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JNekapcTBeHHan Gopma: TabneTky, NOKpPbITbIE NIEHOYHON 0GONOUKOI

Cocras

1 Tabnetka copepKnT:

/Jeticmeyiowee sewecmeso: LeTvpu3nHa aurugpoxnopug — 10,000 mr; ecnomozamesnsHole
seljecmsa: LeNioNo3a MUKpOKpuCcTananyeckas 101, 1akTo3sl MOHOrWAPAT, KpOCKapmesniosa
HaTpua (E468), noBuaoH K30, MarHua cteapat, KpemMHVA AUOKCUA KONNovaHbIn (aspocun 200);
«cocmas 060/104KU: NONVBUHUNOBbIN CNNPT, Makporon 3350 (nonnatunernrnukonb-3350) (E1521),
TanbK, TuTaHa avokcua (E171) nnu [cyxas cmecb AnA MAEHOYHOTO MOKPLITUA COCTOAWAnA U3:
MOIMBMHWAOBBIN CNNPT, Makporon 3350 (nonuatuneHrnukonb-3350) (E1521), TanbK, TutaHa
aviokeng (E171)].

OnucaHue

Kpyrrble 180AKOBbINYKIble TabneTku, NOKPbITble MEHOUHON 060/104KOV 6enoro nam noutn
6enoro LeTa, C pUCKoi. [lonyckaeTca WepoxoBaToCTb NOBEPXHOCTU. Ha nonepeyHom paspese
AApo 6enoro unn noutu 6enoro LeTa.

QapmakoTepaneBTUYeCKas rpynna: aHTUrMCTaMUHHbIE CPeACTBA CUCTEMHOTO AeNCTBS;
NPON3BOAHbIE NUNepasnHa.

Kog ATX: RO6AEQ7

(Dapmakonornyeckune cBoiicTea

QapmakoduHamuka

Mexanusm deticmsus

LleTMpu3uH — aKTMBHOE BellecTso npenapata LleTnpusnH Penesan — aBnaeTca metabonutom
rMAPOKCK3NHA, 0BNajjaeT aHTUrNCTaMUHHBIM 3$GEKTOM C NPOTUBOANNEPrYECKM fAeiCTBIEM.
LIeTMpU3MH OTHOCKTCA K rpynmne KOHKYPEHTHbIX aHTaroHUCTOB rucTamuHa u 6Gnokupyet H,
-rMCTaMUHOBBIE PELENTOPbI C HEGOMbLIMM BO3AENCTBUEM Ha APYrie PELIenTopbl 1 NpakTuye-
CKV He OKa3blBaeT aHTUXONIMHEPTNYECKOTO 1 aHTUCEPOTOHNHOBOTO AeNCTBIA.

LleTMpu3vH OKa3biBaeT BAMAHME Ha MACTaMUH3aBUCUMYIO CTaAMIO annepruyeckux peakuui
HEMEe/NIEHHOTO [1eiCTBUA, a TakKe YMEHblUaeT MUTPaLvio 303MHO(UIOB U OrpaHuunBaeT
BbICBOBOX/AEHNE MEAMAaTOPOB MPW anjepruyeckux peakumax 3amepfieHHoro tuna. lpak-
TUYECKM He NPOXOAVT Yepes remaTosHLUedanmueckuin 6apbep 1, CiefoBaTesbHO, NOYTU He Cro-
cobeH JOCTUYb LieHTPanbHbIX peLenTopos H;.

Qap Kue 3¢

B vccnieoBaHmAX BAVAHMA TMCTaMUHA Ha KOXKY IeCTBIE LETUPM3NHA B 03€ 10 MI HauMHaNnoch
yepes 1 yac, AOCTUrao MaKcUMyMa CO 2-To 1o 12-bili Yac 1 BCe ellle Hab/1i0/anock Ha CTaTUCTn-
YECKN 3HaUMMbIX YPOBHAX Uepe3 24 uaca. B JONONHEHNN K aHTUrMCTaMUHHOMY SbdeKTy LeTn-
PU3VH TaKse 06nafaeT NPOTMBOBOCMANNTENbHBIM SGGEKTOM 1 TeM CaMbiM OKa3blBaeT BNAHE
Ha No3HIoK dasy anneprieckoil peakumm:

- Tpw pose 10 Mr oAnH UNK ABa pasa B AeHb, MHIMBMPYeET No3aHIoK0 da3y arperalmm 303MHO-
$1NoB B KOXKE;

- MMpu go3e 30 Mr B AeHb, MHTNGUPYET BbiBE/JeHIE S03MHOMUIOB B GPOHXNaNbHYIO anbBeonsap-
HYI0 XXWAKOCTb MOCANE BbI3BAHHOTO a/fIePreHOM GPOHXNANBLHOTO CYXKEHIs;

— WHrnbupyert Bbi3BaHHYI0 KaskpeMHOM MO3/1HIOK BOCNaNTESIbHYIO PeaKLnio;

- TopaBnsaeT aKCNpeccuio MapKkepoB BocnaneHus, Takux kak ICAM-1 nan VCAM-1;

- WHrnbupyert peiictne ructamnHonmbepatopos, Taknx kak PAF nnu cybctaHyus P.
@apmakokuHemuka

BcacvisaHue

Mocne npuema BHYTPb Mpenapat 6bICTPO abcopbUpyeTCA U3 KenyAoUHO-KULLEYHOrO TpakKTa.
DapMaKoKiHeTiYeCKne napameTpbl LETYPH3NHA NPV €ro NPUMEHEHUM B A03aXx OT 5 0 60 Mr
VBMEHAITCA IMHENHO. PaBHOBECHasA KOHLIEHTPALINA JOCTUIAeTCA Yepes 3 AHA.
DapMaKoKIMHeTUYeCKNin NPOodUIb LETUPU3MHA aHaNIOTUYeH y B3POCbIX 1 AeTel.

