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PerncrpauuoHHbIii HOMep: E COTJACOBAHO

Toprosoe HaumenoBanue: LIETUPU3NH-AJIMYM o [

Mex/yHapoHOe HeMaTeHTOBAHHOE WJIH IPYNNHPOBOYHOE HAHMEHOBaHHE: LUETUPU3UH
JlexapcrBennas ¢popma: TabneTKU, MOKPBITHIE MIEHOYHON 000104YKOH

Cocrasn

1 mabnemka cooepacum:

Oeticmeylouee geuwgecmso: UeTUpU3UHA auruapoxiaopus 10 mr;

gcnomozamenvhble éewjecmaa.; 1EJUTI0N03a MHUKpPOKpUcTainryeckas, noBuaoH K30, nakrossl
MOHOTH/pAT, Kajblus ruapodocdara auruapar, KapOOKCHUMETHIIKpaxmall HaTpus (HaTpus
Kpaxmasa rJIMKOJIST), MarHus cTeapar;

gcnomo2ameibuble Beujecmea 0ni  060104yKu: TUNPOMeTo3a (MMAPOKCUITPONMIMETHIILIEN-
mono3a), makporos 6000 (nmomustunenrnukons 6000), THTaHa TMOKCHL,.

Onucanue

TabneTku, MOKPHITHIE MIEHOUHOM 060104KO# 6e10ro UM mouTH 6esoro LBeTa, IBOSKOBBITYK-
Jible, TIPOJOJTOBaTOM (hOPMBI CO CKPYIIIEHHBIMU KOHL@AMM, ¢ puckoi. Ha nonepeuHom paspese
apo 6eoro UM No4Ty 6enoro LBeTa.

®dapmakoTepaneBTHYeCKasl Tpynna

AHTHTHCTaMMHHBIE CPEICTBA CUCTEMHOTO A€HCTBUS; MPOU3BOIHbBIE MUIIEPA3UHA.

Koa ATX: RO6AEQ7

®dapMaKo/IOTHYeCKHe CBOHCTBA

DapmarkoouHamuvecKue c6oucmea

MexaHu3M JeUCTBUSI

LleTHpU3KMH — aKTUBHOE BELLIECTBO Mpernapara — sBIseTcsi MeTaboIMTOM rMAPOKCH3NHA, 0bnanaeT
AHTUIUCTAMHUHHBIM 3(P(GEKTOM ¢ MPOTHBOATIEPrHYeCKUM AeiicTBUeM. LIeTUpU3HUH OTHOCHTCH K
rpyrnmne KOHKYpPEHTHBIX aHTarOHHUCTOB I'MCTaMMHa, OJoKupyeT Hi-rucraMHHOBBIE PELENTOPBI €
HeOONbIIMM  BO3JEHCTBHEM Ha JApYrde pelentopsl W TMPAKTUYECKHM HE  OKa3bIBaeT
AHTUXOJIMHEPIrHYECKOrO U aHTUCEPOTOHUHOBOIO IEHCTBHS.

LleTupu3nH OKa3bIBaeT BIMSHWUE Ha TMCTAMUH3aBMCUMYIO CTAMIO aJJIEPrUYECKUX peaKiui

HEMEeJJIEHHOr0 JEeMCTBUS, a TaKKe YMEHBLIAECT MUIpaLlUIO 303HHO(1)I/IJ'[OB U OrpaHUYUBaACT
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BBICBODOXKIEHHE MEAUATOPOB MPH aJJIEPrUUecKUX peakusiX 3aMmesieHHoro tumna. [Ipakruyecku
HE TIPOXOAMT Yepe3 remartodHuedanuueckuii 6apbep, M CeJ0BaTENbHO MOYTH HE CMOCOOEH
JOCTHYb LIEHTPaNbHBIX peLenTtopos Hi.

dapmMakoIMHAMHUKA

B uccie10BaHusX BIMSHUS MTMCTaMKMHA HA KOXKY JeHCTBUE LIeTUpU3KHA B J03¢ 10 Mr HauMHaIOCh
yepes | wac, gocTurano Makcumyma co 2-ro mo 12-if uwac M Bce ewe Habmoaanoch Ha
CTaTUCTUYECKHM 3HAUMMBIX YPOBHSX uepe3 24 yaca. B nononHeHne K aHTUrucTaMUHHOMY 3hdexTy
LIETUPU3MH TaKkKe 00JiaaeT MPOTHBOBOCTIANMUTENBHEIM 3P(EKTOM M TEM CaMbIM OKa3bIBAeT
BJIMSIHME Ha MO3HION (a3y aiepruuecKoi peakimu:

- npu no3e 10 Mr OfMH pa3 Wi /Ba pasa B JeHb MHTUOMpYyeT Mo3How (asy arperaluuu
503UHO(HUIIOB B KOXKE;

- npu poze 30 Mr B JeHb WHrHOUpYeT BbIBEJEHHE 303MHO(UIOB B OPOHXMANIBLHYIO
aNbBEOJISIPHYIO WHUAKOCTB TOC/Ie BBI3BAHHOTO aJIEpreHOM OPOHXHAJIBHOTO CYKEHHS;

- MHIMOMPYET BBI3BAHHYIO KAJUTMKPEUHOM TMO3IHIOK BOCTIAIIUTENBHYIO PEAKLMIO;

- MOJIaBIISIET SKCIPECCHIO MapKepoB BocnaneHus, Takux kak ICAM-1 unu VCAM-1;

- WHrUOMpYET JIeHCTBHE rUCTaMUHONIMOepaTopoB, Takux kak PAF unu cyberanuus P.

