuueckue — 3HAYeHUs  HAPMAKOKUHEMUYECKUX
napamempos 31mpombonaza é nnasme Kposu 6 paHO8eCHOM COCMOAHUL
y nayuenmog ¢ xponudeckum BI'C

dapMakOKMHETHYECKHE TapamMeTphl diaTpombonara y MNALMEHTOB ¢
supycubiM renatutoM C (BI'C) ykasaubl B Tabuue HUXe.

Cpednue  2eomempuuecKue — 3HAYeHUl  (HAPMAKOKUHEMUYECKUX
napamempos s1mpomoonaza 6 nnazme Kposu 6 pasHo6eCHOM COCMOAHUU

nayuenmos ¢ xponuveckum BI'C

Hosa Koanyecrso Cmax, mxr/ma AUC 1), Jo3a KosnyecTBo Cmax, mxr/ma AUC (o),

saTpombonara NaUHEeHTOB (MKrXxu/mir) saTpombonara NAUHEHTOB (MKrX4/mir)

(oquH pa3 B (oqun pa3 B

CYTKH) CYTKH)

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

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

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

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

3naueHust AUC (1) ¥ Cimax IO JAHHBIM PETPOCTIEKTUBHOTO MOMYJISALUOHHOTO 3naueHust AUC (0-r) M Cinax 10 JAHHBIM PETPOCNIEKTUBHOTO TOMYJIALIMOHHOTO

(hapMaKOKHHETHYECKOTO aHaIu3a. (hapMaKOKMHETHYECKOr0 aHaIn3a.

dapMakoKMHETHYECKHE MapameTphl ayTpombonara rocie mnpuema
npenapara Peoneiin® y 45 nauueHToB C TSKENOH arniacTHYeCKOH

aHemMHein (TAA), HE NPUHUMABLINX

NPOrpaMMHYIO
HMMYHOCYNPECCUBHYIO TEPAIIHIO, YKa3aHbl B TaONIMLIE HUKE.

Cpednue 2eomempuueckue 3Ha4eHus nokasamenell YapMaKoKuHemuxu
anmpombonaza 6 naazme Kpogu y nayuenmos ¢ TAA, ne nonyuasuiux

DapMaKOKMHETHYECKHE TapameTphl dnTpombonara rocjie rnpuema
npemnapara Peponeiin® y 45 naumeHToB C THKENOH ariacTHYecKoi

aHeMuei (TAA), HE MIPUHUMABLIMX

MPOrpaMMHYIO
MUMMYHOCYTIPECCUBHYIO TEPAIHIO, yKa3aHbl B TabuLe HUXKe.

Cpednue zeomempuueckue 3HayeHus nokazameineil apmakoKunemuxu
anmpombonaza 6 niasme kposu y nayuenmos ¢ TAA, ne nonyuaguiux
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Crapasi peJakuusi

HoBasi pepakuusi

anee NPOZPAMMHYIO UMMYHOCYNDECCUBHYIO Mepanuio

panee npo2pamMmMHyI0 UMMYHOCYNPECCUBHYIO Mepanuio

Jlo3a Koanyecrs | MakcumaibH Ilnomans nox Jlo3a Koanyecrs | Makcumanabl Inomaas nojx

saTpombona o asi dapmakokHHeTHYECK yaTpomMbGona o asi (apmakoKHHeTHYECK

ra (1 pas B | naumentos KOHIEHTpauu 0ii KpuBO¥ ra (1 pa3 B | nanmentos KOHIEHTPAUH 0it KpuBO#

cyTKH) 1 (Cmax)y «KOHIEHTPAaUHUs— cyTKH) 1 (Cmax)s «KOHIEHTpalHsi—

MKI/MJI Bpems» AUC(o.r) MKI/MJ Bpemsi» AUC

(MKr>u/mir) (MKrx4/mir)

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

JlaHHble TpeACTaBiIeHbl KaK reOMETpPUYEcKHe cpeHue (reoMeTpUYeCKHit JlaHHble Npe/CTaBleHbl KaK reOMeTpUYecKHe cpelHue (reoMeTpuyecKHit

cpeziHuii Ko3hOUUMEHT BapHallkH) cpeHuil K03 HUIMEHT BapHaliu)

Bcacwvieanue u 6uooocmynsocme

Cmax dATpoMOONara B ia3Me KPOBH JOCTHraeTcs yepes 2—6 4acos
nocne npuemMa BHYTpb. OJHOBpEMEHHBIH npueM sntpombomnara ¢
aHTaLMIaMH U APYTMMH MPOJAYKTAMH, COIEPXKALIMMH MOJIMBAJIEHTHBIE
KATHOHBI (HANPUMEpP, MOJIOYHBIE MPOJYKTHI U MUHEpalbHBIE 106aBKH),
3HAUMTEJIBHO CHIDKAET SKCMIO3UIIMIO dNTpombonara.

A6comoTHas 6HOAOCTYITHOCTD dNTpoMOONara 1npu npueMe BHYTPb He
6bia yeranosiieHa. Ha ocHoBaHMM noka3aTeliell BbIBEIEHUS NIOYKaMH 1
aHanM3a MeTaboJMTOB, BBIBOJAMMBIX Y€pe3 KMIIEYHHMK, MOKa3aHo, 4YTO
pacyeTHble 3HaYEHMs BCAChIBAHHS MPOU3BOJHBIX dTpoMbonara nocine

nepopajibHOro IpUMEHCHHS B OﬂHOKpaTHoﬁ 03¢ 75 M COCTaBWIIM

Bcacwisanue u 6uooocmynnocme

Cmax 2nTpoMOomnara B uia3Me KPOBH JOCTHraeTcsi yepes 2—6 4acos
nocne mnpuema BHyTpb. OJHOBpeMEHHBIH npuem anTpombonara ¢
AHTALMAAMH M JPYTHMH MPOJIYKTaMH, COJACPXKALMMHU TOJIUBAJIEHTHbIE
KaTHOHBI (HarpuUMep, MOJIOYHbIE TPOAYKTEl U MUHEpalIbHbIE 100aBKH),
3HAYUTEILHO CHIDKAET SKCTIO3HLMIO 3TpoMbonara.

A6comoTHasi GHOOCTYIHOCTE 3TpoMboNara npu npuemMe BHYTPb He
6bia ycraHoBieHa. Ha ocHoBaHMM NoKa3aTesiei BbIBEICHHUA MOUKaMHU U
aHanM3a MeTaboJIMTOB, BBIBOJMMBIX Yepe3 KMIUEYHMK, I0Ka3aHO, YTO
pacueTHble 3Ha4YCHHs BCAChIBaHUs MPOM3BOAHEIX dATpoMbonara rnocie

NepopajibHOro IMNMpUMEHCHUS B OllHOKPaTHOﬁ 03¢ 75 MI' COCTABHJIO
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Crapasi pejakuust

Hosas peaakuusi

He Menee 52%.

Pacnpeoenenue

DaTpomBonar B BHICOKOH CTENEHH CBA3bIBACTCA ¢ OelkaMy MilasMmbl
KpoBHU yesnoseka (> 99,9%). Dnrpombonar sBisercs cyberparom BCRP
(6en0K PE3UCTEHTHOrO paKa MOJIOYHOH JKese3bl), HO HE SABJAETCS
cy6erpatom P-riukonporenna win OATPIBI.

Memabonusm

DyrpoMGonar NpPeUMYIECTBEHHO MeTaboIM3HUPYEeTCs  TOCPE/ICTBOM
pacIerUIeHHsl, OKMCIICHHS M KOHBIOTALMH C TJIOKYPOHOBOH KHUCJIOTOH,
IJIyTaTHOHOM WJIH LwcTerHOM. I10 IaHHBIM HCCIIeOBaHUS ¢ METKOH
PaIMOAKTHBHBIM M30TONOM, Ha JIOJIO dATpombomnara B miasme KpoBH
npuxoautes okono 64% AUC .

BropocTeneHHbie MeTaboIuThl, Ha JIONIO KAKIOTO M3  KOTOPBIX

npuxoures  Menee 10%  paaMOaKTHBHOCTH B IUIa3Me  KpOBH,
o6pasyloTcs TyTeM IIOKypoHHaamu M okucieHus. Ilo manmbM
MCCIIEI0BAHUs ¢ NPUMEHEHHEM MEUEHOTO PaJHOAKTUBHBEIM H30TOIOM
snrpombonara, yCTaHOBIIGHO, 4TO NpumepHo 20% BBEJCHHOIN 03Bl
MeTaGoNM3upyeTes MyTeM OKucieHus. MccneoBanus in vitro nokasai,
yto CYP1A2 u CYP2C8 snstorcs u3odepMeHTaMu, OTBEYAIOLIUMH 32
OKHUCIIUTENIbHbIN MeTabonu3M,

Toraa Kak

ypuaunaudocdormokyponnnrpatcdepassl UGTIAl u UGTIA3 —

He meHee 52%.

Pacnpeodenenue

Dnrpomboniar B BbICOKOI CTENEHM CBA3BIBACTCA € OeiKamu [1a3Mbl
KpoBH yesioBeka (> 99,9%). DirpomGonar snsetcs cyberparom BCRP
(6enoK PEe3UCTEHTHOrO paKa MOIIOYHOH JKene3bl), HO He sBJseTCA
cyberparom P-rimkonporenna uin OATPIBI.

Memabonuzm

DntpoMGonar MpenMyILIECTBEHHO MeTaboJIM3HpYeTCs  MOCPEACTBOM
paciiernieHHsi, OKMCJICHHS! ¥ KOHBIOTALMU C MIIOKYPOHOBOH KHCIIOTOH,
[JIyTATHOHOM WM LWCTeHHOM. I10 JaHHBIM MCCIE/I0BaHUs C METKOH
PaJIMOAKTHBHBIM M30TONOM, Ha JIOMIO dATpoMGonara B IjiasMe KpoBU
npuxoautest okoso 64% AUC .

BropocTeneHHble  MeTaboONMTBI, Ha OO KaKAOro M3  KOTOPBIX

npuxoautcsi MeHee 10%  paMOaKTUBHOCTH B IIa3Me  KPOBH,
obpa3yloTcs MyTeM [JIIOKYpOHMJauuu M okucieHus. [lo aaHHBIM
MCCIEIOBAHUS ¢ NMPUMEHEHNEM MEYEHOTO PajMOaKTUBHBIM H30TONOM
sarpombornara, YCTaHOBJIEHO, YTO IPHUMEPHO 20% BBEAEHHOM 03Bl
MeTabo/IM3UpyeTCs IyTeM OKHCIeHUs. Hcce10Banus in vitro nokasai,
yro CYP1A2 u CYP2C8 siBnsitorcst u30epMEHTaMH, OTBEYAIOIIMMH 32
OKHMCJIUTENbHBII MeTaboNIu3M,

Toraa KakK

ypuanuandocormokyponuntpancdepaset UGTIAL u UGT1A3 —
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Crapas peakuusi

Hogasi pejakuust

u30(epMeHTaMHt, OTBEYAIOLMMK 3a TMOKypoHHmaumio. B npouecce
paciuenieHus MOryT NPUHHMATh yyacTue OakTepuu HIKHUX OT/EJIOoB
HKENyI04HO-KHILICYHOTO TPAKTa.

Buviseoenue

[locne  BcachlBaHds  oiarTpombonar — MOABEPracTcs  aKTHBHOMY
MeTaboIu3My.

DarpomGonar BHIBOAUTCS NMPEUMYLIECTBEHHO 4Yepe3 KMILIECUHUK (59%);
npu 51oM 31% oGHapykuBaeTcs B MOue B Bujie MeTabonuTos. MexoaHoe
BewecTBO (3NTpoMBOIar) B HeU3MEHEHHOM BHJIE B MOU€ OTCYTCTBYeT. B
HEM3MEHEHHOM BHIE 4Yepe3 KMIIEYHHMK BBIBOAMTCS oOkoso 20%
sntpombonara. [Tepuot MojyBbIBE/IEHUs U3 MIa3Mbl KPOBH COCTaBJIACT
okoJ10 21-32 4.

Ocobule 2pynnvl Nayuenmos

Iayuenmor ¢ HapywieHueM QYHKyUU nOYex

ITocne npuUMeHeH s OJHOKPATHOH /10361 SO MI npenapara y NalMeHToB
¢ napymentem GyHkuum noyex nerkoi crenenu AUCo. snrpombonara
cHwKanach Ha 32%, y NaUMEHTOB ¢ HapyuleHHeM (yHKUMH MOYeK
cpeaHeit creneHn — Ha 36%, y MaLMEHTOB C HapylUIEHHEM dyHKUIMH
NoYeK TsDKeNoi creneHd - Ha 60% IO CPaBHEHMIO CO 30POBBIMH
n06poBosibliaMi. Y AUMEHTOB C HapylleHHWeM (QYHKUMH MOYeK

oTMeYasjiaCh TEHJICHUMS K CHHXXCHMIO DKCINO3ULHMH 3mpom60nara B

u3odepMeHTaMH, OTBEYAIOIMMH 3a IOKypoHuaaumio. B mnpouecce
pacuernienns MOryT NPUHUMATh yyacTHe GakTepUn HWKHHMX OT/IENOB
3KeJTyJ0YHO-KUILIEYHOTO TPAKTa.

Buviseoenue

[Tocne BcachbiBaHMsi  2iTpomOOmnar  MOJABEPracTcsi — aKTHBHOMY
MeTaboIu3MY.

DurpoMbonar BHIBOAMTCS NMPEUMYIIECTBEHHO Yepe3 KUIIEYHUK (59%);
nipu 5ToM 31% o6HapykuBaeTcsi B Moue B Buzie MeTabonto. Mexoauoe
BeecTBo (31TpoMBONar) B HEU3MEHEHHOM BHJIE B MOY€E OTCYTCTBYeT. B
HEM3MEHEHHOM BHIE 4Yepe3 KMUIEYHHK BBIBOAMTCA oOkoso 20%
sarpombonara. [TeprHos NoMyBbIBEICHUS U3 TU1a3Mbl KDOBH COCTABJIAET
okoJo 21-32 4.

Ocobvie epynnbl hayueHmos

Iayuenmyl ¢ HapywieHuem QyHKyuu nouex

[Tocnie NpUMeHEHHs OJHOKPATHO# 10361 S0 MI mpemnapara y MaukeHToB
¢ HapymeHueM QyHKuun noyek jerkoi crenenn AUCo-« anrpombonara
cHwKanach Ha 32%, Y TNALMEHTOB C HApylUIEHHEM (YHKUMH MOYeK
cpejHeii cTeneny — Ha 36%, y NaLUMEHTOB C HapylUICHUEM dyHKIHH
[ouYeK TsKeNoN cTerneHu - Ha 60% IO CPaBHEHHIO CO 3/I0POBBIMU
106poBOBIAMH. Y  NALUMEHTOB C HapylleHHeM (YHKUMH MOYeK

oTMeYaJlaCh TEHJACHUMSA K CHHXXCHHUIO 3KCINO3HLHWH 3nTp0M60nara B
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Crapas peaakuus

Hogasi peakuusi

[11a3Me KPOBH, O/IHAKO y IALMEHTOB 1aHHOMH KaTeropuu Oblia BbIsBICHA
CylecTBeHHas BapuaGe/bHOCTh SKCTIO3MIMH 110 CPABHEHUIO C TAKOBOH
y 3/10pOBBIX 106pOBOJIbLEB. IIpUMEHATH Npenapat y NaudeHTOB JaHHOH
KATeropuu Cjie/lyeT ¢ OCTOPOIKHOCTBIO 110/l IOCTOSHHBIM KOHTPOJIEM.
Iayuenmol ¢ HapyweHuem QyHKyuu neveHu

[locne OJHOKPAaTHOTrO MNpMMEHEHWs mpemapara B joze S0 mr y
[AUMEHTOB C LHMPpO30M MeveHu (HapyuieHue QYHKUMM TeyYeHH)
AUCo.» snrpombonara ysenuuuBanach Ha 41% vy mnauueHroB ¢
HapylenueM QyHKLMH neyenn cnaboii crenenu, Ha 80% - y mauueHTos
¢ HapyuleHHeM (GYHKUMM T€YeHH CpEeIHeH CTEeneHW, U Ha 93% y
NALMEHTOB C HApyIICHHEM (QYHKLMM TEYEHH TSDKENIOH CTeNeHH Io
CPaBHEHHMIO CO 3/10POBHIMU 100pOBOJIBLIAMHU. Y MALMEHTOB JaHHOM
KATEropvM BBIABJICHA CYIIECTBEHHAss BapHalbebHOCTb DKCHO3ULMH 10
CPABHEHMIO C TAKOBO# y 3/10pOBBIX 106POBOIBLEB.

Bausiuue Hapymenus (QyHKUMM TnedyeHM Ha  (apMaKOKMHETHKY
snrpomGonara [pu MOBTOPHOM NPUMEHEHMH Mpernapara OLEeHUBAIOCH
[OCPEJCTBOM TPYNNOBOro (hapMakOKMHeTHyeckoro awanusa y 28
3JI0POBBIX B3POCIBIX J00POBOJIBLEB U 79 NALMEHTOB C XPOHHYECKUMH
3aboneBaHusiMu  rnedenu.  CormacHo — pesyibTaraM — JIaHHOTO
MCCIICOBAHUsA, Yy TALMEHTOB C LMPPO30OM MeyeHH (HapyLIeHHEM

dynkumu nevenn) otveyeno ysenuuenne AUC(o.y anrpomGonara 1o

r1a3mMe KpOBH, O/IHAKO Y [ALIMEHTOB IaHHOH KaTeropun Gblia BbIsBICHA
CyliecTBeHHas BapuabesbHOCTh SKCMIO3UIMH 10 CPABHEHHUIO C TAKOBOH
y 3710pOBBIX 106poBOJIbLEB. [IpUMEHATH NIPEnapar y NauueHToB JaHHOH
KATErOpHH CJIE/YET C OCTOPOIKHOCTBIO M0/] IIOCTOSHHBIM KOHTPOJIEM.
Iayuenmol ¢ Hapywienuem QyHKyuu nedenu

[Tocie ONHOKPaTHOrO MpMMEHEHMs npenapata B po3e 50 mr y
NALMEHTOB C LMPPO30M [MEYCHH (HapylleHHe QYHKIMH TMeYeHH)
AUCow osnrpombonara ysenuuuBanach Ha 41% y nNauuMeHToB ¢
HapyieHnem QpyHKIMH nedenu ciaboii creneny, Ha 80% - y nauueHToB
¢ HapymeHueM QYHKUMM TeYeHH CpelHeH cTemenu, u Ha 93% y
NALMEHTOB ¢ HapylleHHeM OQYHKLUHMH TEeYeHH THKEION CTeNeHH Mo
CPAaBHEHHMIO CO 3/I0POBBIMH J00pOBOJIbLAMM. Y MALMEHTOB JaHHOH
KATEropuHu BbIABJICHA CYLIECTBEHHAs BapHabelbHOCTh SKCMO3ULMK O
CPaBHEHMIO € TAKOBO# Y 3/10pOBBIX 10GPOBOIBLICE.

Bausuue HapywieHuss (YHKUMH TEYeHH Ha (apMakOKHHETHKY
sntpombornara Npu MOBTOPHOM NPUMEHEHHH MpenapaTa OLEHUBANOCh
[10CPE/ICTBOM  IPYIMNOBOrO  (hapMaKOKMHETHYECKOro aHaiusa y 28
3/I0POBBIX B3POCIIBIX 106POBOJIbIEE M 79 NALMEHTOB C XPOHHYCCKUMH
3aboneBaHusMH  nedeHu.  CorylacHoO  pesysibTaTaM — [IaHHOTO
MCCIIE/IOBAHHS, y TMAlMeHTOB C LMPPO30M TMe4eHH (HapylIeHHEeM

¢ynkuuu neyenu) ormedero ypenuuenue AUC(o- anrpombonara 1o
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Crapas pepakuusi

HogBasi perakuusi

CpaBHEHHIO C TAKOBOH Y 3/10pOBBIX J0OPOBOJIBLEB, PU 3TOM 3HAYCHHE
AUC0-r) BO3pacTailo ¢ yBeJuyeH1eM OaioBpIX MokasaTelel no wkase
Yaiina-TTslo. Ilo cpaBHEHMIO CO 310pOBBHIMH J100pOBOJIBLIAMH Y
NalMEHTOB ¢ HapyueHueM (yHkiuu nevenn nerkoit crenenn AUC o
satpombonara Obula npubnusurensho Ha 87-110% Bblwe, a y
HAlMEHTOB C HapylleHHeM (QYHKUMM I€YEHM CPEeHEH CcTeneHn —
npuGnusuTenbHO Ha 141-240%.

[Tpumensts npenapar y nauuenTos ¢ UTIT u uuppo3om neuenu cieayer
C OCTOPOXKHOCTBIO MOJ TMOCTOSAHHBIM KOHTPOJIEM. VY MalHEHTOB C
xponnyeckoit UTII u HapymenueM QyHKUMH Te4eHH JIETKOH, Cpe/iHeH
U TSKEJON CTENeHH Tepanuio >1TpoMOOnaroM cielyeT HauMHaTh €O
CHIKEHHOM 710361 — 25 MT 1 pa3 B CyTKH.

AHANOTMYHBIA aHanu3 ObUI TPOBEJeH C ydacTHeM 28 3/10pOBBIX
B3pOCIBIX M00poBosblee ¥ 635 mauuentos ¢ BI'C. V GonbumHcTBa
MalMeHTOB Mokasatens mno wkane Yaitna-ITsto cocrapasn 5—6 6amios.
[To naHHBIM papMakOKHHeTHYecKoro aHanu3a nauuenTsl ¢ BI'C nmenn
6onee Boicokoe 3HaueHne AUC(0.1) 10 CPaBHEHHMIO € TAKOBOH Y 3/10POBBIX
no6pososbues, npu stoM AUCqr) BO3pacTasa ¢ yBEIHYCHHEM
GamnoBeix nokasareneil no wkane Yaina-IIsio. Ilo cpaBuenuio co
BI'C AUC(-y
100-144%. VY

3J10pOBBIMH J100poBOIbLIAMH MalMeHTOB C
P

antpomGonara Obula BbIIIE NPUONM3UTENEHO Ha

CPaBHEHHUIO C TaKOBOii Y 3J0POBBIX J100POBOJIBLEB, PU 3TOM 3HAYEHUE
AUC0-r) BO3pacTaio ¢ ypelueHneM 0aIoBbIX MoKasaTeied 1o ukaine
Yaiina-ITeto. Ilo cpaBHEHMIO €O 3[40pOBBHIMH 10OpOBOJIBLAMH Y
nauMeHToB ¢ HapyleHneM GyHkuuu nedenu serkoit crenenn AUC oy
sntpombonara Gbuta npubnusurensHo Ha 87-110% Bbime, a y
MallMEHTOB € HapylieHHeM (GYHKUMM TEYEHH Cpe/lHEH cTeneHn —
npubnuszurensHo Ha 141-240%.

[Tpumensits npenapat y nauuentos ¢ UTIT u unpposom neyenu cieayer
C OCTOPOXKHOCTBIO IOJ TMOCTOSHHBIM KOHTPOJEM. Y TNalMEHTOB ¢
xponudeckoii UTII n HapyieHneM QyHKIMU NEYEHH JIETKOH, CpeHeH
U TsDKEJION CTEeNeHH Tepanuio MTpoMOONaroM Cjie/lyeT HayuHaTh CO
CHWKEHHOM 710361 — 25 Mr | pa3 B CyTKH.

AHanornuHelii ananuz ObUl TIPOBEAEH C YyuyacTueM 28 310pOBBIX
B3poCibIX 00poBosbLeB U 635 naumentos ¢ BI'C. YV GonbumHcTBa
NalMEeHTOB MoKasaTenb no wkaite Yaina-ITsio cocrapnsn 5—6 Gannos.
ITo ranHBIM papMAKOKMHETHYECKOTO aHanu3a nauuentsl ¢ BI'C numenu
6oee Boicokoe 3Hauenne AUC o-r) 10 CPABHEHHIO C TAKOBO# Y 3/10POBBIX
nobposonbues, npu 3tom AUC(.r) Bo3pactana ¢ yBeJIHYEHHEM
GannoBblx nokaszareneit no wkane Yaitna-ITeto. ITo cpaBHenuro co
BI'C  AUC(-)
100-144%. V

310pPOBBIMH llOGpOBOHL[laMH Y MNauueHToB C

BJ'ITPOMGOI‘Ial'a OblsIa  BBILLIE npn6nu3m‘eano Ha
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Crapasi pejakuusi

Hosasi pepakuust

naunenToB ¢ BI'C Tepanuio 2n1TpoMOonarom cielyeT Ha4uHaTh € 103bl
25 mr | pa3 B CyTKH.

Paca

Biusiuue a3Matckoil packl Ha (apMakoKMHEeTHKY asiTpombonara
OLIEHMBAJIM MPU [OMOLUM MOMYJISLHOHHOTO (HapMaKOKMHETHYECKOTO
ananusa y 111 310poBsIX B3pocibiX (M3 HMX 31 —asuarckoit pacel) u
88 maumenros ¢ UTII (u3 Hux 18 — asuarckoit pacel). Ilo naHHBIM
(bapmakokuHeTH4eckoro ananusa y nauuentos ¢ UTIT asuarckoii pack!
(T.e. ANOHIBI, KUTAMLBI, KOpeiLpl, TaiLp, xutenu Taisaus), AUC(-x)
snTpombornara Gbula MPUMEPHO Ha 87% BhIlE, YeM y NMAaLHEHTOB He
a3uaTckoil packl (NMPEMMYIICCTBEHHO E€BPOINEOM/IOB); TMpPH  3TOM
KOPPEKLHUsl 103bI 110 Macce TeJia He NPOBO/MIIACE.

Usyyenne BIMSAHMSA OTHMYECKOH MNPHUHALIEKHOCTH K BBIXOJUAM H3
ctpan BocrouHoit Asuu  Ha (apMakOKMHETMKY diTpomOorara
NPOBOMIN € MOMOLUBIO MOINYJISLMOHHOTO (HapMaKOKMHETHIECKOrO
BI'C (145 nauueHToB

aHanu3a ¢ ydactHeM 635 malMeHToB ¢

BOCTOYHOA3MATCKOTO MPOUCXO0XKICHHUSA u 69 naieHToB
JO’KHOA3MaTCKOro  npoucxoxenus). Ha ocHoBanuu pe3ynbTaToB
TOMY/IALHOHHOTO (apMaKOKHHETHYECKOTO aHaIW3a YCTaHOBJICHO, YTO Y
[NAalMEHTOB BOCTOYHOA3MATCKOTO M IOXKHOA3UATCKOTO MPOMCXO0XK/ICHHS

Habmoaanack cxonHas papMakoKuHeTHKa sntpombonara. B cpeanem y

naiuentos ¢ BI'C Tepanuio saTpomMbonaroM cjielyeT HauuHaTh C 103kl
25 mr 1 pa3 B CyTKH.

Paca

BiusiHMe a3uatckoif pachl Ha ()apMakOKMHETHKY anTpombonara
OLIEHMBAJX NP TOMOIUM MOMYJISUHOHHOTO (HapMaKOKUHETHYECKOTO
ananmsa y 111 310poBbIX B3pocibIX (M3 HEX 31 —a3uarckoit pacer) u
88 naupenros ¢ UTII (u3 uux 18 — asuarckoit pacel). ITo aanHbBIM
(bapmakokuHeTHYecKoro ananusa y nauuentos ¢ UTII asnarckoii pacsl
(T.e. ANOHLBI, KUTAMLBI, KOpeilbl, Taiupl, xurenu Taiisans), AUC(o.r)
sntpombonara Gblia npuMepHo Ha 87% BBILIE, Y€M Y MALMEHTOB He
aszuatckoi pacekl (TPEHMYIIECTBEHHO €BPONEOW/OB); TPH  OTOM
KOpPPEKLHsi 103b1 110 MAcCe TeJla HE NPOBO/IMIIACE.

Usyyenue BIMSAHMS DTHHYECKON NPHHAIEKHOCTH K BBIXOALAM M3
ctpan  Bocrounoit Asuu  Ha (apMaKOKMHETHKYy saTpombomnara
NPOBOJIMJIM C TIOMOLIBIO TOMYJIAIMOHHOr0 (apMaKOKMHETHYECKOTO
BI'C (145 nauuenron

aHaiM3a ¢ ydacTeM 635 MalMeHTOB ¢

BOCTOYHOA3MATCKOIo [IPOUCXOKACHHSA H 69 naiMeHToB

H0KHOA3UaTCKOIro l'lpOl’[CXO)K}lCHHﬂ). Ha ocHoBaHuu pe3yJibTaToB
NOMYyIALHOHHOTO cbapmaxoxuue-mqecxoro aHaJii3a YCTaHOBJICHO, YTO Y
MaLMEHTOB BOCTOYHOA3UATCKOTIO M KOXHOA3UATCKOI'O MPOHCXOXKIACHUSA

Habmoanack cxoHas GapMakoKHHeTHKa daTpombonara. B cpesnem y
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Crapasi peJakuusi

HoBasi pepakuusi

[ALMEHTOB BOCTOYHOA3UATCKOrO M F0)KHOA3UaTCKOrO MPOMCXOXKACHHS
AUC0-r) 2nTpoMmbonara Gblia MPUMEPHO Ha 55% BbILIE 110 CPABHEHHUIO
¢ MaUMEeHTaMH APYTHX pac (PeMMYLIECTBEHHO €BPONEOU/IHOH).

Ion

BiunsHue nona Ha GpapMakoKMHETHKY d1Tpombornara OLEHMBAIM MpH
[OMOIIM  MOMYJISILMOHHOTO  (papMAaKOKMHETHYECKOTO — aHaiu3a Y
111 3m0poBeix  g06poBonbles (M3 HUX 14 — xeHCKOro nojpa) W
88 naumentor ¢ UTIT (u3 uux 57 — xkeHckoro nona). Ilo panHbIM
nonynsuMonHoro  dapmakokunernueckoro  anamuza  AUC(
sntpomGonara y nauuentok ¢ UTIT 6s11a npumepHo Ha 50% Bbiime 1o
CPaBHEHHIO € TAKOBOH Yy MNALMEHTOB MYXKCKOIO [MOJa; MPH ITOM
KOPPEeKLHst 103 110 MacCe Tesia He MPOBO/MIIACK.

Biusiune nona Ha (papMakOKMHETHKY dJTpombornara OLEHMBAIH C
MOMOLIBIO  MOMYJIALMOHHOrO  (HapPMAaKOKMHETHYECKOTO aHanM3a ¢
yyactuem 635 naumento ¢ BI'C (260 — keHckoro nona). [lo
pesyJIbTaTam oueHKH ¢ noMoupio Mojenu y xkenumi ¢ BIC AUCqo-
sntpombonara Gbiia Ha 41% Bbille M0 CPABHEHHUIO C TAKOBOH Y My>KUHH.
Iayuenmor nodcuno2o 6o3pacma

Bos3pacTHble pa3iuuus 110 papMakOKHHETHKE SNTpoMOONara OLeHUBAU

C IIOMOIIBIK MOMYJIIHIUOHHOTO q)apMaKOKMHCTM‘{CCKOFO aHajausza C

MalMEHTOB BOCTOYHOA3UATCKOTO M IOXKHOA3HATCKOIO MMPOMCXOXKASHHS
AUCo.+) antpomGonara Gbisia IpUMepHO Ha 55% BbILIE MO CPABHEHHIO
C MauMeHTaMH JIPYruX pac (peHMyIIeCTBEHHO €BPONIEOU/IHOM).

Ion

BiusiHue mona Ha (papMakOKMHETHKY daTpombornara OLEHHBAIH MPH
MOMOIUHM  TOMYJIALHOHHOTO

d)apmakoxnueruqecmro aHainusa |y

111 310poBBIX JI06pOBOJIBLEB (M3 HHUX 14 — XKeHCKOro mnona) u
88 naupentor ¢ UTIT (u3 Hux 57 — xeHckoro nona). ITo aaHHbIM
AUC(o-t)

sntpombonara y nauuentok ¢ UTIT 6su1a npumepHo Ha 50% BbllLe 1O

MONyJIALMOHHOTO  (hapMAKOKMHETHYECKOTO  aHaiu3a
CPaBHEHMIO C TAKOBOH y MALMEHTOB MYXKCKOrO [MOJa; IpH ITOM
KOPPEKLHsi 103 N0 Macce TeJia He POBO/IMIIACK.

BausHue nona Ha (apMakoOKHHETHKY snaTpomOomnara OLEHHBAIN €
[OMOIIBIO  MOMYJIAUMOHHOTO  (hapMaKOKHHETHYECKOrO aHaiumsa ¢
yuactueM 635 nauuento ¢ BI'C (260 — skenckoro mona). Ilo
pe3yJbTaTaM OLEHKH C TIOMOIIBIO MOJIeNH Y xkeHmH ¢ BI'C AUC(0-)
snTpombonara 6bu1a Ha 41% BBILIE [0 CPABHEHHUIO € TAKOBOH Y MYXKUHH.
Ilayuenmeol nodcuno2o 6ospacma

Bo3pacTHble pa3nuyms o GapMaKOKHHETHKE SNTpoMGONara OLeHHBAMHI

C IIOMOLIBIO [MMOIMYJIAUHOHHOIO d)apMaKOKHHeTH'{CCKOl‘O aHaiauza C
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Crapasi pelakuHsl

Hosasi penjakuusi

yyacTueM 28 310poBbIX 100poBobLEB M 635 mauuentos ¢ BI'C B
Bospacte ot 19 10 74 sier. ITo pe3ynbTaTaM OLEHKH C MOMOLIBIO MOAC/IH
y noxuibx nauueHToB (>60 ser) AUC(-r) 2nTpombonara Gpiia Ha 36%
BBILIE 110 CPABHEHHIO € 60JIee MOJIO/IBIMH TAlIMEHTAMM.

Jlemu cmapwe 1 200a

MdapMaKOKMHETHKA 3JITpoMbonara rocjie npuema BHYTPb OJMH pa3s B
cyTku u3ydeHa y 168 sereii B Bospacre crapue 1 roza.

Kaxymuiics IasMeHHBI KIMpeHc snTpoMbonara mnocie npuema
BHYTpb y MAlMEHTOB JaHHOW KAaTEropuH BO3pAcTaeT C YBEIWYCHHEM
Macchl Tena. Y MalMeHTOB a3WaTCKOW pachl KaylMICA MIa3MEHHbBIH
KJIMPEHC CHIKEH mpuMepHo Ha 30%, KpoMe TOro, CHUXKEHHe JaHHOTO
nokazarens Ha 20% OTMEUEHO Y MAlLMEHTOB JKEHCKOro Iojia.
DapMaKOKMHETHYECKHE MOKa3aTeN y MNAlMEHTOB JAHHOH KaTeropuu
[Pe/ICTaBICHbI HHKE.

Cpednue  2eomempuueckue  nokasameneii  (apmaxoxkunemuxu
2mMpombonaza 6 pagHoBeCHOM COCMOAHUL NOC/e NPUMEHEHUS 6 003e
50 mz 1 pas 6 cymku y nayuenmog 6 eospacme 1-17 nem ¢ HTIT

yuactuem 28 310poBbIX 106poBonbueB M 635 nauuentos ¢ BI'C B
Bospacte ot 19 10 74 net. 1o pe3ynbTaTam OLEHKH € MOMOLLBIO MO/IENIH
y noxuisix nauueHtoB (>60 ser) AUC 0. anrpombonara Obina Ha 36%
BBILIE [0 CPABHEHHIO ¢ GoJiee MOJIOJABIMH MALMEHTAMH.

Jemu cmapwe 1 200a

®dapMakoKMHETHKa 3J1TpoMbomnara rnocjie npuemMa BHYTPb OJMH pa3s B
cyTkH u3ydeHa y 168 nereii B Bo3pacte crapiue | roja.

Kaxyumiics iasMeHHbIl KIMpeHC anTpombonara mnocsie rpuema
BHYTPb Yy MAlMEHTOB JAHHOH KaTeropHH BO3PACTAaET C yBEIMYEHHEM
Macchl Tejla. Y MalMeHTOB a3MaTCKO# pachl KaKyIIUHCA MIa3MEHHBIH
KJIMPEHC CHIDKEH mpuMepHo Ha 30%, KpoMe TOro, CHWKEHHE JaHHOTO
nokaszateiss Ha 20% OTMEYEHO Yy MALMEHTOB JKEHCKOro IoJa.
PapMaKOKHHETHYECKHE I10KA3aTe/IM Y MalMEHTOB JaHHOW KaTeropuu
NpEe/CTaBJICHbI HUXKE.

