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NMHCTPYKIMA
I[10 MEJUIITMHCKOMY ITPUMEHEHUNIO JIEKAPCTBEHHOI'O ITIPEITAPATA

TPAJIENTAI®

PErMCTPAIIMOHHBIA HOMEP: IT1 N015745/01
TOPIrOBOE HAMMEHOBAHHE: Tpusenrtan®

MEXIYHAPOJHOE HEHATEHTOBAHHOE HAUMEHOBAHME (MHH): okckap6a3enun
JIEKAPCTBEHHASI ®OPMA: CYCIICH3US ISl IpUE€Ma BHYTPb

COCTAB:

1 M3 cycnmeH3uu uis NpUeMa BHYTPb COJAEPIKUT: JCHCTBYIOIIEE BELIECTBO: OKCKapOa3emnuH
60,00 Mr, a Tak)Ke BCITIOMOTATEIbHBIE BEIIECTBA: BO/IA OUUILIEHHAS, COPOUTOJI, TPOIUIICHTIMKOJIb,
[EJUTI0N03a JuceprupyemMasl (MUKPOKPHUCTAIMYECKAs IEJUII0JI03a W KapMeiuio3a HaTpus),
acKkopOuHOBas KHCJIOTA, apoMaTHU3aTop CIIMBOBO-JIMMOHHBII KENThIN 39K020,
METHIIIIaparuapoKcuOeH30aT, MaKporoia creapaTr, HaTpUs caxapuHaT, cOpOMHOBAas KHCIIOTA,
MIPOIIJITIApAruAPOKCUOEH30aT.

ONUCAHME:

Ot moutH 6enoro 70 cnabo KOPUYHEBOTO MM c1ab0 KPAaCHOTO LIBETA CYCIEH3Hs ¢ (PPYKTOBBIM
3araxoM.

DAPMAKOTEPATIEBTUUYECKAS IPYIIIA: IPOTUBOSIMIIENITUYECKOE CPEACTBO.
ATX kox: NO3AFO02.

DAPMAKOJIOTUYECKHAE CBOMCTBA

Mexanuszm oeiicmeusn

dapmakonorndeckas aKTHBHOCTH mHpemaparta Tpunenrtan® (okckap6aszenmuHa) oOycIOBIEHA, B
MIEPBYIO OYepelb, ICUCTBUEM €T0 METa0O0IMTa — MOHOTHIpOKcurpon3BoaHoro (MI'TI). Mexanuzm
neiictBus okckap6azenmna u ero MI'TI cBsizaH, B OCHOBHOM, ¢ 0JI0Ka/I0¥ MOTEHIUAT-3aBUCHMBIX
HATPUEBBIX KaHAJIOB, YTO MPUBOIUT K CTAOMIM3AIUU NepeBO30YyKICHHBIX MeMOpaH HEHMpPOHOB,
UHTUOMPOBAHUIO BO3HUKHOBEHHUS CEPUIHBIX HEHPOHAIbHBIX PAa3piloB U  CHIKEHUIO
CHUHAIITUYECKOI0 MPOBEIACHUS UMITYJIbCOB.

Peanmzanuu MmpOTUBOCYIOPOKHOTO JIEHCTBUSL Tpemapara MOXKET TaKke CI0oCcOOCTBOBAThH
MOBBIIIEHUE TPOBOJAUMOCTH HOHOB KISl U MOYJISILIUS BBICOKOITOPOT'OBBIX KAJIBIIMEBBIX KAHAJIOB.
He oTmedyeHO 3HAUMMOro B3aMMOJEHUCTBHS C HEHUPOMEIUATOPAMH WA MOIYJATOPHBIMU

y4acTKaMHU PELIENTOPOB.
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Dapmakoounamuxa

B skcnepuMeHTaNbHBIX MCCIIEOBAHUSAX Y JKMBOTHBIX IMOKa3aHO, 4To OkckapOazenuH u MITI
00J1aJaf0T BBIPAXKEHHBIM IPOTUBOCYIOPOKHBIM JeHCTBUEM. Y T'PBI3yHOB MPOJEMOHCTPHUPOBAHA
3¢ (EeKTUBHOCTH ITPU T'€HEPATU30BaHHBIX TOHUKO-KIIOHUYECKHUX Cy10pOrax ¥ B MEHbIIEH CTENICHU
— MPU KJIIOHMYECKUX CYAOPOrax; y MaKaK-pe3ycoB C alIOMUHUEBBIMU MMILJIAHTaTaMH OTMEYEHO
KyIHpPOBAHWE WM YMEHBIIEHHWE YaCTOThl PAa3BUTHA XPOHUYECKUX PELUIUBHPYIOIIUX
NapUUAIBHBIX CyZOpOr. Y MBIIEH U KPbIC HE OTMEYEHO Pa3BUTUE TOJIEPAHTHOCTH (TO €CThb
ocialieHus: IPOTUBOCYJOPOKHON aKTUBHOCTH) MPH €KEHEBHOM ITPUMEHEHUH OKCKapOa3ennHa
u MI'TI B TeyeHue 5 qHelt nian 4 Hegellbk COOTBETCTBECHHO.

Knunuyeckas s¢pgpexmusnocmo

DodexTuHocTs  mpenapara  Tpumentan® Opu  OMHIENTHYECKHX — IIPUCTyNax — ObLia
IIPOIEMOHCTPUPOBAHA KaK B MOHOTEPAIHNH, TaK U B COCTaBe KOMOMHUPOBAHHOM TepaIuu y eTel
U B3POCIIBIX.

[penapar Tpunentan® MoXeT NPUMEHATHCSA KAK 3aMeHa JAPYIUX MPOTHBOSIUIENTHIECKUX
CPEICTB B T€X ClydYasX, KOrja Ipd T[PUMEHEHUM IIOCIEAHUX HE JOCTUIaeTcs
YZIOBJIETBOPUTEIBHOIO TEPANIEBTUYECKOTO OTBETA.

DapmakoKunemuka

Bcacvisanue

[locne mpuema BHYTpPh B TaOJIETUPOBaHHOH (popme min B (opMe CYCHEH3MH OKCKapOa3zenuH
OBICTPO U IPAKTUYECKU MOJHOCTBIO (>95%) BcachiBaeTcs B XKeIyJOYHO-KUIIEYHOM TPAKTE U B
3HAUYUTEIILHON CTETIEHH METa0OoJMM3UpyeTcs C oOpa3oBaHHEM (PapMaKOJIOTHYECKH AKTUBHOTO
metabomnuta - 10-monoruapoxcunpounspoguoro (MI'TI). [Tocne onHoKkpaTHOTO MpHeMa npenapara

® maromak B TabneTupoBaHHOH (opme B 03¢ 600 MI y 370POBBIX I0OPOBOJIBLEB

Tpuienran
MY>KCKOTO TI0J1a cpeIHsis MakcuMalibHas koHreHTpanust MI'TI B mrazme kpoBu (Cmax) cOCTaBIIsACT
31,5 MKMOIB/NT, cpeHEe MaKCUMaJTbHOE BpeMsi €€ JOCTHKEHUS (Tmax) - OKOJIO 5 9acoB.

® matomak B (opMe CyCHEH3HH B

[Tocne omHOKpaTHOro mpuemMa mpemapata Tpuientan
no3e 600 Mr y 310pOBBIX JOOPOBOIBIIEB MYKCKOTO 1078 Cmax MI'TI B m1a3mMe KpoBH COCTABIISIET
24,9 MkMOIb/1, Tmax - OKOJIO 6 yacoB. TaOyieTKu W CyCneH3Hsl OKCKapOaszemwHa s mpuema
BHYTPh OWOSKBHBAJICHTHBI, TOCKOJIBKY CpeqHee TreoMeTpuueckoe OTHOMmEHHE Cmax B
PAaBHOBECHOM COCTOSIHUM K IUIOMAAW TOJ (HapMaKOKMHETUYECKOW KPUBOW «KOHIICHTpAIIUS-
Bpems» (AUC) MI'TI npu npuMeHeHHH OJHOKpATHOM 710361 OblI0 B auanaszone ot 0,85 mo 1,06
(90% noBepUTETbHBINA UHTEPBA).

[Tprem numM He BIMSET Ha CKOPOCTH M CTENICHb BCACHIBAaHUS OKCKapOa3ernuHa.

Pacnpeoenenue

Kaxymmiics o6bem pacnpeneneaus MI'TI cocrasnser 49 nutpos. [Tpubmuzurensno 40% MITI
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CBs3BbIBAaETCS € OelkamMH IUIa3Mbl KpPOBH, B OCHOBHOM C albOyMHHOM. B TepameBTHUecKOM
JUaria30He CTETCHb CBSA3BIBAHUS HE 3aBHCHT OT KOHIICHTPAIIMM OKCKapOa3emrHa B CHIBOPOTKE
kpoBu. Oxckap6azenus u MI'TI He cBsi3pIBatOTCS C anb(a- | -KUCIBIM TITUKOIIPOTEHHOM.
Oxkckap6a3zenun u MI'TI mpoHukaroT 4epe3 reMaroriarieHTapHbIid 6apbep. B oqHoM ciyvae ObutH
3aperucTpUPOBaHbI CXOAHbIE 3HauUeHus KoHeHTpauuu MI'TI B mia3mMe KpoBH y HOBOPOKIECHHOTO
pebeHka u ero MaTepH.

B dapmakoknHETHYECKUX HMCCIEIOBAaHUSAX TOKAa3aHO, YTO B IIa3Me KpoBH ompenensercs 2%
HEU3MEHEeHHOro okckapbOazenuHa u 70% MITI; octanpHas 4acTh MPUXOAMTCS HAa BTOPUYHBIC
METa0OJUTHI, OBICTPO BBIBOMSIIHMECS W3 TuTa3Mbl KpoBH. PaBHOBecHble koHIeHTparuu MITI B
T1a3Me KpOBH JOCTHMTAIOTCS Ha 2-3 CyTKH IpK npueMe npenapara Tputentan® 2 pa3a B CyTKHU.
Memabonusm

Oxkckap6a3zenuH OBICTPO METa00IM3UPYETCS IIUTO30JIbHBIMUA (PEPMEHTAMH TIEYCHH O aKTUBHOTO
merabonuta MITI, kotopsiii oOycnaBnuBaeT dapmakonorudeckuii 3¢pdext npemapara. MITI
MOABEPracTcs JalbHEHIIEH KOHBIOTAllMd C DNIIOKYPOHOBOM KucCiIoTOW. He3HauuTensHOe
komuecTBoO MITI (oxomo 4% 103b1) OKHCISAIOTCS ¢ 00Opa30BaHHEM HEAKTUBHOTO MeTabonmTa
(10, 11-guruapoxcunpousBoanoe, AI'TI).

B paBHOBecHOM coctosiHnm (papmakoknHeTnueckue napameTpsl MI'TI muHeHHbBI 1 10303aBHCUMBI
B Auana3oHe cyTo4HbIX 103 300 - 2400 mr.

Buigeoenue

Oxkckap06a3ernuH BbIBOJUTCS U3 OPraHu3Ma B OCHOBHOM B BUJI€ META0O0JIUTOB, MPEUMYIIIECTBEHHO
nmoukamu. bomee 95% nmo3bl BBEIBOAMTCS IOYKAaMH B BHAE MeTaOoiuTOB, MeHee 1% - B
HenzMeHeHHOM Buje. Okoo 4% 036l BRIBOIUTCS Yepe3 kumedHuk. [Ipubmusutensao 80% 10361
BbIBOAUTCS B Buje MI'TI kak B Buze riitokypoHus1oB (49%), Tak u B Buae Heusmenennoro MI'TI
(27%); neaxtusHnblil AI'TI cocraBnser okono 3%, KoHbIOTaThl OKcKapOasenuHa — okosio 13% ot
JTO3BI.

Oxkckap0Oa3enuH OBICTPO BBIBOJIUTCS U3 IIA3Mbl KPOBH, KKYIIUKUCS MEPHUOJ MOTYBBIBEICHUS
cocrasisieT 1,3 — 2,3 yaca. B ominune oT okckapOa3enuHa, KaxyIuics: Iepruo/] MOTyBbIBEICHHS
MI'TI cocraBisieT B cpeanem 9,3+1,8 yaca.

DapmakokuHemuKra y omoenbHulx 2pynn nayueHmos

Tayuenmoi ¢ HapywieHuAMYU PYHKYUU NeYeHU

dapMakOKMHETHYECKHE TMapaMeTpbl U MeTabonmm3M oOkckap6azenmna u  MITI  mocne
OJIHOKPATHOTO TpHeMa BHYTPh B 103¢ 900 MI OIEHWBaIM Yy 3J0POBBIX JOOPOBOJIBIIEB M Y
MAIMEHTOB C HapyUIeHUsIMH QYyHKIMY neyeHu. Hapymienus GyHKIMY Ne4eHu JIerkKon U cpeHei
CTETIEHU TSDKECTH HE BIMSIOT Ha (papMaKOKMHETHUYECKHE MapaMeTpbl okckapOasennna u MITI.

dapMaKOKHMHETHKA MPU HAPYLICHUAX (PYHKIIMH MIEUEHH TSXKEIION CTEIIeHN HEe N3ydeHa.
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Tayuenmul ¢ napywenusamu GyHKyuu novex

CymecTByeT NHMHEWHAs 3aBUCUMOCTh nodyeuHoro kinupenca MI'TI ot knupeHca kpeatuHuHa. Y
NAlMeHTOB C HapyLICHUSMH (QYHKIMU TouyeK (KiIMpeHc kpeaTmHuHa <30 MII/MHH) TOCie
omHokpatHoro npuema 300 Mr okckapb6azennHa nepuo nonyBsiBenenust MI'TI yBenumunBaeTcs Ha
60-90% (1o 16-19 yacoB), a AUC yBenuuuBaercs B 2 pasa.

