MUHH3TPAB RPOCCHH

T Mo1615701- 150218
MHUHHCTEPCTBO 3JIPABOOXPAHEHUSI P(?CCHI”JCISQQ GEIEPATIT

|
'a q|
|
{
|

NHCTPYKLIMA
11O MEIMLIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O TTPEITAPATA

Kemzan®

Perucrpanuonnstii Homep: 11 N016137/01
ToproBoe HanmenoBanme: Kcuzan®
Mexnynaponnoe HenaTeHTOBAaHHOE HANMEHOBAHME: JIEBOLIETHPU3HH

JlexapcTBeHHast popma: TaOIETKU MOKPHITHIE INICHOYHOH 000I0UKOI

Cocras

1 Tabnerka comepIKur:

A0po: akmuenoe 6euyecmso: NEBOLETUPUIUHA IUTHAPOXIOPHL 5,0 MT;

6CNoOMoOcamenvHble gewecmsa. JIAKTO3BI MOHOTHIpPAT 63,50 MT, [EJUTI0JI03a
MHUKpoKpucTammmdeckas 30,00 Mr, KpeMHHs JMOKCHI KOLIOMIHBIA 0,50 Mr, MarHus creapat
1,00 mr.

Obonouxa: onanpait Y-1-7000 3,00 Mr (comep>kut rumpomeniosy 62,5 %, TutaHa THOKCHT (E171)

31,25 %, maxporon 400 6,25 %).

Onucanne
OBanbHOM (OPMBI TAONETKH, TTIOKPHITHIE MIEHOYHOM 060JI0UKO0# GET0r0 MK [OYTH GEJIOT0 IBETA.

Ha onHoli cTOpoHe TablIeTKU BBIIABIEHa MAPKUAPOBKA (Y ».

®apmakoTepaneBTHYECKAs. IPYNIA: IPOTHBOAIEPTHIECKOE CPEICTBO — Hi-rHCTAMUHOBBIX

penenTopos GI0KaTop.
Kox ATX: RO6AE09.

®apMaKoJI0rHYeCKHe CBOICTBA
DapmakoOuHamuKa.
JleBoneTnprsun — akTuBHOE BemecTBo mpernapara Kemsan® — 1o R-sHanTHOMEp LETUPU3UHA,

MOIIHBIA U CENICKTUBHBI aHTArOHUCT I'MCTAMKHA, OIOKHPYIOuMi Hi-rucTaMHHOBBIE PELIeITOPEL.




JleBOLETHPH3NH OKa3bIBAET BIUSHIE HA FTHCTAMUHO3ABUCAMYIO CTATHIO AJIEPTHUECKUX PEeaKIlni,
a TaKkKe YMCHBINAET MHTPAITHIO DO3MHOQPIIOB, YMEHBIIAET IPOHUIIAEMOCTh COCYIOB,
OTPaHUYHMBACT BBICBOOOXKICHIE MEAUATOPOB BOCTIATICHHS.

JleBoueTHPU3HMH TPEAyNpPEeKIAeT Pa3BUTHE U 0OJeryaeT TEUCHHWE AICPIHYSCKUX pPEeakini,
o0nanaeT MPOTHBOAKCCYIATHBHBIM, ITPOTHBO3YAHBIM JEHCTBHEM, MMPAKTHUYECKHA HE OKA3bIBAET
AHTUXOJIMHEPTHUECKOTO ¥ AHTHCEPOTOHMHOBOTO JEHCTBHA. B  TepameBTHUECKHX J103aX

NPaKTHYCCKHU HC OKa3bIBaACT CCHATUBHOIO 3(1)(1)€KT3,.

DapmakoKunemuka.

(DapMaKOKI/IHeTI/I‘-ICCKI/IC HapaMeTphl ICBOUCTUPUIHHA USMCHATOTCA JIMHEHHO.

BcacriBanue

[Tocne mpuema BHYTPH IpenapaT OBICTPO U HOJHOCTHIO BCACKIBACTCS U3 KENTYIOYHO-KHIICUHOTO
TpakTa. IlpreM nHMIIM He BIMAET Ha MOJHOTY BCACBIBAHUS, XOTS CHIDKAET €€ CKOPOCTE.
MaxkcumanpHas KoHueHTpauus (Cmax) B ITIa3Me KpoBU Jocturaercs depes 0,9 yac u cocTaBisieT

270 Hr/MI1, paBHOBECHAs] KOHIIEHTPAIUS JOCTUTAeTCs uepe3 2 CyTOK.

Pacopenenenne

JleronterupusuH Ha 90% cBsi3piBaeTCs ¢ OeikaMu 1iasMel Kposu. O0beM pactpenenesus (Vg)

coctariseT 0,4 w/kr. buonoctynmaocts mocturaet 100%.