Cpednue  2eomempuyeckue — nokasameneti  (PapMAKOKUHEMUKU
21MpoMOONaza 8 pasHoBeCHOM COCMOSHUU NOCNEe NPUMEHEHUA 6 003€
50 m2 1 paz 6 cymku y nayuennos 6 eospacme 1-17 nem ¢ UTIT

Bospacrnasi rpynna

C maxy, M Kr/mit

AUC(0-1), MKIXu/MJ1

Bo3pacraas rpynna

Cmax, MKI/MJI

AUC 0-1), MKIX4/MJ1

12-17 net

6.8 (6,17, 7.5)

103 (91,1, 116)

12-17 net

6,8 (6,17,7,5)

103 (91,1, 116)

6-11 net

10,3 (9,42, 11,2)

153 (137, 170)

6-11 ner

10,3 (9,42, 11,2)

153 (137, 170)

1-5 net

11,6 (10,4, 12,9)

162 (139, 187)

1-5 ner

11,6 (10,4, 12,9

162 (139, 187)

IIPUMEHEHUE IIPM BEPEMEHHOCTH M B IMEPUOJ TIPYJIHOIO

IIPUMEHEHUE IIPM BEPEMEHHOCTM W B IIEPHOJI TI'PYJIHOI'O
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Crapas pelakuusi

HogBasi pejakunusi

BCKAPMJIMBAHUA
bepemennocmo

Her AaHHBIX O NMPUMEHEHMM TMperapara BO Bpems GepeMEeHHOCTH Y
yenoBeka. B mccne0BaHUAX

Y  KMBOTHBIX Obula  BBIABJICHA

PeNpOJYKTHBHAA ~ TOKCHYHOCTb ~ MpHM  BBEACHWM  onTpombomnara
GepeMEeHHBIM KHBOTHBIM B IIEPHOJI OpraHorexesa. [loTeHLMaNbHbIH
PMCK /111 4eJIOBEKa HeM3BECTeH. B cilyyae puMeHeHus npenapara npu
GepeMEeHHOCTH MIIH IPH Pa3BUTHH GepeMEHHOCTH Ha GOHE NPUMEHEHHS
npenapara cie/yeT NpoMHGOPMHPOBATh MALMEHTKY O MOTEeHLIHATLHOM
pucke s mioAa. IlpumeHeHue mpenapata npu GepeMEHHOCTH
BO3MOKHO JIMIIb B TOM CJly4ae, KOrja NOTeHIMaIbHbIA PUCK JUIs TU10J1a
OmpaBJiaH OKMAAEMOi NOoJNB30# /Ui MatepH. Ilpumenenue npenapara
Peposeiin® He pekomeHjayercsi 1MpH GEpeMEHHOCTH My KCHIIMH €
COXpaHEHHBIM PENpPOIYKTHBHBIM TOTEHLHAIOM, HE HCIIOJIb3YIOLKX
METO/Ibl KOHTpPALIETILHH.

Jannvle uccnedo8anuil y HeueomHwix

B ucclieioBaHuaxX sMOpHodeTanbHOi TOKCHYHOCTH Y KPBIC U KPOJIMKOB
3nTpomBonar BBOAKICS CaMKaM B TEPHO/] OpraHoreHesa. ¥ caMoK KpbIc
ToKcHYecKas 103a B 60 MI/Kr/cyT (4To B 6 pa3 MpeBhIIANIO KITHHUYECKOE
BO3IeiicTBHe Ha yenoBeka Ha ocHoeanud AUC y nanumentos ¢ UTIIL B

03¢ 75 Mr/cyT ¥ B 3 pa3sa NpeBbINano KIMHAYECKOE BO3JCHCTBHE HA

BCKAPMJIMBAHUSA
Bepemennocmo

Her JaHHBIX O NPUMEHEHMM Mpenapara BO BpeMms OGepeMeHHOCTH y
yejqoBeka. B uccie0BaHUAX Oblia

Y KMBOTHBIX BbISIBJICHA

pernpofyKTUBHAs ~ TOKCUYHOCTb ~ NpPH  BBEICHHH antpombonara
GepeMEeHHBIM KUBOTHBIM B TIEPHOJ OpraHoreHesa. IloTeHUMabHBIH
PMCK /LIS 4esloBeKa HeM3BecTeH. B cilyyae mpUMEHEHHs npenapara npH
GepeMEeHHOCTH Wi TIPH Pa3BUTHU GEPEMEHHOCTH Ha POHE NPUMEHEHHS
npenapara cljie/lyeT NpouH(GOPMHPOBATh MALKEHTKY O MOTCHIHMATLHOM
pucke s miofa. IlpuMeHenue npenapata NpH GepeMEHHOCTH
BO3MOKHO JIMIIL B TOM CJly4ae, KOra NoTeHUMabHbIA PUCK ANId [UI0/a
OnpaB/iaH 0XKM/aeMOii Monb30# s Matepu. Ilpumenenne npenapara
Peoseiin® He pekoMmenayercsi mpu GEpeMEHHOCTH M Yy JKEHIIMH C
COXPaHEHHBIM PENPOJYKTHBHBIM TOTCHLHAIOM, HE HCHOJIb3YIOLNX
METO/1bl KOHTPALETILIHH.

Jannvie uccnedosanuit y HCu6OMHuIX

B uccieoBaHusaX sMOpHOpETaIbHOM TOKCHYHOCTH Y KPBIC H KPOJIMKOB
5ITpoMBOoNar BRBOJMIICA CAMKaM B IEPHOJI OpraHoreHesa. ¥ caMok Kpbic
ToKcHYeckas 103a B 60 Mr/kr/cyT (4To B 6 pa3 MpeBbILIAI0 KIHHHYECKOe
BO3JIeficTBHE Ha uyenoeka Ha ocHoBahun AUC y mauuentos ¢ UTIT B

n03¢ 75 MI/cyT M B 3 pasa MpeBbIIANO KIMHMYECKOE BO3JCHCTBHC Ha
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Crapasi pepakumsi

Hosasi perakuusi

yenoeka Ha ocHoBe AUC y MauueHToB ¢ XpoHuyeckum renatutom C
npu go3e 100 mr/cyT) mpuBOAMIAa K CHIXKCHHIO Beca [UioAa H
1e6O0/IBLIOMY YBEJIMYEHHIO YaCTOThI Pa3BUTHS IeHHbIX pebep. Hukaknx
JIOKA3aTeIbCTB CePbe3HbIX CTPYKTYPHBIX MOPOKOB B MCCIIE/I0BaHHE
oTMeueHo He Obulo. Y KponukoB He Obulo oTMeueHO 3¢dekToB
5MOpHOQETANTBHON TOKCHYHOCTH M TEPaTOreHHOCTH B j103ax jao 150
mr/kr/cyt (B 0,5 pa3 Gonblue KIMHHYECKOTO BO3JCHCTBHUS HA YeJIOBEKA
na ocosaunu AUC y nauuentos ¢ UTIT B nose 75mr/nens u B 0,3 pasza
NpPEBBIIATIO KIXHAYECKOE BO3/ICHCTBUE HA 4Y€JOBEKAa HAa OCHOBAHHMH
AUC y nanmenTos ¢ xponuueckuM renatutoM C B 1o3e 100 mr/cyr).

B McclieJoBaHUSX Tpe- U MOCTHATAIBHON TOKCHYHOCTH Yy GepeMeHHBIX
KpBIC 2ATpoMOONar Ha3Hayacs ¢ 6 JHA TeCTaluMy U BILIOTh 10 20 aHs
nakrauuu. Hukakux noGouHbX 5¢QQeKToB Ha  penpoayKTHBHYIO
(YHKUMIO MaTepu WM HAa Pa3BMTHE NOTOMCTBA MpH jo3ax a0 20
Mr/kr/cyT otMedeHo He Obulo (B 2 pasa Gosbplie KIHHHYECKOTO
BO3/IeiicTBHA Ha yenoseka Ha ocHoBanun AUC y naumenrtos ¢ UTII B
no3e 75Mr/lieHb M QHAJIOTHYHO KJIMHUYECKOMY BO3/IEHCTBMIO Ha
yenoeka Ha ocHoBaHud AUC y MalMeHTOB ¢ XPOHUYECKHM IeNaTUTOM
C B a03e 100 mr/cyt). dnrpomGonar 61 0OHapyKeH B Tjla3Me KPOBH
notomctBa. KoHueHrpauus — snatpombonara B

rniaasme KpOBH

yBEIHUYHUBANACH C JI030# 110cCJie BBEACHUS npenaparta B (basy pa3BUTHA

yenoBeka Ha ocHoBe AUC y nauueHToB ¢ XpoHudeckuM rematutom C
npu go3e 100 Mr/cyT) npMBOAMIA K CHMXXEHHIO Beca [0 M
HeGOBIIOMY YBEJINYEHHIO YaCTOThI pa3BUTHs ek HbIX pebep. Hukakux
JI0Ka3aTesIbCTB CEPbE3HBIX CTPYKTYPHBIX MOPOKOB B HCCJIE/I0BAHHH
oTMeueHO He Obuto. Y KpoiukoB He ObUIO OTMeueHO dddexTon
sM6puOdeTanbHON TOKCHYHOCTH M TEPaTOreHHOCTH B j03ax jao 150
mr/kr/cyt (B 0,5 pa3 GoJiblie KIMHUYECKOTO BO3/ICHCTBUs HA YEJIOBEKA
Ha ocHoanuu AUC y nauuentos ¢ UTIT B go3e 75 mr/cyr u B 0,3 pasa
NpEBBILIANIO KIMHHYECKOE BO3/CHCTBHE Ha YeJOBEKAa Ha OCHOBaHWUH
AUC y nanuenTos ¢ xponudeckum rematurom C B nose 100 mr/cy).

B Hccne1oBaHuUsX Tpe- U MIOCTHATAIBHON TOKCHYHOCTH Y GepeMeHHBIX
KpBIC 3ATpoMGONar Ha3Hayaucs ¢ 6 JHSA recTallMu M BILIOTH 710 20 aus
nakrauun. Hukakux no6ounsiX d(QQexToB Ha  PenpoayKTHBHYIO
yHKUMIO MaTepd HJIM Ha Pa3BUTHE NOTOMCTBA MpU Jo3ax po 20
MI/Kr/cyT oTmeveHo He Obuto (B 2 pa3a Oosiblue KIMHHYECKOTO
BO3/eHcTBUs Ha yenoseka Ha ocHoBannn AUC y nauuentos ¢ UTIT B
03¢ 75 Mr/cyT M QHAJNOTMYHO KJIMHMYECKOMY BO3/ICHCTBHMIO Ha
yesioBeka Ha ocHoBaHuKM AUC y NalMeHTOB ¢ XPOHUYECKHUM TeNaTuTOM
C B nose 100 mr/cyr). Dnrpombonar 6b11 0OHapy>eH B IIa3Me KpOBH
noromctea. KoHueHTpauus snrpombonara B

niuasme KpOBH

yBeJIMYUBaIach € JI030# 1ociie BBEJICHUS npenapara B (1)5.3}’ pa3sBUTHA
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Crapasi peJakuust

HoBasi pepakuusi

FO.

I'pyonoe éckapmauearue
HeT IaHHBIX O TOM, BBIACJISETCS JM DATPOMOOIAT MM ero MeTabonThI
C IpY/IHBIM MOJIOKOM Y Y€JIOBEKA, HII O X BIMAHMM HA IPY/IHBIX aerei
1 Ha cexpewHio Mosioka. Tem He Menee anTpomGonar Gbi oOHapy»eH y
I0TOMCTBA JIAKTUPYIOIIMX Kpbic Yepe3 10 AHel mocne poxJIeHHUs, YTo
JlaeT OCHOBAHME MOJAraTh, YTO SATPOMOONAr MOXET BBIACHATLCA B
rpyHoe Mosioko. CliejtyeT NPUHATH PELICHAE O NPEKPAIICHUH [PYAHOTO
BCKADM/IMBAHMS WIM O  NPOJOJDKEHHHM/MIPEKPAILCHHH  Tepariu
npenapaTom Peposeiin® npuHMMas BO BHHMAaHHE [PEUMYILICCTBA
IPY/IHOTO BCKAPMIIMBAHUS M 0XU/IAEMYIO 10JIb3Y TEpariH /is MaTepH.
CrefyeT  MpPEKPaTHThb  IPYAHOE

BCKapMJIMBaHHE B ciy4ae

He0OX0MMOCTH MPUMEHEHHUA Tpenapara B TNEepUO/L JIaKTallHH.

FO.
I'pyonoe éckapmnusanue

HeT AaHHBIX O TOM, BbIJIC/IAETCA JIM 2ITPOMOOINAr WM €ro METabOITEL
C IPY/IHBIM MOJIOKOM Y Y€JIOBEKa HIIH 00 MX BJMSHHM HA IPYHBIX 1CTCH
1 Ha cekpeuuio Mosioka. Tem He MeHee anTpoMGonar b1 0GHapyKeH y
[I0TOMCTBA JIAKTHPYIOLMX Kpbic yepe3 10 anel mocie poxkaeHus, 4To
JlaeT OCHOBAHME MOJAraTh, YTO BITPOMOONAr MOXET BLIACIATECH B
rpyHOe MosIoKo. Clle/lyeT IPUHAT PELIEHUE O NPEKPAleHHH FPYHOTO
BCKADMJIMBaHMS WM O  TPOJIOJDKEHMM/NIPEKPALiCHHH  TEpar1u
npenapatom Peponeiin® npuHMMas BO BHMMAHME NpPeHMyIIECTBA
IPY/IHOTO BCKApMJIMBAHHS U 0XM/Ia€EMYIO 110J1b3Y TEPANUHU JUIA MATEPH.
Cnenyet

MPEKPATUTH rpyaHoe BCKapMJIMBAHHE B ciiy4dae

HCO6X0}1HMOCTH IPUMEHEHUs Mperapara B NeproJ JIaKTalluH.

Cri0COB NIPUMEHEHUA U 103bI

PeXkMM  103MpOBaHMsl TOJAOMPAIOT HMHAMBMAYaJbHO HA OCHOBaHWH
KOJIMYECTBA TPOMOOLIMTOB.

Tpenapar Peponeiin® ciieslyer npuHMMath Mo Kpaiiteit Mepe 3a 2 uaca
710 MIM yepe3 4 yaca Moclie NpHeMa TaKUX MPOJYKTOB Kak aHTalW/Ibl,
MOJIOUHBIE TPOAYKTHl MM MHHEpaibHbie [100aBKH, COAepKalIe
[IOJIMBAJICHTHBIE KATHOHBI (HANPUMEp, KATHOHBI aIIOMUHHS, KaJlbLUs,

JKeJle3a, MarHus, cejieHa M LMHKa) (CM. pasziensl «Bsaumoodeticmesue ¢

CnoCob NIPUMEHEHHUSA U 103b1

PeskuM  103UpOBaHMsl MOJAOMPAIOT HMHAMBMAYaJlbHO HAa OCHOBAaHWH
KOJIMYECTBA TPOMOOIMTOB.

INpenapat Peponeiin® cieayer npuHuMaTh 1o KpaiiHeii Mepe 3a 2 yaca
JI0 MM yepe3 4 yaca rocjie NpUemMa TakuX MPOJYKTOB KaK aHTalM/bl,
MOJIOUHBIE TIPOMYKTHl WM MHHepalbHBle [100aBKH, COJepXaliue
MOJIMBAJICHTHBIE KATHOHBI (HAIpHMeEp, KaTHOHBI aJIOMUHMS, KaJbLus,

Jkeses3a, MarHus, celieHa M LuHKa) (CM. pasjensl «Bsaumoodeticmeue ¢
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Crapasi peJaKuus

Hogasi peakuusi

Opyeumu JIeKApCMEEHHbIMU NPEnapamamuy y «®Dapmakonozuueckue
ceoucmea).

TabneTku npenapata MOXHO NPUHMMATh C MULIEH, CcoiepKauieH
HebobIoe KoMuyecTBO Kaublus (<50 Mr) uiav npeanovyruTesbHO He
cojepallei KanbLuui.

ITayuenmol ¢ XPOHUYECKOU UMMYHHOT mpomboyumonenueu

Jns

>50000/MKJ1 IPUMEHSIOT MUHUMAJIbHYIO 5D hEKTHBHYIO 103y Npenapara

JIOCTIKEHHs ¥ TOUIEp)KAHMs  KOJIMYEeCTBa  TPOMOOUMTOB
Peponeiin®. IToabop A03bl NPOBOAAT, OCHOBBIBASCH HA W3MCHCHWUH
KonuuecTBa TpombouuToB. [penapar Pesosneiin® He npeHa3HaueH IS
HOpMANM3alMM  KoJMyecTBa — TpombouutoB. B kiuHHueckuXx
MCCIIeI0BAHMAX TOBBIIEHUE KOJIMYECTBA TPOMOOUMTOB HabIIOAANIOCE,
KaK TpaBWio, B TeueHue 1-2 Hejenb TOCHE  Havana  Teparnvu
[IperapaToM, CHIKEHHE MPOMCXOJMIO B TeyeHue 1-2 Heaenu rnocie ee
NpeKpaleHHs.

Ilepsonauansubiii pexcum 003upoBanus

Bspocnvie u 0oemu 6 éospacme 6-17 rem

PekoMeH/I0BaHHAs HaualbHas J03a nipenapara Pesoneiin® cocrapmser
50 mr 1 pa3 B CyTKH.

V B3pOCIBIX M JeTeii B Bozpacte 6-17 nieT aznaTckoii packl (Takux Kak

KUTAMLBl, AMOHIbI, KOPEHLBI, TaHIbl W XKHUTEIH TaiiBans) JeyeHue

Opyeumu nexapcmeennuiMu npenapamamuy v «Papmaxonozuieckue
ceoticmeay).

TabneTku npenapata MOXHO NPHHMMATh C MUUIEH, coAepKallei
HeBOIbIIOe KOMNYECTBO Kayiblms (<50 Mr) WM NpeanoyTUTE/IbHO He
coziepaKallei KaJbLui.

Iayuenmyl ¢ Xponu4eckou uMMYHHOU mpomboyumonenuet

s

>50000/MKJI IPUMEHSIOT MUHAMaNbHYIO 9 GeKTHBHYIO 103y npenapata

JIOCTW)KEHHUsI M TIOJUIEp)KAHMsS  KOJIMYeCTBa TPOMOOLMTOB
Pegoneiin®. ITogfop /031 NPOBOJAT, OCHOBBIBASCH HAa W3MEHCHHH
KonuyecTa TpoMboruToB. Ipenapar Peponeiin® He npeHasHayeH Uit
HOpManM3auMM  KoiudectBa  TpombouurtoB. B kiMHMYeCKHX
UCCNIE/IOBAHMAX TOBBILIEHHE KOJIMYECTBA TPOMOOLIMTOB HAG/IIOAANOCh,
KaK MpaBWio, B TedeHue 1-2 Heienp rnocie Havyala  Tepanuu
MpenapaToM, CHIKEHHE MPOMCXOMIIO B TeueHHe 1-2 Hejtesib nocne ee
[peKpalieHHsI.

Ilepeonauanshblii pedicum 003UpOBaAHUs

Bspocavie u demu 6 6o3pacme 6-17 rem

PekoMeH/I0BaHHAs HauaibHas 1032 Tpenapata Pesoneiin® cocrapnsier
50 mr 1 pa3 B CyTKH.

V B3pOCHBIX M JieTeil B Bo3pacTe 6-17 neT a3MaTckoi pachl (Taknx Kak

KMTaMIBI, ATOHLBI, KOpeillsl, Taiipl M skurenu TaiiBans) seueHne
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Crapasi peakuusi

Hogasi peakuusi

npenapaToMm Pegoueiin® crenyeT HauMHaTh ¢ 103b1 25 Mr 1 pa3s B CYTKH.
Jlemu 6 6ospacme 3-5 1em

HauasipHasi 103a Npenapara y naiueHToB JaHHOH KaTerop1u COCTaBIsAeT
25 mr | pa3s B cyrku. Y MAlMEHTOB a3MaTcKO# pachl (Takux Kak,
KHTaLIbl, AMOHLIbI, KOPEHLIbI, TANLIbI U XKUTEJIH TaitBaHsi) B BO3pacte 3-
5 NeT HAYMHATH TEPANMIO TPENapaToM ClEAyeT ¢ A03bl 25 Mr 1 pas B
CYTKH.

Monumopunz u Koppexyus 003bl

Bspocnvie u 0emu cmapuie 3 iem

IMocne Hayana Tepanuu CiiefyeT KOppeKTUPOBaTh 103y Npenapata st
[10/IePXKaHKs KOJIMYECTBA TPOMOOLMTOB HA YPOBHE >50000/mxn st
yMeHbIIEH!s pUCKa KpoBoTeuehns. He ciieayer npespiuath 103y 75 mMr
B CYTKH.

Ha npoTs)KeHWH BCEro Kypca Teparuu MpernapaTtom HEeoOX0aMMO
KJIMHUYECKHE  TeMaToJIOTMYeCcKue

peryJisipHo  KOHTPOJIMpOBATh

nokazaTenm W rokasarenu QyHkuuu nedend. Jlosy mpenapata
KOPPEKTHPYIOT B 3aBUCHMMOCTH OT KOJIMYECTBA TPOMOOLIMTOB B
cootBetcTBUHM ¢ Tabnuuei 1.

Bo Bpemsl Tepanuu NpernapaTom Pegoneiin® HE06X0IUMO MPOBOAHTE
MOJIHBIA  aHaIM3 KPOBU  €XKEHE/ENBHO,

BKJIIOYaAss  OIpEJ/ICJIEHHE

KOJIMUeCTBA TPOMOGOLMTOB M Ma30K MepHpepuyeckorl KposH, 0

npenaparom Peponeita® cielyer HauMHaTh ¢ 10361 25 MT 1 pa3 B CYTKH.
Jemu 6 so3pacme 3-5 nem

HauasnpHasi 103a penapara y NalMeHTOB JaHHOH KaTeropuu COCTaBIIseT
25 mr 1 pa3s B cyTku. Y NalUMCHTOB a3MAaTCKOH packl (TAKMX Kak
KUTailLpl, AMOHLBL, KOpelpl, Taiiubl 1 skutenu Talipans) B Bospacre 3-
5 JeT HAYMHATH TEPAMHIO TPENapaToM CleAyeT ¢ 103bl 25 Mr 1 pas B
CYTKH.

Monumopune u koppexkyus 003ol

Bspocnvie u demu cmapuie 3 nem

[Mocne Hayaa Tepanuu CieAyeT KOPPEeKTUPOBaTh 03y mperapata /uisi
[O/UIEpKaHUsl KOJMYECTBAa TPOMOOLIMTOB Ha YpOBHE >50000/mxn s
yMeHbIIEHHs pUCKa KpoBoTeyenus. He ciietyer npesbiuath 103y 75 mr
B CYTKH.

Ha mnpoTshKeHMH BCEro Kypca Tepalnu MpernapaTom HeoOX0AUMO

KJIMHUYECKHE reMaToJIOTHYECKHUE

peryJsipHoO

nokKaszareJii M [oKasaTesiki d)yHKuHH TMEYCHHU.

KOHTPOJIMPOBATh
Jlozy npemnaparta
KOPPEKTHPYIOT B 3aBHCUMOCTH OT KOJIMHYECTBA TPOMOOLIMTOB B
cootBetcTBuM ¢ Tabnuueit 1.

Bo Bpemsi Teparuu MpenapaTom Pegoneiin® Heo6X0AMMO MPOBOAMTH
MOJHBI aHaJu3 KPOBU  E€XEHEJENBHO,

BKJIIOYAsi  OIPEJICIICHHE

KOJINYECTBA TpOMGOu"TOB U Mas3oK nepmbepnqecxoﬁ KpOBH, /10
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Crapasi peJaKuusi

Hogas perakuusi

CTabMAM3aLMK KOJM4YeCTBa TPOMOGOLMTOB Ha ypoBHe >50000/mki B
TeueHue 1o kpaiine Mepe 4 Hezenb. [Tocse cTabuiIn3aluy KONMYECTBA

TpOM6OLlMTOB MOJIHBIA ~ aHAJIU3 KpOBH, BKJIIO4Yas OIpe/ICTICHUE

KONMMuecTBA TPOMOOUMTOB M Masku  nepudepuyeckoii  KpoBH,

HEOOXOAMMO MPOBOAUTE €KEMECIYHO.
Tabnuya 1. Koppexyus 003bl npenapama Pesoneiio® ons nayuenmos c

uri

CTaGMIM3aLUMK KOJIMYECTBAa TPOMOOLMTOB Ha ypoBHe >50000/mkn B
TeyeHue 110 Kpaiineil mepe 4 Heaenb. [locne crabunnzaunn KOIMYECTBa

Tp0M6OLlHTOB MOJIHBIA aHanu3 KpPOBH, BKIKOYass ONpEJC/ICHHUC

KOJNMYECTBA TPOMOOLMTOB M Ma3Ku  NepupepuuecKoil  KpoBH,

HE0OXO0IMMO TPOBOJIUTH €XKEMECAYHO.
Tabnuya 1. Koppexyus 0036l npenapama Peeoneiio® ons nayuenmos ¢

HrTI1

KosnuecTBo Koppexuusi 103b1 HJIH OTBET KosnuecTBo Koppexuusi 10361 HJIH OTBET

TPOMOOLHTOB TpomMGONHUTOB

<50000/MKk1 B | YBENIMUMTH CYTOYHYIO J03y Ha 25 Mr [0 <50000/mMkn B | YBEJIMUMTL CYTOYHYIO 103y Ha 25Mr [0

TeueHHe 10 | MaKCUMAaJIbHOM 03Bl 75 MI/CYTKH*. TEYeHHUe 10 | MakCHManbHOM /10361 75 MI/CyTKH*.

KpaiiHeil Mepe KpaliHel mepe

2 Henenb 2 HezieNb

Tepanum Tepanuu

>50000/Mkn1 - | TTpO/IOJUKHTE TEPAIHIO MPENapaToM B HAUMEHbLICH >50000/mK1 - | [Ipojio/mKUTh Tepamnmio NpernapaTom B HaUMEHbILICH

<150000/mxn CYTOYHOH J03e nw/unu O/IHOBPEMEHHYIO <150000/mK CYTOUHOM J103e w/unu OJJHOBPEMEHHYIO
MEIUKaMEHTO3HYIO Tepanuio HTIT ans MEIUKaMEHTO3HYIO Tepanuio UTII ans
NOJIePIKAHUS KOJIMYECTBA TPOMOOLIMTOR, MOJUIEPXKAHHs KOJNHYecTBa TPOMOOLIUTOB,
MO3BOJISIOIIETO MPEOTBPATHTh KPOBOTEYEHUE HITH MO3BOJIAIOIIETO MPEAOTBPATHTE KPOBOTEYCHUE HUITH
YMEHBIUHUTh €'0 MHTEHCUBHOCTb. YMEHBIUHTH €0 MHTEHCUBHOCTb.

>150000/MK1 - | YMEHbIIMTH CYTOUHYIO 103y Ha 25 mr. Yepes 2 >150000/MK]1 - | YMEHBIIMTL CYTOUHYIO 103y Ha 25 mr. Yepes 2

<250000/mK1 Hezllenu oueHUTh 3(GEKT OT KOPPEKUMH H03bI U <250000/mK1 Heslenu OlEeHUTh 3(P@PEeKT OT KOPpeKUMH H03BI H
NPUHATH pelIeHHe O JalbHEHLICH KOPPEeKLHMH NpUHATH peLIeHHE O JalbHeHlel KOpPEeKUHH
JI03BI**. J03BI**,

>250000/mKn OTMEHMTh Tepanuio MpenapaToM; yBeMMuuTh | | | >250000/mK1 OTMEHHUTh TEpanuio TpenapaTtoM; yBEIHYUTH
4acToOTy OMNpe/eseHUsi KOJIN4YeCTBa TPOMOOLMTOB YacTOTy OMNpe/eseHNs KOJIMYECTBa TPOMOOLMTOB
110 2 pa3 B Hezemo. [1pn KonmyecTBe TPOMOOLMTOB 10 2 pa3 B Heaemo. [Ipu konuyecTse TpOMGOLMTOB
<100000/MKJ1, BO30GHOBUTH TEPANHIO B CYTOYHON <100000/MKJ1 BO30OHOBHMTB TEPaNMIO B CYTOYHOM
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Crapasi peJakuusi

HoBasi pepakuusi

I l J103€, YMEHbLICHHON Ha 25 Mr. J

| | J103€, YMEHBIIEHHOM Ha 25 Mr.
y

*][ns MaLMEeHTOB, MOJIyYaloLMX npenapar B Jo3e 25 mr 1 pa3 uepes
JIeHb, /103y YBEJIMYMBAIOT JI0 25 Mr | pa3 B CYTKH.

** JI11s1 NALMEHTOB, TIOJIYYAIOLIMX Mperapar B o3¢ 25 Mr 1 pa3s B CyTKH,
Cclle/lyeT pacCMOTPETh BO3MOXKHOCTH TIpHEMa npenapara B 03¢ 25 mr 1
pa3 yepe3 CyTKH.

Tepanuio npenaparoM MOXHO COYETaTh ¢ MHBIM MEAMKAMCHTO3HBIM
neuenurem UTIL [Ipu MeAHLIMHCKO HEOOXOIMMOCTH BO BPEMs TEpAIUK
npenapatom Peposneiin® cniesyer KoppeKTHpOBATH PEXKHUM 103HPOBAHHUSA
O/IHOBPEMEHHO ~ NPUMEHSEMBbIX  Mpenapatos, 4ToObl  M3bexath
YpPE3MEPHOr0 yBEIHUESHHUs KOJIMYECTBA TPOMOOLIUTOB.

Kak npu NOBBILICHHH, TAK U NPH CHXKEHUU J103bl KOPPEKLIMIO NPOBOJASAT
¢ «umarom» 25 Mr/cyT. HekoTopbiM MaldeHTaM MOXET NMoTpeboBaThes
KoMOuHaLus TabJIeTOK Npenapara ¢ pa3Hoi J103MPOBKOH B pa3Hble JHU
JIeYeHHs UM MEHee 4acToe NPUMEHEHHE.

IMocne mo6oii KoppeKLMH 036l Mpenapara KoJn4ecTBO TPOMOOUMTOB
cllelyeT KOHTPOJMpOBaTh 10 KpailHell Mepe eKeHeJelbHO Ha
npotskenuu 2-3 Hezenb. CrycTs 1o MeHblIeH Mepe 2 HeJIeNu CleayeT
oueHUTh 3GQPEeKT KOPPEeKLMH 036l HAa KOJMYECTBO TPOMOOLMTOB /it
NPHHATHS PEILCHHsI O HEOOXOIMMOCTH JalbHENIIIETO M3MEHEHHUS! 103BL.
V nauuMeHToB ¢ LMPPO3OM Me4eHH (HapyleHHeM (QYHKUMM MEeYeHH)

MOBBIIIATH JI03Y CJICAYET HE paHEE YEM Hepe3 3 HejenM mnoclie Hayana

*J[s NalMEHTOB, MOJyYaloLMX npenapar B jao3e 25 mr 1 pa3 uepes
JIEHb, /103y YBEIMYUBAIOT 10 25 Mr | pa3 B CyTKH.

**J] 11 MalMEHTOB, MOJIYaloLIMX Mpenapar B go3e 25 mr 1 pa3 B CyTky,
clle/lyeT pacCMOTPETh BO3MOXKHOCTb NIpUEMa Npernapara B 03¢ 25 mr |
pa3 yepes CyTKH.

Tepanuio mpenapaToM MOXXHO COYETaTh C HHBIM MEIMKAMEHTO3HBIM
neyenrem UTIL. [Ipu MeaAMLMHCKOH HEOOXOAMMOCTH BO BpEMsl T€pAIUH
npenaparom Peposieiin® ciiejtyeT KOppeKTUPOBATH PEIKMM JI03UPOBAHMS
O/IHOBPEMEHHO ~ NPUMEHSEMbIX  MpernapatoB, 4ToObl  M30exkarh
YpEe3MEPHOrO YBEIMYCHHUSI KOJIUYECTBA TPOMOOLIMTOB.

Kak npy noBbILIEHHH, TAK ¥ IPU CHUXKEHUH J103bl KOPPEKLIMIO IPOBOAAT
¢ «warom» 25 mr/cyt. HeKOTOpbIM MalueHTaM MOXeT NoTpedoBaThes
KoMOMHauMs TabeToK npenapara ¢ pa3sHOH JI03UPOBKO# B pa3Hble THU
JIEYEHHUS WM MEHEE 4acTOe MPUMEHEHHE.

IMocne Mo60# KOPPEeKUMH A03BI Tpenapara KOJIH4eCTBO TPOMOOLMTOB
cllelyeT KOHTPOJMpOBaTh TNO KpaWHEH Mepe eXKEeHeIeNbHO Ha
nporsbkeHnu 2-3 Hezennb. CrycTs no MeHplei Mepe 2 HeJleNu cielyer
oueHUTh 5QPeKT KOPPEKLMH 036l Ha KOJIHYECTBO TPOMOOLMTOB Jis
NPUHATHS PELICHHUs O HEOOXOAUMOCTH JabHEHIIero H3MeHEHHs 103b1.
V NauMeHTOB C LMPPO30M IeyeHH (HapymeHHeM (QYHKUMH MeYeHH)

MOBBIIATH 03y CJIEAYET HE paHEC 4CM 4Epe3 3 HeJesM 1ocie Havalia
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Tepanuu (cM. pasaen «Ocobvle ykazanusy).

Ommena npenapama y 63pocivix u oemei cmapue 3 iem
JleueHde MpenapaTtoM CJEAyeT IpPeKpPaTHTh, €CIM  KOJHWYECTBO
TPOMOOLMTOB HE YBEJIMYMBACTCA /10 3HAYCHHMs, JAOCTATOYHOrO s
yMEHbLICHH PUCKAa KPOBOTEUEHHMH, mocie 4 Hejenb Tepanuu
[penapaTom B J103€ 75 MI B CYTKH.

CrielyeT NepHoANYECKH OLICHUBATH KIIMHUYECKOE COCTOSHHE MALHEHTA.
Pemiene 0 HEOOXOAMMOCTH TPOJOJDKEHUs Teparnud NPUHUMACT
fevamuii Bpay B MHAMBMAYAJIbHOM TMopsiake. Y nauuentos 6e3
CTIGHPKTOMHM B aHaMHe3e Clie/lyeT IpPHHMMaTb BO BHHMaHHE

BO3MOXXHOCTh IPOBE/ICHUsI JIAHHOI'O OII€PpaTUBHOTO BMEULIATEIbCTBA.

[Tocne  OTMEHBI ~ TeparMM  BO3MOXKHO  MOBTOPHOE  pa3sBUTHE
TPOMOOLIMTONIEHUH.
Hayuermoi c XPOHUYECKUM BIC, CONPOBOHCOAIOUUMCSL

mpomboyumonenuei
[lepen npuUMEHEHHEM TIpenapara Peponeiin® oaHOBpeMEHHO ¢

NPOTHBOBUPYCHOM — MEJMKAMEHTO3HOM  Tepanuedl  HeoO6X0anUMO
03HAKOMHTHCS C MOJIHOM MHCTPYKLIMEH 110 MEIUIUHCKOMY NPUMEHEHHUIO
BBILLEYKAa3aHHBIX JIEKAPCTBEHHBIX MpPEraparoB.

Ilenpio MpuMeHeHWsi TpernapaTa Ha (oOHE aHTUBUPYCHOH Tepanuu

SABJISACTCSA MOJUICPY)KAHUE KOJIMYCCTBA TPOM6OUHTOB, TMO3BOJIAOLIETO

Tepanuu (cM. pasgen «Ocobbie yKazanua).

Ommena npenapama y 63pocvix u demeii cmapue 3 nem
Jleyenne mnpenaparomM CIEAYeT IPEKPaTHThb, €CAM  KOJHYECTBO
TPOMGOLIMTOB HE YBENMYMBACTCS JIO 3HAYEHHs, JOCTATOYHOrO s
YMEHbILIEHUs] PHUCKAa KPOBOTEYEHMil, mocie 4 Henenb Tepanuu
npernaparoM B 7103€ 75 MI' B CYTKH.

CrietyeT nepuoMYeCcKH OLIEHUBATh KIIMHHYECKOE COCTOSIHUE NalHeHTa.
Pemenne 0 HEOOXOAMMOCTH IPOJOJDKEHHs Tepanuu [PUHUMAET
neyamuit Bpauy B MHAMBHMAYaJbHOM TMOpsike. Y mauueHToB 6e3
CIUICH’KTOMHM B aHamHe3e CleAyeT IpPUHHUMATh BO BHHMMaHUE

BO3MOXKHOCTb IIPOBEJACHUS JAHHOIO OINEPATUBHOIO BMCIIATC/ILCTBA.

[Tocie  OTMeHBI  TEpanWd  BO3MOXHO  TMOBTOPHOE  pa3sBUTHE
TPOMOOLIUTONEHHH.
Hayuenmor c XPOHUYECKUM BITC, CONPOBOACOAIOUUMCS

mpomboyumonenuei

ITlepen mnpumMeHeHHeM Mperniapara Peponeiin® onHOBpemMeHHO C
NPOTMBOBMPYCHOIM  MEJMKAMEHTO3HOHW  Tepanuell  HEOOXOAMMO
03HAKOMHTHCS C NMOJTHOM HHCTP)'KUPICFI M0 MEAMLIMHCKOMY NPUMEHEHUIO
BbIIHeyKaSaHHBIX JIEKAPCTBEHHBIX npenaparos.

