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MUHUCTEPCTBO 3/IPABOOXPAHEHN S POCCUNCKON ®EJIEPALIN
MHCTPYKIUA
IO MEJUIUHCKOMY IMTPUMEHEHUWIO JIEKAPCTBEHHOTI'O ITIPETIAPATA
TPUJIENTAJ®

PErmCcTPAOMOHHBIN HOMEP: I1 N015199/01
TOPIrOBOE HAMMEHOBAHHE: Tpusenrtan®
MEXKIYHAPOJHOE HEHATEHTOBAHHOE HAUMEHOBAHUE (MHH): okckapOazenux
JIEKAPCTBEHHAS ®OPMA: TaOJIETKH MOKPHITHIC INIEHOYHOW 000JT0UKOM
CoCTAB:
1 TabeTka COePKUT:
Oeticmsyowee eeujecmso: okckapoazenma — 150,000 mr / 300,000 mr / 600,000 wr;
gcnomozamenvhvle Geujecmeq: KPEMHHUS JUOKCHU] KOJUIOMAHBIA O€3BOAHBIN, KpPOCIOBHIIOH,
TUIIPOMEIII03a, MarHus CTeapar, UEeJUI0JI03a MUKPOKPUCTAININYECKAS,
nieHouHas 00070YKa: TOTOBask cMech Mais o0Oonouku Oemas (tutana guokcupn (E171),
runpomerio3a, Makporon 4000, Tanpk) IS BceX TO3UPOBOK; TOTOBas CMECh Jisi 00OJIOYKHU
KenTas (KpacuTelnb xene3a okcun xenteiid (E172), runmpomeniosa, makporon 4000, Taabk) s
n03upoBoK 150 mr u 300 Mr; TOoTOBasi cMeCh Il 00O0JIOUKH 4YepHas (KpacuTelb >Kee3a OKCHU]L
yepubiii (E172), runpomennoza, makporon 4000, tampk) mns mo3upoBok 150 mr u 600 wmr;
roToBasg CMech sl OO0OJOYKM KpacHas (KpacuTenb keneza okcun kpacHbii (E172),
runpomerio3a, mMakporon 4000, tampk) mis go3upoBok 150 mr m 600 Mr; THIpOMesIo3a,
Makporoa 8000 u Tanbk 1y 103upoBKU 300 mr.
ONNUCAHHUE:
Hozuposka 150 me: TabIETKU CBETJIOTO CEPO-3€JEHOTO IIBETa, OBaJIbHOW (OPMBI, CIerKa
JIBOSIKOBBIITYKJIbIE, C PUCKOM € IBYX cTOpoH. Ha oaHO# cTopoHe BhimaBieHo «T», pucka, «Dy», Ha
npyroi — «Cy, pucka, «G».
Hosuposxa 300 me: TabIETKH KENTOrO LIBETA, OBAJLHOU (OPMBI, ClIerka IBOSKOBBIMYKJIIBIE, C
puckoii ¢ aByx cropoH. Ha oxHo#t cropone BblaaBineHo «TE», pucka, nepesepuyroe «TE», Ha
npyroi — «CGy, pucka, nepeBepayroe «CGy.
Jlosuposka 600 me: TaOIETKU CBETJIO-PO30OBOTO I[BETA, OBAJIBHOM (OPMBI, CJErKa
JBOSIKOBBIITYKJIBIE, C PUCKOM € JIBYyX CcTOpoH. Ha omHoit cropone BbimaBieHo «TF», pucka,
nepesepHyToe « TF», Ha apyroi — «CGy», pucka, nepeBepHyToe «CG».
DAPMAKOTEPATIEBTUYECKAS I'PYIIIIA: IPOTHUBOSIUIICTITHYECCKOE CPEIACTBO.
ATX koa: NO3AFO02.
DAPMAKOJOTNYECKHUE CBOMCTBA

Mexanuszm oeticmeusn
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dapmakonorudeckas akTUBHOCTH Tpemapara Tpunentan® (okckap6asenmuHa) 0OyCIOBIEHA B
NepByI0 ouepenb JAeiictBueM ero merabonura — 10-moHormmpokcunpousBognoro (MITI).
Mexanu3m geiictBust okckapbazermmua u ero MITI cBs3aH B OCHOBHOM ¢ OJIOKaoii
NOTEHLIMAN3aBUCUMBIX ~ HATPUEBBIX  KaHAJNOB, 4YTO  MNPUBOJUT K  crabuinumzanuu
nepeBo30yKJIEHHBIX MeMOpaH HEHpPOHOB, WHTHUOMPOBAHUIO BO3HUKHOBEHHS CEPUMHBIX
HEUPOHAIBHBIX Pa3psAI0B U CHUKEHUIO CHHANTUYECKOrO MPOBEJICHUS MUMITYJIbCOB. Peanuzanuu
MPOTUBOCYJIOPOKHOTO JEHCTBHUS TMpemapaTa MOXET TaKkKe CIOCOOCTBOBATH IOBHIIICHUE
MPOBOAMMOCTH Il MOHOB Kalls W MOJYJISLUS BBICOKOIOPOTOBBIX KalbIIMEBBIX KaHasoB. He
OTMEUYEHO 3HAUYMMOTO B3aWMOJEUCTBUA C HEHpOMEAHaTOpaMHU WM C MOAYJISTOPHBIMU
y4acTKaMU PEENTOPOB.

Dapmakoounamuka

B skcriepuMeHTanbHBIX HCCIICIOBAHUAX Y KUBOTHBIX IMOKa3aHO, YTO OokckapOazenun u MITI
00J1a/1a10T BBIPaKEHHBIM MPOTUBOCYOPOKHBIM JEHCTBHEM. Y TPBI3YHOB MPOJIEMOHCTPUPOBAHA
3¢ (EeKTUBHOCTh TPH TEHEPATU30BAHHBIX TOHHKO-KIIOHHYECKHUX CYyIOpOrax W B MEHbIIEH
CTENEHU — MPHU KIOHUYECKUX CYJ0pOrax; y MakKak-pe3yCoB C aJIIOMUHHUEBBIMH HWMIUIAHTATaMU
OTMEUEHO KyNUPOBAaHHE WJIM YMEHbBIIEHUE YaCTOThl Pa3BUTHS XPOHHUUECKUX PELUIUBUPYIOLINX
NapUUaJbHBIX CyJOpOr. Y MbIIIEH W KpbIC HE OTMEUEHO pAa3BUTHUS TOJIEPAHTHOCTH (T.€.
ocnabyieHus] TPOTUBOCYIOPOKHON aKTUBHOCTH) TIPH €XKETHEBHOM MPUMEHEHUH OKCKapOaszenunHa
u MI'TI B Teuenue 5 aueit wim 4 Heellb COOTBETCTBEHHO.

Knunuuecxas s¢pgpexmusrnocmo

DddekTuBHOCT,  mpemapata  TpumenTan® NpH  OMMIENTHYECKHX  ITIPUCTYNMax  Oblla
MPOJEMOHCTPUPOBAHA KaK B MOHOTEpANHH, TaK M B COCTaBe KOMOMHHPOBAHHOW Tepamuu y
JleTed U B3POCIIbIX.

[penapat Tpuentan® MoXkeT ObITh HCIIONB30BAH IS 3aMEHBI APYTHX TPOTUBOSIUIEITHYECKUX
CpeICTB B TeX ClydYasX, Korma IMpd TPUMEHEHUH TOCIHEAHUX HE JOCTUTaeTrcs
YAOBIIETBOPUTEIHHOTO TEPAIIEBTHUECKOTO OTBETA.

DapmakoKunemuxa

Bcacviganue

[Tocne mpuema BHYTph B TabyieTUpoBaHHON (opme mwim B (popMme CyCneH3MH OKCKapOa3enuH
OBICTPO M MPAKTHUYECKU TMOIHOCTHIO (>95%) BcachiBaeTCsl B KEIYyJAOYHO-KUIIEYHOM TPAKTE U B
3HAYUTEIBHON CTENEeHU MeTadoJM3upyercs ¢ oOpa3oBaHHeM (HapMaKOJIOTUYECKH AKTHBHOTO
metabonuTa - MI'TIL. Tlocie ogHOKpaTHOrO TpHema mpenapara Tpunenrtan® HaTomak B Gopme
Ta0JIETOK, MOKPHITHIX 000JI04KO0#, B 03¢ 600 MI y 370pOBBIX JOOPOBOJIBIIEB MYXCKOTO TOJIA
CpenHsis MaKCUMalbHas KOHIEHTpaIus B miia3Me KpoBH (Cmax) MI'TI cocraBnser 31,5 MKMOIB/I1,

cpennee Bpemst ee TOCTUKEHUS (Tmax) - OKOJIO 5 yacos.
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I[locne ofHOKpaTHOro mpuema npemapata TpuienTtan® HaToImak B (OpPME CYCIEH3HH B J103€
600 Mr y 370pOBBIX JOOPOBOIBIEB MYKCKOTO ToJia Crax MI'TI B mia3me KpOBH COCTaBISIET
24,9 Mkmonb/l, Tmax - Okolo 6 4wacoB. TaOleTKH, TOKPHITHIE IJICHOYHOW OOOJNOUYKOH, U
CyCNIEH3Msl /JJisi TNpHeMa BHYTPb OWODKBHBAJICHTHBI, IOCKOJBbKY CpeJHEee TIeOMETPUYECKOe
oTHOHIEHHE Cpax U IUIOHIAAM TOJA (PapMaKOKWHETHYECKOW KPUBOM «KOHIEHTpPALUsI-BPEMsD)
(AUC) MITI npu npuMeHEHHH OJHOKpPATHOH 03Bl OKcKabazemuHa B (opme TabJIETOK U B
dbopMe cyCneH3un W B PAaBHOBECHOM COCTOSHUM Obumu B auamazone ot 0,85 mo 1,06 (90%
JIOBEPUTENbHBIN HHTEPBA).

[Tpuiem UM HEe BAUSET HA CKOPOCTh U CTETIEHb BCAChIBaHMSI OKCKapOa3enuHa.

Pacnpeoenenue

Kaxymmiics o6bem pacnpeneneaus MI'TI cocrasnser 49 nutpos. [Tpubnuzurensno 40% MITI
CBsI3BbIBAaETCS € OelkamMH IUIa3Mbl KpPOBH, B OCHOBHOM C albOyMHHOM. B TepameBTHUeckoM
JMarna3oHe CTEeNeHb CBA3BIBAHUS HE 3aBHCHUT OT KOHIIEHTpAIMM OKCKapOa3emuHa B CHIBOPOTKE
kpoBu. Oxckap6azenus u MI'TI He cBsi3pIBatOTCS C anb(a- | -KUCIBIM TITUKOIIPOTEHHOM.
OxckapOazenmua 1 MI'TI mpoHMKalOT yepe3 remarouialleHTapHbIi O6apsep. B ogHOM ciyuae
ObUIM 3aperucTpUpoOBaHbl CXOAHBbIE 3HaueHHUs KoHueHTpauuu MITI B mnasme kpoBu Yy
HOBOPOXKIEHHOTO peOeHKa U €ro MaTepHu.

B (dapmakoknHETHUECKUX HCCIIEIOBAaHUAX IMOKAa3aHO, YTO B IUIa3Me KpOBH ompexaensercs 2%
okckapbOazennaa u 70% MI'TI; ocranbHas yacTb NPUXOAUTCS HA BTOPUYHBIE METAOOJMUTHI,
OBICTPO BBIBOJSIIMECS U3 IJIa3MbI KPOBHU.

PaBHoBecHbie koHUEeHTpanu MI'TI B miia3Me KpoBH JOCTUrarOTCi Ha 2-3 CYyTKH NpU MpUEME
npenapara Tpunentan® 2 pasza B CyTKH.

B paBHOoBecHOM cocTossHUM (apMakokuHeTndyeckue mapamerpsl MITl  nuHelWHBI H
JI0303aBHCUMBI B JiMana3zoHe cyTouHbiX 103 300 - 2400 mr.

Memabonusm

OxckapOazenuH ObICTPO META0OIU3UPYETCS LUTO30IBHBIMU (DEPMEHTAMH TTEYEHU IO aKTUBHOTO
merabonutra MITI, xotopslii oOyciaBnuBaer ¢apmakonornueckuii 3¢pdexr npenapara. MITI
MOJBEpPraeTcs AAbHEHIIECH KOHBIOTAIMU C TJIIOKYPOHOBOM KkucioToM. He3nauntenbHoe
kouecTBO MI'TI (oxomo 4% 103b1) OKUCISIOTCS ¢ 00pa30BaHMEM HEaKTUBHOTO MeTabonura 10,
1 1-muruapoxcunpoussognoro (AT'TT).

Buiseoenue

Oxkckap6a3ernuH BbIBOJUTCS U3 OpraHu3Ma B OCHOBHOM B BUJI€ META0O0JIUTOB, MPEUMYIIIECTBEHHO
nmoukamu. bomee 95% nmo3bl BBEIBOOAMTCS IOYKAaMH B BHAE MeTaOoiuTOB, MeHee 1% - B
HeusMeHeHHOM Buze. Oxono 4% m03bl BRIBOAMUTCS uepe3 KuiedHuk. [Ipubmmsutensno 80%

10361 BeiBoAMTCS B Buae MI'TI, kak B Buae rirokypoHuoB (49%), Tak U B BUI€ HEU3MEHEHHOTO
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MI'TI (27%); neaxtuBHsblii JI'TI cocraBnser okono 3%, KOHBIOraThl OKCKapOa3enuHa — OKOJIO
13% ot no35L.

OxckapOazenuH ObICTPO BBIBOAMTCS U3 IUIa3Mbl KPOBH, KXKYIIUHCS TEPHOJ] MOTYBBIBEICHUS
coctapmsieT 1,3 — 2,3 gaca. B ornuume ot okckap6azenuHa, KaKyIIHICs TIEPHO/T TTOJTYBBIBEICHUS
MI'TI cocraBisieT B cpeanem 9,3+1,8 yaca.