Metabonuzm

B HeGompmux xonmdectBax (< 14 %) mMerabonusupyercs B opramusme nyrem N- m O-
JEATKWIAPOBAHAS (B OTIIHYKE OT IPYTUX aHTarOHUCTOB Hi-riIcTaMIHOBEIX PEleNTOPOB, KOTOPBIE
MeTabONMU3KUPYIOTCS B TEYEHH C T[OMOIIBI0 CHCTEMBI ITHTOXPOMOB) C 0Opa3oBaHHEM
(hapMakoJIOTHYeCKH HEaKTHBHOTO MeTabonmTa. M3-3a HE3HAYMTENBHOTO MeTaboim3Ma |
OTCYTCTBUSL METa0ONMYECKOTO TOTEHIIMAda B3aMMOJICHCTBHE JICBOIICTHPU3MHA C JPYTHMH

JICKapCTBCHHBIMH NperiapatTaMi NPpEeACTaBIIETCS MaJIOBEPOSATHLIM.

Brisegenue
[lepuon monyseiBenenus (11/2) y B3pocnsix coctasiseT 7,9 £1,9 gac. V gereil Miammero Bo3pacra

TIEPHUO]T TIOJYBBIBEICHUS Kopoude. Y B3pOCHBIX OOmui kiupeHc coctaBisgeT 0,63 Mi/MUH/KT.




£\

Oxomno 85,4% npuHATOW 10361 TIpenapaTa BEIBOAUTCA NOYKAMA B HEH3MEHEHHOM BUJIC MyTeM

KTy009KOBOM QUIBTPAIIMH U KAHAIBIEBOH ceKperuy; oKono 12,9% - 4epe3 KUILIEeYHHUK.

Omoenvrvie epynnvl NAYUEHMOE

Tayuenmer ¢ noueurnow HeOOCMaAmMOUHOCHbIO

VY manMeHToB ¢ IOUYEYHOH HeJ0CTaTOuHOCTEIO (KkiupeHe kpeatrHuHA (KK) < 40 Mi/MHE) KiupeHe
npenapaTa yMeHbIIAeTCA. Y TAIMEHTOB, HAXOIAIMXCA HA TeMOAManm3e, OONMH KIMpPEHC
camkaercss Ha 80%. Menee 10% npemapara yaajsieTcs B XOJe CTaHAApTHOH 4-4acoBoi

IIpouCAypPhI reMoaaInsa.

Iayuenmul ¢ neveHoUHO HEOOCMAMOUHOCHbIO

MdapMaKOKHHETHKA JICBOLCTUPU3HHA y MANUMEHTOB ¢ MEYCHOYHOM HENOCTATOYHOCTRIO HE
p3ydanach. Y HAlMEHTOB C XPOHHYECKHMH 320071€BaHHAMH IHEYEHH (IelaroeNiospHbIH,
XOJIeCTaTHYECKUi ¥ OWIMapHBId [UPpo3), MONYydYaBIIMX pPalEMUYECKOC COSITMHEHUE
nerupusuHa B fgosze 10 wmwim 20 Mr OJHOKpaTHO, HAONIONANOCH YBETHYCHHE Meprona
nonyBeiBeeHUs Ha 50% ¥ CHUXKeHHWe KiupeHca mnpemapara Ha 40%, Mo CpaBHEHHIO CO

3J0pOBLIMH JIFOABMH.

Hemu

JlasHBIe IO MCCeNOoBanuIo papMakOKHHETHKY Ipenapara y 14 gereit B Bospacrte ot 6 1o 11 et
¢ Maccoit Tena ot 20 mo 40 Kr npu nepopaibHOM IIpHEME OJHOKPATHO 5 MI JICBOLIECTHPHU3MHA
mokazamy, 9to nokazateqd Cmax ¥ momans moj kpusodt (AUC) mpumepHO B JBa pasa
IPEBHIIIAIOT AHAIOTHYHbIE ITOKA3aTeNM y B3POCIBIX 3JO0POBBIX JOACH IPH IE€PEKPECTHOM
konTpone. Cpenuuii mokazaTelb Cmax cocTaBmi 450 Hr/mil, MakcuMaiabHas KOHICHTPAIUs
JOCTHTAIAch B cpeiHeM depes 1,2 daca, 001l KIIpeHe ¢ y4eToM Macchl Tesa 6nut Ha 30% Bhiie,
a TEpHOJI ITIONyBhIBeNEHHS Ha 24% Kopode y JeTeH, YeM COOTBETCTBYIOUIME MOKa3aTeNIH y
B3pocbIX. CrenuanbHele (GapMaKOKHHETHYECKHe HCCIeNOBAHUA y JAeTed miamme 6 JeT He
IPOBOJMIIKCH. PeTpocreKTHBHBI (apMaKOKMHETHUECKAN aHaIu3 MPOBEICH y 323 MalieHTOB
(181 pebenok B Bo3pacte oT 1 10 5 e, 18 meteit B Bo3pacte oT 6 jo 11 et u 124 B3pOCIBIX B
Bo3pacte OT 18 10 55 7er), HOJTy4aBLINX OJHY MM HECKOJBKO JI03 JIEBOLETHPU3UHA OT 1,25 Mr
10 30 Mr. JlaHHBIe, HOIy4YEHHBIE B XOJe aHAIH3a, TOKa3aJIM, YTO [IPHeM npernapara B no3e 1,25 mr
y neTeii B Bo3pacTe OT 6 MecsleB A0 5 IeT NPUBOJMT K KOHICHTpaluW B IUIA3ME,

COOTBETCTBYIOLIEH TAKOBOW Yy B3POCIBIX IIPH IIPUEME 5 MT Ipenapara OJliH pa3 B CYTKH.




