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10 MEJUIIUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

KBucua apomnc

Perucrpaunonnbiii Homep: JII1-007615

ToproBoe naumenoBanue: Ksucun iporic

Me:xayHapoaHoe HeIATEHTOBAHHOE HAMMEHOBAHHe: JICBOLIETUPU3UH

JlekapcTBeHHast (popMa: Karuid Ui IpUeEMa BHYTPb

CocraB

1 Ma1 mpenapara cofep:KuT:

Heticmsyrowee 8euecmeo. JI€BOLIETUPU3HHA JUTUAPOXIIOPUT - 5,0000 mr;

gcnomozamenvhvie geujecmea; TPOMUICHIIUKONIb, TIUIEpon (TIUIepUH), HATPUS CcaxapuHarT,

HaTpUsl  aleraT, YKCyCHas  KHCIOTa, MeTWNaparuapokcubeHzoar  (MeTuimnapadeH),

MponuInaparuapokcudeH3oart (mponuianapadeH), Boia OUUIICHHAS

Onucanue

[Ipo3payHas UM cjerka omalecIUpyromas OeclBETHAs WU CJerka OKpalleHHas >KUIKOCTh C

3alaxom chyCHOﬁ KHCJIOTHI.
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dapmakoTepaneBTHYeCKasi IPYyNIa: NPOTUBOANIEPTUYECKOE CpencTBO — Hi-ructaMMHOBBIX
pErenTopoB OIOKATOP.

Kox ATX: RO6AE09

dapMaKoJIOrHyecKue CBOMCTBA

Dapmakoounamuxa

JleBoueTupU3NH — aKTUBHOE BeHIECTBO mnpemnapata Ksucun napornc — 310 R-3HaHTHOMED
LETUPU3MHA, MOIIHBII M  CENeKTUBHBII  aHTAarOHMCT TMCTaMHUHA,  OJOKUPYIOIIMM
Hi-rucrammuHOBBIE peeNTOPSI.

JleBOoLIETUPU3UH OKa3bIBA€T BIMSHWE Ha T'MCTAMUHO3aBUCHMYIO CTAJHMI0 aJUIEPTHUECKUX
peakiuii, a Takke yMEHbLIAeT MUTPALMIO 303WHO(PUIIOB, YMEHBIIIAET MPOHUIIAEMOCTh COCY/IOB,
OTPaHMYMBAET BHICBOOOXKICHHE MEIUATOPOB BOCHAJICHUS.

JleBoLIETUPU3UH TNPEAYNpPEXKAACT pPa3BUTHE U OOJET4aeT TEYEHHE AIEPTUYECKUX PpPEeaKlUid,
o0najaeT NMPOTUBOIKCCYTATUBHBIM, NMPOTUBO3YIAHBIM AECHCTBUEM, NMPAKTHUUECKH HE OKa3bIBAET
AHTUXOJIMHEPTUYECKOTO W aHTHCEPOTOHMHOBOTO JCHUCTBUA. B TepanmeBTHYECKHX [103aX
MPaKTUYECKH HE OKA3bIBAET CEAATUBHOTO (P deKTa.

Dapmakokunemuxa

DapMaKOKMHETUYECKUE TTapaMeTPhl JICBOLETUPU3UHA U3MEHSIOTCS JIMHEHHO U IIPAKTUYECKHA HE
OTJIMYAIOTCS OT (PApPMAKOKMHETUKH LIETUPU3UHA.

Abcopoyus

Ilocne npuema BHyTpp Ipemapar ObICTPO W IOJHOCTbIO  abcopOupyercss U3
KeNyJOYHO-KUIIEeYHOro TpakTa. [IpueM nuiu He BIMseT HAa TMOJHOTY a0COpOLMH, XOTS
CKOPOCTb €€ YMEHbIIaeTca. Y B3POCHBIX II0CIE€ OJHOKPAaTHOIO IpUeMa Ipenapara B
TepaneBTHUecKol no3e (5 Mr) makcumanbHas KoHUEeHTpauus (Cmax) B IJIa3Me KpOBHU
nocturaercst yepe3 0,9 yaca u cocraBisger 270 HI/Mi, TOC/IE MOBTOPHOTO INpHEMa B J03€
5 mr — 308 Hr/mi1. PaBHOBeCHasi KOHLIEHTPALMsI JOCTUTaeTcs yepe3 2 CyTOK.

Pacnpeoenenue

JleBonetupusuH Ha 90 % cBs3pIBaeTcs ¢ Oenkamu miasmbl KpoBu. O6wem pacnpenenenus (Va)
cocrasiser 0,4 i/kr. buogocrynHocts gocturaer 100 %.

Memabonuzm

B HeGonpmux kommyectBax (< 14 %) wmerabonusupyercss B opranusme mnyreMm N- u

O—,Z[eaHKI/IJ'II/IpOBaHI/Iﬂ (B OTJIIMYMUC OT APYIruxX AaHTAaroHHCTOB Hi-ructaMuHOBEIX PEUCIITOPOB,
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KOTOpBIE METAa0OIM3UPYIOTCS B MEUEHH C MOMOIIBIO CHCTEMBI IUTOXPOMOB) C 0Opa3oBaHHEM
(apMakoJIOTHYECKH HEAaKTUBHOTO Merabosmra. I3-3a He3HaumTenpHOro Meraboim3Ma U
OTCYTCTBHSI META0OJMUYECKOTO TMOTEHIMANAa B3aWMOJICHCTBHE JICBOLETHPU3WHA C JIPYTUMHU
JIEKapCTBEHHBIMH TperapaTaMu MPEICTABIISCTCS MAJIOBEPOSTHBIM.