DapmarokuHemuka y OmoeibHblX 2pynn nayueHmos

Tooxcunvie nayuenmoi

Iocne npuema npenapata Tpunentan® ogHoKpatHO (B 103¢ 300 MI) M MHOrOKpaTHO (B 103¢e 600
MT/CYT) y IOKHJIBIX T0OpoBOIIBIIEB B Bo3pacTe 60-82 seT Cmax ¥ 3Hauenus AUC mst MI'TI Obun
Ha 30-60% BbIIIE IO CPABHEHUIO C TEMH K€ MOKa3aTesIMH Y MOJOJBIX 100poBosibLeB (18-32
rojia), 4TO CBSA3aHO C BO3pPACTHBIM yMeHblIeHueM kimpenca kpeatunuHa (KK). B cBs3u ¢ tem,
4TO MoAGOp TepaneBTHUeCKOl 1036l mpenapata Tpuientan® ocymecTBIsSeTCs UHAMBHIYaIbHO,
He Tpedyercss CHEIUATIbHON KOPPEKIUU peXuMa JI03UPOBAHMS [UIsl JIaHHOM KaTeropuu
MAIMEHTOB MIPH OTCYTCTBUU HapYIICHUN (DYHKITUU MTOYCK.

Jlemu

Kmupenc MITI, ckoppeKTUpOBaHHBIA MO Macce TeJla, CHUXKAETCS y NIeTel C yBEIWYECHUEM
BO3pacTa W Macchl Tesa, NpUOMIKasch K KIUpPEHCy Yy B3pocibiX. CpeaHuii KIMpeHc,
CKOPpPEKTHPOBAHHBIN 10 Macce Telna, y JeTeill B Bo3pacTte oT 1 Mecsua 70 4 JIeT B CpeAHEM Ha
93% BbIlIe, 4eM y B3pocibiX. Takum oOpaszoM, npeamnonaraercs, uro AUC MI'TI y nereit 3Toii
BO3PACTHOM TPYyNIbl OXKHAACTCS B 2 pa3a MEHbIIE TAKOBOM y B3POCIBIX MPU MPUMEHEHHH
OJIMHAKOBBIX 7103 (MPU KOPPEKIMH 1Mo Macce Tena). CpemHuid KIMPEHC, CKOPPEKTHPOBAHHBIN 110
Macce Tena, y aeTed B Bo3pacte oT 4 1o 12 ser B cpenHeM Ha 43% BblllIE, YEM Y B3POCIBIX.
[Ipennonaraemas AUC MI'TI y neteii 3Toif BO3pacTHOM TPYIIBI COCTABISIET 2/3 OT TaKOBOH Y
B3pOCIIBIX TpU NPUMEHEHWU OJUHAKOBBIX 1103 (IIPM KOPPEKIHH IO Macce Teja).
[Ipennonaraercs, 4To y aeTei B Bo3pacte oT 13 JeT u crapiiue 3a CYET YBEJIMYEHUsI MacChl Tena
xiupeHc MITI, ckOppekTUpOBaHHBIM II0 Macce Tela, COOTBETCTBYeT KimpeHcy MITI y
B3pOCJIBIX.

Ilon

He ormeueHo xakux-nmnbo paznuuuii B (hapMaKOKHHETHUECKUX MapaMeTpax B 3aBUCHMOCTH OT
110J1a B IETCKOM, B3POCIIOM HJIM MOXKHJIOM BO3pAaCTe.

Tayuenmoi ¢ HapywieHuAMYU HYHKYUU NeYeHU

dapMaKOKMHETHYECKHUE TapaMeTpbl W MeTabonu3Mm  okckapOaszemmna wu  MITI  mocne
OJIHOKPATHOTO TpHeMa BHYTPh B 103¢ 900 MI OLEHWBaIM Yy 3J0POBBIX JOOPOBOJIBIIEB M Y
MAIMEHTOB C HAPYUICHUSMH (YHKIMH neueHu. Hapymenus QyHKINY EYeHN JIETKOU U cpeHei

CTETIeHEH He BIMAIOT Ha (papMaKOKMHETHYECKHE TNapameTpsl OKckapOazennna u MITLL
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dapMaKOKMHETHKA MTPU HAPYIIEHUAX (PYHKIIMU MIEYCHHU TSKEJIOM CTEereHn He U3y4yeHa.
Iayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

CymecTtByeT JMHeWHass 3aBucuMocTh mnodeunoro kimpenca MITI or KK. V mammentoB ¢
Hapymenusmu  ¢pyakaun nodek (KK <30 mur/munH) mocnme omHokparHoro mpuema 300 wmr
okckap6azenuHa nepuoa nonyssiBeneHuss MI'TI yBennuuaercs Ha 60-90% (10 16-19 vacos), a
AUC yBennuuBaercs B 2 pasa.

bepemennvie nayuenmxu

Bo Bpems OepeMeHHOCTH B OpraHM3Me€ MPOUCXOAMUT PsA (PU3MOIOTUYECKUX H3MEHEHMIA,
KOTOpBIE MOTYT MPUBOAUTH K MOCTENIEHHOMY CHUXeHHI0 ypoBHS MI'TI B muiasme kpoBu B 3TOT

nepuon (cm. pazoen «llpumenenue npu 6epemeHHOCMU U 8 NEPUOO SPYOHO20 BCKAPMIAUBAHUSLY).

ITIOKA3AHUA K IPUMEHEHHUIO

e [IpocTthie, clOXHBIE NapUUATbHBIE SHNWICNTUYECKUE TMPUCTYNBI, C BTOPHUYHOMI
reHepanu3anueii uwim 6e3 Hee y B3pOCibIX U IETEH B BO3pacTe OT 1 MecsIa u crapiie.

e [‘eHepalM30BaHHbIE TOHUKO-KJIOHWYECKUE SMHUJIECNTHUYECKHE MPUCTYIHI Y B3POCIBIX M

JIeTeil B Bo3pacte oT 1 Mecsia u crapuie.

ITPOTUBOIIOKA3AHUSI

e [loBbImeHHas YyBCTBUTENBHOCTh K OKCKapOa3emuHy WM JIOOBIM JIPYTUM KOMITOHEHTaM
npemnapara.

e [loBblmeHHas YyBCTBUTEIBHOCTD K ACIHKApOa3eNuHy.

e  Jlerckuii BO3pacrt:

- 10 3 JeT mpu NpUMEHEeHUH Tpenapara B popme TablIeToK;

- 10 1 mecsia npu NpUMeHeHuH mnpemnapara B GopMe CyCleH31H s IpueMa BHYTPb.

C OCTOPOXXHOCTBIO

Crnenyer ¢  OCTOpPOKHOCTBIO TMPUMEHATH IMpenapar y MalMeHTOB €  M3BECTHOMU
THIIEPUYBCTBUTEIBHOCTBIO K KapOamas3enuHy, TaK Kak Yy OTOW TpyHmnbl MAlUEeHTOB
npubnusutenbHo B 25-30%  ciydaeB  BO3MOXKHO — pa3BUTHE peakUWid  MOBBILICHHON
YYBCTBUTEJIBHOCTH K OKCKapOazemuHy. Y NalMeHTOB 0e3 aHaMHECTHYECKMX YKa3aHHil Ha
THIIEPUYBCTBUTEIBHOCTD K KapOama3enuHy, TakKe BO3MOKHO Pa3BUTHE PEAKLUI MOBBIIICHHOM
4yBCTBUTEIBHOCTH Ha IIpenapar, BKII0Yast MOJHOPraHHbIC HApYIICHUS.

[Ipumenenue npenapata Tpunentan® y NalMeHTOB ¢ HAPYIIEHUAMU (YHKIUM TIEYEHH TSKEIOM

CTETIEHU HE M3y4alloCh, IIOATOMY HEOOXOIUMO C OCTOPOKHOCTBIO JI03UPOBATh IMpENapar y 3TOH
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KaTCropmu namnucHTOB.

IIPUMEHEHME IIPU BEPEMEHHOCTH M B IEPUO/I TPYIHOTO BCKAPMJIUBAHU S
bepemennocmeo

Pezrome puckos

JletTm mnanmMeHTOK C DJOWIENCcHUed dYalle JIpyruxX IperpacloloXeHbl K BO3HUKHOBEHUIO
HapyIIEHUH pa3BUTHUS, B TOM 4YHCIE, BPOKICHHBIX MOpOKOB. Hanbosee yacThIMH MOpOKaMu
pasBUTHsS Yy JeTeil, MaTepu KOTOpHIX MOIydaly Tepanuio mpernapaTom Tpunentan® Bo Bpems
OepeMeHHOCTH, ObUTH: Je(EKT MEXKIPEICEPAHON TMEepPeropoaku, naedexT mpeacepaHo-
KeNyTOYKOBOW TMEPEeropoaKH, pacliesiiHa TBepAoro Heba M BepxHeW ryObl, cuHapom JlayHa,
JHCTIIa3us Ta300€peHHOro cycraBa (Kak OJHO-, TaK M JBYCTOPOHHSS), TYOSpO3HBIH CKIEpO3 U
MOPOKH Pa3BUTHS yXa.

[To nanapiM CeBepoaMeprkaHCKOTo peructpa 6epemeHHbIx U peructpa EURAP (EBponeiickuii
U MEKIYHAPOIHBIM  PErucTp NPUMEHEHMS  IMPOTHUBOAMIENIECNTUYECKUX  CPEICTB  NpHU
OEpeMEHHOCTH), PaCIpPOCTPAaHEHHOCTh TIPYyObIX IOPOKOB  pa3BUTHs, OTHOCSIIUXCA K
CTPYKTYpPHBIM  aHOMaNUSM, TPeOyIOIIMM  XUPYPrUYecKOl,  MEAMKAMEHTO3HOM WU
KOCMETHYECKON KOPPEKIMH, TUArHOCTUPOBAHHBIX B TeYeHHE |2 Heaenb IMOCie POXKACHHUS,
cocraBisina 2,2% (95% noseputenbHblii uaTepBai ot 0,6 1o 5,5), a npu onenke uepe3 1 rox
nocie poxnaeHus cocraBuwia 3,0% (95% npoBepurtenbHbli uHTEpBan or 1,4 go 5,4)
COOTBETCTBEHHO CpeAu OepeMEeHHBIX, MPUHUMABIINX B MEPBOM TPUMECTPE OKCKapOa3enmuH B
MoHoTepanuu. [lo cpaBHEHHIO C OepeMEHHBIMM, HE MOJyYaBIIUMHU TEPANHI0 KaKUMHU-JIHOO
IPOTHBOAMIIENITUYECKUMU TIperapaTaMi BO BpeMsi OEpEMEHHOCTH, OTHOCUTENBHBIA pPUCK
Pa3BUTHSI IOPOKOB pa3BUTHs y JeTel cocTaBisieT 1,6% ¢ 10BEpUTENBHBIM HHTEpBaAIOM 95% OT
0,46 mo 5,7.

Jlanubsle 0 OepeMEHHBIX JKEHIMHAX C DJIWJIENCHeH, TMOIyJaroluX OKCKapOa3enuH, Hu
HEPOXXKICHHBIX  JETSX, IOJBEPraBIIMXCA  BO3JCHCTBHIO  OKcKapOa3emuHa BO  BpeMs
OEpeMEHHOCTH, OCTAIOTCSl HEOJHO3HAYHBIMH. OJHAKO HENb3sl MOJIHOCTHIO HCKIIOUUTH PHUCK
MOTEHIMAIBHON TEPATOT€HHOCTH U HApYIIEHUN Pa3BUTUSI HEPBHOM CUCTEMBI.

Knunuuecxue pexomenoayuu

Ecnu mamuenTtka miaHupyeT OepeMEHHOCTh WM OepeMEHHOCTh TUarHOCTUPOBaHA BO BpeMs
IPUMEHEHHUs IIpernapara, a TaKKe NPU BO3HUKHOBEHUHM BOIpOCa O NPUMEHEHHMM Ipernapara
Tpunentan® B mepuoj OepeMEHHOCTH, HEOOXOAMMO TINATENLHO COIOCTABHTH OXKHIAeMble
IpeuMyIlecTBa Tepalud M BO3MOXKHBIA pUCK Uid IUlofa, ocobeHHo B | Tpumectpe
OEepeMEHHOCTH.

[Ipu GepeMeHHOCTH ClleAyeT MPUMEHATh MUHUMAIIbHBIE Y QEeKTHUBHBIE 03B IIpenapara.
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[To BO3MOXKHOCTH KEHIIMHAM C COXPAHEHHBIM PENPOAYKTUBHBIM MMOTEHIIMAJIOM PEKOMEHIYEeTCs

Ha3HauaTh TpemaparT Tpuenrtan®

B KauecTBe MOHOTEpanuu. BeposTHOCTh BpPOXKICHHBIX
aHOMAJIMH y JeTel KEHIUH, MOTy4YaBIINX KOMOMHUPOBAHHYIO TE€PAIHNIO, BBIIIE, YEM Y T€X, KTO
MOJTy4aj MOHOTEpAIHIO.

[TarmenTka go/kHA OBITH MPEAYNpPEKICHAa O BO3MOMKHBIX HAPYIIEHUSX Pa3BUTHUS IUIoJA U
HEOOXOIMMOCTH MPOBECHNUS AHTCHATAIbHOW JUAarHOCTHKH.

Bo Bpemst OepeMeHHOCTH He ClleyeT MpephiBaTh  APPEKTUBHOE  MPOTHBOSUICTITUIECKOE
JieYeHue, TOCKOJIbKY MpOrpeccupoBaHue 3a00JeBaHUS MOXET OKa3blBaTh OTPHUIATEIHHOE
BJIMSTHUE HA MaTh U IO,

Konmpons u npogunaxmuxa

W3BectHO, 4YTO BO BpeMs OEpeMEHHOCTH pa3BUBaeTcs AePUUUT (OTUEBOH KHUCIOTHI.
[TpoTHBOAIMIENTUYECKHE CPEACTBA MOTYT YCHIIMBATh 3TOT Ne(UIUT, IPEACTABISIIOMNN OOHY U3
BO3MOXKHBIX NMPUYMH HAPYIIECHUIN Pa3BUTHUS IUIOAA, TOATOMY PEKOMEHIYETCS JOTOIHUTEIbHBIN
IpueM npenapaTtoB (OIUEBOM KUCIOTHI IO U BO BpeMsi O€peMEHHOCTH.