Iooicunvle nayuenmol

Jlammsle MO (papMAaKOKHHETHKE y MOXHIBIX MAlXCHTOB OrpaHHHCHBL [Tpy MOBTOPHOM IIpHiEeMe
30 MT JIeBOIETHPH3NHA OJIMH Pa3 B CYTKH B TCHUCHUC 6 mHell y 9 HOKUIIBIX MAIIHEHTOB (BO3pAcT OT
65 o 74 jer) obIMi KIMpeHC ObUT MPUOIM3HTENBHO Ha 33% HMDKE, 9YeEM TaKOBOH y B3POCIBIX
Goriee MOJIOIOTO BO3pAcTa. BBUIO TT0Ka3aHO, YTO PACIpPE/eIeHAE paleMaTa HETUpUsiHa GonpIie
3aBHCHT OT (QYHKIUH TIOYEK, 94eM OT Bo3pacta. ITO YTBEPHKACHHE TAKOKE MOKCT OBITH TPUMEHUMO
¥ K JIEBOLETHPH3HHY, TaKk Kak o0a Iperapara W JICBOUCTHPU3HH, W ICTHPUSHH BBIBOAATCAH
IPeUMYIINECTBEHHO ¢ MOYoH. [loaTomy, y MOXKMIBIX NANUCHTOB 1032 JIEBOLIETHPHU3NHA IOJDKHA

6BITH CKOPPEKTHPOBAHA B 3aBUCHMOCTH OT (PYHKIIMH TIOYCK.

Toxa3anusi K IPHMEHEHUIO

- Je4eHWH  CHMIITOMOB  aUIePIMUECKHX  PHHHTOB  (BKIIOHAd, KPYIJIOTOIAYIHBII
(epCHCTHPYIOWMH) W CE30HHBIH (MHTEPMUTTHPYIONIUN)  aIEPrUuICCKue PUHHTH) H
AIIEPrAUecKOr0 KOHBIOHKTHBUTA, TAKAX Kak 3yJ, UMXaHHE, 3aIOKCHHOCTE HOCa, pUHOpes,
crie30TedeHIe, THITepeMust KOHBIOHKTE BEI,

- NOJUTHHO3E (CEHHAs IMXOPAKa);

- KpaluBHHULE;

- Ipyrux aIJICPruYIeCKuX JaepMarosax, COIIPOBOXKIAIOINNXCHA 3ya0oM U BEICBLIIIAHUAMMU.

IIpoTuBonoKa3aHusl

[TOBBITIEHHAS. 4yBCTBHTENLHOCTE K aKTUBHOMY BEIIECTBY, IETUPU3HUHY, THIPOKCHIHHY, moboMy
[[POH3BOIHOMY IAIIEPAa3HHA UITH K JIEOOOMY JIPYTOMY BCIIOMOTATEIbHOMY BEIIECTRY Tperapara.
JleUIUT NaKTa3bl, HEMEPEHOCUMOCTE JIAKTO3BL, ITIOKO030-TAIAKTO3HA MabpabcopOnus.
TepMuUHAIbHAS CTaJHs MOUETHON HEJOCTATOUHOCTH (kHpenc KpeaTHHuHA < 10 MI/MHH).

Jletckuit BO3pacT 10 6 JIeT.

C 0CTOPOKHOCTHIO

[Ipy XpOHWYECKON [OYEUHOH HETOCTATOIHOCTH (He00x0MMa KOPPEKIUS pexkuMa JO3MPOBAHUS).
V HanMeHTOB MOKKUIIOrO BO3pacTa (IPH BO3PACTHOM CHIDKCHIH KIIy60UKOBOM QIIIBTpaIyy).

V HAIHEHTOB C NOBPEKACHNEM CIIMHHOTO MO3Ta, THIIepIIasuei IPEICTATeNIbHOM JKeTIe3bl, a TAKKE
pd HAIMYA{ JAPYTHX OPEAPacHoNararoiyx daxkTopoB K 3aepikKe MOYH, TIOCKOJIBKY
JIEBOIIETUPHU3UH MOXKET YBEIMYNBATE PHCK 38/ICPXKKK MO'IH.

[Ipr ONHOBPEMEHHOM YNOTPEOICHHH C  AIKOroNeM (cm. Bszaumooleiicmsue ¢ Opy2umu

NAEeKAPCMBEeHHbIMU npenapamamu) .




