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NMHCTPYKLMA
1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

TPUIENTAJ®

PEruCTPAIIMOHHBIN HOMEP: IT N015745/01

TOPrOBOE HAUMEHOBAHME: Tpunentan®

MEXIYHAPOJHOE HEHATEHTOBAHHOE HAUMEHOBAHUE (MHH): okckapOazenux
JIEKAPCTBEHHASI ®OPMA: CyCIICH3Us Ul [IPUEMA BHYTPb

COCTAB:

1 M cycmeH3uM Al MpHeMa BHYTPh COJEPXKUT: JEHCTBYIOIIEE BELIECTBO: OKCKapOaszenuH
60,00 mr, a Takke BCIIOMOTaTeNIbHbIE BEIIECTBA: BOJA OUHILEHHAs, COPOUTOJ, POMUICHIIHKOIIb,
LEJUII0NI03a JUcHeprupyemMasi (MUKpPOKPUCTAIIMYECKAsT LEUII0JI03a W KapMeiio3a HaTpus),
acKopOMHOBas KHUCJIOTA, apoMaTu3aTop CIIMBOBO-JTMMOHHBIN JKEIIThIN 39K020,
MeTHIINaparupokcu0eH30aT, MaKporoia creapaT, HaTpUsl caxapuHaT, cOpOMHOBas KHCIOTa,
MIPOITIJITIAparuIPOKCUOEH30aT.

OINUCAHUE:

Ot moutH 6enoro A0 cnabo KOPUYHEBOTO MU ¢1ab0 KpaCHOTO LIBETa CYCIEH3Us C (PPYKTOBBIM
3amaxom.

DAPMAKOTEPAIIEBTUYECKAS TPYIIIA: IPOTUBO3MUICITHYECKOE CPEACTBO.

ATX xox: NO3AFO02.

DAPMAKOJOIMYECKUE CBOMCTBA

Mexanusm oeiicmeusn

dapmakosIoruyeckas akTUBHOCTb mpenaparta Tpunentan® (okckapOasemnuHa) oOycloBieHa, B
MIEPBYIO OYePeb, ICHCTBUEM €T0 METa00IMTa — MOHOTUApOKcuripousBogHoro (MI'TI). Mexanusm
nemcTBus okckapb6aszenuna u ero MI'TI cBs3aH, B OCHOBHOM, C 0JI0Ka10¥ TOTEHITHAI-3aBUCUMBIX
HATPUEBBIX KaHAJIOB, YTO MPUBOAMUT K CTAOMIM3AIMHU MEepeBO30YKICHHBIX MEMOpaH HEHPOHOB,
WHTUOMPOBAHUIO BO3HUKHOBEHUS CEPUIHBIX HEHPOHANBHBIX PAa3pAOB U  CHIDKEHUIO
CHHANTUYECKOT0 TPOBEICHUS UMITYJIbCOB.

Peanuzamuu nmpoTUBOCYNOPOKHOTO JCHCTBUSL TIperapara MOKET TakKe CIOCOOCTBOBATH
MOBBIILICHUE TIPOBOJUMOCTH HOHOB KaJIUsl U MOTYJISILIUS BBICOKOITOPOTOBBIX KAJIBIIMEBBIX KAHAJIOB.
He orMeueHo 3HAUMMOro B3aUMMOJEWUCTBUS C HEHPOMEIMATOPAaMH WIH MOIYJISATOPHBIMHU

y4acTKaMH PELIENTOPOB.
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Dapmakoounamuka

B skcrepuMeHTaIbHBIX HMCCIEIOBAHUAX Y KUBOTHBIX IMOKa3aHO, 4TO OKckapOazenun u MI'TI
00J1a/1a10T BBIPAKEHHBIM MPOTUBOCYOPOKHBIM JEHCTBHEM. Y TPBI3YHOB MPOJIEMOHCTPHUPOBaHA
3P PEKTUBHOCTH PU I€HEPANTU30BAHHBIX TOHUKO-KIIOHHYECKHUX CyI0OpOraxX M B MEHBIIEH CTENCHH
— MPHU KIIOHMYECKHUX CYAOPOTax; Y MaKaK-pe3yCoB C ATFOMHUHUEBBIMU MMILIAHTATAMH OTMEYEHO
KyIUpOBaHHWE WM YMEHbIIEHHWE 4YacTOThl Pa3BUTUS XPOHMUYECKUX PEUUAUBUPYIOLINX
napluuaIbHBIX CyAOpOr. Y MBIIIEH U KPbIC HE OTMEYEHO Pa3BUTUE TOJIEPAHTHOCTH (TO €CTh
ocnalieHus: IPOTUBOCYOPOKHON aKTUBHOCTH) TP €KEHEBHOM MTPUMEHEHHH OKCKapOa3enHa
u MI'TI B Teuenue 5 qHel unu 4 HeeIb COOTBETCTBEHHO.

Knunuuecxas s¢pgpexmuenocmeo

D¢pdexTuBHOCT,  Tpemapata  Tpuientan® npM  SHMIENTHYECKUMX — NPHUCTYNax  ObLia
IPOIEMOHCTPUPOBAHA KaK B MOHOTEPAIHH, TaK U B COCTaBe KOMOWHUPOBAHHOM Teparuu y IeTei
U B3POCIIBIX.

[penapar Tpunentan® MoxeT NPUMEHATHCS KaK 3aMeHa JPYIHX IMPOTHBOIMIENTHYECKUX
CpPeICTB B TeX ClydYasX, KOrja TMpH TNPUMEHEHHUH TOCIEAHUX HEe JOCTUraercs
YIOBJIETBOPUTEILHOTO TEPATIEBTUUYECKOTO OTBETA.

DapmakoKkunemuka

Bcacvieanue

[Tocne mpuema BHYTph B TabiieTUpoBaHHON (opme win B (opMe CyCHeH3MH OKCKapOa3enuH
OBICTPO M MPAKTHUUYECKU MOTHOCTHIO (>95%) BcachiBaeTcs B KEIyAOYHO-KUIICYHOM TPAKTE U B
3HAYUTEIBHON CTENEeHH MeTadoJM3upyercss ¢ oOpa3oBaHueM (apMaKOJIOTUYECKH AKTUBHOTO
Metaboinuta - 10-monoruapokcunpousBoanoro (MITI). [Tocne omHOKpaTHOTO MpUEeMa penapara
TpunenTtan® HaTomak B TabneTHpoBaHHOH (opme B 103e 600 MI' y 370pOBBIX JOOPOBOJIBIIEE
MY>KCKOT0 TIoJia cpeaHsisi MakcumanbHas KoHeHTpaius MI'TI B mnazme kpoBu (Cmax) cOcTaBsieT
31,5 MKMOIIB/11, cpeiHee MakcuManbHoe BpeMst ee 1oCTHKEeHUS (Tmax) - OK0JIO 5 yacos.

Iocne ofHOKpaTHOro mpueMa mpenapara TpuienTtan® HaTomak B (opMe CyCHEH3HH B
no3e 600 Mr y 30pOBBIX T0OPOBOJIBIEB MYKCKOTO TT0J1a Cmax MI'TI B m1a3me KpoBU COCTABISIET
24,9 MxkMOnb/1, Tmax - OKoJI0O 6 uyacoB. TaOneTku W CycHeH3Hsl OKCKapOas3enuHa Ul mpueMa
BHYTpb OHOSKBMBAJICHTHBI, IIOCKOJBKY CpeJHee TreoMeTpuueckoe OTHOImEeHHE Cmax B
PaBHOBECHOM COCTOSHMM K TUIOIIAAM IO (PapMaKOKMHETHYECKOW KPUBOH «KOHIICHTPALIUS-
BpeMs»» (AUC) MI'TI npu npuMeHEeHUH OJJHOKpaTHOM 103bI ObuTO B auana3one ot 0,85 mo 1,06
(90% noBepuTeNbHBIN HHTEPBAI).

HpI/IeM MU HC BJIIMACT Ha CKOPOCTDh U CTCIICHDb BCACBIBAHU A 01<c1<ap6aseHI/IHa.
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Pacnpeoenenue

Kaxymuiica o6bem pacnipenenenuss MI'TI cocrasmnsier 49 nutpos. [Ipubnusurensuo 40% MITI
CBA3BIBAaETCA C OenKkamMH IUIa3Mbl KPOBH, B OCHOBHOM C albOyMHHOM. B TepameBTHUECKOM
JMarna30He CTETNEeHb CBA3BIBAHUS HE 3aBHCHT OT KOHIICHTpAIlMM OKCKapOa3emuHa B CHIBOPOTKE
kpoBu. Oxckap6azen 1 MI'TI He cBsI3bIBalOTCS C abda- 1 -KUCIBIM TITHUKOIIPOTEHHOM.
Okxkckap6azenun u MI'TI npoHukaroT yepes remMaroruialieHTapHbli 6apbep. B onHOM ciyyae Obuin
3apEruCTPUPOBAHbI CXOAHBIE 3HaUeHUs KoHUeHTpauuu MI'TI B murazme KpoBH y HOBOPOKJIEHHOTO
pebeHKa U ero MaTepHu.

B dapmakoknHEeTHYECKUX HMCCIEIOBAaHUSAX MOKA3aHO, YTO B IUIa3Me KpoBH ompenensercs 2%
HeU3MeHeHHOoro okckapbazenuHa u 70% MI'TI; octanbHas 4acTh NPUXOAMTCS HAa BTOPUYHBIC
MEeTa0O0JIUTHI, OBICTPO BHIBOISIIMECS M3 TUTa3Mbl KpoBH. PaBHOBecHbie koHIeHTpammu MITI B
T1a3Me KpOBM JOCTHIaloTCsa Ha 2-3 CyTKM mpu npueme npenapara Tpunentan® 2 pasza B CyTKH.
Memabonusm

Oxkckap0Oa3zernuH OBICTPO META0OTM3UPYETCS ITUTO30IBHBIMU (PEpMEHTAMHU TICUEHH 70 AKTHBHOTO
merabomura MI'TI, kotopsiii oOycnmaBnuBaeT ¢apmakonorudeckuid 3 dext mnpemnapara. MITI
MOJBEpPraeTcsl AaJbHEUIECH KOHBIOTAIMU C TJIIOKYPOHOBOM KkHcioTod. HesHauntenbHOE
komuectBo MITI (oxomo 4% 103b1) OKHCISIOTCA ¢ 00Opa30oBaHMEM HEAKTHBHOTO MeTaboiuTa
(10, 11-guruapoxcunpoussoaHoe, JAT'TI).

B paBHOBecHOM cocTostHIH (hapMakOKuHeTHIecKue apaMeTpsl MI'TI THHEHHBI U 10303aBUCHMBI
B Mana3zoHe cyTo4yHbIX 103 300 - 2400 mr.

Buviseoenue

Oxkckap0a3ernuH BRIBOJUTCS M3 OPTaHU3Ma B OCHOBHOM B BUJIE META0OJIUTOB, IPEUMYIIIECTBEHHO
rnmoukamu. bonee 95% 10361 BHEIBOJMTCSA IIOYKAMH B BHAC MeTa0o0IMTOB, MeHee 1% - B
Hen3MeHeHHOM BHjie. Oko0110 4% /10361 BBIBOAUTCS Yepe3 kuieuHuk. [Tpudnusutensro 80% 10361
BbIBouTCs B Buae MI'TI kak B Buze rimokypoHunoB (49%), Tak u B Buge HemaMmeHeHHoro MI'TI
(27%); neaxrusnsbiii JI'TI cocraBiser okono 3%, KOHBIOTaThl OKCKapOa3enuHa — okono 13% or
JTO3BL.

Oxkckap6azenuH OBICTPO BBIBOJUTCS W3 IUIA3Mbl KPOBH, KaXKyIIMHCS MEPUO] MOJyBBIBEICHUS
coctaBmnsieT 1,3 — 2,3 yaca. B otnuune oT okckapOa3enuHa, KaxXylIIuiics Iepruo/l MoTyBbIBEICHUS
MITI cocrasnsiet B cpenneM 9,3+1,8 yaca.

DapmakoOKUHemuKa y OmoeibHbulX epynn nayueHmos

Iayuenmul ¢ Hapywenusmu hyHKyuu neyeHu

dapMaKOKHHETUYECKUE TMapaMeTpbl u MeTabonu3Mm okckapOazennHa u  MITI  mocne

OJTHOKPATHOTO TNpuemMa BHYTpPh B J03¢ 900 Mr OIleHHMBaIM y 3J0POBBIX JOOPOBOJBIEB U Y
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NAIMEHTOB ¢ HapyIeHUs MU pyHKIMK nedeHu. Hapymenus QyHKIuYM nedeHu Jerkoi u cpegHei
CTCTICHH TSDKECTH HE BIHSIIOT Ha (hapMaKOKMHETHUYECKUE MapaMeTphl okckapOasernuHa u MITTL
®apMaKOKMHETHKA [TPH HApYIIEHUAX (PYHKINY NEYSHU TSAKEJIO CTEeleHU He U3yUeHa.
Tayuenmsi ¢ HapyweHuaAMU YHKYUU NOYEK

CymecTByeT NMHEWHas 3aBUCUMOCTh nodyeuHoro kinupenca MI'TI ot knupeHca kpeaTuHuHa. Y
NAalMEeHTOB C HapyHICHWsSMH (QYHKOIMK TodeK (KiaupeHc kpeaTmHmHa <30 MII/MHH) TOCie
onHokpatHoro npuema 300 Mr okckapOazenuHa nepuoy nonyssiBenenus MI'TI yBenumanBaeTcst Ha
60-90% (mo 16-19 vacos), a AUC yBenuuuBaetcs B 2 pasa.

