NHCTPYKIHMA
[1O MEJULIUHCKOMY ITPUMEHEHUWIO JIEKAPCTBEHHOTI'O ITPEITAPATA
abuer®
PerncrpanuoHHblii HOMep:
Toprosoe HaMMeHOBaHHE: puet®
MexayHapoaHoe HeMATEHTOBAHHOE WJIM TPYNIIUPOBOYHOE HAMMEHOBAHME  JICBOLICTUPU3UH
JlexapcTBeHHas opma: TaOIETKH, TOKPHITHIE INICHOYHOIN 000I0UKOM
CocraB
1 TabieTka, HOKpPHITas MIICHOYHOW 000JI0YKOM, CONEPIKUT:
Oelicmeyiowee eujecmao. TeBOIETUPU3UHA TUTHUAPOXIIOPUT — 5 MT;
6CHOMO2amenbHble Beujecmeda. JIaKTO3bl MOHOTHAPAT, IEJUTI0NI03a MHUKPOKPHUCTAILTUYECKAs,
Kanpiusi rungpodocdara guruapar, HaTpus KapOOKCHMETHIIKpaxmanl (HaTpus Kpaxmama
TJIMKOJISIT), MOBUIOH, MarHus cTeapar,
8cnomozamenvbHble sewecmesa o7l 0007104KU: TUIPOMEII03a
(rUIpOKCHIIPOMMIMETHIIIEIUTION03a), Makporon 6000 (mommdtwieHraukoas 6000), TuTaHa
JUOKCHU]I.
Onucanue
JIBOSIKOBBIMTYKJIbIE TAOJIETKU TMPOJOITOBAaTON (DOPMBI CO CKPYTJIICHHBIMH KOHIIAMHU, TTOKPBITHIE
MJICHOYHOM 000JI0UKOM O€JI0T0 WK MOYTH OeNIoro 1BeTa, ¢ puckoii. Ha monepeunom paszpese sapo
0enoro uiu nouTH 6enoro 1BeTa.
dapmakoTepaneBTHYECKAs IPynmna
AHTUTUCTaMUHHBIC CPEJICTBA CUCTEMHOTO JICUCTBUS; MPOU3BOIHBIC MMUIIEPA3HHA.
Kon ATX: RO6AEQ9.
DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuxa
JIeBOIETUPH3MH — AKTUBHOE BEIIECTBO Mpernapara DJbleT” — 9T0 R-3HaHTHOMEp HEeTHPH3HHA,
MOIIIHBIN ¥ CEJIEKTUBHBIN aHTAarOHUCT TUCTaMUHA, OJTOKUpYomuii Hi-TucTaMHHOBBIC PEIIETITOPHI.
JleBoueTHpPU3KH OKa3bIBAET BIMSHUE Ha THCTAMUHO3aBUCUMYIO CTa/IMIO aJUIEPTUYECKUX PEaKIIMii,
a TaKKe YyMEHbBINAeT MUTPALUI0 D03MHOPUIOB, YMEHbBIIAET MPOHUIIAEMOCTb COCY/JIOB,
OTPaHUYMBAET BHICBOOOXK/ICHNE METUATOPOB BOCIIAJICHHUS.
JleBonieTHpU3UH TIpEAYNPEKAACT PA3BUTHE M OOJIETYACT TEUEHWE AUIEPTHYECKUX PEaKIIHi,
o0nasaeT MPOTUBOIKCCYAATUBHBIM, MPOTHUBO3YIHBIM JCHCTBUEM, MPAKTUYECKH HE OKa3bIBaeT
AQHTUXOJIMHEPTMYECKOT0 M aHTHUCEPOTOHMHOBOTO JeHMCTBHs. B TepameBTHYECKHUX 03ax

MIPaKTUYECKH HE OKA3bIBAET CEIaTUBHOTO Y (deKTa.



Dapmakokunemuxa

PapMaKOKMHETUYECKUE TIaPAMETPHI JICBOLIETUPU3UHA U3MEHSIOTCS JIMHEHHO.

BcaceiBanue

[Tocne mpuema BHYTpb Hpenapar ObICTPO U MOJTHOCTHIO BCACHIBACTCS U3 KEITYA0YHO-KHILIEYHOTO
TpakTa. [Ipuem nuiy He BIUSET Ha MOJTHOTY BCACHIBAHUS, XOTS CHUXKAET €€ CKOPOCTb.
MakcumanbHas KoHIeHTparus (Cmax) B 1a3Me KpoBu pocturaetcs yepes 0,9 yaca u cocTaBisier
270 Hr/Mi, paBHOBECHASI KOHIICHTPAIIHS JOCTUTACTCS Yepe3 2 CYTOK.