Llenbto MpUMeHEHHs mpenapata Ha (OHEe aHTHBMPYCHOH Tepanuu

SABJIACTCS TOUICPXKAaHUE KOJIM4YeCTBa ”['pOM60llPlTOB, No3BoJIsIlOLIEee
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TIPe/IOTBPaTUTh PUCK Pa3BUTHUs EMOPPArMYECKHX OCIIOXKHEHHH, KaK
npasunio, okono 50000-75000/min. Crnenyer wusGeraTh yBeauuCHHA
KoNMuecTBa TPOMOOLUTOB >75000/MKJ1.

s

TpoMOOLIMTOB

MOICPXKAHUA W JNOCTHIKCHHUA HEOOXOJAMMOr0  KOJIMYeCTBa

MHMHMMAIBHYIO  3(dEeKTHBHYIO 103y

Hayana u

NPUMEHSIOT

npenapata,  HeoOXOAMMYIO IS ONTHMH3ALMI
NpoTUBOBUPYCHOI Tepanuu. [Toabop 1036l OCHOBaH HAa W3MEHCHHH
KOJINYECTBA TPOMOOLIMTOB.

INpenapar Peposneiin® He NpeHa3HaueH Ul HOPMATH3ALMH KOJTHYECTBA
TpomMGoLMTOB. B KIMHHYECKMX  HCCIECJOBAaHUSX  MOBBILICHHE
KOJIMYECTBA TPOMOOLMTOB HabMOAANOCh, KaK MNpaBUIIO, B TeHYCHHE
1 He/enu 1ociie Hayaja TepanuM TpernapaTom.

Ilepsonauanshbiit pesjcum 003UpOSAHUsL

Bspocnvie

HavaneHas 1o3a npenapara Pegoneiin® cocrapnser 25 mr 1 pas B CyTKH.
V MalMeHTOB a3MaTCKOM packl (TaKUX KaK KMTAHIIbI, SNOHLIbI, KOPEHLIbI,
taiiupl ¥ xkurenu TaiiBaHs) neyeHue npenapaTrom Pesoneiin® cnenyer
HauMHATh C 1036l 25 Mr 1 pa3 B CyTKH.

Monumopunz u koppexyus 003vl

Jlosy npenapata Peponeitn® ysenmumBaior ¢ «marom» 25 Mr/cyt
2 Hejenm 10 JIOCTHXKEHHs

KaXK/1bI€ KOJIMYECTBA TpOMGOLIHTOB,

Npe0TBPAaTUTh PUCK Pa3BUTHs I€MOPPArM4eCKUX OCJOXKHECHUH, KaK
npasuio, okono 50000-75000/mkn. Cnenyer usberaTb yBelHYCHHs
KoJIMuecTBa TpoMGOLITOB >75000/MKII.

Jns

TpoMOOLIUTOB

MoJyIepXKaHus MU JIOCTHIKCHMA HCO6XO}1HMOI‘O KOJIn4yeCTBa

NPUMEHAIOT ~MHHHUMAlbHYI0  dhdexTuBHyl0 103y

npenapara,  HeoOXOAMMYIO  JUli  Hayaia M ONTHMH3ALMH
NpOTHBOBUPYCHOM Tepanuu. [loaGop 103bI OCHOBAaH Ha W3MEHEHHH
KOJIMYeCTBa TPOMOOLIMTOB.

Tpenapar Peporneiin® He npeHasHaueH U1 HOPMATH3AUMH KOJTHYECTBA
TpomGouMTOB. B KIMHMYECKMX  HCCJIE[OBAaHUsIX  MOBBIICHHE
KONIMYeCTBa TPOMOOLMTOB HabNonanock, Kak MNpaBuilo, B TEYCHHE
1 HezleNM NocJie Havyasla Tepar1u MpenapaTom.

Ilepeonauanshulil pexcum 003UpOEaHUs.

Bspocnwle

HauansHas 103a npenapata Peponeiin® coctasnser 25 mr 1 pa3s B CyTKH.
V NalueHToB a3MaTCKoM pachl (TAaKMX KaK KUTAHIIbI, AMOHLbI, KOPEHLbI,
Taiiuer ¥ xuren TaiiBans) nevenue npenapatom Peponeiin® cnepyer
HAa4YMHaTh C 10361 25 Mr 1 pa3 B CyTKH.

Monumopune u koppexyus 003bt

Jlo3y npenapara Peponeiin® yeenuuumparor ¢ «warom» 25 Mmr/cyt

KaXK/1bI€ 2 Heaenu J10  JIOCTHXKEHHUs  KOJIMYECTBA TpOM60LlHTOB,
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Crapasi peJakuusi

Hogasi peakuusi

ONTUMAJBHOrO Ul  Hayajla MpPOTHBOBUPYCHOM Tepamud H B
coorBerctBuM ¢ TaGnuueii 2. Ilepea HayanoM NPOTHBOBUPYCHOM
Tepanuu HEOOXOAMMO KOHTPOJIMPOBATH KOJIUYECTBO TPOMOOLHMTOB
eXeHeleqbHO. B MOMEHT Hayana MNPOTHBOBUPYCHOM — Teparnuu
KOJIMYECTBO TPOMOOLIMTOB MOXKET PE3KO YMEHbLIAThCs, IpPH ITOM
cnenyeT u30erarb HEMEUICHHOM KOPpPeKUMH 03Bl  Mpernapara
Pesoneiin®.

Bo Bpemsi MPOTHBOBUPYCHOM Tepanu¥ HEOOXOAMMO KOPPEeKTHpOBaTh
103y Tpernapara Pesoseiin® Takum o6pazom, 4TOOBI H3beKaTh
CHIDKEHHS 10351 I3IHHTEpdEepoHa B CBSI3U C BO3MOXKHBIM YMEHBILICHUEM
KOJMYECTBA  TPOMOOLIMTOB, 4YTO  MOXET  YBEJIHYMBATH  PHUCK
kpoBoTeuenus. KonmuectBo TpOMOOLMTOB ClIeyeT KOHTPOIHPOBaTh
exXeHeIe]bHO JI0 JOCTHKEHMs CTaOWIM3alMKM MX KOJMYecTBa (Kak
npasuio okosno S0000/mkn — 75000/mMx). B nanbHeiimem crieayer
©)KEMECAYHO KOHTPOJIUPOBATh MOKA3aTe N OOIIEKTMHHYECKOr0o aHaIu3a
KPOBH, BKJIOYas OMNpEJE/ICHHE KOIMYECTBAa TPOMOGOLMTOB M Ma3oK
nepugepuueckoil kpoBu. B ciydae, eciu KOJIMYECTBO TPOMGOLMTOB
TPEBBIIIAET LEJIEBOE, CIIE/IyeT PACCMOTPETh BO3MOXHOCTE YMEHBIICHHSA
CYTOUHOI# /1031 NpenapaTa Ha 25 Mr. OLeHUTb 3pdeKT aHHOM 1 moboi
TOCIIEyIOMIEH KOPPEKIIMH JI03bI CIIE/LYET Yepe3 2 HefleH.

He cneayer mpesbimarh 03y 100 mr/cyr. PekomenpoBanHas /1032

ONTUMANbHOTO JUIA Ha4aja [pPOTUBOBUPYCHOW Tepanmuu H B
coorBerctBuM ¢ TaGnuueii 2. Ilepen HayajJoM NPOTMBOBMPYCHOM
Tepanuu HEOOXOAMMO KOHTPOJMPOBATh KOJIMYECTBO TPOMOOLMTOB
eXEHeNeNbHO. B MOMEHT Hauyajna [pPOTHBOBHPYCHOH — Tepanvu
KOJIMYECTBO TPOMOOLIMTOB MOXET PE3KO YMEHbIIAThCs, MPH ITOM
cnenyer u3beraTb HEMEUIGHHON KOppEeKUMHM [03bl  Ipenapara
Pesoneiin®.

Bo Bpems NpOTHBOBHUPYCHOW Teparu¥ HEOOXOAMMO KOPPEKTHpOBaTh
103y Tperniapara Peponeiin® Taxum o6paszom, uToGbI H36exKaTh
CHIDKCHMS JI03bI IITMHTEPGEPOHa B CBA3H C BO3MOXHBIM YMCHbLICHHEM
KOJIMYECTBA ~ TPOMOOLMUTOB, YTO  MOXET  YBEJIMYMBATH  PHCK
kpoBoTeuenus. KonnuectBo TpoMOOLMTOB ClieAyeT KOHTPOIMPOBATH
eKEHEACNbHO [0 JOCTHXKEHHMS CTabHIM3alMM MX KOJM4ecTBa (Kak
npauio okono 50000/mi1 — 75000/miut). B naneHeimem crienyer
eKeMeCYHO KOHTPOJIMPOBATh [OKa3aTeH OO IIEKITMHAYECKOTO aHaIu3a
KPOBHM, BKJIOYas OMNpE/EICHHE KOJMYECTBA TPOMOOLMTOB M Ma3oK
nepudpepryeckoii KpoBu. B ciyuae, eciM KOIMYECTBO TPOMOOLMTOB
NPEBBILLACT LIEEBOE, CIIEYET PACCMOTPETh BO3MOKHOCTH YMEHbIICHHS
CYTOUHOIA 110361 pernapata Ha 25 mr. Ouenuts dddext aanHOM 1 M060H
HOC/IEIYIONIEH KOPPEKLIMH JI03bI CIIE/IYeT Yepe3 2 HeleH.

He cneayer mnpesbimate 103y 100 mr/cyt. PekomenpoBanHas J03a
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noruHTepbeposa Wi pubaBUpuMHA MpEJCTaBleHa B WHCTPYKLHMH IO
MEULIMHCKOMY MTPUMEHEHHIO YKa3aHHBIX MPENapaToB.
Tabnuya 2. Koppexyus 003bl npenapama Peeoneiio® ons nayuenmos c

BI'C 60 6pemst npomusosupycHotl mepanuu

noruHTepdepoHa WM pubaBUpHHA NpPEICTaBleHa B MHCTPYKLUMH IO
ME/IMIIMHCKOMY IPUMEHEHHIO YKa3aHHBIX NPEnaparos.
Tabnuya 2. Koppexyus dosel npenapama Peeoneiio® ons nayuenmos c

BI'C 80 8pems npomueosupycHoti mepanuu

KosnuecTBo Koppexuusi 10361 HIH OTBET KoauuecTBo Koppekuusi 10351 HJIH OTBET

TPOMOOLHTOB TPOMOOLHTOB

<50000/mMk1 B | YBEIHUMTH CYTOUHYIO 103y Ha 25 MT, HO HE BbILIE <50000/mMka B | VBEJMYHUTH CyTOUHYIO 103y Ha 25 MT, HO HE BhbILIE

TeueHue no | 100 mr B cyTku. TEYeHHUe no | 100 mMr B cyTKm.

KpaiiHel Mepe KpaiiHel mepe

2 Henenb 2 Hezienb

Tepanuu Tepanuu

>200000/Mkn - | YMEHBIIMTH CYTOYHYIO 103y Ha 25 mr. Cmycts >200000/mK11 - | YMeHbLINTH CyTOYHYIO J03y Ha 25 mr. Cnycra

<400000/mkn1 | 2 Hegenu OUEHHUTH 3P(EKT OT KOPPEKUMH [A03bI H <400000/mK1 2 He/lenu OUEHHUTH 3G (PeKT OT KOPPEeKUMHU 03Bl
NPUHATH pelieHHe O JalbHEeHINed KOoppeKuuH NpPHHATH pEIICHHe O JaJbHEHLIEH KOppeKLUu
J103b1%. J03bI*.

>400000/mkn | Ilpekpatuts  mpuem  npenapata  Pesoneiin®; | || >400000/mkn | [lpekpatuTh — mnpuem  mpenapata Pegoseiin®;
YBEJUYMTb YACTOTY ONpEJIe/IEHUs. KOJIMYeCTBa yBEJIMYUTH YaCTOTY OINpPEAEICHUs KOJMYECTBa
TPOMOOLIMTOB 10 2 pa3 B HEJEIO. TPOMOOLIUTOB /10 2 pa3 B HE/IEIIO.
Ilpu konmyectBe TpomboumToB <150000/mK, [lpu konuyectBe TpomGoumToR <150000/mK,
BO300HOBHUTH TEPANMI0 B CHWKEHHOHW CyTOUHOM BO300HOBUTH TEPAINMIO B CHIKEHHOH CYTOYHOM
J103€. Jio3e.

*]1191 MaLMEHTOB, TOJYYaIOIMX Mpenapar B 03¢ 25 Mr 1 pa3 B CyTKH,
ClIe/lyeT paccMOTPETh BOTIPOC O NPUMEHEHHH Mpernapara B 103e 25 mr |
pas yepe3 CyTKH.

Ommena npenapama

V nauuentoB ¢ BI'C reHoruna 1/4/6, He3aBUCMMO OT peLICHUS O

* ]ISl MALMEHTOB, TOJIyYalOIHMX Mpernapar B jo3e 25 mr 1 pa3 B cyTku,
Clle/lyeT paccMOTPETh BOMPOC O MPUMEHEHUH Npenapara B 103€ 25 mr 1
pas 4yepes CyTKH.

Ommena npenapama

VYV naumentoB ¢ BI'C renoruna 1/4/6, He3aBUCHMMO OT pELICHUs O
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IPO/I0JDKEHHH Tepanuu UHTepepoHaMH, ClIeyeT pACCMOTPETh OTMEHY
npenapara Peponeiin® B ciyyae, ecanm oddexr 0T eyeHus
NPOTUBOBUPYCHBIMU TpEnapaTtaMu He JIOCTMrHYT Ha 12-0if Hezxese.
CrielyeT OTMEHHMTDh TEparuio MpPernapaToM B Cllyyae, eClii 1ocie AByX
HeJlellb IPUMEHEHHUst B CyTOuHOM 03¢ 100 Mr He JOCTUTHYTO LieeBoe
KOJINYECTBO TPOMOOLIMTOB, HeobXxoanMoe JUIst Hayana
MPOTHBOBUPYCHOH TEPaNUH.

CrieflyeT npeKpaTHTh Jieuenue npenapatoM Pesoneiia®, ecin nocne
24-nenenvHoi Tepanuu obHapyxkena PHK BI'C. Ilocne ormensi
NPOTUBOBUPYCHON TEpaluu  CleIyeT MPEKPaTUTh I[PUMEHEHHE
npenapata Peposieiin® NpH OTCYTCTBHM HMHBIX MOKA3aHWil /s €ro
MPUMEHEHUS.

Crie/lyeT NpeKkpaTHTh NpuUMeHenne npenapata Pesoneiin® B ciyuae
YpE3MEpPHOro YBEIHYCHHS KOJHYECTBA TPOMOOIMTOB, KaK OMUCAHO B
Tabnuue 2, wWiM  0OpU  KIMHMYECKM 3HAYMMBIX  OTKJIOHCHHSX
(yHKUMOHANBHBIX TPO6 mneuyeHn oT Hopmbl (cM. pasaen «Ocobvie
VKA3aHuA»).

Ilepsas nunus mepanuu majcenou an1acmuieckou aHemMuu

Tepanuio npenapatoM Peoneiin® creyeT Ha3sHauaTh OHOBPEMEHHO CO
CTaHAapTHOM UMMYHOCYTIPECCHBHOH Tepanuei.

He JOMYCTUMO MPEBBIICHUE HayaJbHOM 103b1 npemnapara PCBOJICFI}Il@.

TMPpOACJDKEHHUH TCPAINUH uHTepd)epouaMH, ClIeyeT pacCMOTPETh OTMEHY

npenapata Peponeiin® B cnyuae, ecau sddexkT or neyeHus
NPOTHBOBUPYCHBIMK IMperapaTaMi He JOCTUTHYT Ha 12-oi Hezerne.
CrietyeT OTMEHHUTb TEpAIHIO MPENapaToM B Cllyyae, ecliu nocje JByX
Hezieb IPUMEHEHHUsl B CyTOYHOM 103¢ 100 Mr HE IOCTUrHYTO LEJIeBOE
KOJIMYECTBO TPOMOOLIMTOB, Heobxoaumoe Juist Hayana
[POTHBOBMPYCHO# Tepanuu.

Clie/lyeT npekpaTuTh JieueHue mpenapatoM Peponeiin®, ecin nocne
24-nenenvHoil Tepanuu obnapyxkena PHK BI'C. Ilocne ormenst
MPOTMBOBUPYCHOH  Tepamud  CleyeT TpPEKPaTHTh MpPUMEHEHHE
npenapata Peponeiin® npu OTCYTCTBMM MHBIX TOKa3aHMil s ero
[PUMEHEHHS.

CliejtyeT npeKpaTHTh NpuMeHeHue npenapata Pesoneiin® B ciyuae
YPEe3MEPHOTO YBEJIMYCHHS! KOJIMNYECTBA TPOMOOLMTOB, KaK OMHMCAHO B
Tabnuue 2, WIM 0OpU  KJIMHUYECKM 3HAYMMBIX  OTKJIOHEHHSX
(GyHKUMOHAIBHBIX MPOO mMeyeHH OT HopMbl (cM. pasnen «Ocobbie
YKA3AHUAY).

Hegeaﬂ JUHUA mepanuu MAACENOU ANNACMUYECKOU aHeMUU

Tepanmio npenapatom Pesorneiin® ciieyet HazHauaTh 0IHOBPEMEHHO CO
CTaHJapTHOH UMMYHOCYTIPECCUBHOM Tepanuei.

He 10mycTHMO TpeBBIIIeHHe HauaIbHO#H 1031 nipenapata Pesoneiin®.
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Ilepsonauanshbiii pesicum 003UpoBaHUs

Bspocnvie u demu cmapwe 12 nem

Pexomenjiyemas HauabHas J103a rpenapara Pesoneiin® cocrapsner 150
mr | pa3 B CyTKH B TeueHHE 6 MeCsLEB.

V B3pocibIX u Aeteii B Bo3pacTe 12-17 yieT a3uaTckoii pachl (Takux Kak
KUTAMLB], AMOHIBI, KOpeiipbl, Talupl v sxutenu Talisansa) neyeHue
npenapaToM Pegoneiin® crnesyer HauMHath ¢ 10361 75 Mr 1 pa3s B cyTku
B TEYEHHE 6 MECsIIEB.

Jemu 6 6o3pacme 6-11 nem

PekoMeH/tyeMasi Haya/lpHas J103a Ipenapara Pesoneiin® cocrasnser 75
mr 1 pa3 B CyTKH B Te4eHHe 6 MecsLEeB.

V neteii B Bo3pacte 6-11 jeT a3uaTckoit pachl (TaKMX KaK KHTaHLpl,
ATOHIBI, KOpeHLpl, Taiiupl v xuteny TaliBans) JieueHne npenaparom
Pegoueiin® cnemyer HaunHath ¢ 0361 75 Mr 1 pa3s B 2 aHAB TeueHue 6
MecsIeB.

Jemu 6 6o3pacme 3-5 nem

Pexomenyemas HayajibHas Jio3a rnpenapara Pesoneiin® cocrasnser 2,5
Mr/kr 1 pa3 B CyTKM B TeUeHHE 6 MeCSALIEB.

V pereit B BO3pacte 3-5 NieT a3MaTckoi packl (TaKMX Kak KHUTaMlpl,
ATIOHIBI, KOpPeHLpl, Taifupl U xutenu TaliBaHs) NeyeHne npenapaTtoM

Peponeitn® cnemyer HauuHath ¢ 0361 1,25 mr/kr 1 pa3 B CyTku B

TepsonauansHutii pedicum 003UpOEaAHUA

Bspocnvie u 0emu cmapwe 12 nem

Pexomenayemas HayajabHas 1103a npenapara Pesoneiia® cocrapsner 150
mr 1 pa3 B CyTKH B TeyeHHE 6 MecslIeB.

V B3poCibIX U AeTei B Bo3pacTe 12-17 net a3uaTckoi packl (Takux Kak
KHMTaiilpl, SMOHUBI, KOpeWUBl, Taiubl M xurenu TaiiBans) neueHue
npenaparom Peponeiin® cneayer HaunHathb ¢ 103b1 75 Mr 1 pa3 B cyTku
B TEYCHHE 6 MECALIECB.

Jemu 6 6o3pacme 6-11 nem

PexoMenyemas HauanbHas 103a npenapata Pesoneiin® cocrasnser 75
Mr | pa3 B CyTKM B TeUeHHE 6 MeCSLEB.

V jeteit B Bopacte 6-11 jeT azMaTckoi packl (TaKMX Kak KMTaiLibl,
ANOHIBI, KOpeiipl, Taifibl U xkutenn TaiiBans) nedyeHue npenapaTtom
Peponeiin® cneayer nHauunats ¢ 10361 75 Mr 1 pa3 B 2 qust B TeueHue 6
MecCsILEeB.

Jlemu 6 so3pacme 3-5 nem

PekoMenlyeMasi HauasibHasi 103 npenapara Pesoneiin® cocrasnser 2,5
Mr/kr 1 pa3 B CyTKH B TeuyeHHe 6 MeCSLEB.

V nereii B Bo3pacte 3-5 5eT a3MaTCKOM pachl (TaKMX KaK KWTaHLpl,
SATIOHIIBI, KOpeHLpl, Taipl U xuTenn TaiiBaHs) jeyeHue npenaparom

Peoneiin® cnenyer mauunate ¢ 103bl 1,25 mr/kr 1pas B cyTku B
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TeyeHHe 6 MeCALEB B Cllyyae ecili Bec nauueHTa cocrapser > 20 kr. B
cilydae eca Bec nauuenta cocrapser ot 10 10 20 kr cieyeT HauMHATH
TEpaIuIo MpernapaTom Peponeiin® ¢ 10361 25 Mr 1 pa3 B 1BOe CYTOK B
Te4yeHHUe 6 MeCALEB.

Eciu He yaeTcsi JOCTUTHYTh KOPPEKTHOH /103bl, TEPAIMIO NPenapaTtoM
Pegoueiin® cie/lyeT HauMHATE C MUHUMAIIBLHO BO3MOXHOIA 103b1.
Tabnuya 3. Koppexyus 003bl CManoapmuoii UMMYHOCYNpeCCUSHOU

mepanuu 6 cyuae cOBMeCmMHOU Mepanuu ¢ nPenapamom Pesoneiio®

TeueHHe 6 MeCALEB B Clyyae eclii BeC MalueHTa coctasnser > 20 kr. B
cnydae ecnd Bec nauueHTta cocrapiser ot 10 go 20 kr, cieayer
HauMHaTH Tepanuio nperaparom Peponeiin® ¢ 1o3p1 25 mr 1 pas B aBoe
CYTOK B TeYeHHE 6 MeCALEB.

Ecnu He yaaercs JOCTUrHYTh KOPPEKTHOM J103bl, TEPAIHUIO [PENapaToM
Pegoueiin® ciiefyeT HauMHATE C MUHUMAIILHO BO3MOJKHO# Z103BI.
Tabnuya 3. Koppexkyus 003bl CMAHOAPMHOL UMMYHOCYNPECCUBHOU

mepanuu 6 ciyyae cO6MeCmHoOlU mepanuu ¢ NPenapamom Pegoneiio®

(J101aIMHbIH) BHYTPUBEHHO ¢ 1-ro no 4-piit jeHb B

TeyeHue 6 MecsLeB

HNMmyHOCynpeccHBHAs Koppekuus 10351 HMMMmyHOCynpecCHBHAS Koppekuusi 10351

Tepanusi Tepanus

WmmyHorno6ynun 40 MI/Kr/CyT, UCXOs u3 WmmyHornobyauH 40 MI/KI/CYT, Ucxozs u3
AHTUTUMOLIUTAPHBIH (axruueckoi Macchl Tena, ||| AHTUTUMOLMTAPHbIN (axTryeckoi Macchl Tena,

(yo1aguHBI) BHYTPUBEHHO C 1-ro no 4-piit 1eHb B

TeyeHue 6 MecsLeB

[{uknocnopux Bapocibie 1 iety crapiue 12 net:
(TepaneBTHYecKas f03a B |3 MI/Kr, MCXOas M3 (aKTHYECKOH

TeyeHue 6 mecaues, ¢ 1 jHs | Macchl TeNa, BHYTpb Kax/ple 12 yacos

110 6-r0 Mecslia, ¢ nonpapkoii | (o6ias cyTo4Has 103a COCTaBIAeT 6

HAa JOCTWJKEHHE LENeBOM | MI/Kr/cyT) B TedeHHe 6 MecsALEB,

TepaneBTHyeckoit 1036l 200- | HauuHas ¢ 1-ro aHs

400 mxr/n*)

[{uxocnopud Bapocubie u getu crapuie 12 ner:
(TepaneBTHyeckas j03a B |3 Mr/Kr, McXois M3 (akTHuecKoi

TeyeHue 6 Mecsaues, ¢ | aHs | Maccel Tela, BHYTpPb Kax/ible 12 yacos

710 6-r0 Mecsila, ¢ NonpaBKoi | (obmasi cyTo4Has /103a COCTaBsAeT 6

Ha JIOCTHXKEHME LIeJIeBOM | MI/Kr/cyT) B TedeHHe 6 MeCsLEB,

TepanesTHueckoit 103b1 200- | HaumHas ¢ 1-ro JHs

400 mxr/n*)
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INauments __crapme 20 jer ¢

unjgekcoM Mmaccel_tena (UMT) >35

WM MauueHTsl B Bospacte 12-20 siet

¢ UMT >95-ro npoueHTHIs:

3 MI/KT, HUCXons u3
CKOPPEKTHPOBAHHOM Macchl Tena**,
BHYTph Kaaplii 12 wacos (o6uias
cyrouHas jo03a  cocTaBuger 6
MI/Kr/cyT) B TeueHue 6 Mecsles,

HayuHas ¢ 1-ro aHs

Jletu B Bo3pacte 3-11 ner:

6 Mmr/kr, ucxoas u3 (aKTHUECKOH
Macchl TeJa, BHYTpb Kaxple 12 yacos
(obmas cyTouHas 403a cocTapset 12
Mr/Kr/cyT) B TeuyeHHe 6 MecsleB,

HayMHas ¢ 1-ro aHA

[MauuenTs ¢ UMT >95 npoueHTHIS:

6 MI/KT, ucxons u3

CKOPPEKTMPOBAHHOM Macchl Tena*,

Iaumentel  ctapme 20 jier ¢

nnjgekcom Maccel tena (MMT) >35

WIM NalueHTsl B Bospacre 12-20 net

¢ UMT >95-ro npoLeHTHIsA:

3 MI/KT, UCX0/1s u3
CKOPPEKTHPOBAHHOI Macchl Tena**,
BHYTpb Kasable 12 uacos (ofwas
cyTouHas  jJo03a  cocTaBiger 6
MI/Kr/cyT) B TeueHue 6 Mecsues,

HayuHas ¢ 1-ro aHs

Jletu B BO3pacte 3-11 net:

6 wMr/kr, ucxoas u3 (pakTHUECKOH
Macchl TeJ1a, BHYTpb Kaxapbie 12 yacos
(ob1ras cyrouHas 103a cocTaBser 12
MI/KI/CyT) B TedeHHe 6 Mecsles,

HauuHas ¢ 1-ro aHs

Hanuentsl ¢ UMT >95 npoueHTuns:

6 MI/KT, HUCXO/s u3

CKOPPEKTMPOBAHHOM Macchl Tena*,
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BHYTpb Kaxablii 12 uacos (obwias
cyTouHas jJo03a  coctaBiser 12
MI/Kr/cyT) B TedyeHHe 6 MeCsLeB,

HayuHas ¢ 1-ro JHs

BHYTpb Kasable 12 yacoB (oOmas
cyroyHas J03a  cocraBiser 12
MI/Kr/cyT) B TeyeHHe 6 MecsleB,

HauuHas ¢ 1-ro qHs

LlukocnopuH JLiisi alMeHTOB, KOTOPBIE IOCTHIAIOT
(nojuyiepXXMBatoLIas /1033, ¢ 6 | reMaToOJIOrMYECKOro oTBeTa B
10 24 MecsiLpl Teparnum) TeueHue 6 MecsAleB:

2 Mr/Kr/cyT Ha3Ha4yaloT BHYTPb B

¢dukcupoBanHoit J103e Ha

[0NOJHUTENbHBIE 18 MecsileB.

uHKJ’lOCl’IOpHH Zl.l'lil MAaIMEHTOB, KOTOPBIC IOCTUTAIOT

(noyiep>kuBaroLIas 103a, ¢ 6 | reMaToJIorH4ecKoro OTBETa B

10 24 MecsLpbl TepanuH) TeyeHue 6 MecsLeB:

2 MI/Kr/CyT Ha3Ha4yaloT BHYTPb B

(dhuKcHpoBaHHO z03e Ha

JOTOJIHUTEIbHBIC 18 MECALIEB.

* Moxert norpeﬁosa"rbcn KOppeKLUs 103bl LMKJIOCIIOPUHA /U151 IOCTHKEHHSA
LEJIEBBIX ypoaﬂeﬁ B Cliy4yae INPUMEHEHUS UHUKIOCIIOpUHA COBMECTHO C

JApPYruMu npenaparamm; PEKOMEHIYETCs PYKOBOJCTBOBATbLCA
COOTBCTCTByEOUlCﬁ HHCprKU.HCﬁ N0 MEAULMHCKOMY TMPUMCHEHHUIO JUIA
LHUKJIOCTIOpHUHA

** PacCUMTHIBAETCSA Kak Cpe/iHee 3HaYEHUEe MexXay uaeaNbHON Maccoii Tena

1 daktuyeckoil Maccoit Tena

* Moxer norpe6oaa‘rbcsl KOppeKILKs 103bl LUKJIOCIIOPHUHA 1)1 I0CTHKEHUSA
LEJIEBBIX ypOBHCﬁ B CjIy4yae IPUMEHEHHUs LHUKIOCIIOpHHA COBMECTHO C

JApyruMu npenapaTtamMu; PEKOMEHYETCA PYKOBOACTBOBATLCA
COOTBCTCTBy]OLL[eﬁ HHCprKU,l/leﬂ N0 MEAULMHCKOMY TPUMEHEHUIO VIS
LUKJIOCTIOpHHA

** PacCUMTHIBACTCS KaK CpejlHee 3HaueHHe MeXJly MJealbHON Maccoii Tera
U pakTHYeCcKOH Maccoi Tena

Monumopunz u koppekyus 003bl npenapama Pegoneiio®

AHaNM3 reMaToNOrMYecKMX I0Ka3aTesieil W MCcieoBaHus (yHKUMH
MeYeHHU JODKHbI IIPOBOUTHCS PEryJIAPHO Ha MPOTSHKEHUHU BCEro Kypca
Tepanuu npenapatom Pesoneitn®; KOPpeKIMIO 1035 NIpenapara cieyer

MPOBOJAUTL HAa OCHOBAHWH KOJIMYECTBA Tp0M60LlHTOB, KaK ykKa3aHO B

Monumopunz u Koppexyus 003bl npenapama Pegoneio®

AHalu3 reMaToJIOTMYeCKHMX [OKa3aresieil ¥ HccieoBaHus (QYHKIHU
NeYEHHU JIOJDKHBI IPOBOJUTHCS PEryJIIPHO Ha MPOTSHKEHHUH BCETO Kypca
Tepanuu npenapatoM Pesoneiin®; KOppeKLMIO 1031 Npenapara cieayer

MPOBO/IMTH Ha OCHOBAHHUH KOJIMYECTBA TpOMGOLlHTOB, KaK yKa3aHO B
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Tabnuue 4.

B TaGnuue 5 mnpuBeAeHbl PEKOMEHJAUMH [0 KOPPEKUMH 103bl
npenapara Peponeiin® B cnyuae Hapywiennii QyHKUMM neyeHH M
TpoMG030B/ IMOOIHH.

Ta6ruya 4. Koppexyua 00361 npenapama Pesoneiio® ¢ mepanuu nepeoii

NUHUU MAHCENOU ANTACMUYECKOT aHeMUU

Tabnuue 4.

B Tabnuue 5 mnpuBeJeHbl PEKOMEHJALMM MO KOPPEKUMH  [J103blI
npenapata Pesoneiin® B ciyuae Hapymenuii QyHKUMM neyeHH H
Tpom60308B/ IMOOIMH.

Tabnuya 4. Koppexyus 0o3el npenapama Pegoneiio® ¢ mepanuu nepeoii

NUHUU MANCENO0T ANTACMUYECKOT aHeMUU

Kosnuectso Koppexuusi 10351 HJIH OTBET Kosnuecrso Koppekuusi 103b1 HJIH OTBET
TPOMOOLHTOB TpoMOOUMTOB
>200000/mK1 - | CHMKATh CYTOUHYIO /103y Ha 25 MI KaX/1ble >200000/mK1 - | CHWXaTh CyTOYHYIO 03y Ha 25 MT KaXk/1ble
<400000/mKn 2 Heaend A0 MHHHMAJbHO BO3MOXKHOH <400000/mKn 2 Hemend A0 MHHHUMAJIBbHO BO3MOXKHOM
J03bl, TpPH  KOTOpPOH  KOJIMYECTBO JI03bl, NpH  KOTOPOH  KOJMYECTBO
TpomGoruToB >50000/mKJ1. TpomGoiToB >50000/MKJ1.
V  npereit B BO3pacre 3-12  er, YV  gpereit B Bo3pacre 3-12  ger,
npusMMaBmuX npenapar Peponeiin® B npuHMMaBmuX npenapat Peponein® B
no3e 25 mr 1 pa3 B CyTKH, cCleayer no3e 25 mr 1 pa3 B CyTKH, CIEdyeT
paccMOTpPeTh  BO3MOXHOCTb  IpUeMa paccMOTpeTh  BO3MOXHOCTH  TpHEMa
npernapara B 03¢ 25 Mr uepe3 JICHb. npernapara B 03¢ 25 Mr uepe3 JIeHb.
>400000/mKn ITpexkpaTuth npuem npenapara Pesoneiin® | | | >400000/mxn TlpekpaTuTh npuem npenapata Peoneiin®™
Ha | Hezemo. Ha | Henemo.
Ipu KOJINYECTBE TpOMOOLIUTOB Ipu KOJINYECTBE TpOMOOLIUTOB
<200000/mKn BO300HOBHTD npuem <200000/mK1 BO30OHOBHUTH np1eM
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npenapara Pegouieiin® B 103€, CHUKEHHON
Ha 25 mr (y mereil B Bo3pacte 3-12 et
NPUHUMABIINX Tpenapar Peponeiin® B
no3e 25 Mmr 1 pa3 B CyTKH, ClelyeT

paccMOTpeTh BO3MOXHOCTH npuema

npenapara B 03¢ 25 MI Yepe3 IeHb).

npermnapara Pegoseiin® B 103€, CHIKEHHOI
Ha 25 mr (y zgereii B Bo3pacte 3-12 ser,
npunMMaBmMX npenapat Peponeiin® B
po3e 25 mr 1 pa3 B CyTKuM, cieayer
BO3MOXHOCTh

paccMOTpeTh npuema

npenapara B /103¢ 25 MT 4epes3 JIeHb).

Tabnuya 5. Pexomendyeman koppexyus 003vl npenapama Pegoneiio®

Apu Hapywenwsx PYHKYUU neYeHu u mpombo3ax/>moonuu

Tabnuya 5. Pexomendyemas Koppekyus 003bl npenapama Pesoneiio®

npu Hapywenusx GyHKyuU neveHu u mpom6o3ax/smoonuu

ananuHamuHotpancdepasst (AJIT) B 6
pas:
IpekpaTuthb npHem npemnapara
Pegoseiin®.

IIpu yposue aktuerocti AJIT <5 ot BI'H
B0300HOBHUTH

npuemM  npenapata B

NepBOHAYaIbHOM J103€.

Veenunuenne BI'H aktusnoctu AJIT B 6

Peakuus PexoMeHaauuu Peakuust PexomeHaanuu
Hapywenns  QyHKuuM | YBeIMueHHEe BEPXHEH I'PAaHMIBI HOPMbI Hapywenuss  gyHkuuu | YBeJIM4eHHe BEpXHEH TIPaHHLBI HOPMbI
MeYCHH (BI'H) aKTHBHOCTH NeyeHH (BI'H) aKTUBHOCTH

ananmnamuHotpancdepassl  (AJIT) B 6
pas:
ITpexpaTuTh npuem npenapara
Peponeiin®.

ITpu yposHe aktueHocTn AJIT <5 ot BI'H
B0300HOBHUTH

IpHeM npenapara B

nepsouaqanbuoﬁ A03€.

