MHH3 TPAB PpCCHH

I worstagporus 2

COrNACOBAHO

MUWUHUCTEPCTBO 3/IPABOOXPAHEHUSI POCCUMCKOM ®EJIEPALIUA

MHCTPYKLMUA
[10 MEJTMLIMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOT O TTPEITAPATA

TPAJIENITAJ®
PErMCTPAIIMOHHBIN HOMEP: [T N015199/01
TOPrOBOE HAMMEHOBAHME: Tpunentan®
MEX1YHAPOJIHOE HENATEHTOBAHHOE HAUMEHOBAHUE (MHH): okckap6aszenuu
JIEKAPCTBEHHASI ®OPMA: TabJIeTKH, MOKPHITHIE TJIEHOYHON 00010UKON
COCTAB:
1 TabneTka, NOKpPHITAs MIIEHOYHON 0OOJIOYKOM, COAEPIKHT:
A0po. Oevicmeylougee seujecmeo: okckapdazenuu — 150,000 mr / 300,000 mr / 600,000 mr;
6CnOMO2amenbHble 6eujecmsed: KPEMHMs [MOKCH KOJUIOMIHBIM Oe3BOJHbIM, KPOCHOBHIOH,
TUIPOMENIIo3a (THAPOKCUIIPONUIMETHIIIE/ U003/ Letonoza HP-M 603), maruus creapar,
LEJIIF0JI03a MUKpOKpHUcTauiyeckas (Avicel PH 102);
obonouka 1A BeeX  03MpoBOK: TWTaHa auokenn (E171), rtanek, runmpomennosa
(ruapoxcunponuamMeTUILEeUIoN03a/uesmon03a HP-M 603); ans aosuposok 150 mr u 600 mr:
Kenesa oken depHbiid (E172), xenesa okeua kpacheliit (E172), makporosn; st 103upoBok 150
mr 1 300 wmr: kene3a okcun xenteiii (E172); mns nosuposku 300 mr: makporon 8000
(nonmstunenraukos 8000).
ONUCAHHE:
Tabnerku 150 mr
Tabnetku cBeTIOro cepo-3eleHOro 1BeTa, OBaJIbHON (OPMBI, Clerka JBOSKOBBIMTYKIbIE M C
pHCKOIi ¢ 1BYX cTOpoH. Ha oaHo# cTropone BeiiaineHo «T/Dy, Ha apyroit - «C/Gy.
Tabnerku 300 mr
Tabnetku xenroro usera, oBajbHON (OPMBI, Cllerka JABOSKOBBIMYK/IbIE M C PUCKOH C JBYX
cropoH. Ha oanoii ctopone Boinasneno « TE/TE»; na apyroii — «CG/CGy.
Tabnerku 600 mr
Tabnetku cBeT10-po30BOro 1BETA, OBAJIBHON (HOPMBI, ClIErKa JABOSKOBBIMYKIBIE H ¢ PHCKOMH C
AByX ctopoH. Ha oiHoii cropone BoinaBieHo «TF/TF»; na apyroit - «CG/CGy.
DAPMAKOTEPAIIEBTHYECKAS I'PYIIIIA: IPOTUBOSIIMJIENTHYECKOE CPEICTRO.
ATX koJ: NO3AF02.
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DAPMAKOJIOTUYECKHE CBOMCTBA

Mexanusm oeitcmeusn

dapmakonoruueckas akKTUBHOCTH mpenapata Tpunentan® (okckapbasenuna) o6ycioBieHa B
nepByro odepeab JedcrBueM ero Merabonuta — 10-moHoruapoxkcunpoussogHoro (MITI).
Mexanusm JaeiictBus okckapbazenuHa u ero MITI cBszan B ocHOBHOM ¢ Ookanoi
MOTEHIMAI3aBUCMMBIX ~ HATPMEBBIX  KAHAJOB,  4YTO  MPUBOAMT K  CTaOWIM3aLMH
nepeBo30ykKJI€HHBIX MeMOpaH HEHpOHOB, MHIMOMPOBAHUIO BO3HUKHOBEHUS CEPUHHBIX
HEeWpOHAIBHBIX Pa3psioB U CHHXKEHHMIO CHHANTUYECKOTO MPOBEACHUs UMMY/IbcoB. Peanusaumu
MPOTUBOCYIOPOXKHOTO JCHCTBUs Ipenapara MOXEeT TakKke CrocoOCTBOBATh MOBBILIEHHE
NPOBOAMMOCTH /11 MOHOB KallUsi U MOAYJISLMS BHICOKOMIOPOTOBBIX KalbLMEBbIX KaHanoB. He
OTMEYEHO 3HAYUMOro B3aUMOJCHCTBUS C HEHpPOMEAMATOpPaMHU WM C MOAYJSATOPHBIMU
y4acTKaMH peLEenTOPOB.

Dapmaxkoounamuka

B skcnepuMeHTalbHBIX HCCIEIOBAHUAX Y JKMBOTHBIX MOKa3aHO, 4TO okckapbazernuH u MITI
001aJal0T BBIPAXKEHHBIM MPOTHUBOCYI0POXKHBIM ACHCTBUEM. Y I'PBI3YHOB MPOAEMOHCTPUPOBAHA
93P (PEKTHBHOCTh NPU T'e€HEPAJIU30BAHHBIX TOHHKO-KJIOHMYECKHX CYAOpPOrax M B MEHbLUEH
CTENEeHU — IMPH KJIOHUYECKHUX CYA0porax; y MaKaK-pe3yCoB C aJIlOMUHUEBBIMH HUMIUIAHTATAMH
OTMEYEHO KyNMHUpPOBAaHUE WM YMEHbLICHHUE YaCTOThI Pa3BUTHSI XPOHUYECKUX PELMIMBUPYIOLIMX
napuMaibHbIX CYAOpPOr. Y MbIlIEH M KpbIC HE OTMEYEHO pa3BUTHUs TOJIEPAHTHOCTU (T.e.
ocnabieHus: MPOTUBOCYI0OPOKHONW aKTUBHOCTH) TP €KeIHEBHOM NMPUMEHEHHUH OKckapbazenuHa
1 MI'TI B reuenue S nHeit wim 4 Heellb COOTBETCTBEHHO.

Knunuueckas s¢hpgpexmusnocmeo

DddextuBHocTs  npenapata  Tpunentan® npu  SNMIENTHYECKMX — NpPHUCTYNax — Obuia
MPOJIEMOHCTPUPOBAHA KaK B MOHOTEpanuu, TaKk ¥ B COCTaBe KOMOMHHMPOBAHHOW Tepanuu y
JIeTeN U B3pOCIIbIX.

IIpenapar Tpunenran®

MO>KET OBITb UCIOJIBL30BAH /U1 3aMEHBI IPYTHUX MPOTHBOIIUIENITHYECKUX
CpPeACTB B TeX cCly4asX, Korja MpH TPUMEHEHHMM TOCJIEJHUX HE JIOCTHraercs
YAOBJIETBOPUTEIBHOTO TEPANEBTHUECKOTO OTBETA.

DapmakoKunemuKka

Bcacvieanue

[Tocne npuema BHyTph B TabneTupoBaHHOW (opme uaM B Gopme CycrieH3MH oKckapbasenuH
OBICTPO M MPAKTHYECKH MOJHOCTBIO (>95%) BcackiBaeTcsi B KEMy0UHO-KHIIEYHOM TPaKTe U B
3HAUMTE/ILHONH CTeneHu Metabonusupyercs ¢ oOpa3oBaHMeM (apMaKOJIOTMYECKH aKTHBHOIO

®

metaboaura - MI'TI. Tlocne onHokpaTHOoro npuema npenapata Tpusienran® Harouak B ¢opme
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TabJIeTOK, MOKPBITHIX 000s104KOi, B J03¢ 600 Mr y 370pOBBIX AOOPOBOJBLIEB MYXKCKOro rosa
cpenHsis MaKCUMallbHasi KoHLeHTpauus B mia3Me KpoBH (Cmax) MI'TI coctaBaser 31,5 mxmons/n,
cpeaHee Bpems ee 10CTUkKEHUS (Tmax) - 0K0J10 5 yacos.

Ilocne oaHOKpaTHOrO mpuema mpenapara Tpunentan® HaTomak B (GoOpMe CyCNEH3HH B /103€
600 Mr y 3710poBBIX A00poBOJbLEB MyXKCKOro noia Cmax MITI B muazme kpoBu coOCTaBIsSET
24,9 mxmonb/n, Tmax - okono 6 wyacoB. TabneTku, MOKPBITHIE TUICHOYHON 000IOYKOH, M
CYCHEH3Ms JUld IpHeMa BHYTPb OMODKBMBAJICHTHBI, MOCKOJIBKY Cpe/IHee TIeOMETPHYECKOoe
oTHOWEHHE Cmax M MiOWAAM 10 (apMaKOKMHETUYECKOW KPUBOW «KOHLIEHTpaLMsi-BpeMs»
(AUC) MI'TI npu npuMeHEHMH OJHOKPATHOM J103bl OKCKabazernuHa B ¢opme TabNETOK U B
dopmMe cycrneH3uM M B PaBHOBECHOM coOcTOsiHMM Obliv B jauanazo”e ot 0,85 mo 1,06 (90%
JIOBEPUTEIbHBIA UHTEpBAIl).

[Ipuem nuim He BIUSIET HA CKOPOCTD U CTENEHb BCAChIBAHMSI OKCKapOa3enuHa.

Pacnpeodenenue

Kaxymuiics o6bem pacnpenenenus MI'TI cocranser 49 nutpog. [Ipubnuszurensao 40% MITI
CBA3bIBAaeTCS ¢ OeskaMM I1a3Mbl KPOBM, B OCHOBHOM ¢ anbOyMuHOM. B TepaneBTHueckoM
JlManasoHe CTENEHb CBA3bIBAHMSA HE 3aBUCUT OT KOHLIEHTpAaLUMM OKckapOa3enuHa B ChIBOPOTKE
kpoBu. Oxckap6azenun u MI'TI He cBsi3bIBatOTCA € anba-1-KUCIIBIM MTMKOMPOTEHHOM.
Oxckapbazenun u MITI nponukaroT uyepe3 remaroruialieHTapHblii Gapsep. B oxHOM ciyuae
ObUIM 3aperuCTPUPOBaHBl CXOJHBIE 3HAa4YeHWs KoHUeHTpauuun MITI B mnnasme KpoBu y
HOBOPOX/IEHHOTO peOeHKa U ero MaTepH.

B ¢dapmakokuHeTHYECKMX HCCIIEI0BaHHUSAX TMOKA3aHO, YTO B IJ1a3Me KpoBW ompenensercs 2%
okckapbaszenuna u 70% MITI; ocranbHas 4acTh NPUXOAMTCS HA BTOPUYHBIE METAO0OJIMTBI,
OBICTPO BBIBOASIIMECS W3 TUIA3Mbl KPOBH.

PaBpHoBecHbie koHUeHTpauuu MITI B miasme KpoBM AOCTHraroTcs Ha 2-3 CYyTKM MpH Mpueme
npenapata Tpunentan® 2 pasa B cyTku.

B paBHOBecHOM cocTosiHMM  (apmakokuHeTHyeckue mnapamerpbl MITI  nuHeiHbl |
J10303aBUCUMBI B Mana3oHe cyTouHbix 403 300 - 2400 mr.

Memabonuzm

OxckapbazenuH 6bICTPO META0OIM3UPYETCS LIMTO30IbHBIMUA (PePMEHTAMHM TI€YEHH 10 AKTHBHOTO
metabonuta MITI, kotopeiii obycnaBiauBaer dapmakonorudeckuit apdexr npenapara. MITI
NOJABEPraeTcs JajibHEHIIeH KOHBIOrauMM ¢ TIJIOKYpOHOBOM KuciaoToi. He3HauurenabHoe
kosmuectBo MI'TI (okon0 4% n03b1) okMcHAIOTES ¢ 0O6pa3oBaHKeM HeaKTUBHOrO Metabosuta 10,

1 I-auruapokcunpoussoanoro (JI'TT).
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Boigeoenue

OxckapOa3enuH BBIBOJUTCS U3 OpraHM3Ma B OCHOBHOM B BU/I€ META0OJIMTOB, IIPEUMYLIECTBEHHO
noukamu. bosnee 95% 1036l BBIBOAMTCS I0YKaMH B BHjae MeTaboauToB, MmeHee 1% - B
HeusMeHeHHOM Buae. Okono 4% 103kl BbIBOAUTCS uepe3 KuweuHK. [Ipubnmsurensno 80%
no3bl BeiBoAMTCs B BUae MI'TI, kak B Buae riokypoHuaoB (49%), Tak v B BU/Ie HEM3MEHEHHOTO
MITI (27%); neaktususiii JI'TT cocraBnsier okono 3%, KOHBIOraThl OKCKapOa3ernuHa — OKOJIO
13% ot n03bl.

OxckapOazenuH OBICTPO BBIBOJAMUTCS M3 TUIA3Mbl KPOBM, KaKYLUUHCS MEPHO IMOJTyBbIBEICHHS
cocrapisieT 1,3 — 2,3 yaca. B ormuue ot okckapbazenuHa, KaxKyluncst Nepyuo/ MoJlyBbIBEACHHS
MITI cocraBnset B cpeaneM 9,3+1,8 yaca.