Jlemu

Kinpenc MI'TI, ckoppekTHpoBaHHBI O Macce Tela, CHIXKAETCA y JETEH C yBEINYEHHEM
BO3pacTa W Macchl Tesa, NpUOMIKasch K KIUpPEeHCy Yy B3pocibiX. CpeaHuii KIMpeHc,
CKOPPEKTHUPOBAHHBIN 110 Macce Tena, y 1eTel B Bo3pacte oT 1 Mecana 1o 4 net B cpeaHeM Ha 93%
BBIIIIE, YeM Yy B3pocibix. Takum oOpazom, mpeanosaraercs, yro AUC MITI y ngereit srtoii
BO3PACTHOM rpynibsl OyneT B 2 pa3a MEHbILIE TAKOBOW Y B3POCIBIX MPU MPUMEHEHUH OJIMHAKOBBIX
1103 (TIpU KOPPEKIMHU 1Mo Macce Tena). CpeqHuii KIIUPEeHC, CKOPPEKTUPOBAHHBIHN IO Macce Tena, y
nered B Bo3pacte oT 4 1o 12 net B cpeanem Ha 43% Bblile, yeM y B3pociaslX. [Ipenmnonaraemas
AUC MITI y mereit 3TOi BO3pacTHOM TIpymIbl cOCTaBIsAeT 2/3 OT TaKOBOW Yy B3pPOCIBIX IPH
IPUMEHEHNHU OJIMHAKOBBIX 7103 (MIpH KOppeKLuu 1o Macce Tena). [Ipeanonaraercs, yto y nerei B
Bo3pacTe OT 13 ner um crapumie 3a CYeT YBEJIWYEHHS Macchl Tena kiupenc MITI,
CKOPPEKTUPOBAHHBIN 1O Macce Tena, COoTBeTcTBYeT kiaupency MI'TI y B3pocibIx.

bepemennvie nayuenmxu

Bo Bpems GepeMeHHOCTH B OpraHu3Me MPOUCXOANT Psifl PU3HONIOTUYECKUX U3MEHEHUH, KOTOpbIe
MOTYT MPUBOJUTH K MOCTENIEHHOMY CHUKeHHIO ypoBHs MI'TI B mima3zmMe KpoBH B 3TOT nepuo (cu.
pa3zoen «llpumenenue npu bepemeHHOCMU U 8 NEPUOO 2PYOHO20 BCKAPMIAUBAHUAY ).

Tooicunvie nayuenmol

[ocne npuema mnpemapata Tpunentan®

onHokpatHo (B no3e 300 Mr) U moBTOpHO (B
no3e 600 mr/cyT) y moxxuiibix 1o0poBoibiieB B Bo3pacte 60-82 neT Cmax 1 3HaueHUsT AUC mist
MITI 65111 Ha 30-60% BBIIIIE, TTO CPABHEHHUIO C TEMH K€ MIOKA3aTEISIMHU Y MOJIOJIBIX T0OPOBOJIBIIEB
(18-32 neT), uTO CBSA3aHO C BO3PACTHHIM YMEHbBILICHHUEM KIMPEHCAa KpeaTUHUHA.

Lon

He ormeueHo xakux-nmnbo paznuuuii B (papMaKOKMHETHUECKUX MapaMeTpax B 3aBUCHMOCTH OT

ImoJjia B ACTCKOM, B3pPOCJIOM HJIX ITOKHUIIOM BO3pacTe.

ITIOKA3AHWA K IPUMEHEHHAIO

o [IpocTteie, crOXHBIE MapUUAIbHBIE SHNWICNTUYECKUE MPUCTYNBI, C BTOPHUYHOI
reHepaiu3anuei wim 6e3 Hee y B3pOCIbIX U JIeTel B Bo3pacTe oT 1 Mecsia u crapiie.

o ['eHepann30BaHHbIE TOHUKO-KJIOHUYECKUE SMHJIECNTHYECKHE MPUCTYIMHI Y B3POCIBIX U

JieTel B Bo3pacTte oT 1 Mecslia u crapiie.
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ITPOTUBONIOKA3AHUSI

° [oBblmIeHHass YyBCTBUTENBHOCTh K OKCKapOa3enuHy WM JIIOOBIM JAPYTHM KOMIIOHEHTaM
nmpenapara.

o [ToBbIIEHHAS! 9yBCTBUTEIBHOCTD K 3CIUKApOa3CHHY.

. Herckuii Bo3pact o 1 Mecsiia.

C OCTOPOXKHOCTBIO

Cnemyer ¢ OCTOPOKHOCTBIO  INpPHUMEHATh IpenapaT |y MAIUEHTOB C  HM3BECTHOU
TUIIEPUYBCTBUTENBHOCTBIO K KapOamas3enuHy, Tak Kak Yy OTOW TIpynmnbl MalUEeHTOB
npubimsutensHo B 25-30%  ciayyaeB  BO3MOXKHO — Pa3BUTHE  pPEAKUUH  MOBBILICHHOM
YyBCTBUTEIBHOCTH K OKCKapOasemuHy. Y NaIlMeHTOB 0Oe3 aHAaMHECTUYECKUX YKa3aHUW Ha
TUIIEPUYYBCTBUTENBHOCTh K KapOamMa3enunHy, TakKe BO3MOKHO Pa3BUTHE PEaKLUi MMOBBILIEHHON
YyBCTBUTEJIBHOCTH Ha IIpenapaT, BKJI0Yasl IOJIMOPTaHHbIE HAPYILICHHUS.

[pumenenue npenapara Tputentan® y narueHToB ¢ HapyIIeHUAMH (GYHKIUH TIEYEHH TSKEI0i
CTETIEHU HE U3y4asioCch, TO3TOMY HEOOXOIUMO MTPUMEHSTH IpenapaT y 3TO! KaTeropruu NaeHToB

C OCTOPOXHOCTBIO.

IIPUMEHEHME MIPU BEPEMEHHOCTH U B IEPUOJ T'PYIHOI'O BCKAPMJIMBAHUS
bepemennocmo

Pezrome puckos

JleTy manueHTOoK ¢ SMUIIETICHEH Yalle IPYruX MpeIpacroiokeHbl K BOSHUKHOBEHUIO HAPYIICHHA
pPa3BUTHSA, B TOM YHCJI€ BPOXKIEHHBIX ITOPOKOB.

Haubonee dwacTeIMM TOpOKaMU pa3BUTHUS Yy JETEH, MaTepu KOTOPHIX MOIydYaTH TEpaIuio
OKCKapOa3enmmHOM BO BpeMsi OEpEeMEHHOCTH, ObLIU: JAehEKT MEKIPEICEPIAHON TMEepPErOpOIKH,
nedeKT mpeacepIHO-KeyI0UYKOBON MEPETrOpOAKHU, paciieIMHa TBEPAOTro Heba U BEpXHEH TI'yOsl,
cugapom Jlayna, aucmiazusi Ta300€ApeHHOro cycTraBa (Kak OJHO-, TaK W JBYCTOPOHHSIS),
TyOepO3HBIN CKIIEPO3 U TIOPOKH PA3BUTHUS yXa.

[To nanapiM CeBepoaMepukaHCcKoro peructpa 6epemennbix u peructpa EURAP (EBponetickuii u
MEXTyHApOJHBIN PETUCTP MPUMEHEHUS TPOTHUBOIMUIICITUYECKUX CPENICTB MpU OEPEMEHHOCTH),
pacpoCTpaHEHHOCTh TPYOBIX MOPOKOB Pa3BUTHS, OTHOCSIIMXCS K CTPYKTYPHBIM aHOMAJHSIM,
TpeOyIOIIMM  XHPYpPrU4ecKod, MEIUKaMEHTO3HOM WIM  KOCMETHYECKOH  KOPPEKIuH,
TUarHOCTHPOBAHHBIX B TeueHHe 12 Hemenp Tmocie pokiaeHus, cocrtaBimsia 2,2% (95%
JIOBEPUTENbHBIN HHTEpBa oT 0,6 110 5,5), a pu omeHke yepe3 1 roja mociae poxkaCHUS COCTaBHIIA

3,0% (95% noBeputenbHBI HHTEpBAT OT 1,4 10 5,4) COOTBETCTBEHHO CpeAn OEpeMEHHBIX,
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NPUHUMABIINX B TIEPBOM TpHUMECTpe OKCKapOa3enmuH B MoHOTepanud. [lo cpaBHEHHIO C
OepeMEeHHBIMH, HE TOJYYaBIIUMH TEPaNUI0 KAaKUMHU-THOO  MPOTHUBOIMMICHTHYECKUMHU
npenapaTtaMu BO BpeMsi OEpEeMEHHOCTH, OTHOCHUTEIbHBI PUCK Pa3BUTHUS MOPOKOB PAa3BUTHUA Y
nereit coctaBun 1,6% ¢ noBeputenbHbIM HHTEPBATIOM 95% ot 0,46 no 5,7.

JlanHble 0 OCpeMEHHBIX IKEHIIMHAX C OMHJICNICHEH, IONy4YaonMXx OKCKapOa3enuH, |
HEPOJKICHHBIX JIETSIX, TOIBEPTaBIINXCs BO3ICHCTBUIO OKCKapOa3enruHa BO BpeMsi OEpeMEHHOCTH,
OCTAIOTCSl HEOJHO3HAuHBIMU. OJHAKO HENb3S MOJHOCTHIO HMCKIIOYHTH PHUCK IMOTCHIUAIBHOM
TEpaTOreHHOCTU M HapYyUICHUH Pa3BUTHUS HEPBHOW CHCTEMBI.

Knunuueckue pexomenoayuu

Ecnu mamueHnTka miaHupyeT OepeMEHHOCTh WM OepeMEHHOCTh TUarHOCTUPOBaHA BO BpeMs
NpUMEHEeHHs Tperapara, a TakXKe IMPH BO3ZHUKHOBEHMM BOMpPOCAa O NPUMEHEHHUH Ipernapara
Tpunentan® B mHepuoa OGEPEMEHHOCTH HEOOXOAMMO TINATEIBHO COMOCTABHUTH OKHIAEMBIC
MPEUMYIINEeCTBa TEpaud W BO3MOXHBIM PUCK HAPYIICHWW pa3BUTHS IUI0AA, OCOOEHHO B I
TpuMecTpe OEpeMEHHOCTH.

[Ipu GepeMeHHOCTH ClleAyeT MPUMEHATh MUHUMAIIbHBIE A QEeKTHUBHBIE 03B Ipenapara.

ITo BO3MOXHOCTH KEHIIMHAM C COXPAHEHHBIM PETPOAYKTHBHBIM ITOTEHIIMAIOM PEKOMEHTYETCS
Ha3HayaTh Tpenapat Tpuientan® B Ka4eCTBE MOHOTEPATIHH.

BeposTHOCTh BpPOXXKICHHBIX aHOMANUM y JeTei KEHIIMH, MOJIY4YaBIINX KOMOWHHPOBAHHYIO
TEpPaIuIo, BHIIIE, YEM Y TE€X, KTO MOJIy4a]l MOHOTEPAIHIO.

[TanmenTka NOWKHA OBITH MPEXYNpEXkIeHa O BO3MOXKHBIX HApYIICHHAX Pa3BUTHA IUIOA U
HEOOXOAMMOCTH ITPOBEICHNS aHTCHATAIBHON THAarHOCTUKH.

Bo Bpems OepemeHHOCTH He cledyeT MpepbiBaTh 3((HEKTUBHOE MPOTHBOANUICTITUIECKOE
JeYeHHEe, TIOCKOJBbKY MpPOTPecCHpOBaHUE 3a00JEBaHUS MOXKET OKa3bIBaTh OTPHIATEIBHOE
BIIMSHUE HA MaTh U IIJIOA.

Koumpons u npogpunaxmuxa

W3BectHO, 4YTO BO BpeMs OEpEeMEHHOCTH pa3BUBaeTcs AePUUUT (HOTUEBOM KHUCIOTHL.
[IpoTHBOSIIMIIENTHYECKUE CPEACTBA MOTYT YCUIMBATh ATOT ACUIHT, MPEACTABISAIONINN OJHY U3
BO3MOJKHBIX NTPUYHMH HapYIICHUH pa3BUTHUS IUIOJA, OITOMY PEKOMEHIYETCS TOTIOTHUTEIbHBIN
npueM npenaparoB (HOIMEBOH KUCIOTHL.

[Ipy npumMeHeHuMu mpemapara BO BpeMs OEpeMEHHOCTH HEOOXOAMMO YUYUTHIBATh, 4TO
($U3HOIOTHUECKUE U3MEHEHUS, IIPOUCXOSIINE B OPraHU3Me B 3TOT MEPUOJI, MOTYT IPUBOAUTH K
MOCTENICHHOMY CHIDKCHHIO YpOBHs 10-MOHOTHIpOKCHUTIPOU3BOAHOTO OKckapOaszernuaa (MI'TI) B
wia3Me KpoBu. [l OCTIDKEHHS MAaKCHMaJbHOTO KOHTPOJIS CHMITOMOB 3a00JIeBaHUS Yy
OepeMEeHHBIX HE00XO0AUMO PETYJISIPHO OLIEHUBATH KIIMHUUECKUH 3P PEeKT mpenapaTa 1 onpeieisTh

koHueHTpauuto MI'TI B rumasme kpoBu.
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Onpenenennie ypoHs MI'TI B m1a3me KpoBH Tak)Ke peKOMEHIyETCS MPOBOJIUTH B MOCIEPOIOBOM
nepuozie, OCOOCHHO B CIIydae, €CJIM BO BpeMs OEpEeMEHHOCTH J103a Tpernapara Oblia MOBBIIICHA.
Hoeopooacoennvie

Hmerotcst cooO1ieHnst 0 TOM, YTO IPUMEHEHHE MPOTUBOAMMICTITUYECKUX MTPETapaToB BO BpeMs
OepeMEHHOCTH MOXET MPUBOJUTH K Pa3BUTUIO TIOBBIIIEHHOHW KPOBOTOYMBOCTU Y
HOBOPOXJCHHBIX. B kKauecTBe Mepbl MPEIOCTOPOKHOCTH PEKOMEHIYETCSl IPUMEHEHUE BUTAMUHA
K\ B mocnennue HeCKOIBKO Heellb OEpEMEHHOCTH, a TAK)KE Y HOBOPOXKACHHBIX, MATEPH KOTOPHIX
MOJTy4JaJIl OKCKapOa3enuH.