Veenuuenne BI'H aktusHoctu AJIT B 6
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paz mnocie  BO30OHOBIEHHS — MpHUemMa
npenapara (M HECB3aHHOE C JIPYTMMH
BO3MOXHBIMH  (DAaKTOpPaMM, TaKMMH Kak
CBIBOPOTOYHAsE OOJIe3Hb, CEMNCHC  WJIH
NpUeM  a30JIOBBIX  NPOTHBOIPUOKOBBIX
npenaparoB):

Kourpouns yposust AJIT kaxzsie 3-4 1us.

Ecnu yposens AJIT >6 npu noBTOpHBIX
aHaIM3ax KPOBH:

INpexpaTuthb npueM npenapara
Pesoneiin®.

Ipu yposue aktusHocti AJIT <5 ot BI'H
BO300HOBUTH MIPUEM IMpernapara B J103€,
CHWKEHHOM Ha 25 Mr or mnpeablayiiei

J03Bl.

Ecnu yposens AJIT BHOBB >6 npu npueme
npenapara Peponeiin® B CHUXEHHOIA 103¢€:
CHwkaTh 03y npenapata Pesoneiin® na

25 mr nioka ypoBeb AJIT ne cHusutes 10

paz mocie  BO3OOHOBNEHMs — MpHema
npenapata (M HECBS3aHHOE C JPYTMMH
BO3MOXHBIMH (paKTOpaMH, TaKMMH Kak
CHIBOPOTOYHas OOJIe3Hb, CENCHC  MIIM
NpUeM  a30JIOBBIX  MPOTHBOTPHOKOBBIX
NpenaparoB):

Konrposs yposus AJIT kaxnapie 3-4 qus.

Ecnn yposenb AJIT >6 npu nmoBTOPHBIX
aHaJIM3axX KPOBH:

IpexpaTuthb npuem npenapara
Pesoneiin®.

Ilpu yposue aktusHocti AJIT <5 ot BI'H
BO300HOBMTH TpHEM Mpernapara B /103€,
CHIDKEHHOM Ha 25 Mr OT mpeablaylien

JIO3BI.

Ecnu yposers AJIT BHOBB >6 npu npueme
npernapara Pegoneiin® B cHmkeHHOH 103e:
CHmxarp 103y npernapara Pegoneiin® Ha

25 wmr, noka yposeHb AJIT He cHusuTes 10
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SBI'H

JIaHHBIX O BO3MOMHBIX KOPPEKLHUSX J103bI
y Jereil u3-3a HapyumieHus QyHKUMH
neyeHu He cymecTByeT. Koppekuuio
Jlo3bicieayer 0bCy)KaaTh Ha OCHOBaHMU

KJIMHUYECKOM OLICHKH.

5 BI'H

JIaHHBIX O BO3MOXHBIX KOPPEKLMAX JI03bI
y Jereil u3-3a HapymieHus (GyHKUMH
neyeHu He cyuiectByeT. Koppekumio 103n1
OCHOBaHHHU

caeayer obOcyxpaTh Ha

KJIMHUYECKON OLIEHKH.

Tpom603/5Mb0us

[Ipu Tpombo3e riyOOKMX BEH, JIErOYHOM
5MO0JIMM, TPAaH3UTOPHOH HLIEMHUYECKON
aTake WJIM MHCYNbTe, MH(}apKTe MUOKap/a
B moboe Bpems Ha (oHe Tepanuu

npenaparom Peponeiin®:

[IpekpaTuth npuem npernapara
Peponeiin®, HO TNPOAOKMTL  TpUEM
HUMMYHOCYTIPECCHBHBIX npenaparos

(UmMMyHOr/I00y/IMH ~ @aHTUTUMOLIMTaPHbIA
(owaauHbIi) U nMkiocnopun). Eciau npu
TpomMG03e  KOJIMYECTBO

>50000/mK1,

TpOMOOLIMTOB
pekomeHayercst  1ub0
Ha3HaY€HHE Teparuy SHOKCANapuHOM UIU

JAPYTMM AHTHUKOAryJIIHTOM /0 TeX mnop,

Tpom6o3/amb0us

[Ipu Tpombo3e riayOOKMX BEH, JIErOYHOH

5MOOJIMM, TPAaH3UTOPHON HIEMUYECKON

aTake, MHCYJIbTe U UH(QApKTe MHOKap/a B

moboe Bpems Ha (oHe Tepanuu
o ®.

npenaparoM PeBoseiin™:

ITpekpaTuthb

npuem npenapara

Peponeiin®, HO TNPOMOKUTH  TMpPHEM

HUMMYHOCYIPECCHBHBIX npenapaToB
(UMMyYHOr/IOOYJIMH ~ aHTUTUMOLIMTAPHBIH
(nomaauHbli) ¥ LMKIocnopun). Eciau npu
TpoMb0O3e  KOJIMYECTBO

>50000/mK1,

TPOMOOLIMTOB
pekoMeHzayercss 60
Ha3zHaYeHHe Tepariy SHOKCANlapUHOM WK

JIPYTHM AHTHKOAryJIIHTOM JI0 T€X IOp,
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noka KOJHYECTBO TPOMOOLMTOB  HE
nocturier ypous  <20000/mxui1, smbo
CTaHAAPTHBIA KYpC aHTHKOAryJsHTHOM

Teparuu B TeyeHue 3-6 MecsAues.

MoKa KOJIMYECTBO TPOMOOLIMTOB  He
fpocTurHeT yposHs <20000/mki, nu6o
CTaHJAPTHBIM KypC aHTHKOAryJssHTHOH

Tepanuu B TedeHue 3-6 Mecsues.

Ommena npenapama

O611@ast Npo/I0JHKUTENILHOCTD NPUEMa npenapara Pesosneiin® cocrapnser
6 mecsues.

UpesmepHOe yBeMueHHe KonuuecTsa TpombouuTos (cm. Tabnuiy 4) u
Pa3BUTHE HEXeNaTeNIbHBIX sBICHHMH, ykazauublX B Tabnuue 5 Tarke

TpeByIOT MpeKpalleHus NpuemMa npenapara Peponeiin®.

Hayuenmol ¢ peghpakmeproti mAaiceI0U anIacmuieckol anemuen

Iepsonauanshblii pesicum 003UPOCAHUSL

Bspocnuie

Hauasbhas 103a npenapata Pesoneiin® cocrasnsier 50 Mr 1 pa3 B CyTKH.
V nalMeHTOB a3MaTCKOi packl (TAKMX KakK, KUTaHLibl, AOHLIbI, KOPEHLIbI,
Taiiupt v skutenn TaiiBans) neyenue npenapatom Peponeiin® cremyer
HauMHaTh C 10361 25 Mr 1 pa3 B CyTKH.

Monumopunz u koppexyus 003bt

Hﬂﬂ JIOCTMIKEHUSA T'e€MaTOJIOrHYECKOro OTBETa TpCGyCTCﬂ KOppeKuus

Ommena npenapama

O611as npoA0HKUTEILHOCTS PUEMa Npernapara Peponeiin® cocrapnser
6 MecsLeB.

UpesMepHoe yBenuyeHne KouuecTsa TpomGouuntos (cm. Tabanuy 4) u
Pa3BUTHE HEXKeJaTelbHBIX sBJCHUI, yKkasaHHpx B Tabmuue 5, Takxke

TpeOyIOT npeKkpalleHus Npuema npenapara Pesoneiin®.

Hayuenmeui ¢ pedhpakmepron magicenoli AnIACMuYecKoll anemuetl

Ilepsonauansiulii pedcum 003UpoSanus.

Bspocnvie

Hauanbnas f03a npenapara Pesoneiin® cocrasnser 50 mr 1 pas B cyTku.
V nanueHToB a3MaTCcKOM packl (TaKMX KakK, KUTaMLibl, ATIOHLbI, KOPEHLbI,
Taiiupt M kurenn TaiiBans) neyenue npenapatom Peorneiin® cremyer
HayMHaTh ¢ 10361 25 Mr 1 pa3 B CyTKH.

Monumopune u koppexyus 003bt

H.ﬂﬂ JIOCTHXKEHUS TeMaTOJIONMYECKOTro OTBETa TpeGyeTCﬂ KOppeKUus
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J03bl, KaK MpaBuio, 10 150 Mr, juis 4ero MoxeT noTpeGoBaThes 10
16 Hesens ¢ MOMeHTa Havasa jiedeHus npenaparom. Jlo3y mpenapara
Pesoneiin® clie/lyeT yBeIM4MBaTh ¢ waroM 50 Mr Kax/ple 2 He/le/H, 10
J103bl, HEOOXOAMMOM JUIsi  JOCTHXKEHMS LEJIEBOro  KOJMYECTBa
TpoMGouuToB >50000/MK1. Y nalMeHTOB, NPUHHUMAIOLIMX NpEnapar B
n03¢e 25 Mr | pa3 B CyTKH, ClIe/lyeT YBETHUHTh CYTOYHYIO 103y 110 SO Mr
nepesl JanbHEeMIIMM roBbImieHHeM Jo3bl Ha 50 mr. He cnenyer
npesbiath 103y 150 Mr B cyTku. CrieiyeT peryjisipHo KOHTPOJIMPOBaTh
KJIMHUYECKHE TeMaTOJIOTMYECKHe MMOKa3aTesIM U «IEUEHOYHBIE» TECThI
Ha BCeM MPOTSDKCHHM Tepamluu M KOPPEKTHPOBaTh /03y Mpernapara
Pegoueiin® Ha OCHOBAHUM KOJTHYECTBA TPOMOOLIUTOB B COOTBETCTBHH C
Tabnuueii 6.

Tabnuya 6. Koppexyus 003vl npenapama Pesoneiio® ons nayuenmos ¢

TAA

7103bl, KaK MpaBuio, 10 150 mMr, 1 4yero mMoxer norpeGoBarses 10
16 Henenb ¢ MOMEHTA Havaza JieyeHus npenaparoMm. J[o3y nmpenapara
Pegoneiin® ciemyer yBennuusath ¢ warom SO Mr Kakable 2 HeAeH, 10
J103bl, HEOOXOAMMOW /s JOCTHXKEHMSl  1IEJIEBOr0  KOJMYECTBa
TpombouutoB >50000/mMK1. Y nauMeHTOB, MPUHUMAIOLIMX Mpenapar B
n03€ 25 Mr | pa3 B CyTKH, CIIEYeT YBEIMYHTH CYTOUHYIO 103y 10 50 Mr
nepej AajbHEHIIAM TOBBIEHHeM 03kl Ha 50 mr. He cruenyer
npesblath 103y 150 mMr B cyTku. CrielyeT peryjiipHo KOHTPOJIMPOBATh
KJIMHMYECKHE TeMaTOJOrMYeCKHe MOKa3aTeNIi M «TIE€YEHOYHBIE) TECThI
Ha BCEM MpPOTSKEHHH Tepallii M KOPPEKTHpPOBaTh 03y Mpernapara
PeBouieiin® Ha OCHOBaHUM KOJIMYECTBA TPOMOOLIUTOE B COOTBETCTBHH €
Tabnunueit 6.

Tabnuya 6. Koppexyus 003t npenapama Peeoneiio® ona nayuenmos ¢

TAA

NPUHMMAIOIIKX Mpenapart B 1o3e 25 mr 1 pa3 B
CYTKH, CJICYET YBEIMYUTH CYTOUHYIO 103y /10
50 Mr nepe AanbHEALINM MOBBIIIEHUEM 10351
Ha 50 mr.

KosnnuectBo Koppexuusi 10361 HJIH OTBET Koaunyecrso Koppekuusi 10361 HIH OTBET

TPOMGOIHTOB TPOMOOLHTOB

<50000/mK1 B | [ToBbIcHTH CcyTOYHYIO 103y Ha 50 Mr, HO He <50000/mK B | [ToBbicHTL CyTOUYHYIO 703y Ha 50 Mr, HO He
TeyeHMe Mo KpaiiHel | Bpime 150 Mr B CyTkM. VY  NalUMEHTOB TeyeHue No KpaiiHed | Bpimme 150 Mr B cyTku. Y nauMeHToB
Mepe 2 HejieNlb | a3MAaTCKOW  packl MM TAlMEHTOB  C Mepe 2 HejieNlb | @3MaTCKOM  packl MM TALMEHTOB  C
Tepanuu HapyLIeHUEM byHKLIMH neyeHy, | | | repanuu HapyleHHeM dyHKIMM NeyYeHH,

NPUHUMAIOIIHX Mpernapar B Jo3e 25 mr 1 pa3 B
CYTKH, CIICYeT YBEIMYUTH CYTOYHYIO /103y JI0
50 Mr nepes JaibHENHIIUM NOBBIILIEHHEM J103bI
Ha 50 mr.
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>200000/mK7 — | Cuusuth cyTouHyio 103y Ha 50 mr. Crycts >200000/mK1 — | Cuuszutp cyrounyio no3y Ha 50 mr. Cnycta

<400000/mKn B | 2 Hetenu ouEeHUTh 3(PGHEKT OT KOPPEKLUH <400000/mKn B | 2 Henenn oueHUTh 3PPEKT OT KOppEeKLUH

nmoboe BpeMs JI0361 M TPUHATH peLIEHHWe O JalbHeHLeH noboe Bpems /1036l M TIPUHATH pEIIEHWE O JajbHEHIIeH
KOPPEKIMH 03Bl KOPPEKLIMHU J103bl.

>400000/mK1 ITpekpaTuTh NpueM npemnapara Peponeiin® He >400000/mK1 [IpekpaTuTh npuem npenapara Peponeiin® ne
MeHee 4eM Ha | Hexemo. MeHee yeM Ha | Hezemo.
Ilpu xonuuectse TpomboLmToB <150000/ MK Ipu konuyecte TpoMGoumMToB <150000/ MK
BO30OHOBUTbH JIEYEHHE B CYTOYHOH J103€, BO30OHOBUTH JICYEHHE B CYTOYHOH J03€,
CHIDKeHHO# Ha 50 mr. CHIDKEHHO#H Ha 50 mr.

>400000/mxn criyctst | [IpekpaTtuts npuem npenapara Pegoneiin®. >400000/mk criyets | ITpexpaTuTh npuem npemnapara Pesosneiin®.

2 Hejend Tepanuu 2 Heenu Tepanuu

npernapaTrom npernaparom

Peponeiin® B Pegoneiin® B

CHIDKEHHOM CHWKEHHOMN

CYTOYHOM J103€ CYTO4YHO# 1103€

ITocmenennoe cuudicenue 003bl ¥y hnayuenmos c mpex/luueﬂnbm
omeemom Ha mepanuio (1eUKOYUMbl, SPUMPOYUMbL U MPOMOOYUMb)

[Mocie  HOCTWXKEHMA  KOJIMYecTBa  TpomGouuToB  >50000/MKI,
KOHUEHTpaluu remornobuna >10 r/an 6e3 Tpancdy3uit SpUTPOLIUTHON
Mmacchl M abcomorHoro uyucna Heitpodunos (AYH) >1x10%n,
cTaGHIIbHO COXPAHAIOLMXCS HA MPOTSHKEHUH He MeHee 8 Hejelb, 103y
npenapara Peponeiin® cnenyer cumsure Ha S0%. Ilpu craGuibHo
COXpaHSIOUXCS BhILICYKA3aHHBIX MOKa3aTeNlsx 4yepes 8 Hexenp mocnie
CHW)KEHMSI J103bl CJIEJlyeT [PEKpaTHTh JIEYEHHE TMpernapaTtoM ¢

peryJiipHbIM  KOHTPOJIEM rnokasarejied aHaiusza KpOBH. B ciayyae

Ilocmenennoe chudicenue 003bl Yy NAYUCHMOE C MPEXAUHCTHBIM
omeemom Ha mepanuio (1etKoYumbl, IPUMPOYUMbL U MpoMGOYUmbL)

IMocne  jgocTwkeHus  KosivuecTBa  TpomboumtoB  >50000/mxn,
KOHIEHTpaIuyu remoriobuna >10 r/an 6e3 Tpancdysnit 5puTpOLUTHOR
Macchl M aGCOMOTHOTO wucia Heiitpopunos (AYH) >1x10%/n,
CTabMIIBHO COXPAHSAIOLMXCS HA MPOTSHKEHUH HE MeHee 8 Heaeb, 103y
npenapara Peponeiin® crnexyer cumsuth Ha S50%. Ilpu craGuibHo
COXpaHSAIONIMXCA BBILICYKA3aHHBIX MOKa3aTeNlsX uepe3 8 Heselb nocne
CHIKEHMSI JI03bl CIIEAYeT MPEKPAaTUTh JIEYEHHE [MpPEenapaTtoM ¢

peryJisipHpIM  KOHTPOJIEM rnokasaresei aHajiuza KpOBH. B cliy4dae
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yMeHblueH!s KonndectBa TpomOoumuroB <30 000/MKN, CHMKEHHS
KOHLeHTpauun remornobuna <9 r/an wau npu AYH <0,5%10%/n
BO3MOJKHO  BO300HOBJICHME JICYEHHs [PerapaToM B  INpexXHEH
a¢dexTHBHOI 103€.

Omumena npenapama

B ciyyae OTCYTCTBHs IeMaroJiOrMYecKoro orpera rocjie 16 Hemenb
Nevenus Tepammio mperapatoM Peponeiin®  crieyer OTMEHHTB.
Heo6X0/1MMO paccMOTpPETh BO3MOXKHOCTh OTMEHBI TEPAITMH NIPENapaToM
Pesosieiin® B clyuae MosABIEHUS HOBBIX LIATOTCHETHYECKHX OTKIIOHCHHUH
(cm. pasmen «llobounoe Oeticmeuey). Takke oTMeHa Tepanun
npenapatom Pesoneiin® TpeGyetcs B cilyuae 4pe3MEpHOro OTBETa CO
CTOpOHBI KoJIMyecTBa TpoMGOLMTOB (Kak ykaszaHo B TalGmuue 6) nim
BaXHBIX OTKJIOHEHHI Pe3yJibTaTOB «IIEYEHOUHBIX)» TECTOB (CM. pasjei
«Ocobvie ykazanusy).

Ocobas zpynna nayuenmoe

Jemu 6 6ospacme 0o 18 nem

BesonacHocTs 1 3(GEeKTHBHOCTL Npenapara Pegoneiin® y nereii ¢ UTII
B Bo3pacte 110 1 roaa, ¢ BI'C, ¢ pedpaxreproit TAA u y nereit ¢ TAA
MJaiIe ABYX JIeT, KOTOPbIM paHee He MPOBOJAMIACH MPOrpamMMHas
MMMYHOCYIIPECCHBHAs TEParusl, HE yCTaHOBJIEHDI.

Ocobbie 2pynnvl nayuenmog (01 6cex NOKA3AHUL)

yMeHbLIeHUsT KonuyecTBa TpomboumtoB <30 000/MK1, CHHKEHUS
KOHLEHTpauu remoriaoouHa <9 r/an wmm npu AYH <0,5%10%/n
BO3MOXKHO  BO300HOBJEHME JICYEHHS [pernapaToM B  MNPEXHEH
s dekTHBHOI 103€.

Ommena npenapama

B ciiyyae OTCYTCTBHsSI MeMaTOJIOTMYECKOro OTBeTa nocie 16 nemensb
Nledenns Tepanmio mperapatoM Peponeiin® crefyeT OTMEHHTD.
Heo6Xx0AHMO paccMOTpPETh BO3MOKHOCTH OTMEHBI TEPAIUHU MPENapaToM
Pegosneiia® B ciiyyae MosiBIeHHs HOBBIX LIMTOrEHETUYECKHMX OTKJIOHEHHI
(em. pasgen «lloGounoe Oeiicmeue»). Tarke OTMEHAa Teparnuu
npenaparom Peponeiin® Tpebyercs B clydae Ype3MEpHOrO OTBETA CO
CTOPOHBI KOJIMYecTBa TPOMOOLMTOB (Kak ykasaHo B TaGnuue 6) wim
B&XHBIX OTKJIOHEHHH Pe3yJIbTATOB «MEYECHOYHBIX» TECTOB (CM. pasjen
«Ocobvie ykaszanuay).

Ocobas 2pynna nayuenmos

Jemu 6 6o3pacme 0o 18 nem

BezonacHocTs 1 3¢ eKTHBHOCT NpenapaTa Pesoneiin® y nereii ¢ UTII
B Bospacte J10 1 rozaa, ¢ BI'C, ¢ pedpakreproit TAA u y nereii ¢ TAA
MJIaJIe JBYX JIeT, KOTOPbIM paHee He NPOBOAMIIACH MPOrpamMMHas
HUMMYHOCYIIPECCUBHAsl TEPAIusi, He YCTaHOBJICHBI.

Ocobvie 2pynnol hayueHmog (015 6cex NOKA3aHuil)

35



€

Crapasi pejakuus

Hosasi pejakuusi

Iayuenmyl nodcuno2o 603pacma
HMMeloTcs  OrpaHdyeHHbIe  JIaHHbIE MO TNPHUMEHEHHMIO Mperapara
Pesoueiin® y mauuentos B Bo3pacte 65 jieT M crapuue. B kimHuueckux
HCC/IEIOBAHMSX HE OTMEUYEHO KJIMHMYECKH 3HAYMMBIX —pasjiuyuii
GesomacHoCTH 3TpoMbonara y NalMeHToB B Bo3pacte 65 JIeT 1 cTapiuie
110 CpaBHEHHUIO ¢ 60JIee MOJIOIBIMU TIALEHTaMH. JIpyrue KiMHHYecKHe
JlaHHbIe TAKOKEe YKa3biBAIOT HA OTCYTCTBHME pa3jiMyMii B OTBETaX Ha
feyeHHe Y TOXWIBIX NALMEHTOB M NauueHToB Gosee MOJIONOro
BO3pACTa, O/IHAKO HeJlb3si HCKIIIOYHTD MOBBILUEHHYIO YyBCTBHTE/ILHOCTD
K Tpenapary y OT/Ae/IbHEIX NALMEHTOB MOXUIIOro BO3pacTa.

Iayuenmoi ¢ HapyweHuem QyHKyuu NoYex

KoppeKiuu 1036l y NALMEHTOB C HapylleHueM (YHKUMM MNOYeK He
Tpebyercs. OfHAKO B CBSA3M C OTPAHUYCHHBIM ONBITOM NPUMEHEHHS B
KJIMHHYECKOH MPAKTHKE y MAlMeHTOB C HapyleHHeM QyHKUMM NOYeK
npenapat Peoeiin® ciie/lyeT IPUMEHATH C OCTOPOXKHOCTBIO U Ha (hoHe
TIIATEIBHOTO MOHUTOPHHIA, HANpUMeEp, KOHTPOJS KOHUEHTpaUWH
KpeaTHHHHA B CHIBOPOTKE KPOBH M T0Ka3aTesieii aHaln30B MOYH.
Iayuenmol ¢ HapywieHueM QyHKyuu nevenu

V nauuentos ¢ UTIT u HapymeHueM QyHKIKH nederH (=5 Gamios mo
mkane Yaina-ITelo), npenapar Peponeiin® cneayeT NpUMEHSTH C
OCTOPOKHOCTBIO Ha (OHE  TUIATENLHOTO

KOHTpPOJISI ~ COCTOSHUSA

Hauuenmbt nOXMCUT020 803pacma

MmMeloTcss OrpaHMYeHHbIC JI@aHHBIE [0 MPUMCHEHHMIO Ipenapara
Peposeiin® y naimentos B Bozpacte 65 JeT U crapiue. B KIMHAYECKHX
MCC/IEIOBAHMSAX HE OTMEYEHO KIMHMYECKM 3HAUMMBIX —pasjiMyuuil
Ge30macHOCTH >ATpoMbomnara y NalMeHToB B Bo3pacTe 65 JieT v cTapiie
110 CpaBHEHMIO ¢ G0JIee MOJIO/ILIMU TauMeHTaMu. JIpyrue KIMHHYeCcKue
JlaHHbIE TAKXKE YKa3bIBAIOT Ha OTCYTCTBME pa3jM4Mii B OTBETaX Ha
JieyeHHe Yy TOXKWIBIX MALMEHTOB M NalMEHTOB Gosee MOJI0A0ro
BO3pAcTa, OAHAKO HEJlb3s HCKIIIOYUTD MOBBILICHHYIO YyBCTBUTEILHOCTD
K Mpernapary y OT/Ae/lbHbIX NalMEHTOB NOXXHWIOr0 BO3pacTa.

ITayuenmot ¢ napyuenuem QyHKyuu novex

KoppeKLuH /10361 Yy MAlMEeHTOB C HapylleHueM (yHKLMHM MOYeK He
Tpebyercst. OHAKO B CBSA3M € OPAHHYCHHBIM ONBITOM NMPUMEHEHHUS B
KJIMHAYECKOH TIPAaKTUKE y MALHEHTOB ¢ HapylleHueM (QyHKUMH Mouex
npenapar Pesoneiin® ciieflyeT IpUMEHATH C OCTOPOKHOCTBIO U Ha (oHe
TIIATEJIPHOrO MOHWTOPUHIA, HANpPUMEpP, KOHTPOJS KOHLEHTpPALMH
KpeaTHHHHA B CHIBOPOTKE KPOBH H MOKA3aTE/ICH aHATM30B MOYH.
ITayuenmol ¢ napywieHuemM QyHKyuu nevenu

V nauuenTos ¢ UTIT u napymennem GyHKUMM neyenu (=5 6amnnos mo
mkane Yaina-Ilelo) npenapat Peponeiin® creyeT NpUMEHSTH €
OCTOPOXHOCTBIO Ha  (OHE  TUIATEIBLHOIO

KOHTpPOJIA  COCTOAHHUA
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(cMm. pasgen «Ocobbie  ykazanusy). Tlpp HeoOXOAMMOCTH Tepanuu
npenapaTom Pesoseiin® y maumenta ¢ UTIT u napywennem ¢yHKuun
MeyeHH JIeueHHe HaYMHAIOT B J103€ 25 MI/CyT.

VBeMuMBaTh /103y Mpenapara y NaluueHToB ¢ HapyWeHUAMH GyHKUMH
MeyeHH Cle/lyeT He paHee YeM uepe3 3 HeJle/IM NOCie Hayasla TeparuH.
V nauuentos ¢ xpounyeckum BI'C u HapymeHneM QYHKIMU NEYEHH, a
Takxke y nmauueHToB ¢ pedpakrepHoii TAA u HapymenueMm GyHKUMH
TeyeHu Mpenapar cieyeT NPUMEHATH B 03¢ 25 Mr | pa3 B CyTKH.

B KkIMHMYECKOE HCCliefloBaHHe nauueHToB ¢ TAA, He mojyyaBIIMX
paHee MPOTPaMMHYIO HMMYHOCYNPECCHBHYIO Tepanuio, He Obuin
ACT/AIT,

npesbiatouieM B 5 pa3 BI'H. Hauanenas j03a npenapara Pesoneiin®y

BKJIKOUCHBI MalMEHThI C HCXOJAHBIM YPOBHEM
naiueHToB ¢ TAA u Me4YeHOYHOH HEeJ0CTAaTOYHOCTBIO B ﬂCpBOﬁ JIMHUH
TEparuM 10JDKHA OIIPEICIATHCA MO Mepe H806X011HMOCTH Ha OCHOBAaHHUH
KJIMHUYECKON OLICHKH, MNEPEeHOCUMOCTH TIpernapata W TIIATEABHOIo

MOHHUTOpPHUHIa q)yHKLl"l/l TMEYCHHU.

(cm. pazgen «Ocobvie  ykazanusy). Tlpu Heo6XoauMOCTHM Tepanuu
rpenapaTom Peponeiin® y mauuenta ¢ UTIT u Hapymenuem dyHKuuu
neyeHH JIeYeHHe HaYMHAIOT B J103€ 25 MI/CyT.

VBenuuuBaTh /103y fpernapara y nauueHToB ¢ HapyleHUsIMH QYHKIHUH
NeYeHH! ClIe/lyeT He paHee YeM yepe3 3 HeJIe/IM M0CJIe Havasla Tepanuu.
V nauuenToB ¢ xpoundeckum BI'C 1 HapymeHneM QyHKIMM NEYeHH, a
TakKe y nauueHToB ¢ pedpakrepHoii TAA u HapymeHueM QyHKIMH
TeYeHH Tpenapar cjie/lyeT NPUMEHATh B J1o3e 25 Mr | pa3 B CyTKH.

B kiauHMYecKoe uccieoBaHHe nauueHToB ¢ TAA, He nomydaBuIMX
paHee MPOrpaMMHYIO HMMYHOCYNPECCHBHYIO TEpanuio, He ObLin
BKJIIOYEHBl  MAlMEHTHl ¢  MCXoaHbiM  ypoBHem  ACT/AJIT,
npessbiatoieM B 5 paz BI'H. Havanenas no3a npenapara Peponeiin® y
naupeHToB ¢ TAA M neyeHOUHOM HEl0CTATOUHOCTHIO B NepBOM JINHUU
TepanuH JA0JDKHA OTPE/ICNISATECS 10 Mepe HeOOXOAMMOCTH Ha OCHOBAHUH
KJIMHUYECKOW OILIEHKH, TMEPEeHOCHMOCTH TNpenapata M TLIATEJIbHOTO

MOHHTOPHHIA (yHKIHHU MEUECHH.

IIOBOYHOE JIEHCTBUE

0630p npoghuna bezonacnocmu
ITayuenmor ¢ XxpoHuueckol UMMYHHOU mpomboyumonenuei B 4
KOHTPOJIMpYeMBIX M 3

HEKOHTPOJIUPYEMBIX KJIMHUYECKUX

uccneopanuax 403 B3pocnbix maumeHta ¢ xponuueckoit HTII

IIOBOYHOE JENCTBUE

0630p npouna 6esonacnocmu

Hayuenmol ¢ XpoHuueckoi UMMYHHOU MpoMboOyumonenuel

B 4 KOHTPOJMPYEMBIX M 3 HEKOHTPOJMPYEMBIX KJIMHHYECKUX

uccnenosanuax 403 B3pocibiXx manuenta ¢ xponuueckoi UTII
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NpUHUMaJK Mpenapar Pesoneiin® u 179 nauMeHToB npUHUMaH
nnaue6o. JMTenbHOCTh MPUMEHEeHHs penapara cocTapisiia He bonee
8 ner. HexenarenbHble peakiyu y B3pocibix nauuentos ¢ MTII
onucanbl B Tabnuue 7.

BesonacHocth npuMeHenus npenapata Peponeiin® y naumentos B
Bospacte 3-17 net ¢ UTII, nosiyyaBiuux paHee Tepanuio, Oi1a oneHeHa
B 2 uccnegoanusx. [Ipoduiib nobouHbIX peakiyii ObUT CONOCTaBUM €
TaKOBBIM Yy  B3pOCHBIX €

HEKOTOPBIMH JOINOJIHUTEJIbHBIMU

HeXXeNaTeJbHBIMH  peakuMaMHU. JIonoJHMTENbHbIE —HEXelaTelbHbIe
peakuuu y naupeHToB B Bospacte 3-17 ner ¢ WTII npusenens B
Tabnuue 8.

BI'C,  conposodcoarouumesn

Hayuenmst C XPOHUYHECCKUM

mpomooyumonenuei

B 2 KOHTpOJMpYeMBIX KIMHMYECKHX MCCJIEJIOBAHUAX JICYCHHE
npenapatoM Pesoneiin® nposomuin 955 nauMeHTaM ¢ XPOHHYECKHM
BI'C,

9KCMO3ULMK dNTpoMbonaroM B cpeeM cocrasuia 183 aus. Tlonnbii

COMpPOBOXKAAIOIHUMCS TPOMGOLIHTOI'ICHHCFL IIHPITCHBHOCTB

CITUCOK HEXKEJIATCJIBHBIX peaxuuﬁ, OTMEYEHHBIX Yy TMAIHUEHTOB C

xponndeckum  BI'C,  compoBoxpalomuMcss — TPOMOOLMTONEHHUEH,

npuBezeH B Tabnuie 9.

Hayuenmot ¢ TAA, He nonyuaswiue panee npozpamMmuyro

npunumanu npenapat Peponeiin® v 179 nauMeHToB npUHMMaH
iaue6o. JlnuTenbHOCTh PUMEHEHHs TIpenapaTa cocTaBJsuia He bonee
8 ser. HexenarenpHple peakumu y B3pocablx naumentos ¢ MTII
onucanbl B Tabauue 7.

besonacHocTh npUMEHEHHMs npenapara Peponeiin® y mnaumentos B
Bospacte 3-17 netr ¢ UTII, nony4aBmux paHee Tepanuio, 6bl1a olleHeHa
B 2 uccienoBanusx. [Ipoduie noGoYHBIX peakiinii ObUT COMOCTaBUM C
TaKOBbIM Y JIONIOJIHUTE/IbHBIMH

B3pOCJIBIX C HEKOTOPLIMH

HeXeNaTelbHBIMU ~ peakuusMu. J[OMOJHHUTEIbHBIE —HEeXeNaTebHble
peakuuu y nauueHtoB B Bo3dpacte 3-17 ner ¢ MTII npuseaens B
Tabnuue 8.

BI'C, _ conposodcoarouiumcsa

Hagueﬂmbl C XPOHUYECCKUM

mpomboyumonenueu

B 2 KOHTponupyeMbIX KIMHHYECKHUX HCCIIEIOBAHUAX JIEUEHUE
npenapatoM Peponeiin® nmpoeoannu 955 nauueHTaM ¢ XpOHHYECKMM
BI'C,

JKCMO3UIMH 3aTpoMbonarom B cpeaneM coctaBuia 183 nus. Ilonnbrii

CONpOBOXKAAIOIMMEST  TpoMOouuToneHueit.  JIIHTeabHOCTh

CITMCOK HEXKEJIATCIbHBIX peaxuuﬁ, OTMEYCHHBIX Yy TMALHEHTOB C

xponudyeckuM  BI'C,  compoBoxparomumcst — TpOMOOLMTONEHHEH,
npusejieH B Tabnuue 9.
Hayuenmot ¢ TAA, He noayyagwiue panee npozpammHyio
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UMMYHOCYRPECCUBHYIO mepanuro

Be3onacHocTh NpUMEHEHHUs TIipernapara Pesoneiiu® COBMECTHO C

JIOIIA/IMHBIM AHTHTUMOLIMTAPHBIM UMMYHOTJIO0YJIMHOM "
UMKJIOCTIOpUHOM  y mnaumenToB ¢ TAA, He mnosyyaBliux paHee
IPOrpaMMHYI0 MMMYHOCYTPECCHBHYIO Tepanuio (Hanpumep, Tepanus
AHTUTUMOLIMTAPHBIM UMMYHOTJIOOY/IHHOM, aJIeMTy3yMab MM BBICOKHE
71036l UMKJIOCTIOpUHA)  ObUIH

OLICHEHBI B HEKOHTPOJIMPYEMOM

KJIMHUYECKOM MCCJIe/loBaHKe ¢ yuyacTHeM 154 nainueHToB, cpein
KOTOphIX 92 mauueHTa MOJMy4Yand KOMOMHMPOBAHHYIO —TEparnuio
npenapaTom Pesoneiin®, JIOLIAIHHBIM AQHTMTHMOLIUTAPHBIM
UMMYHOIJIOOYJIMHOM M LMKJIOCTIOPUHOM. JUIMTENBHOCTL — TEpanuu
cocrasiisiia 183 aus, cpeau HUX 83,7% MalMeHTOB MOJIyYalv TEpanuio
[TosHBIA  CHMCOK  HEXeaTesIbHBIX

¢ TAA, ne

Gonee 12 wmecsues. peaxumii,

OTMEYEHHBIX Yy TMalHeHTOB NOJIyyaBLUIMX paHee
NIPOrPaMMHYIO MMMYHOCYTIPECCHBHYIO Tepanuio, npuseieH B Tabnuue
10.

Hayuenmoi ¢ pedhpakmeproi TAA

BezonacHOCTh MPUMEHEHHS Mpenapara Pegoneiin® npu annactuueckoit
AHEMUHU TSDKEJIOHW CTENEHU TSKECTH OLECHUBAJACh B OTKPBITOM

HekoHTpospyemoM ucciegoBanuu (N = 43), B kotopom 11 nauueHTon

26%) ne4nauch B TeueHue 6 mecaues, a 7 nauueHTos (16%) nonyyanu
y

UMMYHOCYRPECCUBHYI0 mepanuio

bezonacHocTh NpUMEHEHUs [perapara PeBonei’m® COBMECTHO C

JIOILIAIMHBIM AQHTUTUMOLIMTAPHBIM UMMYHOTJIO0YJIHHOM "
UMKIOCTIiopuHoM  y mnaumeHToB ¢ TAA, He nosyyaBUIMX paHee
[POrPaMMHYI0 UMMYHOCYIPECCHBHYIO TEpanuio (Harnpumep, Tepanus
QHTUTUMOLMTAPHBIM UMMYHOITIODYJIHHOM, aneMTy3yMab MM BBICOKHE
J103b61  LMKJIOCHOpPHHA) OblLIa OLEHeHAa B  HEKOHTPOJIMPYEMOM
KJIMHHYECKOM MCCJIEIOBAHHH C ydacTHeM 154 nanueHToB, cpeau
KOTOpBIX 92 mnauMeHTa MoJy4and KOMOHMHMPOBAHHYIO TEpaINMIO
npenapaTom Pesoneiin®, JIOIIAMHBIM AQHTHUTHMOLMTAPHBIM
UMMYHOTJIOOYJIMHOM M IMKJIOCTIOPUHOM. JIIMTENBHOCTL  Tepanuu
cocrasisiia 183 aus, cpeayn Hux 83,7% nanyeHTOB MOJIy4Yaiu TEparuio
6Gosnee 12 mecsues. [lonHbBI COMCOK HEXENATENBHBIX PEaKLUH,
¢ TAA,
NpOrpaMMHYIO HMMYHOCYTPECCHBHYIO Teparnuio, npusesieH B Tabnuue
10.