Buviseoenue

VY B3pocnbix nepuoj noiyBbiBeneHus (Ti,) coctaBuser 7,9 + 1,9 yacoB; y MaJeHbKUX JaeTel
Ti2 ykopoueH. Y B3pocibix oOmmii kinupeHc cocraiser 0,63 mu/mun/kr. Oxono 85,4 %
MPUHATON J03bI Tpenapara BBIBOJUTCS MOYKAMU B HEM3MEHEHHOM BHUJE IMyTeM KJIIyOOUKOBOI
¢bunbTpanuu ¥ KaHAJIBbLIEBOH cekpennu; okoio 12,9 % — yepe3 KUILIEUHHUK.

Omoenvnole cpynnvl nayuenmos

Tayuenmul ¢ noueunoii HeOOCMamMoUHOCMbIO

VY mnanueHToB ¢ moYeuHoil HepoctaToyHOCThiO (kiupeHc kpeatnHuHa (KK) < 40 mi/mun)
KIIUPEeHC Tpernapara yMeHbliaercs, a Tin ymuiuHseTcs (Tak, y OOJBHBIX, HaXOJSIIIMXCS Ha
reMojuanusze, oOmui xiupeHc cHikaercss Ha 80 %), 4yTOo TpedyeT COOTBETCTBYIOLIETO
W3MEHEHUd pexuMa no3upoBanHusi. Menee 10 % neBoueTupu3anHa YIAISETCI B XOJE
CTaHJIapTHOU 4-4aCOBOM MPOILEAYPHI TEMOANATN3A.

llayuenmul ¢ neueHoyHol HEOOCMAMOYHOCMBIO

dapMaKOKMHETHKA JIEBOLUETHPU3MHA Y TMAlMEHTOB C IEYEHOYHON HEJOCTaTOYHOCThIO HE
u3ydanach. Y TAlMEHTOB C XPOHMYECKUMHU 3a00JIeBaHUSMH IE4YeHH (TeraToLesUIIONSPHBIN,
XOJIECTATUYECKUH U OMIIMapHBINA LUPPO3), MOTYUYABIIMX PALIEMUYECKOE COSIUHEHHUE LIETUP U3HHA
B j103¢ 10 miu 20 Mr oHOKpaTHO, HAOIIOAAIOCHh YBETMUEHUE MTepHo/ia MonyBeiBeaeHus Ha 50 %
U CHIKEHHUe KiupeHca npemnapara Ha 40 %, Mo CpaBHEHHUIO CO 3JI0POBBIMH JIOAbMH.

Hemu

JlaHHbIE 10 HccNen0BaHuIO (papMaKOKMHETUKH mpenapata y 14 nereit B Bozpacte ot 6 1o 11 ner
¢ maccoi tena ot 20 g0 40 Kr mpu nepopagbHOM MpPUEME OJHOKPATHO 5 MT JIEBOLIETHPU3MHA
nokaszanu, uto mokazarend Cmax ¥ Twomans nona kpuBoit (AUC) mpumepHo B JABa pasa
MPEBBIIAIOT AHAJOTUYHBIE MOKA3aTeIu y B3POCIBIX 3J0POBBIX JIOJAEH MpPU MEPEKPECTHOM
koHTpose. Cpemgnmii mokazarenb Cmax cocTaBun 450 Hr/mu, MakcuManbHas KOHIEHTpPAaIus
JOCTUranach B cpenHeM uepe3 1,2 yaca, oOmuUi KIMpeHe ¢ yueToM Macchl Tena O0but Ha 30 %
BBILIE, a MEPUOJ] MOITYyBbIBeAeHUs Ha 24 % KOpoue y AeTel, Y4eM COOTBETCTBYIOIINE MTOKa3aTeNIN
y B3pocibix. CrenuanbHple (papMaKOKHHETHUYECKUE HUCCIEeIOBaHUs Yy JIeTel muaimie 6 JeT He

POBOMIINCE. PeTpoCieKTUBHBIN (hapMaKOKMHETHUYECKUN aHalIM3 MpoBeJeH y 323 manueHToB
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(181 pebenok B Bo3pacte ot 1 g0 5 ner, 18 mereit B Bo3pacte ot 6 o 11 et u 124 B3pocibix B
Bo3pacte ot 18 10 55 neT), mosiydaBmIMX OJIHY WM HECKOJIBKO /103 JIEBOLIETUPU3HUHA OT 1,25 Mr
no 30 mr. JlaHHble, MOJYYEHHbIE B XOJA€ aHalu3a, [OKa3ajlu, 4TO MPHEM Ipernapara B J03€
1,25 mr y nereil B Bo3pacte OT 6 MecsleB A0 5 JIeT NPUBOJUT K KOHLEHTpPalMM B IUIa3MeE,
COOTBETCTBYIOIIEW TAKOBOM Y B3POCIBIX IIPU MPUEME 5 MT IIpernapaTa OJIMH pa3 B CYTKH.
Toowcunvie nayuenmoi