Pacopenenenue

Jleouetrpusun Ha 90 % cBsi3piBacTCs ¢ Oekamu 1iasmbl kpoBu. O0bem pactpenenenus (Vq)
cocrasisiet 0,4 /kr. buogocrymuocts gocturaer 100 %.

Metaboaun3m

B neGonpmux kommuectBax (< 14 %) wmerabonmusupyercs B opranusme nyrem N- u
O-neankunupoBaHus (B OTJIMYME OT JPYTUX AHTAroHUCTOB Hi-TMCTaMUHOBBIX pELENTOPOB,
KOTOpbIe METabOIM3UPYIOTCS B MEYEHU C TOMOIIBI0 CHCTEMBI IIUTOXPOMOB) C 0Opa3oBaHUEM
(apMaKoJOTrMYecK HEaKTUBHOIO MerabonuTa. M3-3a He3HauuTenabHOro Mmeradoiu3ma U
OTCYTCTBUSL ~ METabOJIMYECKOro  IMOTEHLMaJa  B3aMMOACWUCTBUE  JIEBOLETUPU3UHA  C
JIEKapCTBEHHBIMHU IIperapaTaMy MPeCTaBIAETCS MATOBEPOSITHBIM.

BriBenenue

[Tepuon monyBeiBenenus (T12) y B3pocnbix cocraBnser 7,9 + 1,9 wac. YV nereit mmanuiero
BO3pacTa MEpUOJl TMOJNYBBIBEJCHUS KOpoue. Y B3pOCHBIX OOLIMHA KIMPEHC COCTaBIIsET
0,63 mu/mun/kr. Oxoso 85,4 % npuHATON 103bI penapaTa BEIBOAUTCS MOYKaMU B HEU3MEHHOM
BUJE TyTeM KIyOOuKOBOM (UIbTpallMM M KaHalbLEBOW cekpeuuu; okoio 12,9 % — uepes
KHAIICYHUK.

Omoenvuvie epynnvl nayueHmos

Tayuenmoi ¢ noueunoii HedOCMamouHOCmMuio

VY nanueHTOB ¢ MOYEYHOW HENOCTATOYHOCTHIO MPU KIMpeHce KpeaTuHuHa MeHee 40 MiI/MUH
KIMpEeHC IMpernapaTa yMEHbIIaeTca. Y TAaleHTOB, HaXOASIIMXCS Ha TreMoJuainie, oOumuil
knupeHc cHmwxkaercs Ha 80 %. Menee 10 % mnpemapata ypansercs B XOA€ CTaHAApTHOMU
4-qacoBOM IpOIIETypbl TEMOINANIN3A.

Tayuenmsl ¢ neyeHouHoOU HEOOCMAMOYHOCHbIO

dapMaKOKMHETHKA JIEBOLUETUPU3MHA Y TMAlMEHTOB C IE€YEHOYHOM HEJOCTaTOYHOCThIO He
u3ydanacb. Y TAIMEHTOB C XPOHUYECKMMHU 3a00JIEBaHUSMM TEUYEHH (TenaToleIUIIOISPHBIM,
XOJIECTaTHUECKUI M OMIMAPHBIM IUPPO3), MOTYUYaBIINX pAllEeMUYECKOE COSAMHEHUE IIeTUPU3HHA
B 03¢ 10 wmm 20 Mr oTHOKpaTHO, HAOJI01aJI0Ch YBEIMUEHUE TTeproaa moayBeiBeaeHU Ha 50 %

Y CHWKEHUE KiupeHca npernapata Ha 40 %, 1o CpaBHEHUIO CO 3J0POBBIMU JIFObMU.