DdapMaKOKMHETHKA

Bcacvisanue

I[Tocne npueMa BHYTpb mpenapar ObicTpo abcopOupyeTcst U3 HKeiryJ0YHO-KMLIEUHOrO TpaKTa.
®dapMakOKMHETHYECKHE MTapaMeTphbl LETUPU3MHA MPU €ro MPUMEHEHUH B 033X OoT 5 10 60 mr
M3MEHSIIOTCS JIMHEHHO. PaBHOBeCHAsi KOHLIEHTPALIMS JOCTUraeTcs Yepe3 3 JHs.
dapMaKOKMHETHYECKHI MPOGUIb LIETUPU3MHA AHAJIOTUYEH Y B3POCILIX U AeTei. Y JeTel nocie
npueMa LeTHPU3UHA B J103€ 5 MI' KOHLIEHTpALMs aKTUBHOM CyOCTaHLMM B OpPraHU3MeE TaKas iKe,
KaK M y B3pochbix nocie npuema 10 mr. Y B3pocibix nocsie npuema LeTHpU3uHa B f1o3e 10 mr
MakcumasbHas KoHUeHTpauus (Cmax) B MJIa3Me KPOBHU JOCTUraercs uepes 1—2 yaca u cocraBisieT
350 ur/mn. V geteit nocne npuemMa UETHPU3MHA B 103€ 5 M MaKCHUMalibHasi KOHUEHTPALMA (Cinax)
B IJ1a3Me KPOBH JocTuraetcs dyepe3 | yac u cocrapiusier 275 Hr/MiL.

[lpu mpueme ueTHMpU3uHa B (opme Kamnejab MaKCHMMallbHbie KOHLUEHTPALMM B Ijia3Me KPOBH
JocTUratoTes ¢ 6onee BbICOKON CKOPOCTBIO.

Pacnpeoenenue

Pacnipeaenenue nocie npuema 10 Mr cocraBnsieT 35 TUTPOB y B3pOCIIBIX, @ CBA3bIBAHUE C OeTKamMu
riasMbl KpoBu — 93 %. V nerteit 06beM pacnipeiesieH|s Mociie IpUeMa 5 MI' COCTaBJISIET IPUMEPHO
17 nutpos.

HesHnaunTebHOE KOJTHUUYECTBO LHETAPU3WHA BBIACIIAETCS B I'PYAHOE MOJIOKO.



Memabonuzm

V B3pociibix 60 % 10361 BBIBOAUTCS W3 OPraHU3Ma B HEU3MEHHOM BH/IE MOYKAMHU.

Buwiseoenue

IMocne nmpuema 10 Mr y B3pocibix oOumii KIMpeHe LeTupusuHa cocrapnser 0,60 Mi/MUH/KT.
Iepuoa nonyseiBeaeHus (Tiz) cocraBnsier mpumepHo 10 wacos. IlpreM HECKONBKHMX 103 He
U3MeHsieT apMaKOKUHETHYECKHUE NapaMeTphl.

I1pu npueme mpenapara B cyTo4yHoii 1o3e 10 Mr B Teuenue 10 aHel KyMymslUUd LETHPU3HHA HE
HabJro1a10Ch.

[Tocne OKOHYAaHMs JI€YEHHS YPOBEHb LIETUPM3WHA B IUIa3Me KPOBU OBICTPO MaJaeT HUKE
onpezenseMbiX npeaenoB. [I0BTOpHbIE allieproiorHueckie TeCThl MOXKHO BO30OHOBMTH Yepes3 3
JHS.

Oco0ble rpynnbl MalueHTOB

Iayuenmul nodcunozo 6ospacma

V 16 NOxKUIIBIX JIMIL TIPU OJJHOKpATHOM npueMe npenapara B go3e 10 mr Ti/2 6b11 Beie Ha 50 %,
a CKopocTh BbiBeieHUs Oblna Hike Ha 40 %, M0 CpaBHEHMIO C KOHTPOIJILHOM IPYTIIO.
CHIKeHHE KJIMpeHCa LIETUPU3MHA Y TOXKUIIBIX MAaLMEHTOB, BEPOATHO, CBA3AHO CO CHHXKEHHEM
(GYHKUMM MOYEK Y 3TOW KaTeropuu MalueHTOoB.

TIlayuenmul ¢ noueyHo HeOOCMAamMoOYHOCMbIO

V nanuMeHToB ¢ MOYEUHOM HEJOCTATOUHOCTBIO JIETKOM CTENEeHH TSKECTH (KJIMPEHC KpeaTHHWHA
[KK] >50 mn/muH) apMakOKMHETHUYECKHE MapaMeTphl aHAJOTHYHBI TAaKOBBIM Yy 310POBBIX
J00pOBOJIBIIEB ¢ HOPMANbHOW (QYHKLMEN MOYEK. Y MALMEHTOB C MOYEYHOH HEIOCTaTOYHOCTBIO
cpeaneii crenenn tsokectd (KK 3049 mn/mun) T yanunsercss B 3 pasa, a oOMi KIMpeHe
cHmkaercs Ha 70 % OTHOCUTENBHO 370POBBIX J0OPOBOJIBLIEB ¢ HOPMATBbHOH (QyHKLMEH MOYeK U
y MaiueHToB, Haxoasmuxcs Ha remoauanuse (KK <7 mn/mun), npu npueme npenapara BHyTpb B
no3e 10 mr T2 yanunsercs B 3 pasa, a oO0LIMiA KIMpEHC CHIbKaeTcsl npubnusutensHo Ha 70 %
OTHOCHTEJIBHO 3I0POBBIX J0OPOBOJIBLEB C HOPMAJIBHOM (YHKLIMEH MOYEK.

Menee 10 % uetupusmHa yaanseTcs B X0J€ CTaHAapTHOM MPOLEAYpbl FeMOIHaN3A.

Iayuenmpl ¢ neyeHoYHOU HeOOCMamMoOYHOCMbIO

V  nauueHTOB € XPOHWUYECKUMM  3a00jeBaHMSMM  Te4eHH  (renarouesUHOJISAPHBIM,
XOJIECTATUYECKUM M OMIMApHBIM LIMPPO30M) TPH OJHOKPATHOM NpUeMe npenapara B go3e 10 wiu
20 mr T2 yBenuuuBaeTcs npumMepHo Ha S50 %, a kiupeHc cHuxkaeTcst Ha 40 %, 1Mo CpaBHEHHIO €O
310poBbiMH cyObekTamu. Koppekiusi 10361 HEOOXOAMMa TOJILKO B Cllydae, €Cjid y MaiueHTa ¢
MEYEHOYHOM HEJOCTATOYHOCTBIO UMEETCS TAKXKE COIMYyTCTBYIOLLAs MOYEYHasH HEJOCTATOYHOCTb.
Jlemu

VY nereii ot 6 10 12 et 70 % 10361 BEIBOAWUTCS U3 OPraHM3Ma B HEU3MEHHOM BHJIE MTOYKaMHU.
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[Tocne npuema 5 Mry aeteit o6t kKiMpeHe uetupusnHa coctassiet 0,93 ma/Mun/Kr.