Oxkckap6azenun 1 MI'TI npoHukaroT yepes mianeHTapHbIil 6apbep.

Hannvie 0OKTUHUYECKUX UCCIe008aHUT

B cTaHmapTHBIX TOKCUKOJIOTHYECKHX UCCIIETOBAHUSAX Y TPBI3YHOB H KPOJIMKOB MPU MPUMEHEHHUH
B J103aX, TOKCHUYHBIX JUJIsl MAaTepUHCKOTO OpraHH3Ma, BBISABIECHBI Takue 3QQEeKThl, KaKk pocT
SMOpHOQETaTHHON CMEPTHOCTH W/HIJIM HEKOTOPOE OTCTAaBaHKME aHTE- U TIOCTHATAILHOTO Pa3BUTHS
noroMcTBa. B 07HOM W3 BOCBMH HCCIENOBaHMNA 3MOpHOQPETaTLHON TOKCHYHOCTH OTMEUEHO
YBEJIMUEHUE YaCTOTHI TOPOKOB PA3BUTHUS MOTOMCTBA Y KPBIC NMPU MPUMEHEHUH OKCKapOa3enmnHa
unu MI'TI B 1o3ax, TOKCHYHBIX JIJI1 MATEPUHCKOTO OpraHu3Ma. B 11eom n1aHHbie uccie10BaHul y
KUBOTHBIX CBUJAETEILCTBYIOT O MaJlOM TEpaTOTEHHOM TIOTEHIHale OKCKapOa3zenuHa mpu
MPUMEHEHUU B J]03aX, IPUMEHSIEMBIX y denoBeka. OTHAKO, TaHHBIX UCCIICIOBAHUH HEAOCTATOYHO
JUTSI TIOJTHOTO UCKJTFOYEHHS TEPATOTEHHOTO Y deKTa.

I'pyonoe éckapmnueanue

Pestome puckos

Okxkckap6azenun u MI'TI Beiensitotes ¢ TpyAHBIM MOJIOKOM. OrpaHUYeHHBIC JaHHBIC YKA3BIBAIOT
Ha TO, 4yTO KoHUeHTpauus MITI B mma3me KpoBM MIAJEHLEB, HAXOIALIUXCS HAa TPYIHOM
BCKapMJIUBaHUM, cocTaBisieT 10 5 % koHueHtpauuu MI'TI B mnasme kpoBu matepu. Xotsd
BO3/ICIICTBUE KaKETCS HU3KUM, HEb3d HCKIIOYaTh PUCK JUIsl MiajaeHua. Takum oOpaszom,
pelIeHne o MPOJOJKSHUH TPYAHOTO BCKAPMIIMBAHHUSI IPH MPUMEHEHUH OKCKapOa3enHa ciaeayeT
NPUHUMATh Ha OCHOBaHHWH MPEUMYIIECTB IPYJHOTO BCKAPMIIMBAHUS M TOTEHIIMATHHOTO PUCKA
no6ouyHbIX 3(hdexToB y mianeHna. Ecnm peGeHOK HaXOIWUTCS HAa TPYJHOM BCKapMIIMBAaHHH,
cienyer HaOMI0aTh 3a HEXKENaTeIbHBIMU SIBICHUSMHU, TaKMMH KaK COHJIMBOCTh M ILIOXas
npubaBKa B Bece.

Ilpumenenue y oemeti 6 so3pacme 0o 1 mecsaya

Her nmannpix 0 Oe3omacHOCTH W 3(h()EKTUBHOCTH TPUMEHEHHUS OKCKapOa3enmuHa y JeTe B
BO3pacTe A0 1 Mecsa.

Bauanue na pepmunvnocmo

Her naHHBIX 0 BIMSIHUM MTpenapara Ha PepTHILHOCTH y YeJIoBeKa. B uccne1oBaHusAX y AKUBOTHBIX
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HE BBISABJIICHO BO37eiicTBUs oKkckapOaszenmaa 1 MI'TI Ha ¢epTriibHOCTE Y 0c00€i 000MX IMOJIOB B
cyTouHbIX n0o3ax 150 u 450 mr/kr cootBeTcTBeHHO. [Ipy npumenennn MakcuManbHbIX 7103 MITI
y C€aMOK, OJHAKO, OTMEYaJOoCh HAapyLIEHHE JCTPAJIbHOIO IMKJIAa, CHM)KEHHE KOJMYECTBA
JIOTEUHOBBIX TE€JI, CHHYKEHHE KOJMYECTBAa UMIUIAHTALUN U YKCia )KUBBIX YMOPHOHOB.
Kommpayenyus

[TanenTKaM ¢ COXpaHEHHBIM PENPOAYKTUBHBIM MOTEHIMAIOM CJEIyeT MPUMEHSATh Halle)KHbIE
METOAbl  KOHTpALCNMH BO BpeMs Tepamuu  OKCKapOa3enuHoM  (HPEANOYTUTENIHHO
HErOpMOHaJIbHbIE, HAIPUMEP BHYTPUMATOUHbIE KOHTPALIEITUBHBIE CPEACTBA), MOCKOJIBbKY MpHU
OJIHOBPEMEHHOM MPUMEHEHHMH C TOPMOHAJIbHBIMU KOHTpAlleNTUBAMH, COAEpPKAIIUMU
STUHWIACTPAINOI WK JIEBOHOPTrecTpen, 3PPEKTUBHOCTD TaHHBIX PENapaTOB MOXKET CHHKAThCS

(cm. pazoen «Bzaumooeticmsue ¢ Opy2umu 1eKapCmMeeHHbIMU CPEOCMBAMUY).

CnoCcoBb NIPUMEHEHMSA U 10351

®

[Ipenapar TpuienTtan® MOXHO IPUMEHSTh KaK B MOHOTEPAITUH, TaK U B KOMOWHAIMU C APYTUMH

TIPOTHBOSIMJIENTHYECKUMH TIpenapartamMu. B o6oux ciydasx jnedenue npenapatom Tpunentan®

HAUMHAIOT C KIMHUYECKU 3()(PEKTUBHON 103bI, KPAaTHOCTh MpPHUEMa COCTABISET 2 pa3a B CYTKH.

Jlo3a MoxeT ObITh YBENTMUEHA B 3aBUCMMOCTH OT OTBETa Ha Tepanuio. B ciyyae 3ameHbl Jpyroro

TIPOTHBOSIHJIENTHYECKOTO Ipernapara mnpemapatoM Tpuientan® B Hauale 3aMeHBI CIeELyeT

TIOCTENEHHO CHIKATh 1103y 3aMeHAeMOro Tpenapata. IIpu npumenenuu npenapata Tpunentan® B

cocTaBe KOMOMHHUPOBAHHOW Tepamuy MOXKET MOTPeOOBaThCsl CHUKEHHE J03bl OJHOBPEMEHHO

MMPUMCEHACMBIX IPOTUBOIMHUIICIITHYCCKUX IIPEIIApPaTOB n/unu 6onee MCEIJICHHOC IOBBIICHUE O03bI

npenapata Tpunentan®.

®

[Ipenapat Tpunenran  MOXHO IPUHUMATH BHE 3aBUCUMOCTH OT IIpUEMa MUIIH (BO BpeMsl, I10CIIE

€Il WIIK B TPOMEXYTKAaX MEX]Ly pUEeMaMH MHILN).
®

Taonuua nepecuema 003wt npenapama Tpunrenman® uz mz 6 ma
Jlo3a B Musuiurpammax (mr) Jo3a B Musmmiintpax (M)
10 mr 0,2 M
20 mr 0,3 mn
30 mr 0,5 ma
40 mr 0,7 mn
50 mr 0,8 M
60 Mr 1,0 M
70 Mr 1,2 M
80 mr 1,3 mn
90 Mr 1,5 mi
100 mr 1,7 mn
200 mr 3,3 M
300 mr 5,0 mn
400 mr 6,7 MII
500 mr 8,3 mn
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600 mr 10,0 mn
700 Mr 11,7 ma
800 mr 13,3 mn
900 Mr 15,0 M
1000 mr 16,7 mn

HNHCTpYKUIMH 110 NPUMEHEHHUIO CYCTIEH3MH 1JIS1 IpUeMa BHYTPb

[lepen npuemMoM cycrieH3uu JUIst IpueMa BHYTPb (JIaKOH CIIEAYET TIIATEIbHO BCTPSIXHYTh U Cpa3y
K€ OTMEPUTH HEOOXOAMMOE KOJIMUECTBO cycrieH3uu. HyxHyro 103y (Mi1) HaOupatot u3 (riakona
C TMOMOIIBIO TpritaraeMoro mipuna. [Ipu ucnonb3oBanuu mmpuiia Ha 10 Mt (mocTaBisieMoro ¢
¢akoHoM Ha 250 MI - UIS B3pOCIBIX U JETEH CTapIIero BO3pacTa) KOJIWYECTBO CYCIIEH3UU
ciemyet okpyriath 1o 0,5 mut. [Ipu ncnonb3oBanuy mmnpuna Ha 1 Mit (OCTaBIsEeMOro ¢ (PIIaKOHOM
Ha 100 M - mus geTed MuaAmIero BO3pacTa) KOJMYECTBO CYCHEH3HH CIEIYET OKPYIJISITH 0
0,1 mu. TTocne kaXkAOro UCHOIB30BAHUS CIIEAYET IIOTHO 3aKPBITh (JIAKOH U MPOTEPETH LITPHUIL
YUCTOM CyXoil TkaHblo. CyCHEH3UI0 MOXXKHO IPHUHHMMATh HENOCPEACTBEHHO W3 IUNPULIA WIH
pa30aBIATh HEOOIBIIUM KOJTMUECTBOM BOJIBI IEPE] IPHEMOM.

OTKpBITHINA (ITAKOH XpaHUTH HE OoJiee 7 HeNeb.

CycneHnsus [uisi mpueMa BHYTpb U TaOJeTKu OWOASKBUBAJCHTHbI W B3aHMO3aMEHSIEMbI B
SKBUBAJIECHTHBIX J]03aX.

Tepanestuueckuii 3pdext npenapara Tpunentan® (okckapbasenuHa) oOYCIOBIEH, B TIEPBYIO
odepesib, 1ecTBrueM ero Mmerabonura, MITI.

PyTtunHoe omnpesneneHne KOHICHTpanuu OKckapOasenuHa wiaun MITI B mmasme KpoBH He
onpasaaHo. OnHako KOHTpoJib KoHIeHTpauu MI'TI B miasme KpoBU MOXKET UCIIOJIB30BATHCA AJIS
YTOYHEHHS COOJIIOJICHUS peXUMa MpueMa mpernapara nanueHToM (KOMIUIAEHTHOCTH) WM B TEX
CUTyaIUsAX, KOTJa BO3MOXXHO m3MeHeHue kimpeHca MITI, mampumep, m3aMeHeHHe GyHKIUUA
MoyeKk, OepeMeHHOCTb, OJHOBPEMEHHOE MpPUMEHEHHE C TMpenapaTaMd HHAYKTOpaMu
«TIEYCHOYHBIX» (PepMEHTOB. B BBIIIECNIEPEUNCICHHBIX CUTYAIUAX CIEyeT KOPPEKTUPOBATh 103y

npenapara Tpunenran®

¢ yuetoMm koHneHTpauuu MI'TI B miasme kpoBu (M3MmepstoT uepes 2 - 4
yaca IocJie mpruema), KoTopyro ciaeyeT MoAAep KUBaTh Ha ypoBHE <35 Mr/.

B3pocnvie

Monomepanus u KoMOUHUPOBAHHAS MeEPANUSL

Hauanvuas ooza

HauanpHas no3a cocrasnser 600 mr B cyTku (8-10 MI/KT Macchl Tena B CyTKH), pa3/iejieHHas Ha 2
npuema. [Ipu HeoOXO0IMMOCTH BO3MOKHO IMOCTENEHHOE YyBEJIWYEHHE J03bl HE OoJjiee YyeM Ha
600 Mr/cyT ¢ HHTEpBaJIOM MIPUMEPHO B | HEAEIIO O TOCTHIKEHHS KETTaeMOT0 TePAleBTHYECKOTO

OTBCTA.

Iloooepocusarowas 0oza
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Xopomuid TeparneBTUISCKUA OTBET Habmomancs B auana3one 03 600-2400 mr B cyTku. Y
OOJBIIMHCTBA MAITUEHTOB HAOJIIOIACTCS XOPOIIHiA KInHUYecKuil 3 dext mpu goze 900 mr/cyT.
MaxkcumanvHnas pekomeH008aHHAs CYMOYHASA 003A

VY nmnaunueHToB, paHee HE MOJYYaBIIMX TEpanuio MPOTUBOAMMIECHTHYECKUMU CpPEICTBaMH,
s dexTuBHas 103a B MOHOTEepanuu coctabiset 1200 mr/cyT, y panee moiaydaBmux — 2400 Mr/cyT.