Jlemu
JlanHbIe TIO KccTeIoBaHuIo0 (papMakKOKMHETHKH npernapata y 14 mereit B Bozpacte ot 6 1o 11 ser
¢ Maccoi tena oT 20 no 40 kr npu NepopaJbHOM NpPHUEME OJHOKPATHO 5 MI JIEBOLIETUPU3HHA
nmokazanu, 4to mokaszarenu Cmax ¥ 1wiomanas nox kpuBod (AUC) mpumepHo B JBa pasa
MPEBBIIIAIOT AHAJIOTUYHBIE TOKA3aTeNIM y B3POCHBIX 3J0POBBIX JIIOJEH MpPH IMEPEKPECTHOM
koHTpose. Cpemnnuii mokazatelib Cmax coctaBui 450 HI/MII, MakCUMallbHAs KOHIEHTpAIUs
JOCTUTANIaCh B cpeiHeM uepe3 1,2 gaca, oOmuilt KIMpeHe ¢ y4eToM Mmacchl Tena Obut Ha 30 %
BBIIIIE, a IEPHUOJ] MOTyBbIBeIeHUS Ha 24 % Kopoue y IeTel, 4eM COOTBETCTBYIOLINE IT0KA3aTeIN Y
B3POCIBIX. PeTpocrieKTUBHBIN (apMaKOKMHETHUECKUI aHamu3 npoBeaeH y 323 naruenTtoB (181
pebenok B Bo3pacte ot 1 g0 5 ner, 18 nereit B Bo3pacte ot 6 10 11 et u 124 B3pocibiX B BO3pacTe
ot 18 1o 55 ner), nmonmyyaBIIUX OJHY WJIM HECKOJIBKO 103 JeBoreTupusuHa ot 1,25 mr g0 30 mr.
JlanHple, TMOJy4YeHHbIE B XOJ€ aHaiu3a, I[I0Ka3alu, 4YTO TMpUeM TMpenapara B 03¢
1,25 Mr y nmereit B Bo3pacTe OT 6 MecsieB J0 5 JIeT NPUBOJUT K KOHIEHTpPAlMU B IUIa3Me,
COOTBETCTBYIOIEH TAaKOBOW y B3POCIBIX IIPH MIPHEME Tpernapara OJIuH pa3 B CyTKH.
Toowcunvie nayuenmoi
Jannsie mo (apMaKOKUHETHKE y MOXKWIBIX MAllMeHTOB orpaHu4veHbl. [Ipu moBTOpHOM TIpreme
30 Mr IeBOIIETUPU3HUHA OJIUH Pa3 B CYTKU B TeUeHHUE 6 THEH Y 9 MOKMIIBIX TAIIIEHTOB (BO3pPacT OT
65 no 74 net) oOmmMi KIMpeHc ObUT MPUOIU3UTENBHO Ha 33 % HIDKE, YeM TaKOBOW y B3POCIBIX
Oosee MoJo1oro Bo3pacta. beuto mokas3aHo, 9To pacrpesielieHne paneMaTa IeTHpU3HHa OoJIbIle
3aBUCHT OT ()YHKITUH [TOYEK, YEM OT BO3pacTa. DTO YTBEPKICHHE TAKKE MOXKET OBITh MPUMEHIMO
U K JICBOLETUPHM3MHY, TaK Kak 00a MpemapaTa W JEBOLETUPU3WH, W LIETUPHU3UH BBIBOISTCS
NPEUMYIIECTBEHHO ¢ MOYOi. [103TOMY y MOXHIIBIX TAIMEHTOB 1032 JIEBOIIETUPHU3HHA JIOJDKHA
OBITH CKOPPEKTUPOBAHA B 3aBHCHMOCTH OT ()YHKITHH ITOYCK.
Iloxka3zanus K NPUMEHEHHIO
o JledeHne  CUMIOTOMOB  a/UIEPrHUECKUX  PUHUTOB  (BKJIOYAs  KPYTJIOTOJUYHBIN
(TIepCUCTHPYIONIMIA) W CE30HHBIA (MHTEPMUTTUPYIOLINI) ajuIepruuecKue pPUHUTHI) |
AIIEPTUYECKOT0 KOHBIOHKTHBUTA, TAKUX KaK 3y[, YNXaHHE, 3aJI0’)KEHHOCTh HOCa, pUHOpes,

CJIC30TCUCHUEC, TUTICPEMUA KOHBIOHKTHBBI;

o MOJUTMHO3 (CEHHAasl IUXO0paJKa);

o KpaHI/IBHI/IHa;

o JpyTHE aJUIePTUIECKUE IEPMATO3bI, COIIPOBOMKIAIONINECS 3YI0M H BHICHITTAHUSIMHU.
IIporuBonokazanus

[ToBbIlIeHHAs! YyBCTBUTEIBHOCTh K aKTUBHOMY BEILIECTBY, LIETUPU3UHY, THAPOKCU3UHY, JTIO00OMY
MIPOM3BOTHOMY MUIEpa3UHA WIH K JTI0OOOMY IPYyromMy BCIIOMOTaTeIbHOMY BEIIECTBY Iperapara.

Jeduuut nakraspl, HEIEPEHOCUMOCTD JAKTO3bI, TIIIOK030-TAJIAKTO3HASI MAIbaOCOPOITHs.



TepmuHanbpHas CTaAMsI TOYSYHOM HEIOCTATOUYHOCTH (KIUpEeHC KpeatnHuHa < 10 Mur/MuH).
Hetckuii Bo3pact 110 6 JerT.

C 0CTOPOKHOCTHIO

[Tpu xpoHHYECKOI TOYEUHOMN HEAOCTATOYHOCTHU (HE00X0[MMa KOPPEKILIUS pexKUMa T03UPOBAHHUS ).
VY manueHToB MOXKUJIOro Bo3pacTta (Mpy BO3PACTHOM CHHKEHUHU KIIyOOUKOBOM (DHIIBTpAINH).