Jlemu

Knupenc MI'TI, ckoppeKTUpOBaHHBIA MO MAcCe€ TeJla, CHUKAETCS y JETE C yBEIUYECHHEM
BO3pacTa W Macchl Tesa, NpUOMKasch K KIMpPEHCY Yy B3pocibiX. CpeaHuii KIUpeHc,
CKOPPEKTUPOBaHHBIN IO Macce Tefa, y IeTel B Bo3pacTe oT 1 Mecana 1o 4 net B cpeaHeM Ha 93%
BBIIIIE, YeM Yy B3pocibiX. Takum oOpazom, mpeamonaraercs, yro AUC MI'TI y pereit srtoii
BO3pAacTHOM IpyIIbl OyeT B 2 pa3a MEHbILIE TAKOBOW y B3POCIIbIX IPU MPUMEHEHUN OJJUHAKOBBIX
1103 (TIpU KOPPEKINH 1Mo Macce Tena). CpelHui KIUPEeHC, CKOPPEKTUPOBAHHBIN IO Macce Tena, y
nered B Bo3pacte oT 4 1o 12 ner B cpegnem Ha 43% Bble, ueM y B3pociaslX. [Ipenmnonaraemas
AUC MITI y gereit 3T0il BO3pacTHOM IpymIibl cOCTaBisieT 2/3 OT TakOBOH Y B3pOCIBIX IMPH
IIPUMEHEHNHU OJIMHAKOBBIX 7103 (MIpU KOppeKLMy 1o Macce Tena). [Ipeanonaraercs, uto y Aerei B
Bozpacte OT 13 7er u crapuie 3a cyeT YyBeIMYeHUs Maccel Tena kiaupeHc MITIL,
CKOPPEKTUPOBAHHBIN 110 Macce Tena, COOTBeTCTBYeT kiupeHcy MI'TI y B3pocibix.

bepemennvie nayuenmru

Bo Bpems OepeMeHHOCTH B OpraHu3Me MPOUCXOAUT Pl PU3HOIOTHIECKUX U3MEHEHUH, KOTOpbIe
MOTYT IPUBOJUTH K MIOCTENEHHOMY CHUKEHMIO ypoBHS MI'TI B mma3zmMe KpoBH B 3TOT NEPUOL (CM.
pa3zoen «lIpumenenue npu bepemeHHOCmuU U 8 NePUOO 2PYOHO20 BCKAPMIAUBAHUAY ).

Toocunvie nayuenmoi

IMocne npuema mnpemapara Tpumenrtan®

onHokpatHo (B go3e 300 mr) u mnoBTOpHO (B
no3e 600 mMr/cyT) y moKWIBIX 10OpoBobIeB B Bo3pacte 60-82 meT Cmax 1 3HaueHUs AUC mis
MI'TI 6b11n Ha 30-60% BbILIIE, IO CPABHEHUIO C TEMU e TOKa3aTEIIMH Y MOJIOJABIX T00pOBOJIBIIEB
(18-32 7eT), 4To CBSI3aHO ¢ BO3PACTHBIM YMEHBIIIEHUEM KIMPEHCAa KpeaTHHUHA.

Lon

He ormedeno xakux-mubo pa3inuuuii B (apMaKOKMHETUYECKHX MapamMeTpax B 3aBUCHMOCTH OT

Imojia B ACTCKOM, B3pOCJIOM WJIM ITOKHUIJIOM BO3pacTe.

ITOKA3AHWA K MPUMEHEHUIO
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o [IpocThie, ciOXHBIE MapUUaIbHbIE AHWICNTUYECKUE TMPUCTYNbBI, C BTOPUYHOM
reHepanu3anueil unu 6e3 Hee y B3pOCibIX U JETei B Bo3pacTe OT 1 Mecsia u crapiie.
o ['eHepav30BaHHbIE TOHUKO-KIOHUYECKHE JMHJIECNTHYECKHE MPUCTYIBI Y B3POCIBIX M

JeTel B Bo3pacte OT 1 Mecsiia u crapiie.

ITPOTUBONIOKA3AHUA

. [oBblmIeHHast YyBCTBUTENBHOCTh K OKCKapOa3enuuy WM JIIOOBIM IPYTMM KOMITOHEHTaM
npenapara.

. [loBbIlIEHHAs YyBCTBUTENBHOCTD K CIUKAPOA3EIUHY.

. Hetckuii Bo3pacT 1o 1 mecsia.

C OCTOPOXXHOCTHIO

Crnemyer ¢ OCTOPOKHOCTBIO HPHUMEHSTh Ipemapar y NalMeHTOB C  HM3BECTHOU
THIIEPUYBCTBUTEIBHOCTEIO K KapOamas3enuHy, Tak Kak y OJTOW TpyHmbl MAIHEHTOB
npubmusutensHo B 25-30%  ciaydaeB  BO3MOXKHO — Pa3BUTHE  PEAKUUH  MOBBIIICHHOW
YyBCTBUTENIFHOCTH K OKCKapOaszenmwHy. Y TMAIMEeHTOB 0Oe3 aHAMHECTHYECKMX YKa3aHUH Ha
THIIEPYYBCTBUTEIFHOCTD K KapOaMa3emnuHy, TakKe BO3MOXKHO Pa3BUTHE PEaKIMi TOBBIIICHHON
YyBCTBUTEIFHOCTH Ha MpenapaT, BKIII0Yast MOJMOpPTaHHbIe HAPYICHHUS.

[Mpumenenue npenapata Tpunentan® y NallMeHTOB ¢ HAPYIIEHUAMU (QYHKIUHU TEYEHH TIKeIIOM
CTEIICHN HE U3Y4aJI0Ch, TI0O9TOMY HEOOXOIMMO MPUMEHSTh Ipenapar y 3Toi KaTerOpuy NalueHTOB

C OCTOPOIKHOCTBIO.

ITPUMEHEHUWE TP BEPEMEHHOCTH U B IEPHO/I T'PYJTHOI'O BCKAPMJIMBAHUA
bepemennocmo

Pezrome puckos

JleTy manueHTOoK C 3MWICIICUEN Yale APYyTUX IPEeapacoNOkKeHbl K BOSHUKHOBEHUIO HAPYILICHUM
pa3BUTHSA, B TOM YHCJIE BPOKIECHHBIX IIOPOKOB.

HaunOonee 4yacThIMM NOpPOKAMM pa3BUTHs Yy J€Tei, MaTepu KOTOPHIX MOJIydald TEPaIuio
OKCKap0a3enuHOM BO BpeMsi OEpeMEHHOCTH, ObUIH: Je(eKT MEXMNpPEeACEepIHON NeperopoyikH,
ne(eKT mpeacepaHO-KelyI0YKOBOU MeperopoIKy, paciienHa TBepIoro Heba u BepxHeil ryobl,
cunapoMm JlayHa, Aucruiasusi Ta300€ApEHHOro cycTaBa (Kak OJHO-, TaK M JBYCTOPOHHSI),
TyOEepO3HBII CKJIEPO3 U MIOPOKU PAa3BUTHUS yXa.

ITo nannbsiM CeBepoameprkaHckoro peructpa 6epemenHsix u peructpa EURAP (EBponeiickuii u

MEXYHAPOJHBIM PErucTp MPUMEHEHHUS TPOTUBOINMICHTUYECKUX CPENICTB MPU OEpEeMEHHOCTH),
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pacIpoCTpaHEHHOCTh TPYOBIX MOPOKOB PAa3BUTHS, OTHOCSIIUXCS K CTPYKTYPHBIM aHOMAJHSIM,
TPEOYIOIMM  XUPYPTrUYECKOM, MEIMKAMEHTO3HOW WJIM  KOCMETHYECKON  KOPPEKIIHH,
TUAarHOCTUPOBAHHBIX B TeueHHWe 12 Hemenp Tmocie pokaeHus, coctaBmsiia 2,2% (95%
JoBepUTENbHBIN HHTEpBai oT 0,6 10 5,5), a mpu olieHKe yepe3 1 roj mocie poKIeHHUs COCTaBUIa
3,0% (95% noBeputenbHbIil uHTEpBaNT OT 1,4 1m0 5,4) COOTBETCTBEHHO Cpein OCpEeMEHHBIX,
NPUHUMABIINX B TIEPBOM TPUMECTpPE OKCKapOaszenmuH B MoHoTepanuu. [lo cpaBHeHHIO ¢
OepeMEHHBIMM, HE TOJYYaBUIMMH TEpaluio KaKUMHU-THOO0 MPOTHUBOSMUICNITUYECKUMU
npenapaTaMu BO BpeMsi OEpEMEHHOCTH, OTHOCUTENBHBIM PUCK Pa3BUTHs MOPOKOB Pa3BUTHS Y
nereit cocraBui 1,6% c noBepuTeabHbIM HHTEpBaIOM 95% ot 0,46 1o 5,7.

Jannbie 0 OEpeMEHHBIX JKEHIMHAX C JIWICTICUEH, TMOJydYalolnX OKCKapOa3enuH, W
HEPOXKJICHHBIX JIETAX, MOABEPraBIINXCS BO3ACUCTBUIO OKCKapOa3enuHa BO BpeMsi 0epeMEeHHOCTH,
OCTalOTCA HEOJHO3HAYHbIMU. OJHAKO HEJb3sl MOJHOCTHIO HMCKIIOYUTh PUCK NOTEHIHAIbHOU
TEPATOT€HHOCTHU U HapyUICHUHN pa3BUTHS HEPBHOW CUCTEMBI.

Knunuuecxkue pexomenoayuu

Ecnu manuentka miaHupyer OepeMEHHOCTh WM OepeMEHHOCTh JAMAarHOCTHPOBAaHA BO BpeMs
NPUMEHEHUsl Mpernapara, a TAaKKe NpPU BO3HUKHOBEHMH BOIIPOCA O MPHUMEHEHUM Ipemnapara

Tpunenran®

B IepHoj OEpeMEHHOCTH HEOOXOIMMO TIIATENBHO COIMOCTABUTh OKUAAEMBbIE
NpeuMyliecTBa TEpalnud U BO3MOXKHBIM PUCK HApPYUICHUH pa3BUTHs IUIOAA, OCOOCHHO B |
TpuUMecTpe OEpEMEHHOCTH.

ITpu 6epemeHHOCTH ClieAyeT MPUMEHATh MUHUMAaIIbHBIE 3(D(pEeKTUBHBIE O3B! Ipenapara.

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

BeposTHOCTD BpOXKAECHHBIX AHOMANUN Yy JAETeW KEHILUWH, MOJIy4YaBIIMX KOMOWHHPOBAHHYIO
TEpaIIo, BBIIIE, UEM Y TEX, KTO M0JIy4al MOHOTEPAIIHIO.

[TanmenTka NOKHA OBITH NPEAYNpPEXkAE€HA O BO3MOXKHBIX HApYIICHUSX Ppa3BUTHUS IUIOA U
HE0OXOIMMOCTH MPOBEJICHNUS aHTEHATAILHON IUAarHOCTUKH.

Bo Bpems OepemMeHHOCTH HE CleAyeT mpepbiBaTh 3((EKTUBHOE MPOTUBOIMUICTITHICCKOE
JeyeHue, IOCKOJIbKY IPOrpecCCHpOBaHUE 3a00J€BaHUSA MOXKET OKa3blBaThb OTPHULATEIBHOE
BJIMSIHUE HAa MaTh U IUIOJ.

Konmpons u npogpunaxmuxa

W3BectHO, 4YTO BO BpeMs OCEpEeMEHHOCTH pa3BUBaeTCs AePUIUT (OIMEBOH KHUCIOTHI.
[TpoTHBOANMIENTHYECKHE CPEICTBA MOTYT YCHIIMBATh 3TOT AC(QULUT, IPEACTABISAIOMMUN OIHY U3

BO3MOJHBIX IMPUYNH HapymeHI/Iﬁ pa3BUTHA IJIOJA, ITOOTOMY PCKOMCHAYCTCS JIOTIOJIHUTEIIbHBIN

IpUeM MpenapaToB (GOIUEBON KUCIOTHI.
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[Ipn mnpumeHeHWH TmpemapaTa BO BpeMs OEPEeMEHHOCTH HEOOXOIWMO YYHUTHIBATh, YTO
(bU3HOTOTUYECKHEe U3MEHEHHUS, IPOUCXOIAIINE B OPTaHU3ME B ATOT MEPUO, MOTYT IIPUBOJIUTH K
MOCTENICHHOMY CHIDKCHHIO YpOBHsI 10-MOHOTHIPOKCUIIPOU3BOAHOTO OKcKapOaszernuua (MI'TI) B
wiasMe KpoBW. [l JOCTHKEHHS MaKCUMAIbHOTO KOHTPOJISI CHMIITOMOB 3a00JeBaHHs Y
OepeMEeHHBIX HE00XO0AUMO PEryJISIPHO OLICHUBATH KIIMHUUECKUI A PEeKT mpenapaTa u onpeieisiTh
KoHUeHTpauuo MI'TI B mma3me KpoBH.

Onpenenennie ypoHs MI'TI B m1a3Me KpoBH Tak:Ke peKOMEHIyETCsl IPOBOJIUTH B MTOCIEPOI0BOM
nepuozie, 0COOEHHO B CiIydae, eCJii BO BpeMsi 0EpeMEHHOCTH J103a Mpernapara Oblia MOBBIIICHA.
Hoeopooicoennvie

Nmetrotest cooOIIeHuss 0 TOM, 4TO MMPUMEHEHHE TIPOTHBOAMICTITUICCKUX MTPEIIapaToB BO BpeMs
OepeMEHHOCTH MOXET MPUBOJUTH K PA3BUTUIO TOBBIIIEHHON  KPOBOTOYMBOCTH Y
HOBOPOXJCHHBIX. B KauecTBe Mepbl IPEIOCTOPOKHOCTH PEKOMEHTyETCSl IPUMEHEHUE BUTAMUHA
K1 B mocnenHue HeCKOIbKO Helellb OepEMEHHOCTH, a TAK)KE Y HOBOPOXKICHHBIX, MATEPH KOTOPHIX
NOJTy4au OKcKapOa3enuH.

