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NMHCTPYKLMA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

TPUIENTAJ®

PEruCTPAIIMOHHBIN HOMEP: IT N015745/01

TOPrOBOE HAUMEHOBAHME: Tpunenran®

MEXIYHAPOJHOE HEHATEHTOBAHHOE HAUMEHOBAHUE (MHH): okckap6azenun
JIEKAPCTBEHHASI ®OPMA: CyCIIEH3Us [UIsl [IPUEMA BHYTPb

COCTAB:

1 mMn cycmeH3uu i TIpueMa BHYTPb COJEPIKHT: JCHCTBYIOIIEE BEIIECTBO: OKCKapOa3eruH
60,00 MTI', 4 TAK)XXKC BCIIOMOTI'aTCJIIBbHBIC BEIICCTBA: BOJAa OYHUIIICHHAA, COp6I/ITOJ'I, MMPOIUJICHTJINKOJIb,
LEJUII0NI03a JucneprupyemMas (MUKPOKPHUCTAINIMYECKAss LEUII0JI03a W KapMesio3a HaTpus),
acKopOMHOBas KHUCJIOTA, apoMaTu3aTop CJIMBOBO-JIMMOHHBIN JKEJIThIN 39K020,
METHIINaparupokcuOeH30aT, MaKkporoia creapaT, HaTpUsl caxapuHaT, cOpOMHOBAas KHCIOTa,
MPOMUINAaparupoKCuOeH30aT.

ONUCAHME:

Ot mouTH Genoro A0 cnabo KOPHYHEBOTO MM ¢1ab0 KPaCHOTO IBETa CYCIEH3Hs ¢ (PPYKTOBBIM
3aImaxoM.

DAPMAKOTEPAINIEBTUYECKAS T'PYIIIA: IPOTHUBO3MUICITHYECKOE CPEACTBO.

ATX xox: NO3AFO02.

DAPMAKOJOIMYECKUE CBOMCTBA

Mexanusm oeiicmeusn

dapmakosIorudeckas akTUBHOCTh npenaparta Tpunentan® (okckapOasemnuHa) oOyclIoBieHa, B
MIEPBYIO OYePe/Ib, ICUCTBUEM €T0 METa00IMTa — MOHOTUApOKcuripousBoHoro (MI'TI). Mexanusm
nercTBus okckapo6aszenunna u ero MI'TI cBsa3aH, B OCHOBHOM, C 0JI0Ka10¥ MTOTEHITMAI-3aBUCUMBIX
HATPUEBBIX KaHAJIOB, YTO MPUBOAMUT K CTAOMIM3AIMHN MEepeBO30YKICHHBIX MEMOpaH HEHpPOHOB,
WHTUOMPOBAHUIO BO3HUKHOBEHUS CEPUMHBIX HEHPOHANBHBIX PAa3pANOB U  CHIDKEHUIO
CHHANTUYECKOT0 IPOBECHUS UMITYJIbCOB.

Peanuzamuu mpoTUBOCYNOPOKHOTO JCHCTBUSL TIpermapara MOMXKET TakKe CIOCOOCTBOBATH
MOBBIIICHUE IPOBOJUMOCTH HOHOB KaJIUsl U MOJYJISILIUS BBICOKOIIOPOTOBBIX KAJIBIIMEBBIX KAHAJIOB.
He ormMeueHo 3HAaUMMOro B3aMMOJEWUCTBUS C HEHPOMEIHUATOPAaMH WIH MOIYJISTOPHBIMHU

y4acTKaMH PELIENTOPOB.
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Dapmaxoounamuka

B skcnepruMeHTanbHBIX HMCCIEAOBAaHUAX Yy JKMBOTHBIX IOKa3aHO, YTO OKckapOazenuH u MI'TI
00J1a/1a10T BBIPaKEHHBIM MPOTUBOCYOPOKHBIM JEHCTBHEM. Y TPBI3YHOB MPOJIEMOHCTPHUPOBaHA
3¢ (HEeKTUBHOCTH MPHU TeHEPATU30BAHHBIX TOHUKO-KIIOHUYECKHX CYJ0pOrax U B MEHBIIIEH CTeTIeHH
— MPHU KIIOHWYECKHUX CYAOPOTax; Y MaKaK-pe3yCcoB C aTIOMUHUEBBIMU MMILJIAHTaTAMH OTMEYEHO
KyIHUPOBaHWE WM YMEHBIICHHWE YacTOTHl Pa3BUTHA XPOHUYECKHUX PEUUIUBHPYIONINX
naplUuaJIbHBIX CYJO0pOr. Y MBIIIEH W KPbIC HE OTMEYEHO Pa3BUTHE TOJIEPAHTHOCTH (TO €CTh
ocnablieHus: IPOTUBOCYIOPOKHOM aKTUBHOCTH) TP €XKEIHEBHOM MPUMEHEHUH OKcKapOa3ennHa
u MI'TI B Teuenue 5 aueit uiu 4 Heeb COOTBETCTBEHHO.

Knunuueckas s¢gpgpexmusnocmeo

DddexTuBHOCT,  mpemapata  Tpumentan® TpUM  SIMIENTHYECKUX — NPUCTYNMax — ObLIa
MPOJEMOHCTPUPOBaHA KaK B MOHOTEpAIUH, TaK U B COCTaBE KOMOMHUPOBAHHOM Tepanuu y aeTei
Y B3pOCIIBIX.

Ipenapar Tpunentan® MOXeT NPUMEHATHCA KaK 3aMeHa JPYIHX IIPOTHBOIMIEITHYECKUX
CpeICTB B TeX ClydasX, KOrja IMpH TNPUMEHEHHWH TOCIEAHUX HEe JOCTHUraercs
YIOBJIETBOPUTEILHOTO TEPATIEBTUIYECKOTO OTBETA.

Dapmaxokunemuxa

Bcacvieanue

[Tocne mpuema BHYTph B TaOJIeTHPOBaHHOW (popme mim B (opMe CYCHEH3HH OKCKapOa3enuH
OBICTPO M MPAKTUYECKU MOJHOCTHIO (>95%) BcachiBaeTcsl B KeEIyAOYHO-KUIICYHOM TPAKTE U B
3HAYUTENBHON CTeneHn MeTabonu3upyeTcs ¢ oOpazoBaHUEM (HapMaKOIOTUYECKH aKTHBHOTO
metabomnuta - 10-monoruapoxcunpounspoganoro (MI'TI). [Tocne onHOKpaTHOTO MpreMa rnpernapara
TpunenTtan® Haromak B TabneTupoBaHHOH Gopme B 103e 600 MI' y 370pOBBIX JOOPOBOJIBIIEE
MY>KCKOTO TI0J1a CpeIHsisl MakcuManbHast koHneHTpanus MI'TI B urazme kpoBu (Cmax) cOCTaBIIsET
31,5 MKMOIIB/11, CpeiHEe MaKCUMAalIbHOE BpeMs €€ HOCTHXKEHUS (Tmax) - 0K0OJI0 5 yacoB.

® maromak B (opMe CyCHEH3UH B

[Toce omHOKpaTHOrOo mpuema mpemapaTa Tpunenrtan
no3e 600 Mr y 310pOBBIX TOOPOBOIBIEB MYKCKOTO 1018 Cmax MI'TI B 11a3Me KPOBH COCTABIISICT
24,9 MxMoIb/A, Tmax - 0k0O 6 yacoB. TabneTku U cycneH3usi OKCKapOasemuHa IJs ImpuemMa
BHYTPh OWOIKBHMBAJICHTHBI, TOCKOJIBKY CpeIHee TreoMeTpuueckoe OTHOImeHHe Cmax B
PAaBHOBECHOM COCTOSIHUM K IUIOMAAHM TOJ (HapMaKOKHHETHYECKOW KpPUBOU «KOHIICHTpAIIHSI-
Bpems» (AUC) MI'TI npu npumeHeHNH OJHOKpATHOM 103bI OblIO B Auanazone ot 0,85 o 1,06
(90% noBepUTENHHBIN HHTEPBAT).

[Tpuem nuIM HE BIUSET Ha CKOPOCTh M CTETICHb BCAChIBAHHsI OKCKapOa3enuHa.

Pacnpeoenenue

Kaxymuiica o6bem pacnipenenenuss MI'TI cocrasnsier 49 nutpos. [Ipubnusurensuo 40% MITI
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CBSI3bIBaETCS C O€IKaMH IUIa3Mbl KPOBHM, B OCHOBHOM C albOyMHWHOM. B TepameBTHUECKOM
JIaria30He CTETEHb CBS3BIBAHUS HE 3aBHCUT OT KOHIIEHTPAIIMHM OKCKapOa3ennHa B CHIBOPOTKE
kpoBu. Okckap6azenun u MI'TI He cBs3BIBAIOTCS C abda- 1 -KUCIBIM TIIMKOTIPOTEUHOM.
Okxkckap6azenun u MI'TI mpoHukaroT yepes reMaroruialieHTapHbli 6apbep. B onHoM ciyyae Obuin
3aperuCTPUPOBAHBI CXOHBIC 3HaUeHUsI KOoHLIeHTpauuu MI'TI B ria3mMe KpoBU Y HOBOPOXKIEHHOTO
pebeHKa 1 ero MaTepHu.

B ¢dapmakokuHeTHuecKuX HCCIEIOBAaHUSX MOKa3aHO, YTO B IUIa3Me KpoBH ompenensercs 2%
HEU3MEHEeHHOro okckapOazenuHa u 70% MITI; octanbHas 9acTh NMPUXOAMTCS HAa BTOPUYHBIC
MeTabOMHUTHI, OBICTPO BBHIBOJSIIMECS U3 IJIa3Mbl KpoBU. PaBHOBecHble koHueHTpamuu MITI B
T1a3Me KpOBH JOCTHIaloTCs Ha 2-3 CyTKM mpu npueme npenapara Tpunentan® 2 paza B CyTKHU.
Memabonusm

Oxkckap06a3zenuH ObICTPO METa0O0IU3UPYETCS IUTO30IbHBIMU (PEpMEHTaMH TIEUEHHU 0 aKTUBHOTO
metabonmura MITI, xotopslii oOycnaBnuBaer ¢apmakosoruueckuii 3¢dexr npemapara. MITI
MOABEPraeTcsl JaJbHEHIIECH KOHBIOTAIMU C TJIIOKYPOHOBOM KkHcioTod. He3znauntenbHOE
komuectBo MITI (okono 4% no3b1) OKHCIAIOTCA ¢ 00Opa30BaHMEM HEAKTHBHOIO MeTabonuTa
(10, 11-guruapoxcunpoussognoe, JAI'TI).

B paBHOBecHOM cocTosiHMU (papMakokuHeTHUYecKkue mapamerpsl MITI inHEeHHbI U 10303aBHCUMBI
B Auana3oHe cyTo4yHbIX 103 300 - 2400 wmr.

Buigeoenue

Oxkckap06a3enuH BRIBOJUTCS U3 OPTaHU3Ma B OCHOBHOM B BUJI€ META0O0JIUTOB, MPEUMYIIIECTBEHHO
noukamu. bomee 95% m03b1 BHIBOAWTCS MOYKaMU B BHUAE MeTabonuToB, MeHee 1% - B
HeuzMeHeHHoM Bue. Okoo 4% 1036l BRIBOIUTCS yepe3 kumedHuk. [Ipubnausurtensao 80% 10361
BeIBOAMNTCS B Buje MI'TI kak B Buze rmrokypoHusioB (49%), Tak u B Buae HeusmeHneHnoro MI'TI
(27%); neaxtusnsbiil JI'TI coctaBnser okono 3%, KoHbIOraThl OKCKapOa3enuHa — okosio 13% ot
JTO3BI.

Oxkckap0OazenuH OBICTPO BBIBOJUTCS W3 IUIA3MBI KPOBH, KAXKYIIHMICS MEPUOJI MOJYyBBIBEICHUS
coctaisieT 1,3 — 2,3 yaca. B otnuune oT okckapOasenuHa, KaxXyluiics mepuo/i MoyBbIBEICHUS
MI'TI cocraBnsier B cpeanem 9,3+1,8 yaca.

DapmaxkoKuHemuKa y OmoeibHvlx 2pynn nayueHmos

Tayuenmoi ¢ HapywieHuAMYU DYHKYUU NeYeHU

dapMaKOKMHETHYECKHAE TMapaMeTpbl W Merabomm3M okckapOasermna u  MITI  mocnie
OJIHOKPATHOTO TpHeMa BHYTpPh B J03¢ 900 Mr OIEHHWBAIM Yy 3J0POBBIX JOOPOBOJIBLIEB U Y
MAIMEHTOB C HApYUICHUsIMU (YHKIMH neuyeHu. Hapymienus: GyHKIWY EYeHH JIETKOU U cpeHei
CTETIEHHU TSDKECTH HE BIMSIOT Ha (hapMaKOKMHETHYECKHE MapaMeTphl okckapOasemnna u MITI.

®apMaKOKMHETHKA [IPU HApYLIEHUAX (PYHKIINY NEYEHHU TSAKEJION CTEIIEHU HE U3yUeHa.
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Tayuenmoi ¢ HapywieHUAMU PYHKYUU NOYEK

CymecTByeT JMHEWHas 3aBUCUMOCTh nodyeuHoro kiaupenca MI'TI ot knupeHca kpeatuHuHa. Y
MAlMeHTOB C HapymIeHUsAMH (YHKIUMU TOoYeK (KiIupeHc KpeatuHuHa <30 MII/MHUH) TOCHe
onHokpaTHoro npuema 300 Mr okckapOazenuHa nepuoa nonyssiseaenus MI'TI yBennuuBaercs Ha
60-90% (mo 16-19 vacos), a AUC yBennuuBaetcs B 2 pasa.