BepeMeHHOCTE U NIEPHOJ] IPYTHOTO BCKAPMIIUBAHHSL.
OCTOPOKHOCTD CIEAYET COONIOAATH Y HAIUEHTOB C JMHIENCHER M MOBBLINEHHON CYIOPOXHON

T'OTOBHOCTBIO, TOCKOJIBKY JICBOLCTHPUIUH MOXET BBI3BATH O6OCTp€HI/IC TIPUCTYIIOB.

@ epTHIILHOCTD, 0€PEMEHHOCTh H NEPHOI IPYAHOr0 BCKAPMIINBAHUS

bepemennocmuo

JlaHHBle IO IPUMEHEHUIO JIEBOLIETHPU3NHA BO BpeMs OEpPEeMEHHOCTH IIPAKTHIECKH OTCYTCTBYIOT
win orpanndensl (Menee 300 ucxonoB GepemeHHocTed). OmHAKO, NPUMEHEHHE IETHPU3UHA,
pareMaTa JIeBOIETHpu3uHA, Npu OepemeHHocTH (Gonee 1000 MCXomoB OepeMEeHHOCTEH) HE
COIPOBOXKIAJIOCH MOPOKAMH PAa3BUTHS W BHYTPUYTPOOHBEIM H HEOHATAIBHBIM TOKCHYESCKUM

BO3JICHCTBUEM. B wuccnemopanMsgax Ha KHBOTHBIX HE BBUIBJICHO IIPAMOIO HJIHM KOCBEHHOTO

i

HeOIarOIMPHATHOrO BIMSHUS HA TeUcHHe DepeMEeHHOCTH, 3MOpHOHANbHOE B (ETATbHOE PA3BUTHE,
POJIBI ¥ IOCTHATAJILHOE PA3BUTHE.
Ilpu GepeMEHHOCTH Ha3HAUYCHHE JICBOLETUPH3MHA MOXET OBITH pPacCMOTPEHO B Ciydae

HeoOXOIUMOCTH.

N Ilepuoo epyonoeo 6ckapmaueanus
LleTupusuH, paneMar JeBONETHPU3UHA, SKCKPETUPYETCA ¢ IPyIHBIM MOJIOKOM. [loaTomy Takike
BEPOATHO M BBHIJENICHUE JIEBOICTHPH3UHA C I'PYyJIHBIM MOJOKOM. Y JIeTel, HaXOJAIUXcs Ha

TPYyJHOM BCKapMJIMBaHHWH, BO3MOJKHO IIOSBJIICHHC NOOOYHBIX p€aKHI/Iﬁ Ha JICBOLCTUPHU3HUH.

ITosTOMy HEOOXOUMO COOIIONATH OCTOPOXKHOCTD TP HA3HAYECHUH JIEBOLETHPU3HHA B IIEPHOJ

TPyAHOTO BCKapMIIMBaHMA.

DepmubHOCMY

Knnandeckue TaHHBIC 110 JIEBOIIETHPUZHHY OTCYTCTBYIOT.

Ilepen IpuMeHEHHEM TIpenapara, ecid Bel GepeMeHHBI, MM IIpeIonaraete, 4to Ber Morim Obl
OBITH OEpeMEHHON, WM IUTaHHpyeTe OepeMEHHOCTh, HEOOXOIUMO IPOKOHCYIBTUPOBATECS C

BpavOM.

Crnocob npuMeHeHHs B 10351
Ipenapar NMPUHUMAIOT BHYTPE, IIPOTJIATHIBAS LENMKOM, BO BPEMS €IbI WM HATOINAK, 3alluBast
HeOOJIBITHM KOJTHYECTBOM BOJIBL.

Bspocnvie u 0emu cmapuie 6 tem: cytodHas 103a coctapigeT 5 Mr (1 TabneTka) ONHOKPATHO.




OCHOBHBIM TIyTEM BBIBEJCHHS JICBOLETHPH3MHA U3 OPraHU3Ma SIBJIIETCA BBIBEICHHE IOUYKAMH,
TMOSTOMY TpH IMPUMEHEHHH TIpenapara y HalWuEHTOB MONCUN020 603pacma U C NOYeyHOU
HeOOCMAmMOYHOCMbIO 11033 JTOJDKHA KOPPEKTHPOBATHCS B 3aBHCHUMOCTH OT CTEIEHH ITOYEHHON

HEIOCTATOYHOCTH, OCHOBBIBASICH Ha OIIEHKE KIIUPEHCa KpeaTHHHUHA (MJI/MUH).

[NanuentaM ¢ Jjeekum HapyuieHuem @yHkyuu nodex (KIMpeHC KpeaTHHHHA 50-79 Mi/MuH)

KOPPEKITHH T03bI He TpedyeTcsl.