B KOHTpOJHpPYEMBIX MCCIeJOBAHUAX IpUMeHeHHe Tpenapata Tpusentan®

B CyTOYHOH J03€
2400 Mmr B cocTaBe KOMOMHHMPOBAaHHOW Tepamuu 0Oe3 CHWXKEHHMS JO03bl  JAPYroro
IPOTUBOAUIIEIITUYECKOTO cpeacTBa COIIPOBOKIATIOCH TUIOXOM MEPEHOCUMOCTBIO
IIPEUMYIIECTBEHHO U3-3a Pa3BUTHsI HEXKENATENIbHBIX SIBICHHH CO CTOPOHBI LIEHTPAIbHON HEPBHOM

cuctembl. CHcTeMaTHYecKoe NpUMeHeHHe npenapata Tpuentan®

B CYTOYHOHM J103€ BBILIE
2400 Mr He U3y4anoch.

B ycrnoBusix cranmmoHapa ¢ HaJIJIeKalluM KOHTPOJIEM 103y yBenmuuuBaiu o0 2400 mr/cyt B
TeueHue 48 4acos.

OneIT npUMEHEHUs NTpenapaTa B cyTouHol fo3e 4200 Mr kpaiiHe OrpaHUYEH.

Jlemu u noopocmku

[Ipenapar Tpunentan® mpeaHasHaueH IS TPUMEHEHMs y jeTeil B BospacTe oT 1 Mecsua u
crapme. [Ipumenenune mnpenapara y aeTed B Bo3pacTe 10 | Mecsina B KOHTPOJUPYEMBIX
KJIIMHUYECKUX UCCIEAOBAHUSAX HE U3y4alioCh.

Hauanvnas 0oza

[Ipy MoHOTepamuu mpemnapaToM Tpunentan® M Tpu NpPUMEHEHHMM IIperapara B COCTaBe
KOMOWHHUPOBAHHOM TE€pAMU PEKOMEHyEMYI0 HaYaJIbHYIO 103y — 8 - 10 MI/KT Macchl Tesa B CyTKH
pa3zensioT Ha 2 mpueMa.

Iloooepocusarowas 0oza

B KOMOMHMpPOBAHHOH Tepamuu IieJeBas J03a TpemapaTa TpuienTan®, COCTABIIONIAS
30 — 46 MI/KT B CyTKH, JOJDKHA OBITH JOCTHTHYTa HE paHee, ueM 4epe3 2 HEeJenu ¢ MOMEHTa
HayaJia Tepanuu.

B kiIMHWYECKOM UCCIIEJOBaHMHM C IIENIEBOM CYTOYHOM 1030 mpemapata 46 MI/KT B
KOMOWHHUPOBAHHOM TE€panuu y JeTei B Bo3pacTe oT 3 70 17 JeT cpeaHsis CyTouHas 1032 COCTaBUIa
31 mr/kr B auana3one ot 6 mo 51 mr/kr B cyTku. B kimHMueckoM uccnenoBanuu 56% nereit B
Bo3pacTe oT 1 Mecsma 10 4 JgeT JOCTUTIN (UHAIBHON CYyTOYHOM MOJIEP’KUBAIOIICH J03bI KaK
MHUHHMYM 55 MI/KT B KOMOMHUPOBAHHOM TEpanuy MpH 1eJIeBOM 103 60 MI/KT B CyTKH.
MaxkcumanvHas pekomeHO08aHHAS 003d

[Ipu HEOOXOMMMOCTH JUIsl IOCTHKEHHUS KEIAaeMOro TepaneBTHUecKoro 3¢¢ekTa BO3MOXKHO
MOCTENIEHHOE MOBBIIICHUE J03bl — C UHTEPBAJIOM NPUMEPHO B 1 HEJento 103y yBEIMYHUBAIOT -

MakcUMyM Ha 10 MI/KI/CyTKH, 10 MaKCHUMaJlbHOM CyTOYHOH 103blI U3 pacuera 60 MI/Kr Macchl
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Tena.
Dpgexm knupenca MI'TI, ckoppekmuposarnHo2o no macce mena y oemet

[Ipu npumenenuu npenapata Tpunentan®

B MOHOTEpAaNWH M B COCTaBE KOMOMHHMPOBAHHOMN
Tepanuu, NMpU KOPPEKIMU MO Macce Teja Kaxymwuiics kaupenc MI'TI y nereld 3HaYMTEIBHO
CHIDKAeTCs ¢ yBelMYeHueM Bo3pacta. [letsm B Bo3pacTte oT 1 Mecsma g0 4 JIET MOMXKET
noTpeboBaThCs 03a Mpenapara, B 2 paza MpeBbIIIaBIIas 103y IS B3POCIBIX, PU KOPPEKITUHU TIO
Macce Tela; IeTsM B Bo3pacTe oT 4 1o 12 et MokeT moTpeOoBaThCs 1034, MPEBBIMIAIONIA 103y
Ju1s B3pocnbIx Ha 50% mpu KOppeKIuu o Macce Tena.

Oonoepemennoe npumeneHue ¢ HPOMUBOINUIENMUYECKUMU Npenapamamu - UHOYKMOpaAMU
usoghepmenmos nevenu y oemeii

VY nereii B Bo3pacte oT 1 Mecaua 10 4 neT BIMSHHUE NPOTHUBOIIMIENTUYECKUX IPENApaToB -
UHAYKTOPOB (P€PMEHTOB MEYEHH HA UX KAXKYIIHICS KIIMPEHC BBIPAXKEHO B OOJIbIICH CTEIEeHH, YeEM
y neTeit 0oJiee cTapiuX BO3PACTHBIX TPy (IIpH KOPPEKIMH 1Mo Macce Tena). [Ipu npumeHeHun
npenapara Tpunentan® y nereii B Bo3pacTe oT | Mecsua 10 4 jeT B KOMOMHALMH C
MPOTUBOSMMIECNTHUYECCKUMU ~ TIpermapaTaMu  WHAYKTOpamMu  (EpMEHTOB  TMEYEHH  MOXKET
noTpedoBaThCs 103a OKCKapbazenuHa npumepHo Ha 60% Bbliiie (pU KOPPEKLUHU 10 Macce Tena),
YeM MpM MOHOTepamuy npenaparoM TpuienTan® WM MpH ero NPUMEHEHUM B KOMOMHAIMH C
IPOTHBOAMIICNITUYECKUMHU CPEJICTBAMU, HE HHIAYLUPYIOIKUMHU n3opepMeHTsl. s aereit 6oiee
CTapUIMX BO3PACTHBIX TPYII MPU MPOBEACHUH KOMOMHHPOBAHHOW TEpamuy IIpernapaToM
Tpunentan® ¢ MPOTUBOAMUIENTHYECKAME HpENapaTaMd MHAYKTOpaMH H30()epMEHTOB IEYEHH
MOKET TMOTpeOOoBaThCsl HE3HAYUTENIbHOE YBEJIWYEHHE J03bl Ipenapara IO CpPaBHEHHUIO C
MOHOTEPAIUEH.

VY nmereit mnanmie 3 et mpenapar cleAyeT NPUMEHSITh B (OpMe CUPOIIa B CBS3H C TPYTHOCTSIMHU
MPUMEHEHHUS TBEP/bIX JEKAPCTBEHHBIX (DOPM y MAIIMEHTOB 3TON BO3PACTHOM IPYIIIIHI.
llayuenmul 6 sospacme >65 nem

CrienranbpHasi KOppEKIUs peKUMa JTO3UPOBAHUS Y JAHHOW KaTerOpUHU MAIMEHTOB HEOOXOauMa
TOJILKO MIPU HapyIIeHUH (PYHKLIUH MoUeK (KIupeHc kpeatnHuHa <30 mu/mMuH). B cnyyae Hannuus
pHUCKa pa3BUTHUS TUIIOHATPUEMUN HEOOXOAUMO IPOBEACHHE TIIATEILHOTO KOHTPOJIS COAePKAHUS
HaTpUs B CBIBOPOTKE KPOBHU.

Tayuenmoi ¢ HapywieHuAMYU YHKYUU NeYeHU

He tpebyercst koppeKuu peskuMa JT03UPOBAHMS Y MTAIIMEHTOB C HAPYIICHUSIMU (PYHKIIMH TTEYCHH
JerKoil W cpemHed creneHu. HeoOxommmo coOm0maTh OCTOPOKHOCTh NMPH NPUMEHEHUH Y
MAIMEHTOB C HAPYIICHUSIMU (DYHKLINU IEYECHU TSHKEJOM CTereH .

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOUEK

JUis manMeHToB C HapyUICHUsSMH (QYHKIMH TMo4yeK (KIMpeHC KpeaTMHHHAa <30 MII/MHH)
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peKoMeHIyeMasi HadaiabHas 103a coctasisieT 300 MI/CyTKH; MOBBIIATE 03y CIEAYET MEIJICHHO,
JI0 JTOCTHKECHHUS JKEIAeMOT0 TepaneBTUIeCKoro oreera. HeoOxoaumo TimarenbHOe HaOIIOICHIE

JAaHHBIX ITAIIUCHTOB B TCUCHUC HO,Z[60pa JO3bI.

ITOBOYHOE JENCTBME

Haubonee uwacto cooOmanoch O Cleayrommx HexenaTenbHbIX peakiusx (HP): conmuBocTs,
rOJIOBHAsI 0OJIb, TOJIOBOKPYXKCHHE, AWILIONHS, TOUTHOTA, PBOTA, MOBBIIICHHAS YTOMIISIEMOCTD
(6onee uem y 10% manueHToB).

B knmHWMYeckux wucciaenoBaHMAX ObUTO Toka3aHo, uro HP o0kraHO cnabo wam ymMepeHHO
BBIPAXXCHBI, HOCAT TPAH3UTOPHBIN XapakTep U HAOIIOJAIOTCS B OCHOBHOM B HayaJie TEPAIUU.
[IpuBeneHHbIE HUKE NaHHBIE CyMMHPYIOT mHpopMaiuioo o HP, 3apeructpupoBaHHBIX B XOe
KIMHUYECKUX MCCIEJOBaHUN, a TakKe JaHHble MO Mpoduio Oe30MacHOCTH Ipernapara,
MOJlyYeHHbIE B XOJE€ €ro MpUMEHEeHHUs B KIuHUYeckod mnpaktuke. HP crpynmupoBansl B
COOTBETCTBUH C KiaccuuKaied opraHos u cuctem opranoB MedDRA, npu 3ToM niepedncieHsl
B TIOPSIIKE YMEHBIIICHUS X 3HAYUMOCTH.

Kpurtepun onenku dactotel BosHMKHOBeHHs HP: «odenp uwacto» - >1/10, «gacto» - >1/100 -
<1/10, «aegacto» - >1/1000 - <1/100, «peakox» - >1/10 000 - <1/1000, «ouensb peakoy» - <1/10 000
(BKJTFOUAst OTACIIbHBIC COOOIICHUS).

Hapywenusa co cmoponvl kposu u aumgpamuueckou cucmempl: HEYACTO — JIGHKOIECHUS; OYEHb
PEAKO — TOJIaBJICHHE KOCTHOMO3TOBOTO KPOBETBOPEHUSI, alllIACTUYECKAsi aHEMUS, arPaHyJIOIUTO3,
MAHIUTONIEHUS, TPOMOOIIUTONICHUS, HEUTPOTICHHUS.

Hapywenus co cmoponsbt UMMYHHOU cucmembl: OY€Hb PEAKO - aHA(PUIAKTUYECKUE PEaKIUHu,
peakuuu TUIEePYYBCTBUTEILHOCTH (B TOM qucie peakuuu MOJIMOPTaHHON
TUINEPYYBCTBUTEILHOCTH), KOTOPBIE XapaKTePU3YIOTCS TaKUMU CHMITOMAaMH KakK ChIlb H
MOBBIIIICHUE TEMIIEPATypbl Tela. BO3MOXHBI TakKe HApPYyIIEHUS CO CTOPOHBI KPOBH U
auMdaTHIeCKO CUCTEMBI (303MHO(IIIHS, TPOMOOIIUTONEHHUS, JCHKOTIEHUS, JTUMQaICHOIATHSI,
CIUICHOMETalus1), TedeHu (TemaTuT, M3MEHEHHE TMoKa3zareled (DYHKIMU TIeYEHU), MBI U
CyCcTaBOB (MHUAITHs, TMPUIYXJIOCTh B OO0JACTH CYCTaBOB, apTpalrusi), HEPBHON CHUCTEMBI
(meueHoyHas SHIEANTONATHS ), TOYEK (TIOYeUHAsE HEIOCTATOYHOCTh, HHTEPCTUIIHAILHBIN HEPPUT,
MPOTEUHYPHS), JETKUX (OTEK JIETKUX, OpOHXOCIMa3M, OpOHXHAIbHAS acTMa, MHTEPCTUIIHATIbHAS
00JIe3HB JIETKHX, OJIBIIIIKA), AaHTHOHEBPOTHIECKUN OTEK.

Hapywenus co cmoponbi 3HOOKPUHHOTU CUCTeMbl: 9aCTO — YBEIIMYCHHUE MACCHI TeJla; OUYEHb PEIKO
- TUTIOTUPEO3.

Hapywenus co cmoponvl obmena eewjecmé u numauus. 4YaCTO — TUIOHATpueMus (daiie

OTMEUaeTcsl y TMAalMeHTOB Bo3pacTe =605 5eT); O4YeHb pPEIKO — KIMHUYECKH 3HauuMas
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TUIOHAaTpUeMHus (colep:kaHue HaTpus <125 MMoIIb/), BOZHUKAIOIIAsl, KaK MPaBUIIO, B TEUCHHE
MEPBBIX 3 MECAIIEB TEPAIHH MIPETapaTOM, XOTSI Y HEKOTOPBIX MAIMEHTOB - Ooyiee uem yepes 1 ron
moclie Havaia JedeHus (COMPOBOXKAAMOIIASACS PAa3BUTHEM TaKUX MPOSIBICHUN U CHMIITOMOB KaK
CyJIOpOTH, 3HIledanonaTus, yTHETEHUE CO3HAHMSI, CIyTAHHOCTh CO3HAHWA); HAPYIICHUS 3PEHUs
(HEYeTKOCTh 3PEHHUS ), TUTIOTUPEO3, PBOTA, TOIMIHOTA, NeMUITUT (POTUEBON KHCIIOTHI.