[Ipy npumMeHeHHMH mpemapara BO BpeMs OEpeMEHHOCTH HEOOXOAMMO YUYUTHIBATh, 4TO
¢buznonoruueckue M3MEHEHHUs, MPOUCXOAIINE B OpraHM3Me BO BpeMsi O€peMEHHOCTH, MOTYT
MPUBOJIUTh K TOCTENEHHOMY CHIKEeHHI0 ypoBHS MITI B mmazme kpoBu. ljisi JOCTHXKEHUS
MaKCHUMAaJIbHOTO KOHTPOJISi CUMIITOMOB 3a00JieBaHMsI Y OCpEeMEHHBIX MAIlMEHTOK HE00XOIUMO
peryJisipHO OLEHUBATh KIMHUYECKHH 3¢ (eKT mpenapaTa u onpenenars KoHuentpauuio MI'TI B
1a3Me KPOBH.

Onpenenenne ypoHs MI'TI B m1a3Me KpoBH Tak)Ke peKOMEHIyETCS MPOBOJAUTH B MOCIEPOIOBOM
nepuoJie, 0COOCHHO B CIIydae, €M BO BpeMsi 0epeMEHHOCTH J103a Mperapara MOBbIIIAIACh.
Hoeopooacoennvie

Hmerorcst cooO1ieHnst 0 TOM, YTO IPUMEHEHHE MPOTUBOAMMICITUYECKUX MTPETapaToB BO BpeMs
OepeMEHHOCTH MOXKET TMPUBOAUTH K TOBBIIIEHHONW KPOBOTOYMBOCTU Yy HOBOPOXKICHHBIX. B
KaueCTBE MEPbI IPEJOCTOPOKHOCTU PEKOMEHIYyeTCs NpuMeHeHue BUTaMMHa Ki B mocnenHue
HECKOJIbKO HeleNnb OepeMEHHOCTH, a TakKXe HOBOPOXKICHHBIM, MaTepH KOTOPBIX MOIyYaad
npenapat Tpunentan®.

Y HOBOPOXIEHHBIX JeTei, YbM MaTepu IMOJydyaldu JEeYEeHUE MPOTUBOINMUICHTHUECCKUMHU
npenapaTtamM, OTMEYAJIMCh PeIKHe CIy4dau Ppa3BUTUSl THUIMOKAJIbIMEMHUH. ODTH Cllydau ObUIH
00yCJIOBJICHBI HAPYIICHUSIMH KaJIbLIUEBO-(PochopHOro oOMeHa U MUHEpaIN3alul KOCTEH.
Oxkckapb6azenun 1 MI'TI npoHukaroT yepes mianeHTapHblil 6apbep.

/lanuble 00KMUHUYECKUX UCCIE006AHULL

B cranmapTHBIX TOKCUKOJIOTMYECKHX MCCIIEAOBAHMSX Y TPHI3YHOB U KPOJIMKOB MPH MPHUMEHEHUH

B 033X, TOKCHYHBIX JUISI MAaTEPUHCKOTO OpraHW3Ma, BbISABJIEHBI Takue 3(QeKTv, Kak pocT
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SMOpHo-(peTaibHOM CMEPTHOCTH W/WIM HEKOTOPOE OTCTaBaHWE AaHTe- M IOCTHATAIBHOTO
pa3BUTHS MOTOMCTBA. B OJHOM M3 BOCBMH HCCIEIOBAaHUN 3MOpHO-(PETATEHON TOKCHYHOCTH
OTMEYEHO YBEIMYEHHE YaCTOThl MOPOKOB Pa3BUTHUSL IMOTOMCTBA y KpBIC MPU MNPUMEHEHUU
okckapOazenmHa uiau MITI B mo3ax, TOKCHYHBIX IJIi MAaTEPUHCKOTO opraHu3ma. B 1enom
JaHHBIE MCCIEIOBAaHUN y >KMBOTHBIX CBUJETENLCTBYIOT O MajOM TEpaTOT€HHOM MOTEHIHase
OKCKap0a3enuHa TMpH MPUMEHEHWU B J103aX, MPUMEHSEMbIX y dYenoBeka. OIHAaKO, MaHHBIX
UCCJICIOBAHHUI HEJOCTATOYHO JIJIS TIOJTHOTO UCKITIOYCHHS TepaTOreHHOro ¢ deKra.

I'pyonoe éckapmnueanue

Pestome puckos

Oxckap0Oazenud 1 MI'TI npoHukaioT B rpyiHOe MOJIOKO. OrpaHUYEHHbBIE JaHHBIE YKA3bIBAIOT HA
TO, 4r0 KOHUeHTpauus MITI B mmazMe KpoBH MIAJCHUEB, HAXOAAIIMXCA Ha IPYJHOM
BCKapMJIUBaHUM, cocTaBisieT 10 S5 % koHueHtpauuu MITI B mnmasme kpoBu marepu. XOTd
BO3/ICIICTBUE KaKETCS HU3KUM, HEb3S HCKIIOYaTh PUCK JUIsl MiajaeHua. Takum oOpaszom,
pelieHre O MPOJOIKEHUH TPYAHOTO BCKApMIIMBAHUS MPH NPUMEHEHUH OKCKapOa3emmHa
cienyeT MPUHUMATh HA OCHOBAHUM MPEUMYIIECTB IPYTHOTO BCKAPMIIMBAHUS U MOTEHIIMAIBHOTO
pucka 10004YHBIX d3(dekToB y MiaaeHna. Ecim peOeHOK HaxOomUTCs Ha TPYIHOM
BCKapMJIMBaHUM, ceayeT HaOII0aTh 3a HeXKeIaTeIbHBIMU SIBJICHUSAMU, TAKUMU KaK COHJIMBOCTD
U 11oxast mpubaBKa B Bece.

Ipumenenue y oemetl 6 so3pacme 0o 1 mecsaya

Her maHHBIX 0 6€30macHOCTH U 3G HEKTUBHOCTH IpUMeHeHns npenapata Tpunentan® y neTeil B
BO3pacTe A0 1 Mecsa.

Bauanue na pepmunvnocmo

Her panHBIX O BIUSHUM Tpernapara Ha (EepTHIBHOCTH y 4YeloBeKa. B wuccrnemoBaHuAX y
JKUBOTHBIX HE BBISABJIICHO BO3JCHCTBUsA OkcKapOazernuHa u MI'TI Ha depTmibHOCTE Yy 0coOeit
000uX TMOJOB B CYTOYHBIX n03ax 150 m 450 wMr/kr cooTBeTcTBeHHO. [lpm mnpuMeHeHUn
MakcuMabHBIX 103 MITI y camOK, OfHAaKO, OTMEYAIOCh HAPYLICHUE JCTPAJIbHOIO LMKIIA,
CHUYKEHUE KOJIMUECTBA JIIOTEMHOBBIX TEJl, CHU)KEHUS KOJIMYECTBA MMILIAHTALUA M YUCIIa )KUBBIX
SMOPHOHOB.

Kommpayenyus

[TaurienTKaM C COXpaHEHHBIM PENPOIYKTUBHBIM MOTEHIMAIOM CIEAYET MPUMEHSTh HAJIEKHbIE
METOJbI KOHTPALENIMH BO BpeMs IpUMEHeHHs mnpemapata Tpunentan® (IIpeamoyTHTENLHO
HErOpMOHaJIbHbIE, HAIPUMEP BHYTPUMATOUHbIE KOHTPALIEITUBHBIE CPEACTBA), MOCKOJIBbKY MpHU
OIHOBPEMEHHOM MPUMEHEHHMH C TOPMOHAJIbHBIMU KOHTpAIeNTUBAMH, COAEPKAIIUMU
STUHWIACTPATUON WM JIeBOHOprecTpel, dS()QEeKTUBHOCTh MaHHBIX MPENapaToB MOXKET

CHWXAThCA (cM. paszoden «Bzaumooeticmeue ¢ Opyeumu 1eKapcmeeHHbIMU CPeOCmEamu).
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CImoCcos NIPUMEHEHUSA U 103561

[penapar Tpunentan®

MO>KHO TIPUMEHSTh KaK B MOHOTEPAIUU, TaK U B KOMOUHAIINH C IPYTUMHU
POTUBOSIMIEHTHYECKUMH MpenapaTaMu. B o6oux ciyudasx nedenue rnpenapatom Tpumentan®
HAUMHAIOT C KIMHUYECKU 3()(PEKTUBHON 103bI, KPAaTHOCTh MpPHUEMa COCTABISET 2 pa3a B CYTKH.
Jloza MoxeT ObITh yBelMYEHA B 3aBHCHMOCTH OT OTBETa Ha Tepamuio. B ciydae Ha3HaueHHS
npenapara Tpunentan® BMeCTO JIpPyroro MPOTHBOSMMIEHTHYECKOTO IIperapaTa, 103y 3TOrO
npenapara ciefyeT CHUKAaTh IOCTENEHHO IOCIe Hayaaa npuMeHeHus mpenapara Tpunenrtan®.
[Ipu npumeHeHuu TnpenapaTa Tpumentan® B cocTaBe KOMOMHMPOBAHHOH Tepamuu MOXKET
noTpeOOBaThCS CHIDKEHUE J103bI OJHOBPEMEHHO MPUMEHSIEMBIX MPOTUBOAMIICITHICCKIX
TnpenapaToB W/WaM Oojiee MeUIEHHOE MOBBINIHHE J03bI Tpemapata Tpuitentan® u3-3a
YBEJIMYEHUSI CYMMapHOU J03bl IPOTUBOIMUICITHYECKUX MPENapaTos.

[penapat Tpuientan® MOKHO IPHHUMATH BHE 3aBUCHMOCTH OT IIPHeMa MUK (BO BpeMsl, moce
€/Ibl UK B IPOMEXKYTKAX MEXIAY MPUEMaMHU IHILIHN).

Pucka, umeromasics Ha Tabnerkax Tpuentan® 300 Mr, MOKpHITBIX ILIEHOYHOH 0OONOYKOIA,
npeIHa3HayeHa JUIsl pa3/ieieHns TaOJeTKU Ha paBHbIE JT03bI.

Pucka Ha aByXx cropoHax Tabnerox Tpuientan® 150 mr wam 600 Mr, MOKPBITHIX TJIEHOYHOMN
000JIOUKOM, TpenHa3HaYeHa TOJIBKO JUIsi OOJIerdeHusi pas3iaMbIBaHUS s ynoOcTBa
MporjaThIBaHUs, a HE JIJIs pa3elICHHs Ha paBHbBIE JO3BI.

I[Tpu npuMenenny npenapata Tpunentan® y aeteii 10 3 JeT U y APYTUX MAlUEHTOB, KOTOPHIE HE
MOTYT MPOTJIOTUTh TaOJNETKH, a TaKKe B TeX CIydYasX, KOrja HEBO3MOXHO 00ecrneduThb
TpeOGyeMylo 103y Hpu HpUMeHeHuMM mpemapara B Qopme Tabnerok, mpemapar Tpumenrtan®

OPUMEHSIOT B ¢GopMe CycneH3uH s npuema BHYTpb. CycneH3us Ui npuemMa BHYTPb H

Ta0JIETKH ABJISIOTCS B3aNMO3aMEHICMBIMU B DKBHUBAJICHTHEIX J03ax.
®

Taonuua nepecuema 003wt npenapama Tpunenman® uz mz 6 ma
Jo3a B MuJuturpammax (Mr) Jo3a B MuJtniIuTpax (MJ)
10 mr 0,2 M
20 mr 0,3 mn
30 mr 0,5 M
40 mr 0,7 mn
50 mr 0,8 M
60 Mr 1,0 M
70 Mr 1,2 M
80 mr 1,3 mn
90 Mr 1,5 mi
100 mr 1,7 mn
200 mr 3,3 M
300 mr 5,0 mn
400 mr 6,7 MII
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500 mr 8,3 Mt

600 Mr 10,0 M
700 mr 11,7 mn
800 mr 13,3 Mi
900 mr 15,0 mn
1000 mr 16,7 M

Tepanepruueckuii >¢pdext npenapara Tpunenran® (okckapOazenuHa) 00yCIOBIEH, B MEPBYIO
ouepenp, AerictBueM ero merabonura, MI'TIL.

PyTuHHOE ompeneneHne KOHIEHTpauuu oOKckapOaszenuHa win MITI B miasme KpoBH He
onpaBaano. OnHako KOHTposib KoHueHTpanuu MI'TI B miazMe KpoBU MOXKET MCIOIb30BaThCS
JUIsL YTOUHEHHS COOJIIOJIEHUS pexuMa MpueMa fpernapara nmaiueHToM (KOMIUIAeHTHOCTH) WIIH B
TEX CUTYyalUsAX, KOTJa BO3MOXKHO u3MeHeHnue kinupenca MI'TI, nanpumep, n3menenue QyHKINHA
NOYeK, OEpEeMEHHOCTh, OJHOBPEMEHHOE MPUMEHEHHE C TpenapaTaMmy, IOBBIIIAIOIIUMH
aKTUBHOCTh «ICYCHOYHBIX» (EpMEHTOB. B  BbIlIENEpeUHCICHHBIX CHTYalMsIX CIEAyeT
KOPPEKTUPOBATh 103y NpenapaTa Tpunentan® ¢ yuetoM konuenTpamuu MITTI B mnasme kpoBu
(m3MepstoT uepes 2-4 yaca mocie nprema), KOTOPYIo CJIeTyeT MOIIePKUBaTh <35 Mr/JI.
B3pocnwvie

Monomepanus u KoMOUHUPOBAHHAS MeEPANUSL

Hauanvnas 0oza

HauanpHas no3a coctasisier 600 mr B cyTku (8-10 Mr/Kr Macchl Tena B CyTKH), pa3IelIeHHbIX Ha
2 npuema. Ilpu HE0OXOAMMOCTH BO3MOXKHO MOCTENEHHOE YBEIMUYEHHE 03Bl J[03y MOBBIIIAIOT
He Oosee yeM Ha 600 MI/cyT ¢ MHTEpBAJIOM NMPUMEPHO B | HENENI0 70 TOCTUKEHHUS JKEITaeMOro
TEpaneBTUYECKOT0 OTBETA.