Tin y mereii ot 6 1o 12 net cocrapisiet 6 yacos, oT 2 10 6 JIeT — 5 4acoB.

IToka3anusi K NPUMEHEHHIO

LleTMpHM3HH MOKa3aH JUisi IPUMEHEHHUs Y B3POCIIBIX U JieTel ¢ 6 JeT U cTapiie Juist oberyeHus:

- Ha3aJIbHBIX M TJIA3HBIX CHMITOMOB KPYIJIOMOAMYHOTO (MEPCUCTUPYIOLIEr0) U CE30HHOIO
(MHTEPMHUTTHPYIOILEr0) aJNIepri4ecKoro pUHUTa M AJUIEPrUYeCKOro KOHBIOHKTHBHMTA: 3y/a,
YKXaHbsl, 3aJI0XKEHHOCTH HOCA, PUHOPEU, CIIE30TEUEHUS], TUTIEPEMUU KOHBIOHKTHBBI;

- CUMITTOMOB XPOHUYECKOM UIMONAaTUYECKOH KPATMBHHULBI.

IIpoTuBonoKkazanus

[ToBbIllIEHHAS YYBCTBUTEJIBHOCTD K LETUPU3MHY, TMAPOKCU3MHY MM MIPOM3BOIHBIM MHUIIEPa3HHa,
a TaKKe K Jpyr¥M KOMIIOHEHTaM [pernapara, TepMUHaJbHask CTa1s MOUEUHOM HE0CTaTOYHOCTH
(knmupeHc kpeatuHuHa <10 MJ/MUH), JeTCKMH Bo3pacT A0 6 JeT, PeAKO BCTpedaroLlascs
HaclleICTBEHHasT HETNEPEeHOCHMMOCTh TalakTo3bl, AeULMT JaKTasbl JOMapeid WIM IIOKO30-
ranaktosHas ManbabcopOuusi.

C 0CcTOPOKHOCTHIO

- Xponudeckas moveunas HepocraroyHocth (XITH) (mpu KK >10 mn/mun tpebyercs
KOPPEKLIMS peKUMa J03UPOBaHKS);

- ITaleHTBI MOXKKUIIOTO BO3pacTa (MPH BO3PACTHOM CHHXKEHHH KITyOOUKOBOM QUIBTPALIMK);
- INUIETNCHUS U TALMEHTHI C MOBBIILIEHHOM CYJ0POKHON rOTOBHOCTBIO;

- [TaumeHTHl ¢ NpeapacnoiaralouMH (hakTopamu K 3aepikke Moun (cM. paszen «Ocobele
YKa3aHUs»);

- [Ipy ogHOBpeMeHHOM ynoTpebiaeHMM ¢ ankoroneM (cMm. pasaen «Bsammojaeictsue ¢
JPYTUMH JIEKapCTBEHHBIMH CPEJCTBAMMY );

- [lepuos rpyAHOrO BCKapMJTMBaHMUS;

- bepemMeHHOCTB.

IIpumeHeHue Npu OepeMEHHOCTH H B MEPHO/ I'PYAHOI0 BCKAPMJ/IMBAHHUS

bepemennocme

JlaHHBIE 110 PUMEHEHHIO LIETUPU3KHA BO BpeMst 6epemeHHOCTH orpaHuueHsl (300—1000 uexonos
OepemerHocTH). OJHAaKO He BBISABIEHO CiiyuyaeB (OPMUPOBAHUS TOPOKOB  pPasBUTHS,
SMOpHOHANTBHON M HEOHATATbHOW TOKCUYHOCTH € YETKOM MPUIMHHO-CJICICTBEHHOM CBA3BIO.
DKCMEPUMEHTAJIbHBIE HCCIIEOBaHMS HA JKMBOTHBIX HE BBISBUIIM KaKWX-TMOO MNPAMBIX MIIK
KOCBEHHBIX HEOIArONPHUITHBIX BO3IEHCTBUI LIETUPU3MHA HA Pa3BUBAIOLLMIACS TIOJ (B TOM YHCIIE

B IIOCTHATAJIbHOM TEPHOJIE), TeueHHe OEPEMEHHOCTH U POJIOB.



[Tpu GepeMeHHOCTH Ha3HAYEHHE LIETHPU3UHA BO3MOXKHO MOCTIE KOHCYJIBTALMM C BPAuOM, B ClTyyae
€CJIM NpejinosiaraemMas roJjb3a AJ1s MaTepy MPEBbILIAET MOTEHIMABHBIA PUCK 11 1J10/a.
Ilepuoo epyonoeo eckapmiusanus

He crenyeT MpUMEHSTh LETHPU3MH BO BpeMs TIPyJHOrO BCKapMIIMBAaHMA, T. K. LUETHPU3MH
5KCKPETHUPYETCS C FPYAHBIM MOJOKOM. LIeTUpH3HH BBIENSETCS B IPY/AHOE MOJIOKO B KOJIMYECTBE
25-90 % OT KOHLEHTpALMK B IJIa3Me KPOBH, B 3aBUCMMOCTH OT BpeMeHH 0TOOpa nmpob mocie
npvema npenapara. HexenarenbHble peakiyu, CBI3aHHBIE C LIETUPU3UHOM, MOTYT Hab/IH01aThCs
y TPYAHBIX JETEMH.