Jannble o0 (apMaKOKUHETHKE y MOXKWIbIX MAallMEHTOB OorpaHuyeHsbl. [Ipu moBTOpHOM mpueme
30 Mr 5eBOIIETUPU3KHA OJUH pa3 B CYTKU B TeueHHe 6 THEell y 9 MOKuibIX MalurueHToB (Bo3pact
oT 65 nmo 74 ner) obmuii kimMpeHc ObLT TpubIM3UTENbHO Ha 33 % HWXKE, YeM TaKOBOU Yy
B3pOCJBIX ©0o0Jee MOJIOJOTO Bo3pacTa. bbIJIO TOKa3aHO, YTO paclpenieieHHe palemMara
LeTUpU3UHA O0JIbIlIe 3aBUCUT OT (PYHKIUHU MOYEK, YEM OT BO3pacTa. JTO YTBEP)KICHHE TaKkKe
MOXKET OBITh MPUMEHHUMO U K JIEBOLIETHMPU3MHY, TaK Kak o00a mperapara U JIEBOUETHUPU3HUH, U
LUETUPU3UH BBIBOJSATCS MPEUMYIIECTBEHHO ¢ MOYOM. [loaTOMy, y MOXWIIBIX MAallMEHTOB 1032
JIEBOLIETUPU3HHA JOJKHA OBITH CKOPPEKTUPOBAHA B 3aBUCUMOCTH OT (PYHKIIUU TIOYEK.
IToka3aHusi K NPUMEHEHUI0

e JleyeHue  CHUMIITOMOB  KPYIVIOTOJUYHOTO  (MEPCUCTHPYIOIIET0) W CE30HHOTO
(MHTEpMUTTHPYIOLLETO) aJUIEPTUYECKUX PUHUTOB U aJNIEPrUYECKOr0 KOHBIOHKTUBHTA, TAKUX KaK
3y/, YUXaHUE, 3I0KEHHOCTh HOCA, PUHOPEs, CIe30TeUCHHE, THIIepEMUsl KOHbIOHKTHBBI;

®  TOJUIMHO3 (CEHHAs JTMXOPaIKa);

e  KpalMBHHUIIA;

e  JIpyrue ajuiepruyeckue AepMaTo3bl, COMPOBOXKIAOIINECS 3yAOM U BBICHITAHUSMHU.
IIporuBonOKa3aHNs

e [loBbllIeHHAs YyBCTBUTEIBHOCTH K JIEBOLETUPU3HHY, HETUPU3HHY, THIPOKCU3UHY, JTIOOOMY
MIPOM3BOIHOMY MUIMEPA3UHA WK K JIFOOOMY APYroMy BCIIOMOTaTeIbHOMY BEIIECTBY Iperapara;
®  TEpMUHAJIbHAS CTAMs MOYEUHOW HEOCTaTOYHOCTH (KIMpeHC kpeaTuHuHa < 10 MiI/MUH);

e JeTcKui BO3pacT 10 2 JeT (BBHUIY OTPaHMYEHHOCTU JaHHBIX MO 3(PPEKTUBHOCTH U
0€30IMacHOCTH Ipernapara).

C 0CTOPOXKHOCTBHIO

IIpu  XpoHMYecKOW TOYEYHOH HEJOCTAaTOYHOCTH (HeoOXoauMma KOPPEKIHs  pexuMa
JO3UPOBAHUS).

VY U1 Mo>XUII0ro Bo3pacTa (Ipu BO3PACTHOM CHM)KEHUH KITyOOUKOBOM (DMIIBTpALIUN).
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VY nanMeHToB ¢ MOBPEXKIECHHEM CIIMHHOTO MO3ra, THIepIUIa3uedl MpeAcTaTeNbHON KeNe3bl, a
TaKKe MPU HATHYUHM APYTUX Ipenpacrnojiaralonmx (akTopoB K 3aJEp:KKe MOYH, MOCKOJIBKY
JICBOLETUPU3HH MOYKET YBEIIMYMBATD PHCK 3a/IEPKKU MOYH.

OCTOPOXKHOCTH CIEAYET COONIOAATh Yy MAIMEHTOB C AMWJICTICUEH M MOBBIIIEHHON CYI0pOKHOM
TOTOBHOCTBIO, TTOCKOJIBKY JIEBOIIETUPHU3HH MOXET BBI3BATh 000CTPEHHE TPUCTYIIOB.

[Ipn onHOBpeMEHHOM YHOTpPEOJIIEHUU C alkOToJleM (cmompu pasden «Bzaumooleiicmsue c¢
Opy2UMU 1eKaAPCMBEHHbIMU CPEOCMBAMU ).

BepeMeHHOCTH ¥ TepHO/I TPYJHOTO BCKAPMITHBAHUSI.