VY nauMeHTOB € MOBPEXIAECHUEM CIIMHHOTO MO3ra, TMIEPIUIa3UEd NMPEACTAaTEIbHON KEJIe3bl, a
TakKe MPU HAJIUMYUW JPYTUX TPEapacroyiararoimx (GakToOpoB K 3aJepiKKe MOYH, MOCKOIBKY
JICBOLIETUPU3UH MOKET YBEJIMUUBATh PUCK 3aJICPKKU MOUH.

[Ipy omHOBpeMEHHOM YIOTpeOsieHnu cC ajnkoroieM (cM. BsaumopeiictBue ¢ Apyrumu
JICKapCTBCHHBIMU TIperiapaTaMu).

bepeMeHHOCTh U IepHOJT TPYTHOTO BCKAPMITUBAHUS.

OCTOpOXKHOCTH ClleZlyeT COOM0aTh y MAIleHTOB C SMUJIETICUEN U MOBBIIIEHHON CYI0pOXKHOMI
TOTOBHOCTBIO, TOCKOJIbKY JIEBOLIETUPU3UH MOXKET BBI3BATh 00OCTPEHUE MPUCTYTIOB.
I[IpumeHeHne Npu 6€peMEHHOCTH H B MEPUO/I TPYTHOTO BCKAPMJIUBAHUSA

bepemennocms

JlaHHbIE 1O MPUMEHEHUIO JICBOLIETUPU3MHA BO BpeMsi O€pPEMEHHOCTH MPAKTUYECKH OTCYTCTBYIOT
win orpanuuensl (mMeHee 300 ucxonoB OepemenHocTeil). OaHAKO NpHUMEHEHUE LETUPHU3UHA,
patiemara JeBoleTHpusuHa, npu OepemenHoctu (Oosee 1000 mcxomoB OepeMEeHHOCTEH) HE
COIMPOBOXKIAIOCH MOPOKAMU PAa3BUTHS W BHYTPUYTPOOHBIM W HEOHATAIBHBIM TOKCHYCCKUM
BO3JciicTBeM. B uccrnenoBaHMAX Ha J>KMBOTHBIX HE BBISBICHO MPSAMOTO WJIM KOCBEHHOTO
HEONIaronpHUsATHOTO BIUSHUS Ha TeUeHHE OEpEMEHHOCTH, YMOPHOHATBFHOE U (heTalbHOE pa3BUTHE,
POJIBI M TTIOCTHATATILHOE PA3BUTHE.

[Ipu OepeMeHHOCTHM Ha3HAUEHUE JICBOIIETUPH3MHA MOXXET OBITh PACCMOTPEHO B Ciydae
HEOOXOIUMOCTH.

Ilepuoo epyonoeo eckapmaueanus

[leTnpu3uH, pameMar JICBOICTHPU3HHA, SIKCKPETHPYETCS C TPYIHBIM MOJIOKOM. [ToaTomy Takike
BEPOSTHO W BBHIICICHHUE JICBOIIETUPU3WHA C TPYJHBIM MOJIOKOM. Y JeTed, HaxXOIAlmuXxcs Ha
TPYAHOM BCKapMJIMBaHUHU, BO3MOXXHO IMOSBJICHHE MOOOYHBIX pEaKUUi Ha JEBOICTHUPU3UH.
[ToaToMy HEOOXOMMO COOJIIO/IaTh OCTOPOKHOCTh NIPU HA3HAYEHUU JIEBOIICTHPU3MHA B MEPHO]]
TPYAHOTO BCKAPMITHBAHHS.

DepmunbHocmo

Knunudeckue qaHHbIC TIO JIEBOLIETUPU3UHY OTCYTCTBYIOT.

[lepen mpuMeHeHUEM TpenapaTa, eciu Bol OepeMeHHBI WK Mpernoaaraere, 4To Bl MOTiu Obl
OBITH OEpEeMEHHOMW, WM TUTAHHpYETe OCPEeMEHHOCTh, HEOOXOIWMO MPOKOHCYJIHTUPOBATHCS C

BPavuOM.



Cnoco0 npuMeHeHHsI U 103bI

TabneTKu, MOKPHITHIE TUICHOYHON 000JIOUKOW, MPUHUMAIOT BHYTPH, MPOTJIATHIBAS [[ETMKOM, BO
BpEMSI €]Ibl T HATOIIAK, 3aITUBasi HEOOIBIIUM KOJIMYECTBOM BOJIBI.