Iloooepoicusarowas 0o3a

Xopoumii TepaneBTUYeCKUil OTBeT HaOmogaercs B nuanasone 103 600-2400 Mr B CyTKH, MpH
9TOM OOJBIIMHCTBO MAIIMEHTOB UMEIOT XOPOIIHid KnHu4Yeckuil apdext mpu goze 900 mr/cyT.
MaxkcumanvHasn pekomMeHO08aHHASA CYMOYHAS 003d

VY nmnanueHToB, paHee HE MOJYYaBIIMX TEpanuio MPOTUBOAMMIECHTHYECKUMH CpPEICTBaMH,
s dexTrBHAA 1032 B MOHOTepanuu coctapiser 1200 Mr/cyT, y manueHToB, paHee MOdy4yaBIIuX,
HO IUIOXO OTBEUYABLUIMX HA TEpalui0 APYTMMH IMPOTHUBOSIWIENTUYECKUMHU IIpernapaTamMu —
2400 mr/cyT.

B KOHTPOJMPYEMBIX HCCIIENOBAHUSAX NpUMEHEHHe mpenapata Tpuimentan® B CyTOYHOH J03€
2400 Mr B cocraBe KOMOMHHPOBAaHHOW Tepamuu 0e3 CHIDKEHHS J03bl  JApPYroro
IPOTUBOBMIIENTUYECKOIO  CPEACTBA  CONPOBOXKAAJIOCH  IUIOXOM  NEPEHOCHUMOCTBIO Y

OONBIIMHCTBA MNanuCcHTOB MPECUMYIICCTBEHHO H3-3a PA3BUTHA HEKECIATCIbHBIX SIBIICHHH CO
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CTOPOHBI I[IEHTPAJIbHOM HEpPBHON cucTeMbl. (CHCTEMaTHYECKOE NPUMEHEHUE Mpenapara

Tpunenran®

B CyTOYHOM 03¢ BbIlie 2400 MI He U3y4anoch.

B ycnoBusx crammoHapa ¢ HaJUIeXKalldM KOHTpoJieM o3y yBenuuuBaiu 10 2400 mr/cyTt B
TeyeHue 48 4acos.

OnbIT NpUMEHEHUS TIpenapaTa B cyTouHou 103e 4200 Mr KpaliHe OTpaHUYEH.

Jlemu u noopocmku

[penapar Tpunentan® mnpenHasHaueH uis NpMMEHeHHs y AeTeil B Bo3pacTe oT 1 Mecsna u
crapume. [Ipumenenune mnpenapara y aeTed B Bo3pacTe 10 | Mecsina B KOHTPOJUPYEMBIX
KIIMHUYECKUX UCCIIEJOBAHMIX HE U3y4anocCh.

Hauanvuas ooza

[Ipu MoHOTepanmuu mHpenapatom Tpuentan®

U NpU TNPUMEHEHUM TMIpernapaTa B COCTaBe
KOMOWHHUPOBAHHOM Tepanuy peKOMEHIyeMYI0 HadaabHYI0 103y 8-10 MI/Kr Macchl Tena B CyTKH
pa3aensioT Ha 2 mpHueMa.
Iloooepocusarowas 0oza

®  cocraBmsromas 30 —

B koMOumHMpOBaHHOW Tepamuu IeseBas jo3a npenaparta Tpumentan
46 MI/KT B CyTKH, JI0JKHA OBITh TOCTUTHYTa HE MEHEe 4eM depe3 2 HeJelNu ¢ MOMEHTa Hayaia
Tepanuu.

B kiIMHWYECKOM UCCIIEJOBaHMHM C IIENIEBOM CYTOYHOM 11030 mpemapata 46 MI/KT B
KOMOWHUPOBAHHON Tepanuu y JeTeil B Bo3pacTe OT 3 a0 17 jer cpenHsst cyTO4Has 7032
coctraBmia 31 Mr/kr B quamna3one ot 6 10 51 Mr/kr B cyTku. B kimmHUYECKOM uccienoBannu 56%
neTel B BozpacTe oT 1 mecsna g0 4 JeT JOCTUTIN (UHATBHONW CYTOYHOM IMOACPKUBAIOIICH
70361 KaK MUHUMYM 55 MI/KT B KOMOMHUpPOBAHHOH Tepamuu Ipu LeneBoil poze 60 Mr/kr B
CYTKH.

MaxkcumanvHas pekomeHO08aHHAS 003A

[Ipu HEOOXOMMMOCTH JUIsl TOCTHKEHHUS KEIAaeMOro TepaneBTHUecKoro 3¢¢ekra BO3MOXKHO
IIOCTENIEHHOE IOBBIIEHUE N03bl. J[03y yBEIMUMBAIOT C MHTEPBAJIOM NPUMEPHO B 1 Hememo ¢
maroM He 6osee 10 MI/Kr/CyTku 10 MakCUMainbHOM 60 MI/Kr/cyT.

Appexm knupenca MI'TI, ckoppexmuposannozo no macce mena y oemel

[Ipun mpuMeHeHnH mnpenapata Tpumentaa® B MOHOTEpAlMH M B COCTaBe KOMOMHHPOBAHHOM
Tepanuu Kaxymwmiics kiaupenc MITI y neredl mpu KOppeKLHMH IO Macce Tejla 3HAYUTEIbHO
CHW)KAETCS C YBEIWYEHHEM Bo3pacta. JleraM B Bo3pacTe OoT 1 Mecsna 1o 4 JI€T MOXKET
noTpeboBaThCs 103a Mpernapara, B 2 pa3a IpeBbIIIaoNIas 103y A7 B3POCIbIX MPH KOPPEKLUU
M0 Macce Tela; EeTsSAM B Bo3pacTe oT 4 10 12 jJeT MoKeT moTpeboBaThCs J03a, MPEBHIIIAONIAs
103y Juist B3pocibIX Ha 50% mpu KOppEKIUH 110 Macce Tena.

O()Hoepemeimoe NpUMEHeHue ¢ npomuesosnujienmuiyecKumu npenapamamu - uHc)meopamu
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uszogepmenmos nevenu y oemell

VY nereii B Bo3pacte oT 1 Mmecaua 10 4 neT BIMSHUE NPOTHUBOIIMIENTUYECKUX IMPENaparoB -
UHIYKTOPOB N30(EPMEHTOB MEUCHH HA UX KAXYIIUNACS KIMPEHC BHIPAKEHO B OOJIBINIEH CTEIICHH,
yeM y JeTedt Oosee cTapimimxX BO3PACTHBIX Tpymm (MIPU KOPpPEKIHWH 1Mo Macce Tena). [lpwm
npuMeHeHnH npenapaTa Tpunentan® y aeteit B BospacTe oT 1 Mecsna 70 4 JeT B KOMOMHAIMH C
IPOTHBOAMIIENITUYECKUMHU TIpenapaTaMd — HHIYKTOpaMU H30()EPMEHTOB TICUCHH MOXKET
notpedoBaThes 103a okckapOazenuna Ha 60% BbIlIe (MIPH KOPPEKIMU 110 Macce Teja), YeM Ipu
MOHOTEpanuK mpenaparoM Tpunentan® WIM TpU €ro HNPUMEHEHMM B KOMOMHAIUU C
MPOTUBOAUIENTHUYECKUMHU CPEACTBAMH, HE MHAYLUPYIOMUMHU u3odepmeHThl. [[st nereii Oonee
CTAapIIMX BO3PACTHBIX IPYNN HpH KOMOMHHPOBAHHOH Tepamuu mnpenapatom Tpuentan® c
UHIYKTOpaMU N30(EpMEHTOB IIEUCHH MOKET MOTPEOOBATHCSI HE3HAYUTEIBHOE YBEINYCHUE 03B
npernapara 1o CpaBHEHHIO C MOHOTEpAIUEH.

VY nereii miaame 3 jer npenapat clieAyeT IPUMEHATh B popMe cycrieH3uu Ajisl IpreMa BHYTpb B
CBSI3U C TPYJHOCTSIMH ITPUMEHEHHSI TBEP/IBIX JIEKAPCTBEHHBIX (DOPM Y 3TOI BO3PACTHOM I'PyIIIbI.
Ilayuenmui 6 6o3pacme =65 nem

CrneunanbHasi KOppeKLrs peXuMa JT0O3UPOBAaHUS Yy JaHHOW KaTeropuu MalMeHTOB HEOOXoauMa
npu Hapymennn (yskmuu nodyek (KK <30 mn/mun). B cinydae Hammuus puicka pa3BUTHSA
THIIOHAPUEMHUH HEOOXO0IMMO IIPOBEICHUE THIATEIBHOTO KOHTPOJISL COJICPKAHUS HATPHS B IIJIa3Me
KPOBH.

Tayuenmul ¢ Hapywenusmu OyHKyuu neyeHu

He tpebyercst koppeKLnu pekuMa J103UPOBAHMSI y TMALMEHTOB C HapyHICHUsSMH (DyHKIUU
IeUYeHN JIETKOW M cpenHedl cremeHu. OTCYTCTBYIOT JaHHBIE O MPUMEHEHHMH IIperapara
TpunenTtan® y manueHTOB ¢ HApyIIEHUAMH (DYHKIMM TIEYeHH TSKENON CTENEeHH, B CBA3H C UeM
HEO0OXO0UMO COOJII0aTh OCTOPOXKHOCTh MpU MPUMEHEHUU MpernapaTa y NalUeHTOB JaHHON
KaTeropHH.

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK

Jns manpenToB ¢ HapyuieHussMu ¢yHkiuu noyek (KK <30 mn/mun) pekoMenayemas HadaabHast
no3a coctapisieT 300 Mr/CyTKH; TOBBIIIATH 03y CIEAYET MEIJECHHO C MHTEPBAJIOM HE MeHee |
HEJeNu 10 JIOCTHXKEHHUS JKEJIaeMOro TepaneBTUYecKoro orera. Heobxonumo TiIatrenabHOE

HaOII0/IEHUE TaHHBIX TAIIIEHTOB BO BPEeMs 1000pa JT036I.

ITOBOYHOE JENHCTBUE
HaunbGosee ywacTto cooOmasiock O ClenyIomux HexenarenbHbIX peakiusax (HP): cornmmBocTb,
T'OJIOBHAsA 60.Hb, TOJIOBOKPYKCHHUC, OUIIIOINNS, TONIHOTA, PBOTA, MOBBIMICHHAA YTOMIIACMOCTDH

(6omee uem y 10% manueHToB).
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B knmHMYeckux wucciaenoBaHusAX ObUTO TMoka3aHo, uro HP o0praHO cnabo wmm ymepeHHO
BBIPAXXCHBI, HOCAT TPAH3UTOPHBIN XapakTep U HAOIIOJAIOTCS B OCHOBHOM B HayaJie TEPAIUU.
[IpuBeneHHbIE HUKE NaHHBIE CyMMHPYIOT mHpopMaiuio o HP, 3apeructpupoBaHHBIX B X0
KIMHUYECKUX MCCIE0BaHUN, a TakKe JaHHble MO Mpoduio Oe30MacHOCTH Ipernapara,
MOJlyYeHHbIE B XOJE€ €ro MpUMEHEeHHUs B KIuWHU4eckod mnpaktuke. HP crpymnmupoBansl B
COOTBETCTBUHM ¢ Kiaccupukamueid opraHoB u cucreM opranoB MedDRA, npu stom
MIEPEYUCIICHBI B MOPSIIKE YMEHBIICHHUS UX 3HAYHUMOCTH.

Kputepuun oreHkr 4acTOThl BOBHUKHOBEHUS HEXKENATEIbHBIX JieKapcTBeHHBIX peakmmii (HJIP):
«oueHpb gactoy - >1/10, «gacto» - >1/100 - <1/10, «meuacto» - >1/1000 - <1/100, «penkoy» -
>1/10 000 - <1/1000, «ouensb peakoy» - <1/10 000 (BkiroUast OTIETHHBIC COOOIIECHUS).
Hapywenusa co cmoponvl kposu u aumgpamuueckou cucmempl: HEYACTO — JIGHKOICHUS; OYEHb
peaKko — TOJaBJI€HHE KOCTHOMO3IOBOTO  KPOBETBOPEHMs,  aIUlacTUYecKass  aHeMHs,
arpaHyJIOIMTO3, TAaHIIUTONIEHUS, TPOMOOIIUTONIEHUS, HEUTPOIICHHUS.