Hapywenus ncuxuxu: dacto - axuranus (HEpPBO3HOCTh), AMOILMOHANIbHAS JTaOWUIBHOCTS,
CIyTaHHOCTb CO3HAHUS, ACTPECCHUsL, allaThsl.

Hapywenus co cmopoHwl HepéHotl cucmemsbl: 04€Hb YaCTO — COHIUBOCTS (22,5%), TonoBHas 00Ib
(14,6%), ronoBokpyxenue (22,6%); yacto — aTakcus, TpeMOpP, HUCTArM, HapylIeHue BHUMaHUs,
aMHe3Usl.

Hapywenus co cmoponwvl opeana 3penus: oueHb yacto — auruionus (13,9%); yacto — HapyieHus
3peHus, 3aTyMaHUBaHUE 3PEHUSI.

Hapywenus co cmoponvl opeana ciyxa u 1adupunmHule HapyuleHus. 4acTo — BEPTHUTO.
Hapywenus co cmoponwl cepoya.: 09€Hb PEIKO — aTPUOBEHTPUKYIIIpHAs OJI0Ka/1a, apuTMUSL.
Hapywenus co cmopoHbl COCy10B: OUY€Hb PEIKO — apTepUalIbHAsi TUIIEPTEH3HS.

Hapywenus co cmopomust cenyoouHo-kuueyHo2o mpakma.: o4eHb 4acto — pBoTa (11,1%),
tomHoTa (14,1%); yacto — nuapest, 601b B 00JIaCTH KUBOTA, 3aMI0P; OYEHb PEIKO — MaHKPEaTUT
V/WJIH TIOBBINICHUE aKTUBHOCTH JIMITA3bI W/WIH aMUJIa3bl.

Hapywenus co cmoponul neuenu u scenueblo0Awux nymelii: 04eHb PEIKO — FenaTuT.
Hapywenus co cmopomst Kodtcu u NOOKONMCHBIX MKAHeU: 9acTO — KOKHasl ChIllb, aJlONelns, aKHE;
HEYaCTO — KpanuBHMI@A; OYEHb peako — cuHapoM CTuBeHca-/[>KOHCOHA, TOKCHUYECKHI
AMUJIEPMABbHBIN HeKponu3 (cuHIpoM Jlaifemia), aHTHOHEBPOTUYECKUN OTEK, MYyJIbTU(OpPMHAS
dpUTEMa, CHCTEMHAsl KpacHasi BOJTYaHKA.

Obwue paccmpoiicméa u HapyuieHuss 8 Mecme 68edeHus: OYeHb YacTO — IMOBBIIIEHHAS
yromisiemocTs (12%); yacto — acTeHusl.

JlabopamopHnvlie u uHCmMpyMeHmManbHble OaHHble: HEYacTO - IMOBBIIIEHWE AaKTUBHOCTHU
«TIEYCHOYHBIX» (EPMEHTOB, ILIEIOYHOM (hocdaraspl B KPOBH; OUEHb PEAKO — IOBBIIICHHE
AKTUBHOCTH aMUJIa3bl, JIUIA3bI.

B knuHMYecKux uccleIoBaHUAX, MPOBEACHHBIX y JeTeld B Bo3pacte oT 1 mecsua ao 4 Jjer,
HanboJee yacTo Habmonanack COHMUBOCTH (y 11% manuento). C gactoroit >1% - <10% (uacto)
OTMEUAIIUCh AaTaKCHs, Pa3APaXKUTEILHOCTh, PBOTA, JIETAPTHs, IOBBINICHHAS YTOMIISEMOCTD,
HUCTarM, TpeMop, CHI>KEHUE alleTUTa, OBBIIIEHHE KOHIEHTPALUU MOYEBOM KUCIOTHI B KPOBH.
HP, gvisgnennvie 6 nocmpe2ucmpayuoHHOM nepuooe Ha OCHOBAHUU OMOENIbHLIX COOOUWEHUL U
cyyaes, ONUCAHHBIX 8 Tumepamype

[Mockonbky nHpoOpmMarus o ganHbIX HP momydena MeTo0M CIIOHTaHHBIX COOOIICHUN U TOYHOE
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YHUCJIO NAMEHTOB, IPUHUMABIINX IIPenapar, He ONPENEICHO, OLEHUTh YaCTOTY BOSHUKHOBEHHS
JAHHBIX PEAKIUN HE MPEACTABISIETCS BO3MOXKHBIM, B CBSI3U C YEM JUJISl HUX YKa3aHO «4acToTa
HEU3BECTHA.

HP xnaccudunupoBanbl Mo cHUCTEMaM OPTraHOB, B Tpeleiax KaXJIOW CHCTEMbl OpPraHOB
PacCIOIOKEHBI B IOPSAIKE YMEHBILICHUSI CTETIEHU TSHKECTH.

Hapywenus co cmoponvl Kodtcu u NOOKOICHLIX MKAHE

JlekapcTBeHHasi ChIb C 303MHO(GUINEH M cucTeMHBbIMH TposiBieHusMu (DRESS-cunapom),
OCTPBI reHePATTU30BAHHBIN YK3aHTEMATO3HBIN MyCTYJIE3.

Hapywenus co cmoponvl ckenemuo-muludedHol U cOeOUHUMeNbHOU MKAHU

Bt cooOmieHuss 0 CHUKCHHM MHUHEPATbHOW IIJIOTHOCTH KOCTHOM TKaHU, OCTEOICHUH,
OCTEONOpO3E M MEPEJOMax Yy NAIMEHTOB, MOJIYYaroIMX JJUTEIBHOE JIEYEHHE IpernapaToM
Tpunentan®. MexaHusM BIUSHUS OKCKapOa3enMHa Ha METaOO0IM3M KOCTHON TKAHH HE BHISICHEH.
Hapywenus co cmoponvl obmena eeujecme u numanus

CHHIIpOM HealleKBaTHOW CEKPELIMM aHTUINYPETUUECKOTO TOPMOHA, IPOSIBIISIFOIIMICS JIETaprUei,
TOIIHOTOM, TOJIOBOKPY>KEHUEM, CHUXEHHUEM OCMOJISULIBHOCTU CBHIBOPOTKH KpPOBH, PBOTOM,
TOJIOBHOW 0O0JIbIO, CIIyTaHHOCTHIO CO3HAHUS M JIPYTUMH CHUMIITOMaMH CO CTOPOHBI HEPBHOM
CUCTEMBI.

Tpasmbl, uHmoxcukayuu u OCI0HCHEHUS MAHUNYTIAYUL

[Tanenwue.

Hapywenus co cmoponul nepsHoti cucmembi

Hapymenust peun (B TOM 4ucie 1U3apTpusi), OCOOEHHO B TIEPHO]T TOBBIIICHHS 1035I.

Ecnu ntobvie uz ykazamuwvix 6 uHCMpyKyuu noboyHulx 3¢gexmos ycyeyonaromes, uiu Bol
3amemuau a00bie opyeue nobounvie ¢hghekmol, He YKA3AHHBIE 8 UHCMPYKYUU, cooOujume 0o

Imom epauy.

IIEPETO3APOBKA

NmMmetrotces enmuHUYHBIE COOOIICHUS O IEPEI03UPOBKE MpenapaTta. MakcuMabHast 1033, ONMCaHHAS
B COOOIIEHUAX, COCTaBIsIa MpUuOIM3uTenpHO 48000 Mmr.

Cumnmombwi

Hapywenus 600no-a1exmponumno2o banianca: TATIOHATPUEMUS.

Hapywenus co cmoponuvl opeana 3penusi: TATUIONNS, MHO3, HEYETKOCTh 3PCHHSI.

Hapywenus co cmoponvl nuwesapumensroli cucmemol: TOUTHOTA, pBOTA, TUTIEPKUHE3USI.

Obwue paccmpoticmea u HapyweHus 8 mecme 66e0eHusl. YyTOMISIEMOCTb.

Jlabopamophvie u uncmpymeHmanvHvle 0aHHble: CHIKEHUE YaCTOThI JbIXaTeNbHBIX JABMKCHUH,

yanuHenue uarepsaia QTc.
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Hapywenus co cmopomnbl HepeHOU cucmembl: COHIMBOCTb U COMHOJICHIINS, TOJOBOKPYXEHHUE,
aTaKcHs, HUCTarM, TpEMOp, HapylIeHHe KOOPAWHAIIMH, CyIOPOTH, TOJIOBHAsE 00JIb, KOMa, MOTEPS
CO3HAHUS, TUCKUHE3HSL.

Hapywenus ncuxuxu: arpeccusi, aXuTaus, CllyTaHHOCTb CO3HAHMSL.

Hapywenus co cmoponul cocy0os.: apTepraibHasi THIIOTCH3HSL.

Hapywenus co cmoponbl OblxamenvbHoU Cucmembl, OpeaHo8 2pYOHOU KIemKU U CPe0OCmeHUs:
OJIBIIIKA.

Jleuenue

Crienuduueckoro aHTHI0Ta He CyllecTByeT. [[poBOAST cCMMITOMATHYECKOE U IO/ IEP/KUBALOIIIEE
neuyenue. ClieyeT UMETh B BUIY, YTO JUISI YMEHbIIEHUS aOCOpOIH OKCKapOa3enrnHa MOKET OBITh
IPOBEICHO IPOMBIBAHME JKEIyAKa M Ha3HAYeH NpUeM aKTHBHpoBaHHOro yris. Cremyer
IPOBOJUTh KOHTPOJb MXMU3HEHHO BAXKHBIX (YHKIMH OpraHuzMa, ocoboe BHUMaHHE YJIelss
HapyLEHUsIM BOAHO-3JIEKTPOJUTHOIO OanaHca, ceplledHOM MPOBOAMMOCTU M HAPYLIEHHUSAM CO

CTOPOHELL I[I:IXB.TG.HBHOI\/'I CHUCTCMBHEI.

B3AMMOJENCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU CPEJICTBAMHU

Hneubuposanue uzogpepmenmos

Oxckap0azenuH u ero papMaKoJIOTHUecKu aKTUBHBIN MeTaboinut MI'TI sBistiroTcss ”HTHOUTOpamMu
uzopepmenta CYP2C19. Takum oOpa3oMm, OZHOBpEMEHHOE NpPUMEHEHHE OKCKapOa3enmuHa B
BBICOKHUX JI03aX U MPEMapaToB, KOTOPbIe MeTaboIm3upytorces ¢ yaactuem uzopepmenta CYP2C19
(manpumep, ¢eHnobapOuTan, (GEHUTOMH), MOXKET MPUBECTH K HUX B3auMojehcTBuro. Jlms
HEKOTOPBIX IALMEHTOB MOXKET MOTPeOOBaThCS CHUKEHHE J103bl MpenapaToB — CyOCTpaToB
uzodpepmenta CYP2C19. bruto nokazano, uto okckap6azenun u MI'TI cinabo MHrHOMPYIOT WUiH
COBCEM HE B3aUMOJICHCTBYIOT CO CIICIYIONIMMU MUKpocoMaibHbIMH HM30epmenTtamu: CYP1A2,
CYP2A6, CYP2C9, CYP2D6, CYP2E1, CYP4A9 u CYP4ALll.

Hnoykyus ghepmenmos

In vitro m in vivo okckap6azenun u MITI, sBisisce cr1aObIMU MHIYKTOpaMH H30(EpMEHTOB
CYP3A4 u CYP3AS, cHmxaloT riia3MeHHbIE KOHIIEHTPAIIUU MPETapaToB, METa00IU3UPYIOIIHXCS
JaHHBIMU  (epMEHTaMU: JTUTHIPONMUPHUINHOBBIX AHTATOHMCTOB KajbIUs, IEPOPATbHbBIX
KOHTPAIIETITUBOB U TPOTUBOIIMMWICIITHUECKUX TpenapaToB (Hampumep, kapbamazenuna). [Ipu
OJJHOBPEMEHHOM NpPUMEHEHHHM ¢ HpemapaToM Tpuientan® Takke BO3MOKHO CHUKEHHE
KOHIEHTpAllMd B IUIa3ME€ KPOBHM U JPYrHMX JIEKAPCTBEHHBIX IMPENapaToB, SBISIOLINXCS
cyocrpatamu  um3opepmentoB CYP3A4 u CYP3AS5 (mampumep, mpemapara TPYyHIIbI
UMMYHO/ICTIPECCAHTOB - IIUKJIOCIIOPUHA).