Y peTeit nocne nprema LETUPK3MHA B A03€ 5 MI KOHLIEHTPaLMA aKTUBHOI Cy6CTaHLuM B opra-
HU3Me TaKas e, KaK 1y B3pOC/IbIX Nocsie npuema 10 Mr. Y B3poC/ibix MoC/e nprema LeTnpnusnHa
B8 403e 10 Mr MakcuManbHas KoHLeHTpauns (C,,) B niasme KpoBy AOCTUraeTca Yepes 1-2 yaca
v cocTaBnseT 350 Hr/mMn. Y AeTei nocne npuema LeTMpU3MHa B 403€e 5 MI MaKcMmanbHasa KOH-
ueHTpauna (C.,) B nnasme KpoBu gocturaetca Yepes 1 yac v coctaBnset 275 Hr/mn.

Mpu npueme ueTVpU3NHa B GOpPME Kamnenb MaKCUMabHbie KOHLEHTPaLWn B niasme KpoBu
A0CTUraIOTCA C 6osee BbICOKOM CKOPOCTbIO.

Pacnpedenerue

O6bem pacnpeseneHua nocse npuema 10 Mr cocTaBnsaeT 35 IMTPOB y B3POC/bIX, a CBA3bIBaHNE
c 6enkamu nnasmbl KPoBu — 93 %. Y fieTeit 06bem pacnpeaeneHna Nocse npuema 5 Mr coctas-
nAeT NnpumMepHo 17 nUTpoB.

HesHauuTenbHoe KONMYECTBO LIETUPK3NHA BbIENAETCA B FPyAHOE MOJIOKO.

Mema6onusm

¥ B3pocsibix 60 % [103bl BbIBOAUTCA 13 OPraH3Ma B HEM3MEHEHHOM BU/E MOYKaMU.

BuigedeHue

Mocne npriema 10 Mr y B3pOC/bIX 06U KNNPEHC LeTUpusnHa coctaBnset 0,60 MA/MUH/KT;
nepwviop nonysbisefenus (T;,) coctaBnAeT npumepHo 10 yacos. Mpuem HeckonbKux A03 He
n3MeHAeT papMaKoKHeTYeCKre napameTpbl. Mpn Npueme npenapara B CyTouHow gose 10 mr
B TeyeHue 10 AHel KyMynALMM LETPU3VHA He Habiofanock.

Mocne oKoHYaHWA NeYeHNs ypoBeHb LeTUPU3MHA B Nla3Me KPOBY GbICTPO MajlaeT Hixe onpe-
nensembix npeaenos. oBTOpHbIE anneprofiornyeckie TeCTbl MOXXHO BO306HOBUTH Yepes 3 AHs.
OmaesibHble 2pynnbl NAUUEHMO8

Toxurele nayueHme:

Y 16 NOXuUnbix N1L, Npu OAHOKPaTHOM Npueme npenapata B gose 10 Mr T;,, 6bin Bbiwwe Ha 50 %, a
CKOPOCTb BbiBeAeH 1A Gbina Huke Ha 40 % Mo CPABHEHMIO C KOHTPOJILHO TPYMMOVA.

CHKeHVe KNMpeHca LeTUPN3nHa y NOXMIbIX NaLMEHTOB BEPOATHO CBA3AHO C YMEHbLIEHEM
GyHKLMM NOYEK Y STOI KaTeropum naLyeHTos.

Jlemu:

Y petein o1 6 fo 12 net 70 % [03bl BLIBOAUTCA U3 OPraHW3ma B HEM3MEHEHHOM BUAE NOYKaMU.
Mocne npuema 5 Mry feTeil 061LMIA KNMPEHC LeTMpU3nHa cocTasnsaeT 0,93 mn/MUH/Kr.

T,y AeTein T 6 ao 12 neT coctaBniAeT 6 4acos, OT 2 A0 6 NeT — 5 Yacos.

TayueHmel ¢ noyeyHol HeOOCMAMOYHOCMbIO:

Y nauMeHTOB C NOYEYHOI HEAOCTaTOYHOCTLIO NErkon CTeneHn TAKECTU (KNMPEeHC KpeaTuHu-
Ha (KK) > 50 Mn/MnH) GpapmaKkoKnHeTMYeCcKre NapameTpbl aHaNoruHbl TaKOBbIM Y 3[0POBbIX
[106POBONbLEB C HOPMaNIbHO YHKLIMEN MoYek.

Y NayneHToB C NOYEYHOI HEAOCTAaTOYHOCTbIO CpeaHer cTenenw Taxectn (KK 30-49 mn/muH) Ty,
YANVHAETCA B 3 pasa, a 06K KNMPEHC CHUXaeTcA Ha 70 % OTHOCUTENbHO 3[0POBbIX A06PO-
BOJ/IbLIEB C HOPMaNbHON GYHKLIMEN NoYeK.

Y nauneHToB, HaxoAAWMXCA Ha remoguanuse (KK < 7 Mn/mMuH), npy npreme npenapara BHYTpb
B jo3e 10 Mr o6t KNMPEHC CHUXKaeTCA NpnbnnsnTenbHo Ha 70 % OTHOCWUTENbHO 3[40POBbIX
[06pOBONbLIEB C HOPManbHOI dyHKLMei noyek, a T,, yanuHaeTca B 3 pasa.

Metiee 10 % LUeTMPU3MHA yAAaNAETCA B XOfle CTaHAapTHOM NpoLieflypbl remognanusa.
TayueHmel ¢ neyeHo4HOl HeAOCMAMOYHOCMbIO:

Y NaUMeHTOB C XPOHMYeCKUMK 3a60neBaHUAMM NeyeHu (renaToLensioNAPHbIM, XonectaTiye-
CKUM 11 6UAIMApHBIM LMPPO30M) NMPY OAHOKPATHOM Npueme npenapara B gose 10 uav 20 mr T,
yBennunBaeTca NpumepHo Ha 50 %, a KNpeHc cHukaeTca Ha 40 % no CpaBHEHWIO CO 340PO-
BbIMU Cy6beKTamu.

