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MUHUCTEPCTBO 3/IPABOOXPAHEHU S POCCUHMCKOM
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10 MEAMIIMHCKOMY IMPUMEHEHHIO JEKAPCTBEHHOTI'O IPEMIAPATA
CynpactuHekc®

Perucrpaunonnsiii Homep: JICP-008568/10

Toprosoe HaumeHoBanue : CynpacTHHeKC®

MexayHapoaHoe HeaTeHTOBAaHHOE HJIH FPYNIHPOBOYHOE HAHMEHOBAHHUE : JIEBOUETHPHU3UH
JlekapcTBenHasi popma: TableTKH MOKPHITHIE MJIEHOUHONH 000104YKON

CocraB

| Tabnerka coaep)KUT: JeHCTBYIOLIEE BELUECTBO - 5 MT JIEBOLIETUPU3MHA IUIMAPOXJIopUaa B |
tabseTke (3KBUBaJEHTHO 4,21 Mr JIeBOLIETUPU3HHA);

BCTIOMOraTe/ibHble BEIIeCTBA: LE/UII0JI03a KpeMHMeBass MHUKpokpuctaiinyeckas (Prosolv®
HD90) 40.4 mr (uemmono3a MUkpokpuctainyeckas (98 %). KpeMHMs AMOKCHI KOJUTOMIHBIN
6e3BoaHbIH (2 %)), 1aKkTO3bl MOHOTUApAT 37,9 Mr, runposno3a Huzko3ameuenHas (L-HPC 11) 10
Mr, Maraus creapat 1.7 mr; obonouka: onazapaii II 33G28523 Genblit 5 mr (runpomesniosza 2910
(40 %), Turana auokeua (25 %), nakro3sl MmoHoruapat (21 %) 1,05 mr, makporon 3350 (8 %),

TpuaueTuH (6 %)).

Onucanue: Oenble WM nNoyTH Oesible Kpyrjble JBOSIKOBBIMYKJIble TaOJeTKH MOKPBIThIE
MJIEHOYHOM 000J104KOH, ¢ rpaBUpoBKON «E» Ha oaHOW cTropoHe TabieTku U «281» Ha Apyroi

CTOpPOHE. 6e3 uau noutu H6e3 3anaxa.

dapmakoTepaneBTHYECKAsl FPYNNA: POTHBOAJIEPrUYECKOe CPeACTBO - Hi-rucTaMMHOBBIX
peuenTopos G10KaTop

Kox ATX: RO6AE09

dapmako/I0rHYecKHe CBOHCTBa

DapmarkoOouHamuka

JleBouleTMpu3MH — akTHBHOe BewlecTBO npenapara CynpacTHHeKC - 3To R-3HaHTHOMEp
LIETUPU3MHA, MOILUHBIA M  CEJNEKTHBHBIH aHTAarOHUCT TUcCTaMMHa, Osokupyromuit  Hi-
TMCTaMMHOBBIE PELENTOPBI.

JleBoueTHpPU3NMH OKa3bIBAaeT BJIMAHWE HA TMCTAMMHO3AaBUCHMYKO CTaJHIO aUleprUyecKux
peaKuuii, a TakKe yMEHbLIAeT MUTPALIMIO 303MHO(UIOB, yMEHbIIAET NMPOHULIAEMOCTh COCYIOB,

OrpaHUYHBaCT BbICBO60)KIICHI/IC MEAHUAaTOPOB BOCIAICHHUA.



JleBOLETUPU3MH MpeaynpekaaeT pa3BUTHE M o0JeryaeT TeueHHe aulepruuecKuX peaklHui,
obnazaeT MpOTMBOAKCCYAATUBHBIM, MPOTUBO3YAHBIM AEHCTBUEM, MPAKTUYECKM HE OKa3blBaeT
AHTMXOJIMHEPIMYECKOr0 M  aHTHUCEPOTOHMHOBOrO JeiicTBMA. B TepaneBTMYeckMX 103ax

[IPAKTUYECKH HC OKa3bIBACT CCAATHBHOI'O 3(13(1)CKT8.

Dapmarkokunemuka

@apMaKOKMHETHUYECKHE MapaMeTpbl JIEBOLIETUPU3UHA U3MEHSKOTCS JIMHEHHO.

Bceacvieanue

[Tocne npuema BHYTpb npenapar ObICTPO U MOJHOCTHIO BCAChIBAETCS U3 Ky 10YHO-KMLIEYHOTO
tpakta (JKKT). [lpuem nuium He BAMSIET HA MOJIHOTY BCACBbIBAHMUS, XOTS CHUKAET €r0 CKOPOCTb.
MakcumaneHas koHUeHTpauMs (Cmax) B Mu1a3Me KpoBM aocturaetcs uepes 0.9 4 u cocrasiser
270 Hr/mn, paBHOBeCHas KOHLEHTpALMs 10CTUTaeTcs yepes3 2 CyTOK.