VY manueHToB C yMepeHHOU noYeyHou HedocmamoyHocmelo (KIUpeHe KpeaTwmHuHA oT 30 mo

49 Mi/MHH) peKOMEHIyeMast 103a 5 MI' 4epe3 JI€Hb.

V nmamueHToB C msdCenod HOYeuHOU HedocmamouHocmvlo (KIMPEHC KpeaTMHWHA MEHee

30 Mi/MUH) pekoMeHTyemas no3a 5 mr 1 pas B 3 nmsl.

IlarmenTaMm ¢ noueunou u NEYEeHOUYHO HeO0CMAmMOYHOCIBIO JO3HUPOBAHUEC OCYHICCTBIIACTCA IIO

BBIIHGHpHBeIICHHOﬁ CXCME.

[NanpenTaM ¢ HapyuieHuem mMONLKO (DYHKYUU neyeHu KOPPEKIMH DPEXHMa NO3HPOBAHHSA HE

TpedyeTes.

Ipooondicumenvrocms npuema npenapama:

[Tpu neyeHwH CE30HHOTO (MHTEPMHUTTUPYIOIIET0) aNIEpIHIeCKOro PUHUTA (HAIHYMEe CUMIITOMOB
Menee 4 gHedl B HENEMO WM HX 0OINas NPONOJDKUTEIBHOCTh MEHee 4-X HeJelb)
MIPOJOIDKUTEIHLHOCTD JICUSHHS 3aBHCHT OT JUIUTEIBHOCTH CHMIITOMATHKHY; JeYEHHE MOXKET OBITh
NIPEKPAIIEHO [IPU UCYS3HOBEHUH CHMIITOMOB U BO30OHOBIIEHO IIPH IOSBICHHH CHMIITOMOB.

Ilpu nedeHHH KPYTIOTOJUYHOIO (IIEPCUCTHUPYIOIIEr0) a/UIEPIHYecKOro pHUHHTA (HaIM4yHe
CUMIITOMOB 0ojiee 4-X OHEW B HeNelMo W WX o0mias IpONOJDKHTEIHHOCTH Oojee 4-X Henens)
JIEYEHNE MOXKET MPOJIODKATHCS B TEUEHHE BCETO IIEpHoJia BO3IEHCTBHS a/lIEPIeHOB.

VMeeTcs KITMHAYeCKHH ONBIT HEIPEPhIBHOTO MpUMeHeHHs npenapara Keusan®

B JIEKAPCTBEHHOH
dopMe TabIeTKH MOKPHITHIE INICHOYHOU 000JIOUKOH 5 MT' Y B3POCIIBIX NALMEHTOB JIUTEIBHOCTEIO
110 6 MecsIeB.

Ecnu BRI npuHMMacTe WM HEJABHO TNPHHUMAIM JAPYTHE Ipenaparsl, coolmure 006 3TOM

JeqariemMy Bpagy.




Ecnu Brl 3201010 IpHHATE IIpemapar Kcuzan®, He mpuHAMAaRTe TBOWHYIO NO3Y /s KOMIICHCAMH

[IPOITYIEHHOH, IPEMHUTE CIIEAYIONLYIO 103y B OOBIYHOE BPEMS.

Ilo6ounbie 3 dexThI

Jlannwvle no 6e30nacHOCMu, NOLY4eHHble NPU USYHEeHUU YeMUPUSULA

Habmonanuch cleayiomue HexXelaTeIbHbIC peaKuu:

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

Berpeuannch JIETKAE M BPEMEHHBIE HEXEATelbHBIC ABICHHE TaKMe KaK YTOMIACMOCTD,
HApyLIEHHe KOHIEHTPALMH, COHIHBOCTb, TOJIOBHAS 00Jb, FONOBOKPYKEHHE, BO30yXIeHHE,
CYXOCTh BO PTy M IKEJIyJAOYHO-KMIIEYHBIC PAaCCTPOHCTBA (sanop). B HEKoTOpHIX cry4asx
HABITFOAICH PEAKIUH TUTIEPYYBCTBHTEIEHOCTH 1 AHTHOHCBPOTHYECKHH OTEK.

Takke coobmanoch 00 OTHENBHBIX CIYYasX CyAOpOTr, PeakIMu CBETOYYBCTBUTCIBHOCTH,
MOpPAKEHUM IICUCHH, aAHAQUIIAKTHICCKOTo INOKa, HapyLICHHA KpoBOOOpAaIeHus, TIyXOTHI,

[LJIOXOr0 CAMOYYBCTBHA, 3Y/1a, BACKYJIHTA, 3PUTCIBHBIX Hap}’IIICHI/Iﬁ M KOIIIMApHBIX CHOBUICHHAX.