Jlemu

Kmupenc MI'TI, ckoppeKkTMpOBaHHBIMH MO Macce TeJla, CHUXKAETCS y NETel ¢ yBEIWYECHUEM
BO3pacTa W Macchl Tena, MNpHOMMXKasCh K KIUpEHCY Yy B3pocibiX. CpenHuil KiIMpeHc,
CKOPPEKTHPOBAHHBIH 10 Macce Tela, y JeTeil B Bozpacte oT 1 mecsua 10 4 net B cpegHeM Ha 93%
BbIIlIE, YeM Yy B3pocibix. TakuMm oOpaszom, npeamnonaraercs, yto AUC MITI y gereir stoit
BO3PACTHOM rpynmnsl OyJeT B 2 pa3a MEHbIIE TAKOBON Y B3POCIIBIX MPU NIPUMEHEHUH OJJUHAKOBBIX
1103 (IIpH1 KOppeKLuH 1o Macce Tena). CpeqHHid KIMpeHe, CKOPPEKTUPOBAHHBIHM 110 Macce Tena, y
neteil B Bo3pacrte oT 4 10 12 ner B cpenneM Ha 43% Belle, yeM y B3pocibiX. [Ipennonaraemas
AUC MITI y nereit 310t BO3PACTHOM TPYIIBI COCTABISIET 2/3 OT TaKOBOW y B3POCIBIX TPH
INPUMEHEHUN OJJMHAKOBBIX 103 (IpU Koppekuuu 1no macce Tena). [Ipeanonaraercs, 4to y netei B
Bo3pacTe OT 13 njer u crapuie 3a cueT YyBeJWYEeHUs Macchl Tena kiupenc MITI,
CKOPPEKTUPOBAHHBIN 110 Macce Tena, COOTBETCTBYET KiupeHcy MI'TI y B3pocibix.

bepemennvie nayuenmxu

Bo Bpemst GepeMEeHHOCTH B OpraHi3Me MPOUCXOAUT PsAll GU3HOIOTMYECKUX U3MEHEHHH, KOTOPbIE
MOTYT IPUBOJUTH K IIOCTENIEHHOMY CHIDKeHUI0 ypoBHs MI'TI B 1a3sme KpoBHU B 3TOT nepuoA (cm.
pazoen «lIpumenenue npu 6epemeHHOCmMU U 8 NEPUOO SPYOHO20 BCKAPMIUBAHULY).

Toowcunvie nayuenmoi

Ilocne mpuema npemapata Tpumentan® omHokpaTHo (B g03e 300 Mr) u moBTOpHO (B
no3e 600 mMr/cyT) y moXuisix 100poBoJiblieB B Bo3pacte 60-82 neT Cmax 1 3HaueHuss AUC s
MITI 66111 Ha 30-60% BBILIIE, IO CPABHEHUIO C TEMU KE TTOKA3aTENSIMH Y MOJIOABIX T0OPOBOJIBIIEB
(18-32 neT), 4TO CBSA3aHO C BO3PACTHHIM YMEHBIICHHEM KIMpPEHCa KpeaTUHUHA.

Ilon

He ormedeHo kakux-nmubo pa3nuyuii B papMakOKMHETHYECKHUX IapaMeTpax B 3aBUCHUMOCTU OT

I1oJjia B ACTCKOM, B3pOCJIOM WJIX ITOKHUIJIOM BO3pPACTEC.

ITIOKA3AHWSA K MIPUMEHEHAIO

. [Ipocthie, cnoXHBIE NapUUaAIbHbIE OSHNUIENTUYECKUE MPUCTYIBl, C BTOPUYHOMN
reHepaiu3amyei wim 6e3 Hee y B3pOCIIbIX U JIeTel B Bo3pacTe oT 1 Mecsia u cTapiie.

. I'enepanu3oBaHHbIE TOHMKO-KJIOHUYECKUE SIWICNTUYECKUE IPUCTYNBI y B3pPOCIBIX U

JIleTei B BO3pacTe oT 1 Mecsiua u crapuie.
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ITPOTUBOIIOKA3AHUSA

. [oBbllIeHHast YyBCTBUTENBHOCTh K OKCKapOa3enuHy WX JIIOOBIM IPYTMM KOMITIOHEHTaM
nmpenapara.

. [oBbIlIeHHas! YyBCTBUTEIIBHOCTD K 3CIUKapOa3enuHy.

. Hetckuii Bo3pact 1o 1 mecsa.

C OCTOPOXXHOCTHIO

Cnemyer ¢ OCTOPOKHOCTBIO HPHUMEHSTh Mpermapar |y HalMEeHTOB C  H3BECTHOU
THIIEPUYBCTBUTEIBHOCTBIO K KapOama3enuHy, Tak Kak y OTOH TpyNNbl MAIHEHTOB
npubnmusutensHo B 25-30%  ciaydaeB  BO3MOXKHO — Pa3BUTHE  PEAKUUH  MMOBBIIICHHOM
qyBCTBUTEIIFHOCTH K OKCKapOaszenmuHy. Y TMaIMeHTOB 0e3 aHAMHECTHYECKMX YKa3aHUH Ha
THIIEPYYBCTBUTEIBHOCTD K KapOaMa3emnuHy, TakKe BO3MOXKHO Pa3BUTHE PEaKIHi TOBBIIICHHON
YyBCTBUTEIFHOCTH Ha MpenapaTt, BKIII04ast MOJMOPTaHHbIe HAPYIICHHUS.

[Mpumenenue npenapata Tpunentan® y HallMeHTOB ¢ HAPYIIEHUAMU (QYHKIUU TEYEHH TKEIIOM
CTEIICHU HE U3Y4aJI0Ch, I09TOMY HEOOXOAMMO MPUMEHSTh Ipenapar y 3Toi KaTerOpUY NalieHTOB

C OCTOPOIKHOCTBIO.

IIPUMEHEHME IIPU BEPEMEHHOCTH M B IIEPUO/I T'PYIHOT'O BCKAPMJINBAHU A
bepemennocmso

Pezrome puckos

JleTu manueHTOoK ¢ AIIICTICHEH Jale IpyruX IpeapacioiokKeHbl K BOSHUKHOBEHUIO HApYIICHUN
pa3BUTHS, B TOM YHCIIE BPOXKIEHHBIX IOPOKOB.

Haunbonee wacTeiMM TMOpOKaMHU pa3BUTHS Yy JAETEH, MaTepu KOTOPHIX IMOJIydaad TEparuio
OKCKapOa3enmmHOM BO BpeMsi OEpeMEHHOCTH, ObLIH: ACPEKT MEKIPEIACEPIHON TMEPETOPOIKH,
nedeKkT nmpeacepaHO-KelyI0UKOBON MePEropoIKH, pacileInHa TBEpAOoro Heba U BepXHel ryObl,
cugapom JlayHa, aucmiasus Ta300eIpeHHOro cycrtaBa (Kak OJHO-, TaK W JIBYCTOPOHHSS),
TyOEpO3HBIN CKIIEPO3 M TIOPOKU PA3BUTHS yXa.

[To nanapiM CeBepoaMepukaHCKOTO peructpa 6epemennbix U peructpa EURAP (EBponeiickuii n
MEXIYHAPOAHBIN PETUCTP MPUMEHEHHUS MPOTHBOSUICITUYECKUX CPEJICTB MPU OEPEMEHHOCTH),
pacIpoCTpaHEHHOCTh T'PYOBIX MOPOKOB PAa3BUTHS, OTHOCSIIUXCS K CTPYKTYPHBIM aHOMAJHSIM,
TPEOYIOIMM  XUPYPTrHYECKOM, MEIMKAMEHTO3HOW  WJIM  KOCMETHYECKOM  KOPPEKIIHH,
JTUAarHOCTUPOBAHHBIX B TeueHHMe 12 Hemenp Tmocie pokaeHus, coctaBimsiia 2,2% (95%
JoBepUTENbHBIN HHTEpBai oT 0,6 10 5,5), a mpu olieHke yepe3 1 roj mociae poKAeHHs COCTaBUIa

3,0% (95% noBeputenbHbIl uHTEpBaT OT 1,4 10 5,4) COOTBETCTBEHHO Cpei OCpEeMEHHBIX,
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NPUHUMABIINX B TIEPBOM TPUMECTpPEe OKCKapOa3enmuH B MoHoTepamuu. [lo cpaBHEHHIO C
OepeMEHHBIMHM, HE TOJYYaBIIMMH TEPANUI0 KAKUMH-THOO0 MPOTHUBOATUICHTHYCCKUMU
npemnaparaMu BO BpeMsi OEpEMEHHOCTH, OTHOCUTEIBHBIA PUCK PA3BUTHS TOPOKOB Pa3BUTHS Y
netel coctaBui 1,6% ¢ noBeputeabHbIM HHTEpBaIOM 95% ot 0,46 1o 5,7.

Jlanaple 0 OepeMEHHBIX JKCHIMMHAX C OIWJICTICHEH, TMOJyYalIIuX OKCcKapbasemuH, u
HEPOKJIEHHBIX JETAX, MOABEPTaBIINXCS BO3ICUCTBUIO OKCKapOa3emnuHa BO BpeMs OEpeMEeHHOCTH,
OCTAIOTCS HEOMHO3HAYHBIMH. OJHAKO HEIb3sl MOJHOCTHIO HCKIIOUHUTHh PUCK TMOTCHITMATBHOU
TEPATOT€HHOCTH U HAPYIICHU Pa3BUTHSI HEPBHOW CHUCTEMBI.

Knunuyeckue pexomenoayuu

Ecnu manmenTka tutanupyeT OEpeMEHHOCTh WIM OE€peMEHHOCTh JMAarHOCTHPOBAHA BO BpeMs
MPUMEHEHHUs Tperapara, a TakKe MpH BO3HWKHOBEHHMHU BOIIPOCca O TPUMEHEHWH Ipemnapara

Tpunenran®

B IepHoj OEpeMEHHOCTH HEOOXOIMMO TIIATEIBHO COIMOCTABUTh OKUAAEMBbIE
INpeuMylecTBa TEpalnud U BO3MOXKHBIM PUCK HApPYUICHUH pa3BUTHs IUIOAA, OCOOCHHO B |
TpUMecTpe OEpEMEHHOCTH.

ITpu 6epemeHHOCTH clieAyeT MPUMEHATh MUHUMaJIbHbIE 3(D(EeKTUBHBIE 03bI NIpenapara.

[To BO3MOKHOCTH JKEHIIMHAM C COXPAHEHHBIM PENPOIYKTUBHBIM MOTEHIIMATIOM PEKOMEHAYETCS
Ha3Hayath npenapat Tpunentan® B kKauecTBe MOHOTEPAIIMH.

BeposATHOCTh BpPOXICHHBIX AHOMAIWH y JeTei JKCHIIHH, TOJyYaBIINX KOMOWHHPOBAHHYIO
TEpAIIO, BHIIIE, UM Y TEX, KTO IOJIyda] MOHOTEPAIIHIO.

[TanuenTka NOKHA OBITH NPEAYHpPEXkAE€HA O BO3MOXKHBIX HAPYIICHUSX Pa3BUTHUS IUIOAA U
HE00XOIMMOCTH MPOBEJICHNS aHTEHATAIbHON TUAarHOCTUKH.

Bo Bpems OepeMeHHOCTH HeE cleAyeT MpepbiBaTh 3((HEKTUBHOE NPOTHUBOIMUICTITUIECKOE
JIeYeHHe, TIOCKOJBKY MPOTPECCUpPOBAaHUE 3a00JEBaHUS MOXKET OKa3bIBaTh OTPHIIATEIBHOE
BJIMSIHUE HA MaTh U IUIOJ.

Konumponv u npogpunaxmuxa

W3BectHO, 4YTO BO BpeMs OCpEeMEHHOCTH pa3BUBaeTcs AePUUUT (OIMEBOH KHUCIOTHI.
[IpoTHBOSIIMIIENTHYECKUE CPEACTBA MOTYT YCHIMBATh ATOT ACHUINT, MPEACTABISIONIAN OJHY W3
BO3MOXHBIX NPUUYUH HAPYLUIEHUH PA3BUTHSA IUIOAA, TOITOMY PEKOMEHYETCs JOMOTHUTEIbHBINA
IpueM npenapaToB (GOIUEBON KUCIOTHI.

[Ipy npumeHeHHMH mpemapara BO BpeMs OEpPeMEHHOCTH HEOOXOAWMO YUYUTHIBATh, YTO
¢$u3nOIOTHUECKUEe H3MEHEHUS, IPOUCXOSIINE B OPraHU3Me B 3TOT MEPUOJI, MOTYT IPUBOJIUTH K
MOCTETICHHOMY CHIDKCHHIO YpOBHsI 10-MOHOTHIPOKCUIIPOU3BOAHOTO OKcKapOaszernuua (MI'TI) B
wiasMe KpoBU. J[Isl JOCTHM)KEHHS MAaKCHMMajbHOTO KOHTPOJI CUMITOMOB 3a00J€BaHUS Y

OepeMEeHHBIX HE00XO0AUMO PETYJISIPHO OLICHUBATH KIIMHUUECKUH A PEeKT mpenapaTa u onpeiesTh

koHUeHTpauuo MI'TI B mma3me KpoBH.
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Onpenenenne yposHs MI'TI B mi1asme KpoBU Takke peKOMEHAYETCSl IPOBOIUTH B IIOCIEPOIOBOM
nepuoJie, OCOOCHHO B CITy4ae, €M BO BpeMsi 0epeMEeHHOCTH J103a Mpernapara Oblia MOBBIIICHA.
Hoesopooicoennvie

Hmerotcs cooO1eHust 0 TOM, YTO IPUMEHEHHE MPOTUBOAMMICTITUYECKUX MPETapaToB BO BpeMs
OCpEeMEHHOCTH MOXKET NPUBOAUTH K  Pa3BUTHIO TOBBIIIEHHOW  KPOBOTOYMBOCTH Y
HOBOPOXKIEHHBIX. B KauecTBe MepbI IPEA0CTOPOKHOCTH PEKOMEHYETCSI IPUMEHEHNE BUTAMUHA
K1 B mocnenHmne HeCKoNbKO Heleb 0EpeMEHHOCTH, a TAK)KE Y HOBOPOXKIEHHBIX, MAaTEPH KOTOPBIX
MoJTy4Yaji OKcKapOa3ernuH.