Hapywenusa co cmoponvl umMyHHOU cucmemvl: OY€Hb PEIKO - aHA(pWIAKTUYECKHE PEAKIIMH,
peaxkuuu TUTEPIYBCTBUTEIHLHOCTH (B TOM qucIie peaxkiuu MOJIMOPTAaHHON
TUIEPYYBCTBUTEIBLHOCTH), KOTOPBIE XapaKTEPU3YIOTCS TaKWMU CHUMITOMaMH KakK ChIllb H
MOBBILICHHE TEMIEpaTypbl Tena. BoO3MOXHBI Takke HapylIeHUs CO CTOPOHBI KPOBH U
auMdatndeckoil cucteMsl (303MHOPUITHS, TPOMOOIUTONEHUS, JEUKONIEHU, JTUM(aJAeHONATHS,
CIUICHOMETaJMs), MeYeHW (TenaTHT, W3MEHEHHE IOKaszareiaed (QYHKIMH I€YEHHW), MBI U
CyCTaBOB (MHAITHS, TPHUIYXJIOCTh B O0O0JIACTU CYCTaBOB, apTpPalrHsi), HEPBHOH CHCTEMBI
(meueHoyHas osHuedanonatvs), TMoYeK (MOYEUHAss HEAOCTATOYHOCTh, HWHTEPCTHIIMAIBHBIN
HEe(pHUT, TPOTEUHYpHUS), JETKUX (OTeK JIETKUX, OpOHXOCma3M, OpOHXUATbHAS AacTMa,
WHTEPCTUIIMATBHAS OOJIE3HD JIETKHX, OJIBIIIKA), aHTHOHEBPOTHUECKUN OTEK.

Hapywenus co cmoponvl 2HOOKPUHHOU cucmembl: YacTO — yBEJIMYEHHE MacChl Tella; OYEHb
PEAKO - TUTIOTHPEO3.

Hapywenua co cmoponvi obmena eewjecmé u numanus: 4YaCTO — THUIOHATpHEeMHUs (daiie
OTMEUAaeTCsl y TMAlMeHTOB BO3pacTe >605 IeT); OYeHb pPEIKO — KIWHUYECKH 3HaunMas
TUIOHaTpUeMHus (colep:kaHue HaTpus <125 MMoIb/), BOZHUKAIOIIAsl, KaK MPaBUIIO, B TEYCHHE
NEePBBIX 3 MECALIEB Tepalmuu IpernapaToM, XOTs y HEKOTOPHIX MAallMeHTOB - Oosee yeMm uepes 1
TOJI TOCJIe Hayvasa JeueHus, (COMPOBOKIAIOMIASICS PA3BUTHEM TAKHX MPOSBICHUNA U CHMIITOMOB
KaK CyJOpord, 2HIle(]anonarus, YrHETEHHUE CO3HaHUs, CIIyTAaHHOCTh CO3HAHUS); HAPYyIICHUS
3peHust (HEYETKOCTh 3pEHUS ), TUTIOTUPEO03, PBOTA, TOIIHOTA, ACPUITUT (HOTHUEBON KUCIOTHI.
Hapywenus ncuxuxku: 4acTo - aXuTalus (HEPBO3HOCTb), SMOILMOHAJbHAS JIAOMIBHOCTD,
CIIyTaHHOCTH CO3HAHUS, ICTIPECCHSI, arlaTusl.

Hapywenus co cmoponsl Hep8HOU cucmemvl: OY€Hb 4acTO — COHJUBOCTH (22,5%), ronoBHas
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6omb (14,6%), ronoBokpyxkenue (22,6%); yacTo — aTakcus, TPEMOp, HHUCTAarM, HapylleHHE
BHUMAaHUsI, aMHE3H L.

Hapywenus co cmoponwvl opeana 3penus: ouyeHb dYacto — aumuionus (13,9%); wacto —
HapyLICHUsI 3pEHUs, 3aTyMAaHUBAHHUE 3PEHUS.

Hapywenus co cmoponvl opeana ciyxa u 1adupunmuule HaApyuleHusl. 4acTo — BEPTHUTO.
Hapywenus co cmoponul cepoya.: 09€Hb PEIKO — aTPHOBEHTPUKYIIIpHAs OJI0Ka/Ia, apuTMUSL.
Hapywenus co cmopoHbl COCy10B: OUY€Hb PEJIKO — apTepUalibHAasi TUIIEPTEH3HSL.

Hapywenus co cmopomusi icenyoouHo-kuweyHo2o mpakma. o4eHb 4acto — pBoTa (11,1%),
tomHoTa (14,1%); yacto — nuapest, 601b B 00JIaCTH KUBOTA, 3aMI0P; OYEHb PEIKO — MaHKPEaTUT
W/WJIH TIOBBINICHUE aKTUBHOCTH JIMITA3bl U/WJIH aMUJIa3bl.

Hapywenus co cmoponul neuenu u scenueblo0Awux nymelii: 04eHb PEIKO — FenaTuT.
Hapywenus co cmopomsi Kodtcu u NOOKOMCHBIX MKAHeU: 9acTO — KOKHasl ChIllb, aJlONelns, aKHE;
HEYaCTO — KpAanuBHMI@; OYE€Hb peako — cuHapoM CTtuBeHca-/[>KOHCOHA, TOKCHUYECKHI
SMUJIEPMANBHBIN HeKponu3 (cuHapoM Jlailemia), aHTHOHEBPOTUYECKUN OTEK, MYyJIbTU(OpPMHAS
spUTEMa, CUCTEMHAasl KpacHasl BOJYAHKA.

Obwue paccmpoiicméa u HapyuwieHusi 8 Mecme 66edeHus: OYeHb YacTO — IMOBBIIIEHHAS
yromisiemocTs (12%); yacto — acTeHusl.

JlabopamopHnvlie u uHCmMpyMeHmManbHble OaHHble: HEYacTO - TMOBBIIIEHWE AaKTUBHOCTHU
«TIEYCHOYHBIX» (EPMEHTOB, INEIOYHOM (ocdaraspl B KPOBH; OUEHb PEAKO — IOBBIIICHHE
AKTUBHOCTH aMUJIa3bl, JIUIA3HI.

B knuHMYecKux Hccle0oBaHUSAX, MPOBEACHHBIX y JeTeld B Bo3pacte oT 1 mecsua ao 4 jer,
HanOonee yacto Habmomanach coHiuBocTh (y 11% manmentoB). C uwactoroit >1% - <10%
(JacTo) OTMEYal NCh AaTaKCHs, pa3gpaXKUTEIbHOCTh, pPBOTA, JIETAPTUs, TOBBIIICHHAS
YTOMJISIEMOCTh, HUCTarM, TPEMOp, CHIDKEHHE alleTHTa, MOBBIIIEHUE KOHIIEHTPAIM MOYEBON
KHUCJIOTHI B KPOBHU.

HIIP, svisasnennvie 8 nocmpe2ucmpayuoHHOM nepuooe Ha OCHOBAHUU OMOENbHbIX COOOWEHUN U
cyyaes, ONUCAHHBIX 8 Tumepamype

[Tockonpky wHpoOpmarus o gaHHbIX HJIP monydeHa METOIOM CIOHTAHHBIX COOOIICHHH H
TOYHOE YMCIO NAIMEeHTOB, MPUHUMABIIMUX I[IpernapaTr, He OINpeAesieHO, OLEHUTh YacTOTy
BO3HUKHOBEHHUSI JAaHHBIX PEAKI[MN HE MPEACTABIISIETCS BO3MOXKHBIM, B CBSI3U C Y€M JJIsi HUX
YKa3aHO «YaCTOTa HEU3BECTHAY.

HJIP xmaccuduimpoBaHbl MO CHCTEMaM OpPraHOB, B TMpeJenax KaKJIOW CHCTEMbl OPraHOB
PaCMOJIOKEHBI B MOPSJIKE YMEHBILIECHUS CTEIICHH TSKECTH.

Hapywenus co cmoponvl Kodtcu u NOOKOICHBIX MKAHE

JlekapcTBeHHasi ChIb C 303MHO(GHUINEH M cucTeMHBIMH mposiBieHusMu (DRESS-cunapom),
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OCTPBI reHepATU30BAHHBIN YK3aHTEMATO3HBIN MyCTYJIE3.

Hapywenus co cmoponul ckenemno-mulieyHoll U cOeOUHUMenbHOU MKAHU

Bt cooOmieHuss 0 CHUKCHHM MHUHEPATbHOW IIJIOTHOCTH KOCTHOM TKaHU, OCTEOICHUH,
OCTEONOpO3€ U TMEepesioMax Yy MalMeHTOB, MOJYYalolMX JIUTENbHOE JIeYeHHE IpernapaToM
Tpunentan®. MexanusM BIUSHUS OKCKapOazenuHa Ha METaOO0IM3M KOCTHON TKAHH HE BHISICHEH.
Hapywenus co cmoponvl obmena sewjecms u numanus

CHHIIpOM HealeKBaTHOW CEKPELIMM aHTUIUYPETUUECKOTO TOPMOHA, MPOSIBIISIFOIIMICS JIE€TaprUei,
TOIIHOTOM, TOJOBOKPY>KEHHUEM, CHI)KEHHEM OCMOJISUIBHOCTH CBIBOPOTKH KpPOBH, PBOTOM,
TOJIOBHOW OO0JIbIO, CIIyTaHHOCTHIO CO3HAHUS M JIPYTUMH CHUMIITOMaMH CO CTOPOHBI HEPBHOM
CUCTEMBI.

Tpasmbl, unmoxcukayuu u OCI0HCHEHUS MAHUNYTAYUL

ITanenue.

Hapywenus co cmoponul HepéHoli cucmemvl

Hapymmenus peun (B TOM 4ucCIlie AU3APTPHsi), OCOOCHHO B MEPHO/] MOBHIIICHHUS JO3BI.

Ecnu nrobvie uz ykazamuwvix 6 uHCMpyKyuu noboyHulx 3¢ghekmos ycyeyonaromes, uiu Bol
3amemunu ar0dvle opyeue nobounvie 3¢hghekmol, He YKA3aHHbIE 8 UHCMPYKYUlU, CO0Ouwume 00

Imom epauy.

IIEPEJTO3UPOBKA

NMeroTcsi enMHWYHBIE COOOIICHHMS O TIEPEeIO3MpPOBKE IMpernapaToM. MakcumanbHas J103a,
OTHMCaHHas B COOOIIEHUSX, COCTaBIsIIa Mpuom3uTenbHO 48000 Mmr.

Cumnmomuwi

Hapywenue 6o0no-21exkmpoiumnoeo bananca: TATIOHATPUEMUSL.

Hapywenus co cmoponul opeana 3penus: TAILIONHUS, MUO3, HEYETKOCTh 3PEHUS.

Hapywenus co cmoponwl nuwesapumenvHoti cucmemvl: TOITHOTA, PBOTA, TUTIEPKUHE3USI.

Obwue paccmpoticmea u HapyweHus 8 Mmecne 68e0eHUss. YyTOMISEMOCTb.

Jlabopamophvie u uncmpymenmanvHvle 0aHHble: CHUKEHUE YaCTOTHI JIbIXaTeNbHBIX JABMKCHUH,
yauHenue uatepBana QTc.

Hapywenus co cmopomnsl nepsHoui cucmemul. COHIUBOCTH U COMHOJICHITUS, TOJIOBOKPYXEHUE,
aTaKcHs, HUCTarM, TpEMOp, HapylIeHHe KOOPAWHAIIMH, CyIOPOTH, TOJIOBHAsE 00JIb, KOMa, MOTEPS
CO3HaHus, JUCKUHC3H.

Hapywenus ncuxuku.: arpeccusi, aXXuTarus, CyTAHHOCTb CO3HAHMS.

Hapywenus co cmoponwl cocyoos: aprepralibHasi TUTIOTESH3US.

Hapywenus co cmopomnst ovixamenvholl cucmemsl, 0peaHo8 2pyoOHOl KIemKU U CPpeoOCmeHUs:

OJIBIIIIKA.
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Jleuenue

Crneuuduueckoro  aHTHAOTa  HE  cymiecTByeT.  [IpoBoAsT  cUMOTOMaTH4ecKoe U
noanepxkuBatoniee JedeHne. CreayeT MMeTh B BHIYy, 4YTO IS yMEHbBIICHUsS abcopOuuu
OKCKapOa3enmmHa MOXKET OBITb TIPOBEICHO IPOMBIBAHHME JKEIyJAKa ¥ HA3HAYCH MpUeM
AKTHBUPOBAHHOTO YTJIS.

PekoMeHyeTcss KOHTPOJIHUPOBATH XKU3HEHHO BaKHbIe (YHKIIUM OpraHu3Ma, YIelss 0co0oe
BHUMaHUE HApPYIICHUSM CEpJIECYHONH MPOBOJAMMOCTH, BOJHO-IJIIEKTPOIUTHOTO OanaHca U

(GYHKIMH TbIXaTeTbHON CUCTEMBI.

B3AMMOJEWCTBME C IPYTUMU JIEKAPCTBEHHBIMU CPEJCTBAMM

HUneubuposanue uzogepmenmos

OkckapbazenmuH u  ero  (apMakoJOTMYECKH akTUBHBIM Merabomut MITI  sBustores
uaruouTopamu  m3odpepmenta CYP2C19. Takum o00pa3om, OIHOBPEMEHHOE MPUMEHCHHE
OKCKap0Oa3ennHa B BBICOKMX [103aX W IPENapaTroB, KOTOPhIE METaOOJM3UPYIOTCS C y4acTHEM
uzopepmenta CYP2C19 (mampumep, ¢eHobGapOburan, (EHHUTOMH), MOKET MPHUBECTH K UX
B3auMoOJecTBUIO. JIJI1 HEKOTOPHIX NAaIlMeHTOB MOXET MOTpeOOBaThCS CHUKEHHUE 03Bl
npenaparos - cyoctpaToB uzopepmenta CYP2C19. beino moka3ano, uro okckap6azenud u MI'TI
c1abo WM COBCEM HE MHTHOMPYIOT clieaylomme MukpocoManbHble n3odepmentsl: CYP1A2,
CYP 2A6, CYP 2C9, CYP 2D6, CYP 2E1, CYP 4A9 u CYP 4A11l.