[Mockonbky in vitro MI'TI u okckapOa3enyH sBISIOTCS CI1a0bIMU HHAYKTOpaMH ypuauHaudocdar-
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TIIIOKYPOHHIT TpaHC(epasbl, MAJIOBEPOSATHO, UTO 71 VivO OHH CIIOCOOHBI BIUATh HA META00IH3M
IpenapaToB, BBIBOJAIIMXCS B BHJE KOHBIOTATOB C TJIIOKYPOHOBOW KHCIOTOM (Hampumep,
BAJIBIIPOEBOM KHUCIOTHI M JAaMOTpU/pKMHA). Ho, mpuHMMas BO BHUMaHHE Jaxke Cladyio
WHIYIUPYIOIIYIO CITOCOOHOCTh OKckapOaszenrHa u MI'TI, MokeT moTpeGoBaThCs yBEIMUYCHHE 103
OTHOBPEMECHHO TPUMEHSEMBIX TpEnapaToB, KOTOpble METa0ONM3UPYIOTCS C  y4acTHEM
uzopepmenta CYP3A4 nnu ypununaudochar-riarokyponnn tpancdepasoi. B ciaydae oTmeHsl

® MOXKET HOTp€6OBaTbC}I CHHMIXCHHUC NO3bI OTUX ITPCIIapaToOB.

npenapara Tpuenrain
In vitro uccnenoBaHus MOATBEPANIM CIa0y0 HHAYLHPYIOIYIO CIOCOOHOCTh OKCKapOa3enHa u
MITI B orHomenun wu3zodepmerntoB mnoacucremsl CYP2B u m3odepmenta CYP3A4.
Wnpymupyromee BnusHue okckap6asennna u MI'TI Ha npyrue mzodepments cucrembsl CYP
HEU3BECTHO.

IIpomugoanunenmuueckue npenapamoi

[Ipy OXHOBpPEMEHHOM NPUMEHEHUH OJHOIO WJIM HECKOJBKHUX IPOTUBOIIMUIECITHYECKUX
IpenapaToB — MOIIHBIX MHAYKTOpPOB nuToxpoma P450, Takux kak xapOa3enuH, (PEHUTOMH WM
(derobapOuTai, ¢ okckapOa3enMHOM B KaXJIOM KOHKPETHOM Cllyyae HEOOXOMMO OCYILECTBIISATh
TIIATEJIbHYI0 KOPPEKLHUIO 103bl U/WIH KOHTPOJIb KOHIEHTPALMY IIPEenapaToB B I1a3Me KPOBU.
Bo3MOXHBIE B3aMMOJIEHCTBHS Tpenapata Tpuientan® ¥ APyruX HPOTUBOSIMJIEHTHYECKUX

npenapaTrtoB OLUCHUBAJINCHL B XOAC KIMHHUYCCKHUX HCCHCHOBaHHﬁ. I[aHHBIG 10 BJIUAHHIO 3THX

B3anmoeiicTBuil Ha AUC u MUHUMAIIbHYIO KOHIICHTPAUIO (Cmin) CyMMHPOBaHBI B TaOIUIIE:

[IpoTuBO3NIMIENTHYECKUI Bnusinue npenapara | BiusHue [IOI1 Ha
npenapart (I1911) TpunenTtan® Ha KOHIEHTPALUIO | KOHIEHTparmio MITI

[131T (Cinin)
Kapb6amazenun 0 - 22% ymeHblIEHHE 40% ymeHbllIeHHE
Knob6azam He usyuanoce He Bruser
®denbamar He usyuanoce He Bruser
DenobapOuTan 14-15% yBenuueHue 30-31% ymMmeHbLIEHHE
DeHUTONH 0-40% yBenuueHue 29-35% ymeHblIeHNE
Basbnipoesast kuciaora He Biuser 0-18% ymeHblIeHHE
JlamoTpuKHH He Bnusier* He Bnuser

(* OrcyrctByeT BiusiHUE HA Ciin, AUC # Crnax)
Konnentpanus ¢enuronHa B 1uiasme KpoBu ysenuuuBaercs 10 40% mnpu OAHOBPEMEHHOM
npuMenenny npenapara Tpunentan® s nose 1200 Mr B cyTku U Bbiie. [103ToMy Opu MpUMeHEHHH

® B BBIIICYKA3dHHBIX HO03aX MOXCT HOTp€6OBaTBC}I YMCHBIICHUEC OO3bI

npenapara Tpuienrain
dbeHuTonHa.
VYBenuueHrue KOHIEHTpaIuu B TuiazMe ¢eHodapOuTana Mmpu OJHOBPEMEHHOM MPUMEHEHUH C

® nesHaunTensHO (15%).

npenaparoM Tpuienran
[Ipy OnHOBpEMEHHOM TNPUMEHEHHUH CHJIBHBIX HWHAYKTOpOB wnuToxpoma P450 w/umm

ypuauHaudochaT-rIroKypoHmT Tpancdepassl (T.e. pudamMnuiMaa, kapoamasennHa, peHuTonHa
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u (enobapburana) ymenbinaercs koHueHtpauus MITI B mnasme kpoBu (Ha 29 - 49%). Takum

o0pa3om, cienyeT KOHTpoJdupoBaTh KoHIeHTpauuio MITI B mia3Me/ChIBOPOTKE KPOBH M IPH

HEOOXOJUMOCTH KOPPEKTHpPOBATh JIO3y TIpernapara TMpd OJHOBPEMEHHOM IPHUMEHEHUU

OKCKap0a3ernuHa ¢ OJIHUM WJIM HECKOJIbKUMU U3 BhIILIEYKa3aHHBIX IIPENapaToB.

V npenapara Tpusentan® He ObUIO BHISABIEHO SABICHUH ayTOMHIYKIINH.

T'opmonanvHvle Konmpayenmugol

JlokazaHo B3auMOJIEHCTBHE OKCKapOa3enmuHa ¢ KOMIIOHEHTAMH MEePOPAIBHBIX KOHTPAICTITUBOB:

ATUHWIACTPAANOJIOM U JieBoHOprecTpenom. Cpennue 3naueHuss AUC niig HUX YyMEHbIIAIUCh Ha

48 - 52% u 32 - 52% cooTBeTcTBeHHO. Mccnenosanuii B3anMoeiicTsus npenapara Tpuentan®

C IPYTUMU MEPOPATbHBIMU WM UMILUIAHTUPYEMBIMU KOHTPALIETITUBAMH HE MTPOBOJIUIIOCH. Takum

006pa3oM, OJHOBPEMEHHOE NpUMEHeHHe mpemapata Tpunentan® M TOPMOHATBHBIX

KOHTPALIETITUBOB MOXKET MPUBOAUTH K CHIKEHUIO 3(PPEKTUBHOCTU MOCIEIHUX, B CBSI3U C UYEM

TNaLUEHTKaM, I0JTy4YaloiM JedeHue npenapatom Tpunentan®, pekoMeHLyeTcs JOHOTHUTENLHOE

MPUMEHEHUE HAJIeKHBIX HErOPMOHAIBHBIX METOI0B KOHTPALICTILINH.

broxamopuvl kanvyuegvix kananos

OnHOBpeMeHHOE TpUMeHeHHe npenapara Tpunentan® u (enogUNUHA MOXKET IPUBOAUTH K

ymenbleHnto 3HaueHuss AUC ¢enonununa Ha 28%, XOTS KOHIEHTpalMU B IIa3Me KPOBU

OCTAIOTCS B MpEeNiax TEPaneBTUYECKOro JUana3oHa.

C 1pyroii cTOpoHHI, IpU OJXHOBPEMEHHOM NpUMeHeHHH npenapata Tpunentan® u Bepanamuna

BO3MOXHO cHWkeHue KoHueHtpauuu MITI B ceiBopoTke kpoBu Ha 20%. Takoe cHMKEHHE

KoH1eHTpauuu MI'TI B CBIBOPOTKE HE UMEET KIIMHUYECKOTO 3HAUYCHUSI.

B xiMHMYECKUX UCCIEI0BAHUSAX Y MALIMEHTOB, MOMYYaBIIUX TPULIUKINUYECKUE aHTHU ICTIPECCAHTHI,

He ObUIO BBISIBIICHO KIIMHUYECKH 3HAYMMBIX B3aUMOJICHCTBUH.

OpHoBpeMEHHOE MPUMEHEHUE MPEenapaToB JUTHS U OKCKapOa3enmuHa MOXKET MPHUBOIUTH K

YBEITMYEHUIO HEUPOTOKCUYHOCTH.

B3zaumooeticmsue ¢ Opyeumu 1eKapcmeeHHbIMU CPeoCcmeamu

[HuMeTuanH, SPUTPOMUIIMH, IEKCTPOIPONOKCHU(EH HE BIUSIOT Ha (HapMaKOKWHETUYECKHE

napametpbl MI'TI; BUsTokca3uH HE3HAYUTEIBHO BIUsET Ha KoHUeHTpauuio MI'TI B mnaszme kpoBu

(xonuentpauust MI'TI nosbimaercs Ha 10% mnocse MOBTOPHOTO OJTHOBPEMEHHOTO MPUMEHEHHS).

He otrmeueHo kakux-mub0O B3aMMOACUCTBUI C BappapuHOM, Kak TpU OFAHOKPATHOM
®

OJIHOBPEMEHHOM IIpueMe, TaK U IIPU IIPUEME IIOBTOPHBIX 103 Ipenapara Tpuienran .

[Ipenapar TpunenTan® MOKeT YCHITHBATh CEATUBHBIH (P (EKT 3TaHONA.

OCOBBIE YKA3AHUS

[TonmyuyeHsl cooOlIEHUA O pUCKE YXYAUICHUS TEYEHUS OSIHICNTUYECKHX MPUIAAKOB IpH
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npuMeHeHnn npenaparta Tpuientan®. IToBBIIEHHE PHCKA yXY/AUICHHS TEYEHHS MPUCTYIIOB
Ha0JII01a710Ch, B OCHOBHOM Yy J€TeH, OJJHAKO, MOXKET BO3HMKATh W y B3pocibix. Eciu Ha done
NpUMeHeHds npenaparta TpunenTtan® oTMedaeTcs yXy/IIIEHHE TEUeHHs OIIICHTHYECKUX
IIPUIIAJIKOB, IPUMEHEHHUE Mpenapara cieyeT IPEKPATUTb.

Peaxyuu eunepuyecmeumenvrocmu

[Ipu npumenenuu npenapara Tpumenrtan®

B KIMHUYECKOW TPAKTHKE B OTICIBHBIX CIIydasx
(TIOCTPETUCTPAIMOHHBIE COOOIICHHS) OTMEYAIOCh PA3BUTHE PEAKIMI THUIEPIYBCTBUTEIHLHOCTH
HemeaneHHoro tumna (I Tum), BKiIIOYas Chilb, KOXHBIA 3y, KPAallMBHUILY, aHTHOHEBPOTUYECKUIN
OTEK M aHaQMIAKTUYECKHE PeaKI[ui. AHTHOHEBPOTHUECKHUM OTEK U aHA(UIAKTUUECKHE pPEeaKlIuu
C TIOpaXEHHWEM TOPTaHU, TOJOCOBBIX CKIIAJOK (00JIACTH TOJOCOBOW IIENH), S3bIKa, I'y0, BEK
Pa3sBUBATUCH KAK IIPH TIEPBOM, TaK U MPU MOBTOPHOM npueme npenapata Tpuentan®. B ciyuae
pPa3BUTHUSI TUNEPUYYBCTBUTEIBHOCTH HEMEUICHHOTO THUIA CIEAyeT HEMEAJIEHHO OTMEHUTD
npenapat Tpuientan® u HayaTh aIbTEPHATUBHYIO TEPAIIHIO.

CnemyeT ¢ OCTOPOKHOCTBIO MPHUMEHSTh Tpernapar y TMalueHTOB C  HU3BECTHOMU
TUIEPYYBCTBUTEIFHOCTEIO K KapOama3enuHy, TaK Kak Yy OJTOH TpYIIbl MalUeHTOB
npubnusutenbHo B 25-30%  ciiydaeB  BO3MOXKHO — pa3BUTHE peakUWid  MOBBILICHHON
YYBCTBUTEJIBHOCTU K OKCKapOazemuHy. Y NalUeHTOB 0e3 aHaMHECTHYECKMX YKa3aHHil Ha
TUIEPYYBCTBUTEIHLHOCTh K KapOama3enuHy, TakKe BO3MOXKHO Pa3BUTHE PEAKIIMI MOBBIMICHHON
YYBCTBUTEIHLHOCTH HA TIpENapar, BKJIIOYasl NMOJUOPTaHHBIE HapylleHus. Takue peakiuu MOTyT
BbI3bIBaTh PA3BUTHE HAPYUIEHHH CO CTOPOHBI KOXKHBIX ITOKPOBOB, II€UEHHU, KPOBU U
auMaTHIEeCKON CHCTEMBI M JAPYTUX OPraHOB KaK B OTJECIBHOCTH, TaK U B paMKaX CHUCTEMHOM
peakuuu. [Ipy BO3HUKHOBEHUM MPU3HAKOB W CHMIITOMOB PEAKIUW THIIEPUIYyBCTBUTEIBHOCTH,
cileyeT HeMeUIeHHO OTMeHUTh nipenapaT Tpunenran®.