Oxckap06azenud 1 MI'TI npoHukaioT uepes mianeHTapHblid 6apbep.

Jlannvie OOKIUHUYECKUX UCCIe008aHUL

B crangapTHRIX TOKCUKOJIOTMYECKUX MCCIIEOBAHUSIX Y TPHI3YHOB U KPOJIMKOB IPU IPUMEHEHUU
B J103aX, TOKCHUYHBIX IS MaTEpPUHCKOTO OpraHW3Ma, BBISABICHBI Takue 3(PQEKThl, KaKk pocCT
AMOpHOQETaTEHON CMEPTHOCTH W/UITM HEKOTOPOE OTCTABAHHUE aHTE- U MOCTHATAILHOTO Pa3BUTHS
NoTOMCTBa. B 0JHOM W3 BOCBMHU HCCIIEOBaHMNA 3MOpHOQETaTbHON TOKCHUYHOCTH OTMEUYEHO
YBEJIMYEHUE YAaCTOThI TOPOKOB Pa3BUTHS MOTOMCTBA y KpbIC MPH MPUMEHEHUH OKCKapOa3emnuHa
i MI'TI B m03ax, TOKCUYHBIX AJI1 MAaTEPUHCKOTO OpraHu3Ma. B 1ienom qaHHble Uccae10BaHui y
KUBOTHBIX CBHJETEIBCTBYIOT O MaJOM TEpAaTOTC€HHOM IIOTCHLUAe OKCKapOa3enmuHa IpH
PUMEHEHUU B J]03aX, IPUMEHSAEMBIX y yesioBeka. OJIHaKo, JaHHBIX UCCIIEIOBAHUM HEOCTATOYHO
JUTSL TIOJTHOTO MCKITIOYSHHS TePaTOreHHOTO () dekTa.

I'pyonoe éckapmnueanue

Pestome puckos

Oxckap0Oazenud 1 MI'TI BbiiensiroTes ¢ TpyIHBIM MOJIOKOM. OrpaHUYeHHbIC JaHHBIE YKa3bIBAIOT
Ha TO, 4TO KoHUeHTpauus MITI B miasme KpoBUM MIIAACHIIEB, HAXOASIIUXCS Ha TPYAHOM
BCKapMJIMBaHUM, cocTaBisieT 10 5 % koHueHtpauuum MITI B mnazme kpoBu matepu. XOTs
BO3JICIICTBHE Ka)KeTCS HU3KUM, HEIb3d HCKIIOYaTh PUCK Ui MiajeHna. Takum oOpaszom,
peleHue o MPOAOKEHUH TPYTHOTO BCKapMIIMBAHUS TIPU IPUMEHEHUH OKCKapOa3enuHa cieayeT
IPUHUMATh Ha OCHOBaHWM MPEUMYILECTB IPYJHOrO BCKAPMIIMBAHUSA M MOTEHIUAIBHOIO PUCKa
no6ouyHbIX 3hdexToB y mianeHna. Ecim peOeHOK HAaXOIWUTCA Ha TPYJHOM BCKApMIIMBAHHH,
cienyeT HaONMIOIaTh 3a HEXKEJIaTeNbHBIMHU SIBICHUSMHU, TaKMMH KaK COHJIHMBOCTb U IUTOXas
npubaBka B Bece.

Ilpumenenue y demeti 6 6o3pacme 0o 1 mecsaya

Her nmannpix 0 Oe3omacHOCTH W 3(()EKTUBHOCTH NMPUMEHEHHS OKCKapOa3enmuHa y JeTe B
BO3pacte 10 1 mecsia.

Bauanue na hepmunvnocmo

Her JAaHHBIX O BJIIMAHUU ITpCIIapaTta Ha (bepTI/IJ'IBHOCTI) Yy 4CJIOBCKA. B HCCICAOBAHUAX Y JKUBOTHBIX
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HE BBIABIICHO BO37eicTBUs okckapOaszenuna u MI'TI Ha pepTunbHOCTB Yy 0co0eit 060uX MmosioB B
cyTouHbIX no3ax 150 u 450 mr/kr cooTBeTcTBeHHO. [IpH npruMeneHnn MakcuManbHbIX 703 MITI
y CaMOK, OJHAaKO, OTMEYaJOoCh HapyIIEHHE OHCTPAIbHOIO LHUKJIA, CHUXKEHHE KOJIMYECTBA
JIOTEUHOBBIX TEJI, CHUKEHHE KOJIMYECTBA UMIUIAHTALMM U YUCIIa )KUBBIX SMOPHOHOB.
Konmpayenyus

[TaneHTKaM ¢ COXpaHEHHBIM PETPOAYKTUBHBIM MOTEHIIMAIOM CJIETyeT NMPUMEHSTh HaJIC)KHbIE
METOAbl  KOHTpaLENIUH BO BpeMs Tepanuu  OKCKapOa3enmuHOM  (IPEANOYTUTENBHO
HErOpMOHaJIbHbIE, HallpUMep BHYTPUMATOYHbIC KOHTPALENTHUBHBIE CPEJCTBA), MOCKOJIBKY MpPHU
OJTHOBPEMEHHOM TNPUMEHEHUH C TOPMOHAIBHBIMH  KOHTPALENTHBAMH, COJCPIKALIIMHU
STHHWJIACTPAINON WK JIEBOHOPrecTpell, 3 (HEeKTUBHOCTD TaHHBIX PENapaTOB MOYKET CHIKATHCS

(cm. pazden «Bzaumooelicmeue ¢ Opyeumu 1eKapCcmeeHHbIMU CPEOCMBAMUY).

Cnocob NIPUMEHEHMS U JA03bI

[penapar Tpunentan® MoKHO HPUMEHATH KaK B MOHOTEPAIMH, TAK U B KOMOMHALIMY C JAPYTHMU
IPOTHBOSIMJICITHYECKUMH TpenapartamMu. B o60oux ciydasx jedenue npenaparom Tpunentan®
HAYMHAIOT C KJIMHMYECKH >Q(PEKTUBHOMN 103bl, KPATHOCTh MPHEMA COCTABIAET 2 pasa B CyTKH.
J103a MOKET OBITh YBEIMYECHA B 3aBUCUMOCTH OT OTBETA HA TEPaIuIo. B cilydae 3aMeHbI IPYroro
IPOTHBOSMMJIEITHYECKOTO Mpenapara mnpenapatom Tpwientan® B Hadale 3aMEHBI CIELYET
TOCTENEHHO CHIKATh 103y 3aMeHseMoro npenapata. [Ipu npumenenuu npenapata Tpunentan® B
cocTaBe KOMOMHHPOBAHHON TEpPAIMU MOXKET MOTPeGOBATHCA CHHKEHHE 03Bl OJHOBPEMEHHO
IPUMEHSEMbIX IPOTUBOAIUICHTHYECKUX PENApaToB U/Wik 60J1ee MeJIEHHOE HOBBIIICHUE J103bI
npenapara Tpunenran®.

[penapar TpuaenTtan® MOkKHO IPUHUMATH BHE 3aBUCUMOCTH OT TIPHEMA TTHUIIH (BO BPEMs, T10CTIE

el WK B IPOMEXKYTKAX MEX]y PUEMaMH THILH ).

Tabnuya nepecuema 003wt npenapama Tpunenman® uz mz ¢ mn
Jlo3a B Muyuurpammax (Mr) Jlo3a B MuyutriinTpax (Mi)
10 mr 0,2 M
20 mr 0,3 M
30 mr 0,5 M
40 mr 0,7 mn
50 mr 0,8 M
60 Mr 1,0 M
70 Mr 1,2 Mit
80 mr 1,3 mn
90 Mr 1,5 M
100 mr 1,7 M
200 mr 3,3 M
300 mr 5,0 mn
400 mr 6,7 M
500 Mr 8,3 M
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600 mr 10,0 M
700 Mr 11,7 ma
800 mr 13,3 mn
900 Mr 15,0 M
1000 mr 16,7 Mt

HNHcTpyKuMy Mo NpUMEHEeHNI0 CYCIIeH3UM JIsl IpUeMa BHYTPb

[Tepen mpuemMoM cycrieH3uu JiIs TpreMa BHYTPh (PIIaKoH cielyeT TIIAaTeIbHO BCTPSAXHYTh U Cpasy
K€ OTMEPUTH HEOOXOUMOE KOMYECTBO cycneH3un. HyxHyro 103y (M) Habuparot u3 ¢iaakoHa
¢ NoMolIbk0 npuiaraeMoro mmpuua. [Ipu ncnons3oBannu mmpuna Ha 10 mi (mocraBisseMoro ¢
¢nakonom Ha 250 M - 7S B3pOCHBIX U JETEH CTapIlero BO3pacTa) KOJIMYECTBO CYCHEH3UU
caexyet okpyrisTh 110 0,5 mut. [Tpu ncronp3oBanuu mipuiia Ha 1 Mt (mocTasisieMoro ¢ pyrakoHoM
Ha 100 Mm - s meTed MITaaIero BO3pacTa) KOJMWYECTBO CYCIEH3UH CIEAYeT OKPYIIATH IO
0,1 M. IToce Ka)x10ro UCIONB30BAaHUS CIIEAYET MJIOTHO 3aKPHITh (DJIAKOH M MPOTEPEThH IIIPHIL
YUCTOM CyXoM TkaHbto. CyCHEH3MI0 MOYKHO NPUHUMATh HEMOCPEACTBEHHO W3 IINpHUIA WIU
pa30aBisATh HEOOIBUINM KOJTUYECTBOM BOJIBI EPE IPUEMOM.

OTKpBITHIN (pr1akOH XpaHUTH He OoJiee 7 Heleb.

Cycnensust uis mpueMa BHYTPb W TaOJeTKM OMOSKBHMBAJICHTHBI W B3aWMO3aMEHSEMBI B
HKBHUBAJIEHTHBIX J103aX.

Tepanesruueckuii >¢dext npenapara Tpunenran® (oxckapOazenuua) 00yCIOBIEH, B HEPBYIO
odepenn, AercTBrueM ero Mmeradonmra, MI'TI.

PytunHOE ompeneneHue KOHIEHTpauuu okckapOazenuHa wiu MITI B mnmasme KpoBH He
onpasaaHo. OnHako KOHTPoJb KoHIeHTpauu MI'TI B m1asme KpoBU MOXKET UCIIOJIB30BATHCA AJIs
YTOYHEHMSI COOJIIOJIEHUS peKuMa MpueMa npernapara naqueHToM (KOMIUIAEHTHOCTH) WK B TeX
CUTyallUsX, Korja BO3MOXKHO u3MeHeHHe knupeHca MI'TI, nHanpumep, usmeHenue (GyHKUUU
Moyek, OepeMeHHOCTh, OJHOBPEMEHHOE TPUMEHEHHUE C TMpenaparaMd HHAYKTOpaMU
«TIEYEHOYHBIX» (PEepMEHTOB. B BbIIIENEPEUNCICHHBIX CUTYAIMSIX CIEIyeT KOPPEKTUPOBATD 103y
npenapata Tpunentan® ¢ ydetom konuenTpauuu MI'TI B mnasme kposu (M3MepsIoT yepes 2 - 4
yaca 1ocJie nprema), KOTopyro ciaeayeT MoAAep KUBaTh Ha ypoBHE <35 Mr/.

Bspocnvie

Monomepanus u KoMOUHUPOBAHHASA MePANUsL

Hauanvnas oosa

HauanpHas no3a cocrapinser 600 mr B cyTkH (8-10 MI/KT Macchl Tena B CyTKH), pa3/ieicHHas Ha 2
npuema. [Ipu HeoOXOIMMOCTH BO3MOXKHO MOCTEIIEHHOE YBENWYEHHE J03bI HEe Ooliee yeM Ha
600 Mr/cyT ¢ HHTEpBaJIOM MPUMEPHO B | HEAEIIO O JOCTUKEHHS JKEIAeMOT0 TEPANIEBTUYECKOTO
OTBETA.

Tloooepoicusarowas 0o3za
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Xopommii TepaneBTUYECKHi OTBeT Habmomaics B nuamnasonHe no3 600-2400 mr B cyTku. Y
OOJIBITMHCTBA MAIMEHTOB HAOJII0TaeTCsl XOPOIIHA KIMHIYECKHH 3 ekt nmpu no3e 900 Mr/cyT.
MaxcumanvHas pekomeHO008aHHAsL CYMOYHAs 003d

VY nmnanueHToB, paHee HE TMOMYYaBIIMX TEPANHUI0 MPOTUBOSMUICHTHUECKUMH CpPEICTBaMH,
s dexTHBHA 1032 B MOHOTepanuu coctasiseT 1200 mr/cyt, y panee noiaydaBmux — 2400 Mr/cyT.
B KOHTpOIMpPYEMbIX HCCIIEOBAHMAX MpUMEHeHHe npenapara Tpunentan® B CyTOUHOM 103€
2400 Mr B cocTaBe KOMOWMHHUPOBAHHOM Tepanmuu 0O€3 CHIKCHHS  JO3bI  JIPYyroro
MPOTUBOIMUIECITHUECKOTO CpencTBa COTPOBOXKIAIOCH TUIOX O MEPEHOCUMOCTHIO
MPEUMYILECTBEHHO M3-3a PAa3BUTHUS HEXKEJIATENbHBIX SBJIEHUNA CO CTOPOHBI LICHTPAJIbHON HEPBHOM
cuctembl. CHcTeMaTHYecKoe NpUMEHeHHe Npenapara Tpunentan® B CyTOUHOH 03¢ BbIIIE
2400 Mr He U3y4aJioCh.