Koppekuys 103bl Heo6xof1Ma TONbKO B CAly4ae, eC/v y NaLeHTa C NeYeHOUYHOI HeloCTaTouHO-
CTbI0 IMEEeTCA TaKKe COMyTCTBYIOL|an NoyeyHas HeJ0CTaTOUHOCTb.

nunepasuHa, a Takxe N060My PYroMy KOMNOHEHTy Npenaparta;

« TepMuHanbHas CTaansA NOYEUHO HelOCTaTOUHOCTY (CKOPOCTb KNy60UKOBOM GUALTpaLn
< 15 Mn/muH);

«  [eTCKuii BO3pacT A0 6 NIeT (AN JaHHOIN NeKapCTBEHHOM GOpMbl);

+ HaCNeACTBEHHas HEeMepeHOCMMOCTb  ranakTosbl, AeduUUT nakTasbl  Uan
NI0KO30-TanakTo3HoM Manbabcopbumn.

CUHAPOM

C OCTOPOXHOCTBIO

« XpoHuueckas MoueyHas He[OCTaTOYHOCTb (MPU CKOPOCTU KiyGOuKOBOW (uabTpauumn
2 15 mn/mMuH TpebyeTca KoppeKLUUaA pexinma o31NpoBaHus);

+  MaLueHTbl MOXWIOro BO3pacTa (Mpy BO3PacTHOM CHUXKEHNN KNy6ouKoBOI GunbTpaLum);

+ 3NUNeNncuA 1 NaLyeHTbl C NOBbILEHHOI CY0POKHOI FOTOBHOCTbIO;

« MauueHTbl C npegpacrnonaraowmy GpaktTopamm K 3agepxke moum (cm. pasgen «Ocobble
yKazaHua»);

+ Npwn ogHOBpeMeHHOM yI'IOTpeﬁJ'IeHI/II/I C ankoronem vwan npenapartamu, yrHeTalowmnmm LeH-
TpanbHyto HepeHyto cuctemy (LIHC) (cm. paspen «Ocobble ykasaHua»);

+ nepuop rpyaHoro BCKapmansaHus;

« 6GepemeHHOCTb.

| npu 6ep
bepemeHHocmb
[laHHble NO MPUMEHeHWIo LEeTMPU3MHA BO BpemMA GepemMeHHOCTW orpaHuyeHbl (300-1000
ncxopoB 6epemeHHOCTY). OfHAKO He BbIABIEHO CllyyaeB ¢OPMUPOBaHUA NOPOKOB PasBNTUA,
3M6PUOHabHO N HEOHaTa/IbHOM TOKCUYHOCTM C YETKON NPUYNHHO-CNIe[ICTBEHHOI CBA3bIO.
SKCNepUMeHTanbHble NCCNeA0BaHNA Ha KWUBOTHBIX HE BbIABUAN KaKUX-IMGO MPAMbIX van
KOCBEHHbIX HEGNaronpuATHbIX 3$GEKTOB LETUPU3VHA Ha Pa3BUBAIOWMIACA MI0Z (B TOM uncne B
NoCTHaTaNIbHOM Nepuoze), TeueHre GepeMeHHOCTU 1 POAOB.

Mpu 6epemMeHHOCTI Ha3HaueH1e LeTUPU3MHA BO3MOXHO NMOC/e KOHCY IbTaLnn C BPauoMm, B Clly-
Yae ecniv Npepanonaraemas Nob3a ANA MaTepy NpesblllaeT NOTeHLNaNbHbIA PUCK ANA Nofa.
[epuod 2pydHo20 8cKapmnusaHusa

He cneayet npumeHATb LETUPU3VH BO BPEMA rPYAHOTO BCKAPMANBAHWA, Tak Kak LETUPU3NH
IKCKPETUPYETCSA C rPy/iHbIM MONIOKOM. LIeTUPN3H BbiieNiAeTCA B rpyaAHOE MOJIOKO B KonyecTse
25-90 % OT KOHLeHTpaLum B NiasMe KpoBY, B 3aBUCMMOCTU OT BpemeHu ot6opa npob nocne
npuema npenapata. HexenatenbHble peakuuu, CBA3aHHble C LETUPU3MHOM, MOTYT Habnio-
£aTbCA Y FPyAHBIX ieTel. B neprop rpyaHOro BCKapManBaHNsA NPUMEHAIT NOCSE KOHCYbTaLnn
C BpayoM, ecnu npefnonaraemas nosb3a ANA MaTepy NPeBblWaeT NoTeHUMabHbI PUCK AnA
pebeHka.

®epmunbHocmb

JlocTynHble JaHHbIe O BAUAHUM Ha GepTUIbHOCTb YENIOBEKa OrPaHNYEHbI, OiHAKO OTpULaTesb-
HOTO BAVAHUA Ha GePTUNBHOCTL B UCCIEJ0BAHUAX Ha XXNBOTHbIX He BbIAB/IEHO.

IMeped npumereHuem npenapama, ecniu Bel 6epemerHsl, unu npednonazaeme, Ymo Boi Mozniu 66!
66imb Gep od, unu 0CMb, HEOBX0OUMO NPOKOHCYIbMUPOBAMBCA €
8payom.

TMuns rPYAHOrO BC

P P

Cnoco6 npumeHeHNA 1 4O3bI

BHyTpb.

MpuHUMaTL Npenapar cieayeT BeYEPOM, T.K. CUMMNTOMbI CTAHOBATCA 6ofiee BbIpaXKeHHbIM

BeYepoMm.

Mpenapat Lletvpusnn PeHeBan cneayeT nNpuMeHATb He pas)KeBblBas, PekoMeHpyeTcs

3anuBatb BOAOWA.

Mpenapart LieTpu3anH PeHeBan MOXHO NPUHUMATL HE3aBUCUMO OT NpUeMa NULN.

TabneTtky MOXHO pa3fenuTb Ha paBHble 103bl.

B3pocneim

10 mr (1 Tabnetka) 1 pa3 B AeHb.

Aemu

Jemu om 6 do 12 nem

10 mr (1 Tabnetka) 1 pas B AeHb.

MPOAOMIKNTENBHOCTL NIEUEHIA HE A0SKHA NPEBbIATb 4 Hefenb.

AnbTepHaTUBHO, 1033 MOXET GbiTb pasjienieHa Ha ABa npuema (no Y2 Tabnetkn yTpom u

Beyepom).

Jemu cmapwe 12 nem

10 mr (1 Tabnetka) 1 pa3 B AeHb.