Ipumenenne npu 6epeMeHHOCTH M B MEPHO I'PYTHOr0 BCKAPMJIMBAHUSA

bepemennocms

JlaHHBIE TT0 TIPUMEHEHUIO JICBOIIETHPH3NHA BO BPeMsl OEpEMEHHOCTH MPAKTHYECKH OTCYTCTBYIOT
nin orpanuueHsl (Menee 300 ucxonoB OGepemeHHoctei). OnHako, MPUMEHEHUE LIETUPU3UHA,
pareMara JieBoleTHpu3nHa, npu OepemenHoctu (Gosee 1000 mcxomoB OepeMeHHOCTEW) HE
COMPOBOXKIAIOCH MOPOKAMU DPA3BUTUS U BHYTPUYTPOOHBIM W HEOHATAIbHBIM TOKCHYECKHM
BO3JeiicTBUEM. B wuccrieoBaHMsIX Ha J>KMBOTHBIX HE BBISBJICHO MPSAMOTO WJIM KOCBEHHOTO
HEOJIaronpusTHOTO BIUSHHUS Ha TeUeHHWEe OEepeMEeHHOCTH, ASMOpHOHaIbHOE U (perampHOE
pasBUTHE, POAbI U OCTHATAILHOE Pa3BUTHE.

IIpn OGepeMeHHOCTH Ha3Ha4YeHHE JIeBOLIETUPU3MHA MOXXET ObITh PACCMOTPEHO B Cllydae
HE00XOINMOCTH.

Ilepuoo epyonoco eckxapmausanus

Lerupusun, paremar JeBOLETUPU3NHA, IKCKPETUPYETCS C TPYAHBIM MoJIoKOM. [losTomy Takke
BEPOSITHO W BBIACIICHUE JIEBOLIETUPU3MHA C TPYIAHBIM MOJIOKOM. Y JIeTeil, HaXOJSIIIMXCS Ha
TPYIHOM BCKapMJIMBAaHWHU, BO3MOXKHO TMOSIBJICHHE NOOOYHBIX pEaKiuil Ha JIEBOIETUPU3UH.
[ToaToMy HE0OX0IMMO COOMIOIATH OCTOPOKHOCTH MPU HA3HAYCHHUH JIEBOIICTUPU3UHA B MEPHOT
TPYAHOTO BCKapMIIMBAHHSL.

Depmunvrocmos

Knuanueckue JaHHbIE 10 JEBOLETUPU3NHY OTCYTCTBYIOT.

B nepuosn GepeMeHHOCTH, TPYAHOTO BCKapMIIMBAHUS WM MPU MJIAHUPOBAHUM OEpEeMEHHOCTH
PEKOMEH/yeTCsl MTPOKOHCYIBTUPOBATHCS CO CIIEUATUCTOM JI0 Hayaljla MpueMa JeKapCTBEHHOTO

npernapara.
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Cnoco6 npuMeHeHus U 103bI

BuyTtps, BO Bpemsi rpremMa MUl WK HaTOIIAK.

Jns mpuema mpemnapara ClieyeT HCIOJb30BaTh YaWHYIO JIOKKY. [Ipu HEOOXOauMOCTH H03Y
mpernapaTa MOXHO pa30aBUTh B HEOOJBIIOM KOJIMYECTBE BOJIbI HEMOCPEACTBEHHO IMEpeN
yHoTpedIeHUEM.

Bspocnvie u oemu cmapuie 6 nem: cyrouHasi 1o3a coctaBisieT 5 mr (20 karens) 0THOKpaTHO.
Jlemu om 2 0o 6 nem: o 1,25 mr (5 kamenb) 2 paza B eHb; CyToyHas go3a — 2,5 mr (10 xamnens).
[TockonbKy JIEBOLUETHUPU3UH BBIBOJUTCS U3 OpraHW3Ma MOYKaMH, IIPpU NMPUMEHEHUU Ipernapara
nayuenmam ¢ noYeuHol HedoCMamo4HOCMbI0 N NAYUEHMAM NONCUNO20 803pACma 03y CIETyeT
KOPPEKTUPOBATh B 3aBUCUMOCTHU OT BETMUYMHBI KirpeHca kpeatuHuHa (KK).

Kmupenc xpeatmnmna (KK) mms MyX9uH MOXKHO paccyuTaTh, HMCXOAS W3 KOHIICHTpAIlUU
CBIBOPOTOYHOTO KPEaTHHHUHA, 110 ClIeAyIoueil popmyie:

[140 — Bo3pact (romsr)] x macca Tena (Kr)

KK (Mn/mMuH) = 72 x KKcpiBopot (mr/ )

KK 15 s)kxeHIIIMH MOKHO PacCUYMTaTh, YMHOXKUB MOJTYYeHHOE 3HaYeHUE Ha KodddunmeHt 0,85.

Iloyeunast HeMOCTATOYHOCTDH KK (Mmua/mMun) Pesxum no3upoBanus
Hopma >80 5 mr/cyt
Jlerkas 50-79 5 mr/cyt
Cpennss 30-49 5 mr/cyt x 1 pa3 B 2 1H4
Tsoxenast <30 S mr/cyt X 1 pa3 B 3 nHs
TepMuHanbHas cTaus — MAIIMEHTHI, <10 [Tpuem npenapara
HaxoJAIIMecs Ha AUau3e MIPOTUBONIOKA3aH

Hauueﬂmaﬂd C NOYEYHOU U NeYeHOYHOU HeOOCMAmMOYHOCIbIO AO3UPOBAHUC OCYHICCTBIIACTCA I10
taluuile, MPUBEICHHOM BBIIIIE.

Ilayuenmam c¢ uapywenuem monvko QyHKyuu neuenu KOPPEKIUH PEKUMa IO3UPOBAHUS HE
Tpebyercs.