Pacnpeoenenue

JleBouerupuzun Ha 90% cBs3biBaeTcs ¢ Genkamu mia3mel KpoBu. O6bvem pacripenenenus (Vq)
cocrapasiet 0.4 n/kr. buonocrynHocts nocturaet 100%.

Memabonuzm

B HeGonbmmx konmyectBax (<14%) wmerabonuzupyercs B opranusme mnyteM N- u O-
JAeaJKMJIMpOBaHUa (B OTJAMYME OT JPYrMX aHTAaroHMCTOB H|-rMCTaMMHOBBIX peLEnTOpOB,
KOTOpble MeTaboJIM3UPYIOTCS B MEYEHHU C MOMOLIBIO CUCTEMbl LIMTOXPOMOB) € 00pa3oBaHUEM
(apmakonoruueck HeakTHBHOro Merabonaura. M3-3a He3HauuTesnbHOro MetabonusmMa M
OTCYTCTBUSI MeTabOJIMUYECKOro TMOTEHIMala B3aUMOJEHCTBUE JICBOLETHPU3UHA C JPYTUMH
JIeKapCTBEHHBIMHU MpenapaTaMu MpeICTaBIsSeTCsl MaTOBEPOSITHBIM.

Buigeoenue

V B3pocabix nepuoa noayseiBeeHus (T12) cocrapnser 7,9+1.9 u; y nereit Maaauero Bo3pacta
Ti2 ykopodeH. VY B3pociabix obmmid kaupeHc coctaasger 0,63 ma/mun/kr. Oxono 85.4%
MPUHATON 103bl Mpenapara BbIBOAUTCS MOYKAMM B HEM3MEHEHHOM BMJE IMyTeM KiIyOOuKOBOH
(GunbTpaUMK U KaHAJIBLEBOH ceKpeln: 0KoJo 12,9% — yepe3 KULICYHHMK.

Omoenvrbie 2pynnel nayueHmos

[TallMeHThI ¢ MOYEYHONW HEIOCTATOYHOCTELIO

VY nauuMeHToB ¢ MOYEYHOM HeA0CTaTO4YHOCThIO (KaupeHc KpeatuHuHa (KK) <40 wmn/mun)
KJIMpEHC Inpenapara yMmeHbluaeTcs. Y MauMEeHTOB, HaXOASIIMXCS Ha remMojuanuse., oOLMH
KaupeHc cHuMkaercss Ha 80%, uyro TpeOyeT COOTBETCTBYIOLLErO HW3MEHEHUs peKuma
nposupoBanus. Menee 10% neBouerupusMHa ynansietcs B XOJ€ CTaHAApTHOM 4-yacoBoi
npoueaypbl reMoiMaau3a.

[lallMeHThl ¢ MeYEeHOYHOMI HEA0CTATOYHOCTHLIO

q)apMaKOKl/lHeTI/IKa JIECBOLUCTUPU3HUHA Yy IIALIUEHTOB C MEYEHOYHOM HEJ0CTaTOYHOCTBIO He

“3yydalachb. VY nauueHToB € XPOHUYECKUMHU 3a00JIeBaHUSIMHU TI€YEHHU (FeHaTOHCﬂHlOHHprIﬁ,
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XoJlecTaTHYeCKUI ¥ OUIIMAapHbIA LMPPO3), MOTYyUYaBIIMX PAaLEMHUYECKOE COEIMHEHUE LIETUPU3HHA
B 103¢e 10 nnu 20 Mr ogHokpatHo. Habaoaanoch yBeanueHue Tin Ha 50% u cHUKeHHe KIMpeHca
npenapara Ha 40% 1o cpaBHEHHUIO CO 310POBBIMU JIKOAbMH.

Hetn

JlaHHble MO Mccie10BaHUIO (apMakOKMHETHKHU npenapara y 14-u aereil B Boszpacte oT 6 10 11
aet ¢ Maccoii Tena ot 20 10 40 Kr npu nepopajbHOM NPUEME OHOKPATHO 5 MT JIEBOLIETUPU3HHA
nokaszanu., uto nokazatead Cmax M miowaas 1noja  (HapMakOKMHETHYECKOH  KPUBOM
«koHUeHTpauus-spems» (AUC) npuMepHO B 2 pasa NpeBbILIAKOT aHAJIOTMYHbIE NOKa3aTesn y
B3pOCJIbIX 3J0POBBIX JIHOJAEH NMpU nepekpecTHOM KoHTposie. Cpeanuil nokasateab Cmax COCTaBUI
450 Hr/mn, Cmax OCTHTanack B cpeHeM uepes 1, 2 yaca, oOLIMI KIMPEHC ¢ yY4ETOM Macchl Tena
ob1 Ha 30% Beiwe, a Tin Ha 24% kopoue y JeTeil, yeM COOTBETCTBYIOLLHME TMOKa3aTelu Y
B3pocabiX. CrieuuanbHele hapMaKOKMHETHYECKHE HMCCiIelOoBaHUS y JeTeill muaawe 6 JeT He
MPOBOAMIUCH. PeTpocneKTHBHBIM (apMaKOKMHETHYECKUH aHalIu3 npoBejeH y 323 nauuMeHTOB
(181 pebenok B Bozpacte oT 1 10 5 ner, 18 nereii B Bozpacte oT 6 10 11 net u 124 B3pocibix B
Bo3pacte OoT 18 10 55 51eT), nmoay4yaBIIMX OAHY WM HECKOJIBKO 103 JIEBOLETUPU3HMHA OT 1,25 mr
10 30 mr. JlaHHble, MoJyyeHHbIe B X0JIe aHalM3a, MoKa3alu, YTo MpueM npenapata B goze 1,25
MI y JeTeil B Bo3pacTe OT 6 MecsileB A0 5 €T NPUBOAMT K KOHLEHTpaUMM B ILIa3Me,
COOTBETCTBYIOLLEH TAKOBOM y B3pOCIIBIX MpH NMpHeMe 5 Mr npenaparta | pa3 B CyTKH.