Hnoykyus usopepmenmos

In vitro n in vivo oxckap6azenun u MITI, sBusisice cnaObiMu MHIYKTOpaMu H30(EepPMEHTOB
CYP3A4 u CYP3AS, CHUXKAIOT IIJIa3MEHHBIE KOHILICHTPALUH [Ipenaparos,
METa0OIM3UPYIOMIUXCS JaHHBIMH W30(EpMEHTaMHU: TUTHAPONUPHUINHOBBIX aHTarOHHWCTOB
KaJIbIUsl, MIEPOPANBbHBIX KOHTPALIEITUBOB M MPOTHBOAMIICNITUYECKUX IpEnaparoB (Hampumep,
kapbamasenuHa). IIpy OJHOBpEMEHHOM IIpPHMMEHEHMH C TnpemapatoM Tpunenrtan® Takxke
BO3MOXXHO CHH)KCHHE KOHIEHTpallMd B IUIa3ME€ M JPYTHX JIEKapCTBEHHBIX IPEnapaTos,
spisitouxcst cyoctpatamu u3zodpepmentoB CYP3A4 u CYP3AS, (manpumep, mpenapaTsl u3
rpyHIbl UMMYHOJEIPECCAHTOB — [IUKJIOCIOPHUH).

[Tockoneky in vitro oxckap6azenun wu MITlI sBaAOTCS  cnabbIMM  MHIYKTOpaMHU
ypuanHIuGochaT-rIIIOKYpOHIIT  TpaHc(hepasbl, MalOBEpOATHO, YTO in Vivo OHU CIOCOOHBI
OKa3bIBaTh KJIIMHUYECKU 3HAUMMOE BJIMSHUE HA METa0O0JIM3M MpenapaToB, BHIBOJSIINXCS B BUE
KOHBIOTaTOB C IITIOKYPOHOBOW KUCJIOTOW (HapUMep, BaJbIPOEBOM KUCIOTHI U JTAMOTPUIKIHA).
Ho, mpuHuMas BO BHUMaHUE Jake CJIa0yi0 MHAYIHUPYIOIIYIO CIIOCOOHOCTh OKCKapOa3enmuHa U
MITI, moxer moTpeOOBaThCS YBEIWYEHHE 03 OJHOBPEMEHHO IPHMEHSEMBIX IPEraparos,

KOTOpble MeTabonm3upyroTcs ¢ ydactueM wuzodpepmenta CYP3A4 wm ypumunaudocdar-
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IJIIOKOYPOHU TpaHcdepasbl. B ciaydae ormens! npenapara Tpunentan® MoxkeT HOTpeOOBaThCs
CHIDKEHHE JI03bI 3TUX MPENapaToB Ha OCHOBAHUM KIIMHUYECKOTO U JJa00OPaTOpPHOTO KOHTPOJIS.

In vitro uccnenoBaHUs MOATBEPAWIH CIA0yI0 HHAYIHPYIOIYIO CIIOCOOHOCTh OKCKapOa3enuHa u
MITI B orHomeHun wuzodepmerToB noacucrembl mu3opepmentoB CYP2B u m3odepmenrta
CYP3A4. Unnynupyromiee Biusaue okckapo6aszenmaa u MI'TI va apyrue mzodepmentsr CYP
HEU3BECTHO.

IIpomusosnunenmuueckue npenapamaol

[Ipy oOOHOBpEMEHHOM NPUMEHEHHWU OJHOIO WM HECKOJBKHX MPOTUBOAMHICHTHYECKUX
MpenapaToB — MOITHBIX MHIYKTOPOB muToxpoma P450, Takux kak kapOa3zenuH, (EHUTOWH I
(denobapbuTai, ¢ okckapOa3enmMHOM B KaXJIOM KOHKPETHOM Cllyyae HEOOXOMMO OCYILECTBIISATh
THIATETHHYIO KOPPEKIUIO J03bl U/WIH KOHTPOJIh KOHIICHTPAIMH MTPETapaToB B IJIa3Me KPOBH.
Bo3MoskHble B3auMojeiicTBus npenapara Tpumentan® W ApYrMX MPOTHBOSIMIENTHYECKUX
IPEenapaToB OIEHUBAINCH B XOJ€ KIMHUYECKUX HccienoBaHuil. [[aHHBIE MO BIUSHUIO ATHX

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

[IpoTuBO3NIMIENTHYECKUI Bnusinue npenapara | Bmusaue [1311 na MI'TI AUC
npenapat (I1211) Tpunentan® za IIDIT (Crmin)
Kapb6amazenun 0-22% ywmenbmenue (30% | 40% yMmeHbIIeHHE

yBeJIMYEeHUE KapOamas3enuHa-

10,11-3mokcua)

Kinob6azam He uzyuanoch He Bnuser
denbamat He n3yuanocs He Bnusier
JlamoTpuKUH He Bnuser* He Bnuser
denobapOuTan 14-15% yBenuuenue 30-31% y™MmeHbLIEHHE
DeHuTonH 0-40% yBenuuenue 29-35% ymeHblIeHUE
BansnpoeBas kucnora He Bnuser 0-18% ymenbiieHNE

(*: OrcyrctByet BnusiHue Ha Cmin, AUC 1 Cax)

Konnenrpauuss ¢enutonHa B miazMe KpoBu yBenuuuBaetTcs 10 40% mpu OJHOBPEMEHHOM
npuMeHeHnu Tpenapata Tpumentan® B fo3e 1200 Mr B cyTku u Bbime. IlodToMy mpu
NpUMeHeHHH Tpenapata Tpunentan® B BblIIEyKa3aHHBIX J03aX MOXKeT IOTPe6OBaThCs
yYMEHBLICHHE 1036l (DEHUTOMHA.

VBenuyeHne KOHIGHTpAallMM B IJIa3Me KpoBU (eHoOapOHTama MpH OJHOBPEMEHHOM
npumMeHenuu ¢ npenaparom Tpunentan® vesnauurtenbHo (15%).

[Ipy oOgHOBpEeMEHHOM TIPUMEHEHWH CHJIBHBIX HWHIYKTOpPOB ITOoXpoma P450 w/mmm

ypuanHaudochaT-rIIIoKypoHIT Tpancdepassl (T.e. pudaMnuuna, kapdamasenuta, HeHUTOuHA
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u ¢penobapOuTana) ymenoiaercst konuentpanus MI'TI B mna3zme/ceiBopoTke KpoBu (Ha 29-49%).
Takum oOpa3oM, cienyer IpOBOIUTH KOHTPONb KoHIeHTpanmuu MI'TI B mutasme KpoBU U IpH
HEOOXOJUMOCTH KOPPEKTHpPOBATh JIO3y TWpernapara TMpd OJHOBPEMEHHOM IPHUMEHEHUU
OKCKap0a3enuHa ¢ OJIHUM WM HECKOJIbKUMU U3 BhIILIEYKa3aHHBIX IIPENapaToB.

V npenapara Tpusentan® He ObUTO BHISABIEHO SBICHUH ayTOMHIYKIINH.

T'opmonanvHvle Konmpayenmugol

JlokazaHo B3auMOJIEHCTBHE OKCKapOa3enmuHa ¢ KOMIIOHEHTAMH MEePOPAIBHBIX KOHTPAICTITUBOB:
ATUHWIACTPAANOJIOM U JieBoHOprecTpenom. Cpennue 3naueHuss AUC niig HUX YyMEHbIIAIUCh Ha
48-52% u 32-52% cootsercTBeHHo. Mccnenopanuil B3aumoeiicTeus npenapara Tpunentan® ¢
JPYTUMHU TEPOPATbHBIMUA WM UMIUIAHTUPYEMBIMU KOHTPALENITUBAMHU HE MPOBOAUIOCH. Takum
006pa3oM, OJHOBpEMEHHOE NpUMEHeHHe mpemapara Tpumentan® ¥ TOPMOHATBHBIX
KOHTPALIETITUBOB MOXKET MPUBOAUTH K CHIKEHUIO 3(PPEKTUBHOCTU MOCIEIHUX, B CBSI3U C UeM
MalMeHTKaM, — [ONydyalolluM  JledeHHe  mpemapatoM  Tpuientan®, — pekoMeHIyeTcs
JIOTIOJIHUTEIbHOE MPUMEHEHUE Ha/ICKHBIX HETOPMOHAIIBHBIX METOJIOB KOHTpAICIIUH.
broxamopuvl kanvyuegvix kananos

OjHOBpEMEHHOE MOBTOPHOE HpuUMeHeHHe Ipenapata Tpunentan® u  (eTOIUNHHA MOKET
NpUBOANTH K yMeHbIeHuto 3HadeHuss AUC denonunmnaa Ha 28%, XOTsS KOHIICHTPAIMH B TIa3Me
KpPOBHU OCTAlOTCA B MpeJeiax TepaneBTUYECKOro Juara3oHa.

C 1pyroii cTOpOHEI, IPU OJHOBPEMEHHOM NpUMeHeHHH npenapara Tpunentan® u Bepanamuna
BO3MOXHO CHWXKeHHe KoHuUeHTpanmu MITI B mmasme kpoBu Ha 20%. Takoe CHUXKEHHE
koHueHTpaunu MI'TI B miiazmMe KpoBH HEe MMEET KIIMHUYECKOTO 3HAYEHUS.

B3zaumooeticmsue ¢ Opyeumu 1eKapcmeeHHbIMU CPedCcmeamu

[HuMeTuanH, SPUTPOMUIIMH, IEKCTPOIPONOKCH(EH HE BIUSIOT Ha (HapMaKOKWHETUYECKHE
napametpbl MI'TI; BUsmokca3uH He3HAYUTEIBHO BIUsET Ha KoHUeHTpauuio MI'TI B mnaszme kpoBu
(xonuentpauust MI'TI nosbimaercs Ha 10% mnocse MOBTOPHOTO OJTHOBPEMEHHOTO MPUMEHEHHS).
He otrmeyeHo Kakux-1nb0 B3aMMOACUCTBUII C BappapuHOM, KaK TpU OJHOKPATHOM
OTHOBPEMEHHOM IIpHEME, TaK H IIPH IIpHeMe MOBTOPHBIX 703 Ipenapara Tpunenran®.

[penapar TpunenTan® MoKeT YCHINBATh CEaTUBHBIN Y heKT FTaHOMA.

B kiIumHWYecKMX ~— HMCCIENOBaHUAX y  NAUMEHTOB,  MOJYYaBIIUX  TPHUIMKINYECKUE
AHTHUJICTIPECCAHTHI, HEe OBLIO BHISBICHO KJIMHUYECKH 3HAUMMBIX B3aUMOICHCTBHIA.

OnHOBpeMEHHOE TPUMEHEHHUE IMIpPernaparoB JHUTHUA U OKCKapOa3emuHa MOXET YCHUJIMBATh

HEUPOTOKCUYHOCTb.

OCOBBIE YKA3ZAHUSA

[TonmyuyeHsl cooOlIEHHA O pUCKE YXYAUICHUS TEYEHUS OSIHUICNTUYECKHX MPUIAAKOB IpH
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npuMeHeHnn npenaparta Tpuientan®. IToBbIIEHHE PHCKA yXY/AUICHHS TEYEHHS MPUCTYTIOB
Ha0JI01a7I0Ch B OCHOBHOM Y J€TEH, OJHAKO MOKET BO3HUKATh W y B3pochbix. Ecnu Ha done
NpUMeHeHds npenaparta TpunenTtan® oTMedaeTcs yXy/IIIEHHE TEUeHHs OIHICHTHUECKUX
IIPUIIAJIKOB, IPUMEHEHHUE Mpenapara cieyeT IPEKPaTUTb.

Peaxyuu eunepuyecmeumenvrocmu

[lpu npumenenuu npenapara Tpunmenrtan®

B KIMHUYECKON MPAKTUKE B OTIEIBHBIX CIydasx
(TIOCTPETUCTPAIIMOHHBIE COOOIICHHS) OTMEYAIOCh PA3BUTHE PEAKIMI THUIEPIYBCTBUTEIHLHOCTH
HemeaneHHoro tumna (I Tum), BKiIIOYas Chilb, KOXKHBIA 3y, KPallMBHUILY, aHTHOHEBPOTUYECKUIN
OTEK M aHaQWIAKTUYECKUE PeaKIui. AHTHOHEBPOTHUECKHUM OTEK U aHA(UIAKTUUECKHE pPeaKlIuu
C TIOpaXeHHWEM TOPTaHU, TOJOCOBBIX CKJIAJOK (00JIACTH TOJOCOBOW IIENH), S3bIKa, I'y0, BEK
Pa3sBUBATUCH KAK IIPH TIEPBOM, TaK U MPU MOBTOPHOM mpueme npenapata Tpunentan®. B ciyuae
pPa3BUTHUSI TUNEPUYYBCTBUTEIBHOCTH HEMEUICHHOTO THUIA CJEAyeT HEMEAJIEHHO OTMEHUTD
npenapat TpuienTan® u HayaTh aIbTEPHATUBHYIO TEPAIIHIO.

CnemyeT ¢ OCTOPOKHOCTBIO TPHUMEHSTh Tpernapar |y TMalueHTOB C  HU3BECTHOMU
TUIEPYYBCTBUTEIFHOCTEIO K KapOama3enuHy, TaK Kak Yy OJTOH TpYyIIbl MalMeHTOB
npubnusutenbHo B 25-30%  ciydaeB  BO3MOXKHO — pa3BUTHE peakUWid  MOBBILICHHON
YYBCTBUTEJIBHOCTH K OKCKapOazemuHy. Y NalUeHTOB 0e3 aHaMHECTHYECKMX YKa3aHHil Ha
TUIEPYYBCTBUTEIHLHOCTh K KapOama3enuHy, TaKKe BO3MOXKHO Pa3BUTHE PEAKIIMI MOBBIMICHHOM
YYBCTBUTEIHLHOCTH HA TIpENapar, BKJIOYasl MOJUOPTaHHBIE HapylleHus. Takue peakiuud MOTyT
BbI3bIBAaTh PpA3BUTHE HAPYUIEHHH CO CTOPOHBI KOXKHBIX IOKPOBOB, TII€UEHHU, KPOBU U
auMaTHIECKON CUCTEMbI, U APYTUX OPTaHOB KaK B OTIENbHOCTH, TaK M B paMKaX CHCTEMHOMU
peakuuu. [Ipy BO3HUKHOBEHUM MPU3HAKOB W CHMIITOMOB PEAKIUW THUIIEPUYyBCTBUTEIBHOCTH,
cieyeT HeMeUIeHHO OTMeHUTh nipenapaT Tpunentan®.