WHoraa HauyanbHowM Ao3bl 5 Mr (V2 TabneTkn) MOXeT 6biTb JOCTaTOYHO, EC/IM 3TO NMO3BONAET

[IOCTUYb Y[10BNIETBOPUTENIBHOTO KOHTPOMIA CUMMTOMOB.

[leTAm ¢ noyeyHol HeAOCMAmMOYHOCMbIO O3y KOPPEKTUPYIOT C yueTom KK 1 maccbl Tena.
0 2pynnel

MNayueHmsl Noxuso20 8o3pacma

V13-32 BO3MOMKHOTO CHUXEHUA GyHKUMM NOYEK PeXxnM 103MpoBaHnA npenapata cneayet

KOppPeKTUpOBaTh (cM. Noapasaen «flayueHmsl ¢ noye4yHol HedocmamoyHOCMbio» pasaena

«Cnoco6 npumeHeHNs 1 A03bi»).

NayueHmsi ¢ NoYe4Hol HedOCMAMoYHOCMbIO

Mockonbky npenapat LleTnpusuH PeHesan BbIBOAWUTCA U3 OpraHM3Ma B OCHOBHOM MOY-

Kamu (cm. noapasaen «QapmMakoKuHemuKa»), NPy HEBO3MOXHOCTYA afbTepPHaTUBHOTO fle-

UEHUA NAyueHmMam ¢ noyeyHol HedoCMAMOYHOCMbIO PEXIM [O03VPOBaHUA Npenapata

cneflyeT KOppeKkTMpOoBaTb B 3aBUCUMOCTW OT QYHKLMM Noyek (CKOpoCTb KnyBoukoBoOw

dunbrpaynn [CKO]).

Mpu ncnonb3osaHnn TabnULbl ANA KOPPEKTUPOBKM 103bl KIMPEHC KpeaTHWHa A0MKeH

6bITb PaccUMTaH B MA/MUH.

Knupenc kpeatnHnHa (KK) AnA MyXUnH MOXHO paccuuTaTb, UCXOAA W3 KOHLEHTPaLun

CbIBOPOTOYHOTO KpeaTuHMHa, No cneaytoulei opmyne:

[140 - Bo3pacT (roapi)] * macca Tena (Kr)

KK ) =
{tan/matk) 72 % KR /)

KK nf eHLINH MOXHO paccuuTaTh, yMHOXMB MOJTyYeHHOe 3HaueHue Ha KoadpduLmeHT
0,85.
J1031poBaHyie y B3pOC/IbIX MaLMEHTOB C NOYEYHOM HEJOCTaTOYHOCTBIO

MoueyHas HeAOCTATOYHOCTL CKO ( Pexxum p
Hopma =90 10 mr 1 pas3 B fieHb
Jlerkasa 60-89 10 mr 1 pas3 B fleHb
CpepHasa 30-59 5mr 1 pa3s B ieHb
15-29
Taxenan 5 Mryepes feHb

(He Tpebyiowe ananusa)

TepmviHanbHaA cTagna —

npuem npenapara npoTu-
NaLyeHTbl, HaxoAALMeCa Ha

BOMOKa3aH

<15

NayueHmeo ¢ HapyweHuem yHKYUU nedeHu

y NauneHToB C HapyLweHNnem ToNbKo ¢yHKLlVIVI neyeHW KOppekunn pexnma fo3nMpoBaHnA
He TpebyeTcs.

Y NaLMeHTOB C HapyuleHuem U hyHKYUU NeyeHu, U hyHKUUU Noyek, PeKOMEHAYeTCA Koppek-
LA [03MPOBaHUA (CM. TabnwLly Bbile).

Ecnu nocne neuenuna ynydleHna He HacTynaet Ui noABATCA HOBblE CUMMTOMbI, Heob-
XOANMO NMPOKOHCYNIbTUPOBATLCA C BPAa4OM.

lMpumeHaAliTe Npenapart TONIbKO COTacHO TOMy CrocoGy MPUMEHEHNA 1 B TeX 103aX, KOTO-
pble yKa3aHbl B UHCTPYKLIM.

Mo6ouHoe peiicTBne
a

MokasaHuna K npuMeHeHno

LeTvpr3nn PeHeBan nokasaH K NprMeHeHUIO Y B3POCSTbIX U fjeTeli B Bo3pacTe oT 6 1o 18
neT ans obneryeHus:

* HasanbHbIX N ra3HbIX CUMNTOMOB KPYrnoroanyHoro (I'IEpCI/ICTVIpyK)LLlEI’O) n Ce30HHOro
(VIHTEpMMTTVIpyIOU.{erQ) aANnneprunyeckoro puHNTa 1 anneprmyeckoro KOHbIOHKTUBNUTA: 3yaa,
UNXaHWA, 3aNI0XKEHHOCTU HOCa, PUHOPEW, ClIe30TEUEHNSA, TMNEPEMIN KOHbIOHKTMBbI;

+  CMMNTOMOB XpOHVI‘-ieCKOVI VII:lVIOI'IaTVIl{ECKOVI KpanueHUUbI.

MpotnBonokasanusa
+ TloBbllEHHasA YyBCTBUTENIbHOCTb K LIETUPU3MHY, TMAPOKCU3VNHY UAW APYTUM NPOU3BOAHbIM

ble 8 KUX UCC
0630p

Pe3ynbTaTbl KNIMHUYECKUX NCCNIe0BaH Il NPOAEMOHCTPUPOBANM, YTO MPUMEHEHIE LieTUPN3nHa
B PEKOMEH/I0BaHHbIX A03aX NPUBOANT K Pa3BUTHIO Hexena addpekToB
Ha LieHTpasbHyI0 HepsHylo cucTemy (LIHC), BKNKOYas COHNMBOCTb, YTOMAAEMOCTb, FONI0BOKPY-
XeHVe 1 ronoBHylo 60/b. B HeKOTOpbIX Clyyasx Gbifa 3aperncTpupoBaHa napajokcanbHas
ctumynauva LHC.

