MHH3TPAB POCCHH

MHCTPYKLMA
[10 MEJULIMHCKOMY ITPUMEHEHHIO JIEKAPCTBEHHOI'O [TPETTAPATA
HETUPU3UH HOBIKC

PerucrpanMoHHbIi HOMED:
Toprosoe nanmenopauue: Iletupusun Hosake
MeayHapOAHOE HJIH IPYNIHUPOBOYHOE HAHMEHOBAHHE: LICTHPH3HH
JlexapcTBennasi popma: TaGIIETKH, IOKPBITBIE TIEHOYHOH 000I0UKOH
Cocras:
1 TabneTka, MOKphITast INICHOYHOM 000JI0YKOM, COACPHKHUT:
Jlesicmayloujee sewecmeo: UeTApU3MHA quruapoxopua 10 mr,
Bcnomozamensuvie eewgecmea: apuuen pH 102, kpockapmesiosza HaTpus, TaIbK, MarHus
cTeapart; coctas 060/104KH: 6esoe nokpeiTie MHCTa (THIIPOMENIo3a, MOJUITHIIEHTIUKOIb,

TaJIbK, TUTAHA IIPIOKCI/IL{).

Onucanue

IIpoosroBaToit GOPMBIL, MOKPHITEIE MIEHOYHOH 060104KOH TabIeTKH O€I0ro HIH MOUTH

6eoro LBeTa ¢ pasiesIMTeIbHON PUCKOH Ha OJIHOW CTOPOHE.

®apmakoTepaneBTHYECKAs [PYNNA: POTHBOALIEPrHYeCcKoe cpeacTBo — Hi-
rMCTaMHUHOBBIX PELIENTOPOB OI0KATOP.

Koa ATX: RO6AE07

®apmMaKoJOrHyecKHe CBOHCTBA

DapmakoOuHamu4ecKue ceoucmea

Mexanuzm Oeticmeus

LleTHpu3uH - aKTUBHOE BelecTBO npenapata Lletupusun HoBoke - sBaseTcs METaboTuTOM
FHIPOKCH3MHA, 00JaJaeT aHTUTMCTAMMHHBIM  3(QeKToM ¢  MpOTHBOALIEPrHYECKUM
neictBueM. LleTHpU3WH OTHOCHUTCSL K TpYIIE KOHKYPEHTHBIX aHTarOHUCTOB TMCTaMMHA U
6aokupyeT H)-rucTaMUHOBbIE PELENTOPhI ¢ HEOOJIBLINM BO3ACHCTBUEM Ha IPYTHE PELENTOPEI
¥ MPAKTHYECKH HE OKAa3bIBACT AaHTHXOJIMHEPTHYECKOrO M aHTUCEPOTOHMHOBOTO ICHCTBHUS.
LleTUPU3HH OKa3bIBAET BIMSHME HA HCTAMHH3ABMCHUMYIO CTAaJHIO aJUICPrHYECKUX peaKuui

HEMEJJICHHOI'O JICHCTBUSA, a TaKxXKe YMEHBUIACT MUIpALHIO 303HHO¢)I/IJ'[OB H OrpaHH4YHUBaACT

COBA RO

MUHUCTEPCTBO 3/IPABOOXPAHEHUS POCCUMCKOM ®EAEPALIAN ——
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BLICBOOOX/ICHHE MEIUaTOpOB IMpPHU AJUIEPrHYECKUX pPEeaKIMsX 3aMeUIEHHOTO THIA.
[pakTH4ecku He MPOXOJHUT Yepe3 remMarodHuedannueckuit 6apbep H, Cae0BaTeIbHO, [TOYTH
He CrocoOeH JOCTHYb LIeHTpalbHbIX perentopos Hi.

Dapmaxoounamuxa

B uccnenoBaHUsAX BJIMSAHUSA THCTAMHUHA Ha KOXY JAEHCTBME LeTHpH3MHA B Jo3e 10 wmr
HayHHAJIOCH 4Yepe3 | yac, AOCTUrajlo MakcuMmyma co 2-ro mo 12-plif 4ac W Bce elne
HabOIOIAJIOCh HAa CTAaTHCTHYECKH 3HAYUMBIX YPOBHAX 4epe3 24 dvaca. B nomonHeHuHm K
AQHTUTUCTAaMHHHOMY 3G (deKTy LeTHpU3MH Taloke o0JajaeT MpPOTHBOBOCIAIUTENHHBIM
3¢ (}eKTOM U TEM CaMbIM OKa3bIBAET BIMSHUE HA MO3IHIOK (a3y anaepru4ecKoi peakiuum:

- Ilpu nmoze 10 Mr oauH WM fABa pa3a B [AeHb MHIMOMpYET MO3AHIOK (asy arperanuu
303UHO(HIIOB B Ko>i<e;

- Ilpu moze 30 mr B HeHb MHrUOMpYET BBIBEJCHHE S03UHOGUIOB B OpPOHXHANBHYIO
AJIbBEOJIIPHYIO XHIKOCTB IOCJIE BBI3BAHHOTO aJ/IEPreHOM OPOHXHUATIBHOTO CY)KEHHUS;

- MHruOupyeT BBI3BAaHHYIO KALTUKPEHMHOM IMO3/IHIOKO BOCTIAIMTEbHYIO PEAaKLIHUIO;

- ITopmarisieT 3KCIpeccUIo MapkepoB BocnayieHus1, Takux kak [CAM-1 wiu VCAM-1;

- Uurubupyer aeiicTBue ructaMuHoNubepaTopoB, Takux kak PAF wnu cyberanuus P.

DapmakoKuHemuKa

Bcacwvisanue

[Tocne npreMa BHYTpPb LETUPU3UH OBICTPO BCACHIBACTCH U3 XKEITYAOYHO-KUIIEYHOrO TPAKTA.
dapMaKOKHHETHYECKHE TapaMeTphbl LETUPHU3UHA [IPU €ro PUMEHEHHH B 103aX OT 5 10 60 Mr
M3MEHSIOTCS JIMHEHHO. PaBHOBECHAs KOHLIEHTPALIMSA JOCTHIAeTCA Yepe3 3 JHs.
dapMaKOKHHETHUECKUI MPOUIIb HETHPU3UHA aHAJIOTMYEH Y B3POCIIBIX U JETEH.