Dapmakokunemuxa y omoenbHulX 2PYNN NAYUeHmoe

Toowcunvie nayuernmol

[Tocne npuema npenapara Tpunentan® ogHokpaTHo (B 103¢ 300 Mr) U MHOrOKpaTHO (B 103¢ 600
MI/CYT) Y MOXKHWIBIX J0OpoBoIibLEeB B Bo3pacTe 60-82 neT Cmax 1 3HaueHus AUC gy MI'TI 6b11m
Ha 30-60% BbIlIe MO CPAaBHEHMIO C TEMM K€ IMOKa3zaTeIsIMU Y MOJIOAbIX 100poBosbLeB (18-32
roja), 4To CBSI3aHO C BO3pacTHbIM yMeHblUeHHeM KiupeHca kpeatuHuHa (KK). B cBa3u ¢ Tem,
4TO MOAGOP TepaneBTHYECKOM 103bl Mpenapata Tpunentan® ocylecTBAAETCS MHAMBHIYAIBHO,
He TpeOyercss creuMalbHOH KOPPEKLMH peXuma JA03UpOBaHUS ISl JaHHOW KaTeropuu
MaLMEHTOB MPU OTCYTCTBUU HAPYIIEHHH QYHKLIHUH MOYEK.

Jlemu

Kmupenc MITI, ckoppekTHpoBaHHBI MO Macce Tesla, CHWKAETCS Y JIeTel C YBEeIMYEHUEM
BO3pacTa M Macchl Teja, NpuUbIMKasch K KIUpeHCY Yy B3pociblX. CpeaHuit KIMpeHc,
CKOPPEKTHPOBaHHBIN 10 Macce Tela, y JAeTed B Bo3pacte oT | mecsua 10 4 JeT B Cpe/iHEM Ha
93% Bbile, yeM y B3pocisiX. Takum obpazom, npeanonaraercs, yto AUC MITI y nereit sToi
BO3PAcTHOM IpyIIbl O0XMUAAETCS B 2 pa3a MEHbLIE TAKOBOW Yy B3pOC/bIX MPU NPUMEHEHUH
O/JIMHAKOBBIX /103 (MPH KOPPEKLMH 1o Macce Tena). CpeqHUH KIIMpeHe, CKOPPEKTUPOBAHHBIH 110
macce Tena, y Jaete B Bo3pacte oT 4 a0 12 ner B cpeaHem Ha 43% BbIlE, YeM Y B3pPOCIBIX.
ITpeanonaraemas AUC MI'TI y nereii sToit Bo3pacTHO# rpynmsl coctaBiseT 2/3 oT TaKOBOH y
B3pOC/]BIX TPU TPUMEHEHHM OJMHAKOBBIX /103 (MPHM KOpPpeKUMH [0 Macce Tena).
IIpeanonaraercs, 4ro y aereit B Bo3pacte oT 13 sieT U cTapiue 3a c4eT yBeJH4YEHHs MaccChl Teja
knuperc MITTI, ckoppexTHpoBaHHBIH 10 Macce Tena, COOTBEeTCTBYeT Kiupency MITI y
B3POCIIBIX.

Ilon

He ormeueno kakux-nmnbo paznuuuit B (hapMakOKMHETHUECKHX MApaMeTpax B 3aBUCMMOCTH OT
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1oJia B IETCKOM, B3pOCJIOM MJIH MOXKHIIOM BO3pacTe.

Ilayuenmoi ¢ Hapywienuamu pynKyuu nevenu

®dapmakokMHETHYECKME MapameTpbl M Mertaboiau3Mm okckapbazenuna u  MITI  nocne
OJTHOKPATHOro Ipuema BHYTPh B 03¢ 900 Mr OLEHUBANM Yy 370pOBBIX J00POBOJIBLEB U Y
MalMEeHTOB ¢ HapyleHussMu GyHkumu neuenu. Hapyienust pyHKUMYM MeYeHH JIETKO# U cpeiHei
CTereHed He BIMAIOT Ha (apMaKOKMHETHUYECKHe mapaMeTpbl okckapbasenuHa u MITIL
dapmMakOKMHETHKA MPU HapyLIEHUAX (YHKIMU NEYEHH TsHKEJION CTENEeH! He U3y4eHa.
IHayuenmul ¢ napyuienuamu ynkyuu novex

CywectByer nuHeiHas 3aBucHMoOcTh nouyeyHoro kiaupeHca MITI or KK. V nauuenTtoB ¢
Hapywenusamu  pynkuun nouyek (KK <30 ma/mun) nocne oaHokpatHoro npuema 300 wmr
okckapba3zenuHa nepuoa noiyesiBeseHus MI'TI yBenuuuaercs Ha 60-90% (1o 16-19 yacos), a
AUC yBenuuuBaercs B 2 pasa.

bepemennvie nayuenmru

Bo Bpemss OepeMeHHOCTH B OpraHW3Me MPOMCXOAUT psAA (HU3HUOJOTMYECKUX H3MEHEHUH,
KOTOpBIE MOTYT NMPHUBOJUTH K MOCTENEHHOMY cHUKeHHIO ypoBHs MI'TI B na3me KpoBM B 3TOT

nepuon (em. pazoen «llpumenenue npu GepemenHocmu u 6 NEPUOO 2pyOH020 6CKAPMIUBAHUAY).

ITOKA3AHUS K IPUMEHEHUIO

° npOCTbIe, CJIOXKHBIC  MapUHaJIbHBIE SMUJICIHTHYCCKHUE TIPUCTYIIBI, C BTOpI/l‘{HOﬁ
reHepaiMsauuei uiam 6e3 Hee y B3poCIIbIX U JeTelt B Bo3pacTe oT | Mecsia U cTapiue.

® I"euepanmosaﬂume TOHUKO-KJIOHHUYECKHUE DITHIICIITUYCCKHUE HpHCTyﬂbl y B3p00HbIX U

JieTei B Bo3pacTte oT | Mecslia U crapuie.

ITPOTUBOIIOKA3AHUS

e [loBbllIeHHast YyBCTBUTEIBHOCTb K OKCKapOazenuHy WM JII0OBIM APYTUM KOMIIOHEHTaM
npenapara.

e [loBbIlIEHHAs YYBCTBUTEIBHOCTD K dCIMKapOa3enuHy.

e  Jlerckuit Bo3pacT:

- 710 3 J1eT Npy NPUMEHEHUH rpenapata B popme TableTok;

- 10 | Mecsua npy NpUMEHEHUH npenapara B Gopme CyCreH3uu [Uis IpueMa BHYTPb.

C OCTOPOXHOCTBIO
Cnenyer ¢ OCTOPOXKHOCTBIO — MPUMEHATH  Mpernapar |y [MallMeHTOB C  M3BECTHOM

FMNEpPUYBCTBUTENBHOCTBIO K KapOamasenuHy, Tak KaK Yy OTOH TIpynnbl NalMeHTOB
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npubnuzutenbHo B 25-30%  ciayyaeB  BO3MOXKHO — pa3sBUTHE  peakiUMil  MOBBILIEHHON
YyBCTBUTE/ILHOCTH K OKCKapOaszenuHy. Y mnauueHTOB Oe3 aHaMHECTHMYECKHUX YKa3aHUM Ha
rUNEpUYyBCTBUTENBHOCTh K KapOama3enuHy, TakKe BO3MOXKHO pa3BUTHUE peaKlMil MOBbILIEHHOM
YyBCTBUTEJILHOCTH Ha MPEernapar, BKJIIoYas MoJHOpraHHbIe HapyIIEHHS.

[pumenenue npenapara Tpuientan® y nauyeHToB ¢ HAPYIEHUAMH DYHKLHMH TIEUSHH TSKEIO#H
CTEMEHU HE M3Y4Yasloch, MOITOMY HEOOXOAMMO C OCTOPOIKHOCTBIO JI03UPOBATh MpPEnapar y Tou

KaTe€ropuvu rnaiueHTOB.

IIPUMEHEHME ITPM BEPEMEHHOCTHU U B ITIEPUO/I T'PYJJHOI'O BCKAPMJIMBAHU A
bepemennocme

Pe3zlome puckoe

JleTh nNauUMEHTOK ¢ OSMMiencHed yaiie APYruX MpeapacroioXeHbl K BO3HUKHOBEHHIO
HapyIIEHWH pa3BUTHUs, B TOM YHUCIIE, BPOXJICHHBIX MOpOKOB. OMNBIT NMPUMEHEHHs Mpernapara
Tpunentan® npu GepemeHHOCTH orpanuyeH. Mmerommuecss cooOLeHUsT CBUIETEILCTBYIOT O
BO3MOXXHOM CBSI3WM NpUEMa IIpernapata BO Bpemsi OEpeMEHHOCTH ¢ Pa3BUTHEM BPOKIACHHBIX
MopokoB pa3BuTus. Hambonee 4vacThIMM MOpokamM pa3BUTHs Yy JeTeil, MaTepu KOTOPBIX
monyyanu Tepanuio npenapatom Tpunentan® Bo BpeMs GepeMEHHOCTH, OblH: nedexr
MEXIIPEICEPIHOM NEPEropoiku, AeeKT npeacepaAHO-KelyA04KOBOM Meperopojiky, paciieInHa
TBeporo Heba W BepxHel ryObl, cuuapom JlayHa, aucruiasus TazobeapeHHOro cycraBa (Kak
O/IHO-, TaK W IBYCTOPOHHSIA), TYOEpO3HBIi CKJIEPO3 U MOPOKH Pa3BUTHS yXa.

[To nanupiM CeBepoamMepHKaHCKOTO perucTpa OepeMeHHBIX, YacToTa rpyObIX MTOPOKOB Pa3BUTHS,
OTHOCSIIMXCS K CTPYKTYPHBIM aHOMAIHMsM, TpeOyIOLMM XUPYPruyeckoi, MeIMKaMEeHTO3HOM
MM KOCMETHYECKON KOPPEKLMH, AMarHOCTUPOBAHHBIX B TeUeHUe 12 HeJelb Mociie POXKIACHHUS,
cocrapisia 2,0% (95% noeepurensHeiit untepan ot 0,6 10 5,1%) cpean GepeMeHHBIX,
MPUHUMABLIMX B TEPBOM TPUMECTpe OKcKapOasenuH B MoHoTepanuu. [lo cpaBHeHuio ¢
OepeMEHHBIMHM, HE MOJYYaBUIUMHM TEparuio KAKUMM-THOO  MPOTHBOMMIENTHYECKUMH
npenapataMmu BO BpeMsi O€peMEHHOCTH, OTHOCHTEJIBHBIN PHCK Pa3BUTHs MMOPOKOB Pa3sBUTHS Y
aeten coctaBnset 1,6 ¢ qoBepuTebHBIM HHTEpBaioM 95% ot 0,46 10 5,7.

Knunuueckue pexomenoayuu

Eciu naunentka mianupyer GepeMeHHOCTh MM GepeMEHHOCTh JAMarHOCTMPOBaHA BO BpeMs
NPUMEHEHHMS Mpernapara, a TakkKe MpH BO3HMKHOBEHMM BONpOCa O NPUMEHEHWH Mpernapara

®

Tpnneman B nepuosa 6epemenﬂocm, HEOOX0IMMO TIWATCJIIbHO COIIOCTABUTH OXHUJaeMbIC

MPEUMYILECTBA Teparii ¥ BO3MOXHBIA pHCK Ui Ioaa, ocobeHHo B | TpumecTpe

OepeMeHHOCTH.
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ITpu GepemeHHOCTH clielyeT NPUMEHSITh MUHUMabHbIE 3QPeKTHBHbIE 103bI NpenapaTa.
[To BO3MOXHOCTM M TP JOCTATOYHOW KJIMHUYECKOM HPPEKTUBHOCTH Yy IKEHIIMH C
COXpPaHEHHBIM pENpOJYKTUBHBIM MOTEHLMAIOM M, [0 MeHblled Mepe, B | Tpumectpe

Gepemennocty npenapat Tpunenrtan®

clle/lyeT MPUMEHSATh B MOHOTEpAIHH.
[Taumentka nomkHa OBITH MpeAynpexJeHa O BO3MOXHBIX HAPYIUICHHUSX Ppa3BUTUS IUIOJA U
HEeOOXOAMMOCTH MPOBEACHHS AaHTEHATAIbHOM JINarHOCTHKH.

Bo Bpems OepeMeHHOCTH He cieayeT npepbiBaTh 3((GEKTHBHOE NPOTHBONUICTITHYECKOES
JIeYEeHHe, TMIOCKOJIBKY IporpeccupoBaHue 3abo/ieBaHHUS MOXKET OKa3blBaTh OTPHULATEIbHOE
BJIMSIHAE HA MaThb U IO/,

Konmponve u npoghpunaxmuxa

H3sectHo, uTO BO Bpemsa OepeMeHHOCTH pa3BuBaercsi AeGUUMT (OIMEBOM  KHUCIOTHI.
[IpoTuBOZNIMIENTHYECKHUE CPEACTBA MOTYT YCHIIMBATh TOT JEDHLIUT, NMPEACTABISAIOIMA OHY U3
BO3MOXHBIX NPUYMH HApYLIEHUH pa3BUTHsA I110/a, NIOITOMY PEKOMEHJIYeTCs JOMOJHUTEIbHBINA
NpHEM TpenapaToB GOIMEBOM KUCIOTHI 10 U BO BpeMsi OepeMEHHOCTH.