B ycrnoBusix cranmuoHapa ¢ HaAnmexaldM KOHTpolieM a03y yBenuuuBanu 1o 2400 mr/cyt B
TeyeHue 48 yacos.

Jemu u noopocmku

[Ipenapar Tpunentan® mpeaHasHaueH s NpUMEHEHMs y jeTeil B BospacTe oT 1 Mecsna u
crapuie. [IpumeHenue mpemapara y jaered B Bo3pacTe A0 | Mecslla B KOHTPOIUPYEMBIX
KJIIMHUYECKHUX UCCIIEJOBAHMIX HE U3y4asoCh.

Hauanvnas oosa

IIpu MoHoTepamuu mnpenapatoM Tpunentan® ¥ HpU NPHUMEHEHMH MpernapaTa B COCTaBE
KOMOWHHUPOBAHHOM TEpAMH PEKOMEHIYEMYIO HAaYaJIbHYIO 103y — 8 - 10 MI/KT Macchl Tesa B CyTKH
pa3endoT Ha 2 mpuema.

Iloooepacusarowas 0o3za

B KOMOMHHMpPOBAHHOH Tepamuum IiefeBas J03a mpenapara Tpunentan®, cocTapisiomas
30 — 46 MI/KT B CYTKH, JOJDKHA OBITH JOCTUTHYTa HE paHee, 4eM 4epe3 2 Heaelau ¢ MOMEHTa
Hayvasa Tepanuu.

B kimuHWYECKOM UCCIIEIOBaHMM C IIEJIeBOM CYTOYHOM [030i mpemapata 46 MI/KT B
KOMOMHMPOBAHHOM Tepanuu y eTeil B Bo3pacTe oT 3 10 17 et cpeansisi CyTouHas 103a COCTaBHIIa
31 mr/kr B auanazone ot 6 10 51 Mr/kr B cyTku. B kimHMuYeckoMm uccnenoBanuu 56% nereil B
Bo3pacte oT | mecsma no 4 net AocTUriu (GUHATHHOW CyTOYHOW IMOAEP>KUBAIONIEH O3Bl Kak
MUHHMYM 55 MI/KT B KOMOMHHPOBAHHOM TEpaniy MpH LENIEeBOH 03€ 60 MI/KT B CYTKH.
MaxcumanvHnas pekomeHO08aHHAs 003a

[Ipu HEOOXOMMMOCTH TSI MOCTHIKEHHUS KEJIaeMOro TepaneBTHUecKoro 3¢dexkra BO3MOXKHO
MOCTETIEHHOE TIOBBIIICHNUE JI03bI — C MHTEPBAJIOM MPUMEPHO B 1 HENENI0 A03y YBEIMUYUBAIOT -
MakcUMyM Ha 10 MI/KI/CyTKH, 10 MakCUMalbHOM CyTOYHOH /03Bl U3 pacuera 60 MI/KI MacChl

TCIa.
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Spghexm knupenca MI'TI, ckoppekmuposannozo no macce meaay oemet

IIpu nmpumeHeHuu npenapata Tpumentan® B MOHOTEpANMM U B COCTaBe KOMOWHMPOBAHHOM
Tepanuu, Npu KOPPEKIMU MO Macce Tejia Kaxymuiics kaupeHc MI'TI y gerelt 3HaYMTENBHO
CHIDKAaeTCs C yBenuuyeHueM Bospacta. Jletasm B Bospacte OoT 1 Mecsima 10 4 JeT MOXET
noTpedoBaThCs /1032 Mpenapara, B 2 paza IpeBbIIIaBIIas 103y JUIS B3POCIBIX, TPU KOPPEKIMH 1O
Macce Tena; IeTsM B Bo3pacTe oT 4 1o 12 meT MokeT moTpeOoBaThes 103, MPEBHIIAONIAs 103y
JU1s B3pocibIx Ha 50% mpu KOppeKuu 1o Macce Tena.

OonoepemeHnoe npumeHeHue ¢ HPOMUBOINUIENMUYECKUMU NPenapamamu - UHOYKMOpamu
usoghepmermos neueru y oemeti

VY nereii B Bo3pacte or 1 Mecsua 10 4 neT BIMSHUE NPOTHUBOSMUIEHTHUYECKUX MPENnaparoB -
UHAYKTOPOB ()€PMEHTOB MEYEHH HA UX KXKYIIMICSA KIMPEHC BBIPAXKEHO B OOJIBbIIEH CTETIEHU, YeM
y AeTeii Ooyiee cTapiinX BO3PACTHBIX IPpymn (IpU KOPPEKIUH 1o Macce Tena). [Ipu npumeHeHnu
npenapara Tpunentan® y nereii B BospacTe oT 1 Mecana g0 4 JeT B KOMOMHALMH C
NPOTHBOAIMJICITHYECKUMH ~ TIpeTapaTtaMd  MHAYKTOpaMH  (EPMEHTOB  TICUYCHH  MOXKET
noTpedoBaThes A03a OKCKkapOazenuHa npumepHo Ha 60% BbIlIe (Ipy KOPPEKLIKMHU IO Macce Tefa),

YeM Mpu MOHOTepanuu mpenapatoM Tpunentan®

WIN TIpU €ro NMpUMEHEHUH B KOMOMHAIUM C
IPOTUBOAUIICIITUYECKUMHU CPEJICTBAMH, HE HHAYLUPYIOIUMHU n3opepMeHTsl. Jst nereit 6omnee
CTapUIMX BO3PACTHBIX TPYNI MpPH HIPOBEACHUM KOMOMHHUPOBAHHOM Tepanuu Mpenaparom
Tpunentan® ¢ MPOTUBOINUIENTHYECKUMH HPENapaTaMi MHIyKTOpaMH H30()epPMEHTOB IEYEHH
MOXET TOTpeOOBaThCSI HE3HAUMTENbHOE YBEIMYEHUE J03bl Ipernapara IO CPaBHEHUIO C
MOHOTEpAIUEn.

VY nereit mianiie 3 JeT npenapart clieAyeT NIPUMEHSTh B (JOpMe CHPOIIa B CBS3U C TPYJHOCTSIMH
PUMEHEHHUS TBEP/IbIX JEKApPCTBEHHBIX (DOPM y MALMEHTOB 3TOM BO3PAaCTHOW IPYIIIBI.
llayueumul 6 so3pacme >65 nem

CrienuanbHasi KOPpEKLUs peKuMa JT03UPOBAHUS y JaHHOW KaTeropuu NalMeHTOB HE0OXOoAuMa
TOJILKO MIPU HApYIIEeHUH PYHKLUU MMOoYeK (KIMpeHe kpeaTuHuHa <30 mur/mMuH). B ciyyae Hanugus
pHUCKa Pa3BUTHUS THIIOHATPUEMHUHN HEOOXOAMMO MPOBEACHUE TIIATEIBHOIO KOHTPOJISL COAEPIKAHUS
HATpHUA B CBIBOPOTKE KPOBH.

Tayuenmoi ¢ napywienuamMu yHKYyuU neveHu

He tpeOyercst koppeKuu pexumMa J03UpOoBaHMs y MAUEHTOB ¢ HApYIICHUSIMHU (QYHKINUU TIEYCHH
Jerkod M cpeaHel creneHu. HeoOxomumo coOirofaTb OCTOPOXKHOCTh HPU NPUMEHEHUU Y
NAlMEHTOB C HAPYUIEHUAMHU (PYHKLUU NTEYEHU TSHKEION CTENECHH.

Tayuenmoi ¢ nHapyweHuAMU PYHKYUU NOYEK

JUis manMeHToB C HapyUIeHUsSMH (QYHKIMH MouyeK (KiIMpeHc KpeaTmHuHa <30 MII/MHH)

pexoMeHayeMas HadalibHas 103a cocTasisieT 300 MI/CyTKH; MOBBIIIATE A03Y CIEAYET MEJICHHO,
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A0 JOCTHIKCHHUS KCJIIAaCMOI'0 TCPAIICBTUYCCKOTO OTBCTA. HGOGXOIII/IMO TIIATCIIBHOC Ha6JIIOI[eHI/I€

JaHHBIX MMAallMCHTOB B TCUCHUC Hoz[60pa JO3bI.

ITIOBOYHOE JENCTBUE

HaubGonee ywacto cooOmanoch O cClenyrommx HexenaTenbHbIX peakiusx (HP): conmuBocTs,
TOJIOBHAsI 0OJIb, TOJIOBOKPYKCHHE, JHILIONHS, TOUTHOTA, PBOTA, MOBBIMICHHAS YTOMIISIEMOCTH
(6onee uem y 10% manueHToB).

B knmHMueckux wuccneaoBaHUAX Obulo TokazaHo, 4yTo HP 00bryHO cnmabo wunum ymepeHHO
BBIPXXEHBI, HOCAT TPAH3UTOPHBIN XapakTep U HAOIIOJAIOTCS B OCHOBHOM B HayaJyie TEPAIUU.
[IpuBecHHBIC HIDKE TaHHBIE CYMMHPYIOT MH(popMmaruioo o HP, 3aperucTpupoBaHHBIX B XOJE
KJIMHUYECKUX MCCIEI0OBaHUM, a Takke JaHHble MO MNpoduiito O0e30MacHOCTH Mpernapara,
MOJly4YeHHbIE B XOJE €ro MpUMEHEHHs B KIWHUYeckoW mnpaktuke. HP crpymmupoBanbl B
COOTBETCTBUH C KJIacCU(UKaIel opraHoB U cucteMm opranoB MedDRA, npu 3ToM nepeunciieHs!
B TIOPSIIKE YMCHBIIICHUS MX 3HAYUMOCTH.

Kpurepun onenku dactotsl BosHHKHOBeHHs HP: «odenp wacto» - >1/10, «gacto» - >1/100 -
<1/10, «aegacro» - >1/1000 - <1/100, «peaxox» - >1/10 000 - <1/1000, «oueHs peako» - <1/10 000
(BKITFOUAs OT/ACIIBHBIC COOOIICHUS).

Hapywenus co cmoponst kposu u numgamuueckotl cucmemyl. HEYACTO — JICHUKOMECHUS;, OUYEHB
pPEeAKO — MOJaBICHHE KOCTHOMO3TOBOTO KPOBETBOPEHUSI, alIACTUYECKAsl aHEMUS, arPaHyJIOIUTO3,
MIAHITUTONICHUS, TPOMOOITUTONICHUS, HEUTPOIICHUSI.

Hapywenus co cmoponsbt uMMyHHOU cucmemsl: OY€Hb PEAKO - aHA(PUIAKTUYECKUE DPEaKIHH,
peaxiuu TUIEePYYBCTBUTEIHLHOCTH (B TOM quclie peaxkiuu MOJIMOPTaHHON
TUIEPYYBCTBUTEILHOCTH), KOTOPBIE XapaKTePU3YIOTCS TAKUMH CHUMOTOMaMU KaK ChIlb H
MOBBIIIICHUE TEMIIEPATyphl Tela. BO3MOXHBI TakKe HAPYIICHUS CO CTOPOHBI KPOBH U
nuMdaTrHIecKoi cucTeMbl (303MHO(IIHSI, TPOMOOIIUTONICHUS, JICHKOTICHUS, JTUM(aICHOATHSI,
CIUICHOMETamnus), MeYeHW (TemaTHT, W3MEHEHHE IMoKaszarejel (YHKIMH TEeYEHHU), MBI U
CyCcTaBOB (MHAJNTHSA, TMPUNYXJIOCTh B OOJACTH CYCTaBOB, apTPalTHs), HEPBHOW CHUCTEMBI
(meueHouHas SHIEPATONATHS ), TOYEK (TIOYSUHAS HEIOCTATOYHOCTh, MHTEPCTHIIMAILHBIA HEPPUT,
MPOTEUHYPHS), JIETKUX (OTEK JIETKHX, OPOHXOCIHAa3M, OpOHXHAIbHAS acTMa, MHTEPCTUIIMATIbHAS
00JIe3Hb JIETKUX, OJBIIIKA), AHTHOHEBPOTUYECKUI OTEK.

Hapywenus co cmopomnst 5HOOKpUHHOU cucmeMbl: YaCTO — YBEITMYEHUE MACChI TEJIa; OYEHb PEIKO
- TUTIOTHAPEO3.

Hapywenus co cmoponvl obmena eewjecmé u numauus: YacTO — TUMOHATPUEMHS (Ualie
OTMEUaeTCs y TMAalMeHTOB BO3pacTe >65 IeT); OYeHb pPEIKO — KIWHUYECKH 3HauyuMas

TUIoHaTpueMus (copepikanue HaTpus <125 MMOJIB/1T), BOSHUKAIOIIAs, KaK MPaBUIIO, B TCUCHUE
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MEPBBIX 3 MECSIIEB TEPAMHH MIPETAPATOM, XOTS Y HEKOTOPBIX MaIMEHTOB - OoJyiee ueM yepe3 1 ron
MOCJIe Havaja JieueHus (COMPOBOXKAAIOMIASCA PA3BUTHEM TaKUX MPOSIBICHUN M CUMITOMOB KakK
CyJIOpOTH, 3HIle(aonaThs, yTHETEeHUE CO3HAHUA, CIIyTaHHOCTh CO3HAHUs); HAPYIICHUS 3pEHUs
(HEYETKOCTb 3PEHUs), THIIOTUPEO3, PBOTA, TOLTHOTA, AEPUIUT (HONTHEBON KUCTOTHI.