Hayuenmut ¢ peppaxmepuoic TAA

BezonacHocTh npumenenus npenapara Pesoneiin® npu annactuyeckoit

OTMEYECHHBIX Yy TIallUCHTOB HE TII0JIy4aBLIHWX paHee

aHEeMHH TSDKENOH CTENEeHH TSKECTH OLEHMBAJACh B OTKPBITOM
HeKOHTpoJpyemMoM uccnenoBannu (N = 43), B koropom 11 nanueHTon

(26%) neunnuck B TeueHue 6 Mecsies, a 7 nauueHToB (16%) noayyanu
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neyenue Gonee 1 roga. bBonbLIMHCTBO HeXeNaTeNIbHBIX peaKLMid,
CBA3aHHBIX C NpUMeHeHueM npenaparta Peponeiin®, Gouu cpeameit
CTENEHM THKECTM C C€aMOro Hayajla M pPEIKO OrpaHUYMBaIIM
MPOBOJMMYIO TEPAIHIO.

Chucok Hediceramenbrblx peakyut
Hexenatenbhsle peakiud (HP), BbisiBIeHHbIE B KIMHHYECKHMX
UCCIICIOBAaHHUSX, TIEPEYUCIICHBI B COOTBETCTBUH C NOPAXKEHHUEM OpPraHOB
U CHCTEM OpraHoB M yactotoi BcTpedyaemoctn (MedDRA). Yacrora
BCTPEYAaEMOCTH OIMpe/EesieTCsl CIESAYIOUM 00pa3oM: ouensb yacmo
(>1/10), yacmo (>1/100 - <1/10), neuacmo (>1/1000 - <1/100), peoxo
(>1/10000 - <1/1 000), ouenv peoxo (<1/10000, BkIIO4as OTAEIbHBIC
ciyyan). Kareropun uactoTl c¢OpMHMpOBaHBI Ha  OCHOBAHWM
KJIMHUYECKHX HMCCJIeIOBaHMI Tperapara M MOCTPErMCTPALIMOHHOTO
HaOMoAeHUs.

Tabnuya 7. Hexcenamenvhvie peakyuu y 83pocivix ¢ xponudeckou UTT1

neyenue Oosiee | roga. BONBIIMHCTBO HeXelaTeNbHBIX peaKLUi,
CBA3aHHBIX C NpUMeHeHHeM npenapata Peponeiin®, GwumM cpeaneit
CTENEHM TSKECTH C CaMOro Hayala M PeAKO  OrpaHHYMBalU
MPOBOIMMYIO TEPAITHIO.

Cnucok nesicenamenbbix peakyutl

Hexenarenbubie peakiiu (HP), BbissBAeHHbIE B KIMHHYECKHX
HCCIIEIOBAHUSX, IEPEYUCIICHBI B COOTBETCTBHH € MOPAKEHUEM OPraHOB
U CHCTEM OpraHoB M yactoToii BctpeyaemoctH (MedDRA). Yacrora
BCTPEYaEMOCTH OIpEAEsIeTCs CICAYIOIUM 00pa3oM: ouens uacmo
(=1/10), wacmo (>1/100 - <1/10), Hewacmo (>1/1000 - <1/100), peoxo
(>1/10000 - <1/1 000), ouens peoxo (<1/10000, BkIIOYas OTAENbHBIE
Kareropuu  4acToTsl

c(OPMHpOBaHBI Ha OCHOBaHMH

ciyqam).
KIMHHYECKHX HCCIIeJIOBAHUI Tpernapata M TOCTPErucTPalHOHHOIO
HaOJIIOIeHMS.

Tabnuya 7. Hedxcenamenvhbie peakyuu y 83pocivix ¢ xpoHuyeckou UTIT

HexenarebHbie peakuun I YacroTa BCTPEYAEeMOCTH

HexenareiabHble PeaKuHH | Yacrora BCTPEYAEMOCTH

Hngpexyuonnvie u napasumapneie 3a60n1e6anus

Hughexkyuonnvie u napazsumaphwvie 3a0601e6aHus

DapuHruT ‘ 4acTo

DapuHrUT | 4acTo

Hapywenus co cmoponst Jiceiy00uHO-KUMeYHo20 mpakma

Hapywenus co cmoponbl Jicey004HO-KUWEYHO20 MPaKma

IIuapex O4Y€Hb 4acCcTo

Juapes OYEHb YacTo

TowHoTa 04YEHb YacTO

TowHoTa O4Y€Hb 4aCTO
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PBora

4acTo

PBoTta

4acTo

CyxocTh  CIM3UCTOH  060NIOUKH

MOJIOCTH pTa

4acTo

CyXxoCTb  CIM3UCTON  0OOJIOYKM

MOJIOCTH pTa

4acTo

Hapywenus co cmoponbl opeana 3penus

Hapywenus co cmoponsl op2ana 3peHus

Katapakra

4acTo

Karapakra

4acTo

Hapywenusi co cmoponbl nevenu u Jceniesbleo0auux nymeu

Hapywenus co cmopoHbl neveHu u Jceniebl00Auux nymeu

IToBbiuenue akrusHocTu AJIT

OY€Hb 4YacTo

ITossienue aktuBHocTH AJIT

OY€Hb 4aCTO

I'unepbunupybunemus 4acTo ['unepOunupyounemus 4acTo
IToBbieHue AKTUBHOCTH | 4acTo [ToBbiueHue AKTMBHOCTH | 4acTo
acnapratamuHorpascdepassi (ACT) acnapratamuHoTpancdepassl (ACT)
JlexapCTBEHHOE MOPAKEHUE NEUECHH | HEYacTo JlekapcTBEHHOE MOPAXKEHHUE NEYEHH | HEYaCTO

Hapywenus co cmoponbl Kodicu u ROOKOJICHbIX MKaHet

Hapywenusi co cmoponbl KoJCu 1 NOOKOICHbIX MKaHet

Anoneuust

4acTo

Anoneuust

4acTo

KoxHast cbinb

4acTo

KoxHas cpinb

4acTo

Hapywenus co cmopoHbl CKeNemHo-MblueyHO U COeOUHUMENbHOT

Hapywenus co cmoponbl CKelemHO-MbIUeYHOU U COCOUHUMENbHOU

mkanu mKanu
Bob B crivHe 4acTo Boss B ciune 4acTo
KocTHo-MbileyHass 6onp (BKJIIOYAs | 4acTo KocTHo-MpileyHass 60b (BKJIIOYasi | 4acTo

6ob B TPYAHOH KJIETKE KOCTHO-

MBILICYHOI'O xapaKTepa)

0onb B TpYAHOH KJIETKE KOCTHO-

MBILICYHOTIO xapal('repa)
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Crapasi pelakuust

Hosasi peaakuusi

Muanrus I 4acTo Mpuanrus | 4acTo
Hapywenus co cmoponst cocyoos Hapywenusi co cmopoubt cocyoos
Tpomb0sMbOIMUECKHE OCIIOKHEHHUS | YacTo TpomG0dMOOIMYECKHE OCIIOKHEHHUS | YacTo
TpomboTHyeckass MUKPOAHTHOIIATUS | HEYACTO TpomboTHuecKasi MUKPOAHTHONATHS | HEYacTO
c OCTpOH MOYe4HOH c ocTpoi MOYEeYHOH
HE/I0CTaTOYHOCTBIO HEJJ0CTATOYHOCTBIO

Taxke OTMEYaIUCh JIOTIOJIHUTEIbHBIE HEXeNaTe IbHbIC JICKAPCTBEHHBIC
peakuuu y pereit ¢ UTIL

Ta6nuya 8. JJononnumenshvie Hevxceramensivie peakyuu y oemeii ¢ 111

Takke 0TMEUaJIUCh JAOMOMHUTEIBHBIE HEXeaTe IbHbIE JIEKAPCTBEHHBIC
peakuuu y aereit ¢ UTIL

Tabnuya 8. JJononnumensivie nesxcenamenshvle peaxyuuy oemei ¢ HTI1

HexenareabHbie pPeakuHH YacroTa BCTpE4aeMoOCTH

HexenareabHble pPeaKuuu Yacrora BCTpE4aeMOCTH

Hngpexyuonnvie u napasumapnoie 3a601€6aHus

Hugpexyuonnvie u napasumapnvie 3a601€6aHUS

Hndexunn BEPXHHUX | OYEHb HYaCTO

JIBIXATEJIbHBIX ny'reﬁ

Wndexuun BEPXHHUX | OYEHb YaCTO

JbIXaTCJIbHbIX rlyreﬁ

Hazopapunrut 4acTo

Hazodapunrur 4acTo

Hapywenus co cmoponbl 0bIXxamebHOl CUCMeMbl, 2DyOHOU K1emKU U

Hapywenus co cmopoHsl ObIXamenbHO CUCHeMbL, 2PYOHO1 KIemKU U

cpedocmenus, cpeoocmenus

Kamens OYeHb YacTo Kawens OYEeHb YacTo
bob B poTornoTke 4acTo Bosib B poTornorke 4acTo
Punopest 4acTo Punopes 4acTo

Hapywenus co cmoponbl Jceny00yHO-KUUEeYHO20 mpaKkma

Hapywenusi co cmopoHbl Jice/ly00uHO-KUWeYH020 mpakma
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Crapasi pelakuHs

Hogasi peakuusi

A6nomunanbHas 60716 O4YeHb YacTo

A6 oMuHaNBHAsE 60b 0OYEeHb 4acTo

3y6Has 6011b 4acTo

3y6Has 6011 4acTo

Obwue paccmpoticmea u HapYueHUs. 6 Mecme 66e0CHUs

Obwue paccmpoiicmea u HapyuwieHUs. 6 Mecme 66e0CHUs

JIuxopaaka OY€Hb YacTo

JInxopazka OY€Hb YacTo

Tabnuya 9. Heoswcenamenvnvle peakyuu y nayueHmos ¢ XPOHUYECKUM

BUPYCHbIM 2enamumom (8¢

Tabnuya 9. HeoswenamenvHvie peakyuu y nayueHmos ¢ XpOHUYECKUM

eupycnvim 2enamumom C

HexenarenbHble peakuHu I Yacrora BCTpe4aeMoCTH

HexenarenabHble pPeaxKuHH I Yacrora BCTpe4YaeMoCTH

Hapywenus co cmopoHbvl Kposu u TUMpamu4ecko cucmemol

Hapywenusi co cmopoHbl Kpo6u u TUMpamu4eckoti cucmembol

Auemus I OYEHb YacTo

AHeMus l OYEeHb YacTo

Hapywenus co cmoponsl 06Mena ewjecms u numanus,

Hapywenus co cmoponsl 06MeHa 6euyecms u numanust

CHWKEHHE armneTuTa | OYCHb 4acToO

CHmKeHHe anmneTuTa | O4Y€Hb 4acCcToO

Hapymele CO CMOpOHbL Hepenoﬁ cucmemanl

Hapywenusi co cmoponsl HepeHO CUcCmeMbl

Tonosxas 601b | OY€Hb YacTO

TonoBHast 6011 I OY€HBb 4aCToO

Hapywenus co cmopoHbl 0p2ana 3peHus

Hapywenus co cmopoHbL 0peana 3peHus

Karapakra I 4acTo

Karapakra | 4acTo

Hapywenus co cmoponbl 0bIXamenbHO CUCMeMbl, 2PYOHOU KIeMKU U

cpedocmenus

Hapywenusi co cmoponbt 0bixamenbHOU Cucmembt, 2pyoHol KIemxu u

cpeoocmenus

Kammens | OYEHb YacCTO

Kawens | OYEeHb YacTo

Hapywenus co cmoponul Jicey00yHO-KUuueyHo2o mpakma

Hapywenwl CO CMOpPOHbL JICEJI})OO'IHO-KMWG‘IHOZO mpaxkma
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Crapasi pelakuusi

HoBasi pepakuus

TomHoTa OYEeHb 4acTo TomHoTa OYeHb YacTo

Jluapest OUEHb 4acTo Juapes OYEHb YacTo
Hapywienus co cmoponul neuenu u Jcenie6bl6005yux nymet Hapywenusi co cmopoHbl ne4enu U Jcenyeeble00Suux nymei
['unepounupydunemus OYEHb YacTO ['unepbunupybunemus O4YeHb 4acTo
IMopaxkeHue neyeHu 4acTo [TopaxkeHHe NeYeHH 4acTo

JlexapcTBeHHOE [OpaXEHHE | YacTo JlekapcTBeHHOE MOpaKEHHE | YacTo

neyeHu Ne4YeHU

Hapywenus co cmoponbl KoJicu u ROOKOJICHbIX MKAHeU

Hapywenusi co cmopoHbl KOJCU U NOOKOJICHbIX MKAHeU

KoxHblii 3y1

OYC€Hb 4acToO

Kosxnblit 3y

OYE€Hb YacTo

Anoneuus

OY€Hb 4acTo

Auonielust

OYE€Hb 4acTo

KoxHast cbinb

4acto

KoxxHasi celnb

4acTo

Hapywenus co cmopoHbl CKelemHO-MbIUeUHOU U COCOUHUMENbHOU

MKaHu

Hapywenusi co cmopombl CKelemHo-MblledHOl U COCOUHUMENbHOU

mKkaiu

Muanrus

O4Y€HB 4acToO

Muanrus

OY€Hb 4acTo

Obyue paccmpotiicmea u HapyuieHus. 6 Mecme 66e0eHUs

Obwue paccmpoiicmea u HapywieHus 6 Mecme 66e0eHUs

IToBbineHHAsS YTOMJIAEMOCTD

OY€Hb 4acTo

[ToBbieHHas YTOMJIIEMOCTDH

OYE€Hb 4acCToO

Jluxopanka 0Y€Hb YacTo Jlnxopanka OYeHb YacTo
03106 OYeHb YacTo 03100 0OYEeHb YaCTO
AcTeHus OY€Hb YacTO AcTteHus OYEeHb YaCTO
Orex OYEHb YacTO Orex OYE€Hb YacTo
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Crapasi peAaKkuHs

Hosasi pepakuust

['punnonoJoOHbI# CHHAPOM OYE€Hb HacTO

I'punmonofo6HbIH CHHAPOM ‘ OuY€Hb 4acTo

Hapywenus co cmopoHwl cocyo0oe

Hapywenusi co cmopoHbl cocyoos

Tpomboombomyeckne 4acTo
ocnoxkHenus (Bkiouas Tpom603

MOPTAJIBHBIX BEH)

TpomGoambomueckne 4acTo
ocnoxHenus (Biouas Tpomb03

MOPTAIBHBIX BEH)

Ta6nuya 10. Hexcenamenvhvie peakyuu y nayuenmos ¢ TAA

Tabnuya 10. Hexcenamenvivie peakyuu 'y nayuenmos ¢ TAA

HexenareabHble pPeakuuH | Yacrora BCTpE4aeMoOCTH

HexenareabHble PeaKuuH l Yacrorta BCTpEe4YaeMoOCTH

HapyweHus co cmopoHbl HepéHOU Cucmembl

Hapywenus co cmopoHbl HEPEHOU CUCTEMbI

T'onoBHast 60715 i 0YeHb YacTo

T'onosnas 6016 I O4Y€Hb 4aCToO

Hapywenusi co cmopoHbl 0p2ana 3penus

Hapywenus co cmoponst 0p2ana 3peHus

Karapakra I 4acTo

Karapakra l 4acTo

cpeoocmeHus

Hapywenus co cmopoHbl OblXamebHOU CUCmeMbt, 2pyOHOU KIemKuU U

cpeoocmenus

Hapywenus co cmoponbl 0blXamenbHOl CucmeMbl, 2pyOHOT KIemKu u

Bosb B pOTOTJIOTKE O4Y€Hb 4acTo

Bone B POTOTIOTKE O4Y€HBb 4acToO

Kawens 04Y€Hb YacTo

Kaiens OYeHb YacTo

Punopes 4acTo

Punopes 4acTo

Hapywenusi co cmoponbst Jceny00uHO-KUMEeUHO20 mpakma

Hapywenusi co cmopoHbl Jicely00YHO-KUWeYHo20 mpakma

TomHoTa OY€Hb YacTO

TomnoTa O4Y€eHb YacTo

Juapes 0YE€Hb YacTO

Huapex O4Y€Hb 4acTo
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Crapasi peAaKkuus

HoBasi pepakuus

AbnomuHanbHast 60716

OYE€HBb 4acTo

A61oMuHabHas 601k

| O4Y€HBb 4acToO

Hapywienus co cmoponbl newenu u Jceiesbl600suyux nymet

Hapywenus co cmopoHbl neYeHu u Jicenie6ble00Auux nymeu

[loBsiuienne AKTUBHOCTH | OYEHb YacTo IToBbieHue AKTHBHOCTH | OYEHb 4acTO
TpaHCaMMHa3 TpaHCaMHHa3
[unepOunupyduHemus 4acTo I'unepbunnpybunemus 4acTo

Hapywenusi co cmoponbl KU U ROOKONCHbIX MKAHe

Hapywenusi co cmopoHbl KOJCU U ROOKOICHBIX MKAHEU

KoxHas coinb

4acTo

KoxHasi ceinb

4acTo

MKaHu

Hapywenus co cmopoHbl CKelemHO-MbIWeYHOU U COCOUNUMENbHOU

mKkanu

Hapywenusi co cmopoHbl CKelemHO-MbluedHOU U COCOUHUMENbHOU

Aprtpanrus

OY€Hb 4acTo

Aptpanrus

OYE€HBb 4acTo

BoJib B KOHEUHOCTSX

OY€Hb 4acCTo

Bosib B KOHEUHOCTAX

O4YCHb 4acCcToO

MpIILIEYHBIH CrazM

OY€Hb 4YacTo

Mplie4YHBIH criazm

O4Y€Hb 4acTo

Obwue paccmpoiicmea u HapyueHus. 6 Mecme 66e0CHUs

Obwue paccmpoticmea u HapyuieHus. 6 Mecme 66e0eHUs.

TloBbilIeHHAst YTOMJIAEMOCTD

O4Y€HBb 4acCTo

[ToBbIIeHHAs YTOMIJIAEMOCTD

OYE€Hb 4acTo

I'onoBokpyxeHue

OY€Hb 4acTo

I'onoBokpyxeHue

OY€Hb 4aCTO

JIuxopanka

O4Y€HBb 4acCToO

JIuxopanka

OY€Hb 4YacTo

B HEKOHTPOJIMPYEMOM OTKpPBITOM HcclefoBaHue y nauueHTos ¢ TAA
TPOM3BO/MIACH ACTIMPALMS KOCTHOTO MO3ra C LEJbiO JajibHeHIIero

uuToreHeTnyeckoro ananusa. Cpeau 15 naupeHToB, y KOTOPBIX ObLIM

B HEKOHTPOJIMPYEMOM OTKPBITOM HCCJIEIOBAHHH Y TauueHToB ¢ TAA
NpOU3BOAMIACH ACTIHPALMA KOCTHONO MO3ra C LEJbIO AajbHEeHLIero

LMTOr€HETUYECKOro aHaiu3a. Cpcml 15 nauueHTOB, Y KOTOpBIX ObLIH
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OTMEYEHBI LIMTOTCHETHYECKHE aHOMAINM, Yy 7 MauMeHTOB OTMevanach
yTtpara 7-0# XpOMOCOMBI.

Ilocmpezucmpayuonubie UCCIe008anus

[Ipy npuMeHeHMM npenapara Peoseiin® B MOCTpEerucTpalioHHOM
nepuoie OblIM 3aperUCTPUPOBAHbI CIIEAYIOLIME HP.

CBeJieHHs O HUX ObUIH MOTYYEHB! U3 CIIOHTAHHBIX COOOIICHNH, a TaKKe
GbUIM 3apPErMCTPUPOBAHBI B KAuyeCTBE CEPhE3HBIX HEXKE/IATCIbHBIX
SIBJICHUH B peecTpax,

UCCJICIOBAHUAX, CITOHCUPOBAHHBIX

uccreoBaTeseM, KIMHUKO-(DapMaKOJOrMYECKUX  HCCIICI0BAHUAX U
MOMCKOBBIX HCCJIEJI0BAHUAX TMPU NMPUMEHEHHUH IO HEYTBEPKIACHHBIM
nokasaHusM.  TIOCKONbKY ~ HEBO3MOXHO — OUCHHTh  4acToTy
perpeuaemoct  HP - jlocTOBepHO, Tak Kak JaHHBIC coobuieHust
[OCTYNAIOT CMIOHTAHHO M3 MOMYJISLMH NAUMEHTOB HEONPE/AC/ICHHOrO
pasmepa, nosydeHnsic HP Obiin onpesieNieHbl KaK HEH3BECTHBIC (o
4acTOTE BCTPEYAEMOCTH).

Hapywienusi co cmopoHbl KOJICu U ROOKOICHbIX MKaHe

HapyIIeHHe OKPACKH KOXKHBIX TOKPOBOB™

* . obpaTMMOe HapylICHHE OKPaCKH KOXHBIX MOKPOBOB, BKIOHas
[UIEPNHTMEHTALMIO, M  (OKENTYIIHOCTb», OTMEHalIoch Yy  MAlMeHTOB,
MOJTy4YaBIIMX Tpenapar Pegoseiin® B CyTOUHOIA 03¢, npesbimatomeii 100 mr.
B 4acTHOCTHM, HapylIEHHE OKDPAacCKH KOXHBIX MOKPOBOB OTMEYanoch y
NalMEeHTOB, MOJMyYaBLUIMX BHICOKME JI03bl Npernapara Pegoneiin® no noeoxy
TAA, a TaKoke 10 He3aperucTpupoBaHHoMy rokasanuio npu MJIC.

OTMeYeHbl [[UTOrEHETUYECKME aHOMAJIMM, Y 7 MalMEHTOB OTMevaach
yTpaTa 7-0i XpOMOCOMBI.

Ilocmpezucmpayuonnbvle uccied08anus

[lpy mpUMEHEHHWM Mpenapara Peposeiin® B MOCTPErHCTPaLHOHHOM
nepuozie Obuay 3aperucTpuposansl ceayiouye HP.

CBe/ieHHs O HUX OBLIH MOJIyYeHbl U3 CIIOHTAHHBIX COOOLIEHHUI, a TaKkxKe
GBI 3apETMCTPUPOBAHbl B KAYeCTBE CEPbE3HBIX HEXEJATENbHbIX
SIBJICHUH B peecTpax,  HCCIIC/OBaHMsAX,  CIOHCHPOBAHHBIX
ucclenoBaTeNieM, KJIMHUKO-(GapMaKoJIOTMYECKHX —HCCIICOBAaHUAX H
MOMCKOBBIX HCCJIEJIOBAHHMAX MPU NMPUMEHEHHH M0 HEYTBEPXKIACHHBIM
nokazaHusiM.  1IOCKOJbKY ~ HEBO3MOXHO  OLICHHTH  YacTOTY
perpedaemoctd  HP  10CTOBEpHO, Tak Kak JaHHbIe COOOLICHUSA
MOCTYTIAIOT CIIOHTAHHO M3 TIOMYJSAUMH NALMEHTOB HEONPE/IENEHHOro
pasmepa, monyueHtbie HP Gbliu OmpejieNeHbl Kak HEM3BECTHEIE (10
4acTOTe BCTPEYaeMOCTH).

Hapyuienusi co cmopoHbl KOJCU U ROOKOICHbIX MKAHEH

Hapymienne 0KpackH KOXHBIX OKPOBOB*

* . ofpaTMmMoe HapyleHHe OKDPAaCKH KOXHBIX TOKPOBOB, BKIIOHas
TUNEPIUTMEHTAIMIO M (OKENTYLIHOCTBY, ~OTMEYaloch Yy  MALMEHTOB,
MOJTy4YaBLIMX MpernapaT Peponeiin® B cyTouHO# J03¢, npesbimaromted 100 mr.
B 4acTHOCTH, HapyLIEHHE OKDACKM KOXHBIX IIOKDOBOB OTMEHaloCh Y
MalMEeHTOB, M0Jy4aBIIMX BLICOKME /I03bl Npenapara Peponeiin® no nososay
TAA, a TaKKe 10 He3aperncTpupoBaHHOMy nokasanmio npu MJIC.
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Heowcenamenvuvle _peakyuu, 6viagiiennvie vy nayuenmos ¢ TAA, e

Heoicenamenvuvie _peakyuu, eviasiennvie v nayuenmog ¢ TAA, ue

NOAYYABULUX PAHEe NPOCPAMMHYIO UMMYHOCYNPEeCCUBHYIO0 mepanuio

JIMCXpOMHsS  KOXKH, BKJIIOYAs THINEPIMIMEHTALMIO KOXKH, Oblia
€/IMHCTBEHHOM HEeXeJaTeJIbHOM, peaklMed CBA3aHHOW C TMpPHUEMOM
npenapara Peponeiin®, BoiaBnenHoi y mauuentos ¢ TAA, KOTOPHIM
paHee He MPOBOAMJIACH NPOrPAMMHAs MMMYHOCYNPECCHBHAs TEparnus
(5,4%), U He OTMEUYEHHOW B MOMYJISAUNN MALKEHTOB C pedpakTepHOH
TAA. YV nauuenroB ¢ TAA, He MojyyaBUIMX paHee IMPOrpaMMHYIO
WMMYHOCYTIPECCHBHYIO ~ TEpanuio,  YBEJIMYEHHBIA  IOKa3aTesb
6unupybuHa B ChIBOPOTKE KpOBM oTMmevancs yame (17,4%), yem B
NOMyJISLMK NALUeHTOB ¢ pedpakrepHoi TAA.

BO3HUKHOBEHHE HOBBIX HJIM YCYTYOJICHHE MMEIOLIMXCS J1ab0paTOPHBIX
nokasareneit Gpynkuun nedenn (crenenn 3 u 4 no mkane CTCAE;
CTCAE=06mas

HEXEJIAaTCJIBHBIX ﬂBﬂCHHﬁ) Yy TAalMeHTOB, NPUHUMAIOLIMX TIpenapar

TEPMHUHOJIOTHs KpUTEpHEeB JUIS OLIEHKH
Peposieiin®, ormeuanocs B 15,2% u 2,2% ciyuaes no nokasaremo ACT,
B 26,4% u 4,3% cayuaes no nokaszaremo AJIT, 12,1% u 1,1% ciydaes
1o nokasaresio GuMpydbruHa COOTBETCTBEHHO.

[emu

Ouenka 6e30nMacHOCTH MpHeMa npernapara Peponeiin® y maimeHToR B

Bo3pacte 2-17 JieT OCHOBBIBAETCs HA PE3yJIbTaTaX HEKOHTPOJIMPYEMOro

NONYYABUIUX paHee NPOCPAMMHYI0 UMMYHOCYNPEeCCUBHYI0O mepanuio

JIMCXpPOMHMsL  KOXKM, BKJIIOYAs —THNEPIMIMEHTALMIO  KOXH, Oblia
€/IMHCTBEHHOM HeXeJlaTeJIbHOM peakiMed, CBSA3aHHOH C IpUEMOM
npernapara Pegoneiin®, BoisBnenHol y nauuentos ¢ TAA, KOTOpbIM
paHee He MPOBOJWIACH MPOrpaMMHAs UMMYHOCYTPECCHBHAs Teparnus
(5,4%), ¥ He OTMEYEHHOMN B MOMYJSLMU MALHUEHTOB C pedpakTepHOH
TAA. V nauuentoB ¢ TAA, He noyiydaBUIMX paHee NPOrpaMMHYIO
MMMYHOCYIIPECCHBHYIO ~ TEpamMio,  YBEJMYEHHBIH  MoKasaTesb
6unupybuHa B CHIBOPOTKe KpOBH orTMmeuasncs dame (17,4%), yem B
NOMYJISILMK NALUEeHTOB ¢ pedpakrepHoit TAA.

BO3HMKHOBEHHE HOBBIX MJIM YCYryOJIeHHE MMEIOIMXCS TabopaTOpHBIX
nokasaresieit pynkuun nedenn (crenenu 3 u 4 no mxkane CTCAE;
CTCAE=06mas TEPMHHOJIOT sl KpUTEpHEB A OLICHKH
HeXeJaTeJIbHBIX SIBJICHHI) Yy TMalMEHTOB, NPUHHAMAIOMIKX Mpenapar
Pesoneiin®, ormeuanocs B 15,2% u 2,2% ciyuaes 1o nokasaremo ACT,
B 26,4% u 4,3% ciyuaes no nokasaremo AJIT, 12,1% u 1,1% cnyyaes
110 TOKa3aTeso OUIMpyOrHa COOTBETCTBEHHO.

JHemu

OueHka GesonacHOCTH Tpuema npenapata Pesoneiin® y mauueHToB B

BO3pacTe 2-17 netT OCHOBBIBAaETCS Ha pe3yibTataX HEKOHTPOJIMPYEMOI'o
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[OC/Ie0BATEILHOrO HCCNE0oBaHus 37 MALKMEHTOB: 2 MNalMeHTOB B
Bo3pacre 2-5 siet, 12 nauneHToB B BO3pacTe 6-11 et 1 23 NauUEeHTOB B
pospacre 12-17 zer. Ilpopuabr GesomacHOCTH npuema mnpenapara
Pesoneiin® y jereil coorBerctBoBan mpodumo GeszonacHocTH A
obuieit nonynsALMu.

IJumozenemuueckue anomanuu

B HEKOHTPOJIMPYEMOM HCCIICJIOBAHMU Y TMALMEHTOB C TAA, wne
NONyyaBUIMX paHee NPOrPaMMHYIO HMMYHOCYNPECCHBHYIO TEpAIUIO,
[IPOM3BO/IMNIACH ACIMpALMs KOCTHOTO MO3ra C Le/bio JajibHeHuero
IMTOreHeTHYeCKoro aHanusa. Bo Bcem nccnegoanuu y 15 us 153 (10%)
MALMEHTOB NPOM30LILTA KJIOHAIbHAst dBosmouus. Cpeu 15 nauuenTos, y
KOTOPBIX GBUTM OTMEUEHBI LINTOTCHETHYECKHE AHOMANIMK Y 7 NAMEHTOB
OTMeyanach yTpaTa 7-Oif XPOMOCOMBI, B 6 cilydasX H3MCHCHHA
pOM30LLTH B Teyehue 6,1 mecsua. Takxe y 4 NalMeHTOB OTMEYAJIUChH
XPOMOCOMHEBIE a0eppallii HEesCHOTO renesa, a y 3 Owina oTmeueHa
yTpata 13 XpOMOCOMBI, 4TO CUMTAETCS XOPOLIWM MPOTHOCTHYECKMM
daxropom npu arutactinyeckoit anemuu. Takoke y 1 nauuenta crycrs
[ATh JIET Mocjie Tepanud OBUIO MPOBENEHO MCCIEJOBAHHE KOCTHOTO
Mo3ra, B pe3ynbTaTe KOTOPOro Obiia OTMEYeHa JHCIUIasus ¢
MOBBILICHHBIM  COJIEPYKAHUEM

NapeHXUMaTO3HbIX KJIETOK C

noreHumanbueiv - passutuem  MJIC. B koropre IaLMEHTOB,

[OCJIeI0BATEILHOrO Mcciie0oBanus. 37 MalMeHTOB: 2 MalMeHTOB B
Bo3pacte 2-5 sieT, 12 nmauueHTos B Bo3pacte 6-11 net n 23 nauueHToB B
pospacte 12-17 uzer. Ilpopuns GesomacHocTH mnpuema npenapara
Peposeiin® y jaereil coorsercTBOBaN MpoduI0 Ge3onacHOCTH UL
oOb1eit MoMmyNsALMH.

Lumozenemuyeckue aHOManuu

B HEKOHTPOJHMpYEMOM HcciefoBanuu y mnauueHtoB ¢ TAA, ne
MOJIyYaBIIMX paHee MPOrpaMMHYIO MMMYHOCYNPECCHBHYIO TEparuio,
MPOM3BO/IANIACH ACIMPALHs KOCTHOTO MO3ra C LEJbIO JaibHEHIIero
LMTOreHEeTHYECKOro aHanu3a. Bo Beem uccneoBanun y 15 w3 153 (10%)
NALMEHTOB MPOM301IIA KJIOHaJIbHas 3Botouus. Cpeau 15 nauueHTos, y
KOTOPHIX GBLTM OTMEYCHBI LIXTOTEHETHYECKHE aHOMAIIMH, Y 7 NALMeHTOB
OTMeuanach yTpaTa 7-Oi XPOMOCOMBI, B 6 CilydasX H3MEHCHHS
npousouutu B Tedenne 6,1 mecsua. Takxke y 4 nalueHTOB OTMEYANUCH
XPOMOCOMHBIE abeppaliui HEesiCHOro TreHesa, a y 3 Oblia oTMeueHa
yTpata 13 XpOMOCOMBI, YTO CYHTAETCs XOPOLIHM MPOTHOCTHYECKHM
dakropom npu amactiyeckoit anemun. Tawke y 1 nauuenra cnycﬁ

nATH JIET IMOCJIE Teparvuu Ob1I0 MPOBEACHO HCCIIEIOBAHHE KOCTHOI'O

MO3ra, B pe3ylbTarTe KOTOpOro Oblna OTMe4eHa JHCIUIasHsd C
MOBBIIICHHBIM  COJIEP)KAHMEM  MapeHXMMaTO3HBIX  KIETOK ¢
noteHumansieiM - pazsutem  MJIC. B koropre mMauMeHTOB,
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Crapasi peJaKuHsi

Hosasi pejakuusi

NPUHUMABIIKX MIpenapar Pegoneiin®, y 7 nauueHToB GbLIM OTMEYEHBI
LIMTOreHEeTHYECKHe aHOMaJIuM, Yy 4 U3 HUX Oblna OTMeueHa yTpara 7-oi
XpPOMOCOMBI B TeueHue 6,1 mecsa. OcTaeTcsi HesICHBIM TPOM30LLIH JIH
9TH M3MEHEHMSI M3-3a OCHOBHOTO 3a00JICBaHMSI, MJIM MPUYMHON TOMY
ABWJIOCH TPOBEJEHHE MMMYHOCYNPECCHBHOM Teparnvu W/WW NpHEM
npenapara Pesoneiin®.

Onucanue omoenbHbLX HEeAHCeNAMENbHbIX PeaKyull

Tpombomuueckue/mpomboIMbOIUYECKUE OCIONCHEHUA

B 3 KOHTPOJMpPYyeMBIX M 2 HEKOHTPOJIMPYEMBIX KIHHHYECKUX
MCC/IEIOBAHUAX Cpeld B3POCIBIX MalueHToB ¢ Xponudeckoit UTII,
nonyuyaswux sntpombonar (n = 446), y 17 mauueHToB ObL10 B BBISBJIEHO
B o0meit ciaoxHoctH 19  TpoMOOTHUECKHX/TPOMO0IMOOIMYECKHX
OCJIO’KHEHUHi, KOTOpble BKIIOYaiun B cebs (B mopsake yObIBaHMsA)
TpomG03 ri1ybokux BeH (n = 6), neroyHas smbonua (n = 6), oCTpbIA
uudapkt Muokapaa (n = 2), uepebpanbHbiii HHbapKT (n = 2), sm6onus
(n=1).

B nuiaue6o-KOHTpOIMpyeMoM HccieioBanuu (n = 288, nomysuus s
OLeHKH 6e30MacHOCTH) CIYCTS 2 HEJIeNU 1oc/Ie NMPOBEICHHOM Tepaniu
TIpM MOJIrOTOBKE K HHBa3MBHEIM NpolieiypaM y 6 u3 143 (4%) B3pocibix
NallMEHTOB C XPOHMYECKMM 3a00JIEBAHMEM TMEYEHM, I0JIyYaBIIUX
OTMEUEHBI 7

antpombonar, Ob1IH

NPUHUMABLIUX Mpenapar Pegosneiin®, y 7 nauueHTOB GbLIM OTMEUYEHB

LMTOr€HETUYECKHE aHOMANIUK, Y 4 U3 HUX OblIa OTMeYeHa yTpara 7-0i

Xpomocombl B TeyeHue 6,1 mecana. Ocraercst HEACHBIM, NPOU3OLIIH JIH

9TH M3MEHEHMs M3-3a OCHOBHOro 3aboJieBaHMsl, WM NPUYHUHON TOMY

SBWJIOCH MPOBEJCHHE WUMMYHOCYNPECCHBHOM Tepanuu W/WIM TNpUEM
s ®

npenapata Peponeiin.