HecMoTpA Ha TO, YTO LETUPW3NH ABMAETCA CENeKTUBHbIM 6GI0KAaTOPOM nepudepuyeckux
H;-peuenTopoB 1 NpakTUYeCKn He OKa3blBaeT aHTUXONMHEPTMYeCcKoro AeNCTBIA, COObILanoch
oepn cnyyasx 3aTpyal MOYeNCryCKaHus, HapylLeHNAX akkoMOoAaLnn 1 CyxocTu
BO PTY.




COO&I.LlaﬂOCb O HapyLeHnax ¢yHKLlVII/I neyeHn, CONPOBOXAALWMXCA NOBbILWEHNEM aKTUBHOCTN
MeYeHOUHbIX pEPMEHTOB U YPOBHA 6unmpybuHa. B GonblMHCTBE ClyyaeB HexenatenbHble
ABNEHNA Pa3peLlanich Nocse NpekpaLeHna Nprema LeTupusmHa.

Mep No60oYHbIX 3¢heh

Wmetotca AaHHble, NONy4YeHHble B Xxoae ﬂBOVIHbIX CnenbiX KOHTPONMPYEMbIX KAWHUYECKUX
VICCHerBaHVII;I, Hanpae/ieHHbIX Ha CPaBHEHWE UeTupusnHa n nnaueﬁo nnn opyrux aHtTurncra-
MUWHHbIX NpenapaTos, NPUMeHAEMbIX B PEKOMEeH0BaHHbIX f03aX (10 Mr O[VH pa3 B CYTKN AnA
uetMpusnHa) 6onee Yem y 3200 NaLMEHTOB, Ha OCHOBaHN KOTOPbIX MOXHO MPOBECTY AOCTO-
EEprIVI aHanm3 AaHHbIX No 6e3onacHocTy.

CornacHo pesynbratam OﬁbeAMHeHHOFO aHanmsa, B nnaue6o-KoHTponv|pyeMb|x nccnenosa-
HUAX NP NPUMEHEeHUN LeTUpU3nHa B 03e 10 Mr 6binV BbIABEHDBI cnefyowmne HexxenatesibHble
peakuyum c yactotoit 1,0 % vnu Bbiwe:

N LeTnpnsux MNMnaye6o
) ' ABO3) | 10mr(n=3260) | (n=3061)
06w ue HapyweHUsA u peakyuu 8 Mecme 8gedeHus
YTomnsaemocTb 1,63 % 0,95 %
Hapywerus co cmopoHbl HepeHOU cucmembl
lonosokpyxeHue 1,10 % 0,98 %
lonosHas 605b 742 % 8,07 %
Kesny0o4Ho-KuWeYHble HapyuweHus
Bonb 8 xunsote 0,98 % 1,08 %
CyxocCTb BO pTy 2,09 % 0,82 %
TowHoTa 1,07 % 1,14 %
TNcuxuyeckue HapyuwieHus
CoHnueocTb 9,63 % 5,00 %
Hapyuwierus co cmopoHbi dbIXamesibHOU cucmeMbl, 0p2aHO8
2py0OHoli Kemku u cpedocmeHus
DapuHruT 1,29 % 1,34 %

Xota yactoTta C/ly4yaes COHNMBOCTU B rpynne yetmpusnHa 6bina BbllWwe, YemM TakoBaa B rpynne
nnaue6o, B GONbLIMHCTBE C/lyYaes 3TO HeXenaTesnbHoe ABMIeHeE GbINO Nerkon NN yMepeHHon
cTeneHn TAxecTu. Mpy 06bEKTUBHON OLIEHKE, MPOBOAVMOII B pamMKax APYriX UCCeA0BaHW,
6bI710 MOATBEPXKAEHO, UTO MPUMEHEHVE LIETUPW3MHA B PEKOMEHAOBAHHON CYTOUHOI Ao3e y
300pPOBbIX MONTOAbIX AOﬁpOBOﬂbLlEE He B/INAET Ha NX NOBCEAHEBHYI0 aKTUBHOCTb.

Jlemu

B nnaLie60-KOHTPOMPYEMbIX NCCIeloBAHUAX Y IETEl B BO3PACTe OT 6 MecALes A0 12 neT 6binn
BbIAB/IEHbI ClIeAlylOLLNe HexenaTenbHble peakuyn ¢ YacToToin 1 % v Bbiwe:

N LleTnpunsux Mnauye6o
) v ! uA BO3) (n=1656) (n=1294)
Kesnydo4Ho-KuWeYHble HapyuweHus
Avapes 1,0% 0,6 %
TNcuxudeckue HapyuweHus
CoHNMBOCTb 1,8% 14%
Hapywierus co cmopoHs! ObIxamesnbHOU CUCMeMbl, 0p2aHO8
2pyOHOU Knemku u cpedocmeHus
Punnt 1,4% 1,1%
Obwue Hapy up 8 Mecme 88e0¢
YTomnsemocTtb 1,0% 03%

Onbim nocmpeauc
Momumo Hexena , B XoA4e KNMHN4yeCcKnx mccnenosaumﬁ nonn-
‘CaHHbIX Bbllwe, B paMKax NOCTPErncTpaunoHHOro npuMmeHeHna uetmpunsnHa Haﬁnmpanmcb cne-
ayloljne HexenaTesnbHble peakLuu.

Hexena npeac HWXe Mo Knaccam cuctembl opraHoB MedDRA wu
YacToTe pa3BUTUA, Ha OCHOBAHMW AaHHbIX NOCTPErncTPaunMoOHHOro NPUMeHeHNA LeTupur3nHa.
JInA OLEHKM YacTOTbl HeXenaTtenbHbIX peakuyuit (HP) ncnonb3oBaHbl Creayiole Kputepui:
HeyvacTo (= 1/1000, Ho < 1/100); peako (= 1/10000, Ho < 1/1000); oueHb peako (< 1/10000);
4acToTa Hen3BecTHa (Ha OCHOBaHNN UMEIOLLIMXCA AaHHbBIX OLEHUTb HEBO3MOXHO).

HapyweHus co cmopoHbl Kposu u /umpamuyeckoli cucmemsl: O4eHb PeAKo — TPomGoum-
TONeHwuA.