Hapywenus ncuxuxu: dacto - axwuranus (HEpPBO3HOCTH), AMOILMOHANbHAS JTaOWIBHOCTS,
CITyTaHHOCTh CO3HAHUS, ICTIPECCHSI, allaThs.

Hapywenus co cmoponwl HepeHoll cucmemsbl: 04eHb 4aCTO — COHIUBOCTS (22,5%), TonoBHas 00Jb
(14,6%), ronoBokpyxkenue (22,6%); yacto — aTakcusi, TpeMOp, HUCTarM, HapyIlleHue BHUMaHUS,
aMHe3usl.

Hapywenus co cmoponwl opeana 3penus: ouenb yacto — auruionus (13,9%); vacto — HapyeHus
3peHus], 3aTyMaHUBaHUE 3PEHHUS.

Hapywenus co cmoponvl opeana ciyxa u 1iabupunmmsle HapyuieHusA.: 4acTo — BEPTUTO.
Hapywenus co cmopoHwvl cepoya.: 09€Hb PEIKO — aTPUOBEHTPUKYJIIpHAs OJI0KaIa, apUTMUSL.
Hapywenus co cmoponsl cOCy10B: OUYEHb PEJIKO — apTepHalibHAsl TUIIEPTEH3US.

Hapywenus co cmopomust siwcenyoouHo-kuueyHo2o mpakma.: o4deHb 4acto — pBoTa (11,1%),
tomHoTa (14,1%); yacto — nuapest, 601b B 00JIACTH KUBOTA, 3aII0P; OYEHb PEJKO — MAHKPEATHUT
V/WTH TIOBBIIICHUE aKTUBHOCTY JIMITA3bl U/WJIH aMUJIa3bl.

Hapywenus co cmoponul neuenu u cenyesvbigo0auux nymeti. 04€Hb peaKO — FernaTHT.
Hapywenus co cmoponsl Kodtxcu 1 NOOKOMCHbIX MKaHel: 4acTO — KOKHAs ChIllb, aJIONELNs, aKHE;
HEYaCTO — KpalnuBHUIA; OYE€Hb peako — cuHapoM CrtuBeHca-/[>KOHCOHA, TOKCHUYECKHUM
snuAepMaibHbI HeKpoiu3 (cuHapoM Jlaiienna), aHTHOHEBPOTUYECKUN OTEK, MyIbTU(HOPMHAS
spUTEMa, CUCTEMHAasl KpacHasl BOJYAHKA.

Obwue paccmpolicmeéa u HapyweHusi 8 Mecme 66e0eHus: OYeHb YacTO — IIOBBIILIEHHAsS
yromisiemocts (12%); yacto — acteHusl.

Jlabopamophnvie u uHCmMpyMeHmMAalbHble OdaHHble: HEYAacTO - TIOBBIIICHHE aKTHUBHOCTHU
«TIEYEHOYHBIX» (EPMEHTOB, IIENOYHOM (ocdarazbl B KPOBH; OUEHb PEIKO — IIOBBIIICHHE
AKTUBHOCTH aMHJIa3bl, JTUMA3HI.

B kimHMYECKMX HCCIIEeIOBAaHUSAX, MPOBEICHHBIX y JeTeld B Bo3pacte oT 1 mecsua ao 4 jer,
Haubosee yacTo HaOmonanach COHMMBOCTH (y 11% mamuenton). C yactotoit >1% - <10% (dacto)
OTMEYAJIUCh AaTaKCHsl, pa3IpakKUTEIbHOCTb, PBOTA, JIETAPIHs, MOBBIIMICHHAS YTOMIISIEMOCTbD,
HUCTarM, TPEMOp, CHIDKCHHE alMeTUTA, MTOBBIIICHIUE KOHIIEHTPAIIMH MOYEBOW KHCIIOTHI B KPOBH.
HP, gvisgnennvie 6 nocmpe2ucmpayuoHHOM nepuooe HaA OCHOBAHUU OMOENbHbIX COOOWeHUll U
clyyaes, ONUCAHHBIX 8 Tumepamype

[ockonbky uHpOpManus o ganHeix HP momydeHa MeTo oM CIIOHTaHHBIX COOOLICHUN U TOYHOE

YUCJIO MAIMMCHTOB, IPUHUMABIINX MPCIiapar, HC ONMPCACICHO, OCHUTb YaCTOTY BO3ZHUKHOBCHHA
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JAHHBIX PEAKIUI HE MPENCTaBISAETCS BO3MOXHBIM, B CBSI3M C YEM AJI HUX YKa3aHO «4acToTa
HEU3BECTHAY.

HP xmaccudunupoBanbl MO CHCTEeMaM OPraHoB, B TpeaeiiaX KaXXIOW CHCTEMbl OpPraHOB
PacrojI0kKEHBI B NOPSAIKE YMEHBIIEHUS CTENIEHU TSHKECTH.

Hapywenus co cmopoHvl Kodicu u NOOKOHICHBIX MKaAHeU

JlexapcTBeHHast Chlllb C 303uHO(UIMEN U cucteMHbIMH mposiBaeHussMu (DRESS-cunapom),
OCTPBI reHepATM30BAHHBIN K3aHTEMATO3HBIN MyCTYJIE3.

Hapywenus co cmoponul ckenemno-mulileyHou u coeOUuHUmenbHou mKkanu

Bt cooOmieHuss 0 CHW)KCHMM MHHEPATbHON IUIOTHOCTH KOCTHOM TKaHU, OCTEOICHHH,
OCTEONOpPO3€ U MEPEoMax Yy NAIMEHTOB, MOJYYalolIMX AJIUTENIbHOE JICYEHHE NpernapaToM
TpunenTan®. MexaHu3Mm BIUSHUSA OKCKapOa3eNnHa Ha METaOO0IM3M KOCTHON TKAHU HE BBISICHEH.

Hapywenus co cmoponvl obmena sewyecme u numanus

CuHIpOM HealeKBaTHON CEKPELIMM aHTUANYPETHUECKOTO TOPMOHA, MPOSIBIISIFOIINNCS JETaprUeH,
TOIIHOTOM, TOJIOBOKPY>KEHUEM, CHI)KEHHEM OCMOJISUIBHOCTH CBIBOPOTKH KpOBH, pPBOTOIA,
TOJIOBHOW 0O0/bI0, CIyTAaHHOCTBIO CO3HAHMSA M JPYTMMH CHMITOMaMH CO CTOPOHBI HEPBHOI
CUCTEMBI.

Tpasmvl, unmoxcukayuu u OCI10HCHEHUs MAHUNYIAYUL

[Tanenne.

Hapywenus co cmoponul nepénoti cucmemul

Hapymienust peun (B TOM 4ucie au3apTpusi), OCOOCHHO B TIEPHO/] TIOBBIIICHUS JTO3HI.

Ecnu nobvie uz ykazauwvix 8 uHCMpyKyuu nobouyHulx 3¢gexmos ycyeyonawomes, uiu Boi
3amemuau a06vie opyeue nobounvie ¢hghekmol, He YKA3AHHbIE 8 UHCMPYKYUU, coodujume 00

Imom epauy.

ITEPE1O3UPOBKA

NmMetrotes ennHUYHBIE COOOIICHUS O TTePEI03UPOBKE MpemapaTa. MakcuMallbHas 1032, OTIHCaHHAS
B COOOIIEHUAX, COCTaBIIsIa MPUOIM3UTENHHO 48000 Mmr.

Cumnmombwi

Hapywenus 600no-s1exmponumnoeo banranca: TUTIOHATPUEMUSL.

Hapywenus co cmoponvl opeana 3penus: TUIUIONHS, MU03, HEUETKOCTb 3PEHHUS.

Hapywenus co cmoponul nuwesapumensholi cucmemsl: TOUTHOTA, pBOTA, TUIIEPKUHE3USL.

Obwue paccmpoticmea u HapyweHus 6 mecme 86e0eHUsl; YTOMISIEMOCTb.

JlabopamopHvie u uncmpymenmanvHbvle OanHble. CHUKEHUE YaCTOTHI AbIXaTeNbHBIX JBIKECHUH,
yanuHeHue narepsaia QTc.

HapymeHuﬂ CO CMOpPOHbL H€p6H0ﬁ cucmemsl.; COHJIMBOCTb U COMHOJICHLIMSA, I'OJIOBOKPYKCHUC,
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aTaKCHs, HUCTAarM, TPEMOp, HapyIIeHue KOOPAWHAIINU, CYyJOPOTH, TOJIOBHAsE 00JIb, KOMa, OTEPS
CO3HAHUS, TUCKUHE3HS.

Hapywenus ncuxuxu: arpeccusi, aXKuTaiys, CIyTaHHOCTb CO3HaHMUS.

Hapywenus co cmoponwl cocyoog: aprepuaibHas THIOTEH3US.

Hapywenus co cmoponbl OblXxamenbHOU CUCmeMbl, OP2aHO8 2PYOHOU KIeMKU U CPe0OCHmeHUs:
OJIBIIIIKA.

Jleuenue

Crenuduueckoro aHTU0Ta He cyliecTByeT. [IpoBOAsAT cuMITOMaTnyeckoe U NoIEP/KUBAOIIee
neuyenue. CiieyeT UMETh B BUAY, YTO [T YMEHbIIEHUs abcopOIMK OKcKapOas3ennHa MOKET ObITh
IPOBEICHO IPOMBIBAHWE JKEIyAKa WM Ha3HAUYE€H NpPUEM aKTHBHpOBaHHOTO yriust. Cuemyer
IPOBOJUTh KOHTPOJb JXKU3HEHHO BAXKHBIX (YHKIMH OpraHuzMa, oco00e BHHUMAHHUE YJess
HapyLEHUsIM BOAHO-3JIEKTPOJIUTHOrO OanaHca, cepledHOil MPOBOAMMOCTH M HAPYLIEHUSM CO

CTOPOHBI HBIX&TGJILHOﬁ CHUCTCMBI.

B3AMMOJENCTBUE C IPYTUMHU JEKAPCTBEHHBIMM CPEJICTBAMHU

HUneubuposanue uzoghepmenmos

OxckapOazenut u ero papmMakoJIOorHuecKu akTUBHbIN MeTabonut MI'TI sBisttoTcss HHTHOUTOpaMH
mzodepmenra CYP2C19. Takum o00Opa3oM, OJHOBPEMEHHOE MpPHUMEHEHHE OKCKapOa3enuHa B
BBICOKHUX JI03aX U MPENapaToB, KOTOPbIe MeTabomu3npytorces ¢ yaactuem nzodepmernta CYP2C19
(manpumep, ¢denobapOuTan, (GEeHUTOMH), MOXKET MPUBECTH K HUX B3auMojencTBuio. Jlis
HEKOTOPBIX MMALMEHTOB MOXET MOTPeOOBaThCS CHUXKEHUE J103bl IpenapaTtoB — CyOCTpaToB
uzodepmentra CYP2C19. briio nokazano, uto okckap6azenus u MI'TI ciiabo MHTHOUPYIOT WK
COBCEM HE B3aMMOJICHCTBYIOT CO CIEAYIOUIMMH MHKpocoMalbHbIMU n3opepmenTamu: CYP1A2,
CYP2A6, CYP2C9, CYP2D6, CYP2EIL, CYP4A9 u CYP4All.

HUnoyrkyus ghepmenmos

In vitro u in vivo okckap6azenun u MITI, sBnssce cinaObIMU MHAYKTOpaMH H30(EpMEHTOB
CYP3A4 u CYP3AS, cHMKaIOT IU1a3MEHHbIE KOHLEHTPALUHU NTPENapaToB, META00IU3UPYIOLIUXCS
JAHHBIMM ~ (E€pMEHTaMU: JAUTHJIPONUPUAMHOBBIX AHTATOHUCTOB KalbLUs, MEPOPATBHBIX
KOHTPALIETITUBOB M INPOTUBOSMWIECNTHUECKUX NpenapaToB (Hampumep, kapOamaszenuHa). [lpu
OTHOBPEMEHHOM MNPHUMEHEHUH C mpenapaToM Tpuientan® Takke BO3MOXKHO CHHKEHHE
KOHIIGHTPAallM B IUIa3ME€ KPOBH M JPYTHMX JICKApPCTBEHHBIX IPETapaToB, SBISTFOIIUXCS
cyocrpatramu  um3opepmentoB CYP3A4 u CYP3AS (mampumep, mpemapara TpyHIbI
UMMYHOJICIIPECCAHTOB - IIUKJIOCTIOPHHA).

[Mockonbky in vitro MI'TI u okckapOa3enyH sBISIOTCS CI1a0bIMU HHAYKTOpaMH ypuauHudocdar-

TIIIOKYPOHUII TpaHC(epasbl, MATOBEPOATHO, YTO i1 Vivo OHU CIIOCOOHBI BIHMATH Ha META00IN3M

15/24



NPI v4 approved on 15/08-2024
Includes CDS v3.1 - 2024-PSBGLC-1425-¢

IpenapaToB, BBIBOJSIIMXCS B BHJE KOHBIOTATOB C TJIIOKYpPOHOBOW KHCIOTOM (Hampumep,
BaJIbIPOEBOM KHUCJIOTHI M JaMOTpukuHa). Ho, mpuHMMas BO BHUMaHHE JAaxe ciadyro
WHIYIUPYIONIYI0 CTOCOOHOCTh OKckapOaszennHa u MI'TI, MokeT moTpeOoBaThCsl yBEIUUYCHHE 103
OJTHOBPEMEHHO TPHMEHSEMBIX IpEenapaToB, KOTOpble METa0OJU3UPYIOTCS C ydacTHEM
uzopepmenta CYP3A4 niu ypunuanudochar-rimoxyponun tpancdepasoil. B ciaydae oTMeHsI
npenapara Tpunenrtan® MoskeT MOTPe6OBATHCA CHIKEHHE J03bI 3TUX TIPENapaToB.