B3pocnvie u 0emu cmapuie 6 nem: cyrounasi go3a cocrasiser 5 Mr (1 TaGnerka) OAHOKpPATHO.
[TockonbKy JE€BOLIETUPU3UH BBIBOAUTCSA M3 OpraHu3Ma MOYKaMu, MPU MPUMEHEHUH Mpenapara y
HNALUEHTOB C NOYeYHOU He0OCMAamoOYHOCMbIO U NAYUEHMO8 NOACUIO020 803PACMA 103y CIEAYET
KOPPEKTUPOBATh B 3aBUCUMOCTH OT CTEIIEHU MTOYE€YHON HE0CTATOYHOCTH.

[Tantuentam ¢ seckum HapyuieHuem @ynkyuu novex (KIUpeHC KpeatuHuHa 5S0—79 mur/mMuH)
KOPPEKILHHU 03Bl HE TpedyeTcsl.

VY namueHToB ¢ ymMepeHHOU NoueyHol Hedocmamounocmvlo (KIUpeHc kpeatuHuHa oT 30 10
49 MJ1/MUH) peKOMEHTyeMasl 103a — 5 MT 4epe3 JCHb.

Y TNalnueHToB ¢ msadxceniou noueyHou HedocmamouyHocmvio (KIUPEHC KpeaTHHHHA MEHee
30 mu/mMuH) pekoMeHayeMas 103a — S5 mr 1 pa3 B 3 mHs.

[TaruenTam ¢ noueunou u neueHouHoU HeOOCMamo4HOCHbI0 TO3UPOBAHUE OCYILECTBISETCS 110
BBILICTIPUBEACHHON CXEME.

[TaruenTam ¢ Hapywienuem moavko (QYHKYuu neyeHu KOPPEKIHMH PEeXHUMa TO3UPOBAaHUS HE
TpeOyeTcs.

IIpooonsicumenvrocms npuema npenapama.

[Tpu neyeHny Ce30HHOTO (MHTEPMUTTUPYIOLIET0) PUHNUTA (HAJIMYUE CUMITOMOB MeHee 4 THel B
HEEN0 WM UX OOMIasi MPOJOJKUTENILHOCTh MeHee 4 HeMenb) MPOAOKUTEIHHOCT JICUSHUS
3aBUCHT OT JUIUTEIHHOCTU CUMITOMATUKH; JICYCHUE MOXKET OBITh MPEKPAIIEHO MPU UCUE3HOBEHUN
CHUMIITOMOB ¥ BO30OHOBJICHO TIPH MOSBJICHUH CUMIITOMOB.

[Ipy neyeHUM KpyraoroaAuyHOro (MEPCUCTHPYIOIIETO) alIepruuecKoro pUHHTA (HalIu4uue
CUMITOMOB OoJiee 4 THEH B HEle0 U UX 00111ast MPOJOHKUTETLHOCT Oosiee 4 HeflelNb) JIeueHe
MO>KET MPOAOIKATHCSA B TEUEHUE BCETO MEPUO/Ia BO3ACHCTBUS aJNIEPreHOB.

Nmeercs KIMHUYECKUH OIBIT HEMPEPHIBHOTO MPUMEHEHUS JIEBOIETUPHU3MHA B JIEKAPCTBEHHOU
dbopme TaOMETKH, TOKPHITHIE TIJICHOYHOW OOOJOYKOW, S5 Mr y B3pOCHBIX MaIlMEHTOB
JUIMTEIBHOCTBIO 10 6 MECSIIEB.

Ecniu Bel mpuHMMaeTe WM HEAaBHO NPUHUMANIM ApPyTHe Tpenaparbl, COOOMMTEe 00 3TOM
JedamnieMy Bpauy.

Ecnu Bei 3a0but TpUHSATE TIpemapat Dibrer®, He MPUHUMANTE JBOMHYIO 103y JUIsl KOMIIEHCAIlUN
MPOMYIIEHHOW, TPUMHTE CICTYIOIIYIO 03y B OOBIYHOE BpEeMS.

ITo6ouHoe neiicTBHE

ﬂaHHble no 6esonacnocmu, NOJIyYeHHble npu U3y4eHuu yemupusuna

Hab6nroganuch crnenyroniue HexenaTeabHbIe peaKIuu:



Peoxo (>1/10000, < 1/1000)

Berpeuanuche jerkue W BpEMEHHbBIE HEKENaTEeNIbHBIC SIBICHUS, TaKMe KaK YTOMIISIEMOCTb,
HapyIlIeHHE KOHICHTPAIlUW, COHJIMBOCTh, TOJIOBHas 00JIb, TOJIOBOKPYXKEHHE, BO30YKICHHE,
CYXOCTh BO PTY U IKeIlyJOYHO-KHUIIEYHBIE pacCTpoiicTBa (3amop). B HEKOTOpBIX ciyyasx
HaOJIFOIaJIMCh PEAKIIMY TUTIEPYYBCTBUTEILHOCTH U aHTHOHEBPOTHYECKUH OTEK.