Y pereii mocie mpueMa LETHPU3UHA B J103€ 5 MI' KOHIEHTpaLUs aKTHBHOH CyOCTaHIMH B
OpraHu3Me Takas e, Kak U y B3pocibIX rmocie npuema 10 mr. YV B3pocisix nocie npuema
uetupuzuHa B Jo3e 10 mMr makcuManbHas KoHueHTpauus (Cmakc.) B [uiasMe KpOBH
jpocturaercs yepes 1-2 yaca u cocrasnset 350 Hr/mit. Y geteit mocie npuemMa LETHPU3UHA B
J103€ 5 MI' MakCUMaJlbHas KOHLEHTpalHs B IUIa3Me€ KpPOBM JOCTUraercs 4vepe3 | yac u

cocrtasiisieT 275 Hr/mi.

Pacnpeoenenue

Pacnipenenenue nocne npuema 10 Mr coctaBasier 35 JUTPOB Y B3pOCIbIX, a CBA3BIBAHUE C
Oenkamu miasmMbl KpoBu — 93 %. YV nereit o6beM pacrnpeneneHds nocie npuema 5 mr
COCTABJIET MPUMEPHO 17 IUTPOB.

He3HauuTenpHOE KOJIMUECTBO HETUPU3HHA BBIJACJIACTCA B IPYAHOEC MOJIOKO.



Memabonusm

VY B3pocibix 60 % 1036l BBIBOJUTCS U3 OpraHu3Ma B HEM3MEHEHHOM BHJIE TOYKAMH.
Bvigeoenue

[Tocne mpuema 10 Mr y B3pocisIX OOIIHii KIMpeHC LeTHpusuHa coctasser 0,60 Mi/MuH/Kr
riepuon nonyseiBenenus (T12) coctapieT npumepHo 10 yacos

[IpveM HECKONBKHMX /103 HE M3MEHsET (apMaKOKMHeTHYecKue mapameTpsl. [Ipu npuaeme
mpenapata B CyTouHo# noze 10 mMr B Tedenwe 10 fHell KyMy/suMM LSTHPH3MHA HE
Ha0JII01JI0CK.

ITocyie OKOHYAHHUS JICYSHUS YpOBEHb LIETUPU3MHA B IUIa3M€ KPOBH OBICTPO MagaeT HUXKe
onpejenseMsix mpeienoB. [IoBTOpHbIE alsIeproJIorH4ecKHe TECTHI MOXKHO BO30OHOBUTE Yepe3

3 ngHA.

Ocobvie epynnbl nayueHmos
JHemu

VYV npereit ot 6 mo 12 nmetr 70 % 03B BBHIBOAMUTCS M3 OpraHM3Ma B HEU3MEHEHHOM BHUJE
MOYKaMH.

[Tocne npuema 5 Mr y feTeit 0OIIuiA KIIMpeHC LeTHpU3uHa cocTaseT 0,93 MiI/MUH/KT.

T2y neteit ot 2 10 6 ieT coctasiseT S yacoB, oT 6 10 12 et - 6 4acoB.

Iooiwcunvie nayuenmol

V 16 noxuIbIX UL MPU OJHOKpaTHOM npueme 103bl 10 Mr nepuoa nomyseiBeneHus (T1r)
6511 BIIE Ha 50%, a CKOPOCTh BhIBeIeHHUS ObL1a HUXe Ha 40% 10 CPaBHEHHIO C KOHTPOJIbLHOM
TPYIIIOHN.

CHMKeHHe KJIMPeHCa LETUPU3MHA Y TTOXKUIIBIX MALIHEHTOB BEPOATHO CBA3AHO C YMEHBIIEHHEM
(yHKUMM MOYEK y 3TOM KaTeropuu MalyeHTOB.

Ilayuenmel ¢ noyeyHoU HeOOCMAMOYHOCMbIO

VYV maiMeHTOB C T[OYEYHOW HEIOCTATOYHOCTBIO JIETKOW CTEMEHH TSHKECTH (KJIMPEHC
kpearuruHa (KK) > 50 mn/mMuH) papMaKkOKMHETHYECKHE TApaMETPhl AHAJIOTHYHBI TAKOBBIM Y
3I0POBBIX JOOPOBOJIBLEB C HOPMATBHON QYHKLMEH MOUEK.

VYV naudeHToB ¢ MOYEYHOH HEeJ0CTaTOYHOCThIO cpeaHel cremeHu Tspkect (KK 30 - 40
vi/mun) Tin yanusercs B 3 pa3a, a oOuMid KJIMpeHc npenapara cHuxkaercsa Ha 70 %
OTHOCHTEJIHO 3/I0POBBIX JOOPOBOJIBLIEB C HOPMAJIBHOM QYHKLIMEH MOYeK.

V nauuenToB, Haxoasumuxcs Ha remoguanuse (KK < 7 mu/mMuH), npu npueme npenapara
BHYTpb B 03¢ 10 Mr oOuuii K1upeHc cHrKaeTcs npubausutensHo Ha 70 %  OTHOCHTENBHO
3/I0POBBIX JOOPOBOJIBLEB C HOpMAIBbHOM QyHKIHMElH noyek, a T2 yanuuseTcs B 3 pasa.

Menee 10 % uerupusvHa yAaldseTcsl B X0/i€ CTaHAapTHOW MpoUEeaypbl FEMOIMAU3a.
yP



ITayuenmol ¢ neyeHO4HOU HEOOCMAMOYHOCMbIO

YV  nauueHToB C XPOHMYECKMMH 3a00JIeBaHUAMU MEYEHH (rernaToLe/UTIONSP HbIM,
XOJIECTATHYECKHM HJTH OUJIHapHBIM LIUPPO30OM ) MPU OJHOKPATHOM MpUEMe Mpernapara B 103€
10 mr wmm 20 Mr Ti yBenuuuBaeTcs npumepHo Ha 50 % , a kiupeHc cHikaercs Ha 40 % o
CPaBHEHHUIO CO 3JJ0POBBIMU CyOBEKTAMH.

Koppekuust 1036l HeoOXOAMMa TOJBKO B Cilydae, €CIM Y [MalMeHTa C MeYEeHOYHOMH

HEOOCTAaTOYHOCTHIO HMEETCS TAKOKE COIMYTCTBYIOIAA MovYe4yHass HEJOCTaTOYHOCTb.