In vitro uccnenoBaHus MOATBEPAMIN c1a0yr0 HHAYLMPYIOLIYIO CIIOCOOHOCTh OKCKapOa3enuHa u
MI'TI B otHomeHnun wuzodpepmentoB mnoacucremsl CYP2B u wusodepmenta CYP3A4.
Wnpynupyromee BiusHue okckap6asennna u MI'TI Ha npyrue mzodepments! cucrembl CYP
HEU3BECTHO.

IIpomugoanunenmuyeckue npenapamol

[lpy ONHOBpPEMEHHOM NPUMEHEHUH OJHOIO WM HECKOJbKUX IPOTUBOSMMICITHUECKUX
IpenapaToB — MOIIHBIX MHIYKTOPOB IuToXpoMa P450, Takux kak xapOasenuH, GEHUTOMH WIH
denobapOuTal, ¢ okckapOa3eMUHOM B KaXKJIOM KOHKPETHOM CITydae HeOOXOIUMO OCYIIECTBIISATh
TIIATEJIbHYI0 KOPPEKIHUIO 103bl W/WIIM KOHTPOJIb KOHIIEHTPALMHU TpenapaToB B IJIa3Me KPOBH.

® U JpyTrux MIPOTUBOIMHUICTITHYCCKUX

Bo3moxHbIe BSaHMOHCﬁCTBI/IH npemnapara TpI/IJ'IeHTaJ'I
npenapaTtoB OLCHUBAJIUCHL B XOAC KIMHHUYCCKHX HCCHGI[OBaHHﬁ. I[aHHI:Ie 10 BJIUAHHIO 3THX

B3aumoeiicTBuit Ha AUC 1 MUHUMaTbHYIO KOHIIEHTPAIUIO (Cmin) CyMMUPOBaHBI B TAOIHIIE:

[TpoTuBOAIMIIENTUYECKHI Bnusinue npenapara | Bnusaue [OI1 Ha
npenapat (I1911) Tpunentan® Ha KOHIEHTpALKIO | KoHIeHTpanuio MI'TI

[131T (Cmin)
Kapb6amazenun 0 - 22% y™MeHbllIeHHE 40% yMmeHbIIeHHE
Knob6azam He uzyyanocs He Bnusier
denbdbamar He u3yuanoch He Bnusier
DenobapOuTan 14-15% yBenuuenue 30-31% ymeHbLIEHHE
DeHuTONH 0-40% yBenuueHue 29-35% ymeHbl1eHNE
Banbenpoesas kuciora He Bnusier 0-18% yMmeHblIeHHE
JlamoTpuKUH He Bnuser* He Bnuser

(* OrcyrctByeT BiusiHUE HA Cmin, AUC 1 Cmax)

KonuenTpanus ¢eHuronHa B miasMe KpoBU yBenuuuBaeTcs 10 40% mpu OJHOBPEMEHHOM
npuMeHeHuy npenapara Tpunenrtan® B 1o3e 1200 Mr B cyTKM 1 Bbimie. [103TOMy npH IpUMEHEHHH
npenapara Tpunentan® B BbIIEYyKa3aHHBIX [03aX MOKET IOTPeOOBATHCS YMEHBIICHHE JI03bI
dbenuTonHa.

VYBenuyeHne KOHLEHTpalMM B IU1a3Me (eHoOapOuTana mpu OJHOBPEMEHHOM IMPUMEHEHHH C
npenaparoM Tpuentan® nesnaunrtensHo (15%).

[Ipy onHOBpEeMEHHOM TIPUMEHEHHUH CHJIBHBIX HWHAYKTOPOB muTOXpoma P450 w/mm
ypunuaaudocdar-rarokypoHmt Tpaacdepassl (T.e. pudaMuiraa, kapdbamazenuHa, peHuTonHa

u penobapOuTana) ymenoiaercs koHueHtpauuss MI'TI B minazme kpoBu (Ha 29 - 49%). Takum
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o0pa3omM, cienyeT KOHTpOJIupoBaTh KoHIeHTpauuio MITI B mia3Me/ChIBOPOTKE KPOBH U MpU
HEOOXOJUMOCTH KOPPEKTHpOBaTh 103y IHpernapara MpU OJHOBPEMEHHOM IPUMEHEHUU
OKCKapOa3enuHa ¢ OJJHUM WM HECKOJIBKMMU U3 BBIIIEYKa3aHHBIX [IPENapaToB.

V npenapara Tpusentan® He ObUIO BHISABICHO ABJCHUH ayTOMHIYKIMH.

I'opmonanvuvle Konmpayenmugbol

JlokazaHo B3auMoOJIeHiCTBUE OKCKapOa3enuHa ¢ KOMIIOHEHTaMU MEPOPAIbHBIX KOHTPALETITHBOB:
ATUHWIACTPAANOIOM U JeBoHOprecTpenaom. Cpeanue 3Haduenuss AUC i1 HUX yMEHbIIAIUCh Ha
48 - 52% u 32 - 52% cootBercTBeHHO. Mccnenopanuii B3aumoseiicteus npenapara Tpunentan®
C APYTMMH NEPOPAJIbHBIMU WJIM UMIUIAHTUPYEMBIMU KOHTpPALENTUBAMHU HE MPOBOANIOCH. Takum
00pa3oM, OJHOBPEMEHHOE NpUMEHeHHe npemapata Tpwientan® M TOPMOHAJIBHBIX
KOHTPALIENITUBOB MOXET NMPUBOJUTh K CHIXKEHUIO 3(()EKTUBHOCTH INOCJEIHUX, B CBSI3U C YEM
naueHTKaM, IoydaroluM JedeHue npenapatom Tpuentan®, pekoMeHIyeTcs T0TNONTHUTENEHOE
IIPUMEHEHNE Ha/IeKHBIX HETOPMOHAJIBHBIX METOJI0OB KOHTPALETILIUH.

broxamopwr kanvyuesvix kananos

OnHOBpeMeHHOE TIpUMeHeHre npenapata Tpunentan® u (enoJuIMHA MOXET MPUBOAUTH K
ymenblieHnto 3HadeHuss AUC ¢enonunuua Ha 28%, XOTS KOHLEHTpPALMM B IUIa3Me KpPOBH
0CTaroTCA B IIpeeax TEPANEBTUUECKOT0 IUAIa30Ha.

C mpyroii cTOpoHBI, IPU OJHOBPEMEHHOM HpuUMeHeHHH npenapata Tpuientan® u Bepanamuia
BO3MOXXHO CHIKeHue koHueHtpauuun MITI B ceiBopoTke kpoBu Ha 20%. Takoe cHMKeHUE
koHieHTpauuu MI'TI B CBIBOPOTKE HE UMEET KIMHUYECKOTO 3HAUYCHHUS.

B xnmmHMYecKNX Mccaea0BaHuAX y NAUEHTOB, OIy4YaBUINX TPULIUKINYECKHE aHTHICITPECCAHTHI,
He OBLJIO BBIABICHO KJIMHUYECKH 3HAYMMBbIX B3aUMOICHCTBU.

OpnHOBpeMEHHOE NPUMEHEHHE NPEnapaToB JUTUS U OKCKapOa3enmuHa MOXKET MPHUBOIUTH K
YBEIMYEHUIO HEHPOTOKCUYHOCTH.

B3zaumooeticmsue ¢ Opyeumu 1eKapcmeeHHbiMU Cpeocmeamu

HumeTuauH, SpUTPOMHIMH, AEKCTPONPONOKCU(pEH HE BIUAIOT Ha (HapMaKOKHHETHUYECKHUE
napamerpsl MI'TI; BUiIOKCa3uH HE3HAYNTENBHO BIMAET HAa KOHUEeHTpauuo MI'TI B utasme kpoBu
(xonuenTtpauust MI'TI nobimaercs Ha 10% mocie MOBTOPHOTO OJJTHOBPEMEHHOTO MPUMEHEHHS).
He ormeueHo kakux-imbo B3aUMOACHUCTBUII ¢ BapdapuHOM, Kak IpPU OJHOKPaTHOM
OITHOBPEMEHHOM IIPHEME, TaK M IIPH NPHEME MOBTOPHBIX 03 TIpenapara Tpunenran®.

[penapar TpuienTan® MoXkeT yCHIMBATh CeIATUBHBIN 3 deKT sTanoNa.

OCOBBIE YKA3AHUS

HOJ’Iy‘-ICHBI COOGH.[CHI/ISI O PHUCKC YXYyAUICHUA TCUYCHHA OSIWICIHTUUYCCKUX MNPUIIAAKOB IIpHU

®

npuMeHeHnn npenapara Tpwienrtan . [loBellieHHEe pHCKa yXyAIUEHUsS TEYEHUS IPHUCTYIIOB
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Ha0JII0/1a710Ch, B OCHOBHOM Yy JeTeH, OJJHAKO, MOKET BO3HMKATh M y B3pocibix. Eciu Ha ¢done
npUMeHeHHs npenapata Tpunentan® oTMedaeTcsl yXyAIIEHHE TEYEHHs OSIUIEITHYECKUX
IIPUIIAKOB, IPUMEHEHUE Mpenapara cielyeT NPEeKPaTUTb.

Peaxyuu eunepuyecmeumenvrocmu

IIpu npumenenuu mpenaparta Tpuentan®

B KJIMHHYECKOW MPAKTHKE B OTACJBHBIX CIIydasix
(OCTPEruCTpallMOHHBIE COOOIIECHHS) OTMEYAIOCh PA3BUTHUE PEAKIMA TUIEPUYBCTBUTEIBHOCTH
HemeasieHHoro tuna (I Tum), BKiIIoYas Chilb, KOXKHBIA 3y, KpPAallMBHUILY, aHTHOHEBPOTUYECKUN
OTeK M aHa(PUIIAKTUYECKUE PeaKIui. AHTHOHEBPOTHUECKHI OTEK U aHA(UIAKTUYECKHE PEeaKIuu
C TOpakeHHWEM TOPTAaHU, TOJOCOBBIX CKJIAJIOK (00JIACTH TOJOCOBOW IIENH), sS3bIKa, T'y0, BEK
pa3sBUBANKCH KAaK TIPU MEPBOM, TaK M IIPH HOBTOPHOM NpueMe npenapara Tpunenran®. B ciydae
pa3BUTHA TUNEPUYYBCTBUTEIBHOCTH HEMEUICHHOTO THMA CIeAyeT HEMEAJIEHHO OTMEHHTD
npenapat Tpunentan® u HayaTh aTbTEPHATUBHYIO TEPAIIHIO.

CrnenyeT ¢ OCTOPOKHOCTBIO  MPUMEHSATH Ipenapar y MalUeHTOB C  HM3BECTHOMU
TUTNIEPUYYBCTBUTEIBHOCTEIO K KapOamMaszenmuHy, TaK Kak y 93TOM TPyNIbl [alMeHTOB
npubnusutenbHo B 25-30%  ciydaeB  BO3MOMKHO — pa3BUTHE peakUWd  MOBBIIICHHON
YyBCTBUTEIBFHOCTH K OKCKapOazemuHy. Y TAalMeHTOB 0€3 aHaMHECTHMYECKHX YKa3aHWi Ha
TUIEPYYBCTBUTEIBLHOCTh K KapOama3enuHy, TaKKe BO3MOXKHO Pa3BUTHE PEAKIIMHA MOBBIIICHHON
YyBCTBUTEIBHOCTH Ha TpEMapar, BKIOYas MOJUOPTraHHbIE HapylieHus. Takue peakiud MOTyT
BBI3BIBATH PAa3BUTHE HAPYIICHHWH CO CTOPOHBI KOXHBIX TIIOKPOBOB, II€YEHH, KPOBU U
auMaTHIECKON CHCTEMBI M JAPYTUX OPraHOB KakK B OTIEIBHOCTH, TaK U B paMKaX CHCTEMHOM
peakiuu. [Ipy BOSHHUKHOBEHHH MPU3HAKOB U CHMIITOMOB PEaKUW{ TUIIEPUYBCTBUTEIBHOCTH,
cle/lyeT HeMeUIEHHO OTMEHHTD rpenapar Tpunentan®.