Onucanue omoenbHblX HelCeNamebHbIX PeaKyull

Tp0M6omuuecxue/mpoméoamb’onuuécxue OCNIOJHCHEHUSA

B 3 KOHTPOJNMpYeMbIX M 2 HEKOHTPOJMPYEMBIX KJIMHMYECKHX
UCC/IE/IOBAHUAX CPEAM B3DOCHBIX NamueHToB ¢ Xpouudeckod MTIL,
nosiyyasmux sarpombonar (n = 446), y 17 naiuueHToB ObUIO BBISBIECHO
B oOmeil cnoxHoct 19 TpPOMGOTHYECKHUX/TPOMO0IMOOINUECKUX
OCNOYKHEHHMH, KOTOpble BKJIOYanM B ceOst (B mopsjike yObIBaHHs)
TpomG03 riybokux BeH (n = 6), neroyHas smGonus (n = 6), oCTpbIH
uHbapkT MHOKapaa (n = 2), uepebpansHblii HHbapkT (n = 2), sMbonus
(n=1).

B miaue6o-KoOHTpOIMpyeMOM UcciieloBaHuy (n = 288, nomynsauus s
olLleHKH 6e30MaCHOCTH) CITyCTs 2 HEENHU Tocje NPOBEEHHON Tepanuu
TpH MOArOTOBKE K MHBA3HBHBIM MpoLeaypaM y 6 u3 143 (4%) B3pocibix
MAlMEHTOB C XPOHMYECKHM 3a00JeBaHHEM MEYEHH, TOJy4aBLIMX
OTMEYEHBI 7

snTpombonar, 6b1M
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Crapasi pejakuusi

HoBasi pejakuust

TPOMBOTHYECKHUX/TPOMOOIMOOIMYECKUX  OCIIOKHEHHH  MOPTaIbHOM
BEHO3HOM cuctemsl U 2 u3 145 (1%) nmauuenTtoB B rpynmne rane6o
coobuIM 0 3 TPOMOOTHYECKHX/TPOMOOIMOOIMIECKUX OCIIOKHEHHSAX.
V natv U3 6 NaMeHToB, MoJyYaBUInX daTpombonar, ObUIM OTMEYEHBI
TpomGoTHYeCKHe/TPOMGOIMOOINYECKHE  OCIIOKHEHHSI TIPH  YPOBHE
TpomGouuToB > 200 000/mK1.

Crieuuduyecknx (HakTopoB PHCKA y MALMEHTOB ¢ BOSHUKIIMMH B XO/1€
Tepanuu TPOMOOTHYECKHMH/TPOMO0IMOOTMUECKHMH  OCIIOKHEHHUSIMH,
3a UCKJTIOUEHHEM KoJinyecTBa TpomGouuTos > 200 000/MKJI, BBISBJIEHO
He ObL10.

Pazeumue mpomboyumonenuu nocie NPeKpawjenus 1e4eHus

B 3 «xoHTposnupyeMblX HcciegoBaHusx y mnauventos ¢ MTIT
Hab0a/I0Ch KPaTKOBPEMEHHOE CHIDKEHHE KOJIMYECTBA TPOMOOLMTOB
JI0 3HAYEHHH, HIKE HMCXOJHBIX, Y 8% mnalMeHTOB, NPUHMMABILMX
saTpombonar, 1 8% MauueHToB rpynnkl mianebo.

[Jumozenemuueckue avomanuu

B HecpaBHMTENLHOM OTKPBITOM HCClie[joBaHMM Yy nauueHtoB ¢ TAA
onpeleNsNM  HAlIMYMEe  LMTOTCHETHYECKHWX  OTKJIOHEHMH B
acnMpaLMOHHbIX GuonTatax kocTHoro mosra. ¥ 8 (19%) naumentos
ObuUTH  OOHApyXKEHBI  BIIEpPBBIE

BBISIBJICHHBIC LUTOrCHETUYECCKHUE

AaHOMAJIWHY, U3 HUX Y S MalMeHTOB ObLIN UBMEHEHHUS B 7-i XpOMOCOME.

TPOMGOTHYECKUX/TPOMOOIMOOIMYECKUX  OCJIOKHEHUH  MOpTalbHON
BEHO3HOH cuctembl ¥ 2 u3 145 (1%) nauuentoB B rpymnne rianeto
coobumn 0 3 TpPOMOOTHYECKUX/TPOMO0IMOOIMYECKUX OCII0KHEHHUSX.
V natd U3 6 nauMeHToB, NoJy4aBLIMX snTpoMbonar, ObUIM OTMEUYEHbI
TPOMOOTHYECKHE/TPOMO0IMOOIMUECKHE  OCJIOKHEHUS TIpU  YPOBHE
TpomGoiToB > 200 000/mx1.

Creuuduyeckux HakTopoB PUCKA y MALMUEHTOB C BO3HUKIIMMH B XOJ1€
Tepanuu TPOMOOTHUECKUMHU/TPOMOOIMOOIMUECKMMHU  OCIIOKHEHHUSIMH,
3a UCKJIIOYEHHEM KojindecTBa TpoMbouuToB > 200 000/MKJ1, BEISBIEHO
He ObLIO.

Pazeumue mpomboyumonenuu nocie npeKpayeHus 1e4eHus

B 3 «koHTponupyeMbiX HccienoBanusx |y nauuentos ¢ MTII
Ha6110/1a10Ch KPAaTKOBPEMEHHOE CHI)KEHHE KOJIMYEeCTBa TPOMOOLIMTOB
JI0 3HAYeHMH HWXKE HMCXOAHBIX y 8% TNalMeHTOB, NPUHUMABIIMX
antpombonar, Uy 8% MayUeHToB rPYMIHI Miauedo.
Lumozenemuyeckue anomanuu

B HecpaBHMTEJIBHOM OTKPBITOM HCCJIeIOBaHMM Yy nauueHToB ¢ TAA
onpeensm HaJInum1e LMTOTEHETUYECKUX  OTKJIOHEHHU B
aCMUpalMOHHBIX GuonTarax kocTHoro Mosra. Y 8 (19%) mauuentos
6bLIM BHEpBbIe 00HAPYKEHbI [UTOTEHETHYECKHE AaHOMAJIMH, U3 HHX Y
5 mauueHToB OBUIM  M3MEHeHMA B 7-i

xpomocome. B zaByx
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Crapasi pepakuust

HoBasi pegakuus

B aByx uccienosanusx (ELT116826 u ELT116643) untorenetnyeckue
aHomanuu Gwuin obHapykenbl y 4 u3 28 (14%) n y 4 uz 62 (6%)
NalMEHTOB B KAXK/OM MCCJIE/I0BAHUH.

T'emamonozuyeckue 310Kavecmeenivle Ho6000pa306anus

B HeCpaBHUTENLHOM OTKPHITOM HCCIIEIOBAHUU Y TPex (7%) MalueHToB
¢ TAA 6511 JMarHOCTUPOBAH MMEJIOANCIUIACTHYECKUA CHHIPOM Tocie
TNPOXOX/IEHHsI Kypca JiedeHHs antpombonarom. B AByX uccie0BaHHAX
(ELT116826 u ELT116643)y 1 1328 (4%) uy 1 u3 62 (2%) nauueHToB
GBI IMArHOCTMPOBaH Muenoaucractuyeckuit cunapom (MIC) unm

OCTpBIﬁ MHMEJIOMIHBIN JIEHKO3 B KaXXI0M UCC/IEI0BAHUH.

Eciu mobvie u3 YKa3auuolX 6 UHCMPYKYuu nobouHblX d¢dexmos
yeyeybnsiomes, wiu Bot savemunu niofvie opyaue nobounsie sgppexmei,

He YKazanHwvle 8 UHCMPYKYUll, coobuyume 06 3mom epady.

uccnenosanusax (ELT116826 u ELT116643) uumroreHeTuyeckue
aHomanuu Obimu obHapyxensl y 4 u3 28 (14%) n y 4 uz 62 (6%)
MALMEHTOB B KAX/IOM MCCIIEJOBAaHUH.

Temamonozuyeckue 310Kauecmeentbie Ho6006Pa306anus

B HecpaBHUTEILHOM OTKPBITOM HCCNIEIOBaHUMM Y TpeX (7%) MauueHToB
¢ TAA 6bU1 IMarHOCTHPOBAH MHUENIOJUCTLUIACTUYECKUE CHHPOM Mocie
NPOXOXK/IEHHUs Kypca JiedeHus diTpombonarom. B Byx uccieoBaHmuaX
(ELT116826 u ELT116643) y 1 u328 (4%) uy 1 u3 62 (2%) nauueHTon
GBI MarHOCTHPOBAaH Muenoauciuiactuyeckuit cunapom (MIC) nim

OCprlﬁ MUEJIOMIHBIN JIEHKO3 B KaXX/10M UCCJIEAOBAHUH.

Eciu niobvie u3 ykazamulx 6 UHCMPYKyuu hobouHwlx dghgpexmos
yeyaybnsiomes, unu Bol savemunu niobwle opyeue nobounsie s¢gpexmet,

He YKazannvle 8 UHCMPYKYUlL, coodugume 06 3mom epady.

B3AMMOJIEMCTBUE C JIPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMH
Jlexapcmeennvle cpedcmsa, KOmMopble MO2Ym OKA3bl6amy GIUAHUE HA
anmpombonaz

Luxnocnopun: OTMEYEHO YMEHbIICHHE SKCMIO3ULIMMU dTpombonara npH
oiHOBpemMeHHOM mpumeHeHnn ¢ 200 mMr u 600 Mr umkiocnopuxa
(uuruburopa BCRP, breast resistance

cancer protein-Geyok

PE3UCTEHTHOCTH paKa MOJIOYHOM )KCHC3I>I), KOTOpPO€ HE paCUEHEHO KakK

B3AMMOJIEMCTBHUE C IPYTUMH JIEKAPCTBEHHBIMH CPEJICTBAMH
Jlexapcmeennvie cpedcmea, KOMopvie MOZym OKA3bl6amb GIUAHUE HA
anmpombonaz

Luxnocnopun: OTMEYEHO yMEHBIICHHE IKCTIO3UIMH dITpomMbonara npy
oiHOoBpeMeHHOM mpumeneHnH ¢ 200 mr u 600 Mr LMKIOCHOpHHA
(uuruGuropa BCRP, breast cancer resistance protein - Genok

PE3UCTEHTHOCTH paka MOJIOYHOM )Keﬂe3bl), KOTOpPO€ HE pAaCLCHEHO KaK
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Crapasi pejakuusi

HoBasi pepakuust

KIMHMYecKM 3Hayumoe. IlpuMenenwe npenapata Pesoneiin® B
o/iHOKpaTHO# 03¢ 50 Mr ¢ LukiocnopuHoMm B go3e 200 Mr cHmkano
Cmax ¥ AUCing anTpombonara Ha 25% (90% JIW (JIU = noseputesnbHbIiA
untepsan): 15%, 35%) u 18% (90% JIH: 8%, 28%) cooTBETCTBEHHO.
CoemectHoe BBeaeHHe 600 Mr uukiocnoputa cHHKaNO Cmax M AUCing
sntpombonara Ha 39% (90% JIH: 30%, 47%) u 24% (90% JIU: 14%,
32%) coorBercTBeHHO. Ha npoTsikeHMM Kypca Tepanuu Iperapara
Pegoseiin® Bo3MOXHA KOPpeKIMs ero JI03bl Ha OCHOBAaHMM MOJICYETA
KonMuecTBa TpoMGouuToB (cM. pasaen Cnocob npumenenus u 003vt).
CrelyeT KOHTPOJMPOBaTh KOJIHYECTBO TPOMOOLIMTOB €XKEHEAENLHO Ha
npoTsokeHud 2 - 3 HeJenb Ha (OHE OJHOBPEMEHHOrO NPHUMEHEHHS
npenapara ¢ uukiocnopurom. Ha ocHoBanuu KoimuecTsa TpoMG0LIMTOB
BO3MOXKHO  BO3HMKHOBEHME HEOOXOJIMMOCTH  YBEIMYEHMS  JI03bI
npenapata Peponeiin®.

Ionueanenmuvie _Kamuouvl _(06pazosanue Xeiamublx _KOMRIEKCOB):

KIMHMYecKM 3Hauumoe. IlpuMeHenue npenapata Peponeiin® B
OJIHOKPATHO# 03¢ 50 Mr ¢ uMkKIocnopuHom B 103e 200 Mr cHHUXano
Cmax u AUCinganrpombonara Ha 25% (90% JIU (JIU = nosepuresibHbli
untepsan): 15%, 35%) u 18% (90% JIH: 8%, 28%) coOTBETCTBEHHO.
CosmecTHoe BBeaeHue 600 Mr ukiocrnopuHa ¢HHXKaNO Cmax U AUCing
anrpomGonara Ha 39% (90% JIU: 30%, 47%) u 24% (90% [IU: 14%,
32%) cooTBeTcTBeHHO. Ha mpoTsikeHMH Kypca Tepanvu NnpenapaTrom
PeBouieiin® BO3MOXHA KOPPEKIHMs €ro 103kl HA OCHOBAHMH I0JCYETA
konuuecTBa TpombouuToB (cM. pasaen Croco® NpUMEHEHHs U J103bl).
CrieflyeT KOHTPOJIMPOBATh KOJIUYECTBO TPOMOOLMTOB €XKEHEIEIbHO Ha
npoTskeHuH 2 - 3 Hejenb Ha (OHE OJIHOBPEMEHHOIO MNPUMEHEHHS
npenapara ¢ iMKJIocopuHoM. Ha ocHoBaHuHM KoninuecTBa TpOMOOLMTOB
BO3MOKHO  BO3HMKHOBEHHE HEOOXOJMMOCTH  YBEIMUYEHMS  J103bI
npenapara Peponeiin®.

Honusanenmuvie _kamuouvl _(06pazoeanue XeianHulx KOMNIEKCO8):

3J'lTpOM601'lal' 06p3.3y€T X€JIaTHBIC COC/IUHEHUSA Cc TaKUMH

MOJMBAJIEHTHBIMU KAaTHMOHAMH, KaK aJIOMUHHUH, KaJbLMH, XKeJeso,
MarHuii, ceneH W uMHK. IIpuMeHeHue npenapara Peponeiin® B
OJIHOKPATHOM 03¢ 75 MI' ¢ aHTaLM/IOM, CO/EPXKALUMM TMOJIMBAJICHTHBIC
KaTHOHBI 1425 Mr Maruus

(1524 Mr  alfOMHHHUS THIPOKCHAA U

kapGonata) npusoauio k cuiwkennio AUCin anrpombonara B riasme

3J'lTp0M6OI'laF 06p8.3yCT X€JIaTHBIC COCAUHECHUA C TaKUMH

MOJIMBAJICHTHBIMU KAaTHOHAMHM, KaK AaJIOMHHMHA, KaJbLUH, Xese3o,
MarHuii, ceneH u uMHK. llpumenenue npemapata Peponeiin® B
OJIHOKPATHO# /103¢ 75 MT C aHTALM/IOM, COJEPKAIIMM TOJIHBAJIEHTHBIE
1425 Mr maraus

kaTuoHbl (1524 Mr amOMHHUS THAPOKCHIAA U

kap6oHara), npuBoanio kK cHikerntio AUCins anTpomGonara B niiazme
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Crapasi peJakuusi
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kpoBu Ha 70 % (90% JIU: 64%, 76%) 1 Cmax Ha 70% (90% JIU: 62%,
76%).

Bo u3bexaHue 3HaUMTELHOTO CHIDKEHUsI BCAchiBaHUs dTpombonara,
clie/lyeT NPUMHUMATh aHTALMABI, MOJIOYHBIEC NPOJIYKThl M MHHEPAJIbHbIC
7100aBKH, COeprKallKe NOJIMBATICHTHBIC KATHOHBI, 0 KpaiiHeii Mepe, 3a
2 yaca /10 WM Yepe3 4 yaca 1ocJie npuema rnpernapara Pesoneiin® (cM.
pazzien «Cnocob npumenenus u 003vl»).
Kombunayus __ 1onunasupa ¢ pumoHasupom:  OJIHOBPEMEHHOE
NpUMEHEHHE NpernapaTa Peponeiia® M KOMOMHALWMM JIONMHABHPA C
PUTOHABHPOM MOXET TpHBECTH K

CHW)KCHUIO  KOHLECHTpalHUH

sntpombonara. B mccnegoBanuu ¢ yyacthem 40 310pOBBIX

JI00pOBOJIBLIEB  YCTAHOBIEHO, 4YTO OJHOBPEMEHHOE —OJJHOKpaTHOE
npumenenue npenapara Pesoneiin® B gose 100 Mr u MHOTOKpaTHOE
TpUMeHeHUe KOMOMHALMH JIONMHABMPA C PUTOHABMPOM B 03¢ 400 Mr/
100 Mr 2 pasza B CyTKM MpHBOAWIO K cHikeHuio 3HaueHust AUCinf
snTpombonara B rasme kposu Ha 17 % (90% JIH: 6,6%, 26,6%).

CrnefioBaTesibHO, MPH  OJHOBPEMEHHOM TNpPUMEHEHHH IMperapara
Pesoneiia® u KOMOMHALMH JIONMHABHPA C PUTOHABUPOM HEOOXOAMMO
TPOSABNIATE TOBBILICHHYIO OCTOPOXHOCTh. Heobxoaum TinaTe bHbIA
KOHTPOJIb KOJMYECTBA TPOMOOLMTOB MHHHMMYM ©XEHEJENbHO Ha

MPOTSXKCHUHU 2-3 HejeNb JUIS HaJuIekKalero n0116opa JI03bI Tpe€rapaTta

kpoBH Ha 70 % (90% IU: 64%, 76%) 1 Cmax Ha 70% (90% I1: 62%,
76%).

Bo u3bexaHue 3HAYUTEILHONO CHUXKEHHS BCAaChIBaHMsA daTpombonara,
clie/lyeT PUHUMATh AHTALM/IBI, MOJIOYHBIE MPOJYKThl U MUHEpaJIbHbIE
n06aBKH, coziepKallUe MOJIMBATICHTHBIE KATHOHBI, N0 KpaiHe# Mepe, 3a
2 yaca 10 WM yepe3 4 yaca rocje rnpuema rnpemnapara Pegoneiin® (cm.
pazzaen «Crnoco6 NpUMEHEHHS U JIO3bI»).

Kombunayus __nonunasupa

[ PUMOHABUPOM. O/IHOBPEMEHHOE

NpUMEHEHUE IMpenapara PCBO.ﬂeFlll® W KOMOMHaUUU JionMHaBupa ¢

PUTOHAaBUPOM  MOXET TIIpUBECTH K CHW)XEHHUIO  KOHLCHTpalUHWH

satpombonara. B uccnenoBamuum ¢ ydactuem 40 310pOBBIX

JIOOPOBOJIBLICB ~ YCTAHOBJIEHO, YTO OJHOBPEMEHHOE  OJHOKPaTHOE
npumenenne npenapara Pesoneiin® B go3e 100 Mr u mMHOrokpatHoe
npUMeHeHHe KOMOUHALMH JIONIMHABHMPA C PUTOHABUPOM B 103 400 mr /
100 Mr 2 pa3a B CyTKH NpuBOAMIO K CHiDKeHHMIO 3HadeHHs AUCing
snTpomGonara B 1uiasme kposu Ha 17 % (90% JIU: 6,6%, 26,6%).

CresoBaTeibHO, [PU  OAHOBPEMEHHOM TPHUMEHEHMHM  Tpernapara
Peposneiin® n KOMOMHALMM JIONMHABMPA C PUTOHABUPOM HEOOXOIMMO
NPOSBNATH MOBBILICHHYIO OCTOPOXHOCTb. HeobGxoauMm TinaTenbHbIiA
KOHTPOJIb KOJIMYECTBA TPOMOOLMTOB MMHHMYM €XKEHEIENbHO Ha

MPOTSAKECHUH 2-3 Hemenb AN HAJIEXKALIEro nouﬁopa AO3bI Mpernapara
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PCBOHCﬁﬂ® MpH Ha3HAYCHUHU WM OTMCHC KOMOMHALIUK JIONMHaBupa ¢

PUTOHABUPOM.

Hueubumoput_npomeasvt_gupyca eenamuma C: Ilpy 0JHOBPEMEHHOM
NPUMEHEHUH TIOBTOPHBIX 103 Gouenpesupa no 800 mr kaxzpie 8 yacos
wiM Tenanpesupa B o3¢ 750 Mr kaxzple 8 uyacoB M mpenapara
Pesosneiin® B oaHokpaTHO# 03¢ 200 Mr He HabMOAANOCh U3MEHEHUH
ypoBHsi saTpombonara B IjasMe KpOBH 0 KIMHMYECKH 3HAYMMOro
YPOBHSI.

Bnusnue snmpombonaza na opyzue 1eKapcmeentvle npenapamol
Posyeacmamun: Ipumenenue npenapara Pegoneiin® B no3e 75 mr 1 pa3
B CYTKH B TeYeHHe 5 iHe C po3yBacTaTHHOM, ABJIIOMMCS CyOCTpaToM
GesIKoB-TiepeHOCUnKoB oparauyecknx anuoHos OATPIB1 n BCPR, B
o/IHOKpaTHO# 03¢ 10 Mr BbI3bIBANO Y 39 310pOBBIX 100POBOJIBLEE
yBenuuenne Cmax 20 103% (90% JIU: 82%, 126%) u AUCins 10 55%
(90% JTU: 42%, 69%) po3yBacTaTUHa B ILIa3Me KPOBU.

[Ip1 OZHOBPEMEHHOM NPUMEHEHHH C TIperapaTom Pegoseiin® cneayer
paccMOTpeTh BOMPOC O CHWXKEHWH [I03bI  PO3yBAaCTaTHHA  TMOJ
TIATEIBHBIM KOHTPOJIEM. B KJIMHHYECKMX MCCIIe/JOBaHUSX Mpernapara
Peponeiin® mnpH  OIHOBPEMEHHOM

Tepanuu ¢ pO3yBaCTaTHHOM

PEKOMEH/IOBAHO ~CHWKEHMEe 103bl rmocieanero Ha 50 %. Tlpu

OJJHOBPEMEHHOM TPHMEHEHHH Tpernapara Pesoneiin® ¢ apyrumu

Pegoneiin® npu Ha3HAuYEHMH MM OTMEHE KOMOMHALMM JIOTIMHABMpA C
PUTOHABHUPOM.

Huzubumopul_npomeasot_supyca zenamuma C: 11pu 0JJHOBPEMEHHOM
NpUMEHEHNH MOBTOPHBIX /103 Gotenpesupa no 800 mr kaxabie 8 yacoB
Wwin Tenanpesupa B jgo3e 750 Mr kaxaple 8 uyacoB M mpenapara
Pegosneiin® B O/IHOKpaTHO#t 03¢ 200 Mr He HabIIONANOCH U3MEHECHHH
ypOBHs 2iTpomOonara B Iia3Me KPOBH /10 KIHHHYECKH 3HAYMMOTO
YPOBHS.

Bnusnue snmpombonaza na opyzue 1eKapcmeentsle npenapamal
Posysacmamun: Ilpumenenue npenapara Pegoneiin® B nose 75 mr 1 pa3s
B CYTKH B Te4eHHe 5 IHel ¢ pO3yBaCTaTHHOM, SBJISIOLMMCS CyOCTpaToM
GenKoB-TiepeHoCYKoB oprannyecknx annoHos OATPIBI1 u BCPR, B
o/iHOKpaTHO# 03¢ 10 Mr BbI3BIBANO Y 39 310poBBIX A00POBONIbLEB
yBenudenne Cmax 10 103% (90% JIU: 82%, 126%) n AUCint 10 55%
(90% JIN: 42%, 69%) po3yBacTaTHHA B TJ1a3Me KPOBH.

I[1p1 0JHOBPEMEHHOM MPUMEHEHHH C MperapaToM Pesoneiin® crexyer
paccMOTpeTh  BOMPOC O CHIKEHWM JI03b1  PO3yBacTaTHHA  MOJ
TIIATEILHBIM KOHTPOJIEM. B KIMHHYECKHMX MCCIEIOBAHUAX Mpernapara
Peponeiin® npu  OHOBPEMEHHO#

Tepalid C  PO3yBaCTaTHHOM

PEeKOMEH/IOBAHO ~ CHIKeHMe 036l Tocneanero Ha 50 %. Tlpu

OJIHOBPEMCHHOM NPUMEHEHHUH Tpenapara PCBOHCFID,@ C JApYruMu
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Crapasi peJakuusi

Hogasi pepakuus

cybctpatamu  O€IKOB  MEPEHOCYMKOB — OPraHHYECKHMX — aHHOHOB

(OATP1B1) u BCRP cnesyer cobmoaaTh OCTOPOKHOCTb.

Cybempamot_yumoxpoma P450: Tlpuem npenapara Pesoneiin® B j103e

75 mr | pa3 B cyrku B TeueHue 7 aHeH y 24 30pOBBIX MYKUHMH-
106POBOIBLEE HE HHTMOMPOBAJI U HE BBI3BIBAJ MHYKUMH MeTaboIn3Ma
MapkepHbIx cyberparos epmentos 1A2 (kodenn), 2C19 (omenpason),
2C9 (¢pypbunpoden) min 3A4 (Muaasonam). KnuHuyecku 3Ha4MMBIX
B3aHUMOJICHCTBUMI NPH  OJHOBPEMEHHOM TPUMEHEHHWHM [perapara
Pesoueiin® u cy6erpatos uuroxpoma P450, a Takke ero HHIYKTOPOB
WY MHTMOUTOPOB HE OXKMIAETCA.

Huzubumoper_npomeaser_upyca 2enamuma C: Ilpu 0HOBPEeMEHHOM

NPUMEHEHHH Tpernapara Pegoneiin® B oxHoKkpaTHOi 103e 200 Mr U
Tenanpesupa B go3e 750 Mr kaxapie 8 uacoB He Habuoaanoch
M3MEHEHMi OKCMIO3MLMK  TenampeBupa B miasme kposu. [lpu
OJIHOBPEMEHHOM MPUMEHEHHH Tpernapara Pesoneiin® B oHOKpaTHOM
noze 200 mr u Gouenpeupa B go3ze 800 Mr kaxaele 8 4yacoB He
nabmonanock nzmeHeHni AUCay TENanpesupa B jiasMe KpoBH, OZIHAKO
yBennuupancs nokasarenb Cmax Ha 19% u cHikacs nokasarenib Crin Ha
32%. Koppekuus 1036l Npernapara Peoneiin® npu oHOBpPEMEHHOM
PUMEHEHUH C TEJIANPEBUPOM MM GOLIENPEBUPOM He TpebyeTcs.

Bzaumodeiicmeue ¢ __nuweti: TpUeM  Tperapara Pesoneiin® B

cybcTtpatamu  GeJIKOB-TIEPEHOCYHKOB  OPraHHYeCKMX  aHMOHOB
(OATPIB1) u BCRP crenyer cobmoaath OCTOPOIKHOCTS.

Cybcmpamul_yumoxpoma P450: Tlpuem npenapara Pesoneiin® B n03e

75 mr 1 pa3s B cyTku B TeyeHue 7 JHel y 24 340pOBBIX My)K4MH-
106POBONIBLEE HE UHTMONUPOBAJI M HE BBI3BIBAJI HHYKLMHM MeTab0113Ma
MapkepHbIX cyberpatos pepmentor 1A2 (kodeun), 2C19 (omenpason),
2C9 (pnypbunpoden) mwim 3A4 (Munasonam). KinHH4IECKH 3HAYMMBIX
B3aUMOJICHCTBMI TNpH  OJHOBPEMEHHOM TPUMEHEHMHM Ipenapara
Pegoseiia® u cyberparos uuroxpoma P450, a Taioke ero MHIyKTOpOB
WM MHTUOUTOPOB HE OXKUIAETCS.

Huzubumopui_npomeasvr_gupyca zenamuma C: Ilpy 0XHOBPEMEHHOM
NPUMEHEHNH Tpenapara Pesoneiin® B omHokpatHoii go3e 200 mMr u
tenanpesupa B jo3e 750 Mr kaxgible 8 wdacos He Haburoaanock
W3MEHEHHIl JKCTO3MUMM  TeljanmpeBupa B miasme kposd. Ilpu
OJJHOBPEMEHHOM NMPWUMEHEHUH Tpenapara PeBoneiin® B 0IHOKpaTHOM
no3ze 200 mr u Gouenpesupa B go03e 800 Mr xaxasie 8 yacos He
nabmopaanocsk usmeHeHuit AUCay TENanpeBmpa B rjia3me KpoBH, O/1HaKo
yBenmuuBancs nokasarenb Cmax Ha 19% u cHwkancs nokasaresnb Crmin Ha
32%. Koppekuus 1036l npenapara Pegosneiin® npu ofHOBpeMEHHOM
TpUMEHEHHH C TENANpPEeBUPOM HiIH GOLIENPEBUPOM He TpebyeTcs.

Bzaumodeiicmeue ¢ _nuwjeil: TIpUeM  mpenapara Pesoneiin® B
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Crapasi peaakuust

Hosasi pepakuus

o/lHOKpaTHOM 03¢ S0 MI CO CTAaHIAPTHBIM BBICOKOKATIOPHIHBIM
3aBTPAKOM, COAEPXKALIUM GONBIIOE KOJIMYECTBO JKUPOB M MOJIOUHbIE
npoaykthl, cHikaet nokasarenn AUCins Ha 59 % (90% JIU: 54%, 64%)
# Cmax Ha 65 % (90% JIW: 59%, 70%).

IMuma ¢ HeGonbuMm cojepxkaHueM Kamblusa (<50 mr KaJbLus),
BKJIOUAOMask GPYKTHI, MOCTHYIO BETYHHY, FOBSIMHY, HeOGOralleHHbIE
(6e3 n06aBOK Kasibuusi, JKele3a M MarHus) (pyKTOBbIE COKH,
HeoBOoraeHHoe COEBOe MOJIOKO, HEODOTaIEHHYIO KPYIy He OKa3blBacT
CYIIECTBEHHOTO BIMSAHUA Ha MLIA3MEHHYIO JKCTIO3ULMIO dATpoMboIara
BHE 3aBHCHMOCTH OT KaJOPUHHOCTH U COAEPKAHMS KHUPOB B MHILE (CM.

pasaen «Crniocob NPpUMEHCHHUSA U 11031;1»).

OHOKpaTHOH 03¢ S0 MP CO CTaHJAPTHBIM  BbICOKOKAIOPHHHBIM
3aBTPAKOM, CoZlepKalM OOJIbLIOE KOJMYECTBO JKMPOB M MOJIOYHBIC
npoykTel, cHipkaet nokasarenn AUCins Ha 59 % (90% JIH: 54%, 64%)
1 Cmax Ha 65 % (90% JIU: 59%, 70%).

[Muma c HeGonpMM cojepikaHueM Kaibius (<50 mMr kanpuus),
BKJIIOYAIOMIas GPYKTHI, MOCTHYIO BETYHHY, FOBSIMHY, HeOGOTallleHHbIE
(6e3 n06aBOK Kambuusl, OKeie3a M MarHus) (pyKTOBBIE COKH,
HeoOOoraleHHOE COEBOE MOJIOKO, HEOOOTraICHHYIO KPYIly HE OKa3biBaeT
CyIIECTBEHHOTO BJIMSHMS Ha MUIA3MEHHYIO SKCTIO3UIMIO diTpombonara

BHE 3aBUCUMOCTH OT KaﬂOpHﬁHOCTH U COJICpXKaHUsA XKUPOB B IMHINC (CM.

pazzien «Crnoco6 npUMeHeHHs M 103b1»).

OCOBBIE YKA3AHUSA

[lpu npumeHenun oiarpombonara B COYETAHWH C  Tepanuei

MHTEpPYEPOHOM  CYIECTBYET — MOBBIUCHHBIA ~ PHCK  Pa3BUTHA

HEXEJIaTCJIbHBIX peaxuuﬁ, BKJIHOYAsd IMOTEHUMAJIBHO  JIETAJIBHYIO

JAeKoMreHcamio  QyHKUMM  fedeHn M Tpombosmbonmueckne
OCJIOXKHEHUs Y NalMeHToB ¢ Xponndeckum BI'C, conpoBoxaaiomumest
TPOMOOLMTOIEHHEH U MPOTPECCHPYIOLIMM XPOHHYECKUM TIOPaXKECHUEM
TEYEHH, YTO ONPE/IE/AETCS HU3KMMHU yPOBHAMH aibOymuna < 35 /i win
Gamtom > 10 no wkane MELD (Mozenb koHeuHO# ctaanu 3aboneBaHus

nedenn). Kpome TOro, npeuMmyIlecTBa Tepanuu, obGecreynBarollei

OCOBBIE YKA3AHUS

[lpy npumeHenun oirpomborara B COYETAHMM C  TCpalMcH

UHTepYEPOHOM  CYIIECTBYET  MOBBIUCHHBIA  PHCK  Pa3BUTHA

HEXeJIaTCIbHBIX peal(uuifl, BKJIFOYasi IMOTCHUMAJIBHO  JIETAJIBHYIO

JeKOMIeHCaMio  QyHKUMM — TiedeHH W TpomOosmbGonunueckue
OCJIOJKHEHHSA Y NalueHToB ¢ Xponndeckum BI'C, conpoBoxaiomumes
TPOMGOLMTONEHHEN U MPOTrPECCHPYIOUIMM XPOHHYECKHM TOPaXECHHEM
[IeYeHH, 4TO ONpE/ENAETCA HU3KMMH yPOBHMH anbOyMuHa < 35 r/n uiu
Gamtom > 10 no mkane MELD (Mo/esib KOHeuHO# cTajiuy 3aboseBaHus

HC‘{CHH). KpOMC TOro, IMPEUMYLIECTBA TEpaAIUH, obecrieynBaroei
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Crapas peaakuus

Hogasi peakuusi

YCTOMYMBBII BUPYCOIOrHYECKMHA OTBET 110 CPABHEHHIO € M1aLeGo, Gpuin
He3HAYUTEIbHBIMM Y IAHHBIX NALMEHTOB (B OCODEHHOCTH Y NALMEHTOB
€ HCXO/HBIM albOyMUHOM < 35 I/J1) 110 CPaBHEHHIO C IPYIINON B LIEJIOM.
Tepanus >1TpoMGONaroM y TaKMX MalMEHTOB JIOJUKHA ObITh HauaTa
TOJILKO  CIHELMATUCTAMH,

BIC, wu

UMCIOLIUMH OInbIT B TE€panuu

[POrpecCUpPYIOILEro TOJNBKO  TOrAA, KOIZA  PUCKH
TPOMGOLMTONEHUM MM OTKa3 OT MPOBOJAMMO# MPOTHBOBUPYCHOM
Tepanuu TpeOYIOT BMellaTeNbcTBa. Ecian  npoBeieHMe  TEpanuu
KJIMHAYECKH OMNpaBAaHo, HEOOXOAMM TLIATEIbHbIH MOHUTOPHHI TaKHX
NaLUeHTOB.

Tenamomoxcuynocms

[TpumeHeHue npenapara Peposneitn® MOXeT BBI3BaTh OTKJIOHEHHS OT
HOpPMBI  J1abOpaTOPHBIX TMOKasaTesed (QyHKUMH TEYCHH, TKeNbIe
renaToKCUYECKUE SBJIEHUS M TOPAKEHHUE TMEYEHH C BO3MOXKHBIM
JIeTaNbHBIM HMCXOJ0M. B KIMHUYECKMX MCCIIEIOBAHUSX Yy MMAlMEHTOB
(kak B3pocnblx, Tak M gerei) ¢ xpouuueckoir HTII ormeueno
nossiuienne aktueHocTH chiBopotouHbiX AJIT, ACT u koHUeHTpaLuH
HenpsaMoro GuIMpyOMHa. DTH peakiuu HOCHIM 1o Oosblued yacTH
nerkuii (1-2-1 cremenu) u oOGpaTHMBI XapakTep 6€3 KIMHHYECKH
3HAYMMBIX CUMIITOMOB, KOTOPBIE OBl CBUETENBLCTBOBAIM O HapyLICHUH

(GYHKIMHM NEYEHH.

YCTOMYMBBII BUPYCOJIOTHYECKHI OTBET 10 CPABHEHHIO ¢ M1aue6o, Gbin
HE3HAYMTEJIBHBIMU Y IAHHBIX MALMCHTOB (B OCOOEHHOCTH Yy MALHEHTOB
€ UCXOJIHBIM aIbOYMUHOM < 35 1/J1) IO CPaBHEHHIO € IPYIINON B LIEJIOM.
Tepanus >1TpoMOONAroM y TakMX MalMEHTOB JI0JDKHA ObITh Hauyata
TOABKO  CHELMAINCTaMM,  MMEIOLIMMHU
BI'C, u

TPOMOGOLMTONCHHH WM OTKa3 OT TPOBOJAMMON IPOTHBOBHPYCHOM

OnbIT B Teparnuu

MpOrpecCUpyrouero TOJIBKO Toraa, Koraa PHUCKH

TEeparnuvu 1p66y101' BMelnatesnscTBa.  Eciu NpOBEACHUE TEPANNH
KJIMHUYECKH OITpaBJiaHo, HeOOXO0/IUM TIATEIbHBIN MOHHUTOPHUHI" TAKHX
TMalUCHTOB.