ITokazaHusi K NIPHMEHEHHIO

[TpuMeHeHue mpenapara oKa3aHo y B3pOCIIbIX U AETeH ¢ 6 JieT Uit 00JIerYeHus:

- Ha3aJIbHBIX M TJIa3HBIX CHMIITOMOB KPYTJIOTOJUYHOrO (MEPCHCTHPYIOIIET0) H CE30HHOrO
(MHTEpPMUTTHPYIOIIEr0) AJUIEPrHYeCKOr0 PUHUTA U AIEPrUYECKOro KOHBIOKTUBMTA: 3Y/a,

YHUXaHHs, 3aJI0)KCHHOCTH HOCA, pUHOPEHU, CIIE30TCUECHHU A, THNICPMUHA KOHBIOKTUBBI;

- CUMIITOMOB XpOHP[‘lCCKOﬁ UJIMONAaTUYECKOM KparyvBHHUILIBI.

IIpoTnBonoKa3zaHus

-  THUIEPYYBCTBUTENIHOCTh K LETUPU3UHY, THAPOKCU3HHY, APYTHM IIPOM3BOJIHBIM
MUrepasuHa Win Jo6oMy IpyroMy KOMIIOHEHTY Ipernapara;

- TepMHHAJIbHAs CTaJUs MOYEYHOH HENOCTATOYHOCTH (KJIMpEHC KpeaTHHMHa MeHee 10
MJI/MUH);

- JIETCKHii Bo3pacT 10 6 JieT (11 JaHHOM JIeKapCTBEHHON HOpMBI).

C 0CTOPOXKHOCTBHIO

- XpOHHYeCcKas oYeYHas HeJOCTaTOYHOCTh (TP KJIMpeHce KpeaTHHUHA > 10 Mi1/MuH
TpeOyeTcs KOPPEKLUs pexuma J03MPOBaHHUA);

- MaLMEHTHl MOXMIIOro Bo3pacta (MpU BO3PACTHOM CHHXKEHHUHU KITyOOUKOBOM (GUIIbTpaLIHK);
- MaLH{EeHTHI ¢ Mpe/pacnojaraloummMu GakTopaMu K 3aaepxke MouH (cM. paszaen «Ocobble
yKa3zaHus»);

- IP1 OJIHOBPEMEHHOM YNOTpeOIeHHH ¢ ankoroseM (cM. paszen «B3aumonencTue ¢
JPYTHMH JIEKAPCTBEHHBIMH CPEJACTBAMMY);

- SMAJICTICUS ¥ NMAUEHTHI C MOBBIIIEHHON CYAOPOXKHOM OTOBHOCTEIO;

- IEpHOJ] TPYJHOr0 BCKapMJIMBaHUS,

- 6EpeMEHHOCTb.



Ilpumenenue npu 6epeMEeHHOCTH H B NIEPHOJ PYAHOr0 BCKAPM/IHBAHHUS

bepemennocmo.

JlaHHBIE 110 NMPUMEHEHHIO LIETHPU3UHA BO BpeMs OepemeHHOCTH orpanudeHsl (300 — 1000
ucxooB GepemenHocTH). OHAKO HE BBISBIIEHO CiIydyaeB (JOPMHUPOBAHHUS NNOPOKOB Pa3sBHUTHS,
SMOPHOHAIBHON W HEOHATATLHOW TOKCUYHOCTH C YETKOM MPUYMHHO-CIIEICTBEHHOM CBA3BIO.
DKCIepUMEHTabHbIE UCCIIEOBAHUS HA JKMBOTHBIX HE BBIABMIIM KaKMX-IMOO MPAMBIX HIIM
KOCBEHHBIX HEOIaronpuATHBIX 3¢ deKTOB HEeTHPU3HHA HA Pa3BUBAIOLIUICS TUTO (B TOM YHCIIe
B MIOCTHATAJILHOM MEPHO/IE), TeYEHUE GEPEMEHHOCTH H POJIOB.

ITpu GepeMEHHOCTH Ha3HAYeHHE LETHPH3MHA BO3MOXKHO I10CJIE KOHCY/IbTALMU C BPavyoOM, B
clly4ae eCli MpeJrojiaraeMas IoJib3a Ul Marepy MPEBBINIACT MOTEHIUAIbHBIA PHCK JUIA
ioAa.

Ilepuoo 2pyoHo20 6CKApMAUBAHUAL.

He crnefyeT MpUMEHSTh LETUPU3UH BO BPEMS IPYAHOTrO BCKAPMIIMBAHMS, TAK KaK ETUPH3HH
BBIJIC/IETCS C TPYAHBIM MOJIOKOM. L{eTUpH3HH BBIAEIAETCS B IPYAHOE MOJIOKO B KOJIMYECTBE
25 % no 90 % OT KOHUEHTpAalMU Ipernapara B IJia3Me KpOBH B 3aBUCUMOCTH OT BPEMEHHU
orbopa mnpo6 rmocie mpuema npenapara. HexenaTenbHble peakiMM, CBSI3aHHBIE C
LETUPU3UHOM, MOTYT HAaOJIIOAAThCS Y TPYAHBIX JETEM.

B nepuoa rpyIHOro BCKapMIIMBaHUs LETHPU3UH MPUMEHSIOT [10CJIE KOHCYJIBTALMK C BpPAuoM,
€CJIM MpeJIroiaraeMas moJib3a JJIsl MaTepH MPEBBILIACT MOTEHIHATIBHBINA PUCK JUIS peOCHKaA.
DepmunbHoCcmb.

JIoCTymHBIE JaHHBIE O BIUSIHUM IPUEMA LETUPU3HHA HA (PEPTUIILHOCTD YETOBEKA OrPAHHYEHBI,
OJIHAKO OTPHMLIATEJIBHOTO BJIMSHUA HAa (EPTHIIBHOCTh B HCCIIEHOBAHHAX HAa JXUBOTHBIX HE
BBISIBJICHO.