Ilpy npumeHeHuM npenapata BO BpeMsi OEpPeMEHHOCTH HEOOXOAMMO YUYHMTHIBATH, YTO
bu3nonoruyecKue U3MEHEHHs, MPOUCXO/SIIHME B OPraHU3Me BO BpeMs OEpEMEHHOCTH, MOTYT
MPUBOAUTHL K MOCTENEHHOMY cHukeHuio ypoBHs MITI B nnasme kposu. Jlns poctuxeHus
MaKCHUMaJIbHOTO KOHTPOJIs CUMIMTOMOB 3abosieBaHUsl y OepeMEeHHBIX MalMeHTOK HEOOXO0AMMO
peryJisipHO OLEHWBATh KIMHUUYeCKUi 3¢ ekt npenapara u onpeaensts kKoHueHrpauuo MITI B
1a3Me KpoBH.

Onpenenenve yposus MI'TI B na3me kpoBH Takoke peKOMEH/1yeTCsi IIPOBOAUTE B MOCIEPOI0BOM
nepuozie, 0cOOEHHO B Cilyyae, ecliv BO BpeMsi GepeMeHHOCTH [103a MperapaTa MoBbIlIanach.
Hoeopooicoennvie

MmeroTest cooOIIeH s 0 TOM, YTO NPUMEHEHHE MPOTHBOSMUIEITHYECKMX [IPENApaToB BO BPEMs
OepeMEHHOCTH MOXET NpPUBOAUTH K [OBBILICHHON KPOBOTOYMBOCTM Yy HOBOPOXKIEHHHIX. B
Ka4yecTBe MEphI MPEAOCTOPOKHOCTH PEKOMEHIyeTCcs NpUMeHeHHe BuTamuHa K| B mocieaHue
HECKOJIbKO He/leib OEpEMEHHOCTH, a Takke HOBOPOXKIECHHBIM, MAaTepH KOTOPBIX MOIyYaiu
npenapar Tpunentan®.

VY HOBOPOXKIEHHBIX JIeTeH, YbM MaTepH [OJIy4alH JIEYEHHE MPOTHBOINMUIENTHYECKUMH
npenapaTaMm, OTMEYalMCh DPEAKHE CJlyyau pa3BMTHS TMIIOKAIbLMEMHH. DTH Cilydyau ObLIM
00yc10B/IEHbI HAPYLIEHUSIMHU KaJbLMeBO-(pOCHOPHOro 0GMEHa U MUHEPAIN3ALMN KOCTEH.
Oxckap6asenun 1 MI'TI nponukarot yepes nuaueHTapHslii 6Gapbep.

Jannsie doxknunuueckux uccnedosanuil

B CTaHIAPTHBIX TOKCHKOJIOTMYECKUX HUCCIICOBAHUAX Y IPBI3YHOB U KPOJIMKOB IpPH MPUMEHECHHU U
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B J103aX, TOKCHYHBIX /Ul MAaT€PHMHCKOro OpraHu3Ma, BbISBICHbI Takue 3(PQeKThl, KaKk pocT
9MOpHO-peTaNbHOM CMEPTHOCTH W/WIM HEKOTOpOE OTCTaBaHWE aHTe- M [OCTHATAJIBHOIO
pa3BUTHUsA MOTOMCTBA. B 01HOM M3 BOCbMH Mcciiea0BaHUI SMOpHO-peTanbHOH TOKCHYHOCTH
OTMEYEHO YBEJIMYEHHE 4YacTOThl MOPOKOB Pa3BUTHs MOTOMCTBA y KpbIC NpPU TPUMEHEHHH
okckapbazenuna wim MITI B f103aX, TOKCHYHBIX /A MaTepHHCKOro opraHuszma. B wenom
JIaHHBIE MCCJIEIOBAHUN Y JKMBOTHBIX CBHJETENILCTBYIOT O MaJlOM TE€pPaTOreHHOM IMOTEHLHAle
OKckapOasenuHa IMpU NPUMEHEHMH B J103aX, NpPUMEHSEMBIX y dYejoBeka. OJHAKO, JaHHBIX
MCCJIEJOBAHMI HEOCTATOYHO IS MIOJIHOTO UCKITIOUEHUS TepaToreHHoro s dexra.

I'pyonoe eckapmausanue

Pesiome puckos

Oxckap6aszenun u MI'TI nponukator B rpyaHoe Mos10ko. OTHOLICHHE KOHLIEHTPALIMHA B MOJIOKE H
miasme Kposu cocrtaBuio 0,5 ans oboux BemecTB. [1ockoNbKy BIUSIHME Ha HOBOPOXKAECHHBIX
okckapbazenuna ¥ MITI, MOCTYNMBIIMX ¢ TpPyAHBIM MOJIOKOM, HEM3BECTHO, HE CIEIyeT

® B mepyo/1 rpyIHOTO BCKApMITHBAHHSL.

NpUMEHATH npenapat Tpunenrtan
IIpumenenue y demeii 6 6o3pacme 0o 1 mecsya

Her nannbix o GeszonacHoctu u sdpdexTuBHOCTH NpuMeHenus npenapata Tpunentan® y neteii B
Bo3pacrte /10 1 mecsua.

Bauanue na ¢pepmunvrnocmes

Her nauneix o Baumsauuu npenapata Ha (epTHIBHOCTH Yy 4YeloBeka. B MccnenoBaHusx y
XKHMBOTHBIX HE BBISBJICHO BO3/IeHCTBUS oKckapbasenmHa u MITI Ha deprunbHocTs y 0CcObei
oboux mnoaoB B CyrouHbX ao03ax 150 u 450 wmr/kr coorBercTBeHHO. IlpM npuMeHeHHH
makcumanbHbiX 103 MITI y camok, ogHako, OTMeYaloCh HapylIeHHE SCTPAJbHOIO LMKIIA,
CHW)KEHHE KOJIMYECTBA JIOTEMHOBBIX TEJ, CHKEHUsI KOJIMUYECTBAa UMIUIAHTALIMI U YMCIa KUBBIX
SMOPHOHOB.

Konmpayenyus

[laupenTkam ¢ COXpaHEHHBIM PENpPOJYKTHBHBIM MMOTEHLMAIOM CIEAYET NPUMEHATh Ha/lexkKHbIe
METO/Ibl KOHTpAalENMM BO BpeMs MpUMEHeHHs mpenapata Tpunentan® (onTHMaabHO
BHYTPUMATOYHbIC KOHTPALICNITUBHBIE CPEJICTBA), MOCKOJIbKY MPU OJHOBPEMEHHOM TPUMEHEHUH
C MepopabHBIMU KOHTPALENTUBAMH, COJCPIKAIIMMH STHHHIICTPAJHON MM JIEBOHOPIECTpe,

3} HeKTUBHOCTE JaHHBIX MPENapaToB MOKET CHUKATHCS.

CrnoCos NPUMEHEHMS U J103bl

®

[Ipenapar Tpunenrtan™ MOXHO NPUMEHSTH KAK B MOHOTEPAINMH, TAK U B KOMOUHALMM C APYTHMH

MPOTHBOSIUJIENITHYECKMMH TpeniapaTamu. B oboux ciyuasx snedenue npenaparom Tpunenran®
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HAYMHAIOT ¢ KJIMHUYeCKH 3()(EeKTHBHOM 103bl, KPATHOCTh MPUEMa COCTABJSIET 2 pa3a B CYTKH.
Jloza Moxer ObITh yBeJIMYE€Ha B 3aBUCUMOCTH OT OTBETa Ha Tepanuio. B ciyyae HazHayeHUs

npenapara Tpunenrtan®

BMECTO JPYroro MPOTHBOSMMJIENTHYECKOrO Mpenapara, A03y 3TOro
npenapara cieyeT CHMXaTh MOCTENEHHO Mocjie Hayana npuMeHenus npenapara Tpusentan®.
[pu npumenenuu npenapara Tpuientan® B cocTaBe KOMOMHHPOBAHHOW Tepamvd MOXKET
noTpebOBaThC CHWXKEHUE J103bI OJIHOBPEMEHHO TPUMEHSEMBIX MPOTHBOAMHIENTUYECKHUX
npenapatoB u/wiu Goiee MeNEHHOE MOBBILEHHE J03bl nperapata Tpunentan® wu3-3a
YBEJIMYEHHs CYMMApHO# 103bl MPOTHUBOIMUIIENITUYECKHX NPENapaToB.

Ipenapar Tpunentan®

MOHO NMPUHUMATh BHE 3aBUCUMOCTH OT MpHeMa IMUILH (BO BpeMs, Mocie
€/1bl WJIK B IPOMEXKYTKAX MEKY PUEMaMHU MTHULLH).

Ha Ttabnerkax HMEIOTCS pPHUCKM, MX MOXHO pa3jlaMblBaTh Ha 2 4YacTH Juid obOjerdyeHus
MPOTIaThbIBAHUSL.

[Ipu npumenenuu npenapara Tpunentan® y aeteit 10 3 €T ¥ y APYrUX MalKMEHTOB, KOTOPbIE HE
MOIyT MpOrJOTHTh TabIeTKH, a TakkKe B TeX Ciy4asxX, KOrjJa HEBO3MOXHO 00ecrneuyuThb
TpeGyeMyl0 103y TpM NpUMeHeHMM npenapata B ¢opme Tabnerok, npenapar Tpunentan®
NpUMEHSIOT B (opme cycneH3uu aias npuema BHYTpb. CycrneHsus Ui NpuUeMa BHYTPb U

TabJIETKU SBIISAIOTCS B3aMMO3aMEHSIEMbIMU B SKBUBAJIEHTHBIX JA03ax.

Tabnuya nepecuema 003wl npenapama Tpunenman® uz mz ¢ M

Jo3a B Muuturpammax (mr) Jo3a B MujstmanTpax (MJ)
10 Mr 0,2 M
20 mr 0,3 ma
30 mr 0,5 ma
40 mr 0,7 M
50 mr 0,8 M
60 mr 1,0 M
70 mr 1,2 M
80 mr 1.3 M
90 mMr 1,5 M
100 mr 1,7 M
200 Mr 3,3 M
300 mr 5,0 Mn
400 mr 6,7 mn
500 mr 8,3 M
600 mr 10,0 mu
700 mr 11,7 mn
800 mr 13,3 ma
900 mr 15,0 M
1000 mr 16,7 mn

Tepaneptuueckuii s¢dexr npenapara Tpunenran® (okckapOasenuna) oOyC/IOBJIEH, B MEPBYIO
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ouepe/b, AeHcTBUeM ero Metabonura, MI'TL.

PyruHHOe ompeneneHue KOHLEHTpauuu okckapbazenuHa wiam MITI B nnasme kposu He
onpapaaHo. OnHako KOHTpoJb KOHUeHTpauuu MITI B miazMe KpoBH MOMXKET MCIOJb30BATHCS
JUIsl yTOYHEHHUs1 cOOIIOIGHHs peXUMa NpreMa rpenapara naudeHToM (KOMIUIAEHTHOCTH) WK B
TEX CHTYalUsX, KOrja BO3MOKHO uzmeHenue kiuperca MI'TI, Hanpumep, n3mMeHeHre QyHKLMH
noyek, OEpPeMEHHOCTb, OJHOBPEMEHHOE [PUMEHEHWE C TpenapaTaMd, I[OBBIIAOLIMMU
AKTUBHOCTh  «TI€YEHOYHBIX» (GepMeHTOB. B  BbIIENEpeYUCIEHHBIX CHUTyaUUsX ClIEAyeT
KOppeKTHpoBaTh 103y npenapara Tpunenran® ¢ yuerom koHuentpauuu MI'TI B miasme KpoBu
(u3MepsitoT yepes 2-4 yaca rocsie nprema), KOTopyro clielyeT NoaepKuBaTh <35 Mr/i.
Bspocasie

Monomepanus u kombunuposannas mepanus

Hauanvnas ooza

Hauanbnas no3a cocrapisier 600 mr B cyTku (8-10 Mr/Kr Maccel Tesia B CyTKH), pa3/ieJIeHHbIX Ha
2 npuema. ITpyu HeoOX0OAUMOCTH BO3MOXKHO MOCTENEHHOE yBelnueHUe 103bl. J[03y MOBBIIAIOT
He Gosiee yeM Ha 600 MI/cyT ¢ HHTEpBAaJIOM MPUMEPHO B | HEAENMIO 10 JOCTHIKEHHUS JKelaeMoro
TepaneBTUYECKOrO OTBETA.

THoooepoicusarowas 0o3a

Xopowuii TepaneBTUYecKUii oTBeT Habmonaercs B aAuanazone 103 600-2400 mr B cyTkH, npu
5TOM OOJIBLIMHCTBO NMAlLIMEHTOB UMEIOT XOPOIIUil KinHUYeckui 3¢ dext npu go3e 900 mr/cyT.
Maxkcumanvnas pekomenoosannas cymounas 003a

Y nauveHToB, paHee He TMOJYy4YaBLUIMX TEPANMI0 TMPOTUBOIIMUICHITUYECKUMHU CpPE/ICTBAMM,
s} dexTuBHas 103a B MOHOTepanuu coctapiser 1200 Mr/cyT, y nauyMeHTOB, paHee MoJyyaBLIuX,

HO IIJIOXO OTBE€YaBIIMX Ha TEparu APYrMMH IPOTHBOSMNUJICIITUYCCKUMU IIpe€napataMyu —

2400 mr/cyT.