Jlannvle KIUHUYECKUX UCCE006ANU

KIMHTYecKre HCCiIeI0BaHNS NoKa3air, uTo y 14.7% nanueHToB, IPUHAMABIINX JTCBOLCTHPHU3UH
B 03¢ 5 MT HaGIIONAIICH HeXKeNaTeNbHbIe PeaKilii B CpaBHEHNH ¢ 11.3 % Y NalMeHTOB IPYIIIbl
m1ane6o0. 95 % IaHHBIX HEXENATEIbHBIX PEaKIHi ObLIH JISTKMMHU UM YMEPEHO BHIPAKCHHBIMH.
B OIMHMYECKHUH WMCCIENOBAHMAX YacTOTa TIPEKpallleHHs Tepamud BCICACTBAC pasBUTHA
n10604HBIX peakiuii coctasmia 0,7% (4/538) y malieHTOB, PAHTOMHU3UPOBAHHBIX JUI TIOJTY 4CHIA
nesomerupmuHa B 1o3e 5 Mr u 0.8% (3/382) mid MaMeHTOB, PAHIOMHU3UPOBAHHBIX B IPYIILY

mwanedo.
Cnenyronue HeXelnaTeabHbIe PeaKIu OBUIM BBIBIEHEI Y ITAIHEeHTOB (n=538) y4acTBOBABIIUX B
KIMHIYECKOM HMCCJIEJIOBAHUM K HPUMEHSBIIMX JIEBOUETHPU3HH B PEKOMECHIOBAHHBIX 034X

(5 Mr oMH pa3 B CYTKH):

C gacroroit 1-10 %

Heoicenamenvnvie peakyuu Jlesoyemupusun 5 m2 Inayebo
(n=538) (n=382)

CoHIHBOCTD 5,6% 1,3%

CyxocTb BO pTY 2,6% 1,3%




TonoBHas 00Jb 2,4% 2,9%

VTOMIISIEMOCTh 1,5% 0,5%

AcTeHus 1,1% 1,3%

XOoTd yacToTa cIIyJacn COHJIMBOCTH B I'PYTIIIC JEeBOLCTUPHU3UHA OnUIa BBIIIE, YeEM TaKOBas B rpyrmme
nnaue6o, B OOJILIIMHCTBRE CIIy4acB 3TO HeXenareJabHOoe SBJICHHUC OBUIO JIETKOW WIIH yMepeHHOfI

CTEIEHH TSKECTH.

Heuacmo (0,1-1%): bonu B XHUBOTE.

TocmpezucmpayuonHble UCCle008aHUs

B 1ieproz1 TIOCTPETHCTPAIIAOHHOTO IPUMEHEHIS IpeTiapata HaGIIOIAICH CIIEAYIOLITe TOOOYHBIC

s dexTrr:

Co cmopoHbl UMMYHHOU CUCINEMbL

Peaxiiiyl rMNepuyBCTBATENLHOCTH, BKITOUast aHa(UIaKCHIO

Co cmoponbl 0OMeHq gelecms U NUmManusl

ToppHneHye anmneTuTa

HapyuieHus nCuxuxy

Tpesora, arpeccus, BO30YKJIEHUE, TaIIONUHANMY, Jerpeccusi, OCCCOHHHMIIA, CYHIMAANBHBIC

WJeH, KOIIMapHbIC CHOBHJICHHUA

Co cmopoHbl HepPEHOU CUCTNEMDbL

Cynopor#, TpoM003 CHHYCOB TBepHOil MO3roBoif 0GONOUKM, MApecTe3ns, TONOBOKPYMCHHE,

BEPTHIO, 0GMOPOK, TPEMOD, TUCTCB3A

Co cmopoHbL 0p2aHa 3Perus

BocnaimmrenpHsie TIPOSIBIICHHA, HapyIIeHHUC 3peHUs, HEUYeTKOCTh 3PHUTCILHOIO BOCIIpHAATHA,

HEIIPOU3BOJIEHBIE JIBMKCHUS TJIA3HBIX 670K (HECTAIM).

Co cmopoubl cepoua.

CTeHOKAPIHS, TAXHKAPIHS, OLIyLIIeHHe CEpaLeOneHHs




Co cmopoHbL cocy008:

Tpom603 stpeMHOM BEHBL

Co cmoponbl ObIXAMELbHOU CUCIEMbL, 0P2aH06 2DYOHOU KNeMKY U CPEOOCHEeHUs.!

Veunenrne CHUMITOMOB PHHHTA, OABIIIKA

Co cmoponbl Koy U NOOKOICHLLX MKAHEU!

AHTHOHEBPOTHYECKHMM OTEK, 3K3aHTEMA, I'MIIOTPUXO03, 3y[, CBIIb, TPEIIMHBI KpanuBHUIA,

(poTOCEHCHOMIN3AIHS/ TOKCHIHOCTD, CTOMKAs IEKApCTBEHHAS SpATEMa

Qbuue paccmpoticmsa.

Head(peKTHBHOCTS MPOJyKTa M er0 B3aHUMOIEHCTBHSA, CyXOCTh CITM3HCTEIX 000JI04eK

Co cmopoHnbi DHCENIYOOUHO-KUULEHHO20 MPAKMA.

TomHoTA, pBOTA

I Co cmopoHbL NeYeHU U HCeN4ebl800SUUX NYMEU.

T'enmatut

Co cmOpPOLbL CKEeNEMHO-MbIUEYHO, KOCIHOU CUCHEMbL U COeOUHUMENbHOU MKAHY.!