B nepuos rpyiHOro BckapMIIMBaHUs Mpenapar MpUMEHSIOT 110¢j1e KOHCYJIbTalllK ¢ BPaYOM, ECITH
npejnoJiaraeMas MoJib3a Uit MaTepH MpeBbILIAeT MOTEHLMAIBHBIN PUCK JUIsl peDeHKa.
DepmunvrHocms

JlocTynHble JaHHBlE O BIMSHUM Ha (EPTUIBHOCTh YEJIOBEKAa OrpaHUYEeHbl, OJHAKO
OTpHILIATEILHOTO BIMSIHUS Ha GEPTUIIBHOCTD B UCCIIEIOBAHMSX HA )KUBOTHBIX HE BBISBIIEHO.
[lepen npuMeHeHHeM Mpenapata, ecii Bbl 6epeMeHHbI WM npeanonaraere, 4to Bel Morin Obl
ObiTh OepeMeHHOM, WM TIaHupyeTe OepeMEeHHOCTh, HEOOXOAMMO MPOKOHCYJIBTUPOBATHCS C
BpauoM.

Cnoco6 npuMeHeHHs ¥ 103bl

BHyTpb.

[IpuHMMaTh Tpenapar cleayeT BeYepoM. T. K. CHMMIITOMBI CTaHOBATCS 0oJiee BBIPAKEHHBIMH
BEYEPOM.

[Ipenapar cieyeT MPUMEHSTh HEe pa3)KeBbIBAs, PEKOMEH/LYETCS 3alluBaTh BOJOK.

[TpenapaT MOXHO MPUHUMATh HE3aBUCUMO OT MPUEMA ITUILH.

Bapociibim

10 mr (1 Tabnetka) | pa3 B aeHb.

JetsiM B Bo3pacte crapuie 12 et

10 mr (1 Tabnerka) | pa3s B nenb. MHoraa HavanbHO# 10361 5 mr (1/2 Tabnetku) MoxeT OBITh
JOCTATOYHO, €CJIM 3TO MO3BOJISET JOCTHYD YIOBJIETBOPUTEILHOIO KOHTPOJISI CHMITTOMOB.

JletsiM B Bo3pacTe oT 6 10 12 et

10 mr (1 Tabnetka) | pa3 B neHb. [IpogomKUTENBHOCTD JIEUEHHs HE JOJDKHA NPEBBILATH 4 HEEb.
ANbTEpHAaTHBHO 71032 MOXeET OBITh pa3JieieHa Ha iBa ipyema (1o 1/2 TabneTkn yTpom v BEUepoMm).
JletsiM ¢ noyeynoi HeoocmamoyHocmolo 103y KoppekTupytoT ¢ yuetoM KK u Maccer Tena.

Oco0ble rpynIkel MalueHTOB

Hauuenmbz noMCul1020 so3pacma



M3-32 BO3MOXKHOTNO CHWXEHHMsS (QYHKLMU TOYEK PEeXUM [03UpPOBAHUs TMperapara cleayer
KOppeKTHpOBaTh (cM. noapasaen «[laueHTsl ¢ moueyHoii Hel0CTaTOUHOCThION paszena «Crnocod
MPUMEHEHUS U 103bI»).

TIayuenmol ¢ noyeunou HeOOCMamoyHOCMbIO

[TockonbKy LETMPU3MH BBIBOJMTCS M3 OpraHM3Ma B OCHOBHOM TMOYKaMM (CM. mojpasaen
«®DapMaKOKMHETHKAY ), MPU HEBO3MOXKHOCTH aJIbTEPHATUBHOTO JIEYEHUS NAyUeHmam ¢ nNo4eyHou
HeOAoCMamo4HOCMbIO PEXKUM JO3UPOBAHUS Mpenapara clielyeT KOppeKTUpPOBaTh B 3aBUCUMOCTH
OT (pyHKLMHU MoYeK (BETUUUHBI KIIMPeHca KpeaTHHUHA).

Knupenc kpearununa (KK) ans MyX4YMH MOXHO paccyMTaTh HMCXOAS M3 KOHLEHTpalWH
CBIBOPOTOYHOI'O KpEaTMHMHA M0 clieytolleii popmye:

[140 — Bo3pacT (roawl)] X mMacca Tesa (Kr)
72 X KKcwisopor (Mr/ 1)

KK (Mn1/MuUH) =

KK 1151 )keHIIMH MOXHO paccyMTaTh, YMHOXKHB MOJyYeHHOE 3HaYeHUe Ha KodhuiueHT 0.85.

1103uposaHne Y B3pOCJIBIX MALIMEHTOB C MOYEYHOM HEJOCTATOUHOCTBIO

IToueunasi HEJOCTATOYHOCTH KK (ma/mun) Pexxum 103upoBanust
Hopma > 80 10 mr | pa3 B aeHb
Jlerkas 50-79 10 Mr | pa3 B neHb
Cpeanss 30-49 5 mr | pa3 B aeHb
Tsoxenas 10-29 S Mr yepes JeHb
TepMuHanbHas cTagus — MalMEHTHI, <10 MpueM npernapara
HaXO/S1IMECs Ha 1Ualn3e NPOTUBOINOKA3aH

Ilayuenmyl ¢ Hapywenuem GyHKyuu nevenu

VY naiyeHTOB ¢ HapyLIEHHEM TOJIbKO (YHKLMM MEYeHH KOPPEKLMM pexuma J03MPOBaHHs HE
TpebyeTcs.

V nauueHTOB ¢ HapylleHHeM U (YHKLMH MeYeHH, U GYHKLMH MOYEK PEKOMEHIYETCSI KOPPEKLHs
J03UpOBaHUs (CM. TabJIMILLy BBILLE).

Ecnu nociie jieueHus yay4lieH|s He HACTYNAeT W MOSIBJISIOTCS HOBBIE CUMIITOMBI, HEOOX0AUMO
MPOKOHCYJIbTUPOBATHCS C BPAYOM.

[IpuMeHsiiTe mpenapaTt TOJbKO COMIACHO TOMY CIOCOOY NMPUMEHEHMS U B TeX JI03aX, KOTOpPbIE
yKazaHbl B UHCTPYKLIMH.