[Toxuiibie MNalMCHTHhI

JlanHble 110 GpapMaKOKHHETHKE y MAaLMEHTOB MOYKUIOr0 Bo3pacTa orpaHuyeHsl. [Ipy noBTopHOM
npueme JeBoleTHpU3MHA B 103¢ 30 Mr | pa3 B CyTKH B TeueHHe 6 THEH y 9 MOKUIBIX MaLlHEHTOB
(Bo3pact ot 65 1o 74 ner) obwmit kaupeHe Ol NpubIM3UTEILHO Ha 33% HMXKE, YEM TaKOBOH Y
B3pocibIX Oosiee MoJOAOro BO3pacTa. bBBIIO MOKa3aHO, 4TO pacrpejeseHMe palemara
LIeTUpU3HMHA OoJiblIe 3aBUCHUT OT (QYHKLMM MOYEK, YeM OT Bo3pacTa. DTO YTBEp)KAECHHE TaKKe
MOXET OBITh MPUMEHUMO M K JIEeBOLETUPU3UHY, TaK Kak 00a mpernapara - U JIeBOUETUPU3UH, U
LUETUPU3UH - BBIBOJSTCS TNPEUMMYLIECTBEHHO € MO4oii. [loaToMy y NalMeHTOB MOXWIOro
BO3pacTa /103a JEeBOLUETHPU3UHA J10/DKHA OBITh CKOPPEKTUPOBAaHA B 3aBUCUMOCTH OT (YHKLMH

ITOYECK.

IToka3aHusi K npUMEHEHHI0

JleyeHne cMMNTOMOB a/lJIEPrUYECKUX PUHUTOB (BKJIKOYAsl, KPYIJIOrOAMYHBINA (MEPCUCTUPYIOLLIMIA)
U CE30HHBIA  (MHTEPMUTTUPYIOLIMI)  ajulepruuyecKkMe  pUHMUTBI) W allJIepPru4yecKoro
KOHBIOHKTMBMUTA, TAaKUX KaK 3yJ, YMXaHHWe, 3aJ0KEHHOCTb HOCA, PUHOpEs. CJIe30TE€YEHHE,
rUnepemMust KOHbFOHKTUBBI;

[TonnnHo3 (ceHHas auXopajka);

Kpanuphuiia;



I[pyrue AJIEPrUYE€CKUE AE€PMATO3bI, COMTPOBOXKAAOLIUECA 3y 1I0M H BbICBITIAHHUSAMM.

IIpornBonoka3anus

[ToBbileHHAs: 4yBCTBUTEIbHOCTh K JICBOLCTUPH3MHY, LETHUPHU3UHY. TMAPOKCHU3HHY, JHOOOMY
MPOU3BOIHOMY MUIEpa3HHa UM JII0OOMY 1pyroMy BCIOMOraTe/bHOMY BELIECTBY Ipenapara.
TepmunanbHas craaus noyeyHoit HepocrarouyHocTH (KK < 10 mi/mun);

Jletckuii Bo3pacT 10 6 JeT (BBMAY OrPaHWYEHHOCTH JaHHBIX MO 3(P(EKTUBHOCTH M
Ge3omnacHOCTH npenapara).

HenepeHOCHMOCTb J1aKTO3bl., A1e(PUUMT JIaKTa3bl [NIOKO30-rajakTo3Hask ManbadcopoLus.

C 0cTOPOKHOCTBIO

[Ipy  XpoHMYeckoW MOYEYHOM HEJOCTATOYHOCTH (HeoOXOAMMa  KOPpEKLHMs — pexuma
JIO3UPOBAHUSA).

V 1ML MOKUIIOr0 BO3pacTa (MpH BO3PACTHOM CHW)KEHMM KJTyOOUYKOBOM (UIBTpALIUH).

VY nauMeHTOB ¢ MOBPEXAEHMEM CIMHHOINO MO3ra, TMIepIrulasvei NpeacTaTesIbHON Keesbl, a
TaKKe MPU HAJIMYMK JAPYTUX Tpejapacroyiaralommx (GakropoB K 3aiepiKKe MOYH, MOCKOJBbKY
JI€BOUETUPU3NH MOXKET YBEJIUUYMBATL PUCK 3a1€P/KKH MOYH.