HapywieHus co cmopoHbl UMMYHHOU CuCMeMbl: PeAKO — Peakuun rUnepyyBCTBUTENbHOCTY;
OYeHb PefIko — aHaGUNAKTNYECKNIA WOK.
Hapy mer u aHUS: YaCTOTa HeN3BeCTHa — MOBbILEeHe anneTuTa.
lcuxuyeckue HapyweHus: He4yacTo — BOE6y)KFlEHVIe; peako — arpeccun, CNyTaHHOCTb CO3HaHWUA,
Aenpeccua, ranaounHaunn; o4eHb pefKko — TUK; YacToTa HeM3BeCTHa — cynuynaanbHble naen,
HapylleHNA CHa (BKNoYas KOLWMapHble CHOBUACHNS).

Hapyuwerus co cmopoHbl HepeHOL cucmembl: HeYacTo — NapecTesni; PeAKO — CyA0POry; O4eHb
PeaKko — nsBpaueHne BKyca, ANCKNHe3nA, AUCTOHUA, O6MOpOK, TPemMop; 4actoTa HeMm3BeCTHa —
HapyuweHue NnaMmATK, B TOM YMCie aMHe3NA, ryxoTa.

Hapywerus co cmopoHbl 0p2aHa 3peHuUs: O4eHb PEIKO — HapylleHNe akkoMoaaLNK, HEYeTKOCTb
3peHusA, HUCTarMm; 4acToTa Hen3BeCTHa — BaCKynT.

HapyweHuﬂ €O CMOPOHbI Op2aHa ciyxa unaéupuHma: 4acToTa HensBecCTHa — BEPTUro.
Hapywierus co cmopoHbl cepdua: peaKo — Taxukapans.

KenyOouHo-KuLeyHble HapyweHUs: HevacTo — aAnapes.

HapyweHus co cmopoHsl nedeHu u xes4esbl800auux nymeti: PeAKO — NeYeHOUHas HefoCTaTou-
HOCTb C N3MEHeHnem ¢yHKL|I/IOHaI1beIX neYyeHOoYHbIX I'Ip06 (I'IOBbII.LIeHVIe AKTUBHOCTW TpaHca-
MVHa3, WwenoyHon pocdarasbl, ramma-rnyTamuntpaHcdepasbl v 6unMpybrHa); yactota Hems-
BeCTHa - renaTnt.

HapyweHus co cmopoHs! KOXU U NOOKOXHbIX MKAHeL: HEYACTO — Cbifb, 3yf; PEAKO — KPanuBHNLA;
O4yeHb pefko — aHrVIOHEEpOTVNeCKVIIh OTeK, cToiiKan nekapcCTBeHHaA 3puTema; vyactorta Hens-
BECTHa — OCTPbIi reHepann30BaHHbIN 3K3aHTEMATO3HbI NyCTynes.

HapyweHus co CmopoHbl No4eK U MoYesbligodAWUX nymeli: O4YeHb PeAKO — AN3ypUs, SHypes;
4acToTa Hen3BeCTHa — 3afiepXKa MO,
Hapywerus co cmopoHsi od, c
BeCTHa — apTpanrna, Mmanrua.

O6wjue HapyweHuUs U peakyuu 8 Mecme 86edeHUs: HEYaCToO — acTeHIs, HeJOMOraHe; PefKo —
nepudepnyeckmne oteku.

J'Iaéopamoprle U uHCmpymeHmar’sibHole OaHHble: peaKko— NosblleHne Maccbl Tena.

OnucaHue omaesibHbIX HexesnamesnbHbIX peakyul: nocne npekpalieHna NpUMeHeHNa LeTnpu-
31Ha 6bINN OTMeUeHbI CllyYau 3yaa, (B TOM YNCIE MHTEHCUBHOTO 3ya1a) U/ KpanueHWLibI.
Ecnu ntobble u3 8 UHCMPYKYUU NOBOYHBIX 3pch )7s A, unu Ber 3ame-
munu nobeie Opyaue no6o4Hble 3hchekmel, He yKa3aHHbIE 8 UHCMPYKYUU, coobwume 06 3mom
spavy.

U u coed 0l MKAHU: 4acToTa Hens-

Mepepo3uposka

Cumnmomei

CumnToMbl, Habnojaemble NocNe ABHOI NePeo3NPOBKIN LIETUPU3NHOM, BIVANIN Ha LieHTpasb-
HYIO HEPBHYIO CUCTEMY WK BbiNK CBA3aHbI C BO3MOXHBIM aHTUXONIMHEPTNYeCkUM dbdeKTom.
CYMNTOMBI, KOTOpble HabnloaaNMCch NoCNe Npruema Nno MeHblUel Mepe NATUKPATHOrO Konude-
CTBa PeKOMEH/yeMOoi CYTOUHO [103bl, BKMKOYANV Ceflyioljee: CrlyTaHHOCTb CO3HaHA, Anapes,
YTOM/IAGMOCTb, FONoBHaA 60Mb, HefOMOraHue, MuapWas, 3yn, 6ecroKocTBo, CefaTVBHbINA
3ddeKT, CORNMBOCTD, CTYNOp, TaXMKapans, TPEMOP, 3aiepXKa Moun.

JleyeHue

Cneunduyeckoro aHTUAOTa HeT.

B ciyuae nepefosnpoBKM pekoMeHayeTca CUMNToMaTUYeckoe Ui nojsepxusaiollee neve-
Hue. MpomblBaHIe XenyfiKa 1/uan Npuem akTMBUPOBAHHOTO YI/A MOXET 6biTb 3GdEKTUBHbIM,
ecnv nepeAo3npoBKa NpousoLa HefasHo. LIETMPU3MH YaCTUYHO BLIBOAUTCA NP Avanu3e.

TBUE C APYrMU NeKapcT cpepcTBaMMN
OpHoBpemeHHoe NpUMeHeHe C a3UTPOMULMHOM, UMMETUANHOM, 3PUTPOMULIMHOM, KETOKOHa-
30/10M N NCeBA0IbEAPNHOM He BANAET Ha papMaKOKNHETUYECKNE NapamMeTpbl LIeTUpU3nHa.
DapMaKoKIMHETUYECKNX B3aUMOAGNCTBIN He Habnioanoch. CornacHo UCMbITaHUAM in vitro,
LeTUPU3MH He BAMAET Ha 3ddeKT cBA3bIBaHNA Genka BappapinHa.