Bonrs B MbIIax, apTpairus

Co CMOPOHbL NOYEK U MOYeBbIBOOAUUX NYymen.

Juzypust, 3a1epixKka MOUH

Ob6uue paccmpolicmea U HAPYULEHUA 6 Mecme 66e0eHUSL.

Orek

ﬂa60pam0pnbze U UHCIMPYMEHMANIbHBLE OaHHbIE!

YBenuueHne Macchl TeJla, H3MCHCHHC (I)YHKIII/IOHaJIbHI:IX Hp06 TIeYcHH, TIEPEKpECTHAL

PCAKTUBHOCTH




Onucanue omoenbHbIX HeJICeNAMEeNbHBIX PeaKyull
Y Majoro KoJMYECTBAa NALMEHTOB HaOMIOmaics 3yH IOCHE MpPEeKpalleHHs I[IPUMEHEHUS

JEBOLICTUPU3HHA

Ecmu y Bac ormeuarorcs no6ousble 3¢ eKThl, yka3aHHbIE B HHCTPYKIIHH WK OHH YCYTYOISIOTCS,
uny Bel 3amernnn mo6ble apyrue nodbounsie 3QGeKTH, He yKa3aHHbIC B HHCTPYKLUH, COOOIITHTE

00 3TOM Bpauy.

Ilepenozuposka

Cumnmomul. COHIUBOCTH (y B3pPOCHBIX), BHAYaje MOTYT MOSIBUTHCS BO3OYXKIEHHE WU
OECIIOKOMCTBO, 3aTEM CMEHSIOIIHECS COHINBOCTRIO (Y JieTei).

Jleyenue: HEOOXOAMMO IIPOMBITE JKENYIOK WM IPHHSATH aKTHBHPOBAHHBIA Yrojb, €CIH IIOCTE
npueMa Ipenapara IpoLIo Majlo BpeMeHH. PeKOMEH IyeTCs TpOBeACHUE CUMIITOMATHUECKOM |

noagep kuBaroiel repanun. Crenuduueckoro aHTua0Ta HeT. [ 'emoananus He 3¢ deKTrBeH.

BzaumopeiicTBue ¢ ApYrUMH JIeKaApCTBEHHBIMH MpenapaTaMu

Wsyuenre B3amMONEHCTBHS JIEBOLETHPH3HHA C JPYIMMH JIEKapCTBEHHBIMH TIperapaTtaMu He

OPOBOAUTIOCE. [Ipy H3y4eHHM JEKapCTBEHHOIO B3aMMOJNCHCTBUS palemara HeTHPH3HHA C

AHTUIIUPUH, a3UTPOMHIMHOM, LUMETHIMHOM, IUA3ETIaMOM, JSPHUTPOMHIIHHOM, IIIHIIH3HIOM,

KETOKOHA30JI0M H I1CeBJI03beAPHHOM KIMHUYECKH 3HAYAMBIX HEXeIaTeIbHbIX B3aMMOIEHCTBHIIA

HE BBISIBJICHO.

IIpr onHOBpEMEHHOM IIpUMEHEHHH ¢ TeodruTHHOM (400 Mr/cyT) obLmil KIMPEHC NEeTHPU3HHA

cHIKaercs Ha 16% (xuHeTnKa TeoUInMHa HEe MEHSIETCS).

B nccnenosanuy npu ofHOBPEMEHHOM IIpueMe prtanosupa (600 mr 2 pasa B JIeHb) ¥ HETHPA3NHA

(10 Mr B IeHB) ITOKA3aHO, YTO 3KCIO3UIMS IETHPH3WHA YBeauurBaiach Ha 40% , a SKCIIO3HITHS

PHUTaHOBHUPA HE3HAYUTENBHO U3MeHsmach (-11%).

YV 4YyBCTBHTENBHBIX NAIHEHTOB OJHOBPEMEHHBIH IIpHEM JIEBOLETHPH3MHA U AIKOTONS WIN
JEKApCTBEHHBIX IIPENapaToB, OKa3hIBAIOMINX MOABIISIONIEe BIUSHIE Ha IEHTPATBHYIO HEPBHYIO

cuctemy (IIHC), MoxeT BBI3BATH 3aTOPMOXKEHHOCTH U YXYIIEHHE PabOTOCIIOCOOHOCTH.

Ocobbie ykazanus
WurepBansl Mexmy 103aMH JOIDKHBI OBITH MOJOOpAHBl HHIMBHAYAIBHO B 3aBHCHMOCTH OT
TIOYEYHOU (DYHKIHH.