[Ipu onHOBpemMeHHOM yrnoTpeOieHUH ¢ ajnkorojieM (cM. paszaen B3zammoaelicTBHe ¢ ApYrHMH
JIeKapCTBeHHBIMH NpenapaTamMu).

bepeMeHHOCTb M MEpHOA rPYAHOIO BCKAPMIMBAHUS.

OCTOpPOXKHOCTE clieayeT cobMoaaTh y MalMeHTOB ¢ 3MUJIENICHeNH M MOBBILIEHHON CYA0POKHOM

FOTOBHOCTBIO, MMOCKOJIbKY JIEBOUETUPHU3HH MOJKET BbI3bIBATH O6OCTpCHHC MPHUCTYIIOB.

IIpumenenne npu 6GepeMeHHOCTH H B EPHO/ I'PYIHOT0 BCKAPMJ/IHBAHHS

bepemennocnyo

JlaHHblE 110 MPUMEHEHUIO JIEBOLIETUPU3UHA BO BpeMsi OEpeMEHHOCTH MPAKTHYECKH OTCYTCTBYIOT
unu orpaHuyenbl (Menee 300 ucxonoB OGepemeHHocTeii). OaHAaKO, MPUMEHEHUE LIETUPHU3MHA,
pauemaTta JeBoueTMpusuHa, npu OepemenHoctH (H6onee 1000 ucxono OepemeHHOCTEN) He
COMNPOBOXK/AJIOCh MOPOKAMH Pa3BUTUS M BHYTPUYTPOOHBIM M HEOHATAlbHBIM TOKCHYECKUM
BO3JeiicTBMeM. B uccienoBaHMsAX Ha JKMBOTHBIX HE BBISIBIEHO MPSAMOrO MM KOCBEHHOIO
HeO/IaronpusTHOrO BIMSHUS Ha TeuyeHHe OepeMEeHHOCTH. SMOpUOHaIbHOE W (deTanbHOe
pa3BUTHE, POJbl U MIOCTHATAIbHOE pa3BUTHE.

[Ipu OGepemMeHHOCTM Ha3Ha4YeHHE JIEBOLETHPU3MHA MOXKeT OBbITb paccMOTPEHO B clyvae
HEOOX0AMMOCTH.

Ilepuoo epyonoco eckapmaueanus



LleTpu3uH, paueMaT JeBOLETUPU3NHA, SKCKPETHUPYETCS ¢ IpyAHBIM MosokoM. [TosTomy Takke
BEPOSATHO M BblJEJICHHE JE€BOLETHUPU3MHA C IPYIHbIM MOJIOKOM. Y JeTel., HaxXOoJsLUMXCs Ha
IPYZIHOM BCKapMJIMBaHUW, BO3MOKHO MOsIBI€HHE MOOOUYHBIX peaKLMii Ha JIEBOUETHPH3HH.
[TosToMy HeoOX0auMO cOOM0AAaTh OCTOPOKHOCTD MPU Ha3HAYEHUH JIEBOLETUPU3MHA B MEPHOJL
rpyZHOrO BCKapMJIMBaHMUs.

DepmuibHoCmb

KinHuyeckue JaHHbIE MO J€BOLETUPU3UHY OTCYTCTBYIOT.

[lepen npumeHeHureM mpenapara. eciv Bbl OepeMeHHbl UM npeanosaraere, 4to Bel Morau Obl
ObITh OepeMEeHHOM. WM TIaHupyeTe OepeMEeHHOCTh, HEOOXOAMMO MPOKOHCYJIBTHPOBATBLCS €

BpauoM.

Cnoco6 npuMeHeHHUsl H 103bl

BHyTps. [Ipenapat HeoOX0AMMO MPUHUMAThL BO BpeMs €/1bl WM HATOILAK, 3anuBasi HeOO bLINM

KOJMUYECTBOM BOJIbI, HE pa3z)KeBbIBas.

B3spocnvie u demu cmapuie 6 1em: cyTouHas j03a coctapisier 5 Mr (1 TabaeTka) 0AHOKPATHO.

OCHOBHBIM MyT€M BbIBEJECHMS JIEBOUETUPU3MHA U3 OpPraHW3Ma sBJISIETCS BbIBEJCHHUE MOYKAMM,

MOSTOMY MpH TNPUMEHEHUM TMpernapata y NalUEeHTOB HOMCUI020 803pacma u ¢ NOYeqyHou

HedoCmamoyHocmyplo 103a J0JKHa KOPPEKTUPOBATbCS B 3aBUCUMOCTH OT CTENEHU MOYEYHOMH

HEJI0CTaTOYHOCTH, OCHOBBIBasich Ha olleHke KK (Mi1/MuR).

- TlaumenTam c reexum napyueruem ynrxyuu novex (KK 50-79 Ma/MuH) koppeKUmMH 1036l He
Tpedyercs.