Oxkckapb6a3zenun 1 MI'TI npoHukaroT yepes mianeHTapHbli 6apsep.

Jlannvle 0OKIUHUYECKUX UCCIe008aHUL

B cTrangapTHBIX TOKCUKOJIOTUYECKUX UCCIEIOBAHUAX Y TPHI3YHOB U KPOJIMKOB IPU PUMEHEHHUH
B J103aX, TOKCHUYHBIX IS MAaTEPUHCKOTO OpPTaHW3Ma, BBISBICHBI Takue 3PQEKThI, KaKk pOCT
aMOpHoGEeTaTbHONH CMEPTHOCTH H/HITH HEKOTOPOE OTCTAaBAaHHUE aHTEe- U TIOCTHATAIBHOTO Pa3BUTHS
MOTOMCTBa. B OTHOM W3 BOCHMHU HCCIEIOBaHHK SMOpHOQETaTbHONM TOKCHYHOCTH OTMEYECHO
YBEJIMUYEHUE YaCTOTHI TOPOKOB Pa3BUTHS OTOMCTBA Y KpBIC MPH MPUMEHEHUH OKCKapOa3emnHa
iy MI'TI B n103ax, TOKCUYHBIX [JI1 MATEPUHCKOIO Opraiu3mMa. B 11e110M 1aHHbIE UCCIIEI0BAaHUN Y
KUBOTHBIX CBHUJETEIbCTBYIOT O MaJlOM TEpAaTOTEHHOM IOTEHIMalle OKCKapOa3zenmuHa NpU
MIPUMEHEHUH B J103aX, IPUMEHAEMBIX y uenaoBeka. OIHAKO, JaHHBIX UCCIIETOBAHNUN HEOCTATOYHO
JUTSI TIOJTHOTO MICKJTFOUEHHUS TEPATOTeHHOTO0 3 dekTa.

I'pyonoe éckapmnusanue

Pestome puckos

Oxkckap6azenua u MI'TI BeigensitoTes ¢ TpyAHBIM MOJIOKOM. OTpaHWYEHHBIC TaHHBIC YKA3bIBAIOT
Ha TO, uTo KoHHeHTpauuss MI'Tl B mnmasme KpoBH MIaACHIEB, HAXOASAIIMXCA HA TPyIHOM
BCKapMJIMBaHUM, cocTaBisgeT A0 5 % koHueHtpauuu MITI B mmasme kpoBu matepu. Xots
BO3/ICIICTBUE KaKETCS HU3KUM, HEJIb3d HCKIIOYAThb PUCK Ui MiajaeHua. Takum oOpas3om,
pelieHre o MpoJOKEeHUH IPyAHOT0 BCKapMIIMBAHUS MTPU IPUMEHEHUH OKCKapOa3enuHa cienyeT
MPUHUMATh HA OCHOBAaHUM MPEUMYIIECTB IPYJHOTO BCKAPMIIMBAHUSA M MOTEHIMAIBHOTO PHUCKa

no0o4HbIX APGeKToB y MianeHua. Eciu peGeHOK HaxXxoOuTcs Ha TPYAHOM BCKapMIIMBAaHHH,

71725



NPI v5 approved on 26/02-2025
Includes CDS v3.1 - 2024-PSBGLC-1425-¢

ciefyeT HaOMIoJaTh 3a HEXeNaTeNbHBIMU SBICHHSIMM, TaKMMHU KaK COHJIMBOCTh M IUIOXas
npubaBKa B Bece.

Ilpumenenue y oemeti 6 so3pacme 0o 1 mecaya

Her nmannpIX 0 Oe3zomacHocTH M 3((EKTUBHOCTHM NPUMEHEHHs OKCKapOaszenmuHa y JeTei B
BO3pacte 10 | mecdua.

Bnuanue na gpepmunvnocmso

Het nanHbIX 0 BIMAHUY IIpenaparta Ha (pepTUIBLHOCTD y YeloBeKa. B uccinenoBaHusX y )KUBOTHBIX
HE BBIABIICHO BO3JeicTBUs okckapOaszenuHa u MI'TI Ha pepTunbHOCTB Yy 0cobeit 06oux mosioB B
cyTouHbIX 0o3ax 150 u 450 mr/kr coorBeTcTBeHHO. [Ipy npuMeneHnn MakcuManbHbIX 703 MITI
y C€aMOK, OJHAKO, OTMEYaJIOCh HapyLIEHHE JCTPAJIbHOIO IMKJIA, CHHKEHUE KOJUYECTBA
JIOTEUHOBBIX TEJI, CHUKEHHE KOJIMYECTBA UMIUIAHTALIMM U YNCIIa )KUBBIX SMOPHOHOB.
Konmpayenyus

[TanmenTKkaM ¢ COXpaHEHHBIM PENPOAYKTUBHBIM MOTEHIIMAJIOM CIEAYET NPUMEHSITh HalEKHbIE
METOJbl ~ KOHTpAlENUUMUd BO BpeMs Tepamuud  OKCKapOa3emuHOM  (NMPEANOYTUTEIHHO
HErOpMOHAJIbHbIE, HallpUMEpP BHYTPUMATOYHBIE KOHTPALENTUBHBIE CPEACTBA), MOCKOIBbKY IpPH
OJTHOBPEMEHHOM INPUMEHEHUH C TOPMOHAIbHBIMM  KOHTPALENTHBAMHU, COJEPKALIMMHU
STUHUICTPANOI WIH JIEBOHOPrecTpel, 3(h(heKTUBHOCTh TaHHBIX MPENapaTOB MOXKET CHHKAThCS

(cm. pazoen «Bzaumooeticmsue ¢ Opyeumu 1eKapCmeeHHbLMU CPeOCMBAMUY).

CnoCcob NPUMEHEHMSA U 10351

®

HpenapaT TpHJ’IeHTaJ’I MOKHO IIPUMCHATDH KaK B MOHOTCpPAIINH, TadK U B KOM6I/IHaLII/II/I C ApyrumMmu

IPOTUBOSIMIEITHYECKAMH TIpenapaTaMu. B o6oux ciydasx nedenue rpenaparom Tpuentan®

HAUMHAIOT C KIMHUYECKU A(PPEKTUBHON J03bI, KPAaTHOCTh NMPHEMa COCTABISIET 2 paza B CYTKH.
Jlo3a MoxeT ObITh YBETTMUEHA B 3aBUCMMOCTH OT OTBETa Ha Tepamnuio. B ciyyae 3aMeHbl Jpyroro

MMPOTHUBOSIMUICITUYCCKOI'O IIpeliapaTa IperaparoM TpI/IHCHTaH® B HaydaJIC 3aMCHBI CJICAYCT

TIOCTENEHHO CHIYKATh JI03y 3aMeHseMoro npenapata. [Ipu npumenenun npenapata Tpunentan® B

cocTaBe KOMOWHUPOBAHHOH Tepamiy MOXET MOTPeOOBAThCS CHIDKEHHE JI03bI OJHOBPEMEHHO

IPUMEHSIEMbIX IPOTUBOAUIEITUYECKUX MTPENApATOB U/MUIIK O0JIee MEUIEHHOE MOBBIILIECHHUE 103bI
®

npenapara Tpunenran .

Ipenapar TpuaenTan® MOkKHO IIPUHMMATH BHE 3aBUCUMOCTH OT TIPHEMA TIHUIIH (BO BPEMS, TIOCIE

ebl WK B IPOMEXKYTKAX MEX]y PUEMaMH MHILH).

Tabuya nepecuema 003wt npenapama Tpunenman® uz mz ¢ mn
Jlo3a B MMWJUIMTpaMMax (Mr) Jlo3a B MIJuMIMTpax (M)
10 Mr 0,2 M
20 Mr 0,3 M
30 Mr 0,5 mn

8/25



NPI v5 approved on 26/02-2025
Includes CDS v3.1 - 2024-PSBGLC-1425-e

40 mr 0,7 mn
50 Mr 0,8 mn
60 mr 1,0 mn
70 Mr 1,2 Mit
80 Mr 1,3 M
90 mr 1,5 mn
100 mr 1,7 Mit
200 mr 3,3 mn
300 Mr 5,0 Mt
400 mr 6,7 M
500 Mr 8,3 ma
600 Mr 10,0 Mt
700 mr 11,7 mn
800 mr 13,3 Mu
900 mr 15,0 mn
1000 mr 16,7 M

HNHCcTpyKUMH 110 NPUMEHEHHUIO CYCIICH3UH JJIs IPHeMa BHYTPb

[lepen npueMoM cycrieH3MH [T pUeMa BHYTPb (PJIaKOH ClIeAyeT TIATEIbHO BCTPSIXHYTh U cpa3y
e OTMEpPUTh HEOOXOIUMOE KOJIMYECTBO cycneH3nu. HyxxHyto o3y (M) HabuparoT u3 ¢uiakoHa
¢ MmoMol1kko npuiaraemoro mmpuua. [Ipu ncnons3oBanuu mmnpuna Ha 10 mi (mocraBisgeMoro ¢
dbaakoHom Ha 250 M - IS B3pOCIBIX M JIETEH CTapIIEro BO3pacTa) KOJUYECTBO CYCIICH3UU
cienyet okpyriath 10 0,5 mut. [Tpu ncnonp3oBanny mnpuna Ha 1 My (TOCTaBIsEMOro ¢ (JIaKOHOM
Ha 100 M - ans gered MuaAlIero BO3pacTa) KOJIMYECTBO CYCHEH3HH CIIEYET OKPYIJISITH J0
0,1 mu1. TTocne kaxqOro UCHOIB30BAaHUS CIEAYET IIOTHO 3aKPBITh (UIAKOH U NMPOTEPETH LIIPHULL
YUCTOM CyXOM TKaHblo. CyCIEH3UI0 MOKHO NPHHUMAaTh HEIMOCPEACTBEHHO W3 IINpULA WIA
pa30aBIATh HEOONBIINM KOJIUYECTBOM BOBI IEPE] IPUEMOM.

OTKpBITHIH (pr1akoH XpaHUTh He OoJiee 7 HeJelb.

Cycnensuss Juisi mpueMa BHYTpb U TaOJeTKM OWOSKBUBAJCHTHBI W B3alMMO3AMEHSIEMbl B
SKBHUBAJICHTHBIX J03aX.

Tepanestuueckuii >pdexr npenapara Tpunentan® (okckapbasenuHa) 0OyCIOBIEH, B IEPBYIO
ouepenp, AeiicTBueM ero metabonura, MI'TI.

PytuHHOE oOmpenenenne KOHIEHTpauuu oOkckapOaszenuHa win MITI B mnasme KpoBu He
onpaaano. OgHako KOHTPoJb KoHIeHTpauuu MI'TI B mi1azMe KpoBU MOKET UCTIOJIb30BATHCS TSI
YTOUHEHUs COOJIOACHUS peXUMa MpueMa Ipenapara MauueHToM (KOMIUIAGHTHOCTH) MJIM B TeX
CUTYyallMsX, KOrJa BO3MOXHO u3MeHeHue kiupeHca MITI, nampumep, maMeHeHHe (YHKIMU
oyeK, OEepeMEeHHOCTb, OJHOBPEMEHHOE IPUMEHEHUE C T[penaparaMd HHAYKTOpaMu
«TIE€YEHOYHBIX» (PEepMEHTOB. B BbIIIENEPEUUCICHHBIX CUTYALMSIX CIEIyeT KOPPEKTUPOBATh 103y

npenapata Tpuientan® ¢ yuetom koHuentpauuud MI'TI B miasme kposu (U3MepsroT depes 2 - 4
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yaca 1ocjie npuemMa), KOTopyro cleayeT NoJAep KuBaTh Ha ypoBHE <35 Mr/i.

B3pocnvie

Monomepanus u KOMOUHUPOBAHHAsA Mepanus

Hauanvnas 0osa

Hauansnas no3a cocrasisier 600 mr B cyTk (8-10 MI/Kr Macchl Tea B CyTKH), pa3eiieHHas Ha 2
npuema. [Ipu HeoOXOIMMOCTH BO3MOYKHO IOCTEIIEHHOE YBEJIMYEHHE J03bl HE OoJjiee yeM Ha
600 MT/CyT ¢ HHTEpBAJIOM MPUMEPHO B | HENEIIO 10 JOCTHIKEHHUS KETAEMOTO TEPANIEBTUIECKOTO
OTBeTA.

Tloooepacusarowas 0o3za

Xopommii TepaneBTUYECKH OTBET HabOmomancs B nuamasoHe o3 600-2400 mr B cyTtku. Y
OOJILIITMHCTBA MAIIMEHTOB HAOI0IAETCs XOPOIHi KiuHNYecKui 3¢ dexT npu mo3e 900 mr/cyT.
MaxcumanvHas pekomeHO08aAHHASL CYMOUHAsL 003d

VY nanueHToB, paHee HE MOMyYaBIIMX TEPANMI0 HPOTUBOSMMUIENTHYECKUMH CpPEICTBaMH,
s dexTrBHA 1032 B MOHOTepanuu coctasisieT 1200 mr/cyt, y panee noiaydaBmux — 2400 Mr/cyT.
B KOHTpPOIMpYEMBIX HCCIEIOBAHUAX NpUMeHeHHe Ipenapara Tpuientan® B cyTodHOM m03e
2400 Mr B cocTaBe KOMOWMHUPOBAHHOM Tepanmuu 0O€3 CHWKCHHS  JO3bI  JIPYyroro
MPOTUBOIMUIECITHUECKOTO CpeacTBa COTPOBOXKIAIOCH TUIOX O MEPEHOCUMOCTHIO
IIPEUMYILIECTBEHHO U3-3a PA3BUTHS HEXKEIATENBHBIX SIBJIEHUHA CO CTOPOHBI LIEHTPAJIbLHOM HEPBHOM
cuctembl. CHcTeMaTH4ecKoe NpUMEHeHHe Npenapara Tpuientan® B CyTOUHOH [03€ BbIIIE
2400 Mr He U3y4aJioCh.