® B cyrouHoit 103e

B koHTponupyembIX Hcclea0BaHMSAX MpUMEHEeHWe mnpenapara Tpuiaentan
2400 Mr B cocraBe KOMOMHMpOBaHHOW Tepanmuu 0e3 CHIKEHHS JI03bl  JPYroro
MPOTUBOBIUJIENTHYECKOTO  CPEJICTBA  COMPOBOXKJIANOCH — IJIOXOH  MEPEHOCHUMOCTBIO Y
OONBIIMHCTBA MMALMEHTOB IPEUMYILECTBEHHO HW3-33a pa3BUTHs HEXENATeJbHBIX SIBJICHUH CO
CTOPOHBI LIEHTPaJIbHONH HepBHO# cucTeMbl. CHcTeMaTHyecKoe MpPUMEHEHHe Ipernapara

Tpunenran®

B CyTOYHOM a03e Bbiie 2400 Mr He U3y4asioch.

B ycnoBusx craumoHapa ¢ HaajdekalMM KOHTpoJeM 03y yBenuuuBaiu o 2400 mr/cyt B
TeyeHue 48 yacos.

OnbIT NpUMEHEHHUs npenapaTa B cyToYHO#M 103e 4200 Mr KpaiiHe OrpaHUyeH.

Jemu u noopocmku
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[Ipenapar prmerrran® npeaHa3HavyeH i MPUMEHEHUs y JeTei B Bo3pacte oT | Mecaua u
crapuie. Ilpumenenue npenapara y aeredl B Bo3pacte A0 | Mecsua B KOHTPOJMPYEMbIX
KJIMHUYECKUX UCCJIEIOBAHUSAX HE U3Y4alloch.

Hayanvnas ooza

[Ipu MoHoTepanuu npenapatom Tpunenran®

M TpH TPUMEHEHMH Tpernapata B COCTaBe
KOMOMHUPOBAHHOM Tepanuu peKOMEeHyeMylo HadalbHyro 103y 8-10 MI/Kr Maccel Tena B CyTKH
pas3zensoT Ha 2 npuema.

Ioooepoicusarowas 0osa

B koMOGMHMpOBaHHOH Tepanuu LeneBas jgo3a npenapata Tpunentan®, cocrapnsiomas 30 —
46 mMr/kr B CyTKM, 10JDKHA ObITh JOCTUTHYTa HE MEHee 4YeM 4yepe3 2 HeZelM ¢ MOMEHTa Hayaja
Tepanuu.

B knMHMuYecKkOM HccleOBaHMM € LENEBOM CYyTOYHOM J030# mnpemapara 46 Mr/kr B
KOMOMHMPOBAaHHOH Tepanmuu y Jeteil B BospacTe oT 3 A0 17 ner cpeaHssi CyrodHas /103a
coctaBuna 31 Mr/kr B iuanasone ot 6 10 51 mMr/kr B cyTku. B kiimHu4yeckoM uccienoBanuu 56%
Aaered B Bospacte oT 1 Mecsua 10 4 ner A0CTUrIM (GUHAIBHOM CYTOYHOM IMOJ/IepXKHUBAKOIIEH
J103bl KaK MMHUMYM 55 MI/Kr B KOMOWHHMpOBAHHOM Teparnuu Npu LeneBoi ao03e 60 Mr/kr B
CYTKH.

Maxcumanvnasn pekomenoosannas 0o3a

IIpy HEOOXOAMMOCTH A JOCTHXKEHHS HKEJIAEMOro TepaneBTHYeCKOro 3(dekTa BO3MOXKHO
MOCTENEHHOE MOBBIIEHHUE 103bl. J03y YBENMUMBAIOT ¢ MHTEPBAJIOM NMpPUMEPHO B | Hexmenmo ¢
warom He G6oniee 10 Mr/kr/cyTku 10 MakcumanbHOM 60 MI/Kr/cCyT.

Ippexm knupenca MI'TI, ckoppexmuposanio2o no macce mena y oemet

[Ipu npumeHenuu mnpenapata Tpunentan®

B MOHOTEpanMu W B COCTaBe KOMOMHHUPOBAHHOM
Tepanuu Kaxyuuics kaupedc MITTI y nereli mpu koppekuMu Mo Macce Teja 3Ha4YMTEeNIbHO
CHWXKaeTCs ¢ yBeiuveHueM Bospacta. Jleram B Bo3pacte orT 1 Mmecsua 10 4 JeT MOXer
notpeboBaThCs [103a Npenapara, B 2 paza NpeBbILIAIOLIAs 03y /Ui B3POCIBIX MPH KOPPEKLMH
Mo Macce Teja; JeTsAM B Bo3pacTe oT 4 10 12 neT MoxeT norpeboBarhbes /103a, MPEeBbILIAOLIAs
2103y Juist B3pocibiX Ha 50% npu KOppeKL|H 1o Macce Tela.

OonospemenHoe npumenenue ¢ NPOMUBOINUWIENMULECKUMU NPEnapamamu. - UHOYKMopamu
uzoghepmenmos nevenu y oemeti

Y nereit B Bospacte oT | mecsaua 10 4 jeT BAMSHUE NPOTUBOIIUIENITUHYECKUX MPENApaToB -
MHJIyKTOPOB M30()e€PMEHTOB NMEYEHHU Ha UX KaXKYLIHICS KIMPEHC BHIPAXKEHO B GOJIBILIEN CTENEHH,

yeM y Jjeredl Gosiee CTapIMX BO3PACTHBIX TPy (MpU KOppeKuuu 1o macce Ttena). Ilpu

npuMeHeHnn npenapata Tpunentan®y nereii B Bozpacte ot | Mecsia 10 4 et B KOMOHHALMH C
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MPOTUBOAMUICIITHYECKUMH TIperapaTaMi — HMHAYKTOpaMH HM30(EPMEHTOB MEYEHH MOXKET
notpeboBaThes 103a okckapbazenuHa Ha 60% Bbille (MPU KOPPEKLMH 10 MAcce Teja), YEM TIpH

®

MOHOTE€paluyu IpernapaTtomM TpunenTan WIKW TIpH €ro IMNpUMEHEHHU B KOMOWHALKMU ¢

MPOTUBOSMUIIENITUYCCKUMHU CPEACTBAMH, HE UHAYLIHPYHOLIUMHU l/l30(1)epMeHTbl. )1]15[ nerei 6onee

® ¢

CTapIIMX BO3PACTHBIX TPYIIN MpH KOMOMHUPOBAHHOHW Tepanuu npenapatoM Tpuienrtan
WH/IyKTOpaMH M30()epMEHTOB MeUeHH MOXKET MOTPeOOBaThCS HE3HAUUTEILHOE YBEIMYEHHE 103bI
npenapara 1o CpaBHEHHIO ¢ MOHOTEPAITUE.

V nereit Maaaue 3 et npenapar cieayeT NpUMEHsTh B popMe CyCrieH3UH s TpUemMa BHYTPb B
CBSI3U C TPYAHOCTSIMHU MPUMEHEHHSI TBEP/IBIX JIEKAPCTBEHHBIX GOPM y ATOM BO3PACTHOM IpyNIIbI.
Ilayuenmur 6 8o3pacme >65 nem

CreuuranbHas KOppeKLMsl pexKUMa J03UpOBaHMs Yy JJaHHOW KaTeropuM MalMeHTOB HeoOXoauma
npu HapyweHud ¢yHkumu nouek (KK <30 mu/mun). B ciaydae Hanuyus pucka pa3BUTHS
TMIIOHAPUEMHUH HEOOXOAMMO [POBE/JACHUE TIIATEIBHOIO KOHTPOJIS COJAEpXKAHUsS HATpHUs B
Ta3me KpoBH.

Ilayuenmul ¢ napyuienuamu ynkyuu nevenu

He TpebyeTcs KOppeKLMH peKiuMa 103MpOBaHUS y MALMEHTOB ¢ HAPYIICHUSIMHU QYHKIMHU NeUeHN
nerkoil W cpeameii crenenu. OTCYTCTBYIOT JaHHble O NpuMeHeHuu npenapata Tpunentan® y
MalMEHTOB C HapyIIEHUAMH (QYHKIMU MEYCHU TSOKEJION CTEeNeHH, B CBA3M C YeM HeoOXO0aMMOo
COOMMIOATE OCTOPONKHOCTH NMPU MPUMEHEHHHU Mpernapara y nalueHToB JaHHOW KaTeropyu.
Ilayuenmor ¢ napywenuamu pynkyuu novex

Jlnsa naumenToB ¢ HapymeHusamu Gynkunu noyek (KK <30 ma/mMuH) pekomeHayemasi HayabHasi
no3a cocrasager 300 Mr/cyTku; NOBBILIATH 03y ClIelyeT MEIJIEHHO C MHTEpPBAJIOM He MeHee |

HEACIIH 0 JAOCTUXKEHHUS IXKEJIAaEMOro TEpareBTHYECKOro OTBETA. HCO6XOIII/IMO THIATCJIBHOC

HaOJIIOIeHHE JJTaHHbIX MalMeHTOB BO BpEMsI non6opa J103bl.

IIOBOYHOE JIENCTBHUE

Haubonee wacto coobmanock o cieayromux HexenareabHbix peakuusx (HP): connmsocts,
rojioHass 00b, rOJOBOKPY)KE€HHE, IUILUIONHUS, TOLIHOTA, PBOTA, MOBBILIEHHAS YTOMJISEMOCTh
(6onee yem y 10% nauueHToB).

B kiumHuueckmx uccnenoBaHusx Obuto mnokasaHo, uyto HP oObiuHO cnaGo wiaM ymepeHHO
BBIPA)KEHbI, HOCAT TPAH3UTOPHBIA XapaKkTep U HaO/II0Jal0TCsl B OCHOBHOM B Hayajle TeparuH.
[IpuBenenHble HUXKE JaHHBIE CyMMMpYIOT MHpopmaimio o HP, 3apeructprpoBaHHBIX B X0/1€
KIMHUYECKUX HCCIIC/IOBAaHUM, a TakKe JaHHele 1o mnpodumo 0Oe30macHOCTH Tmpenapara,

MOJIyYeHHBIE B XOJ€ €ro NpPUMEHEHHMs B KJIMHUYeCKOi npakrtuke. HP crpynmnupoBanb B
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COOTBETCTBHM C Kiaccudukauueir opraHoB u cucrem opraHoB MedDRA, npu stom
MEepPEUUCIIEHbI B MOPSIKE YMEHbLICHUS MX 3HAYUMOCTH.

Kputepun o1leHKH 4acTOThl BOSHUKHOBEHHs HeXellaTesbHbIX JiekapcTBeHHbIX peakuuid (HJIP):
«oueHb yacto» - >1/10, «acto» - >1/100 - <1/10, «neuyacto» - >1/1000 - <1/100, «peako» -
>1/10 000 - <1/1000, «o4ens peako» - <1/10 000 (Bk1tOUas OTAETbHBIE COOOLIEHHUS).
Hapywenust co cmoponvl Kposu u numgpamuyeckout cucmemyl. He4aCTo — JICHKONEHHUS; OYEHb
peiKO —  TMOJaB/IEHWE  KOCTHOMO3IOBOrO  KPOBETBOPEHHs,  alulaCTUYecKas  aHEeMMs,
arpaHyJIoLIMTO3, MAHLMTONEHHUS, TPOMOOLIMTONEHHUS, HEUTPOTIEHHS.

Hapywenua co cmoponvl uMMyHHOU cucmembl. OYE€Hb PEIKO - aHA(pUIAKTUYECKUE pPEaKLUH,
peakLuu TUNEPYYBCTBUTEILHOCTH (B TOM quce peaxkuuu NOJIMOPraHHON
TUNEPUYYBCTBUTEIBHOCTH), KOTOpbIE XapaKTEPU3YIOTCS TAaKUMH CHMITOMAaMHM KaK Chillb M
MOBBILIEHUE TeMIepaTypbl Tesia. BO3MOXHBI Takke HapylleHHss CO CTOPOHBI KpPOBH U
nUMaTHYeCKON CUCTEMBI (303UHO(UIIHS, TPOMOOLMTONIEHH S, JeHKoNeHus, TuMdaaeHonaTus,
CIUIEHOMETranus), Me4YeHU (remaTtut, M3MEHEHHe MokKaszarened (YHKLUMM TMEYEHH), MBI U
CYCTaBOB (MHMAIrus, MPUITYXJIOCTh B 00JacTH CYCTaBOB, apTpairus), HEPBHOW CHCTEMbI
(meyeHoyHast sHuedanonaTus), mnoyek (MOYeyHass HEJOCTATOYHOCTh, WHTEPCTHLIMAIbHBIMI
HeppHUT, MNpoTeHHypus), Jerkux (OTeK Jierkux, OpoHxocnaszMm, OpoHXMajlbHas acTMa,
MHTEPCTULMATBHAS O0JIe3Hb JIErKUX, OJIBIIIKA), aHTHOHEBPOTUYECKHIA OTEK.

Hapywenua co cmoponvl 3HOOKpUHHOU cucmeMbl: 4acTO — YBEJIMYEHHE MACChl Tella; OuYeHb
PEIKO - TUMIOTHUPEO3.