Tenamomoxkcuunocms

IpuMenenne npenapata Peponeiin® MOXKeT BbI3BaTh OTKJIOHEHUS OT
HOpMbI 1a0OpaTOpHBIX MOKasaTesield (YHKUMH TNEYeHH, TsDKeNbie
renaToTOKCHYECKHe SIBJICHUS M TOPAXKEHUE TMEYEHH C BO3MOXKHBIM
NETATbHBIM MCXOJOM. B KIMHMYECKMX HCCIIEJIOBaHMAX Yy MAaLMCHTOB
(kak B3pociblX, Tak M jereil) ¢ xpouuueckod HTII ormeuero
nossieHue akTuBHOCTH cbiBopoTouHbiX AJIT, ACT 1 KoHUeHTpauuH
HenpAMOro GUAMpYOMHA. DTH peaKkiuH HOCHIM 1o Gonbluei yacT
nerkuit (1-2- crenenu) u oOpaTuMbiil Xapaktep 0e3 KIHHUYECKH
3HAYUMBIX CUMIITOMOB, KOTOPbIE Obl CBUJIETENILCTBOBAJIN O HAapYIICHUH

(YHKIMH MEYCHH.
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Crapasi peakuusi

HoBasi pepakums

B Tpex miaueGo-KOHTPOIMPYEMbIX HCCIIEN0BAHMAX Y B3POCHBIX €
xpouuueckoit UTIT y 1 mauuenra B rpynne niauebo vy 1 naumenra
rpyIne, nojiy4yaBLUMX JeYeHHe MpernapaTom Peponeiin® , nabmoaanocs
Hapyuenne QyHKUMN nedenu 4 crenenu Tsokectu. 110 naHHBIM 1BYX
11a1e60-KOHTPOJIMPYEMBIX MCC/ICI0BaHHIT Y NAUMEHTOB BO3pacTe oT 1
roza o 17 ner ¢ xponuueckoi UTIT nexenarenbHbie peakunu B BUIE
noseimenns akrupioctd AJIT, B 3 pasa npesbllIalomMe BEpPXHHH
1pejiest HopMbl, ObUTH OTMEUeHbI Y 4,7% 1 0% MauneHToB, NoNyyaBIIMX
neuenue npenapatom Peposieiin® u niane6o, COOTBETCTBEHHO.

[lo paHHBIM  2-X  M1aue00-KOHTPOJIHPYEMbIX — HCCIIE0BAHUM
He)eJlaTe/IbHBIE PeaklMu B BUe moBbimeHus aktupHoctn AJIT y
nauentoB ¢ UTII 6eutn ormeuensl y 5,7% u 4,0% naumeHTos,
MOJy4YaBUIMX  JIEYEHHE  [penapaTtom Peponeiin® u  muaue6o
COOTBETCTBEHHO.

B 2-X KOHTpOJMPYEMBIX KIMHMYECKHMX HCCJIEI0BAHUAX C Y4aCTHEM
nauuenToB ¢ Tpombouuronenuein U BI'C Obuiv 3aperucTpipoBaHbl
ciyyau >3-kpatoro yBenauuenus aktupHoctd AJIT wiu ACT Bpie
BepXHe#l rpaHulbl HOpMBI y 34% u 38% mauMeHToB B rpynne
sntpomGonara M B rpynme miauebo coorsercTBenHO. IlpuMeHeHue
snTpoMGoONara OIHOBPEMEHHO ¢ KomOuHaumeil narunteppepona u

puGaBupuHa OBUIO KOCBEHHO CBS3aHHO C TUNepOMIMpYOHHEMKEH.

B Tpex miauebo-KOHTPOIMPYEMBIX MCCIE0BAHUAX Y B3POCHBIX €
xponuueckoit UTIT y 1 natmenra B rpynne niauebo 1y 1 nauuenta B
rpynie, noJy4aBieii jeyeHue npenaparom Pesoneiin®, nabmoaanoch
napywenue QyHkuuu nedenu 4 crenenu TsokecTd. I1o JaHHBIM BYX
1a1e60-KOHTPOIMPYEMBIX HCCIICAOBAHUI Yy NALMEHTOB Bo3pacte OT |
roga o 17 ner ¢ xpouudeckoit UTIT HexenarenbHbie peakiyi B BUAC
nopeienus aktuBHocty AJIT, B 3 pasa npeBblIIAIOIME BEPXHUMH
npeiest HopMbl, OblTH OTMedeHbl Y 4,7% 1 0% nauneHToB, NoyyaBIInX
neuenue npenapatom Peponeiin® u niaue6o, COOTBETCTBEHHO.

Ilo gaHHBIM  2-X  Miaue6Go-KOHTPOIMPYEMBIX — MCCIIE0BaHHMH
He)eNaTeNbHble peakuMu B BHae MoBblmeHus aktueHoctH AJIT y
naumentoB ¢ WUTIl 6pun otmeuensl y 5,7% wu 4,0% nauueHTos,
MOJy4yaBLUIMX  JICYEHHE  MpenapaTtoM Pesoneiin® u  mnaueGo,
COOTBETCTBEHHO.

B 2-X KOHTpOJMPYEMBIX KJIHHMYECKMX HCCIICOBAHUAX C y4acTHEM
naimenToB ¢ tpomGouuronenueii u BI'C ObuM 3aperucTpupoBaHbl
ciyuau >3-kpatHoro ysenudenus aktuBHoctd AJIT nan ACT Bbiwme
BepXHeil rpaHuubl HOpMbI y 34% u 38% mnauueHTos B rpymre
sntpomGonara u B rpymne maue6o coorsercTBeHHO. IIpumenenue
sntpoMGonara OJHOBPEMEHHO C KOMOuHaumell norunTepdepona u

puGaBupuHa OBLIO KOCBEHHO CBA3aHHO C TMIEPOUIMPYOMHEMHCH.
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Crapasi peJakuusi

Hogasi perakuusi

3aperucTpUpOBaHbl Clydan >1,5-KpaTHOrO yBEJINYCHHS KOHLCHTPALMK
obuwero Gunupy6una Beiue 3Hadenus BIH B 76% u 50% B rpynne
snTpombonara M B rpynine riauebo cOOTBETCTBEHHO.

B OTKpHITOM HEKOHTPOJIMPYEMOM HCC/ICIOBAHWH TNALMEHTOB C TAA,
KOTOPBIM He TPOBOJMIIACH paHee NPOrpaMMHas MMMYHOCYTPECCHBHAs
Tepanus, NpPHU TNPUMEHEHWH Tpenapara Peponeiin® coBmecTHO ¢
JIOLIAMHBIM AHTUTUMOLIUTAPHBIM UMMYHOTJIOOYJTMHOM u
LMCKJIOCTIOPHHOM, OTMEYasioch >3-KpaTHOE YBEIMYEHHE MoKazaTesieH
AJIT u ACT 1 >1,5-kpaTHoe yBenuuenue obiero ounupyouna y 46,8%
naiueHToR (29 u3 62). Hu oauH M3 yKa3aHHBIX ClyyaeB yBEJIMYCHHA
nokazareneit AJIT, AJIT u obuero GuipybuHa He NMpUBEN K OTMCHE
Teparnuu.

I1pu npUMEHEHUH B MOHOTEPAIIMH Y NALMEHTOB ¢ pedpakTepHoii TAA
Il ¢assl >3-kpatHoe yBenuuenue mnokasareneii AJIT u ACT
OJIHOBPEMEHHO C >1,5-KpaTHbIM YBeJIMYeHUeM 0OLero (HernpsaMoro)
GunupyGuna Gb110 0TMEYeHO Y 5% natmenTos. OOuwit OunmpyouH Ob11
yBenuyeH B >1,5 pasa y 14% nauueHTos.

Anrpombonar uurubupyer renst UGTIAT u OATP1BI, xoTopsie MoryT
CII0COGCTBOBATE PA3BMTHIO HEMPSIMO#l rHIIepOMIMpyOuHEMUH.

V nauumentos ¢ UTII, BI'C u pedpakrepHoit TAA cbIBOPOTOUHYIO

aktuenocts AJIT, ACT M KoHUeHTpauuio GunupybuHa Heo6XoauMo

3aperucTpUpoBaHbl Cliy4an >1,5-KpaTHOTO yBEJINYCHHs KOHLECHTPALHMH
obuero GunupyGuna seiue 3uadenus BIH B 76% u 50% B rpynme
saTpombonara U B rpyrnne mianebo cooTBeTCTBEHHO.

B OTKPHITOM HEKOHTPOJIMPYEMOM Hccie/loBaHui nauueHTos ¢ TAA,
KOTOpBIM HE MPOBOAMIIACH paHee NMPOrpaMMHas HMMYHOCYNpPECCHBHAS
Tepanusi, NPU TNPUMEHEHWM Tpenapara Peponeiin® cosmectHo ¢
JIOLIA/IMHBIM AHTUTUMOLIMTAPHBIM UMMYHOTJIO0YJIHHOM u
HHMKJIOCHOPHHOM OTMEYasioch >3-KpaTHOE YBEIMYEHHE MOKasaTeleH
AJIT u ACT u >1,5-kpaTHoe yBenuuenue obiero 6uiupyouna y 46,8%
nauuenToB (29 u3 62). Hu ofMH M3 yKa3aHHBIX Clly4aeB yBEIHUYCHHs
nokasareneit AJIT, ACT u obuiero 6unupybuHa He NMpuBes K OTMEHE
TeparnuH.

Ipy NpUMEHEHNH B MOHOTEPAIHH Y MalMeHToB ¢ pedpakreproii TAA
Il ¢asel >3-kpatHoe yBennuenne nokazatenedi AJIT u ACT
OJIHOBPEMEHHO ¢ >1,5-KpaTHBIM YBENMYEHUEM 0OLero (HenpsimMoro)
GuanpyGuHa 66110 0T™MeUeHO y 5% nauuentos. O6umii Gunupy6un 6b11
yBenuyeH B >1.5 pasa 'y 14% nauueHTos.

Darpombonar unruoupyer renst UGT1A1 n OATP1BI, kotopsie MoryT
CMOCOGCTBOBATH PA3BUTHIO HEMPSMOH rUnepouIMpyonHeMuy.

V nauuenros ¢ UTII, BI'C u pedpakreproii TAA cBIBOPOTOUHYIO

aktusHocts AJIT, ACT u koHueHTpauuio OuiMpyOuHa HEoOX0auMO
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Crapasi peJakuusi

HoBasi pepakuusi

M3MEpHUTH /10 Hayala JieyeHus d1TpoMOonaroM, 3aTeM KOHTPOIMPOBATh
Ka/Ible 2 HeJle/Id BO BpeMsi 110100pa J103bl, @ TAKKE €XKEMECSI4HO 1ocje
JIOCTHXKEHHS! CTaOMIILHOM J103b1.

[ToBTOpHOE MCCIIE0BAHKE TI0CIIC BBIABJICHHUS OTKIOHEHHs MoKasaTesiei
(yHKUMH nedeHd OT HOPMBI NMPOBOJAAT B TeueHue 3-5 aueir. Ecim
CHIBOPOTOYHAs ~KOHLEHTpauusi obmero Ouimpybuna ysenuueHa,
Cclie/lyeT ONpe/IeuTh KOHUEHTPALMIO ero OTJAebHbIX (pakumii. B
cllyyae MOATBEPKIACHUs OTKJIOHEHHS! OT HOPMbI KOHTPOJIb NPOJIOJIKAIOT
O paspelieHus JIaHHOrO SBICHMsA, ero crabuwimsauuu 1160
BO3BpAllLleHHUs N0Ka3aTeNel K MCXOJHOMY YPOBHIO.

Jleyenne >nTpoMGONAroM MNpEeKpaljaloT B Cllyyae >3-KpaTHOro
npesbiuenns  aktuHoctd AJIT BI'H y nauuentos ¢ HopMaibHO#H

dyHKLMEH neyeHu WIH >3-KpaTHOM yBEJIMYECHHH
OTHOCHTEJIbHO MCXOJHOTO YPOBHsl (WM >5-KpatHoro yennyenus BI'H,
B 3aBHCHMOCTH OT TOIO, KakKOW MOKa3aTresb HMXKE) y MaLUEHTOB C
noBeleHHoM akTHBHOCTBIO AJIT 10 Hayana jieueHus U CIICAYIOUIMX
[PU3HAKOB:

= [porpeccuMpoBaHKe HapylIeHHUs, MO0

=  coXpaHeHHe HapylLIeHHs Ha MPOTSHKEHUU >4 HesleNb, 100

= ero CoyYeTaHHe C TOBBILIEHHEM

KOHUEHTpauUuu  1psaMoro

6unupybuna, 1mbo

M3MEPUTH 10 Hayaa JICYeHHUs SNTPOoMOONarom, 3areM KOHTPOJIMPOBATh
Kadk/Ible 2 HeJe/M BO BpeMs 110100pa J103bl, @ TAKXKE €XKEMECIYHO 1ocIie
JIOCTHKEHHS CTaOMIILHOM 103bI.

I[ToBTOpHOE MCCIIeJOBAHHME M0CTIE BBIABICHUS OTKIOHEHHSA MOKa3aTeleH
(yHKUMM T€YeHH OT HOPMBI MPOBOAAT B Teyenue 3-S5 aned. Ecau
CHIBOPOTOYHAs ~KOHLEHTpauusi obmero Ounupybuna yBenuueHa,
CllellyeT ONpee]nTh KOHLEHTPALMIO €ro OTAeibHBIX (pakuui. B
cllydae MOJATBEPIKACHHUs OTKJIOHEHHS OT HOPMbI KOHTPOJIb TPO/I0JDKAIOT
J0 paspellleHHs JaHHOTO siBeHMs, ero crabwimszauuu JnGo
BO3BpALLEHHUs MOKa3aTeNlel K UCXOJHOMY YPOBHIO.

Jledenue 5aTPOMOONAroM —MpPEeKpalaloT B Cilydae >3-KpaTHOro
npeesienuss  aktueHoctd AJIT BI'H y nauuentoB ¢ HOpMaibHO#M
(GyHKUMEH TeYeHH WM B cjlydae 2>3-KpPaTHOIO yBeJHYeHHs
OTHOCHTEJILHO MCXO/IHOTO ypOBHs (1 >5-KkpaTHoro yBenuuenus BI'H,
B 3aBUCHMOCTM OT TOrO, KaKOW MOKa3aTejb HMXKE) Y TNalKMEHTOB C
NOBbIIEHHOM akTUBHOCTHIO AJIT 10 Hauana JieyeHUs U CIEAYIOLMX
NPH3HAKOB:

*  [IpOrpeccMpoBaHHe HapyIIeHHs, MO0

= CoXpaHeHHe HapyLICHHUs Ha MPOTSHKEHUH >4 HeJlelb, M6

= ero COYeTaHHE C  TMOBBILIEHHEM

KOHUEHTpaUUU  IpAMOTo

6unupybuna, nubo
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= ero coyeTaHue ¢ KIMHUYECKUMHU CUMIITOMAMH MOPAXKEHHUs MEYEHH
WM [IPU3HAKAMU IEKOMIICHCALMH (DYHKIMH NEYEHH.
B ciyuae NpMHSTHA pelieHHMs O HazHaueHuu mpenapara Peposneiin® B
nepBoii nuuuK Tepanun TAA ciiejlyeT NpoBecTH aHaiM3 nokasaresei
AJIT, ACT u 6Guaupybuna 10 Hayana jieyeHus. B ciyyae nopblleHUs
nokasateneil AJIT Ha MPOTSHKEHUH TEpAIUy ClielyeT KOPPEKTUPOBATh
10361 Tperapata Peposieiin® coriacHo pekoMeHALMsM, YKa3aHHBIM B
Tabnuue 5.
Y naumMenToB ¢ 3aGoeBaHUAMH neyeny npenapat Peponeitn® creayer
NpUMEHATL C OCTOpOXHOCThIO. Jleuenne manuento ¢ HTII wu
pedpaxreproii TAA Ha ¢oHe HMMeIOmMXCA HapyuleHWH (yHKuMHM
TMeyYeHH ClielyeT HaYMHATh C MUHUMAJIbHOM CTapTOBOH J103BI.
Tsorcenvie nopaxcenus nevenu
B KIMHMYECKMX HMCCIIE/IOBAHUSX OBLIM OTMEUEHBI OTAC/IBHBIE Cllyyau
TAKENOro  MOpaxeHWs — meveHH.  [loBeleHnMe  MabOpaTOpHBIX
nokasaTeJieil NeyeHH BO BCEX CJIydyasX pa3peliasioch Mocie rnepepbisa
Wi OTMeHBI Tepanuu mnperapatom Peponeiin®. B kimHHueckux
uccrieIoBaHuaxX y maiueHtoB ¢ TAA, KOTOpBIM HE TNPOBOAMIOCH
NpOrpamMMHasl UMMYHOCYNPECCHBHBIX Tepanus, W Yy MalHeHTOB C
pedpakrepHoit TAA ciydyaeB pa3BUTHS TSXKEJIOTO MOPAKCHUs MCYCHH

BBISIBJICHO HE 6];1.110, OJ/IHAKO YHMCJIO MALMEHTOB C JaHHBIM ITOKa3aHUEM

" ero coYeTaHue ¢ KJIMHUYECKUMH CHMIITOMAMH MOPAXKEHHs MEYEHH
WJIH NIPU3HAKAMH JIEKOMIIEHCAUMH (yHKIIMHU MEYEHH.
B cilyyae NpMHSTHSA pellieHMs O HasHaueHuu npenapara Pesoneitn® B
nepBoii nuHuM Tepanun TAA cieayeT npoBecTH aHajiu3 nokasaresei
AJIT, ACT u Gunupybuna 1o Hayana nedeHus. B ciydae nopbienus
nokazareneit AJIT Ha npoTsHKEHUH TepanuM CleyeT KOPPEKTUPOBATH
110361 nipenapata Peponeiin® cornacHo pekOMeHIauMsM, YKa3aHHbIM B
Tabnuue 5.
Y naumento ¢ 3a6oseBaHusAMH MedeHy npenapar Peponeiin® cnexyer
[PUMEHSTE € OCTOpOXkHOCThIO. Jleyenuwe mnaumentos ¢ HWTIL u
pedpakreproii TAA Ha (oHe HMEIOMXCS HapyIIeHHH QYyHKUMH
NEeYeHHM ClIe/lyeT HAaUMHATh C MUHUMAJIbHON CTapTOBOM JI03bI.
Tsoicenvie nopadceHus nevenu
B KJIMHMYECKHX HCCIEOBAaHUAX OBUIM OTMEYEHBI OT/EJBHBIE CIlydau
TSDKEJOTO  MOpakeHWs — medeHu.  [loBplmeHne — 1aGOpaTOPHBIX
nokasareJsieii Ie4yeHu BO BCEX CIIydasix pa3perasoch Mocje nepepbipa
WM OTMeHbl Tepanuu mnperapatom Peponeiin®. B kimHHueckux
WcceioBaHuAX y nauueHtoB ¢ TAA, KOTOpeIM He NpOBOAMJIACH
NporpaMMHas HMMYHOCYIPECCHBHASI Tepanusi, ¥ Yy TMalKEeHTOB C
pedpakrepHoii TAA ciydaeB pa3BUTHs TSKENOTO MOPAKEHUS NEYEHH

BBISIBJICHO HC 6I>U10, OJIHAKO YMCJIO MAIMEHTOB C JJAHHBIM TIOKa3aHUEM
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6110 OrpaHuyeHo. YuuTbiBas npumeHenue npu TAA makcumanbHOM
nonycTumoit 103sl mpeniapata (150 Mr/cyT) M Xapakrep peakuuu,
He0OXO/MMO YYHUTHIBATh BO3MOMKHOCTh Pa3BUTHs MOPAKEHHs MNEYCHH,
MH/LyLIHPOBAHHOIO NPUEMOM [perapara.

Jexomnencayus pyukyuu nevenu (npumenenue ¢ uHmepd)epouaMw

Jlekomnencauuss QYHKUMH MEYECHH Y TMALMEHTOB C XPOHMYECKUM
renatutoM C: HEO6XO MM MOHUTOPHHT MAIMEHTOB ¢ HU3KMM YPOBHEM
ansOymuna (< 3,5 /i) win 6annom 210 no mkane MELD.

V naumenToB ¢ xpoHuueckuM BI'C M LHppO30M NEUYeHH MpH JIEUEHHUH
unTepdepoHamu-anb(a MOXET CyIIECTBOBATH PHUCK JEKOMIMEHCALMH
B aByx KJIMHUYECKUX

yHKIMH  TeYeHH.

KOHTPOJIMPYEMBIX
UCC/IeIOBAHUAX € YYacTHEM NalMeHToB ¢ Tpombouuronenueit u BI'C,
110Ka3aTen, CBUAETENLCTBYIOLHME O JICKOMICHCALMH (DYHKLMH NeYeHH
(acuMT, neyeHo4Has oSHuedaIONaTHsi, KPOBOTEUEHHE M3 BapUKO3HO
PacCIIMpPEHHBIX BeH, CHOHTAHHBINA GaKTepHasbHbIH NEPUTOHHT), Halue
orMeyanuch B rpynmne sarpombomnara (11%), yem B rpynne miane6o
(6%). YV nauMeHTOB ¢ MCXOAHO HM3KOM KOHLEHTpauuel anbOymuHa
(<35 r/n) nau Gamiom =10 no mkane MELD) puck aekommneHcauun
(GyHKuMM TiedeHd Obul B 3 pa3a BhIIE, a TaKKe OBUIO OTMEYEHO
yBeJIMUEHHE PUCKA HOXKEIATEIBbHBIX PEaKLMH € JIeTalbHBIM HCXOIOM 110

CPaBHEHMIO C MALMEHTAMHU C MEHEE BBIPAXKCHHBIM MOPAXKCHUEM TCHCHH.

ObUIO OrpaHu4eHo. YuuThiBas npumeHenue npu TAA makcuManbHOH
JIONYCTUMO 7103b1 mpenaparta (150 Mr/cyT) M Xapakrep peakuuM,
HEeOOX0/IMMO YYMTHIBATh BO3MOXKHOCTH Pa3BUTHS NMOPAKEHHs NEYCHH,
MH/YLIMPOBAHHOTO NPUEMOM Npernapara.

Jexomnencayus ¢pyukyuu nevenu (npumenenue ¢ unmepgpeponamu)

Jlexomnencauusi (GyHKUHWM TEYEHH Y TNAIMEHTOB C XPOHHUYECKUM
renatutom C: HEOOXOAMM MOHUTOPHHT MALMEHTOB C HU3KUM YPOBHEM
ansOymuna (< 3,5 /) wim 6annom 210 no mkane MELD.

V naumentoB ¢ xponndeckuM BI'C ¥ Mppo30M MeEUeHH TpH JIeYEHUH
unTepdepoHamu-aibda MOXKET CyLIECTBOBaTh PUCK JIEKOMIIEHCALUU
GyHKUMM  nedeHH. B IBYX  KOHTPOJNMPYEMBIX — KIMHHYECKMX
UCCIIEIOBAHUAX C yYacTHEM NalueHToB ¢ Tpombouutonenueit u BI'C,
NoKa3aTeJiv, CBU/ETE/IbCTBYIOLINE O ICKOMIICHCALMH GyHKLMHU NeYeHH
(acuuT, neyeHoyHas SHuedanonaTHsi, KpPOBOTEYEHHE W3 BapHKO3HO
PacIIMpPEHHBIX BEH, CIIOHTAHHBIH OaKTepHaNbHBIH MEPUTOHMT), yalle
orMeuyanuch, B rpynmne anrpombonara (11%), yem B rpynne niane6o
(6%). Y nauueHToB C MCXOAHO HM3KOM KOHLEHTpauuei anbOymuHa
(<35 r/n wn Gauiom >10 mo wmkane MELD) puck aekoMneHcauuu
¢yHKuMM nedeHu ObuT B 3 paza BhIlle, a TaKkxke OBUIO OTMEUEHO
yBeJIMYCHHE PUCKA HEXENATeIbHBIX PeaKiHil ¢ JIETaIbHBIM HCXOJI0M 110

CPaBHECHMIO C MMAUMEHTAMHU C MEHEE BBIPAXKCHHBIM IMOPAXKCHUEM TICHCHH.
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Kpome Toro, npenMmyLiecTBa Tepanuu, obecneynBaiolieil yCToiuuBbIA

BHDYCOJIOTHYECKHIi OTBET 10 CpaBHeHMio ¢ mauebo, Obuin
HE3HAUMTEBbHBIMU Y JIAHHBIX MALMEHTOB (B OCOOEHHOCTH Y NALMEHTOB
C UCXOIHBIM abOYMHUHOM < 35 I/J1) 110 CPaBHEHMIO C IPYNION B LEJIOM.
DnTpombonar cleAyeT Ha3HayaTh TAKWM MAlMEHTaM TOJBbKO MOCie
TIATENLHON OLIEHKH 0uaeMoro 3¢ dexra oT Tepanuu No CpaBHEHUIO
C BO3MOXKHBIMH PHCKaMHU.

CretyeT T@TebHO HAOIIONATh MAMEHTOB C TAKMMH JIaHHBIMH Ha
HaJIMYMe NPU3HAKOB U CHMIITOMOB JIEKOMIIEHCAUMH QYHKLMH TIEYCHH.
Jins nonydeHuss uHGOpMALMM O KPUTEPUAX OTMEHBI HCIONb3YHTE
MHCTPYKLMIO [0 MPHMEHEHHIO  COOTBETCTBYIOIIMX  [pErapaToB
unrepdepona. Ipuem npenapara Pesoneiin® cieayer npekpaTtuth B
ClTyyae OTMEHbI [IPOTHBOBUPYCHOH TEPANUH B CBA3M C ACKOMIICHCALMCH
(hYHKLHMHM NEeYeHH.

ngwueuenue C aHMUBUPYCHbIMU npenapamamu nPAMo20 Odeticmaus

He wsyuensl 5{pdekTHBHOCTE M 0€30MaCHOCTH OAHOBPEMEHHOTrO
npuMeHeHns  daTpombonara ¢ NPOTHBOBUPYCHBIMM  TperiapaTamMu
NpAMOro  AHCTBHS, Pa3pEeIICHHBIMU JUIS  JIEYCHHs XPOHHYECKOro
renatuta C (MHrMGUTOPBI MpOTeaskl BUpyca renatuta C, HyK/eo3u/HbIe
HUHIHOUTOPBI T0JIUMEPasbl,

HEHYKJICO3U/IHBIC HHI‘H6HTOPH

noJsiumepasbl, NSSA HHIHOUTOPBI).

Kpome Toro, npermyIecTsa Tepanuu, obecrneyuBaroen yCTonuuBbIi

BUPYCOJIOTMYECKUI  OTBET MO  cpaBHeHMIO ¢ miauebo, Obuin
HE3HAYMTENILHBIMU Y JIAHHBIX MALUEHTOB (B 0COOEHHOCTH Y MAaLHEHTOB
€ MCXO/AHBIM aJIbOYMUHOM < 35 1/J1) N0 CPaBHEHHIO € rPYIION B LEJIOM.
Darpombonar cleyeT Ha3HayaTh TaKMM MAlMEHTaM TOJBKO Iocie
TIIATE/ILHON OLIEHKM 0KUaeMoro 3¢ deKTa OT Tepanuu Mo CpaBHEHUIO
C BO3MOXKHBIMU PUCKAMH.

Crneyer TwareibHO HaOMIOATh MAUMEHTOB C TAKUMM JIAHHBIMH Ha
HaJIMuMe NPU3HAKOB U CUMIITOMOB J€KOMIMEHCALMH QYHKIIMH TTEYCHH.
Jlna nonydeHus HMHPOPMALMM O KPUTEPUSX OTMEHBI HCIOJb3yHTE
MHCTPYKLMIO [0 NPHUMEHEHHIO COOTBETCTBYIOLIMX  IIPENaparos
unteppepona. Ilpuem npenapara Peponeiin® ciexyer npekpartuts B
Cllyuae OTMEHBbI IPOTUBOBUPYCHOH TEPAIUHU B CBA3M C ICKOMIICHCALIHEH
(GyHKUMH NMEeYeHH.

Ipumenenue ¢ aHMUBUPYCHbIMU NPENAPAMAMU NPAMO20 OCUCHIGUS.

He wusyuennl 3Q¢deKTHBHOCTH M 0e30MacHOCTb  OJHOBPEMEHHOTO
npuMeHeHust  aTpoMbornara € NPOTHBOBUPYCHBIMM  IperiapaTaMu
NpAMOro  JEiCTBUsI, Pa3PEIICHHBIMH /Ul JIEYEHHs] XPOHHUYECKOTO
renatuta C (AHrUOUTOPSI NIPOTeasbl BUpyca renaTuta C, HyKJIeO3HIHbIE
HHTHOUTOPBI OJIMMEPA3Bl,

HEHYKJICO3U/IHBIC HHFHGHTOPH

nosmmepasbl, NSSA HHrHOUTOPEI).
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Tpombomuyeckue w/unu mpomooImboIuYecKue 0C10HCHeHUA

KonuuecTBO TPOMOOUMTOB BbILE HOPMbI NPEJICTABISAET TEOPETHYECKUI
pHMCK TPOMOOTHYECKHX M/HiiM TpoMOOIMOONHYECKHX OocnoxkHeHuid. B
KJIMHMYECKMX MCcCie0BaHnsX airpombonara y naumentos ¢ MTIT
TpoMGOIMOOIINYECKHE OCNIOKHEHUs HAOMIOJANMCh [IPH  KOJIMYEeCTBE
TPOMGOLIMTOB KaK HIKE, TaK M B MpejieNiaX HOPMBI.

[lanuenTaM ¢ M3BeCTHBIMM (DAKTOpaMH pHCKa TPOMO0IMOOIMUECKHX
ocnokHeHuit (Takux kak Mmyrtauus dakropa V Jleitnena, aepuumr
antutpombuna 111 (ATIID), anTHdOCHOTMMUAHBIH CHHAPOM W 1p.)
clleyeT yaeasTh 0co60e BHUMAHHUE TP IPUMEHEHHH 3nTpombonara.
CrejlyeT TIIATEJIbHO KOHTPOJIMPOBATH KOJHYECTBO TPOMOOLMTOB H
PaccMOTpeTh BONPOC O CHIKEHMH J03bI MIM OTMEHE sntpombonara,
€CJIM KOJIMYECTBO TPOMOOLIMTOB MPEBBILIAET LENEBbIE 3HAYCHHUSL.

B uccnenopanusx no UTIT y 17 uz 446 nauuentos (3,8%) Op11 oT™MeueH
21 tpomboTHyeckuit w/unu TpoMO0IMOOTHIECKHI SIHU30/.
TpomGosmGonuu  BKIOYANK: dMO0/MIO, B TOM 4YHUCIE JIETOYHYIO
oMBoIHI0, TPOMOO3 ri1yGOKHMX BEH, TPAH3UTOPHBIE MIIEMUYECKHUE aTaKH,
uH}pApKT MHOKapja, HIIEMHYECKUH HWHCYJIBT M 3alo0A03peHHBINA
NpPOJIOHTMPOBAHHBIA OOPATUMBIA  MIIEMHYECKHH HEBPOJIOTHYECKUA
nedunmr.

He CJICIYET MPHUMEHATH 3m'p0M60nar JUIsL JICYCHUS TMAlUCHTOB C

Tpombomuyeckue w/uiu mpomooIMO0IUYECKUE OCTIOHCHEHUSA

KonuyecTBo TpOMOOLMTOB BbILIIE HOPMBI IPEACTABIIAET TEOPETHUECKHUI
PUCK TPOMOOTHYECKUX /MM TPOMOOIMOOIHUYECKHX OCNOXKHEHHH. B
KJIMHMYECKMX HcCieoBanusax snarpombonara y mnaunuentos ¢ MTIT
TpoMBOIMOOIHYECKHEe OCJIOXKHEHHs HAOMONANKUCh NPU  KOJMYECTBE
TpOMOOLIMTOB KaK HUIKE, TaK U B MpPEiesiaX HOPMBI.

[TaumeHTam ¢ M3BeCTHBIMHM (haKTOpaMH pHCKa TPoMO0IMOOIMUECKHX
ocJI0kHEeHUH (Takux Kkak Myrtaums ¢axropa V Jleiizena, neduumt
antutpombuna III (ATIII), antudochHoONMNUAHBIN CHUHAPOM M Ap.)
ClieflyeT y/ienaTh ocoboe BHUMaHUe TPH IPUMEHEHUH daTpombonara.
CrielyeT TIATENBHO KOHTPOJMPOBATH KOJNMYECTBO TPOMOOLMTOB |
PaccMOTPETh BOMPOC O CHWXKEHHM JI03BI WM OTMEHe siaTpombonara,
€CJIM KOJINYECTBO TPOMOOLIMTOB MPEBBILIAET LEJIEBbIE 3HAUCHHUSL.

B uccneposanusx no UTI y 17 uz 446 nauuenros (3,8%) 61 oT™MEYEH
21 tpomboTHyeckuit u/unu TpoM60IMOOIHUECKHH SMHU301.
TpomGoamGonnu  BKIOYann: 5MO0JMIO, B TOM YMCJIE JIETOYHYIO
5MG0J1HI0, TPOMOO3 riTyOOKHX BEH, TPAH3UTOPHBIE HIIEMMYECKHE aTaKH,
MHDApKT MHOKap[a, HWLIEMHYECCKHH HMHCYIBT M 3aro/I03PEHHbIN
NPOJIOHITUPOBAHHBIA  OOPaTHMBI MIIEMUYECKHH HEBPOJIOTMYECKHUH
neduuur.

He CleAyeT TNPUMEHATH 3HTPOM60HaI" JUIsl JICYEHHUsS TMAaUHUCHTOB C
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HapyleHueM (QyHKIUMH nedenu (=5 GawioB mno mkane Yaiina-Ilsio),
ec/iM  OXKHMJaeMmas [M0Jb3a He [MPEBLILIAET YCTAHOBJEHHBIH PHCK
TpoMGo3a BOPOTHOI BeHbl. Ecin sieuenne cuutaetcs enecoobpasHbIM,
cieiyer cobMoaTh OCTOPOKHOCTH NP NPUMEHEHUH airpomboniara y
MalMEHTOB C HapyLIeHHeM QYHKIMHU NEYESHHU.

B 2-X KOHTPOJHMPYEMbIX MCCJIC/IOBAHMAX C yYacTHEM IAlHEHTOB ¢
tpomGonutonenueii 1 BI'C, nojyuapmmx Tepanuio MHTEpHEpOHOM
(n=1439), y 38 u3 955 naumentos (4%), noayyasumx saTpomGonar, 1y
6 wuz 484 naumento (1%), nonyyaBmmMX Imanebo, OTMEYAIHCh
TpoMGoTHUECKME MM TPOMGOIMOONIMYECKHE  OCTOKHEHMs  (Kak
BEHO3HbIC, TAK U apTepHanbHbie). COOBITUS NPEUMYILECTBEHHO OblIM
HETSKEMBIMA M pa3pelllMiINeh K KOHIy uccrenoBanus. TpomGos
BOPOTHOI  BeHsl ~ Obul  Haubosee  pacnpOCTPAHCHHBIM M3
TPOMGOIMBOINUECKHX OCNIOXKHEHHUH B 06eux rpymnnax (2% nauueHTos,
nony4asmx sarpombonar u <1% nauueHToB, Mony4aBIInX rane6o).
BpemeHHOH  CBA3M  MEX1Yy  Hadalom

JICYEHUsT U pa3sBUTHEM

TPOMOOTHYECKMX M/ TPOMOOIMOOIMUYECKHX — OCIIOXKHEHHH  He
Habmoaanock. Y NalMeHToB ¢ HU3KAM YpOBHeM aiibbymuna (< 35 r/n)
wim 6annom > 10 no mkane MELD oTMeueHO ABYKpaTHOE yBEIH4YECHHE
pucKa pa3BUTHS TPOMBOIMOOJIMUECKUX OCIOKHEHHI, B CPaBHEHUH €

nalnMueHTaMu ¢ 6oJice BBHICOKUM YPOBHEM aanyMuHa; TMalMUeHTHl B

HapylieHreM QYHKUMHM nedeHd (=5 GawioB no uwikane Yaiina-I1si0),
ecid OXKMJaeMmas NoJb3a He [PEBbILIAET yCTAHOBJIEHHBIA pPHUCK
TpomB0o3a BOPOTHO# BeHbl. Eciiu jieueHue cunTaeTcs uenecoobpasHbim,
crie/lyeT cobI10/1aTh OCTOPOKHOCT MPH NPUMEHEHHH dTpombonara y
NALMEHTOB ¢ HapyleHHeM QYHKLMH MEYCHHU.