IIpooonscumenvrocms npuema npenapama:

[Tpu nedeHnn ce30HHOTO (MHTEPMHUTTUPYIOIIET0) alJIEpPrUYecKOr0 PUHUTA (HAINYNAE CUMITTOMOB
MeHee 4 JHel B HeleNI0 WM MX 00IIast MpoJ0JDKUTEIbHOCTh MeHee 4-X HeleNb) [UINTEIbHOCTh
JICYCHUs] 3aBUCHT OT XapakTepa 3a00JIeBaHMS; JICYCHHE MOXKET OBITh TNPEKpPaIleHO IpU

HMCUYE3HOBEHUU CUMIITOMOB U BO300OHOBJICHO IIpH MOSBJICHUU CUMIITOMOB.
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[Ipn nedeHun KpyrjaoroAUyHOro (MEPCUCTUPYIOIIETO) AJIEPTUYECKOro pPHUHUTA (HalIUuue
CUMITOMOB 0oJjiee 4-X THEH B HENENIO WJIM WX 00IIast MPOOJDKUTEIFHOCTE OoJiee 4-X HEIEIb)
JICYEHNE MOKET IIPOJOJIKATHCS B TEUEHHUE BCETr0 NIEPHO/1a BO3ACHCTBUS aJlJIEPreHOB.

HNmeercss KIMHUYECKUM OMNBIT HENPEPHIBHOTO MPUMEHEHUS Yy B3POCIbIX IAllMEHTOB
JUINTENBHOCTBIO JI0 6 MECALIEB.

IloGouHoe aelicTBUe

MetunnaparugpokcuOeH30aT U IponuiInaparuIpoKkcuOeH30ar, BXOIAIIME B COCTAaB Karelb s
IpreMa BHYTPb, MOTYT SBJIATHCSA MPUYMHON aJUIEPrUYECKUX peakluuil (BOZMOXKHO 3aMeIJIEHHOTO
THTIA).

/lannvle no 6e3onacnocmu, noiy4yeHHvle npu U3y4eHuu yemupusuna

Habmronanuch cinenyroie HexenaTeabHble PeaKiiu:

Peoxo (= 1710000, < 1/1000)

Berpeuanuch jerkue M BpPEMEHHBIE HEXKeNaTeNbHbIE SBJICHUS, TaKUE KaK YTOMIIIEMOCTb,
HapylIeHHe KOHIIEHTpAIlM{, COHJIMBOCTh, TOJIOBHAas O00Jib, TOJOBOKpYXEHHUE, BO30YXKJIEHUE,
CYyXOCTh BO PTy M XKeIyIOYHO-KUIIEYHbIE paccTpoiicTBa (3amop). B HekoTopbIx ciydasx
HaOJI0JATUCh PEaKI[UU TUIIEPUYBCTBUTEILHOCTH U @aHTHOHEBPOTUYECKHUI OTEK.

Takxe coobmanocs 00 OTHENBHBIX CIy4dasXx CYIOpOTr, pPEaKIMH CBETOYYBCTBUTEIBHOCTH,
MOpAXEHUST TEYeHH, aHA(PUIAKTUYECKOro II0Ka, HApYIICHHUS KPOBOOOpAIEHHUS, TIIyXOTHI,
IJIOXOT0 CaMOYyBCTBHUS, 3y/1a, BACKYJIUTA, 3pUTEIbHBIX HAPYIIICHUH U KOIIMApHBIX CHOBHUJICHU I.
Jlannvle KTuHUYECKUX UCCE006AHUTL

Knunnyeckne wucciaenoBanusi mokasand, uro y 14,7 % mnanueHToB, NPUHUMABIINX
JIEBOIIETUPU3HH B JI03€ 5 MI' HAOMIOJAMCh HEeXellaTelbHbIe peakiuu B cpaBHeHuu ¢ 11,3 % y
MAlUMEHTOB Tpynnbl muane6o. 95 % naHHBIX HEeXeNaTeNbHBIX peakuuid ObLTM JIETKUMH WU
YMEpPEHHO BBIPAKEHHBIMHU.

B KJIMHHYECKMX HCCIEIOBAaHUAX 4YacTOTa IPEKpAllleHUs Tepalud B CIEACTBUM pa3BUTUSA
noOouHblx peakuui coctaBuna 0,7 % (4/538) y mnamueHToOB, paHIOMU3MPOBAHHBIX VIS
MOJTyueHus JeBoleTupu3nHa B 1o3e 5 mr u 0,8 % (3/382) mist manueHToB, paHIOMU3UPOBAHHBIX
B IpyImmy mareoo.

Crenyrome HexelaTelbHble PeaKly ObUIM BBISIBIICHBI Y MAIMEHTOB (n = 538) yuacTBOBaBIINX
B KJIMHHMYECKOM HCCIIEJOBAaHUM WU NPUMEHSABUIMX JEBOLETUPU3UH B PEKOMEHJOBAaHHBIX J03aX
(5 Mr oguH pa3 B CyTKH):

C yacmomou 1-10 %
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AKIIMOHEPHOE OBIIECTBO

— TTPOU3BOJICTBEHHAA ®APMAIIEBTUYECKASA
RENEWAL KOMITAHWA OBHOBJIEHUE
Tea./¢paxc: 8 (800) 200-09-95
Heoicenamenvuwvie peakyuu Jlesoyemupuzun 5 me (n = 538) | Ilnayebo (n = 382)
COHINBOCTH 5,6 % 1,3 %
CyxocTb BO pTYy 2,6 % 1,3 %
T'osioBHas 60J1b 2.4 % 2.9 %
YTOMIISIEMOCTD 1,5 % 0,5 %
Actenus 1,1 % 1,3 %

XOTS 4YacToTa CIy4aeB COHJIMBOCTH B TPYIIE JIEBOIIETUPU3MHA OblIa BBIIIE, YeM TaKOBas B
rpymnme rmiane6o, B OOJIBIIMHCTBE CIy4aeB ATO HEXKENaTeNIbHOE SBJICHUE OBLJIO JISTKOW WU
YMEPEHHOU CTENEHU TSHKECTH.