B ycrnoBusix cramuoHapa ¢ HaAJexalldM KOHTpoJieM A03y yBenuuuBanu 1o 2400 mr/cyt B
TeyeHue 48 yacos.

Jemu u noopocmku

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

Hauanvnas oosa

[Ipu MoHoTepamuu mpemnapaToM Tpunentan® M Tpu NpPUMEHEHHMM IIperapara B COCTaBe
KOMOMHHMPOBaHHOMU Tepanuy peKOMEHAYEMYI0 Ha4albHY0 103y — 8 - 10 MI/KT Macchl Tena B CyTKU
pa3zensioT Ha 2 npueMa.

Tloooeporcusarowas 0oza

B KOMOMHMpOBAaHHOH Tepamuu LiedeBas fo3a mnpemapata Tpuaentan®, COCTAaBIAIOMIAS
30 — 46 MI/Kr B CYTKH, JOJDKHA OBITh JIOCTHTHYTa HE paHee, 4YeM yepe3 2 Heldenu ¢ MOMEHTa

Hayaja TepanuH.
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B kmuHWUYECKOM UCCIIEIOBaHMM C I[IEJIeBOM CYTOYHON [030i mpemapata 46 MI/KT B
KOMOMHMPOBAHHOM Tepanuu y eTeil B Bo3pacte oT 3 10 17 et cpeansisi CyTo4Has 103a COCTaBHIIa
31 mr/kr B auanazone ot 6 10 51 Mr/kr B cyTku. B kimHMuUeckoM uccnenoBanuu 56% nereii B
Bo3pacte oT | mecsma 10 4 net AoCTUrnu (GUHATHHONW CYyTOYHOW MOAMEPKUBAIOIIEH O3Bl KaK
MUHHMYM 55 MI/KT B KOMOMHHPOBAHHOM TEpaniy MPH 1EJIeBOH 03¢ 60 MI/KT B CYTKH.
Maxcumanvras pekomeH008aHHAs 003a

[Ipu HEOOXOMMMOCTH ISl IOCTHIKEHHUS KEJIAeMOro TepaneBTHUeckoro 3¢dexkra BO3MOXKHO
MOCTETIEHHOE TIOBBIIICHNUE JI03bI — C HHTEPBAJIOM MPUMEPHO B 1 HENENio 03y YBEIMYUBAIOT -
MakcUMyM Ha 10 MI/KI/CyTKH, 10 MakCUMalbHOH CyTOYHOH /103bI U3 pacuera 60 MI/KT MacChl
Tena.

Appexm knupenca MI'TI, ckoppexmuposannozo no macce menay oemetl

[Ipu npumeHeHuu npenapata Tpunentan®

B MOHOTEpanmud U B COCTaBe KOMOWHHPOBAHHOM
Tepanuu, NpU KOPPEKIUH IO Macce Tena Kaxymmuucsa kiaupeHc MITI y nereir 3HauuTenbHO
CHI)KAeTCi C YyBeIuWdeHueM Bo3pacta. Jlersm B Bo3pacte OoT 1 Mecsima 10 4 JIeT MOXKET
noTpeboBaThes J03a Mpenapara, B 2 pas3a MpeBbIllaBlIas 103y A7 B3POCIBIX, IPU KOPPEKLIUHU 11O
Macce Tela; IeTAM B Bo3pacte oT 4 10 12 meT MoxeT moTpeOoBaThes 1032, MPEBBIMIAIONIAS 103y
JU1s B3pocibix Ha 50% mpu KOppeKIuu 1o Macce Tena.

Oonospemennoe npumeneHue ¢ NPOMUBOINUIENMUUECKUMU Hpenapamamu - UHOYKMOpamu
uzoghepmenmos nevenu y oemeu

VYV nereit B Bo3pacte oT 1 Mecsiua 1o 4 JIeT BAMSHUE NPOTHUBOIMUIEHTUYECKUX MPENapaToB -
UHAYKTOPOB ()EPMEHTOB IMEUEHU HA MX KXKYIIHICS KIUPEHC BRIPAXKEHO B OOJBIIIEH CTEIeHH, YeM
y aeTeit 6oiee CTapIIMX BO3PACTHBIX TPyl (IIPU KOPPEKIUH 10 Macce Tena). [Ipu npumenennn
npenapara Tpunentan® y nereii B Bo3pacTe oT | Mecana 10 4 JeT B KOMOMHALMH C
MPOTUBOSMUICHTUUECKUMU ~ TpernapaTaMM  HUHAYKTOpaMH  (EpMEHTOB  MEYEHH  MOXKET
noTpeboBaThCs A03a OKCKapOazenuHa npumepHo Ha 60% BbIlIe (TIpU KOPPEKLIMU IO Macce Tefa),

yeM IIpH MOHOTepanuu npenapartoM Tpuientan®

WIA TIPU €r0 MPUMEHEHUN B KOMOMHAIIMH C
MPOTUBOSUIICTITUYECKUMHE CPEACTBAMU, HE HHAYLHUPYIOUUMHU n30hepmeHThl. i aeteit 6osee
CTapUIMX BO3PACTHBIX TPYNI MpPH NPOBEACHUM KOMOMHHUPOBAHHOW Tepamuu MpenaparomM

Tpunenran®

C MPOTHBOSMUICNITUYECKUMHU TpenapaTtaMu WHAYKTOpaMH HW30(hepMEHTOB MEUYEHU
MOJKET TMOTpeOOBAaThCSI HE3HAYUTENHLHOE YBEIWYCHHE J03bl Ipernapara IO CPaBHEHHUIO C
MOHOTEpaIue.

VY nereit mnanme 3 jer npenapar cleAyeT NPUMEHSITh B (opMe CUPOIIa B CBA3M C TPYIHOCTIAMHU
MPUMEHEHUS TBEP/IbIX JEKapPCTBEHHBIX (DOPM y MALMEHTOB 3TOM BO3PACTHOM IPYIIIHL.

Ilayuenmui 6 6o3pacme =65 nem
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CriennanbHasi KOPPEKLUs peKuMa TO3UPOBAHUA Y JaHHOW KaTeropuu MalMeHTOB HE0OXOoauMa
TOJILKO TIPU HApYIIeHUH PYHKIMH MMOYeK (KIMpeHc kpeaTnarHa <30 mur/mMuH). B ciiydae Hamagust
pHUCKa pa3BUTHsI TUIIOHATPHEMUN HEOOXOJUMO MPOBEICHHUE TILATEILHOIO KOHTPOJIS COEPKaAHUS
HATpHsl B CBIBOPOTKE KPOBH.

IHayuenmel ¢ HapywenuaMu GYHKYuU neveru

He tpeOyercst KoppeKuu pexxumMa J03UPOBaHMS y MAIMEHTOB ¢ HAPYIIECHUSIMUA (DYHKIIUU TICYCHH
JerKoil m cpemHed creneHu. HeoOxommmo coOm0maTh OCTOPOKHOCTh NMPU MPUMEHEHUU Y
HAlMEHTOB C HAPYUICHUAMHU (QYHKLUH ITEYEHU TSHKEION CTENEeHH.

Iayuenmel ¢ Hapywenuamu GyHKyuu nouex

JUIs TanMeHToB C HapyHmIeHWsMH QYHKOMK Todek (KiupeHc KpeaTmHuHa <30 MII/MHH)
peKoMeHayeMas HayallbHasl 103a cocTasisieT 300 MI/CyTkH; MOBBIIATE 403y CIEAYET MEJIEHHO,
710 IOCTHXKEHUS JKEJaeMOro TepaneBTHUecKoro orsera. Heo6xoanmo TiarensHoe HaOMI01eHUE

JaHHBIX ITAaITMCHTOB B TCUCHUC Hon60pa JO3bI.

ITOBOYHOE JEHCTBUE

HawnbGonee yacTto cooOmaiock O Clenyromux HexemaredbHbiX peakiusax (HP): conmmBocTb,
rojioBHast 0Ok, TONIOBOKPYKEHHE, AWUILIONUS, TOUTHOTA, PBOTA, MOBBIIICHHAS YTOMIISEMOCTD
(6onee uem y 10% mamueHToB).

B kimHHYECKHX WCCIeNOBaHUAX OBUIO Toka3zaHo, 4To HP 00b4HO ci1abo wWiu yMepeHHO
BBIPAXXEHBI, HOCAT TPAH3UTOPHBIN XapakTep U HAOIIOJAI0TCS B OCHOBHOM B HayaJye TEparuu.
[IpuBeneHHbIe HIDKE JaHHBIE CYMMHPYIOT HHpopmaimio o HP, 3aperucTpupoBaHHBIX B XOJe
KIMHUYECKUX HCCIEeOBaHUN, a Takke JaHHble MO mNpoduito Oe30MacHOCTH Tpernapara,
MOJTyYCHHBIC B XOJE €ro MPUMCHCHHS B KIWHUYEeCKoW mnpaktuke. HP crpymmupoBaHbl B
COOTBETCTBUHU C KJ1accuduKaiueit opranoB u cucteM opranoB MedDRA, nipu sToM nepeducieHs
B MIOPSJIKE YMEHBIIICHUS X 3HAYUMOCTH.

Kputepun onenkn yactoTsl Bo3HuKHOBeHHs HP: «owenp uwacto» - >1/10, «gacto» - >1/100 -
<1/10, «aeqacro» - >1/1000 - <1/100, «peaxoy» - >1/10 000 - <1/1000, «oueHs peako» - <1/10 000
(BKJTFOUAS OT/ACIIBHBIC COOOITICHUS).

Hapywenusa co cmoponsl kposu u numgamuueckotl cucmemvl. HEYACTO — JICUKOMECHUS;, OUYEHb
PEeAKO — OJJaBJICHHE KOCTHOMO3TOBOTO KPOBETBOPEHUSI, alUIACTUYECKAsl aHEMUS, arPaHyJIOIUTO3,
TAHITUTOTICHUS, TPOMOOITUTONICHUS, HEUTPOIICHUSI.

Hapywenus co cmopoubt uMMYHHOU cucmemsl: OY€Hb PEAKO - aHA(PUIAKTUYECKUE DPEaKIHH,
peaxiuu TUIEePYYBCTBUTEILHOCTH (B TOM qucle peaxkiuu MOJINOPTaHHOU

TUIEPYYBCTBUTEIBHOCTH), KOTOPBIE XapaKTEPU3YIOTCS TaKUMU CUMITOMaMH KakK CbIllb H
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MOBBIIIICHUE TEMIIEPATyphl Tela. BO3MOXKHBI TakKe HAPYIIEHHUS CO CTOPOHBI KPOBH U
TuMQpaTHIeCKONH CUCTEMBI (203WHOMDIIINS, TPOMOOIUTONICHUS, JICHKONICHHS, TUMQpaICHOATHS,
CIUICHOMETaJNs), TeYeHU (TemaTuT, W3MEHEHHE TMoKa3areiaed (YHKIMM TIEYSHH), MBI U
CyCTaBOB (MHUAITUs, TNPUNYXJIOCTh B OO0JACTH CYCTaBOB, apTpalrus), HEPBHOW CHUCTEMBbI
(meueHoyHas SHIEANTONATH ), MOYEK (TIOYSHHAS HEIOCTATOYHOCTh, MHTEPCTUIIHATBLHBIN HEPPUT,
IPOTEUHYPHS), JIETKUX (OTEK JIETKUX, OpoHXocna3M, OpoHXHaJbHasl acTMa, MHTEPCTULMAIbHAS
00JIe3HB JIETKHUX, OJIBIIIKA), aHTHOHEBPOTHYECKUHN OTEK.

Hapywenus co cmoponst 3HOOKpUHHOU cucmembl: 9aCTO — YBEJTMUEHUE MACCHI TeJla; OYeHb PEIKO
- TUTIOTUPEO3.

Hapywenus co cmoponvl obmena 6ewjecmé U NUMAHUA: 9acTO — TUNOHATpUEMHs (dare
OTMEUaeTCcsl y TMAalMeHTOB BO3pacTe =65 JeT); O4YeHb pPEIKO — KIMHUYECKH 3HauyuMas
TUIOHATpueMus (colep:kaHue HaTpus <125 MMoIb/T), BO3HUKAIOIIAsA, KaK MPaBUJIO, B TEUCHUE
MEPBBIX 3 MECSIIEB TEPAIHH MIPETapaTOM, XOTS Y HEKOTOPBIX MAIlMEHTOB - Ooyiee ueM yepes 1 ron
mocJie Havasa JIeYeHHs (COMPOBOXKIAONIASCS PA3BUTHEM TaKUX MPOSIBIICHUN U CHMIITOMOB KaK
CyJIOpOTH, 3HIle(aronaTus, yTHETEeHUE CO3HAHUS, CIYTAaHHOCTh CO3HAHUs); HAPYIICHUS 3pEHUs
(HEYETKOCTh 3PEHMS ), TUTIOTUPEO3, PBOTA, TONTHOTA, NeHUIUT POTUEBON KHCIIOTHI.