T'unonampuemus

Y 2,7% mnauueHToB, HoJdydYalomux npemnapar Tpumentan®, HaOmoAanach TIHIIOHATPHEMMUS
(comepkaHue HATPUS B CBIBOPOTKE MeHee 125 MMOb/iT), KOTopass 0OBIYHO HE COMPOBOXKIANACH
KIIMHUYECKUMH TPOSBICHUSAMU W He TpeboBana Koppekuuu Ttepanuu. CojaepkaHue HATpus
HOpMau3yeTcs IpU oTMeHe (YMEHbIIEHUHU 103bl) penaparta Tpunentan® wid KOHCEPBATHBHOM
JedyeHun (OrpaHUYCHUH TpHEeMa KHUJIKOCTH). Y MallMeHTOB C HapylleHHeM (PyHKIMU MOuYeK B
aHaMHe3e, aCCOLUUPYIOMUMCS C HU3KUM COJIep )KaHUEeM HATPHs B CHIBOPOTKE KPOBH (HAIIPUMED,
y TAIMEHTOB C CHHAPOMOM HEAJCKBATHOW CEKPEIMH AHTUIUYPETHYECKOTO TOPMOHA), WU Y
MAlMEHTOB, TMOJYyYalollUX OJHOBPEMEHHOE JIEYeHHWE TMpenaparaMu, CIOCOOCTBYIOIIUMU
BBIBEICHUIO HATpUsl W3 OpraHu3Ma (JUYpeTHKH, Npernaparbl, BIMSIONIME Ha CEKPELUI0
®

AHTUAMYPETUYECKOTO TOpPMOHA), 1O Hayaja Tepanuu mnpenaparoM Tpunenran™ ciegyer

OIIPENENATh COACPKaHUE HATPUS B CBIBOPOTKE KPOBU. B fanbHeEMIIeM ciieyeT KOHTPOJIMPOBATh
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coJlep)kaHUE HaTpus B CHIBOPOTKE KpPOBU udepe3 2 HENeNu Ioclie Haydajga Tepanuu U Jaiee
€XKEeMECSIYHO Ha MPOTSHKEHUU 3 MECAIeB WK o Mepe HeooxoauMocT. C 0COOBIM BHUMaHUEM K
JTaHHBIM (aKTOpaM PUCKA CIETYEeT OTHOCUTHCS Y MOXKHIIBIX ManueHToB. [Ipu HeoOxomumocTu
MPUMEHEHHUS TUYPETUKOB U IPYTUX MPErnapaToB, CHUKAIOIINX COJEPKAaHUE HATPUS B CHIBOPOTKE
KpOBH, y MalMeHTOB, MONyYalOIMX Tepamuio mnpemapatoM Tpunenrtan®, —cremyer
NPUICPKUBATECI TeX Ke pexkoMmeHnanuid. [Ipu MOSBICHUM KIMHUYECKUX CHMIITOMOB
TUTIOHATPUEMHUH, CIIEyET OMPECIIUTh COJIEpPKaHue HATPHS B CBIBOPOTKE KPOBU. J[J1s1 OCTaIbHBIX
MAIMEHTOB OMpEJIETICHUE COACpKAHUE HATPUS B CHIBOPOTKE KPOBU MOKET OCYUIECTBIATHCA BO
BpeMsl POBEICHUS PYTUHHBIX aHAJIN30B KPOBH.

Heob6xommMo KOHTPOIUPOBATH Maccy Tella Yy BCEX MAlMEHTOB C CePICYHON HEAOCTATOYHOCTHIO
JUTSI CBOEBPEMEHHOTO JUArHOCTHPOBAHUS 3aI€PKKH KHUAKOCTH. [IpH 3anepiKKe KUIKOCTH WM
OpU MOPOrPECCUPOBAHUU CHMIITOMOB CEPACYHOW HEJIOCTATOYHOCTH CJIEAYyeT ONpPEeIeIuTh
coJlep)KaHuE HaTpHsi B CHIBOPOTKE KpOBHU. B ciyyae BO3HHKHOBEHMSI TUIIOHATPUEMHH Ba)XKHO
OTPAaHUYUTH KOJIUYECTBO MOTPeOIsieMOl KuaKocT. Tak Kak Mpu MPUMEHEHUH OKCKapOasennHa
B OUCHb PEIKHUX CIIy4asX BO3MOXKHO HApYIIEHHWE CEepACUYHON MPOBOIUMOCTH, HEOOXOIUMO
THIATEIbHOE HaONIO/ICHHE NAlMeHTOB C MPEAUISCTBYIOIIMMU HapYIICHUSMH CEpACYHOM
MPOBOJIMMOCTH  (QTPUOBEHTPUKYJIApHAs  OJOKaga, apuTMHsl), TMOJIY4YalolUX  Ipernapar
TpunenTan®.

I'emamonocuueckue usmeHenus

[To maHHBIM COOOIIEHUN B MOCTPETHCTPALIMOHHOM IepHoJie Ha (oHe Tepaluu IpernapaToM B
OUEHb PEIKUX CIydyasX OTMEUaloCh Pa3BUTHE arpaHyJOIMTO3a, arlaCTUYeCKOW aHeMHH U
MAHIIUTONICHUH. Y YUTHIBasE HE3HAYUTEIbHYIO YaCTOTY BCTPEUAEMOCTH JAHHBIX SBIICHUH, a TAKKE
HAIMYUE  COMYTCTBYIOIMUX  (aKTOpOB (HAMpuUMep, OJHOBPEMEHHBIH TIpUEM  JIPYTHX
JICKapCTBEHHBIX CPEACTB, HAJIMYME COMYTCTBYIOIIUX 3a00JIeBaHUI), MPUUMHHO-CIIEACTBEHHYIO
CBS3b MEXKIY pa3BUTHEM JaHHBIX HEKeJIaTeNbHBIX SBJICHUI M TNpPUMEHEHHEM Ipernapara
YCTAaHOBUTh  HEBO3MOXHO. [Ipy  pa3BUTUM  CHUMITOMOB  BBIPQKEHHOTO  YTHETCHHUS
KOCTHOMO3T'OBOT'O KPOBETBOPEHUSI HEOOXOIUMO PACCMOTPETH BOIIPOC 00 OTMEHE Mpenapara.
CyuyuoanvHuvle MbLCIU U NOBEOEHUE

Y  manueHTOB, TMOJNYYaBIIUX MPOTHUBOCYAOPOXHBIE IpenapaTbl, OTMEUEHBbI  SMHU30/bI
CYMIIUJIATBHOTO TOBEACHUS W  CyMIMJAJIbHBIX  MbICHeH. Pe3ynmpTaThl MeTa-aHanm3a
PaHAOMU3HPOBAHHBIX  IUIAIIE00-KOHTPOIMPYEMBIX — HCCICIOBAaHUN  TMOKa3aau  HEeOOJIbIIoe
YBEJIMYEHUE PHUCKAa pA3BUTHUS CYHULIHUJAIBHOTO TIOBEJACHHUS Yy TMAalUEHTOB, MOJy4YaBIINX
IIPOTUBOCYJOPOKHBIE Tpenaparbl. MexaHnu3M yBelWYeHHs prcka CyulH/ia y JaHHOW KaTeropuu
MAIMEHTOB HE yCTaHOBIIEH. Ha Bcex cTamusx jedeHus HeoOXOIUMO TIIATeIhbHOE HAOI0ICHUE

MaLMEHTOB, MMOJYYalOIIKX JIEYeHUe npenapaToM. [lanmeHTsl 1 METUIIMHCKUI TIEPCOHAIT TOJIKHBI
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OBITH MPEAYNPEXKICHBl O PUCKE BOSHUKHOBEHMSI CYWLIUJAIBHBIX MBICIEH M 3MU30/10B Ha (oHE
Tepanuu npenaparom Tpunenran®.

Llepmamonocuueckue peaxyuu

[Ipu mpuMeHeHuH npenapaTta TpuenTan® oueHb PEAKO COOOMIATOCH O PA3BUTUM CEPhE3HBIX
JIEPMATOJIOTHYECKUX peaKlMi, Takux Kak: cuHapoMm CrtuBeHca-J[)KOHCOHA, TOKCHYECKUUI
AMUJEPMaANbHBIN Hekponu3 (cuHiapoMm Jlaitemna), skccynaTuBHash MyJlbTH(OPMHAs SpHUTEMA.
[TariuenTamM C BBIMIEYKA3aHHBIMU JEPMATOJOTUYECKUMHU PEAKIMSAMH MOXKET MOTpeOOBaTHCS
FOCIUTAIN3ALMs B CBA3M C PAa3BUTHEM YIPOXKAKOUUX JKU3HU COCTOSIHUM; OYEHb PEIKO
BO3MOKHBI JIeTalbHble UCXObL. IIpy mpuMenenun npenapara Tpunentan® 1epMaToIoOrudecKue
peakuuu HaOTIOANMCh KaK y JETeH, TaK U y B3POCIBIX, U Pa3BUBAINCH B CpeaHeM uepe3 19
JHeW 1ocie Havyaja mpueMa rnpenapara. VIMEIoTcst OT/ie/IbHbIe COOOIIEHUS O CIIydasx peluuBa
CEpbE3HBIX KOXKHBIX peakiuil mpu BO300OHOBJIEHUU MpHeMa npenapara. [Ipu pa3BUTHU KOKHBIX
peakuuii Ha poHe MpUMeHeHus Tpenaparta Tpunentan® ciemyeT paccMOTPETh BOIIPOC 06 OTMEHE
npenapara U NpUMEHEHUH IPYTroro MPOTUBOAIUIICITHYECKOTO CPEICTBA.

Koppenayus ¢ HLA-B*1502

NMeercs 3HAUUTENIBHOE KOJIUYECTBO JTAHHBIX, MOATBEPKIAIOIINX POJIb AJUIEIEH 4EeTOBEYECKOTO
neiikonutapHoro antureHa (HLA) B pa3BUTHH CEphE3HBIX KOXHBIX PEaKIUH y TAlUEHTOB C
MPEAPACIONIOKEHHOCTBIO K TaKUM COCTOSHHUSAM. Y TIAMEHTOB KUTAaWCKOM M  TaMCKOU
HallMOHAJIBHOCTH MPOCIEKHUBATIACh YETKas CBSI3b MEXAy pa3BuTueM cunapoma CTUBEHCaA-
JlxoHcoHa u cuHapoma Jlaifenna mpu NMpUMEHEHHH KapOamasenuHa W HAJIMYHUEM B WX TEHOME
ajuienst  4eynoBeueckoro JiekornuTapHoro antureHa HLA-B*1502. M3-3a  cxoxectd B
XUMHUYECKON CTPYKType OKCKapOa3enuHa u kapOamas3ernuHa CyIIEeCTBYET BEPOSTHOCTh Pa3BUTHSA
cugapoma CruBeHca-J[>koHCOHa M cuHIpoMa Jlaliela y NanueHTOB C HAJIWYMEM B T'€HOME
amutenst HLA-B*1502, npuanMaronmumx okckapOa3enuH.

YacToTra BCTpe4aeMOCTH JAHHOTO AJUIENsl Y NallUEHTOB KUTACKON HAIIMOHAJIBHOCTH COCTABIISIET
2-12%, y Taiickoil — okos0 8%, cpeau HEKOTOpBIX Ipymn HaceiaeHuss PwmnnuH 1 Manaizun —
6onee 15%. Pactipoctpanennocts amutenst HLA-B*1502 B Kopee n Manun cocrasmnser 2% u 6%
COOTBETCTBEHHO. PacipocTpaHEHHOCTh JAHHOTO aJUIeNs Y JIMIl €BPONEOUIHOM, HETPOUIHOM pac,
y JIATHHOAMEPHUKAHIIEB, MHACHUIIEB U SATOHIEB He3HaunTeabHa (<1%).

YacToThl JaHHBIX ajulelied MPECTaBISAIOT MPOLEHT XPOMOCOM B ONpPEAEIEHHBIX MOIMYJISIUAX
HACEJIEHUs, KOTOPbIE HECYT aJljI€NIb. DTO O3HA4aeT, YTO MPOLEHT MALUEHTOB, HECYIIUX KOIIUIO
ajuleN, Mo KpahHeW Mepe B OJHOM M3 MX JIBYX XpPOMOCOM IOYTH B 2 pa3a BBIIIE YAaCTOTHI
BCTpeyaeMocTu ajuiensi. TakuM oOpa3oM, MPOLEHT MAlMeHTOB, KOTOPble MOTYT OKa3aThCs MOJ
yTPO30ii, MOUTH B 2 pa3a BbILIE PACIPOCTPAHEHHOCTH aJlIEEH.