Pexomennyercs co6monars 0CTOPOKHOCTD TIPH OTHOBPEMEHHOM YIIOTPEGICHHE ¢ ATTKOTOIEM.
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Ilpn Hanwuyuy Y HaIMeHTOB NPEIpAaCIoNarafomiX GaKkTOpOB K 3aJepiKKe MOUYHM (HapuMep,
HOBPEKICHUE Crimpnaoro MO3ra, runeprurasid HPCHCTaTeJILHOfI KeJe3bl) cleAyeT coOIraaTh
OCTOPOXKHOCTE, NOCKOIBKY JIEBOIETHPH3HH MOKET YBEINTUBATE PHCK 3a/ICPIKKH MOH.
OctoposxHocrs, ClleryeT coGMoNaTh y IAIMEHTOB C SIWIENCHEH M NOBBIIEHHOH CYTOPOXKHOU
T'OTOBHOCTEIO, IOCKONIBKY JIEBOIETHPA3HH MOXKET BRI3BATH 000CTpEHHUE TIPUCTYIIOB.

Peaxnus ma xoxxmpre aJUIepruyecKue poOBl IOJABISAETCS aHTUTUCTAMUHHBIMY TIperiapaTaMu, U
HEPEH ITpoBeeHHeM TECTHPOBAHHS HeOOXOAMMO BO3JIEPXKATHCS OT IIPHEMA IIperapara B TeYeHue
3 nHeM.

BosmorxHo noserenue 3ya nocie NpeKpanieHus IpHeMa JICBOIETHPHU3HMHA, TAXKe €CIIA MOT00HBIX
CHMIITOMOB He ObUto B Hadane JjeueHus. CHMIOTOMBI MOTYT NPOHTH CaMOCTOSTENBHO. B
HEKOTOPBIX CIy4asX CHMIITOMBI MOTYT OBITh CHJIBHO BHIPAXKEHHBIMH, M 5TO MOXKET IOTPeOOBaTh

B0300HOBNEeHUS NedeHus. [Jocie BO30OHOBIEHUS IE€UEHHUS 3TH CUMIITOMBI JIOJTKHBI TIPOUTH.

Llemu

JleBoueTupu3uH B Ta0NETKAX MOKPBITHIX INIEHOYHOH 000I0UKOH, TPOTHBOIIOKA3aH y AeTel 1o 6
JeT, TIOCKOJBKY MaHHad JieKapcTBeHHas (opMa He ITO3BOJISIET HCIIOJIB30BATh IOIXOJSIIYIO
JIO3UPOBKY Ui 3TOM BO3PACTHON Ipylmbl. PeKOMEHAyeTCs HCIOJIB30BaTh NEeAHATPUUECKYIO

JIeKapCTBeHHYIO (GopMy (KaruIy Jyig IIprueMa BHYTPB).

BiansHue Ha crioco0HOCTH YIPABJASTH TPAHCIIOPTHBIMH CPEACTBAMH, MeXaHU3MAMU
JIeBOIIETHPU3MH MOXKET NPHBECTH K IOBBIIICHHOW COHJIMBOCTH, CJI€IOBATENIBHO, IIpErapar

® MOJKET OKa3bIBATH BIIMSHUE Ha CIIOCOOHOCTH YIIPaBJIATh aBTOMOOWIIEM HIIH pa60TaTL C

Kcuzan
TeXHUKOH. B mepmon jedeHHs HEOOXOIUMO BO3IEPKUBATHCS OT 3aHATHH TOTEHIHAIBHO
OTIACHBIMH BHIAMH JEATEIBHOCTH, TPEOYIOIIUMHU IMOBBIIICHHON KOHLEHTpAalWd BHHUMAHHS U

GBICTPOTHI ICHXOMOTOPHBIX PEAKIIUH.

®opma BhIyCKA
TabneTku MOKPHITHIE TIFIEHOUHOH 000JIOUKOH 5 Mmr.
ITo 7 miw 10 tabnerox B 6aucrepe u3 IIBX — anromunmeroi ¢donbru. 1 wim 2 GamEcTepa BMecTe ¢

HHCTPYKIHEH IT0 IPIMEHEHHUIO B KAPTOHHOU ITayKe.

Cpox rogHocTH

4 rona
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He opu
PUMCHSTD 110 UCTEYEHUN CPOKa TOJHOCTH, yKa3aHHOTO Ha yIaKoOBKE.

Yci1oBUS XpaHeHust

B CyXOM MecTe Ipy Temmeparype He Bbiie 25°.

XpaHWUTb B HEOCTYITHOM IJISI AETEH mecre!

VYeciaoBus 0TIycKa U3 anTeK

OtmyckaroT 0e3 penenra

Baanesen PY
IOCB ®aprnm C.A.
[TpompInIeHHAst 30H Tnannm, Iven ne Kpya Brasm 10, CH-1630 byie, [1IBeimapus

IIpoussoMTENH
OCB ®apmmm C.A.

[IpoMpIILIEHHAS 30Ha [y, [ven ge Kpya brasm 10, CH-1630 byuie, [[Iseimapus

Bompoch! H MpeTeH3HA noTpe6uTe el HAMPABIATE 0 ajpecy:
Mocksa, 105082, TlepeBeIeHOBCKMH TIEP., .13, ctp.21.
Ten.: (495) 644 33 22; ®daxkc: (495) 644 33 29

MeremKep [0 perucTpain
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