Hapywenus ncuxuxu: dacto - axwurauus (HEpPBO3HOCTH), AMOLIMOHANbHAs J1aOWUIBHOCTS,
CIIyTaHHOCTh CO3HAHUS, ICTIPECCHSI, allaTusl.

Hapywenus co cmoponwvl HepeHotl cucmemsl: 09SHb 9aCTO — COHIMBOCTS (22,5%), TOIOBHAS 00JTH
(14,6%), ronoBokpyxkenue (22,6%); yacto — aTakcusi, TpeMOp, HUCTarM, HapyIleHue BHUMaHUs,
aMHEe3usl.

Hapywenus co cmoponul opeana 3penus: oueHb yacto — auruionus (13,9%); yacto — HapyIeHus
3peHusl, 3aTyMaHUBAHHUE 3PEHUSI.

Hapywenus co cmoponvl opeana ciyxa u 1adupunmusle HApyuleHusl: 9acTo — BEPTHUTO.
Hapywenus co cmopoHul cepoya: 04eHb PEIKO — aTPUOBEHTPUKYIIApHAs OJ0Kaaa, apUTMUSI.
Hapywenus co cmoponvl cCOCYyI0B: 0UY€Hb PEAKO — apTepUaibHas TUIIEPTEH3U.

Hapywenus co cmopoust ocenyoouno-kuweynoeo mpakma: o4eHb 4dacto — pBota (11,1%),
tomHoTa (14,1%); yacto — nuapest, 601b B 00JIACTH KUBOTA, 3aII0P; OUEHb PEKO — MAHKPEATHUT
W/WJTH TIOBBIILICHUE aKTUBHOCTY JIMIIA3bl U/WUJIH aMUJIa3bl.

Hapywenus co cmoponul neuenu u scenuegulgooauux nymelii.: 0O4€Hb PEIKO — relaTuT.
Hapywenus co cmoponst Kodtcu 1 NOOKOMCHbIX MKaHeU: 4acTO — KOKHAs ChIllb, aJIONELHs, aKHE;
HEYaCTO — KpalnuBHMIA; OYE€Hb peako — cuHapoM CrtuBeHca-/[>KOHCOHA, TOKCHUYECKHI
snuAepMaNbHbI HeKpoau3 (cuHapoM Jlaiienna), aHTHOHEBPOTUYECKUN OTEK, MyIbTU(OPMHAsS

SpUTCMaA, CUCTCMHAA KpaCHas BOJIYaHKa.
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Obwue paccmpoiicmeéa u HapyweHuss 6 Mecme 66e0eHus; OYeHb YacTO — IIOBBIIICHHAS
yromiisieMocTb (12%); 4acto — acTeHus..

JlabopamopHnvie u uHcmpymeHmanvHvle OaHHble: HEYaCTO - TIOBBIIIEHHE aKTUBHOCTH
«TEYEHOYHBIX» (pepMeHTOB, MIeNo4YHON ¢ocdara3sl B KPOBH; OYCHb PEAKO — IIOBBIIICHHE
AKTUBHOCTH aMUJIa3bl, JTUIA3bI.

B xnmHHMuYeckuX HcciieoBaHUSX, NMPOBENECHHBIX y JE€Te B Bo3pacte oT 1 Mecsua o 4 Jer,
Haubosee yacto Habmoanack cCOHUBOCTH (y 11% manuenton). C yactoroit >1% - <10% (dacto)
OTMEYAJIUCh AaTaKCHsl, Pa3apakKUTEIbHOCTb, PBOTA, JIETAPIHs, MOBBIINICHHAS YTOMIISIEMOCTD,
HUCTarM, TPEMOP, CHI>KEHHE aleTUTa, MOBBIIICHUE KOHIIEHTPAIIM MOYEBOM KHCIIOTHI B KPOBH.
HP, evisgnennvie 6 nocmpe2ucmpayuoHHOM NepUooe HA OCHOBAHUU OMOENbHbIX COOOWeHUl U
cyuaes, ONUCAHHBIX 8 TUmepamype

[Tockonbky nHoOpManust o qaHHBIX HP momyueHa MeTooM CIIOHTaHHBIX COOOIIEHUN U TOYHOE
YHUCJIO MAMEHTOB, MPUHUMABIINX IIpenapar, He ONMpPeaesIEHO, OLIEHUTh YaCTOTYy BOSHUKHOBEHUS
JAHHBIX PEAKIUIl HEe MPEACTaBIsSeTCS BOZMOXKHBIM, B CBSI3M C YEM JJII HUX YKa3aHO «4acToTa
HEU3BECTHAY.

HP xnmaccudunupoBanbl MO CHCTEMaM OPraHoB, B TpeaeiiaX KaXXIOW CHCTEMbl OpPraHOB
PacCIoOJIOKEHBI B MOPSAAKE YMEHBIIEHUS CTEIIEHU TAKECTH.

Hapywenus co cmopoHvl Kodtcu u NOOKONICHBIX MKaAHEU

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

Hapywenus co cmopoHul ckeemHuo-muludedHoll U COeOUHUMeNbHOU MKAHU

Beutn  cooOmieHuss 0 CHW)KCHMM MHHEPAIbHON IUIOTHOCTH KOCTHOM TKaHH, OCTEOICHHH,
OCTEONOpPO3€ U MEpEeoMax Yy NAIMEeHTOB, MOJYyYalolMX AJUTENIbHOE JICYEHHWE IpernapaToM
Tpunentan®. MexanusM BIUSHUS OKCKapOa3eluHa HA METaOO0IM3M KOCTHOM TKAHH He BBISCHEH.
Hapywenus co cmoponvl obmena sewyecms u numamusl

CuHIpOM HealleKBaTHON CEKPELMM aHTUANYPETHUECKOTO TOPMOHA, MPOSIBIISIFOIIMNCS JI€TapIUeH,
TOILIHOTOM, TOJIOBOKPY>KEHUEM, CHI)KEHHEM OCMOJISUIBHOCTH CBIBOPOTKH KpOBH, pPBOTOIA,
TOJIOBHOM 00JIbI0, CIIyTAaHHOCTHIO CO3HAHUS M IPYTMMH CHMIITOMAMH CO CTOPOHBI HEPBHOMU
CHUCTEMBI.

Tpasmbl, unmoxcukayuu u OCI10HCHEHU MAHUNYIAYULL

[Tanenne.

Hapywenus co cmoponul HepsHoti cucmembi

Hapymenus peun (B ToM yuciie AU3apTpusi), 0OCOOCHHO B IEPUO/ MOBBIIICHUS T03bI.

Ecau nrobvie uz ykazamwwvlx 8 UHCMPYKyuu noboyHulx 3¢gexmos ycyeyoasiomes, uiu Boi

14/25



NPI v5 approved on 26/02-2025
Includes CDS v3.1 - 2024-PSBGLC-1425-¢

3amemuau a06vie opyeue nobounvie ¢hghekmol, He YKA3AHHbIE 8 UHCMPYKYUU, coodugume 00

Imom epauy.

ITEPETO3UPOBKA

NmMetrotes ennHUYHBIE COOOIICHHUS O IePEeI03UPOBKE MpemapaTa. MakcuMalbHas 1032, ONIHCAHHAS
B COOOIIEHUAX, COCTaBIIsIAa MPUOIM3UTENHHO 48000 Mmr.

Cumnmonmbi

Hapywenus 600no-s1exmponumuoco banranca: TUTIOHATPUEMUSL.

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

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

Obwue paccmpoticmea u HapyweHus 68 mecme 86e0eHUsl; YTOMISIEMOCTb.

JlabopamopHvle u uncmpymenmanvhsvle OaHHble. CHUXKEHHE YacTOTHI AbIXaTeNbHBIX JBIKECHUH,
yanuHeHue narepsaia QTc.

Hapywenus co cmopomnsi HepeHou cucmemvl. COHIUBOCTh U COMHOJIEHIINS, TOJIOBOKPYKEHUE,
aTakcus, HUCTarM, TpeMop, HapyllleHue KOOpAUHAIINH, CYJAOPOTrH, TOJIOBHas 00Jib, KOMa, OTEps
CO3HAHMS, TUCKUHE3HUS.

Hapywenus ncuxuxu: arpeccusi, aKuTalusl, CIyTAHHOCTh CO3HAHUS.

Hapywenus co cmoponwl cocyoog: apTepuanbHasi THIOTECH3US.

Hapywenus co cmoponvl OvixamenbHOU cucmemvl, 0p2anos epyOHOU KIeMmKU U CPeOOCmeHU.!
OJIbIIIIKA.

Jleuenue

Criennuyeckoro aHTUI0Ta HE cymiecTByeT. [[poBOIAT CHMITOMATHYECKOE U MTOICP)KUBAOIIICE
nedenue. ClielyeT HIMETh B BHILY, UTO JUIsl yMCHBIIICHUST a0COPOIIMH OKCKapOa3emimHa MOXKET OBITh
MPOBEJCHO MPOMBIBAHUE >KENylKa M Ha3HaueH MpHEeM aKTHUBUpoBaHHOro yria. Cremyer
MPOBOAUTH KOHTPOJIb XKU3HEHHO BaXKHBIX (YHKIMI opraHuzMa, ocoboe BHUMAaHHE yAeTss
HAPYIICHUSIM BOJHO-3JICKTPOJIUTHOTO OallaHCca, CepACYHON MPOBOIMMOCTH U HAPYLICHUSM CO

CTOPOHBI I[LIX&TGJ'II:HOﬁ CHCTCMBI.

B3AMMOJEVCTBME C IPYTUMHU JEKAPCTBEHHBIMU CPEJCTBAMM

Uneubuposanue uzogepmenmos

Oxkckap0a3zernuH u ero (papMakoIorudecku akTHBHbIN MeTabout MITI siBisiroTCst ”HTHOUTOpaMU
nzopepmenra CYP2C19. Takum o00OpazoM, OJHOBpEMEHHOE MPHUMEHEHHE OKCKapOaszemnmuHa B
BBICOKHX J103aX U IPETapaToB, KOTOPbIE METa0OIM3UPYIOTCs ¢ yuactueM uzodepmenta CYP2C19

(Hanmpumep, QenobapOuTan, (EHUTOMH), MOKET MPUBECTH K HX B3auMojaewcTBuro. Jlms
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HEKOTOPBIX IALMEHTOB MOXET MOTPeOOBaThCS CHMXKEHUE [103bl MpenapaToB — CyOCTpaToB
uzodepmenra CYP2C19. Briio mokazano, uto okckap6azenus u MI'TI ciiabo MHrHOMPYIOT MiH
COBCEM HE B3aMMOJICHCTBYIOT CO CJIECIYIOIMMHA MUKpocoMaibHbIMU H30depmenTtamu: CYP1A2,
CYP2A6, CYP2C9, CYP2D6, CYP2EIL, CYP4A9 u CYP4All.

Hnoykyus ghepmenmog

In vitro n in vivo okckap6azenua u MITI, sBnsisice c1aObIMH MHAYKTOpaMH H30(EpPMEHTOB
CYP3A4 u CYP3AS, cHmKalOT mi1a3MeHHbIE KOHIIEHTPAIIUH MPENapaToB, METa00IU3UPYIOIIUXCS
JaHHBIMUA  (epMEHTAMU: JTUTUIPONMUPUIMHOBBIX AHTArOHHCTOB KaJbIHs, IEPOPATbHBIX
KOHTPAIICTITUBOB M TPOTUBOSMMICNTHUECKUX NpenapaToB (Hampumep, kapOamaszenuna). [Ipu
OHOBPEMEHHOM HPHUMEHEHHUH C mpenapaToM Tpunentan® Takke BO3MOXKHO CHHKEHHE
KOHIIEHTpAllud B IUIa3ME€ KPOBHM U JPYIHMX JIEKAPCTBEHHBIX IMPENapaToB, SBISIOLINXCS
cyocrpatamu  u3odpepmentoB CYP3A4 wu CYP3AS5 (manpumep, mpemapara TIpyMIIbl
UMMYHO/JICTIPECCAHTOB - IIUKJIOCTIOPHHA).

[Tockouneky in vitro MI'TI 1 okckapOa3enuH SBISIOTCS CIa0BIMU HHAYKTOPaMH YpUAHHIUBOChHaT-
[IIIOKYPOHUIT TpaHc(hepasbl, MaJOBEPOSITHO, UTO i1 Vivo OHH CIIOCOOHBI BIUSATH HA METa0OIU3M
IpenapaToB, BBIBOJSIIMXCS B BHUJE KOHBIOTATOB C TJIIOKYPOHOBOW KHUCJIOTOW (Hampumep,
BaJIbIPOEBOM KHUCIOTHI M JaMOTpuIkuHa). Ho, mpuHHMas BO BHUMaHHE Jaxe ciaadyro
UHIYIUPYIOLIYI0 CIOCOOHOCTh OKcKkapOaszenuHa u MI'TI, MmoxeT nmotpeGoBaThecsl yBEIHUCHHE 103
OJIHOBPEMEHHO NPHUMEHSAEMbIX IpEnapaTroB, KOTOpble METa0OIM3UPYIOTCA C ydacTUEM
nzopepmenra CYP3A4 unu ypuauaaudocdaT-raoKypoHUT TpaHncdepa3oil. B ciiydae oTMeHBI

npenaparta Tpunentan®

MOJKET OTPEOOBATHCS CHIXKEHHE 03Bl ATHX MPEnapaTos.

In vitro uccnenoBaHus MOATBEPAMIN cIa0yi0 HHAYIMPYIOUIYIO CIIOCOOHOCTh OKCKapOas3enuHa u
MI'TI B ortHomenun wu3odpepmentoB mnoacucrembl CYP2B u m3odepmenta CYP3A4.
Nunymupytromee BiausiHue okckap6azenuna u MI'TI ma apyrume mzodepmentsl cucrembr CYP
HEU3BECTHO.