IToGounoe gelicTBue

Jlannsle, nony4yeHHuvle 8 KIUHUYECKUX UCC1e008aHUsIX

0b630p



Pe3ynbTaThl KIMHUYECKUX UCCIIEJOBAHUI MPOAEMOHCTPUPOBAIN, YTO NPUMEHEHHE LIETUPU3KHA B
PEKOMEHI0BaHHBIX 103aX MPUBOJUT K Pa3BUTHIO HE3HAUMTENIBHBIX HeXeNaTeIbHBIX 3G HEeKTOB €O
CTOpOHBI LieHTpaibHOi HepBHOW cuctemsl (LIHC), Bkmouasi COHAMBOCTb, YTOMIISIEMOCTb,
roJIOBOKPY>KE€HHE M TOJOBHYI0 0Oonb. B HekoTophix ciyuasx Oblta 3apeructpupoBaHa
napanokcanbHas ctumyssiuus LIHC.

HecMoTpst Ha TO, YTO LETUPU3UH SIBIISIETCS CENEKTUBHBIM OsiokaTtopoM nepudepuueckux Hi-
peLenToOpoB U MPAKTHYECKH HE OKA3bIBAET AHTHXOJIMHEPrMYecKoro AeHcTBHs, coobluanoch o
€IMHUYHBIX CITy4asX 3aTpyJHEHUS] MOYEHUCITYCKaHHUS, HAPYLIEHUSIX aKKOMOJALMU U CYXOCTH BO
pry. Coobanocs 0 HapymeHUsX GYHKLHMHU MEUYeHH, CONPOBOKAAOIMXCS MOBBILIEHHUEM YPOBHSI
ne4yeHoYHbIX (pepMeHToB M Ounaupybuna. B GonbliMHCTBE cilydaeB HexelaTellbHbIE SIBICHHS
pa3speliaauch nocliie NpeKpaleH|s npuemMa HeTHpU3HHa.

Ilepeuensy nesicenamensHulx NOOOYHBIX peakyuil

Wmetorcs naHHbBIE, MOMYYEHHBIE B XOJ€ ABOMHBIX CJIEMBIX KOHTPOJIMPYEMBIX KIMHUYECKHX
MCCIIEJJOBAHUM, HANpaBIEHHBIX Ha CpaBHEHME LETUPU3MHA W Tmauebo MM ApYyrux
AHTMIMCTAMMHHBIX MPENapaToB, NPUMEHSEMbIX B peKOMEHIO0BaHHBIX f03ax (10 Mr oauH pa3 B
CYTKH 1J1s1 LIeTUpU3uHa), 6osee ueM y 3200 naiueHTOB, Ha OCHOBaHMM KOTOPBIX MOXKHO MPOBECTH
JOCTOBEPHBIN aHaIM3 JaHHBIX 10 6€30MaCHOCTH.

CornacHo pe3ysibTataM 00BEJMHEHHOIO aHalW3a B MIaLe00-KOHTPOIUPYEMBIX MCCIIEI0BAHUAX
Npy MPUMEHEHUM LeTHpU3MHa B 1o3e 10 Mr ObuIM BBISIBIEHBI CIEIYIOLIME HEXelaTesbHble

peakuuu ¢ yactotoi 1,0 % wnu Beie.

HexenarenbHble peakuuu Herupusun 10 mr Ilnaune6o

(Tepmunoiorusi BO3) (n =3260) (n =3061)

Obwue HapyueHus u
HapyuwieHusi 8 Mecme 68€0eHUs!

YTomnsieMocThb 1,63 % 0,95 %

Hapywenus co  cmoponwl
HEepPBHOU CUCMeMbl

["ooBOKpYyx’EHHE 1,1 % 0,98 %
I"onoBHas 6016 7,42 % 8,07 %

Hapywenusa co  cmoponbwl

olceﬂydouyo-xumeuuoeo

mpakma
bone B xuBOTE 0,98 % 1,08 %
CyxocTb BO pTY 2,09 % 0,82 %




TownoTa 1,070 % 1,14 %

Hapywenusa ncuxuxu

COHJIMBOCTD 9,63 % 5,00 %

Hapywenua co cmoponbl
obIXamebHou cucmemsl,
0p2ano8 2pyoHOU KIemKu U
cpedocmenus

®apuHrUT 1,29 % 1,34 %

XO0Ts yacToTa Cily4yaeB COHJIMBOCTH B IpyMIie LEeTUpU3MHA ObLia BBILIE, YEM TAaKOBas B rpymre
nianedo. B OOJIBIIMHCTBE CIIy4aeB 3TO HEXeNaTelbHOE SBJIeHWE OBUIO JIerKoi MM YMEepPeHHOH
creneHu TsokecTd. I1pu 0ObeKTHUBHOM OLieHKe, NMPOBOAMMON B pamMKax APYrMX HCCIEIOBaHHIA,
OBIIO MOATBEPXKAEHO, YTO NMPUMEHEHHE LETUPU3WHA B PEKOMEHJOBAaHHOW CYTOYHON 103€e Y
30POBBIX MOJIOJBIX JOOPOBOJIBLLIEB HE BIUSIET HA UX MOBCEAHEBHYIO AKTUBHOCTb.

C€THU
B nane60-KOHTpOMpyeMBIX CCIIEJOBAHUAX Y I€TEH B Bo3pacTe oT 6 Mecsies a0 12 net 6buin

BBISABJICHBI CJIEAYIOIIMUE HEXKEIATEIIBHBIE pEAKILIUU C yacToToii | % u BBILLE:

HexenaTte/ibHbIE peakKnuu
Herupusun (n =1656) Ilnane6o (n =1294)
(tepmunogorust BO3)

Hapywenuas co  cmoponwl

HCEYOOYHO-KUUEYHO20

mpaxkma

Huapes 1,0 % 0,6 %
Hapywenus NCUXUKU

COHJIUBOCTB 1,8 % 1,4 %

Hapywenua co  cmoponsi
obiIxamenbHou cucmemul,
0peano8 2pyoHoOu KIemku u

cpedocmenus

Punur 1,4 % 1,1 %

Obwue HapyuleHusi u
HapyuleHusi 8 Mecme 66€0eHUs

YTOMIIEMOCTh 1,0 % 0,3 %

Onbim nocmpe2ucmpayuoHH020 NPUMEHEHUS.