OnHOBPeMeHHbI MPUemM a3sUTPOMULIMHA, SPUTPOMULMHA, KETOKOHa3ona, TeoduinuHa wn
nceBgoadeaprHa He BbIABUA CYL|ECTBEHHbIX M3MEHEHW B KAMHUYECKMX NaBopaTopHbIX
rokasaTenax, *KN3HeHHO BaxHbIX GyHKLMAX 1 anekTpokapavorpadum (3KI). B nccneposarnn
C OfIHOBP npremom Teod! (400 mr B cyTKu) 1 LeTUpW3KHa (20 Mr B AeHb) Gbino
06HapyeHO He3HaunTeNbHOe, HO CTaTUCTUYECKM AOCTOBEPHOE NoBbileHe 24-yacosoit AUC
(nnowaawn nop Kpueoit) Ha 19 % Ana uetrpusnHa v Ha 11 % ana TeodpunnvHa. Kpome Toro,
MaKCVMasbHble YPOBHY B Mla3me KpoBU yBennuunuch Ao 7,7 % v 6,4 % COOTBETCTBEHHO AN1A

LeTMpu3MHa 1 TeodnnnnHa. OfHOBPEMEHHO KNNPEHC LeTUPU3MHA YMEHbLINACA Ha -16 %, a Tak-
e Ha -10 % B cnyyae TeodUNNHa, KOTa LeTUPU3NH NPUHUMAN NaLUeHTbI, KOTopble paHee
nonyyanu neyexve tTeopunHom. Tem He MeHee, NpeiBapuUTesIbHOE NleUeHre LEeTUPU3MHOM He
0Ka3ao CyL|eCTBEHHOrO BAMAHUA Ha GapMaKOKIHeTUYEeCK/e NapameTpbl TeodunimHa.

Mocne ogHoKpaTHOro Npuema LetupursmnHa B fose 10 mr addekTt ankorons (0,8 %o) 3HauUUTENBHO
He yCUIMBANCA; CTaTNCTUYECKN 3HaUMMOe B3anMOfencTBme C 5 Mr guasenama Gbino JoKasaHo B
O/IHOM 13 16 NCMXOMETPUYECKNX TECTOB.

OnHoBpemeHHbIi Npuem 10 Mr LeTUPU3NHA B AeHb C FNMU3MAOM NPUBEN K He3HauuTeNb-
HOMY CHUKEHMIO MOKa3aTeneli rioko3bl. ITOT 3GHEKT He MMeET KNIMHUYECKOro 3HaueHusA. Tem He
MeHee, PeKOMEHAYETCA pa3AesibHbIi NPUeM — MUMKU3NA YTPOM 1 LIETUPU3MH BEYEPOM.
CTeneHb BCacbiBaHUA LIETUPU3MHA HE CHUXKAETCA MPU OHOBPEMEHHOM MpUemMe NI, XOTA
BCacblBaHWe 3ameanAeTcA Ha 1 vac.

B nccneaoBaHnn ¢ MHOrOKpPaTHBIM NpreMom puToHaeupa (600 Mr Ba pasa B fleHb) 1 LeTupu-
31Ha (10 Mr B leHb) CTeneHb 3KCMo3nLum LeTupusmnHa 6bina yBenuueHa npuvepHo Ha 40 %, B
TO BpeMs Kak 3KCMO31LMA PUTOHaBMPa HE3HaUNTeNbHO 13MeHnnach (-11 %) BcneacTeme conyT-
CTBYlOLLEro Npuema LeTMpusmHa.

Ecnu Bol npumersieme 8blwenepeyucienHble uu Opyaue sekapcmeerHble npenapamel (6 mom
qucne ypHble) neped np 1em npenapama Liemupu3uH PeHe8asn npoKoHCy1bmu-
pytimece c payom.

Ocobble ykasaHua

Y NauneHToB C NOBPEXAEHNEM CMMHHOMO MO3ra, runepriasuen NpeacTaTeNbHoM Xenesbl, a
Takxe Mpu Hanuuuu Apyrix npeapacnonaraowmx GpakTopos K 3ajepxke mouw, Tpebyetca
cobritofieHie OCTOPOXKHOCTY, Tak Kak LIETUPU3NH MOXET yBeNMUMBaTh PUCK 3aepXKN MOUM.

Y nauneHToB C MOYEUHON HEOCTAaTOYHOCTbIO PEXUM [J03VPOBaHMA npenapaTa cneayet
KOppeKTMpoBaTh (cM. pasgen «Cnocob npuMeHeHnA 1 Jo3bi»).

/13-32 BO3MOXHOTO CHUXEHUA GYHKUMM MOYEK Y MaLMEeHTOB MOXWIOro BO3pacTa pexum
[N03MPOBaHWA Npenapata ceflyeT KOPPEKTUPOBaTh (CM. pasfen «Cnocob NPUMEHEeHNA 1 403bi»).
PekomeH/10BaHO co6i0AaTb OCTOPOXHOCTL MPY NPUMEHEHNN LIETUPU3NHA OfJHOBPEMEHHO C
ankorosnem, Tak Kak LIETVPN3UH MOXET NPUBECTY K MOBbILIEHHOM COHNMBOCTH.

OCTOPOXHOCTL CneflyeT cobiofaTb y MaUMEeHTOB C SNUNencueit 1 NOBbILEHHO CYyA0POXKHO
FOTOBHOCTbIO.

Mepep Ha3HaueHVEM annepronorniecknx NPo6 PeKOMeHA0BaH TPEXAHEBHDI «OTMbIBOUHbIN»
nepyoz BBUAY TOrO, YTO GOKATOPbl H,-rMCTaMUHOBBIX PELIENTOPOB UHIMGUPYIOT pasBuTie
KOXHbIX aniepruyecknx peakuuii.