[Tepen npuMeHeHHEM Mpernapata, eciii Bl 6epeMeHHbI WM npe/rnonaraere, 4To Bel Moriu Obl
OBITH OEpeMEeHHOM, WK TUTAHUpYyeTe 6EPEMEHHOCTh, HEOOX0UMO MPOKOHCYJIBTUPOBATHCS C

BpayoM.

Cnocob npuMeHeHHUs H J103bl

BHyTps.

[lpuHuMaTe mpemapar cleJyeT Be4YepoM, TaK KaK CHMITOMBI CTaHOBATCA Oosee
BBIPOKEHHBIMH BEYEPOM.

[Tpenapar LleTupuszun HoBake ciielyeT IpUMEHSTh HE pa3)KeBbIBasi, PEKOMEHYETCS 3alIMBaTh
BOJIOM.

[Ipenapar MOXKHO MPUHUMATh HE3aBUCUMO OT MPHEMA MMUILH.



B3pocneim

10 mr (1 Tabn.) 1 pa3 B ieHb.

Jemu om 6 0o 12 nem.

10 mr (1 Tabn.) 1 pa3 B ieHb.

ITpOaO/KHTENEHOCTD JIEYCHUs HE JIOJDKHA MPEBBILIATD 4 HE/CIb.

AJIbTEpHATHBHO, 71032 MOXeT OBITh pa3jieieHa Ha JiBa npuema (mo %z TabJIeTKH YTPOM H
BEYEPOM).

Jemu cmapwe 12 nem

10 mr (1 Tabn.) 1 pa3 B 1eHb.

WHoraa HavanbHOH 10361 5 Mr (1/2 TabneTku) MOXKET ObITh JOCTATOYHO, €CJIH 3TO MO3BOJISET

JIOCTHYb YAOBJICTBOPUTEIBHOIO KOHTPOJIA CUMIITOMOB.

JleTsM ¢ noueuHou HedocmamoyHocmvio 103y KOppeKTHPYIOT ¢ yyeToM KK u Macchl Tena.

Ocobble 2pynnvl nayueHmos

Iayuenmul nodxcunozo eospacma

HN3-3a BO3MOXKHOIO CHIDKEHHS (YHKUMHM IOYEK PEXMM JO3MPOBAHMsA Mperapara Cliedyer
KoppektipoBath (cMm.moapasfen «IlaiueHTsl ¢ MM0Ye4HON HEJIOCTAaTOYHOCTHIO pasfiena
«Croco6 mpUMEHEHHS U 103bI»).

Iayuenmul ¢ noyeyHou HeOOCMAamoYHOCMbIO

[ToCcKONBKY Mpenapar BbIBOAMTCS M3 OpPraHM3Ma B OCHOBHOM MOYKaMH (CM. MoJpasjel
«DapMaKOKMHETHKA») TPH HEBO3MOXXHOCTH aJIbTEPHATMBHOIO JICYEHUS MAaLUEHTaM C
MOYEYHOH HEeJOCTATOYHOCTHIO PEXHM JO3MPOBAHHS Mpenapara CJedyeT KOPPEKTHPOBAThL B
3aBHCHMOCTH OT (PYHKLMHU MOYeK (BeTUYUHBI KiMpeHa kpeatnHuHa KK).

Kiupenc kpearuHuHa (KK) nns MyX4YMH MOXHO paccyMTarh, MCXO/s M3 KOHLEHTPALMU
CBIBOPOTOYHOrO KpEaTHHUHA, 110 cieytomel popmyite:

[ 140 — Bo3pact (rozsr)] X Macca Tena (Kr)
KK (Mn/mMuH) =

72 x KK CHIBOPOT (MF/JIH)

KK 115 KEHILIMH pacCUMTBIBACTCS, YMHOXHB MOJIy4eHHOE 3HaYeHUe Ha Koo uument 0,85.

ﬂo3upoeauue Y 83DOCNIbIX hAYUeHmoe C NOYe4HOU HeOOCMAMOYHOCMbIO

IToyeuyHasi HEJOCTATOYHOCThH KK (Ma/mun) Pexxum 103upoBaHUs
Hopma > 80 10 mr 1 pa3 B aeHb
Jlerkas 50-79 10 mr 1 pa3 B aeHb
Cpenusist 30-49 5 mr 1 pa3 B ieHb




Tsoxenas 10 -30 5 Mr yepe3 JeHb
TepMuHanbHas craqus = — <10 [Ipuem npenapara
MAlMCHTHl, HaXoAdlMecs Ha MPOTHBOIIOKa3aH
quajuse

Tayuenmvi ¢ Hapywenuem Qynkyuu nevyeHu.

V maiueHToB ¢ HapyYIIEHUEM TOJIBKO (YHKIHH MEYEHHU KOPPEKLUH 03Bl HE TpeOyeTcs.

V NalueHTOB C HapyuieHuemM QyHKYuu nevenu u yHKyuu novex peKOMEHIYeTCs KOPPEeKLUs
JIO3UPOBAHUS (CM. TabJIKILY BBILIE).

Ecnu mocne ned4eHWs YNydlIeHHs HE HACTYNaeT WM IMOSABIAIOTCS HOBBIE CHMIITOMBI,
HEOOXOAUMO TMPOKOHCYTbTUPOBATHCS C BPAYOM.

[IpuMeHsiiTe npenapar TOJBKO COrIaCHO TOMY CIOcO0Y NPUMEHEHHS U B TeX J103aX, KOTOpbIe

yKa3aHbl B HHCTPYKIHH.

ITo60ounbie neHcTBUSA

Jlannvle, nonyyeHHbvle 8 KIUHUYECKUX UCCNIE00BAHUAX

0O630p

Pe3ynbprarel KJIMHUYECKHMX HCCJICZIOBAHUM MPOAEMOHCTPHUPOBANH, 4YTO MPUMEHEHHE
LUETUPU3MHA B PEKOMEH/JIOBAHHBIX [103aX MPUBOAMUT K Ppa3BUTHIO HE3HAYMTEIbHBIX
HexenateapHbIX 3¢ dexroB Ha [THC, BKIIIOYas COHIMBOCTE, YTOMJISEMOCTD, FOJIOBOKPYXEHHUE
U roJIoBHYIO 00sib. B HekoTOphIX ciy4asx Obula 3aperuCTpupoBaHa MapajioKcajlbHas
ctumyssinus LIHC.