B 2-X KOHTpOJMpYEMBbIX HCCIICJIOBAHUAX € YYacTHEM MALMEHTOB C
tpomGomTonenueii 1 BI'C, nonyuaBmmx Tepanuio MHTEPHEpOHOM
(n=1439), y 38 u3 955 naumuenToB (4%), nosyyapuux snrpombonar, 1y
6 u3 484 nammento (1%), mnoayyaBmmx nnaune6o, oTMevanuCh
TpOMGOTHYECKHE WM TPOMOO3MOOIMYECKHE — OCIOKHEHMA  (KaK
BeHO3HbIe, TAK M apTepuanbHpie). COOBITHS NPEUMYIIECTBEHHO ObLIH
HETSKEJBIMM M Pa3pellluiuch K KOHIY wHccnenoBanus. Tpom6o3
BOPOTHOH ~ BeHbl ~ ObUT  Haubosiee  pacnpoCTPaHCHHBIM U3
TPOMBOIMOOTHYECKHX OCIIOKHEHUH B 06X rpymnnax (2% maLueHToB,
noJTy4aBUIKX dTpombonar, 1 <1% NauueHToB, NOTyYaBLIUX mane6o).
BpeMeHHOH ~ CBSI3M  MEXIy HayajoM

JIeYEHUss U pasBUTHEM

TPOMBOTHYECKUX M/ TPOMOOIMOOIMYECKHX — OCIIOXKHEHHH  He
Habmoanock. Y MalMeHToR ¢ HU3KMM ypoBHeM anbbymuna (< 35 r/m)
wiu G6amtom > 10 no wkane MELD oTMeueHo ByKpaTHOE yBEJINYCHHE
pHcKa pasBHTHS TPOMOGOIMOOIMYECKHMX OCIOKHEHHH, B CDaBHEHHH €

nanueHraMmm ¢ 6oJiee BBICOKHM YPOBHEM aJ'IbGyMMHa; ManyueHTHl B
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Bospacte 60 JIeT M CTapile MMEIM JBYKPAaTHOE YBEIMHYCHHE pHCKa
pa3euTHs TPOMOOIMGONIHUECKMX OCIOKHEHHH, uem Gosee MonoObIe
nauenThl. Jnrpombonar ciaeyeT NPUMEHATh JUls JICYEHMsl TaKHWX
MALMEHTOB TOJILKO M0CJIE THIATEIbHOIO CPABHEHMS! 0)KM/IAEMOIA 110J1b3bl
1 BO3MOXHBIX PHCKOB. BOJIBLUMHCTBO Cily4aeB TPOMOOTHYECKUX W/MiIH
TpOoMB0IMOOIMYECKHX OCJIOKHEHHH HE NPHBENO K MPEKPAUICHHUIO
NPOTHBOBUPYCHOM TepanuH.

B KOHTPOJIMPYEMOM HCCJIC/IOBAHUM C Y4yaCTHEM MAlMEHTOB C
TpoMGOLMTONEHNEH M XPOHHYECKUMHM  3a00JICBAaHHAMH  TEUCHHU
(n = 288), nepeHecIINX IUIAHOBbIC WHBA3WBHbIC BMELIATE/ILCTBA, PUCK
Tpomb03a B CHCTeME BOPOTHOHM BeHbI GbUI MOBBILICH Y MAlMEHTOB,
nonyyasux sarpombonar B 03¢ 75 Mr 1 pas B CyTKM B TeueHHe
14 nneii.

V wectn u3 143 (4%) B3pOCIBIX MALMEHTOB C XPOHUYECKOH 60Me3HBIO
[leYeHH, MONyYaBUIMX 31TpoMOOIar, pasBUINCh TpoMOoIMOOTHUECKHE
sBjenns (BCe B CHCTeMe BOPOTHOW BeHbI), a B rpynne miaue6o
TpOMGOIMBONIMUECKHE  SIBJICHHMsS Pa3BMIMCH y JBYX H3 145 (1%)
naupentos (1 cyyail B cHCcTeMe BOPOTHO# BeHbI, U 1 ciyuaii nnapkra
MuoKap/ia). Y MATH NaLMEHTOB, MOJyYaBIIMX JIeYEHHE SNTpoMGonarom,

TpomGosMboNMUecKue SIBICHHS pa3BuIMCh B Teyenne 30 aHed nocne

3aBEpLICHUs TpUeMa 3ﬂTp0M6onara npyU KOJIMYECTBE TpOMGOuPlTOB,

Bospacte 60 JeT M CTapuie MMeJH JBYKPAaTHOE YBEIMYCHHE pPHCKa
pasBuTUs TPOMOGOIMOOIMYECKHX OCIIOXKHEHHH, yem Gosee MOJOjbIe
nauMeHTel. Dnrpombonar cieayeT MPUMEHATh JUIs JICYEHUs TaKHWX
[ALMEHTOB TOJIBKO M0C/IE TIIATEILHOIO CPABHEHHMS 0KM/IAEMOIA M0J1b3bI
¥ BO3MOJKHBIX PUCKOB. BOJIbLIMHCTBO CllyyaeB TPOMOOTHYECKHX /MU
TpOMBOIMOOINYECKHX OCJIOKHEHHH HE MpPHMBEIO K MPEKPALICHHIO
MPOTHBOBHPYCHOH Teparnuu.

B KOHTpOJMPYEMOM HCCJICJIOBAHMM C Y4YacTHEM INalMEeHTOB ¢
TpoMGOLMTONEHHEH M XPOHMYECKMMHM  3a00JIEBAaHUAMH  NEYCHHU
(n=288), nepeHecIUMX MIAHOBBIE MHBA3WBHbIE BMEIIATENbCTBA, PHCK
TpomG03a B CHCTEME BOPOTHOH BeHb ObUI MOBBILICH Y MAlMEHTOB,
nostyyaBmx sarpombonar B go3e 75 Mr 1 pa3 B CyTKH B TEUCHHE
14 nnei.

V wectr 13 143 (4%) B3pOCIIbIX MALUEHTOB ¢ XPOHUUYECKOH GONe3HbIO
[Ie4eHH, MOJYHaBIIMX MTpoMBONar, pa3sBUINCh TPOMOOIMEOIMYECKHE
aBienus (Bce B CHMCTeME BOPOTHOW BEHBI), a B Tpymmne rmauebo
TpOMO0IMOOIMYECKUE  SIBJICHHST Pa3BUIIMCh Yy JIBYX W3 145 (1%)
nauuento (1 cydaii B cucTeMe BOPOTHOM BeHBI M | ciyuail undapkra
MHOKap/ia). V MATH NaLMeHTOB, NOJTy4YaBLIMX JieyeHUe aaTpomMbonarom,

TpoMG0oIMGOIMYeCKHe SIBICHHS pa3BUIMCh B Teuenue 30 aHeil mocie

3aBEpLICHUA TpHEMa 3n1‘p0M60nara MpU KOJIMYECTBE TpOMﬁOuMTOB,
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npessbiasmem 200000/ M.

B kinHuyeckux ucenenopanusx pedpakrepHoit TAA ciyyaes pazBuTHS
TPOMOOTHYECKUX W/1K TPOMOOIMOOIMYECKHUX OCIIOKHEHUH BBIABICHO
He ObUIO, OJHAKO YMCIIO MALMEHTOB C JAHHBIM MOKa3aHueM ObLIO

OrpaHH4€HO. Heobxoaumo YUYUTBIBAaTHL  BO3MOXXHOCTBL  pPa3BUTHA

TpOMOOTHYECKHX ~ W/MIM  TPOMOOIMOOMMYECKMX  OCJIOKHEHHH,

UHAYUMPOBAHHBIX T[IPHEMOM TIIperiapara PCBOHCﬁﬂ®, B MOMyJIsiUHA

NalMUEHTOB, [PpUHUMAs BO BHHUMAHHUE HA3HA4YCHUE MAKCHUMAJIbHO

JIOMYCTUMOM JI03bI M XapaKTep peakiMu.

flpenapaT PCBOHCﬁﬂ® HE ciaeayeT MNpUMEHATL UJis  JICYCHHS

TpOM60LlHT0l'lCHHH Yy NalUEHTOB € XPOHUYECKUM 3a00JiIeBaHUEM TEYEHHU
B paMKax rnoJAroToOBKH K HHBa3MBHbLIM TIpoLE/lypam (Hanpumep, Ouornicus
MEYCHH, TPAHCBIOTYIIAPHOEC

BHYTPHIICYEHOYHOC  IMOPTOCHCTEMHOEC

IIYHTHPOBAHUE, OSHIOCKONUYECKHH METOJ JICYEHMs BApUKO3HOIO
pacuIMpeHus BeH MUILEBO/A).

ngoeomeqeuue nocie NPeKpaweHus 1e4eHus 21mpombonazom

Ilocne npekpaiienus Tepanuu npenapatom Peponeiin®, Haznauennoit
s sedennss UTIT u BI'C, y GONbIIMHCTBA MALMEHTOB KOJUYECTBO
TPOMOOLIMTOB B Te4eHHe 2 HeJelb BO3BpALIACTCd K HCXOJHOMY
a B

3HAQYEHHUIO, 4YTO TIOBBIIIAET PUCK pa3BUTUA KPOBOTCYCHHUS,

HEKOTOPBIX Cliy4asaX MOXET MPHUBECTH K KPOBOTECHCHHIO. Konuuectso

npebimasuiem 200000/mxr.

B kinMHUYecKHUX ucclieoBaHusix pedpakrepHoit TAA ciiyyaes pazsutus
TPOMOOTHYECKHUX W/UIIN TPOMOOIMOOIMYECKHUX OCJIOKHEHHI BbISIBJICHO
He ObUIO, OJHAKO YMCIIO MAlMEHTOB C JAHHBIM TOKazaHUeM Oblio

OrpaHHu4€HO. Heobxonumo YYUTBIBATh  BO3MOXHOCTbL  pa3sBUTHA

TPOMOOTHYECKHX ~ W/MIHM  TpOMOOIMOONMYECKHUX  OCJIOKHEHHIA,

MH/IYLMPOBAHHBIX TpHeMoM npenapata Pesoneiin®, B momyssuuu

MalUEHTOB, IMpHHUMass BO BHUMAHWE Ha3HA4Y€HUEC MAKCHUMaJIbHO

JIOMYCTHMO# 103blI M XapaKTep peakinH.

Ilpenapar Peponeiin® He clemyeT TpUMEHATH i J€YeHHS

TPOMOOLIMTONEHHH Y NALMEHTOB C XPOHUYECKHUM 3a00JIeBaHUEM MEYEHH
B paMKax MO/IOTOBKHM K HHBA3UBHBIM Tpolie/lypaM (Hanpumep, Ouoncus
MEYEHH, TPAHCBIOTYJISIPHOE

BHYTPHUIICYECHOYHOE  I[OPTOCHCTEMHOE

LIYHTHPOBAHUE, SHAOCKONUYECKHI METOJ JICUCHHS BapUKO3HOIO
pacIIMpeHHUs BeH MUILEBO/A).

Kposomeuenue nocne NPeKpauieHus 1e4eHus aampombonazom

Tocsie npekpaienus Tepanuu npenaparom Peponeiin®, nasnauenHoit
i neyerust UTIT u BI'C, y GonbluMHCTBAa NMALMEHTOB KOJIMYECTBO
TPOMOOLIMTOB B TeYeHHWE 2 HeJACHb BO3BPALIACTCS K HCXOIHOMY
a B

3HAYCHHUIO, YTO [IOBBIINACT PHUCK pPa3sBUTUSA KPOBOTECYCHHUS,

HEKOTOPBIX CliydasaX MOXKET INPHUBECTH K KPOBOTECUYCHHIO. Konnuectso
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TpOMGOuHTOB HEOOXO0JMMO  €KEHEAENIBHO KOHTPOJIUPOBAThH Ha

NpOTAKCHUH 4 Heznenb MoCje OTMEHbI 3m‘p0M6onara.

TpOMGOU,HTOB HEOOX0IMMO €KCHEICJIbHO KOHTPOJIMPOBATH Ha

NPOTAKECHUH 4 Hezelb NOCJIe OTMEHBI 3nTp0M6onara.

MUEN0OUCNIACHUYECKO20

[Ipozpeccuposanue cyugecmeyouezo Muenoducniacmuyeckozo | Ilpoepeccuposarnue cyugecmeyioue2o
cundpoma (MJIC) cundpoma (MJIC)

Aronuctsl TPO-R siBisitotTest pakropamu pocta, NPUBOAAILMMH K POCTY

u  auddepeHUMpPOBKE  KJIETOK-NPEAIIECTBEHHUKOB, B T.M.
auddepenumposke U BoipaboTke Tpomboumros. Dkcnpeccus TPO-R
[IPOUCXO/IMT HA MOBEPXHOCTH KJIETOK MUEJIOU/IHOTO POCTKA.
CyuiecTByeT oraceHue, 4to npumeHenue aronuctoB TPO-R moxer
CTMMYJIMPOBATh [POrPECCUPOBAHHE CYLIECTBYIOIMX 3JI0KAY€CTBEHHBIX
remMaTosiornyeckux 3abosnesanuii, Takux kak MJIC. B xiuHHYeckux
UCClIeIOBaHUSIX NP TpuMeHeHnu aronuctos TPO-R y maumenTos ¢
MJIC oTmedeHBI Clly4ad TPAH3UTOPHOTO YBEJIMYEHHUS KOJIMYECTBA
61acTHBIX KJIETOK, a Takke ciaydau nporpeccun MJIC no octporo
MHEJIOUHOTO JIeHK03a.

C uensto noareeprkaenns auartoza MTIT wmm TAA y naumentos
MOXHJIOTO  BO3pacTa CleAyeT MCKIIOUMTh JIpYrMe  KJIMHUYECKHE
COCTOSIHMA, MPOSIBISIONIMECS TPOMOOLMTONEHHEH, B  YaCTHOCTH,
uckmounth aunario3 MJIC. CneyeT y4ecTb BO3MOXKHOCTE MPOBEAEHHUS
MYyHKIMH M OHONCHM KOCTHOTO MO3ra Ha TMpPOTSHKEHUH TEYCHUs

3a00JIeBaHus U TEepaliiu, B 0COOEHHOCTH Y NALMEHTOB CTapiue 60 JIET,

Aronuctsl TPO-R sBnsitorest pakropamu pocta, NpUBOJALMMHU K POCTY

u  audpdepeHUMPOBKE  KIETOK-MPEIIIECTBEHHHKOB, B T.M.
b depennposke U BeipaboTke TpomGoumToB. Dkcnpeccus TPO-R
HPOMCXO/UT HA MOBEPXHOCTH KJIETOK MHUEJIOUIHOTO POCTKA.
CyiiecTByeT onaceHue, 4to npuMeHeHue aronuctos TPO-R moxer
CTUMYJIUPOBATh MPOrPECCHPOBAHUE CYLIECTBYIOIHX 3/10KaY€CTBEHHbIX
remMaroJioruueckux 3abosnesanuii, takux kak MJIC. B kinHHuYecKHX
MCCIIeIOBaHUsX NpH npumeHennn aronuctos TPO-R y naumentos ¢
MJIC oTMmeueHBl Ciy4aH TPAH3UTOPHOTO YBEJIMUYEHHMS KOJIMYECTBA
GacTHBIX KIJIETOK, a Takoke ciydau nporpeccun MJIC no octporo
MHEJIOMTHOTO JIEHKO3a.

C uensto moarsepxaenuns auarnoza UTIT mim TAA y naumentos
MOXMIIOrO BO3pacTa ClEAyeT WCKIIOYHTh JpyrHe KJIMHUYecKHe
COCTOSIHMS, TMPOSIBJISIIOLIKECS TPOMOOIMTONEHHEH, B YacTHOCTH,
uckimounts auarto3 MJIC. Cregyer yuecTh BOZMOKHOCTD MPOBEICHHS
NYHKIMH M GHONCHH KOCTHOTO MO3ra Ha MNPOTSHKEHWH TEYEHMs

3abosieBaHus U Teparuu, B 0COBEHHOCTH Yy NalMeHToOB CTapuie 60 JIET,
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NALMEHTOB C CHUCTEMHBIMH MPOSBICHUAMH WM MaTOJOrHYECKUMH
MPOSIBJICHUAMH, TAKUMU KK YBEMUYCHHE KOJIMYECTBA OIaCTHBIX KJIETOK
B neprupepHUecKOii KpOBH.

DddexTBHOCTE M GE30MACHOCTH TPUMEHEHUs daTpombonara s
neyeHuss Apyrux 3aboieBaHMil M COCTOSHHMH, CONpPOBOXKIAIOLIMXCH
TPOMGOLMTONEHHEH, BKJIIOYAs TPOMOOLIUTONECHHUIO nocne
XHMHOTEPANUKd M MHEJIOMCIIACTUYECKUE CHH/POMBI, B HacTOsllee
BpEMsi HE YCTAHOBJIEHBI.

[IpOTHBOMOKA3aHO NPUMEHEHHE

3J1'rp0M60nara JUIsl KOppEeKUHH

TpomboumTonenuu, odycnosnenHoi MJIC, unu ApyruMn COCTOSHUAMH,

Kpome OHOGPCHHBIX MoKazaHuh K NPUMEHECHHUIO, BHE paMoOK
KJIMHUYECKUX MCCIIC0BaHUM.
3nokauecmeenmuie HO8000pa306anus u npozpeccuposanue

3/10KAYECMEEHHbIX HOB00OPA30BAHUL

CyllecTBYeT TeOpeTHYeCKas BO3MOXHOCTb, uto aronuctsl TPO-R

MOTYT  CTMMYIMpOBaTh MPOrpecCHpoBaHHE CYIIECTBYIOMIMX

reMaToJIorMueckux HoBooOpasosanuii, Hanpumep, MJIC.
B xoze kiuHMYeckux uccienosanuii y nauuento ¢ UTIT (n=493) n
BI'C (n=1439) ne [OKa3aHo pa3iiMuMii B 4acTOTE pa3sBUTHUA

3JIOKa4YE€CTBCHHBIX Hosoo6pasosauuﬁ Hin 3JI0KAQYECTBECHHBIX

3ab0s1ieBaHUi KPOBU MEX/1y MalMCHTaMH, MoJiy4yaBIIUMH nnaueﬁo, "

MALMEHTOB € CUCTEMHBIMM TPOSBJICHUAMH WM MaTOJOrHYECKUMH
TPOABACHUAMH, TAKMMU KaK YBE/IHUCHHUE KOJIMYECTBA ONaCTHBIX KJIETOK
B nepuepryecKOi KpOBH.

DddektupHocTs M Ge30NaCHOCTH NMPUMEHEHHs snTpombonara Ui
NeyeHus Jpyrux 3aboieBaHMI M COCTOSIHMH, CONPOBOXKIAIOLIMXCS
TPOMOOLMTONCHHUEH, BKJIIOUAsS TPOMOOLIUTONIEHHIO nocie
XHUMHOTEpANMM ¥ MHEJIOANCILUIACTHYECKUE CHHIPOMBI, B HacTOsLIee
BpeMsl HE yCTAHOBJICHBI.

[IpoTHBOMNOKA3aHO NPUMEHEHHE

3nTp0M6onara JUI11 KOppEKUUWH

TpomGouuTonenuu, ooycaosnenHoi MJIC uiau 1pyrumMu COCTOSIHUSIMH,

KpoMe OHO6PCHHLIX MoKa3aHuh K NPUMEHEHUIO, BHE paMoOK
KJIMHMYECKHUX MCCIICI0BAaHUM.
3nokauecmeennuie H060006pazosanus u npozpeccuposanue

3I0KAYECMBEEHHbIX HO800OPA308aAN UL

CyllecTByeT TeOpeTHYEeCKas BO3MOXKHOCTb, uTo aronuctsl TPO-R

MOTyT CTUMYJIMPOBATh NPOrpeccUpoBaHHE CYIIECTBYIOLINX
reMaToJIOrH4ecKuX HoBoobpasosanwuii, Hanpumep, MJIC.

B xoje KiMHHYecKkuX Mccreaopanuii y namupento ¢ UTIT (n=493) u
BI'C (n=1439) ne

3JIOKAYE€CTBCHHBIX

TMOKa3aHo pa3mlquii B 4acTOTE€ pa3BUTHUA

HOBOO6p830BaHHﬁ Wi 3JIOKaYE€CTBCHHBIX

3abo0sieBaHU KPOBH MEX/ly NMalUMEHTaMH, MOJy4YaBIIMMH nnaue6o, H
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NalMeHTaMH, MOJTy4aBIIUMH dTpoMbonar.
1o cornacyercs ¢ UHGOPMALHEH, MOJy4eHHON B X0/1e JOKIMHUYECKUX
UCCIICI0BAHUiL, B KOTOPBIX He ObLIO  MMOJIyYEHO CBHACTEILCTB

30KAYeCTBEHHOH  mponudepaudu  KIETOK Npu  MHKyOauuu B

npucyTcTBMM nTpombonara knetounbix uhui MJIC, KIeTOUHBIX
JIMHMI Pa3MYHBIX THIOB JIEHKO3a M KJETOYHBIX JIMHHHA CONMJIHBIX

OﬂyXOJ'ICﬁ (TOIICTOFI KHUIIKH, npencmmnbﬂoﬁ JKeJie3bl, SSUYHUKOB M

JIETKHX). JIETKHX).
Llumozenemuyeckue __ aQHOMAiuu U ___paseumue MJIC/ocmpozo | Llumozenemuueckue __auomaiuu U ___paseumue MJIC/ocmpozo

MaLMeHTaMHu, N0J1y4aBLIMMHU 2ITpoMbonar.
D10 cornacyercs ¢ HHPOpMaLHUEii, NOTYyYEHHOM B XO/1e IOKJIMHMYECKUX
UCCNIEZIOBAHMI, B KOTOPHIX He OBUIO MOJIy4€HO CBH/ICTEILCTB

3JI0KAYeCTBEHHON  mponudepaly  KIETOK INpU  MHKyOauuu B

npucyTcTBUM antpombonara kinetounbix unuii MJIC,  kinetouHbix
JIMHMI Pa3MYHBIX THIIOB JIEHKO3a M KJIETOYHBIX JIMHUH COJNMIHBIX

onyxosel (TOJCTON KHIIKH, NpEICTATEebHON JKele3bl, AUYHUKOB U

MUENOUOHO20 _N1etiko3a YV _NAayuenmos ¢ mAICe/I0U __aniacmuyecKkol

anemue
M3BeCTHO, YTO LIUTOr€HETHUYECKHE AHOMAJIMH BCTPEUYAIOTCS Y MALMEHTOB
c TSOKEJION arIaCTUUECKOMN aHEeMUEH. Her JIAHHBIX,
CBU/ETEJIBCTBYIOIMX, YTO BJITPOMOOMNAr CrocoGCTBYET MOBBILICHHIO
pHCKa Pa3BUTHs LIMTOTCHETHYECKUX HApYLICHHA Y NALMEHTOB ¢ TAA.B
KJIMHMYECKOM HcciegoBannu asitpombonara 11 dasel y nauueHros ¢
TSDKEJION anjacTUYecKoil aHeMHUel 4acTOTa HOBBIX LMTOrCHETHYECKHX
aHomaHii 6bita otMeueHa y 19% nauuenToB [8 u3 43 nauueHtos (y
MATHM U3 HUX OBUTH OTMEYeHbl M3MeHeHus B xpomocome 7]). Cpeanee
BpeMs  pa3BUTUS  LIMTOrCHETUYECKMX  aHOMAHii

oT Hayajna

MCCIIEIOBAHUSA COCTABHIIO 2,9 MecsIEeB.

MUEIOUOHO020 _IelK03a YV NAyueHmos ¢ mAdCeon _aniacmuieckou

anemueu
W3BECTHO, YTO IIUTOrE€HETHUYECKHE aHOMAJIMH BCTPEYAIOTCS Y MAllHEHTOB
c TSOKEIOH anIacTHYecKon aHEeMMEH. Her JIAHHBIX,
CBHJICTENLCTBYIOIIMX, YTO ITPOMOONAr CrocoGCTBYeT MOBBILICHHIO
pHCKa Pa3BUTHS LMTOTEHETHYECKUX HapyleHHi y mauuentos ¢ TAA. B
KJIMHMYECKOM HccrenoBanuu antpombonara II ¢asel y mauueHTos ¢
TSOKEJION ariacTHYECKOi aHeMHEl YacToTa HOBBIX LIMTOTEHETHYECKHUX
anoMauuii 6bia otMeuena y 19% naumenToB (8 u3 43 nauueHToB, y
MATH M3 HUX OBLIM OTMEUYeHBl W3MeHeHHs B Xpomocome 7). Cpennee
BpeMsl  Pa3BMTHS  LIMTOrGHETUYECKMX  aHOMAasIHii

oT Hayala

HCClIeIOBaHUS COCTaBUIIO 2,9 MECHLIEB.
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B KIMHHMYECKHX MCCJIEA0BaHUsIX aaTpoMbonara y nauueHTos ¢ TAA y
4% natmenToB (5 u3 133) Gbi1 anarHoctuposad MJIC. Cpesnee Bpems
OT Hayajia JiedeHus d3aTpomMOOnaroM /0 IOCTAHOBKM JIMAarHosa
cocTaBwiIo 3 Mecslia.

Jlna nauueHtoB ¢ TAA, Ppe3HCTEHTHBIX WM TPEABApUTEIBHO
NpOLIEAINX KypC HMMMYHOCYNPECCHBHOHM Tepanuy, PeKOMEHAyeTcs
LIMTOTEHETHYECKOE MCCIIEJOBAHKE acupara KOCTHOrO MO3ra 10 Havyaja
Tepanuu 31TpoMBOnaroM, CrycTs 3 Mecsua Nocjie Havaja JIeYeHUs U
yepe3 6 MecALEB M0c/e OKOHYaHUs NpUMeHeHus dTpombonara. Eciu
06HAPYKMBAIOTCS HOBBIE LIATOTCHETHYECKUE AHOMAJUH, HEoOXoauma
OLIEHKA 11€/1eCO000Pa3HOCTH MPOIOKEHHS TePAITiH 3ITPOMOONIArom.
Kamapaxma

B TOKCHKOJIOTHHMECKMX MCCIIE0BAHUSAX diTpoMbonara y rpbi3yHOB
BBIABIANACH KaTapakTa. PeKOMEHJOBAaHO MUIaHOBOE HabmoaeHue
MAlLMEHTOB Ha NPEJMET Pa3BUTHS KaTapaKThl.

B KOHTPOJMpYEMBIX HCCIEJIOBAaHMSX C Y4YaCTUEM MALUMUCHTOB C
tpomGouuronenueii u BI'C, koTopeie monyyanu je4eHHe Ha OCHOBE
untepdeporos  (n=1439), coobmanock 0  MPOrpecCHpOBAHHN
KaTapakThl, CyIECTBOBABIIEH HCXO/HO, UK O MOSABJICHUH KaTapakThl y
8% mauueHTOB B rpymnre snrpoMbonara U 5% NalMEHTOB B rpymnne

ruiane6o.

B KIMHMYECKHMX MCCIIeI0BaHuUsIX daTpoMbonara y nauueHTo ¢ TAA y
4% nauuentos (5 u3 133) 6611 anarsoctuposan MJIC. Cpesinee Bpems
OT Hayazja JieyeHus SATpomMOONaroM 10 MOCTAaHOBKM JMAarHosa
cocTaBuIIo 3 Mecsiua.

Jns

NpOLIEAIIMX KypC HMMMYHOCYNPECCHBHOM TepanuH, PeKOMEH/YeTCs

nauMeHToB ¢ TAA, PpPe3MCTEHTHBIX MM [PE/BAPUTEIILHO

LMTON€HETHYECCKOE UCCJIC/IOBAHUE acupaTa KOCTHOIO MoO3ra J10 HavyaJjia
TEeparnuu 3ﬂTp0M60HaI‘0M, cnycTs 3 Mecsla 1ocjie Hayalia JICUECHUA U
qepes 6 MECHLIEB M0CJIC OKOHYAaHUA NMPUMEHEHUA 3m‘p0M6onara. Ecnu
OGHapy)KHBaK)TCSI HOBBI€ LIUTOICHETUYECCKHUE AaHOMAJIUH, HCOGXO/],HMa
OIICHKa uenecooﬁpasﬂocwl MPOJOJDKEHUS TEparnuu 3HTpOM60l‘lal"0M.
Kamapaxma

B TOKCHMKOJIOrMYECKUX HUCCJICJIOBAHUAX 3nTp0M60nara Y TIpBI3YHOB

BBISIBJIANIACH  KATapakTa. PeKoMeHJI0oBaHO TMlaHOBoe HabmmoneHue
MalUEeHTOB Ha NPEeJMET Pa3BUTHA KaTapaKThl.

B KOHTpOJMpPYEMBIX HCCIEJOBAHMAX C Y4YacTHEM MALMEHTOB C
tpomGouutonenueit u BI'C, xoTopbie mnojiyyaiu JieueHHe Ha OCHOBE
unteppeponoB  (n=1439), coobmanock 0  MPOrPeCCHPOBAHUU
KaTapakThl, CyIIECTBOBABINEH HCXO/IHO, UIIM O TOSIBJICHUH KaTapaKThl Y
8% mauueHToB B rpymmne snTpombonara u 5% NaLMEHTOB B Ipymnre

riane6o.
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Vonunenue unmepsana QT/QTc

Wccnenoanue BausiHus npenapata Ha uHtepan QTc ¢ ydactuem
3710pOBbIX 100POBOJIBLEB, MOTy4aBIIUX diTpoMbonar B o3¢ 150 mr B
CYTKHM, HE BBISBWIO KJIMHHYECKM 3Hauumoro sddekra npenapata Ha
penonsipusaumio cepaua. YanuHenue unrepsana QTc peructpupopanu
B KJIMHMYECKMX HCCIe/IoBaHusX ¢ yyactuem mnanuentos ¢ MTII u
nauuMeHToB ¢ Tpomboumronenuedt, uHduuuposanueix  BI'C.
KimHuueckasi 3HaYMMOCTb JAQHHBIX SIBJICHHI Y/UIMHEHHUS HHTEpBaia
QTc He ycraHoBICHA.

Bhusnue na d)epmu/zam)cmb

B HCCeIOBaHMAX Y XMBOTHBIX nperapat Peponeiin® He okasbiBan
HeOIaronpusATHOTO BIMSHUS HAa GePTHIBHOCTB. DiTpomMboNnar He BN
Ha (epTHIBHOCTE y 0co0el MYKCKOTO M JKEHCKOro ToJia MpH
[PUMEHEHHH B /103aX, B 2-3 pa3a MPEBBILIAIOIMX PEKOMEHIOBaHHBIE
quis yenoBeka (ucxons u3 BenuunHbl AUC y nauuenros ¢ UTIT B noze
75mr/cyT Uy nauueHToB ¢ xponudeckum BI'C B 03¢ 100 mr/cyT).

VYmpama omeema na mepanuio snmpombonazom

Vrpara OTBeTa WJIM HECTNOCOOHOCTh MOUIEPKUBATh KOJIHYECTBO
TPOMOOLIMTOB MPH  JICYEHHH BIATPOMOONAroM B PEKOMEHIyeMOM
JMarasoHe TpedyeT Moucka MPUYHHBI, OOBICHAIOLIEH YTpaTy/moTepio

OTBETA.

Yonunenue unmepsana QT/QTc

Hccenenoranue BnusHus npenapata Ha uHtepsan QTc ¢ yuactuem
3J10pOBBIX JJ0OPOBOJIBLEB, MOTyYaBUIKX daTpombonar B 1o3e 150 mMr B
CYTKM, HE BbIABWJIO KJIMHMYECKM 3HayuMoro s¢ddekra npenapara Ha
penoJsipuzauuio cepaua. YuimHenue uurepsana QTc peructpupoanu
B KJIMHHYECKMX HCClieJoBaHHAX ¢ yuyactHeM mnaunuentoB ¢ UTII u
NalMeHToB ¢ Tpombouutonenuedt, uHpuumpoBanubix  BI'C.
KnuHuyeckast 3HaUMMOCTb JIAaHHBIX SIBJICHMI Y/UIMHEHMs HMHTepBaa
QTc He ycTaHOBIICHA.

Bauanue na hepmunvrnocms

B uccre/I0BaHUAX Y XKMBOTHBIX mperapar Peoneiia® He okasbiBai
HeOIaronpUsTHOrO BIMSHUA Ha (PEPTUIIBHOCTE. DNTpoMOONar He BIHsI
Ha (epTUIBHOCTE y 0co0eil MYXKCKOro M JKEHCKOro rmojia rmpu
NPUMEHEHUH B J103aX, B 2-3 pa3a NMpeBbIAIOIMX PEKOMEH/IOBAHHbBIC
Ui yenoseka (Mcxons u3 BennuuHbsl AUC y nauuentos ¢ UTII B noze
75 mr/cyT u y nauueHToB ¢ xpoHudeckum BI'C B o3e 100 mr/cyT).

Ympama omeema na mepanuio anmpombonazom

VrTpara oTBeTa MIM HECNOCOOHOCTH MMOJUIEPXKUBATh  KOJIMYECTBO
TPOMOOLIMTOB TPH JIEYEHHH SINTPOMOONAroM B PEKOMEHIYyeMOM
JManasoHe TpebyeT Moucka NPHUUYHHBL, 0OBACHSIOMEH yTpaTy/mnoTepio

oTBETA.
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Crapasi pejakuusi

HoBasi pepakuust

Brusnue na ceponozuueckue nokazamenu

Darpombonar 04eHb OKPALLEH, 0ITOMY MOJKET OKa3bIBaTh BIMSIHUE HA
HEKOTOpBIE 1abopaTopHble Mokasarenu. B psje ciyyaeB y nalueHToB,
npusnmasiux npenapat Pesoneiin®, coobuanocs 06 oGecipeurnBanim
CHIBOPOTKM KPOBHM M BIIMSHMM Ha MOKazaTenu obuiero Guiupybuna u
kpeatuHuHa. Eciu  pesysnbTaThl abOpAaTOPHBIX HMCCIE0BAHMHA U
KJIMHUYECKUX HaGIOIeHHH IPOTHBOPEYAT APYT APYTY, TO NPU HATUYHUH
KJIMHMYECKM YCTAHOBJIEHHOM JKEITYXH B ONPECICHUH JI0CTOBEPHOCTH
HU3KMX ypOBHeii 001uero GHIMpyOHHa MOXKET MOMOYb OIHOBPEMEHHOE
onpejieNieHMe  MOKasateneii  amMHHOTpaHcdepas, B  ciydae ke
HEOXKMJAHHO BBICOKMX TMOKa3areseil CHIBOPOTOYHOTO KpeaTHMHHHA
clie/lyeT MPOBOAMTH OLEHKY MOKa3aTelis MOYEBUHbI KpoBH. [loBTOpHOE
1abopaToOpHOE HMCCIIE0BaHHE C HCIOJIB30BAHHEM JIPYTOro MeToja
aHaIM3a TAKKE MOXET [IOMOYb B OMNPEAEICHHH JOCTOBEPHOCTH

JiMarHosa.

Brusanue na ceponozuveckue nokazamenu

Dnrpombonar o4YeHb OKpallieH, MI03TOMY MOXKET OKa3blBaTh BIMSAHUE HA
HEKOTOpbIe JTabOpaTOpHbIe MoKasaTeNu. B psaje ciyyaes y nauveHTos,
npunkMaBnx npenapat Pesoneiin®, coobmanocs 06 obecupednBannm
CBHIBOPOTKM KPOBM M BIMSIHMM Ha rokasatenu obuiero Gunupybuna u
kpeatuHuHa. Eciam pe3ynbTathl J1abOpaTOPHBIX MCCIENOBaHUH U
KJIMHUYECKUX HaOJIIOICHUH POTUBOPEYAT IPYT APYTY, TO NPU HATUYHUH
KJIMHUYECKH YCTAHOBJICHHOM XKENTYXH B ONpPEJIEJIEHUH JI0CTOBEPHOCTH
HU3KHUX YpOBHE# 001ero 6uMpyonHa MoxeT nomMo4b 0IHOBPEMEHHOE
ompejeneHHe  [OKasaTelell aMMHOTpaHcdepas, B  clydae xe
HEOXKUJAHHO BBICOKMX IIOKa3aTesie ChIBOPOTOYHOrO KpeaTHHHHA
clie/lyeT MPOBOUTH OLEHKY MoKa3aTesis MoYeBHHbI KpoBH. [ToBTOpHOE
nabopaTopHOe MCCIIEJOBaHME C MCIOJIB30BAaHHEM JIPYrOro MeToja
aHaNM3a TaKXKe MOXET MOMOYh B OMNPEJIEJCHHH JOCTOBEPHOCTH

JIMarHo3a.

Huxkunen C.B.

¢p MO PEeryIsiITOPHBIM MPOCKTaM

000 «Hosaptuc ®apmar
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