Hapywenus co cmoponsi obmena eewjecmé u numaunus: 4YacTo — THIIOHATpUEMHs (dYalie
OTMEYaeTCsl y MNALMEHTOB Bo3pacTe =65 5eT): O4YeHb peAKO — KIMHUYECKH 3HauyuMast
rUIIOHaTpUeMHs (colep:kaHue HaTpusi <125 MMoIb/1T), BO3HMKAIOWIAs, KaK MPaBUIIO, B TEYEHUE
MEPBBIX 3 MECALEB TEpPalMM MPErnapaTtoM, XOTs y HEKOTOPbIX MalMeHTOB - Honee yeM uepes |
roJi 1nocJie Hayaja JIe4eHus, (CONpOBOXKAAIOILANACS PA3BUTUEM TAaKUX MPOSIBICHUN U CUMIITOMOB
KaK Cyd0poru, sHuedanonaTtus, yrHeTeHHe CO3HaHHs, CIyTAHHOCTh CO3HAHUSA); HAPYLIEHHs
3peHuUs (HEYETKOCTh 3pEHHA), TMIIOTUPEO3, PBOTA, TOMIHOTA, AePUUMT (OTUEBOM KUCIOTHI.
Hapywenus ncuxuxu: 4Yacto - axutauus (HepBO3HOCTB), SMOLMOHANbHAS JIAOMJIBHOCTD,
CIYTaHHOCTb CO3HAHUsI, AETIPECCHs, anaTus.

Hapywenusa co cmoponvl HepsHoil cucmemvi: 04€Hb 4acTO — COHJIMBOCTH (22,5%), rosoBHas
6onb (14,6%), ronoBokpyxenue (22,6%); 4acTo — aTaKcus, TPEMOP, HUCTArM, HapylleHHEe
BHUMaHHUs, aMHE3Us.

Hapywenus co cmopouv opzana 3penus: oueHb 4acto — auruionus (13,9%); yacto — HapylieHus

3p€HH, 3aTYMaHUBAHUE 3PEHUA.
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Hapywenus co cmoponvl opeana ciyxa u 1a0UupunmHsle HapyuteHus. 4acTo — BEPTHUIO.
Hapywenus co cmoponul cepoya: oueHb peAKO — aTPUOBEHTPUKYJIsIpHast 010Ka/ia, apUTMHS.
Hapywenua co cmoponsl cOCy10B: 04€Hb PE/IKO — apTepUaibHasi TMNEPTEH3HS.

Hapywenusa co cmopoust dicenyooyno-kuuwieyno2o mpakma: odeHb 4dacto — psorta (11,1%),
towHoTa (14,1%); yacto — auapes, 60/1b B 001aCTH )KMBOTA, 3aM0p; OYE€Hb PEJIKO — MAHKPEATUT
M/WIH NOBBILIEHHE aKTUBHOCTH JIMIA3bl M/UITH aMUIIa3bl.

Hapywenus co cmoponbl nevenu u icenuesbi600auux nymeu. 04eHb peIKo — rernaTmr.
Hapywenus co cmoponbt Kod#cu u ROOKONCHHIX MKAHEU. 4aCTO — KOXKHAs Chlllb, aJIONELMs, aKHE;
HEYaCcTO — KpanuBHULA; OuYeHb peako — cuHApoM CruBeHca-J/[DKOHCOHA, TOKCHYECKUMH
SMMUAEPMaIbHBIA HEKposn3 (cuHApoM Jlaitenia), aHrMOHEBPOTHYECKHI OTeK, MyJbTUGOpPMHas
IpUTEMA, CHCTEMHAs KpacHasi BOJTYaHKa.

Obwue paccmpoiicmeéa u HapywleHus 8 mecme 66e0eHus. O4YeHb 4YacTO — IOBBILICHHAS
yromuisieMocTb (12%); yacto — acTeHusl.

Jlabopamopnvie u uncmpymenmanvbHbie OaHHble: HEYACTO - TMOBBILIEHWE AKTUBHOCTH
«MEYEHOUYHbIX» (EPMEHTOB, wIeNoYyHOM (ocdaTtasbl B KPOBH; OYEHb PEAKO — MOBBILICHHE
AKTMBHOCTH aMUJIa3bl, JIUMA3bI.

B kiaMHMuYecKMX MccneoBaHUSAX, MPOBEACHHBIX y JAeTedl B Bo3pacte OT | mecsiua a0 4 Jer,
Haubosee yacto Habmopanack connuBocth (y 11% mnaumenrtos). C uacroroit >1% - <10%
(yacTo) OTMEYaIMCh  aTaKCHs, pa3/IpaXUTENBHOCTb, PBOTA, JIETAPrUsi, TOBBILIEHHAs
YTOMJIAEMOCTb, HUCTarM, TPEMOp, CHU)KEHUE aMMeTUTa, MOBBIIIEHHE KOHUEHTPAllMU MOYEBOM
KUCJIOTBI B KPOBH.

HIIP, svis6nennvie 6 nocmpe2ucmpayuoHHoM nepuooe Ha OCHOBAHUU OMOeIbHbIX COO0UeHUll U
Cy4aes, ONUCAHHLIX 6 1umepamype

ITockoneky uHpopmaums o aanneix HJIP nosydyeHa MeTOJOM CHNOHTAHHBIX COOOLIEHHH W
TOYHOE 4YMCJIO TMAalMEHTOB, NPHHUMABLUMX [pernapaT, He ONpeJesieHO, OLEHUTh 4YacTOTy
BO3HMKHOBEHHS JIaHHBIX PEaKLMi He Mpe/CTaB/IsAETCS BO3MOXXHBIM, B CBS3M C YeM Ui HHUX
YKa3aHO «4acTOTa HEM3BECTHAY.

HJIP xnaccudpuumpoBaHbl 10 CHCTEMaM OpraHoB, B Mpejesiax KaXJ0H CHCTEMBI OpPraHoB
PacIioIOKEHb! B ITOPSAJAKE YMEHBIICHHUS CTENEHH TSKECTH.

Hapywenus co cmoponbl Kodicu u NOOKONCHbIX MKaHel

JlekapcTBeHHas chinb ¢ 303MHOGUIMENH M cucTeMHbIMH nposiBieHusmu (DRESS-cunapom),
OCTPBI FreHEePaIM30BAHHBIH YK3aHTEMATO3HBIH MyCTYIIe3.

Hapywenus co cmoponbl ckenemmo-mbluteYHou u coeOUHUmMenbHOU MKAHU

belin  cooOleHuss 0 CHMXXEHUHU MI/IHCpaﬂbHOﬁ IUIOTHOCTU KOCTHOM TKaHH, OCTCOIICHUH,
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OCTEOMNOpo3e W MepesioMax y MalMeHTOB, MOIYYaloIMX JUIMTEIbHOE JIEYEHHE IpenapaTom
Tpunentan®. Mexanusm BiusHus okckapbaszenuua Ha MeTabo/IM3M KOCTHO#M TKAHU HE BBICHEH.
Hapywenus co cmoponvl obmena eeujecme u NUmanus

CHHApOM  Hea/JleKBaTHOW  CEKpEeLUMH AaHTUAMYPETHYECKOrO TOpPMOHA, MNpOSBIIAIOLIMHACS
JeTapruei, TOLIHOTOM, TOJOBOKPYKEHHEM, CHH)KEHHEM OCMOJISIIBHOCTH CHIBOPOTKH KPOBH,
PBOTOM, TOJIOBHOM 0O0JbIO, CIyTAaHHOCTBIO CO3HAHUS U APYTMMH CHMIITOMaMH CO CTOPOHBI
HEPBHOM CUCTEMBI.

Tpaémbl, unmokcukayuu u OC10HCHEHUS MAHUNYIAYUU

[lagenue.

Hapywenusa co cmoponvl nepsHoil cucmemol

Hapyienus peun (B ToM 4uciie 1u3apTpusi), 0COOEHHO B NEPHO/L MOBBILLIEHUS J03bI.

Ecnu niodvie u3 ykazannvix 6 uncmpykyuu nobounvix s¢hghexmos ycyeyonsromes, unu Boi
3amemunu n0dvie Opyeue nobounvie >¢hghpexmol, He yKaA3aHHvle 8 UHCMPYKYUU, COOOuiume 06

IMoM epauy.

IIEPE/IO3UPOBKA

Hmerotcss eauHuuHble COOOLIEHMS O Mepelo3upoBKe mpenaparoM. MakcumalnibHas /103a,
ONMcaHHas B cOOOLIEHUsX, cocTaBsuia npudbausutensHo 48000 mr.

Cumnmomvi

Hapywenue 600no-snexmponumnoeo 6ananca: ranoHaTpueMusi.

Hapywenua co cmoponvl opeana 3penust: JANIIONUS, MHO3, HEYETKOCTb 3PEHMS.

Hapywenus co cmoponvl nuwesapumenvHoii cucmemsl: TOUHOTA, PBOTA, THIIEPKUHE3HUSL.

Obwue paccmpoiicmea u Hapywienus 6 Mecme 66€0€HUsL; YTOMIISIEMOCTb.

Jlabopamopuvie u uncmpymenmanvrvie OanHbie: CHKEHHE YaCTOTHI JbIXaTe IbHBIX JBHUKEHHUI,
yainHeHue untepsana QTc.

Hapywenus co cmoponvl HepeHoti cucmemvl: COHIMBOCTD U COMHOJICHLHUS, TOJIOBOKPYXKEHHE,
aTaKCHUsi, HUCTAarM, TPEMOP, HapyLIEHHWEe KOOP/AMHALIUH, CYJ0POTH, roJI0OBHas 00k, KOMa, MOTeps
CO3HAHUSA, JUCKUHE3HSL.

Hapywenua ncuxuku. arpeccus, aXMTauus, CIIyTaHHOCTb CO3HAHHUS.

Hapywenus co cmoponbst cocyoog: aprepuaibHas TMIIOTEH3HS.

Hapywenus co cmoponst OvixamenvHoul cucmemsi, 0peanog 2pyoHol KiemKku U cpedoCmeHus.:
OJIBbILLIKA.

Jleuenue

Creunduueckoro aHTHI0Ta He CyiiecTByeT. [IpoOBOAST CHMITOMATHYECKOE U MOJIEPKUBAIOLIEE
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JICHCHHUC. CnenyeT HUMETL B BUAY, YTO AJId YMCHBIUICHUSA a6cop6umd oxcxap6a3enMHa MOXET
OBITh NPOBEACHO NPOMbIBAHUE XKETyJAKa U Ha3HA4Y€H NMPHUEM aKTUBHUPOBAHHOTI'O YI'JIA.

PGKOMeHlI}’CTCﬂ KOHTPOJIMPOBATh XKU3HEHHO BaXXHbIC (t)yHKl.lPll/l OpraHusma, ynaess ocoboe
BHAMAHHUE HApYUICHUAM CCleC‘lHOﬁ NMPpOBOAUMOCTH, BOJAHO-3JIEKTPOJIUTHOI'O OanmaHca W

(GYHKLMH IBIXaTeJIbHOW CUCTEMBI.

B3AMMOJENCTBHUE C IPYTUMU JIEKAPCTBEHHBIMU CPEJICTBAMU

Hneubuposanue usogpepmenmos

OxkckapbazenuH U ero (dapmakonoruyeckd akTuBHb Metabonur MITI  sBasroTes
unruburopamu  uzodepmenta CYP2CI19. Takum oOpa3om, OJHOBPEMEHHOE MPUMEHEHHE
okckapOa3enuHa B BBICOKMX J103aX M MpenapaToB, KOTOpble METa0O0IM3UPYIOTCS € Y4acTUEM
m3opepmenta CYP2C19 (nanpumep, ¢deHoOapOuTan, (HeHUTOMH), MOXET MPHUBECTH K HX
B3aMMOJCHCTBHIO. JI/I1 HEKOTOpBIX MALMEHTOB MOXET TMOoTpeOoBaThbes CHUXKEHHE 03B
npenaparos - cyocrpatoB nzopepmenta CYP2C19. Bbuto nokasano, yro okckap6aszenus u MI'TI
cnabo MM COBCEM He WMHTHMOMpYIOT clieyromue MUKpocomainbHble uzodepments: CYPIA2,
CYP 2A6, CYP 2C9, CYP 2D6, CYP 2E1, CYP 4A9 u CYP 4Al1.

Huoykyus uzogpepmenmos

In vitro wn in vivo okckapbazenun u MITI, sBassce cnabbiIMM MHIYKTOpaMH W30(epMEHTOB
CYP3A4 H CYP3AS, CHWXXAIOT  IJIa3MEHHBIE KOHLEHTpal U1 npernaparos,
METabOMU3UPYIOLMXCSA  JaHHBIMU  M30(epPMEHTaMH: JMIMAPONTMPUAMHOBBIX AHTarOHUCTOB
KaJIbl¥sl, NEpOpabHbIX KOHTPALENTUBOB U MPOTUBOIITHIICIITUYECKUX TMpenapaToB (HanmpuMep,
kapGamaszenuna). Ilpy onHOBpeMEHHOM npuMeHeHuM ¢ npenapatom Tpunentan® Takske
BO3MOXHO CHWXXGHHME KOHLEHTpAalMM B IU1a3M€ W JIPYTUX JICKAPCTBEHHBIX [MPEraparos,
apasommxcs cyocrparamu uzopepmentoB CYP3A4 u CYP3AS, (manpumep, mnpenapatsl u3
rpyNIbl MMMYHO/IENPECCAHTOB — LIMKJIOCTIOPHH).