HecMmoTps Ha TO, YTO LETUPHU3UH SABJISAETCS CENEKTHBHBIM On0kaTopoMm nepudepudeckux Hi-
peLeNTOPOB U MPAKTHYECKU HE OKa3bIBAET aHTUXOJIMHEPTUYECKOr0 JEHCTBUS, COOOIIANOCH 00
€UHUYHBIX CJTy4asX 3aTPYJHEHUS MOYEHCIYCKaHHUs, HAPYIICHUSX aKKOMOJALMHU U CYXOCTH
BO PTY.

Coobmanock 0 HapyueHUsX (YHKUMH [EYeHH, COMPOBOXKIAIOMIUXCSA [MOBBIIIEHUEM
AKTUBHOCTH TMEYEHOYHBIX (pepMEeHTOB M ypoBHs OwinupyOuHa. B OGosblIMHCTBE cliydaeB
HEXKeJlaTe/IbHbIE SIBJICHUS pa3pellaiCh [10CIe MPEeKpaIleHUs NpUeMa LeTUpU3HHa.

Ilepeuens nesrcenamenvrvlx NOOOYHBIX pEAKYUL

HMeroTcs aHHbIE, MOTYYEHHbIE B XO/A€ JABOWHBIX CJIEMbIX KOHTPOJHPYEMbIX KIMHUYECKHX
WCCJICJIOBAHMIA, HAIpaBJIEHHbIX Ha CpaBHEHHE LIETHPU3MHA M I[UTaleb0 WM ApYTUX
AHTUTMCTaMHHHBIX [PENapaToB, MIPUMEHAEMBIX B pEKOMEHI0BaHHBIX J03ax (10 Mr oauH pas B
CYTKH i uetupu3uHa) 6onee, yeM y 3200 mayuMeHTOB, Ha OCHOBAaHMU KOTOPBIX MO>KHO

[IpOBECTH [[OCTOBCpr[ﬁ aHaJIM3 JJaHHBIX MO 0e30MacHOCTH.




00BEeIMHEHHOTO

CoryacHO  pe3yJibTaTaM

aHaJii3a B

1a1e60-KOHTPOJIUPYEMBIX

MCCJIEZIOBAHKUAX TPH NMPUMEHEHUH LIeTHpU3MHA B 03¢ 10 Mr ObLIM BBISBJICHBI CIEIYIOIINE

HeXXeaTeNibHble peakuuu ¢ yactoToi 1,0 % u BbIlE

DapuHTUT

Hexenarenbubie peakinuu (Tepmunoyorusi BO3) | Hernpunsun 10 mr | Ilnanedo
n=3260) (n=3061)
Obwue HapyweHus u HapyweHus 6 Mecme 66e0eHUs.
YToMIseMoCThb 1,63 % 0,95 %
Hapywenus co cmoponbl HepeHOU cucmembl:
[onoBokpyxeHue 1,10 % 0,98 %
I"'osoBHas 60J1b 7,42 % 8,07 %
Hapywenuss co cmoponbl Hceny0o4HO-KUMEYHO20
paxma: 0,98 % 1,08 %
Boss B xuBOTE
2,09 % 0,82 %
CyxocTb BO pTY
1,07 % 1,14 %
TomHoTa
Hapywenusa ncuxuxu:
COHIIUBOCTB 9,63 % 5,00 %
Hapywenus co cmoponbsl ovixamenbHoOu cucmembl,
0p2aH08 2PYOHOU KIeMKU U CPEOOCMEHUA: 1,29 % 1,34 %

XOTs 4acTOTa CIIy4aeB COHJIMBOCTH B IPYIINE LETHPU3KUHA ObUIa BBILIE, YeM TAKOBAs B IPYIINE

rmaue60, B OOJIBIIIMHCTBE CJIy4dacB 3TO HEXCJIATC/IbHOC ABJICHUE OBLIO JIETKOH WM )’MCpCHHOﬁ

creneHu TsokecTH. [Ipu 06BbEKTUBHOMN OLIEHKE, MPOBOIMMON B paMKax JPYrHX UCCIIE[0BaHHIA,

OBLJIO MOATBEPIKAEHO, YTO NMPUMEHEHUE LETUPU3UHA B PEKOMEH/IOBAaHHOW CYTOYHOMH 103€ y

30POBBIX MOJIOABIX [106pOBOHbL(CB HE BJIUACT HA UX ITOBCCAHECBHYIO aKTUBHOCTD.

Jetun

B muane60-KoHTpONMpYEMBIX UCCIENOBAHUAX y NeTel B Bo3pacTe OT 6 mecsues o 12 ner

OBLJIH BBISBJICHBI CJICAYIOLUE HEXKEIIATCIIBHBIC PEAKLIUH C 4acTOTOM 1,0 % U BbILIE

Hexenarenbnbie peakuuu (tepmunonorus BO3) | Herupusun IInhane6o
(n=1656) (n=1294)

Hapywenus co cmoponbl iceny0ouHo-KuumeyHo2o

mpakma: 1.0 % 0.6 %

Huapes ’ ’

Hapywenus ncuxuku:

COHJIMBOCTH 1,8 % 1,4 %




Hapywenusi co cmoponbt OblXxamenbHOU CUCMEMBI,
0p2an08 2pYOHOT KNemKuU U CPeOOCMEHUSL: 1.4% 11%
Punut ’ ’

Obwue HapywieHUsl U HADYUIEHUS. 8 MeCME 66E0eHUSA.

YTomiseMocThb 1,0 % 0,3 %

Oneim nocmpezucmpayuoHH020 NPUMEHEHUS

[ToMHUMO HeKelnaTeNbHBIX SBJIEHHE, BBISBJICHHBIX B XOJ€ KIMHHYECKHX HCCIIEJOBAaHHHA MU
OTNMCAHHBIX BBILIE, B PAMKaX IMOCTPErHCTPALMOHHOrO IPHMEHEHHS MpenapaTa HaboAaIuCh
¥ IpyTHe HeXeNaTeNIbHbIe peaKLUuH.