IToMMMO HexXeNaTeNbHBIX SIBJICHUH, BBISIBICHHBIX B X0J€ KIMHUYECKUX HCCIIEIOBAaHUN U

OMUCAHHBIX BBILIE, B paMKaX MNOCTPEruCTPallMOHHOIO NMPUMEHEHUS Nperiapara Ha6JIl-OJlaJ'll/le

CJIEAYIOLIHE HEXKETATEC/IbHBIE pEAKLIHUH.

HexenarepbHbie SBIECHUS NpeACTaBJIEHBI MO KjlaccaM CUCTEMBI OpraHOB MedDRA wu yacrore

pa3BUTHA, HAa OCHOBAHWH JAaHHBIX MOCTPErUCTPALIMOHHOIO MPUMEHEHUA MpeTiapara.

Yacrora Pa3BUTHSA HEXKEIATCIbHBIX SIBJICHUH onpeneasyiach ClIEAyOIUM 06pa30M: OYC€Hb 4acCTo

(=1/10), wacro (=1/100, <1/10), Hewacro (>1/1000, <1/100), peaxo (=1/10000, <1/1000), oueHs

penko (<1/10000), yactora Heu3BecTHa (M3-3a HEIOCTATOYHOCTH JAHHBIX).

Hapywenus co cmoponwvl kposu U IUMPaAmuyecKou cucmembl

QOuenwb peoxo: TpOMOOLIMTONEHUSI.

Hapyuenus co cmoponvt uMMyHHOU cucmembl

Peoxo: peakuyy runepyyBCTBUTENIBHOCTH.
Ouenv peoxo: aHapUIAKTUYECKUH LIOK.

Hapywenus co cmopouwvl 0bmena eewecms u numarusi

Yacmoma neussecmua. NOBBILIEHUE aNTETUTA.

Hapywenusa ncuxuxu

Heuacmo: Bo30yxaeHHe.

Peoko: arpeccusi, CMyTaHHOCTb CO3HAHUS, JENPECCHs, TANTIOLMHALIUY.

OyeHb pedko: TUK.

Yacmoma wHeuzgecmua: CyWUMJAIbHBIE WAEHU, HapyUIeHUs CHa (BKJIKO4Yas
CHOBUJEHHS).

Hapywenus co cmopoHvl Hep8HOU cucmembl

Heyacmo: napecre3umu.

Peoxko: cypoporu.

QOuenv peoxo: U3BpallleHHe BKyca, AUCKMHE3Ms, TUCTOHHS, 0OMOPOK, TPEMOp.
Yacmoma Heuzsecmua: HapylleHHE MAMSITH, B TOM YHUCJIE aMHE3Ms, MITyXOTa.

Hapywenus co cmoponsl opeana 3penus

QOuenb pec);co: HapylIeHHUE aKKOMOJAlMUU, HEUETKOCTb 3pEHUsI, HUCTArM.
Yacmoma neusgecmua: BaCKyJIUT.

Hapyweuwz CO CMOPOHbL OP2aHA CIYXA U NAOUPUHMHBLE HADYULEHUS]

Yacmoma Heuzsecmua: BEPTHUTO.

Hapywenus co cmopouwl cepoya

Peoxo: Taxukapaus.

Hapywenus co cmopouwi iceny00yHO-KUuEeYH020 mpakma

Heuacmo: nnapesi.

KOLIMapHbIe



Hapywienus co cmoponbvl neyenu u xce1uesbl800auux npomoxos

Peoxo: mneyeHOYHass HENOCTATOYHOCTb, W3MEHEHHE (PYHKLMOHANBHBIX MEYEHOUHBIX Mpod
(MOBBIIEHHE AKTUBHOCTH TPaHCAMMHA3, LIET0UHOI ocdaTazbl, raMmma-riyTaMmuntpanchepassl u
Ounupybuna).

Yacmoma HeuzsecmHa: TenaTmr.

Hapywenus co cmoponsl KOHCU U NOOKOHCHBIX MKAHell

Heuacmo: ceinib, 3y1.

Peoko: xpanuBHULIA.

Ouenwb pedxo: aHTMIOHEBPOTUYECKUI OTEK, CTOMKas JIEKapCTBEHHAsl SpUTEMA.
Yacmoma neuzéecmua: OCTPBIA FreHEPaTU30BaHHBIN K3aHTEMATO3HBIH MyCTYy1e3.

Hapywenus co cmoponbl noyex u Mo4e8bl800AULUX NYmel

Ouenv pedxo: 1U3ypus, SHYpe3.
Yacmoma neuzsecmna: 3afepxKa MOUH.

Hapywenus co cmopouwl cke1emuo-MblueYHOU CUCMEMbL U COCOUHUMETbHOU MKAHU

Yacmoma neusgsecmua: apTpairus.

Obwue paccmpoucmea

Heuacmo: acTeHus, HE1OMOTaHHE.
Peoxo: nepudepudeckue oTeKku.

Bruanue na pezynomamuol 1a60pamopubix U UHCMPYMEHMAIbHBIX UCCICO08AHU

Peoko: noBeIlIeHHE MacChI Tea.

Onucanue omoebHblX HeHceramenbHblX peaKyull

[locne mpekpalieHUss MPUMEHEHMs! LIETUPU3MHA OBLTM OTMEYEHBI Clyyau 3yJa (B TOM 4Hcie
MHTEHCUBHOTO 3y/1a) W/UIH KPaNTMBHHULBI.

Eciu y Bac ommeuyaiomces nobounvie >¢hgpexmvl, yKazawuvie 6 UHCMPYKYUU, UIU OHU
yeyeybasiiomes, wiw Bel 3amemunu niobeie Opyeue nobounvie s¢pghexmel, He ykazauuvie 8
uHcmpyxkyuu, coobupume 06 amom epayy.