- ¥V naumeHTOB ¢ ymepenHou noveynou neoocmamounocmoio (KK or 30 no 49 mi/mun)
peKoMeHIyeMas J103a 5 Mr uepes J1eHb.

- 'V naumeHtoB ¢ msaxcenou noveynou neoocmamoynocmoio (KK < 30 mia/mun)
pekomeHayemas a03a S5 mr | pa3 B 3 ans.

[TaureHnram ¢ noveunoit u nevenouHou HedOCMAMOYHOCMbIO 1O3UPOBAHUE OCYLIECTBISETCS M0

BbILICTIPHU BEJICHHOM cXeMe.

[Taupenram ¢ HapyuteHuem maoJlbKo d)yHKLﬂlu ne4eHu KOPPEKUUH peXKuMa J03UPOBAHUA HE

TpeOyercs.

IIpooonscumenvnocms npuema npenapama:

[Ipy  neyeHuM CE30HHOrO (MHTEPMMTTUPYIOLLEr0) aJIepru4eckoro pUHUTAa  (Haauyue
CUMNTOMOB MeHee 4 JHel B HeAeNo MM UX o0uias NpoAoKUTEIbHOCTh MeHee 4-X Heslellb)
MPOJOJ/KUTENBHOCTD JIEYEHHS 3aBUCUT OT JJIUTEIbHOCTH CUMIITOMATHKH; JIEeUEHHE MOXKET OBbITh

MpeKpameHo nNp1u UCYHE3HOBEHUH CUMIITOMOB U BO300HOBJIEHO [IpH MOABJIEHUH CUMIITOMOB.



[lpy ne4yeHUH KpYrJOroAMYHOrO (MEPCUCTUPYIOLLEr0) auIepruyeckoro pUHMTA (Hajau4ue
CUMNTOMOB GoJiee 4-X 1He# B Heleqto M MX 00lias MpoaoKMTENbHOCTh Oosee 4-X Helellb)
JIeYeHHe MOXKET MPOJI0/KAThCS B TEUEHUE BCEro Mepro/ia BO3AEHCTBUS aJUIEPreHoOB.

MmeeTcsi KIMHUYECKHMIA OMBIT HEMPEPHIBHOIO MPUMEHEHMS JIEBOLIETUPU3HMHA B JIEKAPCTBEHHOM
dopme TabneTKM MOKPBITHIE TMJIEHOYHOM 000J0YKOH 5 Mr 'y B3pOCIBIX MallMEHTOB
JUJTUTEJILHOCTBIO 110 6 MecsiLeB.

Eciu Bbl mpuHHMMaeTe WIM HEJAaBHO NPHHUMAIM ApYrue rnpenaparbl, cooOmure 00 3TOM
JeyauiemMy Bpauy.

Ecnin Bbl 3a0biin npunsthe npenapat CynpacTHHEKC, He MPUHUMaNTe ABOMHYIO 103y Ul

KOMIEHCALMH MPOMYLEHHON, TPUMHTE CIEAYIOLLYIO 103y B 0OBIYHOE BpEMS.

IToGounoe neiicTBHE

Hannvie no 6ezonacnocmu, noayyeHHvle NPU U3YYEHUU YeMUpPU3UHa

Habmopnanuce cnenyromune HexxenarenpHsle peakuuu (HP):

Peoko (21/10000, <1/1000)

BceTpeuanuce serkue M BpeMeHHble HekenarebHble siBieHus (H), Takue Kak yTOMIseMOCTS,
HapylleHHWe KOHLIEHTPALMK, COHJIMBOCTb, TOJIOBHAsi 00Jb, TOJOBOKPY’KEHME, BO30YKAEHHE,
CYXOCTb BO PTY M 3KeIyJIOYHO-KHMIIEYHble paccTpoicTBa (3amop). B HeKOTOphIX ciydasx
Ha0M0aIMCh peaKMK MMIepYyBCTBUTETILHOCTH U @HTHOHEBPOTHYECKHI OTEK.

Takke coobmanoch 00 OTHENBHBIX ClOy4asX CYIAOpOr, pPeakLMH CBETOYYBCTBUTEIBLHOCTH,
MopaKeHWH TIeYeHH, aHaUIAKTHYECKOro WIOKa, HapyLeHHUs KpPOBOOOpAILEHMs, TJIyXOThI,
MJIOXOr0 CaMOYYBCTBHS, 3y/1a, BaCKYJIUTA, 3pUTEIbHBIX HAPYLIEHUH M KOIIMAapHBIX CHOBHEHHH.
Jlannvle KIUHUYECKUX UCCTe008AHUTI

KnuHuueckue wuccnenoBanus nokazaad, 4yro y  14,7%  naumeHToB, NPUHHMMAaBLIMX
JeBOLETUPU3UH B 03¢ 5 mr Habmonanuce HP B cpaBHenuu ¢ 11, 3% y nmauueHTOB rpyrirbl
nuane6o. 95% HP Obin nerkumMu WM yMepeHHO BbIpaK€HHBIMMU.