Taxke cooOmanock 00 OTHENBHBIX CIy4asX CyIOpOr, PEaKIHUW CBETOYYBCTBHUTEIHHOCTH,
NOpaXEHUH T€YCHU, aHA(DUIAKTHYECKOrO WIOKa, HApyIICHHS KpOBOOOPAIEHMS, TIYXOTHI,
TUIOXOTO CaMOYYBCTBUS, 3y/la, BACKYJINTA, 3pUTEIbHBIX HAPYIICHUH U KOIIMAPHBIX CHOBHICHH .
Jlannvle KIUHUYECKUX UCCIe008AHUL

Knunuueckue uccrnenoBanus mokasanu, uto y 14,7 % nanueHToB, IPUHUMABIINX JIEBOIIETUPU3UH
B J103€ 5 MT, HaOITI0 1AM Ch HeXKeNaTelbHbIe peakiuy, B cpaBHeHuU ¢ 11,3 % y manneHToB rpymnms
iane6o. 95 % naHHBIX HeXKENaTeIbHBIX peaklnuii ObUIH JIETKUMU WIIH YMEPEHHO BBIPAYKEHHBIMHU.
B KIMHMYECKMX WCCIICAOBAHHUIX YaCTOTa TWPEKPAIICHUS TEPAlluU BCICACTBUE PA3BUTHUS
no0ouHbIX peaknuii coctaBuia 0,7 % (4/538) y manueHToB, paHIOMU3UPOBAHHBIX JIJIS TTOJTYICHUS
neBoueTupusuHa B 1o3e 5 mr, u 0,8 % (3/382) mis nauneHTOB, paHIOMH3UPOBAHHBIX B TPYIITY
mianebo.

Crenyroriye HexelaTeIbHbIC peaKIuy ObUTH BBISIBIICHBI y TTalleHToB (N=538), y4acTBOBaBIIUX B
KJIMHAYECKOM HCCIIEJIOBAaHUM W TIPUMEHSBIIMX JICBOLUETHPU3UH B PEKOMEHIOBAHHBIX J[03aX
(5 Mr oiMH pa3 B CyTKH):

C uvacroroit 1-10 %

\HeoicenamenvHule peakyuu Jlesoyemupuszun 5 me (n=538) |[Inayebo (n=382)
COHJIMBOCTD 5,6 % 1,3%
CyXOCTb BO PTY 2,6 % 1,3%
["osoBHAst 00JIB 2,4 % 2,9 %
'YToMII1€MOCTh 1,5% 0,5 %
AcTeHus 1,1% 1,3%

XO0Ts 9acToTa Cly4yacB COHJIIMBOCTH B TPYIIIE JICBOIICTUPU3UHA ObLIa BBIIIIEC, YEM TAKOBas B
rpymre 1iane6o, B 00JIBIIMHCTBE CIIyYaeB 3TO HEXeIaTeIbHOE SIBIICHUE ObLIO JISTKOW WIIN
YMEPEHHOI CTENCHH TSHKECTH.

Heuacmo (0,1-1 %): 6onu B )KHUBOTE.

Tocmpecucmpayuonmvle ucciedo8anus

B nepuo mocTperucTpalinoHHOro IpUMEHEHUs Ipernapara HabJto1alkich CaeIyIoe



nmo6ouyHbIe 3P PEKTHI:

Co cmopoHbl UMMYHHOU cucmembl -

PeaKI_[I/II/I TUIICPYYBCTBHUTCIBHOCTH, BKIIFOYAA aHa(bHHaKCHm.

Co cmoponbi obmena seuecms U numanusl.

IloBrlenue amnmerura.

Hapywenusa ncuxuxu:

TpeBora, arpeccusi, BO30yXIeHHE, TaJUTIOIMHALINY, IeTIpecCchsi, 0ECCOHHUIIA, CYUITHIaTbHbIC
UJIeU, KOIIIMapHbIE CHOBUICHUS.

Co cmopoHbl HepEHOU cUcCmembl:

Cynoporu, TpoM003 CHHYCOB TBEpIOH MO3rOBOM 000JI0UKH, TAPECTe3Usl, FOJIOBOKPYKEHUE,
BEPTUI0, 0OMOPOK, TPEMOP, JUCTEB3US.

Co CMOPOHbL OP2aHa 3PEHUSA.

BocnanutenbHbie MMPOABJICHUS, HAPYIICHUEC 3PpCHUS, HCUCTKOCTD 3PUTCIIbHOTO BOCIIPUATHA,
HCIIPOU3BOJIbHBIC JIBUXKCHH I'JIa3HBIX SI0JI0K (HI/ICTaFM).