Heuacmo (0,1-1 %): 60111 B )KUBOTE.

ITocmpezucmpayuonnsie uccnedosanus

B mepwon mOCTperucTpallMOHHOTO TIPUMEHEHHWSl TIperapara HaOMIoJaIUCh — CIIETYIOIIHe
mo6ouHbIe YPPEKTHI:

Co cmopoHbl UMMYHHOU cucneMmbl: PEAKIIMU THIIEPIYBCTBUTEILHOCTH, BKITIOYAst aHA(PHIIAKCHIO.
Co cmoponbl 0bMmeHa éewyecms 1 numarnus: NOBBIIICHUE allIeTUTA.

Hapywenus ncuxuxu: TpeBora, arpeccus, BO30YXKICHHE, TaJLTIOIMHALNN, JCIPeccHs,
OECCOHHUIIA, CyNITUIATBHBIC HIICH, KOIIIMaPHbIC CHOBUJICHUSI.

Co cmopoHbl HepsHOU cucmembl. CyIOPOTH, TPOMOO3 CHHYCOB TBEpPIOH MO3rOBOM OOOJOYKH,
napecTe3usi, TOJIOBOKPYKEHHE, BEPTUTO, 0OOMOPOK, TPEMOD, JIUCTEB3HSL.

Co cmopoHbl opeana 3penusi: BOCTIAIUTEIbHBIC MPOSBICHUS, HAPYIICHHE 3PEHHSI, HEUECTKOCTh
3pUTEIHLHOTO BOCIIPUATHS, HEITPOU3BOJILHBIC IBUKCHUS TJIA3HBIX SOJIOK (HUCTArM).

Co cmoponbl cepoya: CTCHOKAPHs, TAXUKAPIHS, OIIYIICHUE CePAICONCHHUS.

Co cmopoHwbl cocy0os: TPOMOO3 IPEMHOI BEHBI.

Co cmoponbl OblxamenbHoU CUcmembvl, OpP2aHo8 2PYOHOU KIemKU U CpedoCmeHUs: YCUIIEHUE
CUMIITOMOB PUHHUTA, OJIBIIIKA.

Co cmoponbl KOJCU U NOOKOJCHBIX MKAHel: aHTHUOHEBPOTHYECKHH OTEK, OJK3aHTeMa,
THIIOTPUXO03, 3YJl, ChIllb, TPEIIMHBI, KPAMBHULA, (OTOCEHCHUOMIN3ALNA/TOKCUYHOCTh, CTOMKas
JIeKapCTBEHHAsI SpUTEMA.

Obwue paccmpoticméa: HEIPPEKTUBHOCTh NPOAYKTa M €ro B3aUMOJICHCTBHA, CYXOCTh
CIIM3UCTBIX 000JI0UEK.

Co CMOPOHbL cheﬂydquo—Kumequeo mpaxkma. TOIIHOTAa, pBOTA.
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Co cmoponbl neuenu u JHcenuedbl800AWUX Nymell: TeTaTHT.

Co cmopoHbl cKenemHO-MblUeYHOU, KOCMHOU CUCmeMbl U COeOUHUMeNbHOU MmKaHu: 00Jb B
MBIIIIIAX, aPTPAITHS.

Co cmopoHbl noyex u Mo4esbi8o0AUUX nymeti: TAIYPHsl, 3aIepKKa MOYH.

Obwue paccmpoiicmea u Hapyulenus 8 Mecme 66e0eHUsl; OTEK.

Jlabopamopmnvie u uHcmpymMeHmanivhble OaHHble. YBEIMUEHHE MacChl Tella, W3MEHEHHE
(YHKIIMOHATBHBIX TIPO0 MEYCHH, IEPEKPECTHAS PEaKTHUBHOCTb.

Onucanue omoenbHbIX HeXHCeIamenabHbIX PeaKyuil

Y Majoro KoOJMYeCTBAa TAIMEHTOB HAOMIOMANCA 3yA IOCIe MPEKpalleHUus TPHUMEHEHUS
JICBOIICTHPU3HHA.

Baoicno coobwamsv o pazeumuu HexcelamenbHblX peakyull ¢ yeavio 0becnedyeHus HenpepbleHO20
MOHUMOPUH2A OMHOUIEHUSI NOAb3bl U PUCKA JleKapcmeeHHo2o npenapama. Ecau nobvie u3
VKA3AHHBIX 8 UHCMPYKYUU NOoOOUHbIX d¢h¢hekmos ycyeyonsiomes, uiu Bot 3amemunu arobwvie
opyeue nobouHvle d¢hghekmvi, He YKA3AHHblIE 6 UHCMPYKYuU, coodwume 00 >mom 6pauy.
Meouyunckue pabomuuxu coobdwarom o HObIX HeNCeLAMENbHbIX PeaKyusix JIeKapCmeeHHO20

npenapama 4epe3 HAayuOHA/IbHble CUCNEMDbL cooémenu}z O HedceamenlbHblx peakyusix.