B KJMHMYECKMX HCClIeJOBaHMSX 4YacToTa MpeKpauleHUs Tepanuu BCJIEACTBUE pa3BUTHUSA
noboyHbix peakuuit cocrtaBuna 0,7% (4/538) y mnauueHTOB. paHAOMHU3MPOBAHHBIX /IS
noJyyeHus jepoueTupusrHa B 103e 5 mr u 0.8% (3/382) nast nauMeHTOB, paHAOMU3UPOBAHHbIX
B rpynmy niaue6o.

Caenytomme HP Obuin BbisiBieHbl y nauuMeHToB (n=538), y4yacTBOBABIUMX B KJIMHHYECKOM
MCCEI0OBaHUU M TNMPUMEHSBLUMX JIEBOLETHUPU3UH B PEKOMEHJOBaHHBIX jJ03ax (5 mr | pa3 B
CYTKH):

C yvacrtotoit 1-10%

HP JleBoueTHpH3HH S Mr Ilnauedo (n=382), %
(n=538), %
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Conausocmn 9,0 1,3
Cyxocmv 80 pmy 2,6 by
TI'onognas 6o.1v 2.4 2,9
Vmomnsemocnyo L5 0,5
Acmenus 11 L3

XO0Ts 4acToTa CJydaeB COHJIMBOCTH B TpyIlNe JIeBOUETUPU3WHA Oblia BbIlIE, YEM TaKoBas B
rpynne niauebo. B OonbliMHcTBEe ciayyaeB 3Ta HP Obuna nerkoi uiam ymepeHHOH CTeNeHH
TSKECTH.

Heuacmo (0,1-1%): 6011 B )KUBOTE.

Ilocmpeoucmpayuonnule uccie006anus

Co cmopoHbl UMMYHHOT CUCTEMDbI!

peaxki{y TUrnepuyBCTBUTEILHOCTH, BKJIKOYash aHapHIaKCHIO

Co cmopoHbl 00MeHa eeujecms U NUMAHUAL:

MOBBILIEHHE aINIMeTUTa

Co cmopoHbl NCUXUKU.

TpeBora, arpeccusi, Bo30ykaeHHe, OecCOHHMULA, TajNIIOLUMHALMKU, JENpPECCHs, CYyMLMIAIbHbIE
MJeH, KOLIMapHble CHOBUIEHUS

Co cmopoHbl HepP8HOIl cUCmeMbl:

CYI0pOru, TpomMOO3 CHHYCOB TBEPAOH MO3roBOH 00O0JIOUKH, MapecTe3ws, roJIOBOKPYKEHHE,
BEpTUro, 0OMOPOK, TPEMOP, AUCTEB3Hs

Co cmoponvl opeana 3perus:

HapylLIeHHWe 3pEeHMs, HEYETKOCTb 3PUTEIBHOTO BOCHPHUATHS, BOCHAIUTEIbHBIE MPOSBICHHS,
HEMpPOM3BOJIbHBIE JIBXKEHUs TIa3HBIX 010K (HUCTAarM)

Co cmoponwl cepoya:

CTEHOKapausi. TAXUKApIusl, OLLylLeHHe cepaueOreHus

Co cmoponel cocy0os:

TpomO03 SIpEMHOMN BEHbI

Co cmopoHbl ObIXamenbHOU CUCMeEMbl, OP2aAHO8 2PYOHOU KIeMKU U CPeOOCMEHUA.

YCHUJIEHUE CUMIITOMOB PUHMTA, OJIbILLIKA

Co cmopoHbl nuwjesapumebHOU CUCmeMbl.

TOLLHOTA, pBOTA

Co cmopoHbl nevenu u KHce4esbl800AUjUX nYmeu.

renaTur

Co cmoponbl KodICU U NOOKOUCHLIX MKAHEU:



AQHTMOHEBPOTHUYECKUI OTEK. 3K3aHTeMa, TMINOTPHUXO03, KOXKHBIM 3yJl, KOXHAs ChiMb, TPELIMHBI,
KpanuBHULA. GOTOCEHCUONIN3ALIUA/TOKCUYHOCTD, CTOMKAs JIEKapCTBEHHAs SpUTeMa

Co cmopoHbl ckenemHo-Mblule YHOU, KOCHHOU CUCHIEMbL U COEOUHUMENbHOU MKAHU!

00J1b B MblLILIAX, aPTPaAITrUs

Co cmopoHbl novex u Moyeebl800AUJUX NYMeEU.

JU3YpHsl, 3a7eprKKa MOUH

Obwue paccmpoticmea u HAPYUWIEHUsL 6 MECMe 66€0CHUA:

Hes(h(HeKTUBHOCTD MPOAYKTa M €ro B3aUMOAEHCTBHS, CYXOCTb CIM3UCTBIX 000J104€EK, OTEK
Jlabopamopnvie u uncmpymenmaibHvie OaHHbIE

VBejMyeHHe Macchl Teja, H3MeHeHHe (YHKUMOHAIbHBIX TMpo0 Me4yeHH. NepeKpecTHas
pPeaKTUBHOCTb

Onucanue omoenvuvix HP

Y He0OoNbIIOro KOJMYecTBa MalMEHTOB HaOJIOAancs 3yA Mocie MNpeKpalleHWs MpUMEHEHHs

JIEBOLUCTUPHU3HHA.