LletnpusuH PeHeBan B Tabnetkax, MOKPbITbIX MJIEHOYHON OBONOUKOW, HE AOMKEH Ha3Ha-
4aTbCA NaLUEeHTaM C HaCNefCTBEHHOI HENePEHOCKMOCTbIO FaNaKTo3bl, HeJoCTaTKe NaKTa3bl Uan
CUHPOME FMI0KO30-TaNnakTo3HoM Manbabcopbumn.

Mocne npekpalieHus MPUMEHEHUA LIETUPU3MHA MOXET MOABUTLCA 3yA W/UAW KpanuBHULA,
[Nlaxe ecnn 3TN CUMNTOMbI OTCYTCTBOBA/IW B Hauase NeyeHns. B HeKoTopbIX Cllyyasx CUMNTOMbI
MOTyT 6blTb UHTEHCUBHBIMU 1 TpeboBaTb BO30GHOBMEHUA NpUeMa LeTupusnHa. CUMNTOMbI
1CYe3aloT MK BO306HOBNEHUM NPUeMa LIETUPU3NHA.

Jlemu

LletnpusuH PeHeBan B Tabnetkax, NOKPbITbIX NIEHOYHOM 060OUKOI, NPOTUBOMNOKa3aH AETAM
10 6 NET, NOCKONbKY laHHas NlekapcTeeHHas GpopMa He MO3BONAET UCMOSb30BaTb NOAXOAALLYIO
[I03MPOBKY [1A 3TOW BO3PAaCTHOI rpynmnbl. PEKOMEHAYETCA NCMONb30BaTh NeanaTpUUYeckylo
neKapcTBeHHyto popmy (Kanam ansa nprema BHYTPb).

BHUMaTenbHO NpoYTUTe UHCTPYKLMIO Nepes Tem, Kak HauaTb NpumeHeHne npenapara. Coxpa-
HUTE NHCTPYKLMIO, OHa MOXeT NOHa0buTbcA BHOBb. ECin y Bac BO3HMKAM BONPOCHI, 06paTn-
Tech K Bpayy. JlekapCTBeHHOE CPefiCTBO, KOTOPbIM Bbl neuuntech, npeaHasHaueHo nnyHo Bam, n
ero He crieflyeT nepefiaBaTb IPYrMM JINLAM, MOCKOJIbKY OHO MOXET NPUUNHWTL UM Bpef Aaxe
NPV HaNNYMK TeX e CUMMTOMOB, uTo 1y Bac.

Ha Tb ynp. Tb TP PTHBIMI CPEACTBaMU, M@XaHN3MaMMn
LleTupu3unH MOXET NPUBECTY K NOBbILEHHON COHNNBOCTY, CNefjoBaTeNbHO, Npenapat LieTnpu-
31H PeHeBa MOXET OKa3blBaTb BANAHNE Ha CNOCOBHOCTb YNPaBNATb TPAHCMOPTHBIMA CPef-
CTBaMU, MEXaHM3MaMu.

®opma Bbinycka

Mo 10 TabneTok B KOHTYPHYIO AYEIKOBYIO YNaKOBKY 13 NEHKM NOANBUHUAXIOPUAHON 1 donbrn
anNioMUHNEBOI NeYaTHON NakMPOBaHHOW, WK No 50 TabneTok B 6aHKy NONNMEPHYIO 13 NoNu-
3TUMEHa HU3KOTO [JaBNIEHUA B KOMMIEKTE C KPbILIKOW NOAVMEPHOI 13 NOANSTUNIEHA HI3KOTO
nasneHua.

Ha 6aHKy HakneunBaloT STUKETKY CaMOKNeALLYyI0CA.

BaHKy 3aTAr1BaloT B NEHKY TePMOYCaZ0uHYIO.

1, 2, 3 KOHTYPHbIX AYEKOBbIX YNaKoBOK Mo 10 TabneTok, nnn 6aHKy yKYNOpeHHYI0 KpbILIKOIA,
C VIHCTPYKLMei MO MeAULIMHCKOMY MPUMEHEHMNIO MOMELLAloT B MayKy U3 KapToHa Ans notpe-
6UTeNbCKO Tapbl.

Ycnosusa XpaHeHunAa

XpaHuUTb B KOHTYPHOII A4ENKOBOI yNakoBKe B Nayke npu Temnepatype Huke 30 °C.
XpaHuTb B NIOTHO 3aKpbiToil 6aHKe Npw Temneparype Hke 30 °C.

XpaHuTb B He[JOCTYNHOM ANA AeTel MecTe.

Cpok rogHocTn
3 ropa.
He NPUMEHATb NO NCTEYEHNN CPOKA rOAHOCTU.

Ycnosus otnycka
OtnyckaloT 6e3 pevienTa.
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lpoussodumens

AKunoHepHoe o6uecTBo «pon3BoacTBeHHasA papmaLieBTUYeckas komnanua O6HoBNeHne»
Adpec mecma npouszsodcmea

Hosocubupckas 061, r. HoBocnbupck, yn. CraHumoHHas, 4. 80;

HoBocubupckas o6n., r. HoBocunbupck, yn. CraHunoHHas, 34. 80/3.

DacoswjuK, ynakosujuk

AKUMoHepHOoe 061ecTso «Mpon3soaCTBeHHaA dpapmaLieBTUYeCKan KomnaHua O6GHoBNeHVe»
HoBocnbupckas o6n., r. HoBocnbumpck, yn. CraHumoHHas, 4. 80;

HoBocnbupckas o61., . HoBocnbunpck, yn. CtaHuMoHHas, 34. 80/3.

Boinyckarowuli KoOHmMpons kayecmsa

AKUMOHepHOe 061lecTBO «[pON3BOACTBEHHAA (apMalieBTUUecKas KomnaHus O6HOB-
neHne»

HoBocnbupckas o6, . HoBocnbumpck, yn. CtaHymoHHas, 4. 80.

Ope2aHu3ayus, npUHUMAarowas npemeH3uu om nompebumenel

AKUMOHepHOe 06ulecTBO «[IpON3BOACTBEHHAA (apMalieBTUUecKas KomnaHua O6HOB-
neHne»

630096, r. HoBocunbmpck, yn. CraHymoHHas, 4. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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