Ilepeno3upoBka

Cumnmompbi: cOHIUBOCTh (y B3pOCIBIX), BHayaje MOTYT TMOSBUTbCS BO30YXKIEHHE MU
OECIOKOMCTBO, 3aTEM CMEHSIOIINECS] COHJIMBOCTHIO (Y JIeTel).

Jleuenue: HEOOXOIUMO MPOMBITh JKEIYIOK WM NPUHATh aKTUBHUPOBAHHBIM Yrob, €CIM IOCIE
IpueMa Ipernapara Mpouuio Majio BpeMeHu. PekoMeHyeTcst npoBeieHue CUMITOMATUYECKON U
nojepxuBarolei repanuu. Crienuuueckoro aHTUI0Ta HeT. [ emoquanu3 He 3 QeKTHBEH.
B3aumogeiicTBHe ¢ APYTrMMH JIEKAPCTBEHHBIMH CPeACTBAMH

W3yuenue B3aMMOAEHCTBUS JICBOLETUPU3UHA C APYIMMH JIEKApCTBEHHBIMM IIpernapaTtaMu He
npoBoAwIIOoChk. [IpM M3ydeHMM JEKapCTBEHHOI'O B3aMMOJCWCTBHA paleMara LETHUPU3HHA C
AQHTUIIMPUHOM, A3UTPOMMLMHOM, IIMMETHAMHOM, JMA3€NaMOM, 3PUTPOMULIMHOM, TIIHMIU3UIOM,
KETOKOHA30JIOM M TCeBI03(heAPMHOM KIMHUYECKH 3HAUMMBIX HEXKEeNaTebHBIX B3aUMOJIeHCTBUIA
HE BBISBJICHO.

ITpu onHOBpeMeHHOM NpuMeHeHuu ¢ TeodumuHoM (400 Mmr/cyt) oOmuil KIMpPEeHC LeTUPU3UHA
cHIKaetcs Ha 16 % (kuHeTuka TeopMIIMHA He MEHSEeTCs).

B wuccrnegoBaHuu ¢ HCHOJIb30BaHUEM MHOT'OKpAaTHBIX 03 IIPpU OJHOBPECMCHHOM IIPpUEMC
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putoHasupa (600 mr 2 pasza B neHb) U nerupusuHa (10 Mr B JieHb) [MOKA3aHO, YTO SKCIIO3ULIUS
LneTupu3nHa yBenuuubasiack Ha 40 %, a SKCIO3UIUS PUTOHABUpA HE3HAYUTENIbHO M3MEHUIIACh
(-11 %).

B psnge cioydaeB npu OAHOBPEMEHHOM IIPUMEHEHUHU JIEBOLETUPU3MHA C AJKOTOJIEM WU
JIEKapCTBEHHBIMU IIpenapaTamMH, OKa3bIBAIOUIUMHU IOJABIISIONIEE BIUSHUE HA LEHTPAJIbHYIO
HepBHYIO cucteMy (LIHC), Bo3moxxHo ycunenue ux BiausHus Ha LIHC, xoTs He nokazaHo, 4TO
paremar LHeTUpU3UHA MOTEHIUPYET AIPPEKT aTKOTOJISL.

Oco0ble ykazanust

WHuTepBanibl MeXy 103aMU JOJDKHBI OBITH 1MOJ00paHbl MHIMBUAYAIbHO B 3aBUCUMOCTH OT
MO4YeYHOU (QYyHKIHH.

Pexomenyercst coOM0AaTh OCTOPOKHOCTD TPU OJTHOBPEMEHHOM YIOTPEOJIEHNH C aJIKOTOJIEM.
[Ipy HamuuuM y MAUMEHTOB Mpeapacnojaramimux (akTopoB K 3aJepKKe MOYHM (HalpUMep,
MOBPEXJIEHHE CIIMHHOTO MO3ra, THIEpIUIa3Hs MPeICTaTelNbHOM Kelle3bl) clIenyeT coOIoAaTh
OCTOPOKHOCTb, TOCKOJIbKY JIEBOLIETUPHU3HH MOKET YBEIMUUBATh PUCK 33AE€PKKH MOUH.
MetunnaparupokcuOeH30aT ¥ MpOoNMINaparuJpokcuOeH30at, BXOAAILINE B COCTAB Kaleib Uis
IpUeMa BHYTPb, MOTYT SIBJIATHCS IPUYMHOM aJUIEPrU4eCcKuX peakiuil (BO3MOKHO 3aMeJIEHHOIO
THTIA).

OCTOpPOXKHOCTB cielyeT coONIoiaTh y MalMeHTOB € AMMJICICUEN U MOBBIIIEHHON CYIO0pOXKHON
TOTOBHOCTBIO, IOCKOJIbKY JIEBOLIETUPU3UH MOXKET BbI3BaTh 000CTPEHUE IPUCTYIIOB.

Peakius Ha KOXHBIE ajuiepruyeckue npoObl MOAABISAETCS aHTUTMCTAMUHHBIMM IIpenapaTaMu, 1
nepes MpOBEJICHHWEM TECTHPOBAaHUS HEOOXOAMMO BO3JEpXKaTbCsi OT IpHeMa Ipernapara B
TEeYEHHUE 3 THEH.