IIpomueosnunenmuyeckue npenapamaol

[Ipy OIHOBPEMEHHOM NPUMEHEHHH OJHOIO WM HECKOJbKMX TPOTUBOAIMIECITUYECKUX
MpenapaToB — MOIIHBIX WHAYKTOPOB mutoxpoMa P450, Takux kak kapOa3enuH, peHUTOUH WU
denobapOuTan, ¢ okckapOa3emuHOM B Ka)KIOM KOHKPETHOM Cllydae He0OXOIMMO OCYIIIECTBISATh
THIATETHHYI0 KOPPEKIUIO J03bI U/WIH KOHTPOJIb KOHIIEHTPAIIUU MIPETapaToB B MIa3Me KPOBH.
Bo3MmoskHble B3auMmojeiicTBus npenaparta Tpwientan® W APYTHX IIPOTHBOIMIEITHYECKUX

nmpenapaTtoB OLUCHHUBAJIUMCh B XOAC KIMHHUYCCKHX HCCHGHOBaHHﬁ. ,Z[aHHI)IC IO BJIHUAHHUIO 3THUX

B3anmozeiicTeuii Ha AUC u MuHUMaNbHY10 KOHIIEHTPAuo (Cmin) CyMMHpPOBaHBI B TaOIHUIIE:

[IpoTuBO3NIMIIENITHYECKUI Biusanue npenapara | BiousHue I1911 Ha
npenapart (I1911) Tpunentan® Ha KOHIEHTpANHIO | KoHIeHTparmio MITI
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I19I1 (Cmin)
Kapb6amazenun 0 - 22% y™MmeHbllIeHHE 40% yMeHbIlIeHHE
Kito6azam He n3ydanock He Bimsier
Denbamar He uzyyanocs He Biuser
®enobapOuTan 14-15% yBennueHue 30-31% ymeHbllIeHHE
DeHUTONH 0-40% yBenuueHue 29-35% ymeHbllIeHUE
Banwsnpoesas kuciora He Bnuser 0-18% ymeHblIEHHE
JlamMoTpuKUH He Bnuser* He Bauser

(* OrcyrerByet BiusHUE HA Cming AUC ¥ Cmax)
Konuentpauus ¢enuronHa B miazMe KpoBu yBenuuuBaercss 10 40% npu OJHOBpEMEHHOM
npuMeHeHnu npenapara Tpunentan® B 1o3e 1200 Mr B cyTku 1 Bointe. [103ToMy npy IpUMEHEHHN

npenapata Tpunenrtan®

B BBIIICYKa3aHHBIX /103aX MOXET MOTPEeOOBATHCS YMEHBIICHUE J103bI
dbeHuTonHa.

VYBenuueHrne KOHILIEHTpaluu B Iula3me (eHobapOuTana Nmpu OJAHOBPEMEHHOM NPHUMEHEHUH C
npenaparoM Tpunentan® nesnauntensHo (15%).

[Ipy ogHOBpEeMEHHOM TMPUMEHEHUH CHIIBHBIX HHIYKTOPOB 1mHTOXpoma P450 w/mmum
ypuauHIuQochaT-rIIoKypoHuI Tpancdepassl (T.e. pudaMnuiuna, kapdamasenuta, GeHUTOuHa
u ¢enobapoOurana) ymenpinaercs kouneHrpamus MITI B mna3me kpoBu (Ha 29 - 49%). Takum
o0OpasoM, cieayeT KOHTpoIHpoBaTh KoHIeHTpamuio MITI B mima3me/ChIBOPOTKE KpOBU MU TIPHU
HEOOXOJUMOCTH KOPPEKTHpPOBAaTh J03y TpernapaTa MpU OJHOBPEMEHHOM MPHUMEHEHUU
OKCKapOa3enuHa ¢ OJJHUM MM HECKOJIbKUMU M3 BBIIIEYKa3aHHBIX MTPETIapaToB.

V npenapata Tpunentan® He ObUIO BBHISABIEHO SBICHUH ayTOMHIYKIHH.

T'opmonanvrvle Konmpayenmuguol

JlokazaHo B3auMOJIEHCTBUE OKCKapOa3emrHa ¢ KOMIIOHEHTaMU MEPOPAbHBIX KOHTPAILIETITUBOB:
ATUHMWJIACTPAANOIIOM U JieBoHOprecTpenoM. Cpennue 3HaueHuss AUC a1 HUX yMEHBIIAIUCh Ha
48 - 52% u 32 - 52% cooTBeTcTBeHHO. Mccnenopanuil Bzaumoeiicteus npenapara Tpunentan®
C APYTUMH MEPOPATbHBIMH WJIM UMIUTAHTUPYEMBIMU KOHTpPALENTUBAMHU HE MPOBOANUIOCH. Takum
006pa3oM, OJHOBPEMEHHOE NpuUMeHeHHe mpemapata Tpuientan® M TOPMOHAIBHBIX
KOHTPAILIETITUBOB MOXET NMPUBOJUTH K CHIXKEHUIO 3((EKTUBHOCTH MOCIEIHUX, B CBSI3U C YeM
NalMeHTKaM, IOy4YarolIkM JedeHue npenapatoM Tpunentan®, pekoMeHLyeTcs T0N0IHUTEIbHOE
PUMEHEHUE Ha/IeKHBIX HETOPMOHAJIBHBIX METOJIOB KOHTPALCTIIIHH.

broxamopul kanvyuegvix kananos

OnHOBpeMeHHOE TNpuMeHeHHe npenapara Tpuientan® u (eloJUNHHA MOXKET NPUBOAUTH K
ymenbiiennto 3HadeHuss AUC ¢emonunuaa Ha 28%, XOTS KOHLEHTpPAIMHM B IUIa3ME KpPOBH
OCTaloTCA B Ipe/iesiaX TeparneBTUYECKOro AUara3oHa.

C apyroii CTOpOHBI, IPH OJXHOBPEMEHHOM MpHUMEHEeHHH npemnaparta TpunenTan® u Bepamamuia

BO3MOXHO CHWXeHHe KoHueHTpauuun MITI B cweiBopoTrke kpoBu Ha 20%. Takoe CHMXKeHHE

17/25



NPI v5 approved on 26/02-2025
Includes CDS v3.1 - 2024-PSBGLC-1425-¢

koHueHTpauuu MI'TI B CBIBOPOTKE HE UMEET KIIMHUYECKOTO 3HAUYCHMUS.

B KIMHHUYECKUX HCCIEA0BAHUSX Y MALMEHTOB, OJIYYaBIINX TPULIUKINYECKHE AaHTUACTTPECCAHTBHI,
He ObUIO BBISBJIIEHO KIIMHUYECKU 3HAYMMbIX B3aUMOJICHCTBUH.

OpHOBpeMEHHOE TPHMEHEHUE MpenapaToB JHUTHS U OKCKapOa3emuHa MOXKET MPHUBOIUTH K
YBEIIMYEHUIO HEMPOTOKCUYHOCTH.

Bzaumooeticmeaue ¢ Opyeumu nekapcmeeHHbIMU CPeOCmEamu

[{umeTuanH, SPUTPOMHULIMH, AEKCTPONPONOKCHU(pEH HEe BIUAIOT Ha (apMaKOKUHETHYECKUE
napameTpsl MI'TI; BUIokca3uH HE3HAYUTENBHO BIMsIET HA KOHUeHTpauuo MI'TI B mma3sme kpoBu
(xonnenTpamust MI'TI noBeimraercs Ha 10% mocie MOBTOPHOTO OJTHOBPEMEHHOTO MPUMEHECHHS ).
He oTmeuyeHo Kakux-mOO B3aMMOACUCTBUI C BappapuHOM, KaK TpPU OAHOKPATHOM
OTHOBPEMEHHOM IIPHEME, TaK U IIPH MpHeMe MOBTOPHAIX 03 Mpenapara Tpunenran®.

[penapar Tpunentan®

MOJKET YCUITUBATh CeaTUBHBIN 3 (PekT sTaHomNA.

OCOBBIE YKA3ZAHUSI

[Tomy4yeHsl COOOIIEHUS O PUCKE YXYIIICHUS TEUCHUS OHIWICNTHYCCKUX TMPUIAIKOB TIpH
IIpUMEHECHNUHN IIpenapara TpI/IJ'Iel'ITaJ'I®. [ToBblllIeHWE pHCKA YXYALICHUS TEYEHHUS MPUCTYMOB
Ha6J‘IIO,ZLaJ'IOCL, B OCHOBHOM Yy ,HCTCI}'I, OOHAKO, MOKCT BO3HHUKATb U Y B3POCJIBIX. Eciu Ha (1)0He
OpUMCHCHHUS IIpenapara TpI/IHeHTaH® OTMEUYACTCs YXYAUICHUEC TCUYCHMS OJHUICOTHYCCKUX
MIPHUITAJIKOB, IIPUMEHEHUE IIpeIapaTa ClIeayeT NPEeKPaTUuTh.

Peakuuu cunepvdyecmeumelbHocmu

[Ipu mpumeHenun npenaparta Tpunentan®

B KJIMHUYECKON MpPAKTHKE B OTHCIBHBIX CIydasx
(MOCTperucTpaoHHbIE COOOIIECHHST) OTMEUYAIOCh PA3BUTHE PEAKIUi TMIIEPYyBCTBUTEILHOCTH
Heme uieHHoro Tuma (I TUM), BKIIIOYast ChIb, KOXKHBIN 3y[, KPAaMBHHILY, aHTHOHEBPOTUIECKHUIA
OTEK M aHA(QHUIAKTUIECKUE PEaKnu. AHTHOHEBPOTHYECKUI OTEK U aHA(MITAKTHYECKHE PEaKIIUH
C TMOpaKeHWEM TOPTaHH, TOJOCOBBIX CKJIAJOK (00JacTh TOJOCOBOW ILENH), SI3bIKA, I'yO, BEK
Pa3sBUBAIUCH KaK MPH NIEPBOM, TaK U IpU HOBTOPHOM Hpueme npenapara Tpuentan®. B ciyuae
pa3BUTHs THUIEPUIYBCTBUTEIBHOCTH HEMEIUICHHOTO THIA CJEeIyeT HEeMEUICHHO OTMEHUTH
npenapat Tpuientan® u HaYaTh aTbTEPHATUBHYIO TEPAIHIO.

Crnemyer € OCTOPOKHOCTBIO HPHUMEHSATh Mpemapar |y NalMeHTOB C  H3BECTHOU
THIIEPUYBCTBUTEIBHOCTBIO K KapOama3enuHy, Tak Kak y OJTOW TpyHNbl MAIHEHTOB
npubmusutensHo B 25-30%  ciaydaeB  BO3MOXKHO — Pa3BUTHE PEAKUUH  MOBBIIICHHOM
YyBCTBUTENIFHOCTH K OKCKapOaszenmuHy. Y TAaIMeHTOB 0e3 aHAMHECTHYECKMX YKa3aHUH Ha

TUIICPYYBCTBUTCIIBHOCTD K Kap6aMa3enHHy, TAK¥XXC BO3MOKHO pa3BUTHUC peaKHI/Iﬁ MOBBIIIICHHOMN

YyBCTBUTEJIBHOCTH Ha IIpenapar, BKJIOYas IOJUOPraHHbIC HapylleHHs. Takue peakluuu MOTyT
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BBI3BIBATh PA3BUTHE HAPYUICHHWH CO CTOPOHBI KOXXHBIX IIOKPOBOB, TICUEHH, KPOBH U
TUMQpaTHIeCKONH CUCTEMBI M JIPYTUX OPTaHOB KaK B OTICIBHOCTH, TaK U B paMKaX CHCTEMHOM
peakuuu. [Ipu BO3HUKHOBEHUM TNPU3HAKOB U CHMIITOMOB pEAKUUN TUIIEPUYyBCTBUTEIBHOCTH,
cileyeT HeMeUIeHHO OTMeHUTh npenapaT Tpunenrtan®.

T'unonampuemus

YV 2,7% mnanueHToB, NONYydYaloIMX npernapaT Tpunentan®, HabGmoAamach TUNOHATPHEMHS
(comep>kaHue HATPHUS B CHIBOPOTKE MeHee 125 MMoIIb/IT), KoTopass OOBIYHO HE COMPOBOXKIAIACh
KIMHUYECKUMH TPOSBICHUSIMU W He TpeboBana koppekuuu Tepanuu. CopepxaHue HaTpus
HOpManu3yeTcs Ipu oTMeHe (YMEHbIIEHUH 103bl) npenapata TpuienTtan® iy KOHCEpBaTHBHOM
JedeHNU (OTPaHUYCHUH TIPHEMa KHJIKOCTH). Y TMAIMeHTOB ¢ HapylleHHWeM (DYHKIHUM TOYeK B
aHaMHe3e, ACCOLMUPYIOIINMCS C M HU3KUM COJIEP>KaHUEM HAaTPUs B CBIBOPOTKE KPOBH (HAIIpUMeDp,
y TAIMeHTOB C CHHJIPOMOM HEaJCKBATHOW CEKPELUUU aHTUAMYPETHUYECKOTO TOPMOHA), WIH Y
MAIMeHTOB, TMOJYYalOIIUX OJHOBPEMEHHOE JICUCHHE TMpernaparaMd, CIOCOOCTBYIOIIUMU
BBIBEJICHUIO HATPHUs W3 OpraHu3Ma, (IWypeTUKH, TIperaparbl, BIUSAIONIME HA CEKPEIUIO
AHTHANYPETHUYECKOTO TOPMOHA), [0 Hayama Tepanuu IpenapatoM Tpumentan® ciepyer
OTIpeIeNIATh COIepKAHUE HATPUS B CHIBOPOTKE KPOBU. B nanbHeiiiem cienyeT KOHTPOJIUPOBaTh
CoJIep’)KaHHE HATpUsi B CHIBOPOTKE KPOBU 4Hepe3 2 HENEeNH IOclie Havajia Tepanmud U Janee
€KEeMECSIYHO Ha MPOTHKEHUU 3 MECAIIeB WU 0 Mepe HeoOXoauMocTH. C 0cOObIM BHUMAHUEM K
TaHHBIM (paKTOpaM PUCKA CIIEyeT OTHOCHUTHCS y MOKHIBIX ManueHToB. [Ipu HeoOxomumMocTH
MPUMEHEHUS JUYPETUKOB U IPYTHX MPErnapaToB, CHUKAIOIINUX COJEPKaHUE HATPUS B CHIBOPOTKE
KPOBH, y MAalMeHTOB, MOJyYalOUIMX Tepamuio TpemapatoM Tpunenrtan®, —ciexyer
NPUIIEPKUBATECA TeX JKe pexkoMmeHnanuid. [Ipy MOSBIECHUM KIMHUYECKUX CHUMIITOMOB
TUTIOHATPHEMHH, CJICYET ONPECIIUTE COJIEPKaHNUEe HATPHUS B CBIBOPOTKE KPOBH. [[Jsl OCTaIBHBIX
MAIMEHTOB OMNpEeJeJeHUE COAepKaHHe HATPUS B CHIBOPOTKE KPOBU MOKET OCYLIECTBIIATHCA BO
BpeMsI IPOBEACHUS PYTUHHBIX aHAJIU30B KPOBHU.