Co CMOPOHbL cepdua.'

CreHokapaus, TaXUKapAus, OIIyIIEeHUE cepaLeONeHNUS.

Co cmoponbl cocy008:

Tpom603 sipeMHOIi BEHBI.

Co CMOPOHbL OblXamenbHou cucmemsl, op2arnose ZDVOHOZZ KiemkKu u CD@OOCmeHM}l.'

YcuineHue CMMOTOMOB pyUHHUTA, OABIIIKA.

Co CIMOPOHbL KOAHCU U NOOKONCHLIX MKAHEI.

AHTHOHEBPOTUYECKHI OTEK, SK3aHTEMa, TUTIOTPUXO03, 3y]I, ChIIb, TPEIINHBI, KPAaITMBHHUIIA,
(boToceHCHONIN3aIUs/TOKCUIHOCTh, CTOMKAs JIEKapCTBEHHAs SpuTeEMa.

Obwue paccmpoticmsa:

HesdpexTuBHOCTH MPOAYKTa U €ro B3aUMOJCHCTBUS, CyXOCTh CIM3UCTBIX 000JI0UEK.

Co cmoponbi cheﬂvdquo-Kuweqyozo mpaxkma.

TomHoTA, pBOTA.

Co cmoponbl neveru u cheﬂLlQGbZGOO}lmux nymei.

I'enaTur.

Co cmoponwvl ckeremuo-mbleyHOoU, KOCIMHOU CUCTEMbL U COCOUHUMETIbHOU MKAHU:

boinb B MbIIIIaX, apTpAITHUsL.

Co cmoponwst nouek u M0q€6b1606ﬂ1/uux nymei.

Husypus, 3aiepxKka MOUH.



06114716 pAaccmpoucmed U HaApyueHus 8 mecme 66€0CHUA:

Orek.

ﬂa60pam0prle U UHCMPYMEHRNIAIbHblE OaHHbvle.

VYBenu4eHue Maccol Tela, U3MEeHeHHe (PyHKIIMOHAIBHBIX NIPO0 M€4YeHH, IepeKpecTHas
PEaKTUBHOCTb.

Onucanue omoenbHbiX HeXCeNamenbHbIX PeaKyull

VY Majoro KoJu4ecTBa NalMeHTOB HaOII0JaNICs 3yl TIOCHIE IPEKpalleH s TPUMEHEHHSI
JI€BOLIETUPU3UHA.

Ecin y Bac ormeudarorcs noGouHble 3(QQeKTbl, yKa3aHHble B MHCTPYKLHMM, WIH OHHU
yCeyryomnstoresi, wid Bel 3aMeTwnu no0ble pyrue moOouHble 3 QEKTh, HE yKa3aHHbBIE B
UHCTPYKIIMHU, cOO0IIUTE 00 3TOM Bpady.

Ilepeno3upoBka

Cumnmomwpi: COHTUBOCTH (y B3POCIBIX), BO30YXJICHHE U OECIIOKOWCTBO, CMCHSIOIIHECS
COHJIUBOCTHIO (y AeTelt).

Jleuenue: HEOOXOAUMO MPOMBITH KEIYJIOK WIM NMPUHATH aKTUBUPOBAHHBIN yroJlb, €CIIU IOCIE
npuema npernapara npoluio Majo BpeMeHH. PekoMenayeTcs npoBeieHne CUMIITOMAaTH4YeCKON 1
nojyiepxkuBarotiei repanuu. Criennupuieckoro aHTua0Ta HeT. [ 'emouanu3 He 3 (PEeKTUBEH.
B3aumopeiicTBHE ¢ APYrHMH JIEKAPCTBEHHBIMH CPeACTBAMH

N3yuenune B3aMMOJEHCTBHS JIEBOLETHPU3UHA C JAPYTMMM JIEKapCTBEHHBIMU IpenapaTamMu He
npoBoawiIoCh. [Ipu M3ydyeHHMM JeKapCTBEHHOTO B3aMMOJAEHCTBHS paleMaTa LEeTHpPH3UHA C
AQHTUITUPUHOM, A3UTPOMHIIMHOM, IUMETHUAMHOM, AHA3ETIaMOM, SPUTPOMUIIMHOM, TIUIMH3HIOM,
KETOKOHA30JIOM H TICEBI0A(EPUHOM KIMHUYECKH 3HAUMMBIX HEKENIATeIbHBIX B3aUMOICHCTBUI
HE BBISBJICHO.

[Tpu ogHOBpeMeHHOM IpuMeHeHnu ¢ TeopumuHoM (400 Mmr/cyT) oOImuUi KIMPEHC LeTUPU3HHA
cHmkaetcs Ha 16 % (kuHeTHka TeohuIHA HE MEHSIETCS ).