Ecnn mo0Oble yka3aHHble B HHCTPYKLMHU 0O0YHBIe 3G deKTh yeyryoastores, uiu Bel 3ameTniu

apyrue nodoutsle 3pheKThl, He yKa3aHHbIe B HHCTPYKLIMHU, CllelyeT COOOLMThL 00 5TOM Bpauy.

Ilepeno3upoBka

Cumnmonmwi: COHIMBOCTB (Y B3pOCIBIX), BO30YkKIeHHE M OECMOKONCTBO, 3aTEM CMEHSIOLIMECS
COHJIMBOCTBIO (Y AETEH).

Jleuenue: HeOOXOIMMO TPOMBITH JKETYJ0K WM MPUHATh aKTUBUPOBAHHBIM yroJib, €CJIH IM0CIIE
npueMa rpernapara Mnpouuio Majao BpeMeHH. PekoMenayeTcs npoBeeHre CUMIITOMAaTHYECKON 1

noepxuBarolieii repanuu. Crneuududeckoro antuaora Het. ['emoananus He 3hpekTHBeH.

B3aumojeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHBIMH CPeICTBAMH

M3yyeHre B3aUMOJICHCTBUS JI€BOLETMPU3MHA C JPYTMMM JIEKapCTBEHHBIMHM Ipenapatamy He
npoBoAniock. [lpy M3yyeHHWM JI€KapCTBEHHOrO B3aWMOJCHCTBUS pallemMara LETHPHU3MHA C
AHTUIMPUHOM, a3MUTPOMULIMHOM, LIMMETHUAMHOM, AMa3ernamMoM, 3PUTPOMHULIMHOM. TJIMITU3MIOM,
KETOKOHA30J10M M NceB103(heJpUHOM KJIMHMYECKH 3HaUMMBbIX HEKelaTe/IbHbIX B3aMMOAEHCTBUN

HE BBISABJICHO.

[lpy opHOBpeMeHHOM npumeHeHMH ¢ TeopumauHoM (400 wmr/cyt) oOwmMH KiIMpeHc
LeTUPU3MHA CHUKaeTcs Ha 16% (KMHeTHKa TeoHILIMHA HE MEHSIETCS).

B ucciaenoBaHWM Mpu OJHOBPEMEHHOM MpueMe putaHoBupa (600 Mr 2 pasa B J€Hb) M
uetdpusuHa (10 Mr B ieHb) MoKa3aHO, YTO SKCMO3ULMs LIeTUpU3HHA yBeanuuBaaach Ha 40%,

a 9KCMO3ULIMsl PUTAHOBUPA HE3HAYUTEIbHO U3MeHsiach (-11%).



V 4yBCTBUTE/IbHBIX MAlLUEHTOB OJHOBPEMEHHBIN MPHUEM JIEBOLIETMPU3MHA W aJKOroJis Win
JIeKapCTBEHHBIX TpernapaToB, OKa3blBAIOIUMX M0JABJAIOLIEE BIMAHWE HAa UCHTPAJbHYIO
HepeHyto cuctemy (LIHC), moxeT BbI3BaTb  3aTOPMOJKEHHOCTb M YXy/IEHHE

paboTOCnocoOHOCTH.

Oco0Oble yka3zaHHus

MHTepBanbl M1y 103aMH J10JDKHBI ObITh M0J00paHbl MHAMBUIYAJIbHO B 3aBUCHMOCTH OT
(GYHKLIMH MOYEK.

Pexomenayercs co0I01aTh OCTOPOKHOCTD MPH OJTHOBPEMEHHOM YNIOTPEOIEHNH € AJIKOTOJIEM.
[Ipy HajWMyKMKM y NalMEeHTOB Mpeapacrosaralolmx GakTopoB K 3alep)KKe MOYH (Harmpumep,
MOBpEsKIeHHe CITMHHOIO MO3ra, TMIepIia3usi MpeacTaTe/IbHOM Kee3bl) ceayeT codmoaaTh
OCTOPOXKHOCTb, TOCKOJIbKY JEBOLUETHPU3MH MOMKET YBEIMYMBATH PUCK 3a/ICPIKKH MOYH.
OCTOpOKHOCTb  cjlelyeT co0MIoAaTh Yy MAalMeHTOB C  SMWIENCHEH M MOBBILIEHHOH
CYJIOpPOKHOW TOTOBHOCTBIO, TMOCKOJBKY JICBOLETHPU3MH MOJKET BbI3BaTh 000CTpeHHE
MPUCTYTIOB.