Heob6xommMo KOHTPOIMPOBATH MAacCy Tella Yy BCEX MAlMEHTOB C CEPICYHON HEIOCTATOYHOCTHIO
JUTSI CBOCBPEMEHHOTO JUArHOCTHPOBAHUS 3aJICPKKH KHUIKOCTH. [Ipu 3anepiKke KUIKOCTH WITH
IpU TOPOrPECCUPOBAHUU CHMIITOMOB CEpJIEYHONW HEIOCTAaTOYHOCTH CJEAyeT OMNpEeeIuTh
CoJIep’)KaHHE HATpHsl B CHIBOPOTKE KpPOBHU. B ciyyae BO3HUKHOBEHHS THUIIOHATPUEMHH Ba)KHO
OTPAHUYUTH KOJTUIECTBO MOTPEOIIsIEeMOM )KUIKOCTH. Tak Kak nmpu MPpUMEHEHUH OKCKapOa3enHa B
OUCHb PEIKUX CIIy4dasX BO3MOXXKHO HapyIICHUE CEpPACYHOW TPOBOJUMOCTH, HEOOXOIMMO
THIATEIbHOE HAONIOICHWE TMAlMEeHTOB C MPEeIUIeCTBYIOIIMMU HapyIICHUSIMH CEpACYHOM
MPOBOJAMMOCTH  (aTPHOBEHTPHUKYJspHass OJokajxa, apuTMusi), MOJYYalOIIUX Mpenapar

Tpunenran®.
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I'emamonozuueckue usmerenus

[To maHHBIM COOOICHMIA B MOCTPETHCTPAIIMOHHOM IepHOie Ha (JOHE Tepaluy IpernapaToM B
OUYCHb PEIKUX CIIydasx OTMEYaJOCh PA3BUTHE arpaHysoOIHUTO3a, AlUTACTHYECKOW aHEeMHU H
MAHIUTONICHUH. Y YUTHIBAasi HE3HAYUTENBHYIO YaCTOTY BCTPEUAEMOCTH JaHHBIX SIBICHUM, a TAKKe
HAJIMYUE  COMyTCTBYIOIIUX  (aKTOpOB (HAMpUMEp, OJHOBPEMEHHBIH TIpUEeM  JPYTHX
JICKAPCTBCHHBIX CPEJCTB, HAIWYHE COIMyTCTBYIOMUX 3a00JICBaHUI), MPUIHHHO-CIICACTBCHHYIO
CBSI3b MEXIY pPa3BUTHEM JaHHBIX HEXKENATCIbHBIX SIBICHHA W TPUMEHEHHEM Iperapara
YCTaHOBHTh  HEBO3MOXKHO. [IpM  pa3BUTHHM  CHUMITOMOB  BBIPQKCHHOTO  YTHETCHHSI
KOCTHOMO3T'OBOT'O KPOBETBOPEHUS HEOOXOAMMO PaCCMOTPEThH BOMPOC 00 OTMEHE Mpenapara.
CyuyudanvHole MblCIU U NOBEOEHUE

Y manuMeHTOB, TONYYaBIIMX MPOTHBOCYJIOPOXHBIE Ipermaparbl, OTMEYECHBI  SIMU30]IbI
CYUIIUIAJIBHOTO  TOBEIEHHWS W  CYWUIUAAIbHBIX  MbICIel. Pe3ynmpTaThl  MeTaaHan3a
PaHIOMU3HUPOBAHHBIX  IUIANE00-KOHTPOIMPYEMBIX  UCCICIOBAHHWA TOKa3alnu  HeOONIbIIoe
YBEIMUCHUE PHUCKA PA3BUTHS CYHWIHUJAIBHOTO TOBEICHUS Y MAlHMEHTOB, IOJydYaBIIUX
POTHBOCYIOPOXKHBIE TIpenapaThl. MeXaHN3M yBEIMYCHUS PHCKA CYUIIH/IA y JaHHOW KaTerOpHU
NaIMEeHTOB HE yCTaHOBIIeH. Ha Bcex cTaausax JiedeHUs HEOOXOIUMO TIIATEIbHOE HAOIIOICHHE
NAIMEHTOB, MOJYYalOIIUX JICYeHHE penapaToM. [larMeHTsl 1 MEIUIMHCKUI TIePCOHAT TOJDKHBI
OBITh MIPEAYIPEKICHBI O PUCKE BOSHUKHOBEHUS CYUITUAATBHBIX MBICIICH U 3TTH30/I0B y TTAI[ICHTOB
Ha (oHe Tepanuu npenaparom Tpunenrtan®.

Jepmamonozuueckue peaxyuu

[Ipu npumeHenuu npenapara Tpuentan®

OUYEHBb PEIKO COOOIIANOCh O PA3BUTHUU CEPHE3HBIX
JepMaTOJIOTMUECKUX pPEaKIuH, Takux Kak: cuHjapoMm CruBeHca-/[)KOHCOHA, TOKCUYECKHI
AMUAEPMANBHBI Hekponn3 (cuHapom Jlaifemia), skccyaaTthBHash MyJlbTH(OpPMHAs dpHUTEMA.
[TaruenTamM C BBIIEYKA3aHHBIMHM JI€PMATOJIOTUYECKUMH PEAKIMSIMH MOXKET MOTpedoBaThCs
TOCIUTAIA3AIMS B CBSI3U C Pa3BUTHUEM YTIPOKAIOUIUX KU3HU COCTOSTHUI; OUEHb PEJIKO BO3MOMKHBI
neranbHble Ucxonpl. IIpu mpuMeHeHun npenapara Tpumentan® 1epMaToIOrHYECKHE PEaKIHu
HaOJII0JaIMCh KaK y JeTeH, TaKk U y B3pOCIHbIX, U Pa3BUBAIIUCH B CpeHEM uepe3 19 nHelt mocie
Hayajia mpuemMa mpenapata. MIMeroTcst oTaenbHble COOOUIEHHS O CIy4asX pelyanBa Cephe3HbIX
KOXKHBIX PEaKIfii mpu BO300OHOBICHUU MpueMa npenapata. [Ipu pa3BUTHN KOXKHBIX peakIuil Ha
(one npumenenus npenapara Tpunenrtan® cieayeT paccMOTPETh BOIPOC 06 OTMEHE Ipenapara
Y IIPUMEHEHUH JIPYroro NpOoTUBOAIMIEITUYECKOTO CPEICTBA.

Koppenayus ¢ HLA-B*1502

HMNMeeTcs 3HAaUUTEIILHOE KOJIMYECTBO JaHHBIX, TIOATBCPIKAAOIINUX POJIb ayiesiell 4ea0BeUYECKOro

neiikonurapHoro antureHa (HLA) B pa3BUTHM CEepbe3HBIX KOXKHBIX pEaKUUi y NalMEeHTOB C
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MPEAPACIIONOKEHHOCTBIO K TAaKUM COCTOSAHMSAM. Y TIAMEHTOB KUTAWCKOM M TaHWCKOM
HAI[MOHAJBHOCTU IMPOCIEKUBAJIACh YETKas CBSI3b MEXAY pa3BuUTHEeM cuHapoma CTHUBEHca-
JlxoHcoHa u cuHapoMma Jlaifenna mpu MpUMEHEHUH KapOama3elnnHa W HaJUYUEM B UX TCHOME
ajiesns yenoBeueckoro neikornuTapuoro anturena HLA-B*1502. U3-3a cxoxecT B XUMHUYECKON
CTPYKType OKcKapOa3zenmumHa M KapOaMaszenmuHa CYyIIECTBYET BEPOSITHOCTb Pa3BUTHS CHHAPOMA
CruBenca-J>xoHcoHa u cuHapoma Jlaiienna y maieHToB ¢ Hajauuuem B reHome amiens HLA-
B*1502, npuHrMaronmx okckapOa3ernyH.

YacToTa BCTpeuaeMOCTH JAHHOTO ajulelisl Y NallMeHTOB KUTAMCKON HAallMOHATBHOCTH COCTABIISIET
2 - 12%, y Taiickoii — okoso 8%, cpeu HEKOTOPBIX rpyIil HaceneHns Oununnul u Manaisum —
6onee 15%. Pacnipoctpanennocts anmnens HLA-B*1502 B Kopee u Mnnuu cocrasnsier 2% u 6%,
COOTBETCTBEHHO. PaciipoCcTpaHEHHOCTh JAaHHOTO AJIENs Y JIUIl €BPONEOUIHOM, HETPOUIHOM pac,
y TaTHHOAMEPHUKAHIIEB, MHICHIIEB U STIOHIIEB He3HauuTeNnbHa (<1%).

YacToThl JaHHBIX ajlesiell MPEICTaBIISIIOT MPOLEHT XPOMOCOM B OINPENEICHHBIX MOMYJIALUAX
HACEJIEHUs, KOTOpPBhIE HECYT ajljieNlb. DTO O3HAYaeT, YTO MPOLIEHT MalMEeHTOB, HECYIIUX KOIUIO
aJuleNiv, 1Mo KpailHEH Mepe B OJHOM M3 MX JIBYX XPOMOCOM IOYTH B JBa pa3a BBIIIE YACTOTHI
BCTpPEUaeMOCTH ajuiens. TakuM oOpa3oM, MPOLEHT MalUeHTOB, KOTOPble MOTYT OKa3aThCs MOJ
YI'pO30H, IOYTH B 2 pa3a BhIILIE YAaCTOTHI ajlIeIeH.

IIpu npuMmeHeHuu npenapara Tpunentan® y Bo3MOMKHBIX Hocutened amaens HLA-B*1502
peKoMeHAyeTCsl MPOBOAMTH MEHOTUIIMPOBAHME MO JaHHOMY aento. [lpuMeHsaTs mpenapar y
HOCHUTEJIEW TaHHOTO aJIJIeNs CIeIyeT TOJIBKO B TOM Cy4ae, eCu 0’KHM1aeMasl I0JIb3a OT TepaIruu
MPEBBIIIAET BO3MOXKHBIN puck. Hannuue maHHOro amiens y JIMI KMUTalCKON HallMOHAJIbHOCTH,
NPUHUMAIOIIUX JIPYTM€ MPOTUBOAMWICNTHUYECKUE TMpenapaThl, MpUEeM KOTOPBIX TaKkKe
ACCOLIMMPYETCS C Pa3BUTUEM TSKEIBIX JEPMAaTOJIOTMYECKUX PEaKlUid, MOBBIIIAET PUCK Pa3BUTHUS
TSOKETIBIX JEPMATOJIOTUYECKHX peaknuid. Y manueHtoB ¢ amieneM HLA-B*1502 neobxommmo
u30eratb MPUMEHEHHsI TpenapaToB, MPUBOASAIINX K pa3BuTuio cuHapoma CtuBeHca-/[>KoHCOHA
ui cuHapoma Jlaiiena, Ipy BO3MOXKHOM 3aMEHE Ha aJlbTepHAaTUBHBIE Npenapatsl. [Iposenenue
reHoTunupoBanus no amwiemo HLA-B*1502 mnepen mpumeHeHumem mnpenapaTta Tpuienrtan®
HEoOs3aTeIbHO y MAlMEeHTOB, MPUHAANEKAIUX K MONYJAUUsAM C HHU3KOH 4YacTOTOM
BCTPEYAEMOCTH JAHHOTO AJUJIEJNsl, @ TAKXKE y MAlMEeHTOB, YK€ MOJYyYAOIINX TEPANUI0 TaHHBIM
IpenapaToM, MOCKOJIbKY TSDKEJIbIe KOXKHBIE PEaKIMU B OOJBIIMHCTBE CIy4aeB OTMEUAINUCh B
nepBble MecCsIbI JIeueHus (BHe 3aBucumoctu ot Hannuus HLA-B*1502).

Koppenayus ¢ HLA-A*3101

Hammuue amnens HLA-A*3101 moxet ObITh (paKTOpPOM pHUCKA Pa3BUTHS TSDKETBIX MOPAKESHHIMA

koxu (curapom CtuBeHca-/lxoHcoHa, cunapoM Jlaiienna, JekapcTBEHHAS ChIb C 03MHO(PHITNEH
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U CHCTEMHBIMM IPOSBIICHUSMHU, OCTPBI TI€HEPAJU30BAaHHBIM 3K3aHTEMATO3HBIM IIyCTyJsle3 U
MSTHUCTO-Y3€JIKOBAs ChINb) PY MPUMEHEHNHU KapOaMa3ennHa.