Ilpu npumeHenun mnpenaparta Tpunentan® y Bo3MOXHBIX Hocuteneil amnens HLA-B*1502
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PEKOMEHIyeTCsl NMPOBOAUTh N€HOTUIMPOBAHHWE MO JAaHHOMY ajuiento. lIpumensats npemapar y
HOCHTEJIEN NaHHOTO aJIJIeNs CIEAYET TOJIbKO B TOM CIIy4ae, €CJIM 0’KUJaeMasi 110Jib3a OT Tepaluu
IIPEBBIIIACT BO3MOXKHBIN pUCK. Hannune maHHOro amiens y JIML KMTAWCKOM HAlMOHAJIbHOCTH,
INPUHUMAIOIINX JIpyTMe MPOTUBOANWIENTHUYECKUE IpernapaTbl, MpPHUEM KOTOPBIX TaKkKe
aCCOLIMUPYETCA C Pa3BUTUEM TSDKEIIBIX 1EPMATOJIOIMUYECKUX PEAKIUi, TOBBIIIAET PUCK PAa3BUTHSA
JMaHHOU maronorud. Y marnueHToB ¢ ameneM HLA-B*1502 neobxoaumo u3beraTh MpUMEHEHUS
IIpPEnapaToB, MNPUBOAALIMX K pa3BUTHIO cHHApoMa CruBeHca-/[PDKOHCOHA WM CHHIpPOMA
Jlalienna, mnpu BO3MOXKHOW 3aMEHE Ha ajbTepHATHBHBIE mnpenapatel. [IpoBenenue
resoTunupoBanus no amiemo HLA-B*1502 nepen mpuMeneHuem mpenapata Tpunenrtan® He
00513aTeNIbHO Y AlMEHTOB, IPUHAJIS)KAIINUM K MOMYJIALUAM C HU3KOW YacTOTOM BCTPEUaeMOCTH
JAHHOTO aJUiess, a TaKXKe y MalMEeHTOB, YK€ MOJIy4aloluX TEparuio JaHHBIM IpPEernapaToM,
MOCKOJIbKY TSDKEJIbIe KOJKHBIE PEaKIMK B OOJBIINHCTBE CIyYaeB OTMEYAIUChH B MEPBbIE MECSIIbI
nedeHus (BHe 3aBUCUMOCTH oT Haimuumst HLA-B*1502).

Koppenayus ¢ HLA-B*3101

Hanmnune annens HLA-A*3101 moxer ObITh (paKTOPOM pHCKA Pa3BUTHS TKEIBIX MOPasKEHHUH
koxu (cuaapom CruBeHca-J[koHcoHa, cuHIpoMm Jlaiiemra, JieKkapcTBEHHass ChIb C
303UHODUIMEH M CUCTEMHBIMU TIPOSIBICHUSMH, OCTPBIA TCHEPATU30BAHHBIA IK3aHTEMATO3HBIN
MYyCTYJIe3 U MATHUCTO-Y3€JIKOBas ChIIb) IPU IPUMEHEHUN KapOama3enuHa.

Yacrora Bctpewaemoctu amienss HLA-A*3101 rema MOXXeT OTIMYAThCA y Pa3sIHYHBIX
3THUYECKHX IpymIl: okoso 2-5% y Hacenenus EBponsl, okoso 10% - y snonues. Yactora amnens
cocraBisier MeHee 5% B HaceneHuum ABcrpanuu, Asun, Adpuku u CeBepHoil Amepuke,
UCKJIIOUEHHs] COCTaBSIIOT OoT 5% 10 12%. Yactota Gonee 15% ycTaHoBieHa y HEKOTOPBIX
sTHHYeckuX rpynn FOxnoit Amepuku (AprentuHa u bpasunus), KopeHHbIX xutesneil CeBepHoi
Awmepuku (uiemena Hasaxo u Cuy, B Mekcuke - Conopa Cepu), FOxuoit Uuauu (Tamun Hany),
n 10-15% cpenu apyrux KOpEHHBIX JKATEIEH JAHHBIX PETUOHOB.

YacToThl JaHHBIX aJljiesiel MPEACTaBISAI0T IPOLEHT XPOMOCOM B OIPENEICHHBIX MOIYJISALUAX
HACEJIEHUs, KOTOPbIE HECYT aJljIeNIb. DTO O3HA4aeT, YTO MPOLEHT MALUEHTOB, HECYIIUX KOIIUIO
ajuiensi, Mo KpaHel Mepe B OJHOM M3 HMX JABYX XPOMOCOM IOYTH B 2 pa3a BBIIIE YACTOTHI
BCTpeyaeMocTu ajuiensi. TakuM oOpa3oM, MPOLEHT MaleHTOB, KOTOPble MOTYT OKa3aThCs MOJ
yTPO30ii, TOUTH B 2 pa3a BBILIE YACTOTHI aJUIEIEH.

Her noctaTouHbIx OCHOBaHUU AJI PEKOMEHJALUMU IPOBEACHHSI T€HOTUIIMPOBAHUS 110 JAHHOMY
alJieNnio 'y TMAalMeHTOB Tepe] HadajoM Tepamuu okckapOazenuHoMm. [lanmeHnrtam, yxe
MoNyYalomUM  Tepanmuio npemapatoM Tpunmentan®, He peKOMEHIyeTcs IIpOBEICHHE
TeHOTHIIMPOBAHUS 110 JAaHHOMY aJUIENIO0, TOCKOJIbKY KOKHBIE pEakIii B OOJIBIIMHCTBE CIy4yacB

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

OpHako pe3ysbTaThl FEHOTUIIMPOBAHUS HE JIOJDKHBI BIUATH Ha CTENEHb KOHTPOJIS COCTOSHUS
MalMeHTa U HACTOPOKEHHOCTh Bpaua B OTHOLICHUU TSDKENBIX KOXHBIX PEaKUuid. Y MHOTHX
MAlEHTOB a3MATCKOT0 MPOUCXOKIAECHUS C MOJOKUTEIbHBIM PE3YyJbTaTOM I'€HOTUIIUPOBAHUS 110
atemto  HLA-B*1502 pa3BuTHS TSDKETBIX JIEPMATOJIOTHYECKUX COCTOSSHHH MOXKET He
IPOM30WTH, B TO BpeMs KakK peakuuu OyAyT 3aperMCTPHpPOBAHbI Y MAIMEHTOB 000
THUYECKON IMPHUHAJJIEKHOCTH C OTPULATEIbHBIM PE3YJIbTaTOM I'€HOTUIIMPOBAHUS IO JTaHHOMY
atento. CxokuM  00pa3oM  pa3BUTHE TSDKEIOW JEPMATOJIOTHYECKONW TMATOJOTUH MOXKET
MPOM30MTH Y TAIMEHTOB JTIO00H 3THHYECKOW MPUHAJUICKHOCTH Ha (hOHE TEparuy MperapaToMm,
TOT/1a KaK y MHOTHX MAIlMEHTOB C MOJIOKUTEIbHBIM PE3YJIbTATOM T'€HOTUIIMPOBAHUS IO AJUIEITIO
HLA-A*3101 na ¢oHe npuema npenapaTa TakKux peakiuii He OyIeT OTMEUYEHO.

He u3yuena posib MHBIX BO3MOXHBIX ()aKTOPOB B PAa3BUTHU U PACHPOCTPAHEHHOCTH YKa3aHHBIX
JIEpMaTOJIOTUYECKUX OCJOKHEHHMM, TAaKUX KakK J03a NPOTHBOSIUIECNTUYECKOTO Ipenapara,
CTENEHb IPUBEP)KEHHOCTH K JIEYEHHWIO, OJHOBPEMEHHO NPUMEHSEMBIE JIEKAPCTBEHHBIE
Ipenaparsl, CONYTCTBYIOIIAs IATOJOTHUS, CTENEHb JEpMaTOJOrndeckoro KoHTposs. Ilpu
npoBecHUN reHotunupoBanus no amieno HLA-B*1502 crmenyer otmaBaTh mpeamodTeHHe
METOJIMKE C BBICOKOM pa3pemiariieid crmocoOHOCThIO. TecT cunTaeTcs MOJIOKUTEIbHBIM, €CIU
oOHapykeH XOoTs Obl OIMH M3 ajlieNiel; OTpUIATEIbHBIM, €CIM HEe OOHApy>KEHO HH OJHOTO
amens. Tex jke peKOMEHJALUUN CIelyeT MPUAEPKUBATHCS IIPU MPOBEACHUN N€HOTUIIMPOBAHUS
no ayutento HLA-A*3101.

Hapywenue ¢pynkyuu neuenu

NmeroTcst coobuienns 00 0YeHb PEIKUX CIIydasX pa3BUTHUA T€MAaTHTA, KOTOPbIE B OOJBIINHCTBE
cilydaeB 0JaromnoyiyqyHo paspermminck. [Ipu mono3peHun Ha rematuT HE0OXO0AUMO PacCMOTPETh
BOMPOC 00 OTMEHE Mpenapara.

T'unomupeos

l'unotupeos sBisieTcss KpallHE pPEAKUM HEXEJaTelbHbIM  SBJICHHEM NIPU MNPUMEHEHUH
OKckabasernuHa. YUYUTHIBas BIMSHHE TOPMOHOB HIMTOBUIHOM jKeJe3bl Ha pa3BUTHE JAETeH, Y
JAHHOW KaTeropuu MalleHTOB, 0COOCHHO B BO3pacTe JI0 ABYX JIET, PEKOMEHIOBAHO OMPEIENIATh
KOHIIGHTPAllMI0 TOPMOHOB IIUTOBUIHOM >KeJie3bl JO Hadaja Tepalmuu IpenapaTroM, a Takke
KOHTPOJIMPOBATh TH MOKA3aTeIN BO BpeMs NpUMeHeHus npenapata Tputentan®.
Oonoepemennblii npuem nepopanbHuIX KOHMpayenmueos

[TanueHTKy C COXpaHEHHBIM pPENpPOAYKTUBHBIM IOTEHIMAIOM CIEAYEeT MNpPEeIylnpeinTb O
BO3MOXXHOM CHIDKEHUU 3(G(EKTUBHOCTH NEPOpPaIbHBIX KOHTPALENTHUBOB Ha (oHE Tepanuu
npenapaToM. JlaHHOM KaTeropuu MAlUeHTOK, MHOJydYaloluX IpenapaT Tpuienrtan®,

PEKOMEHIYETCs TOTIOJIHUTENIbHOE NMPHUMEHEHNE HETOPMOHAIBHBIX METO/I0B KOHTpALCIUHU (CM.
23/25



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

pa3zoen «llpumenenue npu bepemeHHOCMU U 8 NEPUOO 2PYOHO20 BCKAPMIAUBAHUSAY ).

Cunopom ommensi

Kak u mpu npumMeHeHHH IPYTHX MPOTHBOIMWICTITUYECKUX MPErnapaToB, ClieayeT H30erarb
PE3KOro TpeKpalleHusl Tepanuu ITpenapatoM Tpunenrtan® u3-3a pUCKa YBEIMYEHHsS YaCTOTBI
CYJOPOXHBIX TTPUIIAIKOB.

Jluma, IpUHMMAIONINE ANKOToidb HAa (hOHE Teparmuu mpenapartoM Tpuientan™, TOMKHBI OBITH

IPEIYPEXKAECHBI O BO3MOKHOM YCUJIICHUU CeIaTUBHOTO 3¢ dekra.

BJIWSIHUE HA CHOCOBHOCTb VIPABISATH TPAHCHOPTHBIMH CPEJACTBAMU W
MEXAHU3MAMU

B cBA3M C BO3MOKHOCTBIO pa3BuUTHA Ha (OHE NpUMeHeHHs npenaparta Tpumentan® Takux
SBJICHUHM, KaK TOJOBOKPY>KEHHE, COHJIUBOCTb, AaTaKCHs, [AWUIUIONHS, HEYETKOCTh 3pPEHHUS,
HapyILICHUsS 3pPEHUS, THIOHATPUEMHUS, U YTHETEHUE CO3HAHUS WM JIPYyTU€ HapyIIEHUs CO
CTOPOHBI LIEHTPAILHON HEPBHOM CHCTEMBI, OCOOCHHO B Hayase JICYCHUS WM BO BpeMs Mmoadopa
J03bl, TAIUMEHTaM CcleAyeT CcoOJIoAaTh OCTOPOKHOCTh NPU YIPABIEHUU TPAHCIOPTHHIMU
CpeacTBaMU WK paboTe ¢ MEXaHW3MaMHU B MEPHO]] IPUMEHEHUs IIperapara.

[Ipu mosiBNEeHWH ONMUCAHHBIX HEKENATENbHBIX SBJICHUN CIEAYET BO3ACP>KAThCA OT BBIITOJHEHUS

YKa3aHHbIX BUAOB ACATCIBHOCTH.

®OPMA BBIIIYCKA
TabneTku MOKPHITHIE TUIEHOYHOH 00omoukoi, 150 mr, 300 mr, 600 mr.
ITo 10 Tabnerox B Gimcrep u3 IIBX/TIS/TIBAX u amoMuHIEBOH (OIBIH.

ITo 1, 2, 3, 5 GnUCTEpOB BMECTE C MHCTPYKIHUEH 110 TPUMEHEHHUIO B KAPTOHHYIO MMAUKY.

Yci10BUSI XPAHEHU S
[Ipu remneparype He Bbie 30°C.

[Ipenapar crnemyer XpaHUTh B HEAOCTYITHOM ISl IETEH MecCTe.
CPOK IrOJHOCTHU
3 roxa.

He IMPHUMCEHATH 11O UCTCYCHUHU CpOKa 'OAHOCTH.

YcCJaoBUs OTIIYCKA

OTIycK 1o petenry.

24725



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

HAMMEHOBAHHUE W AJIPEC IOPHJIAYECKOI'O JIMIIA, HA HMS KOTOPOT'O BBIJAHO
PETMCTPALIMOHHOE YJIOCTOBEPEHUE
Homaptuc ®@apma AI, Jluxtmrpacce 35, 4056 bazens, Llseitapus / Novartis Pharma AG,
Lichtstrasse 35, 4056 Basel, Switzerland

ITPOU3BOIUTEJD

HoBaptuc ®apma C.n.A., Bua IIpoBunumane Ckuro, 131 - 80058 Toppe AHHyHIMaTa
(Heammonp), Wtamust / Novartis Farma S.p.A., Via Provinciale Schito 131 - 80058 Torre
Annunziata (NA), Italy

[MOAYYUTh JOMNOJHUTEJIBHYIO MH®OPMAIIMIO O TPEMNAPATE, A TAKXE HAINPABUTH
INPETEH3UU U UHOPOPMALIMIO O HEXEJIATEJBHBIX ABJEHHUAX MOXHO IO CJIEAYIOILEMY
AJIPECY B Poccun:

00O «HoBaptuc ®apmar»

125315, r. MockBa, Jlenunrpaackuii mpocnekt, gom 70

ten.  (495)967 1270

dakc (495) 967 12 68

www.novartis.ru
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