He>xenatenpHble ABJIEHHUs MPEICTaBJICHBI HIDKE MO Kiaccam cuctembl opraHoB MedDRA u
4acTOTe pa3sBUTHs HA OCHOBAHHHU JAHHBIX MOCTPErUCTPALMOHHOTO IPUMEHEHHUS TIPEnapaTa.
YacToTa pa3BUTHs HEXeTaTeNbHBIX SBICHUH Ompelesach CleIylolmHUM o0pa3oM: OYeHb
yacTo (> 1/10), yacto (ot >1/100 mo <1/10), veyacto (> 1/1000 no < 1/100), peako
(>1/10000 mo <1/1000), ovens penxo (<1/10000); dacrota Heu3BecTHa (M3-3a
HEI0CTaTOYHOCTH JAaHHBIX).

Hapywenus co cmoponsl Kposu u JluMd)amuuecxoﬁ cucmembl.

Ouenv peoxo: TPOMOOLIUTONIEHUS

Hapywenus co cmopoHbl UMMYHHOU CUCIEMbL.

Peoxo. peakiMy runep4yyBCTBUTEILHOCTH
Ouenb peoxo: aHAQUITAKTUUECKUH LIOK

Hapywenue co cmoponbl obmena eewyecms u_numaHus.

Yacmoma neuszgecmHa: MOBBILIEHUE AIIIIETATA

Hapywenus ncuxuxu:

Heuacmo: Bo30yxzaeHue

Peoxo: arpeccus, CIIyTaHHOCTb CO3HAHMS, ICNPECCHS, MA/UTIOLUHALIUH

Ouenb pedko: TUK

Yacmoma HeuzéecmHa: CYWLMJANBHBIE WJET, HApyIIeHHs CHa (BKJIOYas KOLIMapHbIE
CHOBHUICHHS)

Hapywenus co cmoponbl Hep8HOU CUCMEMbL:

Heuacmo: napacre3uu

Peoxo: cynoporu

Ouenb pedko: U3BpaILiEHUE BKYyca, TUCKUHE3US, JUCTOHHUS, 0OMOPOK, TPEMOP
Yacmoma Heuzgecmna: HapylUEHUE MAMSTH, B TOM YHCJIE aMHE3Us, IIyX0Ta

Hapywenus co cmoponbl op2ana 3peHus:

Ouenb pedko. HapyllIeHHEe aKKOMOJALUH, HEYETKOCTh 3pEHHUS, HUCTArM



Yacmoma Heuzgecmua: BAaCKYJIUT

Hapywenus co cmoponbl 0Op2anos cryxa u N1abupunmmuble HAPYULeHUS

Yacmoma Heuzgecmua. BEPTHUTO

Hapywenus co cmoponbl cepoya.

Peoxo: Taxukapaus

Hapywenus co cmoponbl 2HCENYOOUHO-KUULEYHO20 MPAKMA.

Heuacmo: nuapes

Hapywenus co cmoponbvl nevyenu u 2HCENYEBbIBOOAUUX NPOMOKO8:

Peoxo: e4yeHOYHas HEOCTATOYHOCTh C M3MEHEHHEM (DYHKIMOHATIBHBIX IEYEHOYHBIX NPOO
(moBbILIEHHE AKTHBHOCTH TPaHCAMHHA3, LIe104HON (ocdarassl,_ramma-
rIyTaMuiaTpancdepassl U OunmMpyouHa)

Yacmoma HeuzsecmHua: TeaTuT

Hapywenus co cmoponbl KONHCU U NOOKONCHLIX MKAHEU.

Heuacmo: cbllib, 3y1

Peoxko: KpannvuBHULA

Ouenb peoko: aHTUOHEBPOTUYECKUM OTEK, CTOMKAs JIEKapCTBEHHAs pUTEMa
Yacmoma Heuszgecmua: OCTPBIA reHEpaIM30BaHHBIA SK3aHTEMATO3HBIH ITyCTYJIE3

Hapywenus co cmoponsl hoYek U Moyesbl800auux nymeu.

OueHnb pedko: TU3ypusl, SJHype3
Yacmoma Heuszgecmua: 3aiepxKa MOYU

Hapywenus co cmoponbl CKeNeMHO-MbIULEYHOU CUCTEMbL U COCOUHUMENbHOU MKAHU.

Yacmoma neussecmua: apTpajrus

Obwue paccmpoiicmea.

Heuacmo: acTeHus, HeJOMOTraHHe
Peoxo: nepudepudeckre OTeKH

Bausnue na pe3yibmamol 1a00pamopHuLX U UHCMPYMEHMALbHBLX. UCCIE008AHUN.

Peoko: NOBBIIICHHE MAcChl TeJia

Onucanue 0moenbHbIX HeNHCeNameNbHbLX PeaKyuu
[Tocnie npekpaieHust MPUMEHEHUS LETUPU3MHA ObUIM OTMEYEHBI CIIy4aH 3y/a (B TOM YHCie

WHTEHCHBHOTO 3y/a) H/WIH KPATUBHULIBL.
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Ecnu y Bac ormeuatotcst mo6ouHble 3G deKThl, yKa3aHHbIE B MHHCTPYKIHH HJIH OHU
ycyrybnsotes, wiu Bel 3ameTHH io6bie Apyrue no6o4rsie 3G¢eKThl He yKasaHHbIEC B

MHCTPYKIMH, COOOLIUTE 00 3TOM Bpady.

Ilepeno3npoBka

Cumnmombt, HabIIOJaeMbIe MOCIIE SBHOM NMEpeJO3UPOBKY Ipenapara, BIUAIM Ha
LIEHTPAJIbHYIO HEPBHYIO CHCTEMY MJIM OBUTH CBA3aHbI C BO3BMOXHBIM aHTHXOJIMHEPTHYECKHM
s¢dexrom. CUMNTOMBI, KOTOPBIE HAOIIONAIMCH MOCIIE IIPUEMa 110 MEHbLIECH Mepe
NATHKPATHOTO KOJIMYECTBA PEKOMEHAYEMOH CyTOYHOM JI03bl, BKJIIOYAJIM ClIEAyIoLIee:
CIYTAHHOCTh CO3HAHMUS, IMapesi, YTOMJIAEMOCTb, FOJIoBHas 60JIb, HEJOMOTaHHE, MU/IPHA3,
3y1, 6€CroKoiCTBO, ceJaTUBHBINA 3()(HEKT, COHNUBOCTB, CTYNOP, TaAXUKAp/Ks, TPEMOP,
3a/1epXKa MOYH.