T'unonampuemus

Y 2,7% mnauueHToB, NoJdydalomux npemnapar Tpumentan®, HaOmojanach THIIOHATPHEMHMS
(comepxaHue HATpUSA B CBIBOPOTKE MeHee 125 MMOJb/i1), KoTopas 0ObIYHO HE COMPOBOXKAANACH
KIMHUYECKUMH TIPOSBICHUSMU W He TpeboBana Koppekuuu Tepanuu. CopepxaHue HaTpus
HOpMaNu3yeTcs Ipu oTMeHe (YMEHBIIEHHH 103b1) npenaparta Tputentan® Ui KOHCEPBATHBHOM
JeYeHUU (OrpaHUYEeHUH NpHUEMa KHUJKOCTH). Y MalMEeHTOB C HapylleHHeM (PyHKIHUU MOYeK B
aHaMHe3e, ACCOLMUPYIOIINUMCS ¢ M HU3KUM COJIEPKaHUEM HATPUs B CHIBOPOTKE KPOBH (HAIIpUMeED,
y MAalHMEeHTOB C CHHIPOMOM HEAJCKBATHOM CEKPEIUU aHTUIUYPETHUECKOTO TOPMOHA), WIH Yy
MAlMeHTOB, TOJYYalOIIMX OJHOBPEMEHHOE JIEYEHUE TMpernapaTaMu, CHOCOOCTBYIONIUMU
BBIBEJICHUIO HATpHUsl M3 OpraHu3Ma, (IWypeTUKH, Tpenaparbl, BIUAIONIME HAa CEKPELUI0
AHTHANYPETHUYECKOTO TOPMOHA), 10 Hayana Tepanuu mnpenapatoM Tpunentan® ciemyer

OIIPENIEIATh COAEPKAHNE HATPHsL B CBIBOPOTKE KPOBU. B nanpHEMIeM cienyer KOHTPOJIMPOBATh

CoJIep’)KaHHE HaTpusi B CHIBOPOTKE KPOBU uYepe3 2 HENeNM IOclie Hadaja Tepanuu U Janee
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€KEeMECSIUHO Ha MPOTHKEHUU 3 MECALeB WM 110 Mepe HeoOoxoauMocT. C 0cOObBIM BHUMAHUEM K
JAHHBIM (DaKTOpaM PHCKa CIIEAYET OTHOCHUTHCS y TOXKHIIBIX MarueHToB. [Ipu HeoOXoammocTH
MPUMEHEHHUS JUYPETUKOB U IPYTHX MPEnapaToB, CHUKAIOIINUX COJEpKaHUE HATPUS B CHIBOPOTKE
KPOBH, y MAalMeHTOB, MOJyYalOUIMX Tepamuio TpemapatoM Tpunenrtan®, —ciemyer
NPUIIEPKUBATECA TeX JKe pexkoMmeHnanuid. [Ipu MOSBIECHUM KIMHUYECKUX CHUMIITOMOB
THIIOHATPHEMUH, CIIETyET ONPEICIUTh COAeP)KaHUe HATPUs B CBIBOPOTKE KPOBH. J{JIsl OCTaIBHBIX
MAIMEHTOB OMNpeJIEeJICHUE COAepKaHHe HATPUS B CHIBOPOTKE KPOBU MOKET OCYLIECTBIATHCA BO
BpeMsl POBEACHUS PYTUHHBIX aHAJIU30B KPOBHU.

Heo0xoauMo KOHTPOIUPOBATh Maccy Teja y BCEX MAIMEHTOB C CepACYHON HEIOCTATOYHOCTHIO
JUISE CBOEBPEMEHHOTO TUArHOCTUPOBAHUS 3aI€PKKU KUAKOCTH. [Ipu 3amepkKe KUIKOCTU WITH
OpU TOPOrPECCUPOBAHUU CHMIITOMOB CEpJIEYHOW HEIOCTATOYHOCTH CJEAYyeT OMNpEeaeIuTh
CoJlep)KaHHE HATpHsl B CHIBOPOTKE KpPOBHU. B ciyyae BO3HUKHOBEHHS THIIOHATPHUEMHH Ba)KHO
OTPAHUYHUTH KOJTUIECTBO MOTPEOIISIEeMOM KUIKOCTH. Tak Kak nmpu MpUMEHEHUH OKCKapOa3enHa B
OYCHb PEIKUX CIydasX BO3MOXKHO HapylIeHHE CEepACYHONH MPOBOIUMOCTH, HEOOXOIUMO
THIATEIbHOE HAONIOICHWE TMAIMEHTOB C MPEeIUIeCTBYIOIIMMU HapyHICHUSAMH CEpACYHOM
MPOBOJAMMOCTH  (aTPHOBEHTPUKYJsipHass  OJokajna, apuTMusi), MOJYYaOIIUX M[penapar
Tpunenran®.

I'emamonocuueckue usmeHenus

[lo maHHBIM COOOIIEHMI B MOCTPETHCTPAIMOHHOM IEpHo/e Ha (poHEe Tepamuu IMperapaTroM B
OUEHb PEIKUX CIy4yasX OTMEUajoCh Pa3BUTHE arpaHyJIOIHUTO3a, arlaCTUYeCKOW aHeMHH U
MAHIUTONICHUU. Y YUTHIBAas HE3HAYUTENIBHYIO YaCTOTY BCTPEUAEMOCTH JAaHHBIX SIBICHUH, a TAKKe
HAJIMYUE  COMyTCTBYIOIIUX  (aKkTOpOB (HAMpUMEpP, OJHOBPEMEHHBIH TIpUEM  JPYTHX
JICKApCTBEHHBIX CPEJICTB, HAJMYUE COMYTCTBYIOIMX 3a00JICBaHMIA), TPUIMHHO-CIICICTBEHHYIO
CBA3b MEXIYy pa3BUTHEM JaHHBIX HEKEJIAaTeNbHBIX SBJICHUM M TNpPUMEHEHHEM Ipenapara
YCTaHOBUTh  HEBO3MOXKHO. IIpu  pa3BUTHHM  CHUMIOTOMOB  BBIPQXKEHHOTO  YTHETCHHUSA
KOCTHOMO3T'OBOTO KPOBETBOPEHUSI HEOOXOJUMO PaCCMOTPETH BOIIPOC 00 OTMEHE Mpenapara.
CyuyuodanvHuvle MbICIU U NOBEOEHUE

Y  nanueHToB, IMOJIy4aBIIMX TMPOTHBOCYAOPOXHBIE IMpemnapaThl, OTMEUEHBl SMU30bI
CYMIIUJANBHOTO TIOBENEHUS H CYHIMJAIbHBIX  MbIcied. Pe3ynmpTaThl  MeTaaHanmu3za
PaHAOMHU3HPOBAHHBIX  IUIANE00-KOHTPOIMPYEMBIX — UCCICIOBAHHWA TOKa3anu  HEOONIbIIoe
YBEIMUCHUE PHUCKA PA3BUTHS CYHIUJAIBHOTO TIOBEACHUS Y IAlMEHTOB, IOJyYaBIIUX
MPOTUBOCYIOPOKHBIE TpenapaTbl. MexaHu3M yBeJIWYeHHs pUcKa CyHIHIa Y JaHHOW KaTeropuu
MaIMeHTOB HE ycTaHOBIeH. Ha Bcex cTaausx JedeHus HeOOXOAMMO TIHIATEeIbHOE HAaOMIOACHHE
MAIMEHTOB, MOJIYYAIOIINX JICUeHUE TpenaparoM. [lareHTs 1 MeAUIIMHCKIN TepCOHAI JOJKHBI

OBITH npeaynpeKACHbI O PUCKE BOSHUKHOBCHHUA CYHMITUAAIbHBIX MEICIIEH B SMMU3040B Yy MAlTUCHTOB
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Ha (oHe Tepanuu npenapatom Tpuentan®.

Hepmamonocuueckue peaxyuu

[Ipu npumeHeHuu npenapara Tpwientan® oueHb PEIKO COOOIIANOCH O PA3BUTHH CEPhE3HBIX
JNEPMATOJIOTUYECKUX PEaKUMi, Takux Kak: cuHiapoM CruBeHca-/[)KOHCOHA, TOKCHUYECKHH
AMUAEPMaAIbHBIN Hekponu3 (cuHapom Jlaifemia), skccynatuBHash MyJnbTU(GOpPMHAs SpUTEMA.
[TanuenTam C BbIIIEYKAa3aHHBIMU JEPMATOJOTUYECKUMHU DPEAKIHUSAMH MOXKET MOTpeOOBaThCS
TOCIIUATAIN3ALMS B CBSI3U C Pa3BUTHEM YIPOXKAIOIIMX JKU3HU COCTOSIHUMN; OYEHb PEIKO BO3MOXKHBI
neTanbHble UCXobl. IIpu mpuMeHenuu npenapara Tpustentan® aepMaTONOrHYECKHE PEaKIUu
HaOJI0IaMCh KaK Yy JIeTeH, Tak U y B3pOCIBIX, M Pa3BUBAIUCH B cpeAHeM uepe3 19 mHeil mocnie
Hayaja mpuema npenapata. MIMeroTcst oTaenbHbIE COOOIEHHs O ClIydasX PeLUIUBa CEPbE3HbIX
KOXKHBIX PEaKkIMi NMpH BO30OHOBIEHUHU NpHeMa npenaparta. [Ipy pa3BUTHN KOXKHBIX peakivid Ha

(one npumenenus npenapara Tpusenran®

CIIelyeT pacCMOTPETh BOIIPOC 00 OTMEHE IpernapaTa
Y IIPUMEHEHUH IPYroro NpoTUBOAIMIEITUYECKOIO CPEICTBA.

Koppenayus ¢ HLA-B*1502

HMeeTtcs 3HAUUTENIBHOE KOJIMYECTBO JAHHBIX, MOATBEPKIAIOIMINX POJIb aJUIEIEH YeT0BEYECKOTO
neiikorutapHoro antureHa (HLA) B pa3BUTHM CEephe3HBIX KOXKHBIX PEAaKIUi y TAIEHTOB C
MPEAPACIIONOKEHHOCTEIO K TAaKUM COCTOSAHHUSAM. Y TAMEHTOB KUTAWCKOM M TaWCKOM
HAI[MOHAJBLHOCTU IMPOCIEKHUBAJIACh YETKas CBSI3b MEXAY pa3BuTHEeM cuHapoma CTHUBEHCa-
JlxoHcoHa u cuHapoMma Jlaifena mpu MPUMEHEHUH KapOamasenuHa U HaJTu4UeM B UX TEHOME
aJuIesis 4esIoBeYeCcKoro JiekonuTapHoro anturena HLA-B*1502. M3-3a cxokecTH B XUMHUYECKOM
CTPYKType OKckapOa3enmuHa M KapOamaszemnuHa CYIIECTBYET BEPOSTHOCTb PA3BUTHUS CHHIPOMA
CruseHca-/[>)xoHCOHa U cuHApoMma Jlaliena y manMeHToB ¢ HalIuuueM B reHome aiens HLA-
B*1502, npuHuMaromux okckapOa3enuH.

YacToTa BCTpe4aeMOCTH JAHHOTO ajuIelisl Y NallMeHTOB KUTAMCKON HAalMOHAIBHOCTH COCTABIISIET
2 - 12%, y Taiickoi — okos0 8%, cpeu HEKOTOPBIX Irpymil HaceneHnsa Oununnue u Manaisum —
6onee 15%. Pacnpoctpanennocts amiens HLA-B*1502 B Kopee u Uunuu cocrasnset 2% u 6%,
COOTBETCTBEHHO. PaciipoCTpaHEHHOCTh JAaHHOTO AJUIEN Y JIUL €BPONEOUHOM, HETPOUIHOM pac,
y JJaTHHOAMEPHUKaHIIEB, MHICHIIEB U STOHIIEB He3HauuTeNbHa (<1%).

YacToThl AaHHBIX ajuleNield MPEACTAaBISAIOT MPOLEHT XPOMOCOM B OMNPENEIEHHBIX IMOMYJISIUIX
HACEJIEHUs, KOTOpPbIE HECYT aJlIeNlb. DTO O3HAYaeT, YTO MPOLEHT MallUEHTOB, HECYIIUX KOIUIO
ajyieNny, To KpailHel Mepe B OJHOW M3 MX JIBYX XpPOMOCOM IIOYTH B JIBa pa3a BbIIIE YaCTOTHI
BCTpPEUaeMOCTH ajuiesnis. TakuM oOpa3oM, MPOLEHT MalUeHTOB, KOTOPbIe MOTYT OKa3aThCs MOJ
YIpO30H, IOUYTH B 2 pa3a BhIILIE YAaCTOTHI ajlIeTeH.

IIpu npuMmeHeHun npenapara Tpunentan® y Bo3MOMKHBIX Hocutened amiens HLA-B*1502

PEKOMCHAYCTCSA MNMPOBOJUTH I'CHOTHIIMPOBAHUC IO AAHHOMY aJUICIIIO. HpI/IMerlTI) npenapar y
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HOCHTEJIEN TaHHOTO aJljIelis CIeAyeT TOJIbKO B TOM Cllydae, €CJIM 0)KMJIaeMas 110J1b3a OT Tepaluu
IIPEBBIIIAECT BO3MOXKHBIM pUCK. Hannune maHHOro aymiens y JIMI KMUTalCKOM HAallMOHAJIbHOCTH,
IPUHAMAOIINX JApyTHe MPOTUBOAMNWIECHTUYECKUE IIPEnaparbl, IPHUEM KOTOPBIX TaKke
ACCOLIMMPYETCS C PA3BUTUEM TSDKEIIBIX JEPMAaTOJIOTHYECKUX PEAaKLUi, NOBBIIIAET PUCK Pa3BUTHUS
TSDKETIBIX JIePMaTOJIOrMYecKuX peakuuil. ¥ manueHtoB ¢ amieneM HLA-B*1502 neob6xoanmo
n30eraTh MPUMEHEHUS TpEnapaToB, MPUBOIAIINX K pa3BUTHIO cuHApoMa CtuBeHca-J[>KOHCOHA
unu cuapoma Jlakenna, nmpyu BO3MOKHOM 3aMEHE Ha alibTepHATUBHbBIC Ipenapathl. [IpoBenenue
reHotunupoBanus 1o amiemo HLA-B*1502 mepen npumenenuem mpemapata Tpuentan®
HEOoOs3aTeNbHO Y TAlMEHTOB, MNPUHAUICKAIUX K TMONYJSAIUSIM C HHU3KOW YacTOTOU
BCTPEYAEMOCTH JIAHHOTO aJuIefsl, a TAKK€ Yy MAllMEHTOB, YK€ MOIyYarollUX Teparnuio JaHHBIM
IpenapaToM, MOCKOJIbKY TSDKEJIbIE KOJKHBIE PEaKIMU B OOJBIIMHCTBE CIy4aeB OTMEUYAINUCh B
nepBbIE MECSIIBI IeueHus (BHe 3aBucuMocTy oT Hanmnuust HLA-B*1502).