Peakuusi Ha KOKHBIE ajiepruyeckue npoObl MoaaBsieTcss aHTUTMCTAMMHHBIMU NIpenapaTamu,
W epejl MpOBeJeHHEM TEeCTHPOBAaHMSI HEOOXOAMMO BO3JEpKaThCs OT MpUeMa fpenapara B

TeyeHUe 3-X JHEH.
B03MOXHO TMOsIBJIEHHe 3yJa Moc/e MpPeKpallleHWsl NMpHUemMa JIEBOLIETUPHU3HMHA, JaXe eclu

MOJAOOHBIX CUMIITOMOB He ObUI0O B Hauale JedeHus. CHUMITOMBI MOTYT [pPONTH
CaMOCTOATEIbHO. B HEKOTOPBIX CITy4asX CUMMTOMBI MOTYT OBITb CHJIBHO BBIP@XKEHHBIMH, H
3TO MOKeT MoTpeboBaTh BO300HOBIEHMs JieyeHus. [locie BO30OHOBJIEHMS JIEUEHHS STH
CHMIITOMBI JIOJDKHBI TIPOHTH.

Jlemu

JleBoUeTHpPH3HMH B TableTKaX, MOKPBITHIX MJIEHOUHOH 000JI0YKOM, NMPOTHBOIOKA3aH Yy JIeTeH
10 6 1eT, TMOCKOJbKY JaHHas JeKapcTBEHHas ¢opMa He [03BOJIAET MCI0JIb30BaTh
NOAXOALLYO TO3UPOBKY JJs1 TOH BO3pacTHOM rpymnnbl. PekoMeHayercs HCnojib30BaTh

e MaTpUYEeCKyO JIeKapCTBEHHYIO GopMy (Karuu 1j1s npremMa BHYTpb).

IIpenapam Cynpacmunexc mabaemku, nOKpbimbvle 000J0YKOU, COOEPHCUM J1AKMO3Y, TOITOMY
€ro He clieJlyeT Ha3HayaThb MAUMEHTaM C HENEPEHOCUMOCTBIO JIAKTO3bI, HACJIeJACTBEHHBIM

AeUIUTOM JIaKTa3bl MM CUHAPOMOM MaibabcopOLIMHU MIHOKO3bI-TaIaKTO3bI.

Bausinne Ha ¢cnocoOHOCTD YHpaBJsTh TPAHCIIOPTHBIMH Cpe/ICTBAMH, MEXaHHU3MaMH
.HCBOI_ICTPIPPBI/IH MOXKET TIPUBECTH K MOBBIIIEHHON COHJIMBOCTH, W, CJI€0BATEJIBHO, MOKET

OKa3bIBaTh BJIMSIHME Ha CIIOCOOHOCTh YHpaBJiATh aBTOMOOMIIEM HIJIH pa6OTaTb ¢ TeXHUKOH. B



MEpPUOJ JIeueHUs HEOOXO0AMMO BO3JEPKMBAThCs OT 3aHSTHUM MOTEHIMAIBLHO OMACHBIMH BHIaMH
JATENIbHOCTH,  TPeOYIOLMMM  MOBBILIEHHONW  KOHLEHTPALMM BHUMAaHUS M OBICTPOTHI

[ICUXOMOTOPHBIX peaKLUHi.

®opma BbINmycKa

Tabnemru nokpuvimeie nienounoit 0o6oaoukor 5 me: no 7 wau 10 tabnetok B Onuctepe u3
nonamua/amomunneBas  ¢oavra/[IBX//anmtomunueBas ¢onpra. 1 wau 2 Gnucrepa (mo 7
tabnerok) uau 1, 2 uam 3 Gauctepa (o 10 taGneTok) ynakoBaHbl BMECTE ¢ MHCTPYKLMEH MO

[NPUMEHEHHIO B KAPTOHHYIO Ma4yKy.

Cpok roanoctu

5 nert. He ucnonb3oBath nociie UCTEYEHHs CpOKa roiHoCTH, YKazaHHOI'O Ha YITaKOBKE.

YeaoBust xpaHeHust
[Ipu remnepatype He Bbie 30 °C.

XpaHUTB B HEJOCTYITHOM /7181 IeTeit MecTe.

YeaoBus ornycka

OTtnyckatot 6e3 pererra.

Baajesen perucTpanMoHHOro y10cToBepeHHst
3A0 «®Papmatieprrueckuit 3aBoa I MC», Benrpus

1106 bynanewr, yi. Kepectypu 30-38. Benrpus

Tenedon: (36-1)803-5555,

@akc: (36-1)803-5529

IIpousBoauTtenn
3A0 «®apmauestuyeckuii 3asoa D' UC», Benrpus

1165 bynanewr, ya. békenspeénau 118-120, Benrpus (Bce ctaauu npous3BoACTBA)

Opranu3anusi, NPHHAMAOLIAS PETEeH3HH OT MOoTpeduTeIeii:
000 «DI'MC-PYCx». Poccus
121108, r. Mockga, yn. MBana @pauko, 1. 8, tenedon: (495) 363-39-6

JlupekTop no dapmaneBTHYECKOH AeATeIbHOCTH

000 «2I'C-PYC»

:Eli 'fsoporos
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