T'unonampuemus

Y 2,7% mnauueHToB, HoJdydalomux npemnapar Tpumentan®, HaOmoAanach TIHIIOHATPHEMMUS
(comep:kaHue HATPUS B CBIBOPOTKE MeHee 125 MMOb/iT), KOTopass 0OBIYHO HE COMPOBOXKIANIACH
KIIMHUYECKUMH TPOSBICHUSMU W He TpeboBana Koppekuuu tepanuu. CojaepkaHue HATpus
HOpMaJu3yeTcs U oTMeHe (YMeHbIIEHUHU 103bl) penapara Tpunentan® uin KOHCEpPBaTHBHOM
JedyeHun (OrpaHUYEeHUH MpHEMa KHUJIKOCTH). Y MallMeHTOB C HapylleHHeM (PyHKIMU MOuYeK B
aHaMHe3e, aCCOLUUPYIOIIUMCS ¢ K HU3KHM COJIEPKaHUEM HATPUS B CBIBOPOTKE KPOBH (HATIPUMED,
y TAIMEHTOB C CHHAPOMOM HEAJCKBATHOW CEKPEIMH aHTUIUYPETHYECKOTO TOPMOHA), WU Y
NAlMEHTOB, TMOJYyYalollUX OJHOBPEMEHHOE JIEUeHHWE TMpenaparaMu, CIOCOOCTBYIOIIUMU
BBIBEICHUIO HATpHUsl M3 OpraHusMa, (IWypeTUKH, Iperaparbl, BIHUAIOIIME Ha CEKPELUIo
®

AHTUAMYPETUYECKOTO TOPMOHA), [0 Hauyajga Tepalnuu IpernapaTtoM Tpuientan Cleayer

OIIPENEIATh COACPKaHUE HATPUSL B CBIBOPOTKE KPOBU. B fanbHeEMIIeM ciie1yeT KOHTPOJIMPOBATh
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coJlep)kaHUE HaTpus B CHIBOPOTKE KpPOBU udepe3 2 HENeNM Ioclie Haydajga Tepamnuu U Jaiee
€XKEeMECSYHO Ha MPOTHKEHUU 3 MECAIeB WK 0 Mepe HeooxoauMocT. C 0COOBIM BHUMaHUEM K
JTaHHBIM (AaKTOpaM PUCKA CIIETYyEeT OTHOCUTHCS Y MOXKHIIBIX ManueHToB. [Ipu HeoOxomuMocTu
MPUMEHEHUS TUYPETUKOB U IPYTHX MPErnapaToB, CHUKAIOIINX COJEPKaHUE HATPUS B CHIBOPOTKE
KpOBH, y MalMeHTOB, MOMyYalOIMX Tepamuio mnpemapatoM Tpunenrtan®, —cremyer
NPUICPKUBATECI TeX Ke pexkoMmeHnanuid. [Ipu MOSBICHUM KIMHUYECKUX CHMIITOMOB
TUTIOHATPUEMHUH, CIIEyET OMPECIIUTh COJIEpPKaHNue HATPHUS B CBIBOPOTKE KPOBU. J[J1s1 OCTaIBHBIX
MAIMEHTOB OMpEeIETICHUE COACpKAHUE HATPUS B CHIBOPOTKE KPOBU MOKET OCYLIECTBIATHCA BO
BpeMsl POBEICHUS PYTUHHBIX aHAJIN30B KPOBH.

Heob6xommMo KOHTPOIUPOBATH Maccy Tella Yy BCEX MAlMEHTOB C CePICYHON HEAOCTATOYHOCTHIO
JUTSE CBOEBPEMEHHOTO JUArHOCTHPOBAHUS 3aJICPKKH KUAKOCTH. [IpH 3amepiKKe KUIKOCTH WM
OpU MOPOrPECCUPOBAHUU CHMITOMOB CEPACYHOW HEIOCTATOYHOCTH CJIEAYyeT ONpPEIeIUTh
coJlep)KaHuEe HaTpHsl B CHIBOPOTKE KpOBHU. B ciyyae BO3HHKHOBEHMSI TUIIOHATPUEMHH Ba)XKHO
OTPAHUYUTH KOJUYECTBO MOTPEOISIEMOM JKUIKOCTH. Tak Kak mpu MpuMEHEHUHN OKCKapOa3enuHa B
OUCHb PEIKUX CIy4yasX BO3MOXKHO HapyIIeHUE CepACYHOW MPOBOJAUMOCTH, HEOOXOIUMO
THIATEIbHOE HaONIO/ICHWE MAlMEHTOB C MPEAUISCTBYIOIIMMU HapYIICHUSMH CEpACYHOM
MPOBOJIUMOCTH  (QTPUOBEHTPUKYJIApHAs  OJOKaga, apuTMHsl), TMOJIY4YalolUX Ipernapar
TpunenTan®.

I'emamonocuueckue usmeHenus

[To maHHBIM COOOIIEHHN B MOCTPETHCTPALIMOHHOM IEepHoJie Ha (oHEe Tepaluu IpernapaToM B
OUEHb PEIKUX CIydyasX OTMEUaloCh Pa3BUTHE arpaHyJOIMTO3a, arlaCTUYeCKOW aHeMHH U
MAHIIUTONICHUH. Y YUTHIBasE HE3HAYUTEIBHYIO YaCTOTY BCTPEUAEMOCTH JAHHBIX SBIICHUH, a TAKKE
HAIMYUE  COMYTCTBYIOIMUX  (aKTOpOB (HAmMpuUMep, OJHOBPEMEHHBIH TIpHEM  JIPYTHX
JICKapCTBEHHBIX CPEACTB, HAJIMYHE COMYTCTBYIOIIUX 3a00JIeBaHUI), MPUUMHHO-CIIEACTBEHHYIO
CBSA3b MEXIY pa3BUTHEM JaHHBIX HEKeJIaTeNbHBIX SBJICHUI M TNpPUMEHEHHEM Ipenapara
YCTAaHOBUTh  HEBO3MOXHO. [Ipy  pa3BUTUM  CHUMITOMOB  BBIPQXKEHHOTO  YTHETCHHUS
KOCTHOMO3TOBOT'O KPOBETBOPEHUSI HEOOXOJUMO PACCMOTPETH BOIIPOC 00 OTMEHE Mpenapara.
CyuyuoanvHuvle MbLCIU U NOBEOEHUE

Y  manueHTOB, TMOJNYYaBIIUX MPOTHUBOCYAOPOXHBIE IpenapaTbl, OTMEUEHBI  SMHU30/IbI
CYMIIMJIATPHOTO  TIOBEJEHUS W  CyHIMIAIbHBIX  MbIcied. Pe3ymbraThl  MeTaaHammsa
PaHAOMHU3HPOBAHHBIX  IUIAIE00-KOHTPOJIUPYEMBIX — HCCICIOBAaHUN  TMOKa3aau  HEeOOJbIIoe
YBEJIMYEHUE PHUCKAa Ppa3BUTHUS CYHUIUJAIBHOTO TIOBEJACHHUS y TMAalUEHTOB, MOJy4YaBIINX
IPOTUBOCYJOPOKHBIE Tpenaparbl. MexaHnu3M yBelnYeHHs prcka CyulHMia y JaHHOW KaTeropuu
MAIMEHTOB HE yCTaHOBIIEH. Ha Bcex cTamusx jedeHus HeoOXOIMMO TIIATeIhbHOE HAONIOJICHUE

MALUEHTOB, MOJYYalOIINX JIEYeHHE npenapaToM. [lanmeHTsl 1 MEIUIIMHCKUI TIEPCOHAIT TOJIKHBI
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OBITh MPEAYIPEKICHBI O PUCKE BOSHUKHOBEHUS CYULIUATBHBIX MBICIIEH U 3TTH30/10B y TAI[UEHTOB
Ha (oHe Tepanuu npenapatom Tpunenran®.

Llepmamonocuueckue peaxyuu

[Ipu npumeHenuu npenapata Tpuentan® oueHb peaKo COOOIIANOCh O PA3BUTUU CEPhE3HBIX
JIEPMATOJIOTHYECKUX peaKlni, TakuxX Kak: cuHapoMm CtuBeHca-/[)KOHCOHA, TOKCHYECKUU
AMUJEpPMaNbHbIM Hekponu3 (cuHiapoMm Jlaitemna), skccynaTuBHash MyJnbTH(OpPMHAs SpHUTEMA.
[TaruenTamM C BBIMIEYKA3aHHBIMU JEPMATOJOTUYECKUMHU PEAKIMSAMH MOXET MOTpeOOBaThCS
TOCIUTAIN3ALUS B CBSI3U C Pa3BUTHEM YIPOXKAKOUIUX )KU3HU COCTOSIHUN; OYEHb PEJIKO BO3MOKHBI
neranbHble Ucxonbl. IIpu npuMeHenun npenapata Tpumentan® nepMaToIoOrHyecKhe peakiuu
HaOJI0AAMCh KaK Yy JIETeH, TaK U y B3POCIBIX, U Pa3BUBAINCH B CpeaHeM uepe3 19 nueit mocie
Hayaia npuemMa mnpenapata. VIMEIoTcs oTienbHbIE COOOIIEHHS O CIydasX pelurBa Cepbe3HbIX
KOKHBIX peakiuii mpu BO300HOBJIEHUM MpreMa npenapata. [Ipu pa3BUTHN KOXKHBIX peakuil Ha
(one nmpumenenus npenapara Tpunenrtan® cieayeT paccMOTpeTh BOIPOC 06 OTMEHe Hpenapara
Y IIPUMEHEHUH JAPYTroro NpOTHUBOSIMIENITUYECKOTO CPEICTBA.

Koppenayus ¢ HLA-B*1502

NMmeercs 3HAUUTENIBHOE KOJIUYECTBO JTAHHBIX, MOATBEPKIAIOIINX POJIb AJUIEIEH YEeT0BEYECKOTO
neiikonutapHoro antureHa (HLA) B pa3BUTHH CEphE3HBIX KOXHBIX PEaKIUi y TAalUEHTOB C
MPEAPACIIONIOKEHHOCTPIO K TaKUM COCTOSHHUSAM. Y TIAIMEHTOB KUTAWCKOM M TaMCKOM
HallMOHAJIBHOCTH MPOCIEKHUBATIACh YETKas CBSI3b MEXAy pa3BuTueM cunapoma CTUBEHCaA-
JlxoHcoHa u cuHapoma Jlaifenna mpu NMPpUMEHEHHH KapOamasenuHa W HAJIMYUEM B UX TCHOME
aJuIesisl 4eJoBevYecKoro Jerdkonutapaoro anturena HLA-B*1502. M3-3a cxokecTd B XUMHUECKOU
CTPYKTYype OKcKapOa3zenmuHa M KapOaMa3zenmuHa CYyIIECTBYET BEPOSTHOCTb Pa3BUTHs CHHIAPOMA
Crusenca-/[>xoHcOHa U cuHApoMma Jlalienna y manMeHToB ¢ HaIMYUEM B reHome ayens HLA-
B*1502, npuHrMaronmx okckapoa3enuH.

YacroTra BCTpe4aeMOCTH JAHHOTO AJUIEINsl Y NAllUEHTOB KUTACKON HAllMOHATIBHOCTH COCTABIISIET
2 - 12%, y Taiickoii — okos0 8%, cpeiu HEKOTOPBIX IpyII HaceneHusd Oununnud u Manaisum —
6onee 15%. Pacnpoctpanennocts ayens HLA-B*1502 B Kopee u Uunuu cocrasnsier 2% u 6%,
COOTBETCTBEHHO. PacipocTpaHEHHOCTh JAHHOTO aJUIeNs Y JIMIl €BPONIEOUIHOM, HETPOUIHOM pac,
y JIATHHOAMEPHUKAHIIEB, MHACHIIEB U SATOHIEB He3HaUnTeIbHa (<1%).

YacToThl JaHHBIX ajulelied MPECTaBISAIOT MPOLEHT XPOMOCOM B ONPEAEIEHHBIX MOIMYJISIUIX
HACEJIEHUs, KOTOPbIE HECYT aJlI€NIb. DTO O3HA4aeT, YTO MPOLEHT MAalUEHTOB, HECYIIUX KOIIUIO
aJuleNu, MO KpallHeH Mepe B OJHOM M3 MX JBYX XPOMOCOM IOYTH B JIBa pa3a BBIIIE YACTOTHI
BCTpeyaeMocTH ajuiens. TakuM oOpa3oM, MPOLEHT MAleHTOB, KOTOPble MOTYT OKa3aThCs MOJ
yTPO30ii, TOUTH B 2 pa3a BBILIE YACTOTHI aJUIEIEH.

[lpu npumeHenuu mnpenaparta TpunenTan® y Bo3MOXHBIX Hocuteneil amnens HLA-B*1502
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PEKOMEHIyeTCsl MPOBOAUTh N€HOTUINMPOBAHHWE MO JAaHHOMY ajuiento. lIpumensats mpemapar y
HOCHTEJIEN NaHHOTO aJIJIeNs CIEAYET TOIbKO B TOM CIIy4ae, €CJIM 0’KUJaeMasi 110J1b3a OT Tepaluu
IIPEBBIIIACT BO3MOXKHBIM pUCK. Hannune maHHOro amiens y JIML KMTAWCKOM HAallMOHAJIbHOCTH,
NPUHUMAIOIINX JIpyTMe MPOTUBOANWIENTHUYECKUE IpernapaTbl, MPHUEM KOTOPBIX TaKkKe
aCCOLIMUPYETCA C PA3BUTUEM TSDKEIIBIX 1€PMATOJIOTMUYECKUX PEAKIMi, TOBBIIIAET PUCK PAa3BUTHSA
TSDKETIBIX JIepMaTOJIOrHYecKuX peakuuil. Y manueHtoB ¢ amwteneM HLA-B*1502 neob6xoanmo
u30eraTb MPUMEHEHUS MpenapaToB, MPUBOIAIIMX K pa3BUTHIO cuHApoMa CtuBeHca-/[KoHCOHA
unu cuaapoma Jlaiienna, nmpu BO3MOKHOM 3aMeHE Ha allbTepHATUBHbBIEC Tpenapathl. [IpoBenenue
resoTunupoBanus no amwiemo HLA-B*1502 mnepen mpuMeHeHmem mnpenapata TpuenTtan®
HEOoOs3aTeNbHO Y TAlMEHTOB, MNPUHAUICKAIUX K TMOMyJIAIUsAM C HHU3KOM YacTOTOM
BCTPEYAEMOCTH JTaHHOTO aJlIeNsl, a TAaKK€ y MalKUEHTOB, YK€ MOIYyYaroIIUX TEepanuio JaHHBIM
MPernapaToM, MOCKOJIbKY TSKENbIe KOXKHbIE PEAaKIUU B OOJBUIMHCTBE CIydyaeB OTMEYAIUCh B
MIepPBbIC MECSIIbI JIeUeHUs (BHE 3aBUCUMOCTH oT Hanmnuust HLA-B*1502).