Bo3MoxHO moOsiBI€HHME 3yna MOCie NpeKpalleHHs IpueMa JIEBOLIETUPU3MHA, JaXe eclu
110/I00HBIX CUMIITOMOB He ObLJI0 B Hayase JiedeHuss. CUMOTOMBI MOTYT HIPOHTH CaMOCTOSITEIbHO.
B HeKOTOpBIX cly4asX CHUMIOTOMBI MOTYT OBITh CHJIBHO BBIP@KEHHBIMH, M 3TO MOXET
notpeboBaTh BO300HOBIEHUS JieueHus. [locie BO30OHOBIEHUS JI€UEHUs 3TH CUMIITOMBI JOJKHBI
IIPOUTH.

Baunsinne Ha cIOCOOHOCTD YNIPABJISAITH TPAHCIIOPTHBIMH CPEICTBAMHU, MEXaHU3MaMH
JleBOLIETUPU3UH MOJKET NPHUBECTH K IIOBBIIIEHHON COHJIMBOCTH, CJIEJOBATENILHO, Ipemnapar
KBucuin apornc MokeT OKa3blBaTh BJIMSHHE Ha CIOCOOHOCTh YHPABIATh aBTOMOOWIIEM WU
pabotate ¢ TexHuKod. B mepuox neueHuss HEOOXOAMMO BO3JEPKHMBATHCS OT 3aHATHI

NOTCHIOHWAJIbHO OIIACHBIMHU BHAAMHU ACATCIBHOCTH, Tpe6yIOH_II/IMI/I MOBBIIIEHHO I KOHICHTpAlUun
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BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEAKIIUM.

dopMa BbINIYCKa

Karmm s mpueMa BHYTPb, S MT/MIL

I[To 10 mim, 20 M3 BO (pakoHbI TEMHOIO CTEKJIA C BUHTOBOW TOpPJIOBHHOM, YKYIIOPEHHbIE
poOKaMHU-KaneIbHUIIAMH MTOJIMATHIIEHOBBIMU U KPbIIIKAMU HAaBUHYMBAEMBbIMU U3 TOJUMEPHBIX
MaTepHUajJoB C KOHTPOJIEM MEPBOIO BCKPBHITHUS WM C KOHTPOJIEM MEPBOrO BCKPBITHSA U 3aIIUTOMN
OT JETEH.

@I1aKOH ¢ UHCTPYKIIMEN MO MPUMEHEHHUIO MOMEIAIOT B MMaYKy U3 KapTOHA JJIsl HOTPEOUTEIbCKOM
Tapshl.

YcaoBust XxpaHeHust

[Ipu Temniepatype He Bbie 25 °C.

[Tocne nepBoro BCKpBITHS UCHOJIB30BaTh B TeueHHE 90 CyTOK.

XpaHUTh B HEAOCTYITHOM JIJIs1 IETE MECTE.

Cpox rognoctu

4 rona.

He npumeHsTh o ucTe4eHnH CpoKa roTHOCTH.

YciaoBus oTImyckKa

OTtnyckarot 0e3 perenra.

Baagesen perncTpauMoHHOI0 y10CTOBEPEHUA:

OO61ecTBO ¢ orpaHndeHHO# 0TBeTCTBEHHOCTHIO «Tpeyronbauk» (OO0 «TpeyrosbHUK)
KOpuanueckuii aapec: 630108, HoBocubupckas obmnacts, r. HoBocubupck, yin. CtaHIIMOHHAs,
1. 30A, xopnyc 15, nomenienue 48.

Ten./dpakc: 8 (383) 350-03-10.

I/IHTepHeTZ www.renewal.ru

IIponssoanTens/Oprann3anus, NPUHAMAIOIIAs IPETCH3UH OT MOTPeOHTEIei:
IIpouszsooumens

Axnmoneproe obmectBo «IIponsBoacTBeHHas papmarieBTudeckast kommanust OOHOBICHHE
Aodpec mecma npouszeoocmea

630096, r. HoBocubupck, yn. Crtaniuonnas, a.80.

Dacoswux, ynakosujux

AKI_II/IOHepHOC 06IJ_ICCTBO ((HpOI/ISBOI[CTBeHHaSI (I)apMaLleBTI/IquKaH komnanus OOHOBJICHHE)
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630096, r. HoBocubupck, yin. Cranimonnas, a. 80;

633621, HoBocubupckast 06i1., Cy3yHckuii paiion, pi. Cy3yH, yi. Komuccapa 3stekoBa, 1. 18.
Buinyckarowuii konmpons kavecmea

Axmmonepnoe o6miectBo «IIponsBoacTBeHHas papmarieBTHuecKast kKomnanust OOHOBIEHUE
630096, r. HoBocubupck, yn. Cranimonnasi, 1.80.

Opeanusayus, npuruMaowas npemex3uy om nompeoumereti

AxunonepHoe o6mectBo «IIpousBoacTBenHas apmaneBTHueckas koMnanusg OOHOBIECHUE
630096, r. HoBocubupck, yn. Craniuonnasi, a. 80,

Ten./dpaxc: 8 (800) 200-09-95

e-mail: pretenzii@pfk-obnovlenie.ru
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