[Tockonsky in  vitro okckapbaszenun u MITI  saBnstorcs  cnabbIMM  MHAYKTOpaMH
ypuauHaudochaT-riokypoHun  TpaHcdepasbl, MajoBEpPOSTHO, YTO iM VIVO OHH CIIOCOOHBI
OKa3bIBaTh KJIMHUYECKH 3HAYMMOE BIIMSHHUE HAa MeTabO0JIM3M IpenapaToB, BHIBOASIIMXCS B BUJE
KOHBIOTaTOB ¢ IJIFOKYPOHOBOM KHMCJIOTOM (Harnpumep, BaablPOEBON KUCIOTHI U JTAMOTPUIKHHA).
Ho, npunumas Bo BHMMaHHWe naxe cladyi0 MHAYLHMPYIOLLYIO CIOCOOHOCTh OKCckapOasenuHa H
MITI, moxer norpeGoBaTbCs yBeJIMYEHHE /103 OJHOBPEMEHHO NPUMEHSEMBIX Mpenaparos,
KOTOphle MeTabonusupyrores ¢ yuyactuem uszodepmerta CYP3A4 wnu ypuaunandocdar-
rIIIOKOYPOHHI TpaHcdepasbl. B ciyuae otmens npenaparta Tpunentan® moxeT norpeGoBaThes

CHHXKCHHUE 103bl 3TUX TpernapaTtoB HA OCHOBAHUHU KIIMHUYECKOTO U na6opaTopHoro KOHTPOJIA.
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In vitro vccnenoBaHusl NOATBEPAUIH C1a0yI0 MHAYLIMPYIOILYIO CIIOCOOHOCTL OKCKapOa3enuHa u
MI'TI B orHowmeHnun uzodepmeHToB noxacuctemsl uzodpepmentoB CYP2B u usodepmenra
CYP3A4. Unpyuupyrouiee Bausinue okckapbazenuna u MITI Ha apyrue uzodepmentsr CYP
HEU3BECTHO.

[Ipomusosnunenmuyeckue npenapamoi

IIpy onHOBpEMEHHOM NPUMEHEHHUH OJHOTO MM HECKOJIbKHUX MPOTHUBOAMMUIEITHYECKUX
npenaparos — MOLHBIX MHAYKTOpOB uuroxpoma P450, takux kak kapOasenuH, GeHUTOUH UM
¢denobapburan, ¢ okckapbazenuHOM B KaXK0M KOHKPETHOM cily4yae He0OXO0AMMO OCYIIECTBIIATh
TIIATEIbHYIO KOPPEKIHUIO 103kl W/HIM KOHTPOJIb KOHUEHTPALMHU MPErnapaToB B IJ1a3Me KPOBH.
Bo3moskHble B3aumozeiicTBus npenapata Tpuientan® M ApyrMX MpOTHBOSNMICNTHYECKHX
MpenapaToB OLICHWBAIMCh B XOJ€ KJIMHUYECKMX HccleaoBaHMi. JlaHHBbIE MO BIMSHHIO 3THX

B3aumoziericterii Ha AUC n MUHHUMasbHYIO KOHUEHTPALMIO (Crin) CyMMHPOBaHBI B TaOIHIIE:

[TporuBosnunenTHyeckuit Biusnue npenapata | Bausuue [1911 na MI'TI AUC
npenapat (IT211) Tpunentan® na 1T (Cunin)
Kapbamazenun 0 - 22% ymensbwenue (30% | 40% ymeHblueHue

yBelIMYeHHe KapOamaszenuHa-
10,11-3nokcuna)

Knob6azam He uzyuanoch He Biusier
®enbamar He usyuyanoce He Biuser
JlamoTpuKuH He Bausier* He Biusier
DenobapOuTan 14-15% yBenuyenue 30-31% yMmeHblEHHE
DEHUTOUH 0-40% yBenuueHue 29-35% ymeHbLICHHE
Banbsnpoesas kuciora He Briuser 0-18% ymeHblUEHHE

(*: OrcyrctByet Biusinue Ha Cmin, AUC # Crax)
Konuentpauus ¢enuronna B rasme kpoBu ysenuuuaercss g0 40% TMpu 0OJHOBPEMEHHOM

®

npuMeHeHun mnpenapara Tpunentan® B go3e 1200 mr B cyrku M Beime. [lostomy mnpu

npuMeHeHWM npenapata Tpunentan®

B BBIIEYKa3aHHBIX /103aX MOXeET MoTpeboBaThCs
YMEHBIIEHHE 1036l PEHUTOMHA.
YBe/lMyeHHe KOHUEHTpAalMM B IUIa3Me KpoBH (eHobapOuTana Mpd  OJHOBPEMEHHOM

npuMeHeHuu ¢ npenaparom Tpunentan®

He3HauyuTe IbHO (15%).

[Ipy  OJHOBpPEMEHHOM NpPUMEHEHMH CHJIBHBIX HWHAYKTOPOB LMTOXpoma P450 w/uam
ypuaunauochar-rmoxyponun tpancdepassi (T.e. pupamnuumna, kapbamazenuna, GeHUTOMHA
u heHobap6uTana) ymenbinaercs koHuentpauus MITI B iasme/ceiBopoTke KposH (Ha 29-49%).
Takum obGpasom, cieayer npoBoaAnTh KOHTPOJIb KOHLeHTpauun MITI B miasme KpoBH M MpH
HEOOXOZIMMOCTH ~ KOPPEKTHPOBaTh /103y Iperapata MpH OJHOBPEMEHHOM IPHUMEHEHHH

oxcxap6a3emma C OZIHUM HJIM HECKOJIbKMMH W3 BbILICYKA3aHHBIX IIperapaToB.

V npenapara Tpunentan® ue 6b110 BBISBICHO SBICHHI ayTOMHIYKLHH.
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I'opmonanvuvie konmpayenmugvi
Jloka3zaHo B3auMoO/IeHiCTBME OKckapOa3enuHa ¢ KOMIIOHEHTaMH MepopaibHbIX KOHTPALICTITHBOB:
STUHHWJIICTPAANOJIOM M jieBoHOprecTpesioM. Cpeanue 3Hauenuss AUC 119 HUX yMEHbLIAIUCh Ha

®

48-52% wn 32-52% cootBetcTBeHHO. MccnenoBannii B3aumoeiicteus npenapara Tpunenran® ¢

APYruMH NeEpopaibHbIMHA WK UMIUIAHTUPYEMBIMH KOHTpPALECTITUBAMH HE MPOBOJAMIIOCH. Takum
06pa30M, OJHOBPEMEHHOEC TMPUMEHCHHUE Ipemnapara TpmlenTa.n® 14 FOpMOHAJIBHBIX
KOHTPALECITUBOB MOXXET NPUBOAUTE K CHUXCHHIO 3(1)(1)CKTHBHOCTH IMOCJICAHHX, B CBA3H C YEM
IMMalMCHTKaM, MoJiy4yarouium JICHEHUC [penapaTtom Tpuneman®, PEKOMEHAYCTCA
AOITOJIHUTECIbHOE MPUMEHEHHUE HA/ICXKHBIX HETOPMOHAJIBHBIX METOJOB KOHTPALCIILHH.
Bﬂoxamopbz Kallbyuesvlx KAHAl06

OllHOBpCMeHHOC I[TOBTOPHOE IPHUMCHCHUE Iperapara Tpunenran®

¥ (enoaunuHa MOXKeT
NPUBOUTH K yMeHbLIeHUIO 3HaYeHust AUC ¢denoaununa Ha 28%, XOTS KOHLEHTPAIMK B TJ1a3Me
KPOBH OCTAIOTCs B MpeJieiax TeparneBTHUECKOro AUana3oHa.

C npyroii CTOPOHBI, TIPH OJHOBPEMEHHOM NpUMeHeHHH npenapata Tpunentan® u Bepanamuna
BO3MOXHO CHWKeHue KoHueHTpauuu MITI B nuasme kpoBu Ha 20%. Takoe cHuxeHue
koHueHTpauuu MI'TI B nna3me KpoBU He UMeET KIMHUYECKOTO 3HAYEHUS.

Bzaumooeiicmsue ¢ Opy2umu nexapcmeennbiMu cpedcmseamu

[{umMeTHIMH, SPUTPOMMIIMH, IEKCTPONPONOKCH(pEH He BAMAIOT Ha (apMaKOKMHETHYECKUE
napametpel MI'TI; BUIOKCa3HH HE3HAUUTENBHO BIMsET Ha KoHUeHTpauuio MI'TI B niazme kposu
(konuentpauus MI'TI noseimaercs Ha 10% nocie MOBTOPHOrO OJHOBPEMEHHOIO TPUMEHEHHS).
He ormeuyeno kakmx-nubo B3aMMOJEHCTBUI ¢ BaphapuHOM, Kak T[pPH OJHOKPATHOM
OJIHOBPEMEHHOM MPHEMe, TaK U NPH NIPUEMe MOBTOPHbIX 103 npenapata Tpunentan®.

[Ipenapar Tpunentan®

MOXET yCHUJIMBATh ceaTUBHbIN 3¢ dekT sTanona.

B KIMHMYECKMX  MCCIIEOBAaHMAX Yy  NALMEHTOB,  MOJIyYAaBLIMX  TPULMKIMYECKHE
AHTH/IENIPECCAHTBI, HE ObIIO BBIABICHO KIMHMYECKH 3HAYMMbIX B3aUMOIEHCTBHIA.
OnHOBpeMEHHOE NpPUMEHEHHE TIpenapaTtoB JIUTHA M OKcKapOasenuHa MOXKET YCHIMBATh

HEHPOTOKCHYHOCT.

OCOBBIE YKA3AHUS

[lonyyeHsl cooOuieHns o pucke yXYJAUICHHS TEYeHUsl OSIMICNTUYECKUX [PUNAJKOB MpH

®

npumeHeHun npenapara Tpunentan™. [losblieHne pucka yXyauIeHHs TEYeHHS MPUCTYIIOB

Ha6monanoc5 B OCHOBHOM Yy JIeTe, OJJHAKO MOYKET BO3HMKATh U Y B3pOCJIBIX. Ecnu Ha (bOHC

INMPUMEHEHUA TIpenapara Tppmeman® OTMEYACTCA YXYAUICHUE TEYCHUS ODIIMIICNITHYECCKUX

MPUNAKOB, IPUMEHEHHE Mpernapara clie/lyeT NpeKpaTUTh.
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Peaxyuu 2unepuyscmeumenvHocmu

[lpu npumeHenuu npenapata Tpunenran®

B KJIMHUYECKOM NPAKTUKE B OTAEJIBHBIX CIIydasx
(MoCTperucTpaLlMoHHble COOOLIEHHS) OTMEYAOCh Pa3BUTUE PEAKLMi TMMepYyBCTBUTEILHOCTH
HemeuieHHoro tvna (I Tum), BKJIrOYas ChINb, KOXHBIN 3y/, KpanmUBHUILY, aHTHOHEBPOTHYECKUN
OTeK ¥ aHapMIAKTHYECKHE PeaKLMK. AHITMOHEBPOTHYECKHH OTEK M aHa(UIIaKTHYECKHEe peaKIiy
C TMOPaXEHHWEM TOPTAHHM, IOJIOCOBBIX CKJIAJOK (007acTh rosiocoBOM wLIEIH), sA3bIKa, IyDd, Bek
pa3BMBAIUCH KaK MPU MEPBOM, TaK M NP MOBTOPHOM NpueMe npenapata Tpuentan®. B ciyuae
pa3BUTHS TMIIEPYYBCTBUTEIBHOCTH HEMEIIEHHOIO THUMA CJE1yeT HEMEAJEHHO OTMEHHTH
npenapat Tpunentan® u HauaTh abTEPHATHBHYIO TEPATTHIO.

Cnemyer ¢ OCTOPOKHOCTBIO — MPUMEHSTH  MpenapaT Yy MalMeHTOB C  M3BECTHOM
TUNEpYyBCTBUTENBHOCTBIO K  KapbamasenuHy, Tak KaK y 9TOH Trpynmbl MNalMEeHTOB
npubamsurensHo B 25-30%  ciydaeB  BO3MOXKHO — pa3BHTHE  pPeaKLMid  MMOBBILICHHOM
4yBCTBUTEJILHOCTH K OKCKapOa3enmuHy. Y mMaluMeHTOB 0Oe3 aHAMHECTHMYECKMX YKa3aHMH Ha
TUIEPYYBCTBUTEIBHOCTE K Kapbamas3enuHy, Takke BO3MOXHO pa3BUTHE PeaKLMii MOBBILIEHHOM
YYBCTBHUTEJILHOCTH HA Mpernapar, BK/IIOYas I0JUOpraHHble HapylleHus. Takue peakuuu Moryt
BbI3bIBATh Pa3BUTHE HAPYILIEHWH CO CTOPOHBI KOXHBIX IIOKPOBOB, I€YEHHU, KPOBU U
AMM}aTHYECKOH CHCTEMBbl, M JPYrHX OPraHOB KaK B OT/IEJbHOCTH, TAK U B PAMKAX CHCTEMHOM
peakuuu. [Ipy BO3HMKHOBEHHH TNPHU3HAKOB M CHMIITOMOB pPEaKIMil T'MIEPYYBCTBUTEIHHOCTH,
ClIe/lyeT HeMe/IEHHO OTMEHHUTD npenapat Tpunenran®.
I'unonampuemus