Ilepeno3upoBka

CHUMITOMBI

Cumnromel, HabmogaeMble Mocie SBHOW MepeJo3MpOBKM Mpenapata, BIUSIH Ha LEHTPaTbHYIO
HEPBHYIO CHUCTEMY WJIM OBUIM CBSI3aHBl C BO3MOXHBIM AHTHUXOJIMHEPrHYECKMM 3((HEeKTOM.
CuMnTomel, KOTOpBIE HAOMIOAATKCH TTOCTE TIPUEMa M0 MEHbILEH Mepe MATUKPATHOrO KOJTHYeCTBa
PEKOMEHYEMO CYTOUHOW A03bl, BKJIIOYAIM CHELYIOLIee: CIYyTaHHOCTh CO3HaHMS, AMapelo,
YTOMJISIEMOCTb, TOJIOBHYIO 0OO0/b, HEIOMOraHue, Muapuas, 3yJ, OecroKOHCTBO, celaTHBHBIN
3} deKT, COHITUBOCTB, CTYNOP, TAXUKAPAHUIO, TPEMOP, 3aIEPKKY MOUH.

Jleuenue
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Cneuunduyeckoro aHTUa0Ta HET. B ciryyae nepeno3upoBKM PEKOMEHLYETCS CUMIITOMATHUECKOE
WK NojIepXKuBaolee JieyeHue. [1poMbIBaHKe HKeTyaKa W/WITH MPUEM aKTUBUPOBAHHOTO YIS
MOXeT OBbITh 3PEKTUBHBIM, €CITH NMEPEAO3UPOBKA MPOU30LIIA HEAABHO. LleTHpU3nMH YacTUUHO
BBIBOJMTCS MIPU UAIH3E.

B3aumojeiicTBHe ¢ APYTHMH JIeKapCTBEHHBIMH CpeICTBAMH

OnHOBpeMEHHOE  TMPUMEHEHHWE C  A3UTPOMMIMHOM, LIUMETUAMHOM, SPUTPOMULIMHOM,
KETOKOHA30JI0M MM TCeBAOIpEAPUHOM He BIMSET Ha (papMaKOKMHETHUECKHE MapameTpbl
ueTHpusnHa. DapMaKOKHHETHUYECKUX B3aUMOICHCTBHUIT He Habmoaanock. CornacHo UCIbITaHUIM
in vitro LeTUPU3UH He BIUsieT Ha 3¢ deKT cBs3bIBaHus Oenka BapdapuHa.

OnHOBpeMEHHBIN MpHEM a3UTPOMMLIMHA, SPUTPOMMIIMHA, KETOKOHA30J1a, TEOQUUIMHA MU
nceBnoddespyHa HEe BBISIBUJI CYLUECTBEHHBIX M3MEHEHMH B KIMHHUYECKMX J1abOpaTOpHBIX
TMoKa3aTesiX, )KU3HEHHO BaXHBIX QyHKLMAIX U dnekTpokaparorpammax (OKI).

B uccnenosanun ¢ oaHOBpeMEHHBIM npueMoM TeopunauHa (400 Mr B AeHb) M LETHPU3MHA
(20 Mr B neHb) ObII0 0OHAPYKEHO HE3HAUUTEBHOE, HO CTATUCTUYECKU JOCTOBEPHOE MOBBILLIEHHE
24-yacopoii mowanu noa kpusoit (AUC) Ha 19 % ans uetupusuna v Ha |1 % nns reodpunnuna.
Kpome Toro, MakcumaibHble YPOBHM B IU1a3Me KpoBU yBenuuuauch 10 7.7 % u 6.4 %
COOTBETCTBEHHO JUI LETHpM3MHAa U TeopuuinHa. OJHOBPEMEHHO KIMPEHC LETUPU3MHA
yMeHbluuics Ha -16 %, a takxke Ha -10 % B ciiyyae TeopWIIMHA, KOTAa LETUPU3UH TIPUHUMAITH
MaLMeHThbl, KOTOpbIE paHee Moaydanu JeyeHue TeopuuinHoM. Tem He MeHee mpeaBapUTelIbHOe
JleYeHUe LETUPU3MHOM HE OKasallo CYLIECTBEHHOrO BIIMSIHUS Ha (papMaKOKMHETHHYEeCKHe
napameTpbl TeopUIMHA.

[Tocne onHOKpaTHOrO NpueMa uetupusuna B 103e 10 Mr addext ankorons (0,8 %o) 3HauMTEIBHO
HEe YCHJIMBAJICS; CTATUCTUYECKU 3HAYMMOE B3aUMOJEHCTBHE € 5 MI JuazenamMa ObLIO J0Ka3aHo B
OJHOM M3 |6 NCUXOMETPUUECKHX TECTOB.

OnHoBpemeHHbIH npueM 10 Mr LeTHpHU3MHa B J€Hb C MIIMIU3UAOM MPHUBEN K HE3HAYUTEIBHOMY
CHIDKEHMIO TIOKazaresiel IoKo3bl. ITOT 3pdekT He uMeeT KIMHUYECKOro 3HaveHus. TeMm He
MEHee PeKOMEHYETCSl pa3e/IbHBIN MTPUEM — MIMIU3U YTPOM U LIETUPU3UH BEUEPOM.

CreneHb BcachbIBaHUSI LIETUPU3MHA HE CHMXKAETCS MPU OJHOBPEMEHHOM MpUEME MULIM, XOTS
BcachiBaHMe 3aMejisieTcst Ha | vac.

B uccnenoBaHMM ¢ MHOrOKpaTHBIM NpreMoM puToHaBupa (600 Mr 1Ba pa3a B ieHb) U LETUPU3MHA
(10 Mr B n1eHb) cTeNeHb SKCMO3ULIMK LETUPU3UHA Oblla yBenuueHa npumepHo Ha 40 %, B To BpeMs
KaK 3KCIMO3UL1S PUTOHABUPA HE3HAUUTENbHO u3MeHunach (-11 %) BcaeacTBue comyTCTBYIOLIETO
npueMa LETUPU3HHA.