Jleuenue:

Crnenugpuyeckoro aHTUA0TA HET.

B ciiy4ae nepeao3upoBKU peKOMEHIYETCsl CUMIITOMATHYECKOE MM MOIEPXKHBAIOLIEE
nedenue. [IpoMbIBaHUE XKeTy/IKa U/UITH IPUEM aKTUBHPOBAHHOTO YTJII MOXKET OBITh

3¢} eKTHBHBIM, €CITU NePeI03UPOBKa MPOU3OLLIA HEAaBHO. LIeTHPHU3HH YaCTHYHO BBIBOJUTCS

Ipyu JUaJiu3e.

B3aumojeicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMH CPEACTBAMH

OpHOBpeMEHHOE MPUMEHEHHE LETHPU3MHA C  a3UTPOMMULMHOM, IPHUTPOMHULIMHOM,
LUMETHANHOM, KETOKOHA30JIOM WJIH NCceBI03(depPUHOM He BIUAET Ha (hapMaKOKHHETHYECKHE
napameTpsl LeTupu3nHa. DapMaKOKMHETHMYECKMX B3aMMOJECHCTBMH HE HaOIIOJANIOCh.
CorjlacHO HMCMBITAaHUAM in Vitro LEeTUpU3UH He BiuseT Ha 3ddexT cBsa3piBaHUE Oeska
Bap(dapuHa.

OJHOBPEMEHHBIH MpUEM  a3UTPOMHULIMHA, IPUTPOMHUIIMHA, KETOKOHA30J1a, TEOPH/UIMHA H
nceBaoddepuHa HE BBISBUI CYLIECTBEHHBIX W3MEHEHUH B KIMHUYECKUX 1abOPaTOPHBIX
MOKa3aTeNsAX, )KU3HEHHO BaXKHbIX QyHKIuAX U OKI'.

B uccnenoBaHuu ¢ 0JHOBpEMEHHBIM npueMoM TeoduuinHa (400 Mr B IeHb) M LIETUPU3UHA
(20 mMr B JeHb) ObUIO OOHApY)XEHO HE3HAYUTENIILHOE, HO CTATUCTUYECKU JIOCTOBEPHOE
noBblieHue 24-yacopoit AUC (mowane noa kpuoi) Ha 19 % juia uertrpusuna u Ha 11 %
st reopusuinHa. Kpome Toro, MakcuMalibHbl€ YPOBHH B IU1a3M€ KPOBH YBEJIMUHITMCH J10

7,7 % wu 6,4 % COOTBETCTBEHHO Ul LETUPU3UHA U TeodwuiMHA. OJHOBPEMEHHO KIIMPEHC

LETHPU3HUHA yMeHbLIMIICS Ha 16 %, a Takxke Ha 10 % B ciy4yae TeoduiiMHa, KOraa UeTHPU3UH
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NPUHAMAIIA TALMEHTHl, KOTOpBIe paHee Mojyyanu JedeHue TeopuinHom. Tem He MeHee,
NpeBapuTeNbHOE JIeYeHUe LETHPU3MHOM HE OKasajlo CYHIIECTBEHHOrO BIMSHUS Ha
(bapMaKOKHHETHYECKUE MapaMeTpbl TEODHIIMHA.

[Tocne omHOKpaTHOro mnpuema netHpusuHa B goze 10 mr sddexr amkorons (0,8 %o)
3HAYUTENIBHO HE YCHJIMBAICS; CTATUCTHYECKH 3HAYUMOE B3aUMOJIEHCTBHME C 5 MI JUasernaMa
OBLJIO I0Ka3aHO B OJJHOM U3 16 NCUXOMETPHUUYECKHMX TECTOB.

OpnoBpemeHHblid npueM 10 Mr ueTMpusMHa B JIeHb C [JIMIM3MAOM TpHUBENT K
HE3HAUMTENLHOMY CHIDKEHHUIO IMOKa3aTeNs [IOKO3bl. DTOT 3 (PEKT HE UMEET KIIMHHYECKOTO
3HauveHus. TeM He MeHee, pEKOMEHIYETCs pa3JebHbIH IPUEM — IIMIIU3U]L YTPOM U LHETHPU3HH
BEYEPOM.

CreneHp BCAChIBaHHS LETHPU3MHA HE CHHIKAETCS MPU OJHOBPEMEHHOM MpPUEME IMHUILIH, XOTS
BCacChIBaHUE 3ameseTcs Ha 1 vac.

OnHOBpEMEHHOE Ha3HAYEHHE LETUPU3MHA C MaKpOJIMJaMH (Halpumep, asHTPOMHULIMHOM,
SPUTPOMUIIMHOM) MJIM KETOKOHA30JIOM HE MPUBENIO K KIMHUYECKH 3HAYHUMBIM H3MEHCHHSAM
OKT.

B wuccienoBaHWM C MHOTOKpAaTHBIM MpHeMoM puroHaBupa (600 mMr aBaxasl B JI€HB) U
uerupususa (10 Mr B JeHb) CTENeHb SKCHO3MLMHM LETHPH3MHA Oblia yBeNHYeHA IPUMEPHO
Ha 40 %, B TO BpeMs KakK SKCIO3HI[HsS PUTOHABHpA HE3HAUMTENbHO M3MeHMiach (-11 %)
BCJIE/ICTBUE COMYTCTBYIOLIErO MPUEMa LIETUPU3HHA.

Ecau Bbl npumensieTe BbilenepeyrcieHHbIe HIH APYrue JIEKAPCTBEHHbIE penapaThbl
(B TOM 4yHciae Ge3peuenTypHble), nepe] npuvenennem npenapata Llerupusun Hosske

NPOKOHCYJILTHPYHTECH C BPa4oM.

Oco0ble ykazaHus

V nanueHToB ¢ MOBPEXAEHHEM CIIMHHOTO MO3ra, FMIepIuUIa3Hed NpecTaTe/IbHOM XKee3bl, a
TaKoKe MPY HAJIMYMK JPYTHX MpeJpacroaraloumx GpakTopo K 3aepxkKe MOYH, Tpebyercs
COBJII0IEHHE OCTOPOXHOCTH, TAK KaK LIETUPU3HMH MOXKET YBEJIMYMBATH PHUCK 3aJIEPIKKH MOYH.
V NauMeHToB ¢ MOYEYHON HENOCTATOYHOCTBIO PEXHMM HO3MPOBaHHs Mpernapara CleayeT
KOppeKTUpoBaTh (CM. paszies «Crnocod MpUMEHEHHS U 03bI»).