Y 2,7% naumentoB, mnomyydaromux npenapar Tpunentan®

, Habmojanack TUIIOHATPHUEMHUS
(comepxanue HaTpUs B CBIBOPOTKE MeHee 125 MMOJIb/IT), KOTOpas 0OBIYHO HE CONMPOBOXK/IANACH
KIMHUYECKUMH TIPOSBJIEHUAMH M He TpeboBana Koppekuuu tepanuu. CopepikaHue HaTpus
HOPMaJIM3YeTCs IIPH OTMEeHe (YMeHbLUEHMH [103b1) npenapara Tpunentan® uim KoHcepBaTHBHOM
Nie4yeHUH (OrpaHMYEHHH MPHUEMA JKUAKOCTH). Y MAalMeHTOB ¢ HapylieHHeM (QYHKLMM IOYeK B
aHaMHe3e, aCCOLMHUPYIOLMMCs ¢ HU3KHUM COJIEPKAHHUEM HaTpHsl B CBIBOPOTKE KPOBH (HArpumep,
y MalHEeHTOB C CHHJIPOMOM HEaJeKBaTHOH CEKpELMH aHTHAHYPETHYECKOrO rOPMOHA), WIH Y
MAalUMEHTOB, TOJIy4alOIMX OJHOBPEMEHHOE JIEYEHHE [pernapatamMu, CrocoOCTBYIOIMMU
BBIBCJICHUIO HATPUSl W3 OpraHuMsMa (AMYpETHKH, TNpenaparbl, BIMSIOIIME HA CEKPELUIO
aHTHMYPETHYECKOTO TOpMOHA), 10 Hayana Tepanuu mnpenapatom Tpunentan® cremyer
OMNpeJeNATh COACpKAaHUE HATPHUs B CbIBOPOTKE KPOBU. B NaiibHeiilem cieayeT KOHTpOJIMpOBaTh
COo/iep)kKaHWe HATpUsi B CHIBOPOTKE KPOBM 4Yepe3 2 HelelM Mocje Hayala Tepanud W jajiee

CXXEMECAYHO Ha NMPOTAKECHUHA 3 MECSLEB UJTU IO MEpE HCO6XOJII/IMOCTH. C 0coObIM BHUMaHHEM K

AaHHBIM (aKTOpaM pHCKa CleyeT OTHOCHTBCS Yy TMOXKHIBIX MaluueHToB. [Ipu HeoOXO0AMMOCTH
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MPUMEHEHUS IUYPETUKOB U APYTUX MpenapaToB, CHUKAIOLIMX CO/IepKaHUE HATPUsl B CHIBOPOTKE
KPOBH, Yy TAlMEHTOB, MOJYYAIOMMX Tepanuio npenmapatom Tpunentan®,  ciemyer
NPUACPKUBATBCS TEX Ke pekoMeHaauuid. [lpu mnosiBIeHUM KIMHUYECKUX CUMIITOMOB
TMIIOHATPUEMHUH, CIEAYET ONPEACIUTh COACPKAHUE HATPUS B CHIBOPOTKE KPOBH. J[/1s1 OCTa/IbHBIX
MalMEHTOB OMNPEENIEHHE CO/IepPKaHUEe HATPUS B CHIBOPOTKE KPOBH MOXKET OCYILECTBIATHCS BO
BpeMsi IPOBEICHUS PYTHHHBIX aHAJIM30B KPOBH.

HeobxoaumMo KOHTpOJIMpOBaTH Maccy Teja y BCeX MalMEeHTOB ¢ Cep/Ie4YHON HEJA0CTaTOYHOCTHIO
JUIsl CBOEBPEMEHHOIO JAMarHOCTUPOBAHUS 3a/1€PIKKH KUAKOCTH. [IpH 3a1epiKKe XKUIAKOCTH HIIH
Ipyd [POrpecCHPOBAaHUM CHMIITOMOB CEpAEYHOM HEJO0CTaTOYHOCTH CJIEAyeT ONpeAeIUTh
COJIEp)KaHWE HATpUs B ChIBOPOTKE KpOBU. B ciayyae BO3HMKHOBEHMS! 'MIIOHATPUEMHH BaXKHO
OrpaHUYMTh KOJIMYECTBO NMOTpediseMoit xxuakocTi. Tak Kak npu npuMeHeHUM okckapbaszenuHa
B OYEHb PEAKMX ClIydasX BO3MOJKHO HapyLIEHHE CepJeYHOH MpPOBOJUMOCTH, HEOOXOIUMO
TIIATEIbHOE HAOMIOAEHHE NAlLMEHTOB C MpPEAIIECTBYIOIMMHA HAPYIICHUSIMH CepaedHOM
MPOBOJAMMOCTH  (aTPUOBEHTPUKYJsipHast  OJIoKaja, apuTMUs), TMOJY4YaroOlMX  [penapar
Tpunentan®.

I'emamonocuveckue usmenenus

[To nanHbIM cOOOLIEHHUI B MOCTPErMCTPALIMOHHOM Meprojie Ha (OHE Tepanuu MpernapaTtom B
OYEHb PEIKHUX CllydasX OTMEYaJoCh pPa3BMTHE arpaHyloOLMTO3a, arulaCTHYECKOW aHeMHH |
MaHUUTONEHUH. YUUTBIBAs HE3HAUUTEIbHYIO YaCTOTY BCTPEYAEMOCTH JAaHHBIX SIBJICHHM, @ TAKKE
HaJlMuyue  COMYTCTBYIOIMX  (AaKTOPOB  (HAmpumep, OJHOBPEMEHHBIH NPHEM  JIPYIHX
JIEKapCTBEHHBIX CPEJCTB, HAJMYME COIMYTCTBYIOLIMX 3a00J€BaHMit), MPUUUHHO-CIIEICTBEHHYIO
CBSI3b MEXK/y pa3sBUTHUEM JIaHHBIX HEXE/IATe/bHbIX SBJICHUH W TNPUMEHEHWEM Ipenapara
YCTAHOBUTb ~ HEBO3MOXHO. IIpu  pa3sBUTMM  CHMMNTOMOB  BBIPAXXEHHOTO  YrHETEHHs
KOCTHOMO3rOBOI'0 KPOBETBOPEHHMSI HEOOXOIMMO PacCMOTPETh BOMpPOC 00 OTMEHE Mpernapara.
Cyuyuoanvhvie mviciu u nogedeHue

VY NauMeHTOB, MONYYaBIIMX MPOTHUBOCYAOPOXKHBIE TMpEnaparbl, OTMEYEHBI  SMU30/bI
CYULMAANBHOTO  TOBEJEHHs M  CyMUMJANbHBIX  MbIcheld. PesynbraTel  Mera-aHanmsa
PaHIOMHU3MPOBAHHBIX  I1ale00-KOHTPOIMPYEMbIX — HCCIIEAOBAaHHM  MOKa3and  HeboJblIoe
YBEJIMYECHHE pPHUCKAa pPa3sBUTHUS CYMUMJAJIBHOIO TOBEJEHHMS Yy MAUMEHTOB, MOJy4YaBLIMX
MPOTHBOCY/I0POXKHBIE Mpernaparsbl. MexaHnW3M yBeIM4YeHHUs pUCKa CyMLMJA Y JaHHOW KaTeropuu
NalLMUEeHTOB He ycTaHoBjeH. Ha Bcex cragusx nedyeHus HeoOXOAMMO TiHaTelbHOE HaOIOAeHHE
MAaLMEHTOB, MOTyYalolMX JieueHue npenapatom. [lalMeHTsl ¥ MeIMIMHCKUI TepCOHalT 10JKHBI
OBITH Mpeaynpesk/IeHbl 0 PHCKe BO3HMKHOBEHHs CYHMLIMAQJIBHBIX MBICIEH M 5MHU30/10B Ha (hoHe

Tepanuu npenapatom Tpunenran®.
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Hepmamonocuveckue peaxkyuu

[Ipu npumenenuu mpenapara Tpunentan®

OYEeHb pE/IKO COO00IIANOCh O PAa3BUTHM CEPbE3HBIX
JIEpMaTOJIOTMYECKUX peakUui, TakuX Kak: cuHapoM CruBeHca-J/[DKOHCOHA, TOKCHYECKHH
SMUAEpPMalbHBIA Hekponu3 (cuHapom Jlaiienna), skccyaaTuBHas MyJabTH(GOPMHAs dpUTEMa.
[TanmenTaM ¢ BBIIICYKA3aHHBIMH JIepPMATOJOTHYECKUMH PEAaKLMsIMHU MOXET MoTpeGoBaThCs
rOCMUTaIM3al|s B CBS3M C DPa3BUTHEM YIPOXKAIOIIMX JKM3HM COCTOSHHMM; OYEHb pEeAKO
BO3MOXHbI JieTalbHble Hexo/bl. [1pu npumenenuy npenapara Tpuientan® aepmarosornyeckue
peakuuu HabIoJanuch Kak y JeTei, Tak M y B3pOC/bIX, U Pa3BUBAIKMCH B Cpe/iHeM udepe3 19
JHEeH 1ocse Hayasna npuema npenapara. MIMerotces otaenbHble COOOLIEHUs O CllydasiX peluanBa
CEepbe3HBIX KOXKHBIX peaKLMii NMpu BO30OHOBIEHUM Mpuema npenapara. [Ipu pa3BUTHH KOKHBIX

¥ cneyer paccMOTpeTh BOMpoc 06 0TMeHe

peakuuii Ha hoHe npuMeHeHus npenapara TpuenTan
rnpenapara ¥ IPUMEHEHUH JAPYTroro MpOTHBOAMUIENTHYECKOTO CPE/ICTBA.

Koppenayus ¢ HLA-B*1502

Hmeetcs 3HaunTEIBHOE KOJMYECTBO JAHHBIX, MOATBEPKIAIOLIMX POJIb ajliesiell YeI0BEYECKOro
nerikouutapHoro antureda (HLA) B pa3BUTHM Cepbe3HBIX KOXKHBIX pEakLHil y MalHeHTOB ¢
NPEeAPACIONOKEHHOCTBIO K TaKMM COCTOSIHMSIM. Y [AUMEHTOB KUTAMCKOW W TalCKOM
HAallMOHAJIbHOCTH MPOC/IEKMBANACh YETKas CBA3b MeEXAy pa3BuTHeM cuHapoma CTuBeHca-
JDxoHcoHa M cunapoma Jlaiienna npu npuMeHeHWH KapbaMasenuHa U HaJMYMEM B MX I€HOME
ajiens 4ejgoBeveckoro sekkouurapHoro antureHa HLA-B*1502. HM3-3a  cxoxect B
XHMHUYECKOM CTPYKTYpe OKcKapbasenuHa U KapOamasernuHa CyLEeCTBYeT BEPOSTHOCTh Pa3BUTHS
cunapoma CrueHca-J[koHcoHa M cuHapoMa Jlaiiessia y MauMeHTOB ¢ HaJMYHMEM B TEHOME
amnens HLA-B*1502, npunumarommx okckapoasenuH.

YacroTa BCTpeyaeMOCTH JaHHOTO a/lielisl Y MALMeHTOB KUTAHCKOM HAllMOHAIBHOCTH COCTaBIISET
2-12%, y Taiickoii — oko10 8%, cpein HEKOTOPbHIX rpymi HaceaeHus Oununnun U Manaiizum —
Gonee 15%. Pacnpoctpanennocts amtens HLA-B*1502 B Kopee u Unauu cocrasnsier 2% u 6%
COOTBETCTBEHHO. PacnpocTpaHEHHOCTh JAHHOTO aJlIesisl y JIML €BPOTIEOU/IHOM, HErPOMIHOM pac,
y JJaTHHOAMEPUKAHLIEB, MHEHLIEB U SIMOHLEB He3HaUYUTeNbHA (<1%).

HacToTsl aHHBIX ajiesied NpeJCTaBIsIOT MPOLEHT XPOMOCOM B ONPEENEHHBIX TMOMYJIALUIX
HaceJIeHHs, KOTOpbIe HECYT ajlie/ib. ITO O3HAYAET, YTO MPOLEHT MALMEHTOB, HECYLMX KOIHIO
aJuleNiv, MO KpaiHed Mepe B OJHOM M3 MX JBYX XPOMOCOM MOYTH B 2 pa3a BBIIIE YacTOThI
BCTPEYaeMOCTH ajuiesiss. Takum oOpa3om, MPOLEHT MAalMEHTOB, KOTOPbIE MOIYT OKa3aThCsl MO/
Yrpo30ii, MOYTH B 2 pa3a BbILIE PacpOCTPAHEHHOCTH alljiesIeH.

[lpu npumenennn npenapara Tpunentan® y BosmoxubIX Hocutenei amnens HLA-B*1502

PEKOMEH/YeTCs MPOBOJMTH I€HOTUIIMPOBAHHUE 110 JaHHOMY amemo. [IpuMmeHnsTe mpenapar y
21./25



HOCHTEJIEH JJAHHOTO aJllesis C/IeyeT TOJIBKO B TOM ClIydae, eClid 0)KUaemasl 1oJib3a OT Tepanuu
NPEBHIIAET BO3MOXKHBIA puck. Hannuue naHHOro anniens y nuil KUTalCKOW HAllMOHAILHOCTH,
NPUHUMAIOLIMX  JIDYI'HE MPOTUBOSIMIICIITHYECKUE T[penaparbl, [PUEM KOTOPBIX TakKKe
aCCOLMMPYETCS C Pa3BUTHUEM TSDKEJIBIX 1I€PMATOIONMUYECKUX PEeaKLMid, MOBHIIIAET PUCK Pa3BUTHS
JaHHOM naronoruu. ¥ nmauueHtos ¢ annenem HLA-B*1502 neobxoaumo usberath npuMeHeHus
npenaparos, MPUBOAAIIMX K pa3BuTHIO cuHApoma CruBeHca-/DKOHCOHA WM CHHApPOMA
Jlakienna, mnpuM BO3MOXKHOWM 3aMeHe Ha aJbTepHAaTHBHBIE Mpernaparsl. [IpoBeneHue
reHOTUNUpoBanus 1o amwiemo HLA-B*1502 nepen npumenenuem npenapara Tpunentan® e
00s13aTeIbHO y MAlMEHTOB, MPUHAUIEKAIMM K MOMYJISALMAM C HU3KOM YacTOTOM BCTPEYaeMOCTH
JAQHHOTO ajlielisd, a TaKKe Yy MalMEHTOB, YXKe MOJIyYaloUMX TEparuio JaHHBIM MpernapaToMm,
MOCKOJIbKY TSKEJIbIE KOXKHBIE PeaKLMU B OOJIbIUIMHCTBE C/Iy4aeB OTMEYAIUCh B MEPBbIE MECSLIbI
neueHus (BHe 3aBUCUMOCTH oT Hannyusg HLA-B*1502).