Koppenayus ¢ HLA-A*3101

Hannuwne amnens HLA-A*3101 moxer ObITh (pakTOpPOM pHUCKa Pa3BUTHSI TSDKEIIBIX MOpPAXKEHUM
koxu (cuHapom CtuBeHca-J[>xoHcoHa, cuaapoM Jlaiiena, JeKkapcTBEHHAS CHIMb C Y03MHO(DHIIHEH
U CHCTEMHBIMM IpPOSBIICHUSMHU, OCTPBI TI'€HEPAIU30BaHHBIM 3K3aHTEMATO3HBIM IIyCTyJle3 U
ISATHUCTO-Y3€JIKOBas ChIMb) IPU MPUMEHEHNHU KapOaMma3enuHa.

UYacrorta BcTpeuaemoctu amienss HLA-A*3101 moxkeT oTnuyarbes y pasiUyHBIX ITHUYECKUX
rpynn: okoio 2 - 5% y nHacenenus EBpomnbl, okono 10% - y SAMOHIIEB B 3aBUCUMOCTU OT
reorpaduueckoro peruona. Yacrora amienst cocTaBiseT MeHee 5% y HaceneHUs: ABCTpajui,
Azun, Appuku u CeBepHoil AMEpUKH, UCKITIOUEHHsI COCTABIAIOT OT 5% 1o 12%. YactoTa Gonee
15% ycraHoBieHa y HEKOTOpBIX 3THHYeCKuX rpynn FOxxuoi Amepuku (AprenTuHa u bpasunus),
KopeHHbIX xutenei CeepHoit AMepuku (ruiemena Hasaxo u Cuy, B Mekcuke - Conopa Cepn),
FOxnoit Unauu (Tamun Hany), u 10 - 15% cpenu aApyrux KOpeHHBIX )KUTENICH JaHHBIX PETHOHOB.
YacToThl AaHHBIX ajuleNed MPEACTABIIAIOT MPOLIEHT XPOMOCOM B ONPEIEIICHHBIX MOITYJISALUAX
HACEJIEHUs, KOTOpPbIE HECYT aJljIeNlb. DTO O3HAYaeT, YTO MPOLEHT MallUEHTOB, HECYIIUX KOIUIO
ajyieNny, 1Mo KpalHell Mepe B OJHOM M3 MX JBYX XpPOMOCOM IOYTH B 2 pasa BBILIE YaCTOTHI
BCTpEYaeMOCTH ajiensd. Takum o0pa3oM, MPOLEHT MALMEHTOB, KOTOPbIE MOI'YT OKa3aTbCs IMOJ
YTPO30M, IOYTH B 2 pa3a BBILIEC YACTOTHI aJUIEIEH.

Her nocraTouHbIX OCHOBaHMI 11 PEKOMEHJAIMK MPOBEACHNUS T€HOTUIIMPOBAHUSA 110 TaHHOMY
ajyleNio 'y TMalKMeHTOB Iepe] HadajoM Tepanuu okckapOazenuHoMm. Ilammenram, yxe
MONyYalONMM ~ Tepanuio  npenapatoM  Tpumentan®, He PpEKOMEHAYeTCs MPOBEIEHHE
TeHOTUIIMPOBAHUS 10 JAHHOMY aJUIENIO0, OCKOJIBbKY KOXKHBIE pEaKIMH B OOJIBLIIMHCTBE CIy4acB

OTMEYAJINCh B MEpPBbIe MECSALbl MPUMEHEHHUs INpenapara (BHE 3aBUCUMOCTH oT Haimmuust HLA-

A*3101).
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OpHako pe3ysbTaThl TEHOTUIIMPOBAHUS HE JIOJKHBI BIUATH HA CTENEHb KOHTPOJI COCTOSHUS
NAlMeHTa U HAaCTOPOKEHHOCTh Bpaua B OTHOIIEHMH TSDKEIBIX KOXHBIX peakuui. Y MHOIHX
MAIUCHTOB a3UaTCKOTO MPOUCXOKICHHS € MOJOKUTEIBHBIM PE3YJIBTaTOM F€HOTUIIUPOBAHUS 110
amnento HLA-B*1502 pa3Butus TsXKeIbIX JEPMATOIOTUYECKUX COCTOSTHUI MOKET He TIPOU30UTH,
B TO BpeMs Kak peakiuu OyIyT 3aperucTpUpoOBaHbl y MALMEHTOB JIO00H STHHUECKOU
NPUHAJIEKHOCTH C OTPULATENIBHBIM PE3yJIbTaTOM T'€HOTHUIHPOBAHUS 110 JAHHOMY aJUIEIIIO.
CxokuM 00pa3oM, pa3BUTHE TSHKEIIONW JEPMATOJIOTHYECKON TATOJOTUH MOMKET MPOU30UTH Y
NalMEeHTOB JII000N STHUYECKOW MPUHAMJIEKHOCTU Ha (POHE Tepaluu IpernapaToM, TOr/a Kak y
MHOTHX MAI[IEHTOB C OJIOXKHUTEIBHBIM PE3yJIbTaTOM FreHOTHUIHpoBaHus mo ayutento HLA-A*3101
Ha (poHe rmpreMa mpenapaTa TaKuX peaknuii He OyJeT OTMEUEHO.

He n3ydeHa poib MHBIX BO3MOXKHBIX (DAKTOPOB B Pa3BUTHU U PacIpOCTPAHEHHOCTH yKa3aHHbBIX
JEPMATOJIOTUYECKUX OCJOKHEHMM, TaKMX KakK J103a MPOTUBOSMMIENTHYECKOrO IIpenapara,
CTENEHb IPUBEPKEHHOCTH K JICYEHHMIO, OJHOBPEMEHHO NPUMEHSEMBIE JIEKAPCTBEHHBIE
npenapaTsl, COMYTCTBYIOIIAsl NATOJOTUS, CTENEHb JEpMaToJIOTHYecKoro KoHTposs. Ilpu
npoBeeHUM TeHoTunupoBanus mo amieno HLA-B*1502 crnenyer oTmaBaTh mpeanodTeHHE
METOAMKE C BBICOKOW paspelaronieidl cnocoOHOCThI0. TeCT CUMTaeTCs MOJOKUTEIbHBIM, €CIU
oOHapy>KeH XOTs OBl O/IMH U3 aJIJIeNeH, OTPULIATEIbHBIM, €CJIM HE 0OHAPYKEHO HU OJTHOTO aJUIeJIsl.
Tex jxe pekoMeHAalui cieayeT NPUAEeP)KUBATHCS IPU MIPOBEAECHUN T€HOTUITMPOBAHHUS 110 AJUIEITIO
HLA-A*3101.

Hapywenue ¢ynxyuu neuenu

NmeroTes cooOuieHns 00 04eHb peAKUX ClydyasX pa3BUTUsS FelaThTa, KOTOpbIe B OOJIBIIMHCTBE
ciydaeB 0JaromnosyqyHo paspermminck. [Ipu mogo3peHnn Ha rematuT HE0OXO0AUMO PacCMOTPETh
BOIPOC 00 OTMEHE Mpenapara.

T'unomupeos

['unotnpeo3 sBIsSETCS KpallHE PpEOKUM HEXKENATEIbHBIM SIBJICHHEM IIPU IPUMEHEHUU
OKCKapOa3enuHa. YUYHUTHIBasl BIMSHUE FOPMOHOB IIMTOBUIHOM )elle3bl HA Pa3BUTHE JIETEH, Y
JTAHHOM KaTeropuH MalueHTOB, 0COOCHHO B BO3pACTe 10 IBYX JIET, PEKOMEHJIOBAHO OTPEACTISATH
KOHLCHTPALlMI0O TOPMOHOB HIMTOBUJHOW KEJIe3bl A0 Hadajla TEpalluy IIPernapaTroM, a TaKkKe
KOHTPOJIMPOBATh 3TOT TI0Ka3aTelb BO BpeMs pUMeHeHHs npenapata Tpunentan®.
O0HoBpemenHbIl npuem nepopanrbHbiX KOHMPayenmueos

[TanmeHTKy € COXpaHEHHBIM pPENPOAYKTUBHBIM MOTEHIUAIOM CIEAYEeT MpeaynpeauTb O
BO3MOXHOM CHMXEHHMU 3(PPEKTUBHOCTH NEPOPAIBbHBIX KOHTpalenTHBOB. JlaHHON Kareropuu
NaMEHTOK, MoJTyYalomux npenapat Tpunentan®, pekoMeHIyeTcs JOHOTHUTENBHOE IPUMEHEHHE
HETOPMOHAJIBHBIX METOJIOB KOHTpauenuuu (cm. paszoen «llpumenenue npu 6epemeHnocmu u 6

nepuoo 2pyoH020 8CKAPMAUBAHULY).
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Cunopom ommenvl

Kak w mpu npuMeHEHHH IPYTHX MPOTHBOAIIICITUYCCKUX MPEIapaToB, CIEAyeT W30erarb
pe3Koro TpekpamlieHusi Tepanuu IpernapatoM Tpunenrtan® m3-3a pucKa yBeJIMYEHHsS YacCTOTHI
CYJOPOXHBIX MPUTIAIKOB.

Jluna, npMHUMAIOIIME anKoroab Ha (oHe Tepamuu mpenaparoM Tpunentan®, HOIKHBI OBITH
PeIyTPEkACHBI O BO3MOKHOM YCHUJICHHH CeIaTHBHOTO ) (deKTa.

[penapar Tpuentan® B popMe CycHeH3UHU A IpUEMa BHYTPb COAEPKUT STAHOI B KOJHYECTBE
menee 100 mr Ha no3y. CycheH3us TakKe COACPKHUT MapaOeHbl, KOTOpPble MOTYT BBI3BaTh
aJUIepruYecKue peakiuu (BO3MOKHO OTCPOUYCHHEIE).

B cocTas cycHeH3uM Ajis IpHeMa BHYTPb BXOJAMT cOpOUTOIN, ModToMy mpenapaT Tpunentan® B
dopMe CycneH3uM He CleayeT NPHMEHSATh y TAIlMeHTOB C HACJICJICTBEHHBIM HapyIICHUEM

TOJIEPAaHTHOCTH K (PPYKTO3€.

BIMAHUE HA CIHOCOBHOCTL VIIPABJSATH TPAHCIHOPTHBIMHA CPEICTBAMH W
MEXAHHU3MAMHU

® raxux HP kak

B cBsi31 ¢ BO3BMOXKHOCTBIO pa3BUTHUs Ha (POHE IPUMEHEHHUs npenapata TpuenTain
TOJIOBOKPY>KEHHE, COHJIMBOCTb, aTaKCHs, JUIUIONMS, HEUETKOCTb 3PEHMsI, HApYLICHUS 3pEHMS,
THIIOHATPHEMHUSI W YTHETCHHE CO3HAHMs, OCOOCHHO B Havajie JICUCHHS WJIM BO BpeMs momdopa
710361, TMAMEHTaM CJIEYeT COO0aTh OCTOPOKHOCTh MPU YIPABICHUN aBTOTPAHCIIOPTOM HIIH
paboTe ¢ MEXaHU3MaMHU B IIEPUO/]] IPUMEHEHUS Mpenapara.

HpI/I MOSIBJICHUU OIMCAHHBLIX HEXeJIaTeIbHBIX SIBJICHUMN CJIEAYCT BO3ACPKATHCS OT BBIIIOJIHCHUA

YKa3aHHBIX BUJIOB ACATCIBHOCTH.

®OPMA BbIITYCKA

CycneHsus Ans npuemMa BHyTpb, 60 Mr/mi.

Mo 100 M wiu 250 mu BO (hJIaKOHBI TEMHOTO CTEKJA C 3aBUHYMBAIOIICHCS TUIACTHKOBOM
KPBIIIKOM, CcHaOkeHHOW cTornopoM. DrakoH BMecTe ¢ HMHCTPYKIHEH MO MTPUMEHEHHIO,
JO3UPOBOYHBIM ImpuiieM oo0bemMoM 1 M mwian 10 M u amantepom s (uiakoHa MOMEIIEH B

KapTOHHYIO TAuKy.
YcCa0oBusi XPAHEHUS
IIpu Temnepatype He Bbimie 25°C.

HpenapaT CJICAYCT XPpAHUTH B HEAJOCTYITHOM JJIsA JeTei MecTe.

CPOK rOJHOCTH

23/24



NPI v4 approved on 15/08-2024
Includes CDS v3.1 - 2024-PSBGLC-1425-¢

3 rona.

He IMPUMCHATH TOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YCJI0BUSA OTIIYCKA

OTnyckaroT Mo peLenty.

HAVMMEHOBAHHUE W AJIPEC IOPHJUYECKOI'O JIMIIA, HA HWMA KOTOPOI'O BBIJAHO
PETMCTPALIMOHHOE YJIOCTOBEPEHHE

«HoBaptuc ®apma Al'y, Jluxtmtpacce 35, 4056 bazens, LlBelinapus / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland.

ITPOU3BOJIUTEJID
«denspapm HOuuar C.A.C.», 26 Pio ne na Ilanens, 68330 IOuunr, ®panuus / Delpharm
Huningue SAS, 26 rue de la Chapelle, 68330 Huningue, France

IMoJy4yuTh JONOJHHUTEJBbHYIO HH®OPMALIMIO O IPEINAPATE, A TAKXE HAIIPABUTH
NPETEH3UM U WH®OPMAIIUIO O HEXEJATEJBHBIX SIBJEHHUAX MOXHO MO CJIEAYIOIEMY
AJIPECY B Poccun:

00O «Hosaptuc ®apma»

125315, r. Mocksa, Jlenunrpaackuii npocnekt, qom 70
Ten. (495) 967 12 70;

dakc (495) 967 12 68.

www.novartis.ru
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