Ecnu Bl npuMeHsieTe BbILIENEPEeUUCIEHHBIE WM Jpyrye JeKapCTBEHHBIE Mpenapatsl (B TOM

yucne 6e3peLenTypHbIe), Nepe NPUMEHEHHEM NpenapaTa NPOKOHCYJIbTUPYHTECH C BPauOM.
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Ocobble yka3anus
V nmanMeHTOB ¢ MOBPEXIEHUEM CIIMHHOTO MO3ra, MIeprula3ueil nmpeacTaTesbHOM kenessl, a
TaKXkKe NpPU HAIMYMM APYTHX MpeApacrnoyiaralolivx (akropoB K 3aaepimke Mo4M, TpeOyercs
cobu01IeH1Ee OCTOPOXKHOCTH, TaK KaK LETUPU3MH MOXKET YBEJTUYHUBATH PUCK 33E€PKKH MOUH.
VY mnauMeHToB € MOYEYHOW HEJOCTATOYHOCTBIO PEXHMM [O3WPOBAHUS Tperapara ClieayeT
KOppeKTHPOBATh (cM. pazaen «Crnocod mpuMeHeHHs U 103bI»).
PexomeH10BaHO cOOMOAaTE OCTOPOXKHOCTH MPH TPUMEHEHHUH LIETHPU3WHA OJHOBPEMEHHO C
aJIKOroJieM, TaK KakK LETUPU3UH MOXKET MPUBECTH K MOBBILIEHHONH COHJIMBOCTH.
OcTOpOXKHOCTB clietyeT coboaaTh y MalMeHTOB C SMHUJIENCHEH U MOBBILIEHHOM CYA0POKHOM
FOTOBHOCTBIO.
Ilepen HazHaueHMEM anIeprojJOrM4ecKUx Mpod PEeKOMEHIOBaH TPEXIHEBHBIH «OTMBIBOYHBIMH
nepuoJ BBUAY TOro, uto Onokartopsl Hi-rucTaMMHOBBIX PELENTOPOB WHTUOUPYIOT pa3BUTHE
KOXHBIX aJIJIEpruuecKux peakuuii.
[TaumeHTaM ¢ peako BCTpewaroLlelcsl HacNeJCTBEHHON HENepeHOCHMMOCTBIO —TalaKTO3bl,
AePULMTOM JaKTassl Jiomaped WM TIOKO30-TallakKTo3HOM Manbabcopbuueid He cneayer
NPUHUMATh 3TOT Mpernapar.
[Tocne npekpalieHuss MPUMEHEHUsI IETUPU3MHA MOXKET MOSIBUTHCS 3y W/WIIK KpalnuBHULIA, JaXe
€CIIM 3T CUMIITOMBI OTCYTCTBOBAJIM B Hauase JeueHus. B HEKOTOphIX ciydasiX CUMIITOMBI MOTYT
OBITh MHTEHCUBHBIMU U TpeOOBaTh BO30OHOBJIEHHS NpUeMa LeTHpu3uHa. CUMIITOMBI HCUE3at0T
MpU BO30OHOBIEHUHU MpUEMa LIETUPU3UHA.

eTH
LleTvpusuH B TabneTKax, MOKPHITHIX MJIEHOYHON 0000UKOM, MPOTHBONOKA3aH JETsM 10 6 Jer,
MOCKOJIbKY JaHHas JIeKapcTBeHHasi JopMa He MO3BOJISIET UCTIONB30BATh MOAXOAALLYIO JO3UPOBKY
JUTSL 9TOM BO3PACTHOM rpynibl. PekOMeHyeTcs UCIOIb30BaTh NEAUATPUUECKYIO JTIEKAPCTBEHHYIO
bopMy (Kanau Anst IpUemMa BHYTPb).
BHuMaTeIbHO TMPOYTHTE MHCTPYKLMIO TNepel TeM, KaK HauaTb NPUMEHEHME IMpenapara.
CoxpaHuTe MHCTPYKLMIO — OHA MOXET MOHaf00uThcs BHOBb. Ecin y Bac BO3HMKIM BOMpPOCHI,
obpaturech K Bpauy. JlekapcTBeHHOE CpeACTBO, KOTOPBIM BEI JleunTech, NpeHa3HAYEHO JIMUHO
Bawm, u ero He cieayer nepeaaBaTh APYruM JTMLAM, TOCKOJIBKY OHO MOXET MPUYMHUTD UM BpEJ,
Ja<e NIPU HAJIMYKK TeX JKe CUMIITOMOB, 4TO M y Bac.
Biusinve Ha cOCOOHOCTH YNPABJSITH TPAHCNIOPTHBIMH CPEACTBAMH, MEXaHH3MaMH
LleTHpU3UH MOXET MPHUBECTH K MOBBIIIEHHOH COHJIMBOCTH, CJIEJOBATEILHO MpEnapar MOKET
OKa3bIBaTh BIUSTHKE HA CMIOCOOHOCTD YNPABISTh TPAHCIIOPTHBIMU CPEACTBAMH., MEXaHM3MAMH.
®opmMma BbIIyCKa

TabneTku, MOKpBITHIE MIEHOYHOM 06010uKOM, 10 Mr.
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ITo 10, 14, 15, 20 mmn 30 TabneTok B KOHTYPHYIO SIYEHKOBYIO YMAKOBKY M3 TIUIEHKH
TIOJIMBUHUIIXJIOPUIHOM U HOJBIM aIOMUHUEBO NMEYaTHOM TaKUPOBAHHOIA.

[To1,2,3,4,5 unm 6 KOHTYpHBIX SYEHKOBBIX YIAKOBOK BMECTE C MHCTPYKLIMEH MO MPUMEHEHHUIO
MOMELIAOT B MAYKy M3 KapTOHA.

YciaoBusi XxpaHeHus

[Ipu Temnepartype He Boiwe 25 °C.

XpaHUTb B HEJOCTYITHOM /ISl IETei MecTe.

Cpok roagnoctu

3 roga. He npuMeHSTh MO UCTEYEHUHU CPOKA FOJHOCTH.

YeaoBus ornycka

Ormyckatot 6e3 peuenra.

IlpousBoauTtens/ Opranusanus, NpHHAMAKOLIAS NPETEH3UH OT NOTpedHTeIel

AO «AJIMYMp», Poccus.

Mockogckas 0611., r.0. CepryxoB, pr. O6onenck, tep. Kapran A, 1. 2.

Buinyckaiowuii kxonmpons kavecmsa

Mockogckas 0611., r.0. CepryxoB, pr. O6onenck, tep. Ksapran A, 1. 2, ctp. 1.

Ten.: (4967) 36-01-07.

e-mail: info@binnopharmgroup.ru
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