Koppenayus ¢ HLA-B*3101

Hanuuue annens HLA-A*3101 moxer ObITh akTOpOM pucKa pa3BUTHs TSKENBIX MOPaXKeHHMi
Koxu (cunapom  CruBeHca-JlkoHcoHa, cuHapom Jlaiienna, nekapcTBEHHas Chillb €
503MHOQHINEH M CUCTEMHBIMH MPOSBICHUSIMH, OCTPbIN FeHEPATM30BAHHbBIA YK3aHTEMATO3HbIMN
MyCTYJIe3 U NMATHUCTO-Y3€KOBas Chillb) NPU NPUMEHEHUH KapOaMasernuHa.

Yacrora Bcrpewaemoctn amiens HLA-A*3101 reHa MoXeT OTAMYaThCs Yy  PasIMYHBIX
STHUYECKHUX Ipyni: okono 2-5% y Hacenenus EBpornel, okosio 10% - y smonues. Yacrora anesns
cocraBiseT MeHee 5% B HaceneHMn ABcTpanuu, Asuu, Adpuku u CeBepHoil AMepHKe,
MCKIIIOYEHHs COCTaBsOT OoT 5% 10 12%. Yacrora Gonee 15% ycTaHOBiIEHa y HEKOTOPBIX
sTHUYecKuX rpynn FOxHo# Amepuku (AprenTuHa U bpaszunus), kopeHHbIX sxutenel CeBepHoii
Awmepuku (niiemena Hapaxo u Cuy, B Mekcuke - Conopa Cepwn), FOxuoi Unaun (Tamun Hanay),
1 10-15% cpenm Apyrux KOpeHHBIX KUTEJIEHN JaHHBIX PETMOHOB.

YacToTsl aHHBIX anneneil NpeAcTaBsiOT MPOLEHT XPOMOCOM B OMNPEAETEHHBIX MOMYISUMAX
HaceJeHHs, KOTOpbie HECYT a/ljieNib. ITO O3HAYACT, YTO MPOLEHT MAlMeHTOB, HECYLIMX KOIMHIO
ajiens, 1o KpalHeW Mepe B OJHOM M3 MX JBYX XPOMOCOM IOYTH B 2 pa3a BBIIIE YaCTOTHI
BCTPEYAEMOCTH ajiieisi. TakuM 06pa3oM, MPOLEHT MalMeHTOB, KOTOPbIE MOTYT OKa3aThCsl IOJ
yrpO30H, MOYTH B 2 pa3a BbILIE YaCTOTHI AJUIE/IEH.

Her nocrarounbix ocHoBaHMM /Isi peKOMEHALMK MIPOBECHUS F€HOTUITMPOBAHUS 110 JaHHOMY
ajylelo  y TMalUMeHTOB Mepe]l HayajJoM Tepanuu oOkckapOazenuHoM. [lauuentam, yxe
MojydalomMM  Tepanuio  npenapatom Tpunentan®, He peKOMeHIyeTcs NpOBECHHE
F€HOTUITUPOBAHUS 10 JAHHOMY aJUIEJI0, MOCKOJIBKY KOXKHbBIE PEaKLUH B OOJIBIIMHCTBE CIIy4aeB

OTMEYAJIUCh B TMEPBBIC MECALIbI IPUMEHEHUs Mpenapara (BHE 3aBUCMMOCTH OT Hanuuus HLA-
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A*3101).

OnHako pe3y/nbTaThl FEHOTHITUPOBAHUS HE JO/DKHBI BJHMSATH HA CTENEHb KOHTPOJS COCTOSHHS
NalMeHTa ¥ HAaCTOPOXXEHHOCTh Bpaya B OTHOIUCHMH TSDKEJNIBIX KOXHBIX peakuuit. ¥ MHOrux
NalMEHTOB a3MaTCKOro NMPOMCX0XKICHHUS C MOJOXKHUTEIbHBIM PE3yIbTaTOM N'€HOTUITUPOBAHHUS 10
amnemo HLA-B*1502 pa3Butus TSDKENBIX JepMAaTOJOrMYECKHX COCTOSSHMM MOXET He
NPOM30MTH, B TO BpeMs KaKk peakuuu OyayT 3aperucTpupoBaHbl Yy TMALMEHTOB KOO0
STHUYECKON TNPUHAUIEXHOCTH C OTPULIATEIBHBIM PE3yJbTaTOM I€HOTHITUPOBAHUS 110 JaHHOMY
aemo. CxoxuMm 00pa3oM pa3BUTHE TSDKEIOM J€pPMATOJIOrHYeCKOM IMaToJIOTMH  MOXKET
MPOU30MTH y MAaLMEHTOB JFOOOH STHUUECKOW NMPUHALIEKHOCTH Ha OoHE Tepanuu Mpenaparom,
TOr/Ia KaK Y MHOTUX NAlMEHTOB C MOJIOKUTEIbHBIM Pe3yIbTaTOM '€HOTHITUPOBAHHUS 110 aJlIENO
HLA-A*3101 Ha ¢oHe npuema npenapara Takux peakiinii He Oy/1eT OTMEYEHO.

He u3y4ena poib MHBIX BO3MOXHBIX (JaKTOPOB B Pa3BUTHH M PACIIPOCTPAHEHHOCTH YKa3aHHBIX
JAePMATOJIOTMYECKUX OCJIOKHEHHMH, TaKMX Kak /03a MNPOTHBOSIHICIITHYECKOrO Mpernapara,
CTENeHb TMPHUBEPKCHHOCTH K JIEYEHHIO, OJHOBPEMEHHO MpPHUMEHSEMbIe JIeKapCTBEHHBIE
npernaparsl, COMYTCTBYIOLIAs I1aTOJIONMs, CTENEHb JEpMaTojIoruyeckoro Koutpons. [lpu
NpoBeicHUH reHoTunuposanus no amnemo HLA-B*1502 cnepyer ormaBath mnpeanoureHue
METO/IMKE C BBICOKOM pa3spellaoleil cnocoOHOCThio. TecT cunuTaeTcsi MoJIOKUTEILHBIM, €C/IH
OOHapyxeH XOTd Obl OJMH M3 ajUlelieil; OTPULATEIbHBIM, €C/IH He OOHApPY)KEHO HH OJHOTO
anens. Tex e pekoMeHIalMil clieyeT NMPUACPKUBATECSA MPH MPOBEJEHUH M€HOTHUITMPOBAHHS
no annemo HLA-A*3101.

Hapywenue ¢pynxyuu nevenu

Umerotes coobuenns 06 oueHb peKUX CllyyasX pa3sBUTHs IENaTMTa, KOTOphle B GOJBLUIMHCTBE
ciyyaes 61aronosyyHo paspemunuck. IIpu noo3peHnn Ha renatut HEOOXOAMMO PacCMOTPETh
BOIpOc 00 OTMEHe npemnapara.

I'unomupeos

['unotupeos aBiseTcs KpaiiHe peIKMM HEXelaTeJbHBIM SBJIEHHEM TPH NPUMEHEHHH
OkckabasenvHa. Y4uTBIBas BIMAHME TOPMOHOB IUMTOBHM/HOW JKele3bl Ha pa3sBUTHE JeTei, y
JIaHHOH KaTeropHH MalHeHTOB, 0COOEHHO B BO3pacTe JI0 BYX JIET, PEKOMEHI0BAHO ONpPE/EATh
KOHUEHTPALMIO FOPMOHOB IIMTOBM/IHOM >K€je3bl /10 Hayaja TeparvM [pernapaTtoMm, a TakxKe
KOHTPOJIMPOBATh 3TH MOKA3aTEe/IM BO BpeMs ipuMeHeHus npenapata Tpunentan®.
Oonospemennbvlii npuem nEpopanbHbLIX KOHMPAYENMUE0s

[TaumenTky ¢ COXpaHeHHBIM PENpOJYKTHBHBIM TMOTEHLMANIOM CJEAyeT TNPEeaYNpeuTh O
BO3MOXKHOM CHIKEHUH 5(Q(HEKTHBHOCTH MepopaibHBIX KOHTPALENTHBOB Ha (hOHE Tepamnuu

npernapatoM. JlaHHOW  KaTeropuM TNALMEHTOK, MOJyYaloWMX npenapar Tpunentan®,
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PEKOMEH/IYETCs JI0NOIHUTEIbHOE NPUMEHEHUE HETOPMOHAJIBHBIX METOJI0B KOHTpaLENnuuu (cm.
pazoen «lIpumenenue npu GepemeHHocmu u 8 NEPUOO 2pyoOHO20 6CKAPMIUBAHUAY).

Cunopom ommenwi

Kak u npu npuMeHeHMM ApPYrMX MPOTHBOSIUIENITUYECKUX IPENapaToB, cleayeT u3berathb

pE3KOro MnpeKpaumeHus Teparuyu npenapaTomM TpunenTan®

H3-3a pHUCKa YBCJIUYCHHUS YaCTOTHI
CYAOPOXXHBIX IPUITAIKOB.
JInna, [IpPUHUMAKOLIUE AJIKOT'OJIb Ha (I)OHC TEparuu IpenapaTroM Tpnneman®, JOJIXKHBI OBITH

NpeaynpekaeHbl 0 BO3MOKHOM YCHUJICHUH ceaTUBHOrO ¢ dekra.

BJIMSSHUE HA CIIOCOBHOCTb  VIIPABJISATb  TPAHCIIOPTHBIMHU CPEJACTBAMU M
MEXAHU3MAMU

B cBsi3M ¢ BO3MOXKHOCTBIO pa3BUTHs Ha (oHe npumeHenus npenapara Tpumentan® Takux
SIBJICHUM, KaK TIOJIOBOKPY>KE€HHE, COHJIMBOCTb, AaTaKCHs, JMIUIONHUS, HEYeTKOCTh 3pEeHHs,
HapylIeHUs! 3PEHMs, TUIIOHATPUEMHS, U YTHETEHHE CO3HAHUS WM Jpyrue HapylEeHHs CO
CTOPOHBI LEHTPAJIbHOW HEPBHOM CHUCTEMbI, OCOOEHHO B Haualle JIeUeHHUs WM BO BpeMs 1oabopa
J03bl, MALIMEHTaM CJIeAyeT COOMI0AaTh OCTOPOXKHOCTb MPH YNPABICHUH TPAHCIIOPTHBIMH
CpeaCTBaMuU MM paboTe ¢ MeXaHW3MaMH B MIEPHO/I IPUMEHEHHMS Npernapara.

lefl MOSIBJIEHUH OMUCAHHBIX HEXKEJIATEJIbHBIX SIBIICHUH CIIEAYET BO3AEPKATHCA OT BBINOJIHECHUSA

YKa3aHHBIX BUIOB ICATECIIBHOCTH.

DOPMA BBIITYCKA

Tabnerku, nokpeiThie MmIeHO4YHOM ob6osoukoi, 150 mr, 300 mr, 600 mr. [To 10 Tabnetok B
6muctep u3 [IBX/TID/TIBAX/AL

[lo 1, 2, 3, 5 611cTepoB BMECTE ¢ MHCTPYKLKMEH 110 IPUMEHEHHIO B KAPTOHHYIO MAuKy.
YC0BHUSI XPAHEHUA

[Tpu Tremnepatype He Boite 30°C.

IIpenapar ciaeayer XpaHuTb B HEJOCTYITHOM JUIsl JIETEM MeCTe.

CPOK roIHOCTH

3 roaa.

He npumeHsTH 10 UCTEUEHUH CPOKA FOJHOCTH.

YCJ1I0BUsI OTIIYCKA

OTrnyckaroT peenty.

HAMMEHOBAHUE MW AJIPEC IOPUIUYECKOI'O JIMIIA, HA HUMS KOTOPOI'O BBIJIAHO

PETMCTPAIIMOHHOE YIOCTOBEPEHUE
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Hopaptuc ®apma AI', Jluxtwrpacce 35, 4056 Basens, Illeeituapust / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland

ITPOU3BOJAUTEJIB

Hosapruc ®apma C.n.A., Bua [IpoBunumane Ckuro, 131 - 80058 Toppe AHHyHIMaTa
(Heamons), Wrtanua / Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058 Torre
Annunziata (NA), Italy

I[IOJIYYUTH JONOJHUTEJIBHYIO HMH®OPMAIMIO O INPEINNAPATE, A TAKXE HAIIPABUTbH
NPETEH3UH U HHO®OPMALIMIO O HEXEJIATEJIBHBIX SIBJEHUSX MOXKHO IO CIEAYIOILIEMY
AJIPECY B Poccum:

000 «Hosaptuc ®apma»

125315, r. Mocka, JleHuHrpaackuii npocnekt, 1om 72, kopiyc 3

Ten.  (495)967 1270

daxc (495)967 12 68

www.novartis.ru
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