B uccnenoBanuu npu ogqHOBpeMEHHOM npueme putoHasupa (600 mr 2 pasa B IeHb) U LIETUPU3HHA
(10 Mr B 1eHB) MOKa3aHO, YTO SKCIIO3UIUS ETUPU3UHA yBennuuBanack Ha 40 %, a sKCo3uLus
pHUTOHABUpA HE3HAYUTEIBHO n3MeHsIach (-11 %).

VY 4yBCTBUTENBHBIX MAIIEHTOB OJHOBPEMEHHBI TPUEM JICBOICTUPH3MHA M AIKOTOJS WM
JIEKapCTBEHHBIX MPENapaToB, OKa3bIBAIONINX MOJIABIISIONIEE BIUSHIE HA IICHTPAIFHYIO HEPBHYIO
cucremy (LIHC), MoXeT BbI3bIBaTh 3aTOPMOKEHHOCTh M YXYyALIEHHE pabOTOCIOCOOHOCTH.
Oco0ble ykazanus

WHTepBasibl MeX1y 103aMH JIOJDKHBI OBbITh 1MOJOOpaHbl MHAMBUAYAJbHO B 3aBHCHMOCTH OT

MOYEeYHON (QyHKIIUH.



PexomeHnayercst co0itoaTh OCTOPOKHOCTh IPU OJTHOBPEMEHHOM YIOTPEOJIEHUHU C AJKOIOJIEM.
[lpy HaMUMuMM y TALMEHTOB NpeApacroyaralomux (akTopoB K 3aJepKKe MOuUM (Harpumep,
NOBPEXACHUE CIMHHOIO MO3ra, I'MIEpIUIasusl MPEACTaTeIbHOM JKele3bl) cleayeT coOIoaarh
OCTOPOXHOCTB, IIOCKOJIBKY JIEBOLIETUPU3UH MOXKET YBEJIUUYHUBATH PUCK 3aJCPKKHA MOYH.
Bunsinne Ha CIOCOOHOCTD YIIPABJIATH TPAHCIIOPTHBIMHU CPEACTBAMH, MEXaHU3MAMHU
JleBoLlETUPU3UH MOXKET IPUBECTH K IIOBBIIIEHHOW COHJIMBOCTH, CJEA0BATEIbHO Ipenapar
Dibuer® MOKET OKa3bIBaTh BIMAHHE HA CTIOCOOHOCTD YIPABIATH aBTOMOOWMIIEM UM paboTaTh ¢
TEXHUKOH. B mepuox nedeHus HEOOXOOUMO BO3JEPKHUBATbCA OT 3aHATUH IMOTEHLUAIBHO
ONaCHBIMU BHUJIAMHU JI€ATEIILHOCTH, TPEOYIOIIMMH IMOBBIIICHHONM KOHUEHTpAallMd BHUMaHUSA U
OBICTPOTHI ICUXOMOTOPHBIX PEAKLIUK.

dopMa BbIIIYCKa

TabyieTKu, MOKPHITHIC INIEHOYHONW 000JI0UKOM, 5 MT.

I[lo 7, 10, 14, 28, 30 Ta0nerok B KOHTYpHYIO SYCHKOBYIO YIAKOBKY U3 IUICHKU
NOJMBUHUIXJIOPUIHON ¥ (DOJIBI'H aTFOMHUHHUEBOM MEYaTHON JIAKUPOBAHHOM.

ITo 1, 2, 3 KOHTYpHBIE SUEHKOBBIE YIAKOBKH BMECTE C HHCTPYKIUEH 10 TPUMEHEHHIO TOMEIIAI0T
B [1a4Ky W3 KapTOHA.

YciaoBus xpanenust

XpaHuTb 1pu Temmneparype He Boie 25 °C.

XpaHUTb B HEJOCTYITHOM I IETeH MecTe.

Cpoxk rognocTu

3 roja.

He npumeHATh 10 HCTEYEeHUH CpOKa rOJTHOCTH, YKa3aHHOTO Ha YTIaKOBKE.

YcaoBust ornycka

OTtnyckatot 0e3 peuenTa.

IIpon3BoanTe/b/0pranusanusi, NPMHAMAOLIAs NPETEH3NH NOTPednTe el

AO «AJINYM», Poccus.

MockoBckas 001., r.0. CepmyxoB, . O6oneHck, Tep. KBapran A, a. 2.

Buinyckarowuii konmpons kavecmea

MockoBckas 00:1., T.0. Cepriyxos, . O6oneHck, Tep. KBapran A, 1. 2, ctp. 1.

Temedon: +7 (495) 646-28-68.

E-mail: info@binnopharmgroup.ru