Koppenayus ¢ HLA-A*3101

Hanmnune annens HLA-A*3101 moxer ObITh (paKTOPOM pHCKA Pa3BUTHS TKEIBIX MOPayKeHHUH
koxu (cunnpom CtuBeHca-J/[>xoHcoHa, cunapoM Jlaiiena, JeKkapcTBEHHAs ChIMb ¢ 203HHO(ITHEH
U CUCTEMHBIMU NPOSBICHUSIMH, OCTPBIM T€HEPAIU30BAHHBIN 3K3aHTEMATO3HBIM IYCTyJIe3 H
NSTHUCTO-Y3EJIKOBAs ChIMb) IPU MIPUMEHEHNHU KapOaMa3enuHa.

Yacrora BcTpeuaemoctu aywiens HLA-A*3101 moxeT OTIMYaThCS y Pa3IUYHBIX ATHUYECKUX
rpyni: okoino 2 - 5% y Hacenenuss EBponsl, okono 10% - y SAMOHUEB B 3aBUCHMOCTH OT
reorpauueckoro permona. Yactora amens cocTtaBiseT MeHee 5% y HaceneHUs ABCTpaiui,
Azun, Appuku u CeBepHOIl AMEPUKH, UCKITIOUEHUS COCTABIAIOT OT 5% 1o 12%. YacroTa Gonee
15% ycTranoBiieHa y HEKOTOPBIX ATHUYecKuX rpynn OxxHoit Amepuku (Apreatuna u bpasunus),
KopeHHbIX xurteneir CeBepHoit AMepuku (tuiemena HaBaxo u Cuy, B Mekcuke - Conopa Cepn),
Oxnoit Unguu (Tamun Hany), u 10 - 15% cpenu apyrux KOpeHHBIX )KUTEJIEH JaHHBIX PETHOHOB.
YacToThl JaHHBIX ajljiesiell MPEACTaBISAIOT IPOLEHT XPOMOCOM B OIPENEICHHBIX MOIYJISALUAX
HACEJIEHUs, KOTOpbIE HECYT aJlIeNIb. DTO O3HA4YaeT, YTO MPOLEHT MALUEHTOB, HECYIIUX KOIIUIO
ajuleN, Mo KpalHeW Mepe B OJHOM M3 MX JIBYX XpPOMOCOM IOYTH B 2 pa3a BBIIIE YACTOTHI
BCTpeyaeMocTu ajuiens. TakuM oOpa3oM, MPOLEHT MAleHTOB, KOTOPble MOTYT OKa3aThCs MOJ
yTpO30ii, MOUTH B 2 pa3a BBILIE YACTOTHI aJUIEIEH.

Her noctaTouHbIx OCHOBaHUU AJI PEKOMEHJALUMU IPOBEACHHS T€HOTUIIMPOBAHUS 110 JAHHOMY
alyienio 'y TMAalMeHTOB Tepe] HadajJoM Tepamuu okckapOazenuHoMm. [lanmeHnrtam, yxe
MoJyyalomUM  Tepanmuio npemapatoM Tpumentan®, He peKOMEHIyeTcs IIPOBEICHHE
TeHOTHIIMPOBAHUS 110 JAaHHOMY aJUIENIO0, MOCKOJIbKY KOKHBIE pEakui B OOJIBIIMHCTBE CIy4yacB

OTMEUAJINCh B NIEPBBbIE MECSIBI IPUMEHEHUS Ipenaparta (BHE 3aBucuMocTd oT Hamuuus HLA-
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A*3101).

Onnako pe3ynbTaThl TEHOTUMHPOBAHUS HE JOJKHBI BIUSATH Ha CTENEHb KOHTPOJISI COCTOSHUSA
MalMeHTa U HACTOPOKEHHOCTh Bpauya B OTHOUIEHUHU TSDKENIBIX KOXKHBIX pEaKUuid. Y MHOTHX
MAIMEHTOB a3UaTCKOT0 MPOUCXOKICHUS C TOJOKUTENBHBIM PE3yIbTaTOM F€HOTUITUPOBAHUS 110
amuterto HLA-B*1502 pa3BuTHS TSDKEIBIX IEPMATOJIOTHYECKUX COCTOSTHUN MOYKET HE TTPOU30MTH,
B TO BpeMs KaK peakiuu OyoyT 3aperduCTPUPOBaHbI Yy TMAIMEHTOB JIOO0OW STHUYECKON
MPUHAJISKHOCTH C OTPUIIATENIbHBIM PE3YJIbTATOM TE€HOTUIIMPOBAHUS MO JAHHOMY aJUIeIIo.
CxoxuM 00pa3oM, pa3BUTHE TSKEIOW JEPMATOJOTHYECKOW MATOJIOTHH MOXET MPOU30UTH Yy
MAIMEHTOB JII000M ATHUYECKOW MPUHAJUIEKHOCTH Ha (JOHE TepamnuM MpenapaTroMm, TOraa Kak y
MHOTHX MAI[HIEHTOB C MOJOXKHUTEIBHBIM PE3yIbTaTOM reHOTUIHpoBanus o ayutento HLA-A*3101
Ha (poHe mpremMa npenapaTa TaKuX peakiuii He OyJeT OTMEUEHO.

He u3yuena posib MHBIX BO3MOXHBIX ()aKTOPOB B PA3BUTHU U PACIHPOCTPAHEHHOCTH YKa3aHHBIX
JEPMaTOJIOTUYECKUX OCJOXKHEHUM, TaKMX KakK J103a MPOTHUBOAMMIECNTHYECKOro Ipernaparta,
CTENEHb TMPUBEPKEHHOCTH K JICYCHUIO, OJHOBPEMEHHO IPUMEHSEMbIE JIEKAPCTBEHHbBIC
npenaparbl, COMYTCTBYIOLIAsh MaTOJOTUS, CTENEHb JepPMAaTOJIOTHYECKOro KoHTpossa. Ilpu
npoBeicHUH reHotunupoBanus mo amieno HLA-B*1502 crmenyer otmaBaTh mpeamodTeHHE
METOJMKE C BBICOKOW pa3pemariieid crmocoOHOCThI0. TecT cunTaeTcs MOJI0KUTEIbHBIM, €CIU
oOHapy»XeH X0Ts ObI OJIMH U3 aJUIeJIel, OTPUIATEILHBIM, €CITH HEe 00OHAPYKEHO HU OJHOTO aJlIes.
Tex sxe pekoMeHaui cieayeT IpUAepKUBATHCS TPU TPOBEACHUH T€HOTUITMPOBAHUS IO AJIEITIO
HLA-A*3101.

Hapywenue ¢pynkyuu nevenu

Nmetotes coobienns 00 OYeHb PEAKUX CIydasX pa3BUTHUS TelaTUTa, KOTOPHIE B OOJIBIIMHCTBE
CIly4aeB O0Jaromoiay4yHo pa3peuriuch. [lpu momo3peHnn Ha renaTutT HeoOXOUMO PaccMOTpPETh
BOIPOC 00 OTMEHE Mpenapara.

T'unomupeos

l'unoTtupeos sBisieTcss KpallHe pPEAKUM HEXKEJNaTelbHbIM  SBJICHHEM NPU MNPUMEHEHUH
OKCKap0Oa3enrHa. YUHUTHIBAs BIMSHHE TOPMOHOB IIUTOBHIHOW >KENE3bl HA PAa3BUTHE JETEH, Y
JAHHOW KaTeropuu MalueHTOB, 0COOCHHO B BO3pacTe JI0 ABYX JIET, PEKOMEHIOBAHO OMPEIENATh
KOHIIEHTPAILlMI0O TOPMOHOB HIMTOBUIHOW »Keje3bl J0 Hadajla Tepalmuu IpernaparoM, a Takxke
KOHTPOJIMPOBATH STOT MOKA3aTelb BO BpeMs pUMeHeH s npenapara Tpunenran®.
Oonoepemennblii npuem nepopanbHuIX KOHMpPayenmueos

[TarueHTKy € COXpaHEHHBIM PENPOAYKTUBHBIM TOTEHIMAIOM CIEAYeT MpeaynpeauTh o
BO3MOXXHOM CHIKEHUU 3(P(GEKTUBHOCTH IMEpPOpalbHBIX KOHTpAleNTUBOB. J[aHHOI KaTeropuu
TNALUEHTOK, HOTyJaonuxX npenapat Tpunentan™, peKoMeHIyeTcs JOMOIHUTEIEHOE TIPHMEHEHHE

HErOPMOHAJIBHBIX METOJIOB KOHTpalenuuu (cm. pasoen «llpumenenue npu 6epemeHHocmu u 6

22/24



NPI v3 approved on 26/10-2023
Based on CDS v3.0 - 2023-PSBGLC-1361-s

nepuoo epyoH020 BCKAPMAUBAHULY).

Cunopom ommensi

Kak u mpu npumMeHeHHH IPYTHX MPOTHBOIMWICTITUYECKUX MPErnapaToB, ClieayeT H30erarb
pE3KOro ITpekpalleHusi Tepanuu npenaparoM Tpunmentan® M3-3a pUCKa yBeIMYEHHsS YacCTOTHI
CYJOPOXHBIX TTPUTIAIKOB.

Jluma, TIpUHMMAIONINE ANKOToNb HAa (hOHE Tepamuu mpemapartoM Tpuimentan™, TOMKHBI OBITH
IPEIYIPEkKACHBI O BO3MOKHOM YCUJICHUU CeIaTUBHOTO 3¢ dekra.

[penapat Tpunentan® B GopMe CycHeH3UHU 11 HpUeMa BHYTPb COIEPKUT 3TAHON B KOJUYECTBE
menee 100 mr Ha mo3y. CycmeH3wsl TakKe COJEPKHUT TapaOeHbl, KOTOPhIE MOTYT BBI3BaTh
JJIeprUYecKre peakuuu (BO3MOXKHO OTCPOUYCHHBIE).

B cocTaB cycHeH3uu sl IpHeMa BHYTPb BXOJUT COPOMTOIN, T03ToMy mpenapar Tpunentan® B

dopMe cycneH3uM He cienyeT MPUMEHSTh y MalUeHTOB C HacleCTBEHHBIM HapylIEHUEM

TOJICPAHTHOCTH K (PpyKTO3€.

BJIMSAHUE HA CIHOCOBHOCTh VYHOPABJIATH TPAHCHOPTHBIMM CPEJICTBAMHU W
MEXAHU3MAMU

B cBA131 ¢ BO3MOXHOCTBIO Pa3BUTH Ha (oHe npuMeHeHus npenapaTa Tpunenran® Takux HP xak
TOJIOBOKPYKCHUC, COHJIMBOCTL, aTAKCUA, AUIUIONHNA, HCUCTKOCTb 3PCHUS, HAPYUICHHUA 3PCHUA,
TUIIOHATPUCMHA U YTHCTCHUC CO3HAHUA, OCO6€HHO B HavaJIC JICUCHUSA WJIM BO BPCM: Hoz[6opa
JI03bl, MAIUEHTaM clieyeT cOoOII0AaTh OCTOPOKHOCTh MPHU yHPaBICHUN aBTOTPAHCIIOPTOM HIIH
paboTe ¢ MexaHM3MaMu B IEPUOJ IPUMEHEHHUSI Tpenapara.

HpI/I HOSBJICHUN ONUCAHHBIX HEXKEJIATCILHBIX SBJICHUM CJICAYCT BO3ACPIKATHCA OT BBIITOJIHCHHA

YKa3aHHbIX BUAOB ACATCIBHOCTH.

®OPMA BbIITYCKA

Cycnensus ais npuemMa BHyTpb, 60 Mr/mi.

Mo 100 mMa wnu 250 mu Bo (JIaKOHBI TEMHOTO CTEKJA C 3aBUHYHMBAIOIICHCS TUIACTHKOBOM
KPBIIIKOHM, CHaOXXeHHOW cTormopoM. @DakoH BMECTE€ ¢ HMHCTPYKIHMEH 10 MPUMEHEHUIO,
JIO3UPOBOYHBIM ImpuiieM oobemMoM 1 mut mnu 10 M u amantepom s ¢uiakoHa MOMENIEH B

KapTOHHYIO IauKy.
Y Cl10BUA XPAHEHUSA

IIpu Temnepatype He Bbime 25°C.

IIpenapar ciegyeTr XpaHUTb B HEJOCTYITHOM JUIsl I€TE€H MECTe.
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CPOK TOJHOCTH
3 roxa.

He MNPUMCHATH IMOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YCa0BUSA OTITYCKA

OTnyckaroT o pelenty.

HAVMMEHOBAHUE W AJIPEC IOPHUJAYECKOI'O JIMIIA, HA WMA KOTOPOI'O BBIJIAHO
PEI'’MCTPAIIMOHHOE YJ1OCTOBEPEHUE

«HoBaptuc ®apma Al'», Jluxtmrpacce 35, 4056 baszens, [lBeiinapus / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland.

ITPON3BOIUTEID
«denppapm HOuuar C.A.C.», 26 Pio ne na Ilanens, 68330 IOuunr, @pannus / Delpharm
Huningue SAS, 26 rue de la Chapelle, 68330 Huningue, France

IIOJIYYUTh JAOMNOJIHUTEJBHYIO HMH®OPMALIMIO O IPENAPATE, A TAKXE HAIIPABUTDH
MPETEH3UH U MHOOPMAILIMIO O HEXEJATEJIBHBIX SIBJEHUSX MOKHO IO CJEJIYIOLWEMY
AJIPECY B Poccun:

00O «HoBaptuc ®apmar»

125315, r. MockBa, Jlenunrpaackuii mpocnekt, gom 70
Ten. (495) 967 12 70;

dakc (495) 967 12 68.

www.novartis.ru
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