Yacrora BcTpeuaemoctu amtenss HLA-A*3101 MOXeT OTIUYaThCs y PA3IUYHBIX ITHHYECKUX
rpynn: okoio 2 - 5% y nHacenenus EBpomnsl, okono 10% - y SANOHLIEB B 3aBUCUMOCTH OT
reorpaguueckoro peruona. Yacrora ajmiens cocTtaBisieT MeHee 5% y HaceneHuss ABCTpalu,
Asun, Adpuku n CeBepHoil AMEpUKH, UCKITIOUEHHS COCTaBIAIOT oT 5% 10 12%. YacroTa Oonee
15% ycraHnoBieHa y HEKOTOpBIX 3THUYecKuX rpynn Oxxuoit Amepuku (Aprentuna u bpazunus),
KopeHHbIX xuTeneit CeepHoit AMepuku (memena Hasaxo u Cuy, B Mekcuke - Conopa Cepn),
Oxno0#1t Unpuu (Tamun Hany), u 10 - 15% cpeau apyrux KOpEeHHBIX KUTEJIEH TaHHBIX PpETHOHOB.
YacToThl JaHHBIX ajjiesiell MPEICTaBISIIOT MPOLEHT XPOMOCOM B ONPENEICHHBIX MOMYJISIUAX
HACeJICHUs, KOTOPbIE HECYT ajuledb. DTO O3HAYaeT, YTO MPOLEHT MALUEHTOB, HECYIIUX KOIHUIO
ayjenu, Mo KpaiiHell Mepe B OJHOM M3 MX JBYX XpOMOCOM IOYTH B 2 pa3a BBILIE YacCTOTHI
BCTpEYaeMoCTH ajiens. TakuMm o0pa3oM, MPOLEHT MalMEHTOB, KOTOPbIE MOTYT OKa3aTbCs IMOJ
yTPO30ii, OYTH B 2 pa3a BbILIE YACTOTHI ajuIeei.

Het noctaTo4HbIX OCHOBaHMH AJIs1 PEKOMEHJAMK MPOBEAECHUS T€HOTUIIMPOBAHUS MO0 JaHHOMY
QIeN0 y TMAlUeHTOB Iepell HadaloM Tepanuu okckapOasenuHoM. [lamueHnram, yxe
MONyYalOIMM ~ Tepanuio  npemapatoM  Tpumentan®, He peKOMEHAyeTCs IpOBEIEHHE
TeHOTHIIMPOBAHUS 110 JAHHOMY aJUIEIIO0, OCKOJIBbKY KOXKHBIE PEaKIMH B OOJIBIIMHCTBE CIy4acB
OTMEUAJINCh B NEPBbIE MECSIbl MPUMEHEHUs IpenapaTta (BHE 3aBUCMMOCTU OT Hanuuusg HLA-
A*3101).

OpnHako pe3ysbTaThl FEHOTUIIMPOBAHUS HE JIOJDKHBI BIUATH HAa CTENEHb KOHTPOJIA COCTOSHUS
NAlMEHTa U HAaCTOPOKEHHOCTh Bpaua B OTHOLIEHMH TSDKEIBIX KOXHBIX peakuui. Y MHOIHMX
MAIMEHTOB a3UaTCKOTO MPOUCXOKICHHS C TOJOKUTEIBHBIM PE3yJIbTaTOM F€HOTUIIUPOBAHUS 110
amtento HLA-B*1502 pa3BuTHs TSOKETBIX I€PMATOIOTHISCKUX COCTOSTHUN MOYKET HE TTPOU30UTH,
B TO BpeMs Kak peakiuuu OyIyT 3aperucTpupoBaHbl y TMALUMEHTOB 1000 STHUUYECKOM
IPUHAUIEKHOCTH C OTPULATENIBHBIM PE3YJIbTaTOM T'€HOTHUIMPOBAHUS 110 JAHHOMY aJUIEIIIO.
CxoxuM 00pa3oM, pa3BUTHE TSHKEIOW JEPMATOIOTHYECKON MATOJOTUU MOXKET MPOU30UTH Y
NAlMEHTOB JII00OM STHUYECKON MPHUHAMJIEKHOCTU Ha (POHE Tepaluy IpenapaToM, TOrja Kak y
MHOTHUX TAIIIEHTOB C MOJOKUTEIbHBIM Pe3yJIbTaTOM reHOTUNpoBanus o amiento HLA-A*3101
Ha (poHe mpuemMa npenapaTa TaKuxX peakuuil He OyJeT OTMEUEHO.

He u3ydena ponb MHBIX BO3MOXHBIX ()aKTOPOB B Pa3BUTHU U PAaCIPOCTPAHEHHOCTH YKa3aHHBIX
JIEpMATOJIOTMYECKMX OCJIO0XKHEHUH, TakuX Kak J103a MPOTUBOSIMMIECNTHUYECKOrO Iperapara,
CTENEHb MPHUBEPKEHHOCTH K JICYEHUIO, OJHOBPEMEHHO IpPUMEHSEMBbIE JIEKAPCTBEHHBIE

npenaparbl, CONYTCTBYIOLIAA IIATOJIOTHA, CTCIICHB ACPMATOJIOTHMYUCCKOTO KOHTPOJIA. HpI/I
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npoBeieHUN TeHoTunupoBanus no amiento HLA-B*1502 cienyer ornaBaTh NHpeArodTeHHE
METOJMKE C BBICOKOM pa3pemiarliei cnocoOHoCThi0. TecT cunuTaercs MONOXKUTEIbHBIM, €CIU
oOHapy»eH X0Ts Obl OJIMH U3 ajuiesiel, OTpUIaTeIbHbIM, €CIIH HE OOHAPYKEHO HU OJHOTO aJlIes.
Tex xe pekoMeHAaln cleAyeT MPUAEeP)KUBATHCS MPU MPOBEACHUN T€HOTUITMPOBAHUS TI0 AJUIEITIO
HLA-A*3101.

Hapywenue ¢pynkyuu neuenu

Hmerotcst coobiieHust 00 OYeHb peAKUX CIydasX pa3BUTHUS TelaTUTa, KOTOpPhIe B OOJBIIMHCTBE
Cily4aeB OJaromoiy4yHo paspeuriuck. [lpu mogo3peHnn Ha renaTuT HEoOXOJUMO PacCMOTPETh
BOMIPOC 00 OTMEHE Mpernapara.

T'unomupeos

['unotupeo3 sBiseTcsl KpallHE pPEOKUM HEXKENaTeNbHbIM SIBJICHHEM NpU NPUMEHEHUU
OKcKapOa3enuHa. YUHUTbIBas BIMSHUE FOPMOHOB LIMTOBUIHOM »ele3bl HAa pa3BUTHE JETeH, y
JTAHHOM KaTeropuy MalueHTOB, 0COOCHHO B BO3pACTE 10 ABYX JIET, PEKOMEHI0BAHO ONPEACIIATh
KOHIICHTPAILIMI0O TOPMOHOB IIMTOBUJHOW eJie3bl J0 Hayaja Tepaluu IpernaparoM, a TaKke
KOHTPOJIMPOBATh 3TOT HOKa3aTelb BO BpeMs MpUMeHeHus npenapara Tpunentan®.
OonoepemeHnblll npuem nepopaibHbIX KOHMPAYenmueos

[TarueHTKy € COXpaHEHHBIM PEMPOAYKTUBHBIM TOTEHIMAIOM CJEAYeT MpeaynpeauTh O
BO3MOXXHOM CHIXEHHUU 3(PPEKTHUBHOCTH NEpOpPAIbHBIX KOHTpalenTuBoB. JlaHHO# Kkareropuu
NaLKUEHTOK, HOJTy4alonuxX npenapat Tpunentan®, pekoMeHIyeTcs JOMOIHUTEILHOE IIPUMEHEHHE
HErOpPMOHAJIBHBIX METOJIOB KOHTpauenuuu (cm. pasoen «llpumenenue npu bepemeHHocmu u 8
nepuoo 2pyoOH020 BCKAPMAUBAHUAY).

Cunopom ommenvl

Kak u mpu npumeHeHMM ApYyTrHX NPOTHBOSNMIECNITUYECKUX IPENapaToB, ClEAyeT u30erarb
pe3KOro TpekpamlieHusi Tepanuu IpenapatoM Tpunentan® m3-3a pucKa yBeIMYEHHsS YacCTOTHI
CYJIOPO>KHBIX MPHUITAIKOB.

JIvua, TIpUMHMMAIONIKE ANKOrodb Ha (OHE Tepamuu IpenapartoM Tpuimentan™, JOIKHBI OBITH
IPEIYTPEkKIACHBI O BO3MOKHOM YCHIICHUU CeaTHBHOTO 3 dekra.

[penapar Tpuentan® B popMe CycHeH3UHU Ajis IPUEMa BHYTPb COAEPKUT STAHOI B KOJIHMUECTBE
meHee 100 mr Ha no3y. CycmneH3us Takke COAEPKUT NapabeHbl, KOTOpbIe MOTYT BBI3BAThb
aJIEpru4ecKue peakliuy (BO3MOKHO OTCPOUYEHHBIE).

B cocTaB cycHeH3uu sl IIpUeMa BHYTPh BXOJUT COpOMTOI, 03ToMy Hpenapar Tpunentan® B
dopMe cycreH3uu He cieayeT MPUMEHSTh y MalMeHTOB C HAcleACTBEHHBIM HAapyIIEHUEM

TOJIEPAaHTHOCTH K (PPYKTO3€.
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BJIMSAHUE HA CIHOCOBHOCTBH VIPABJISATH TPAHCHOPTHBIMM CPEICTBAMHU W
MEXAHU3MAMUA

B cBs13M ¢ BO3MOXHOCTBIO pa3BUTHs Ha (hoHE puMeHeHns npenapaTa Tpunenran® Taknx HP kak
TOJIOBOKPY>KEHHE, COHIUBOCTb, aTaKCHUS, TUILIONHS, HEUETKOCTh 3PEHMS, HAPYILICHHUS 3pPCHHS,
TUIIOHATPUCMHUA U YTHCTCHHUC CO3HAHUA, OC06€HHO B HavaJIC JICUCHUA WJIX BO BPEMA H01[60pa
JI03b1, TAUEHTaM CJIEYeT COOJI0aTh OCTOPOKHOCTh MPU YIPABICHUN aBTOTPAHCIIOPTOM HIIH
paboTe ¢ MexaHM3MaMu B IEpUO/1 IPUMEHEHHUS IIpernapara.

[Tpu mosiBICHUM OMUCAHHBIX HEXKENATEIbHBIX SIBJICHUN CIEAyEeT BO3AEPKATHCS OT BBIOJIHEHUS

YKa3aHHBIX BUJIOB ACATCIBHOCTH.

®OPMA BbIITYCKA

CycneHnsus Ans npuemMa BHyTpb, 60 Mr/mi.

ITo 100 ma wmu 250 mu BO (prrakOHBI TEMHOT'O CTEKJIa C 3aBHHUYMBAIOIICHCS TMIIACTUKOBOM
KPBIIIKOM, CcHaOkeHHOW cTormopoM. DrakoH BMecTe ¢ HMHCTPYKIHEH 1O MTPUMEHEHHIO,
JI03UPOBOYHBIM IHInpuueM oobemMoM 1 mut winm 10 mu v agantepoM A (iIakoHAa MOMEIIEH B

KapTOHHYIO TauKy.

YCi10BUA XPAHEHUSA
[Ipu remneparype ne Bbie 25°C.

[Ipemapat cneayer XpaHUTh B HEJOCTYITHOM I €Tl MecTe.

CPOK rOJHOCTH
3 ronxa.

He MIPHUMCEHATH IIOCJIC UCTCUCHUA CPOKA I'OJHOCTH.

YCJI0BUSA OTITYCKA

OTITyCKarOT MO PEIenTy.

HAMMEHOBAHME H AJIPEC IOPUIMYECKOIO JIMIA, HA MM KOTOPOI'O BBIJIAHO
PETMCTPALIMOHHOE YJIOCTOBEPEHHE

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

ITPOU3BOJIUTEJIDb
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IIpousBoauTe/] b TOTOBON JIEKAPCTBEHHOH (opMbl/ mMepBHYHAs YNAKOBKAa/ BTOPHMYHAS

yIIaKOBKa

«lemspapm KOumar C.A.C.», 26 Pro ne ns Ilanmens, 68330 KOuuar, ®@pannus / Delpharm
Huningue SAS, 26 rue de la Chapelle, 68330 Huningue, France

Boinyckaouuii KOHTPOJIb KayecTBa
Hosaptuc ®apmaceiotuka C.A., I'pan Bua ne nec Koprc Karananec, 764, 08013 bapcenona,
Hcnanus / Novartis Farmaceutica, S.A., Gran Via de les Corts Catalanes 764, 08013 Barcelona,

Spain

IToJYyUYnTh JOHNOJHHUTEJBHYIO HWH®OPMAIIMIO O IIPEINAPATE, A TAKXE HAIIPABUTH
INPETEH3UM U UHO®OPMAILIUIO O HEXEJATEJBHBIX SABJIEHHUSX MOXHO IO CJIEJIYIOIEMY
AJIPECY B PoccHum:

00O «HoBaptuc ®apmay

125315, r. Mocksa, JIeHuHrpaackuii mpocnekT, goM 70
ten. (495) 967 12 70;

daxkc (495) 967 12 68.

www.novartis.ru
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