M3-3a BO3MOXKHOIO CHIDKEHHUSI (DYHKLMH IMOYEK Yy MAlMEHTOB MOXHJIOrO BO3pacTa PeXHM
JIO3MPOBAHMs [perapara ciiefyeT KoppektupoBath (cM. pasgen «Cnocob MpUMEHEHHs U
JIO3BIY).

PexoMeHI0BaHO COOJIIOIATE OCTOPOIKHOCTD MPU MPUMEHEHHU LIETUPU3MHA OJHOBPEMEHHO C

AJIKOI'0JIEM, TaK KaK UETUPU3HUH MOXKET IMPUBECTH K MOBBILLIEHHOW COHJIMBOCTH.
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OCTOpOXHOCTH ClIEyeT COOMOIATh Y MALIUEHTOB C IMHJICIICHEH i [IOBBILIEHHOH CyI0PO>KHOI
TOTOBHOCTBIO.

Ilepen HasHaueHHEM aJUIeproJIorM4ecKMX Mpo6  peKOMEHIOBaH  TpeXJHEBHBbII
«OTMBIBOYHBIN» MEPHOJ, TaK Kak G6ioKaTopsl Hi-rHCTAMHHOBBIX PELENTOPOB MHIHOHUPYIOT
Pa3BUTHE KOXKHBIX AJUIEPrUYECKHX PEAKIIUA.

[Tocne npekpaiieHust MPUMEHEHHs LIETHPU3MHA MOXKET MOSBHTHCS 3y[ W/WIM KpaNMBHHIIA,
Jla)e eCli 3TH CHUMITOMBI OTCYTCTBOBAIM B Hadyale JICYCHHS. B HEKOTOPHIX Cilyyasx
CHMIITOMbBI MOTYT ObITh MHTEHCHBHBIMH M TpeOOBaTh BO30OHOBIIEHHE MPHEMA LETHPU3UHA.

CHUMITOMEBI HCYE3aI0T [IpH BO300HOBJICHUH npyuemMa HETHPU3HHA.

JHemu

Lletupusun B TabneTKax, MOKPBITHIX IUICHOYHOM 0GOJIOYKOM, MPOTUBOMOKA3aH AETIM 0 6
JIET, TaK KaK JaHHas JieKapcTBeHHas (opma He MO3BOJAET HCIOJIB30BATH IMOIXOSLIYIO
JO3MPOBKY JUIi 3TOM BO3pacTHOM rpynmsl. JIns JgeTeil peKOMEHIAYETCAs  MCIIONb30BaTh

MeHaTPHIECKYIO JIEKAPCTBEHHYIO HOpMY (CHPOI HITH KUt JUIS [IpUeMa BHYTPb).

[Tepen npumeHeHueM npenapata BHUMATEIbHO NPOYHTANTE HHCTPYKLMIO 10 NIPHUMEHEHHUIO.
CoxpaHuTe HHCTPYKLIMIO, OHA MOXET MOHaA00HThCs BHOBB. ECii y Bac BO3HMKIIM BOMPOCHI,
obpatutech K Bpady. JleKapCTBEHHOE CpPENCTBO, KOTOPHIM BBl JieunTech, MpeJHAa3sHAYEHO
NMYHO Bam, ¥ ero He ciielyeT nepeaaBaTh APYTHM JIMLAM, OCKOJIBKY OHO MOXET IPUYHHHUTD

UM BpCA 1aXKe IMpU HAJIMYHUHU TEX XK€ CUMIITOMOB, YTO U Y Bac.

Bausinue Ha cioco0HOCTH YHOpaBJATH TPAHCHOPTHBIMH CPEACTBAMH, MEXaHU3ZMAMH
I_ICTPlpI/BI/lH MOJXKET IPUBECTHU K MOBBILICHHOM COHJIMBOCTH, CJIENOBATEJIbHO, MIpEapaT MOXET

OKa3bIBaTh BIUSHHE HA CIIOCOOHOCTH YIPaBJIATb TPAHCIIOPTHBIMU CPEACTBAMHU, MEXaHU3MaMU.

®opma BbINyCKa
Tabnerku, NMOKpeITBIE IMIEHOYHOM 00004KoM, 10 mr. ITo 10 TabneTok B bnuctepe u3
aJIFOMUHUEBOM (osibru (An/Aun). 1 6ucTep BMECTe ¢ MHCTPYKLIMEH 110 IPUMEHEHHMIO B MTAYKe

KapTOHHOM.
YciioBust XpaHeHust

XpaHuTh npu Temneparype He Boiie 30°C.

XpaHUTb B HEJOCTYITHOM JUIS JIETEH MecTe.
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Cpok rognocTa
3 roga

He IMPUMEHATE MOCJIC UCTCYCHHUA CPOKA TOAHOCTH.

YcnoBus ornycka

Otnyckator 6e3 perenta.

Baajgenen perucTpanHOHHOIO YI0CTOBEPEHHS
XepOuon Ilakucran [Ipatiser Jlumuren,

Yyacrok Ne 30, Cexrop 28, [IpomsiuienHas 3oHa Kopauru, Kapauwu,
74900, ITakucTtan

IIpousBoguTeab
Xep6uon [Takucran Ilpaiiser Jlumuren.
[IpomsilneHHsIi TpeyronsHUK, Kaxyra Poyn, Xymak

Hcnamaban, [Takucran

Opranusanusi, NPHHAMAKOIAS NIPETEH3HH NOoTpedHTeeH
[TpencraBurensctBo 3AK Xepobuon MurepHenunn Muk
108820, r. Mocksa, nocesieHue MocpeHTreH,

Kuesckoe mocce, 21-it kuiiomerp, JoMoBiajieHue 3, crpoerue |
Ten.: (495) 781-46-43

[IpeacraBuTens opraHu3aLUU-3asBUTENA %zﬂ.—» [IlaToBa H.A.
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