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MexayHapoaHOe HEMATEHTOBAHHOE MJIM TPYNNMPOBOYHOEC HANMEHOBAaHHe: JIEBOL[ETUPU3HH
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Cocras

1 Tabnerka COEepPKUT:

Heticmeyrowee sewyecmeo: N€BOLETUPU3NHA TUTUAPOXIOPU — 5,0 MT; 6cnomocamenvHule
geujecmea: NAKTO3bI MOHOTHAPAT, IEIUTION03a MUKPOKPHCTAIIINYECKas!, KalbIus ruapodocdara
TUTUIpAT, KapOOKCUMETHIIKpaxMall HaTpus, noBuoH K30, Marnus creapat; cocmag 060104ku:
[runpomennosa, makporos 6000, THTaHA TUOKCH |

Onucanue
Kpyribie 1BOSKOBBITYyKIIbIE TA0JIETKH, TOKPHITHIC TIIICHOYHON 000JI09KO0I 0€T0ro Wit MmoYTH
Oenoro 1Beta. Ha momepeunom paspese siapo 6el1oro wiv modtu 6eoro mserTa.

dapmakoTepaneBTUYeCKasi IPyNNAa: aHTUTUCTAMUHHBIE CPEICTBA CHCTEMHOIO 1€ CTBHS;
MPOU3BOIHBIE MUIIEPA3UHA.

Kon ATX: RO6AE09
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®apmakoJornyecKne CBOMCTBA

Dapmakoounamuxa

JleBolLeTUPU3HH — aKTUBHOE BelllecTBO Mpenapata KBucui tabc — 3to R-sHanTHOMED
LETUPU3HUHA, MOIIHBIN U CEJIEKTUBHBIN aHTarOHUCT FMcTaMHUHa, 61okupyromuid H1 -
TUCTaMUHOBBIE pelienTOpbl. JIeBOLeTHPU3UH OKa3bIBAET BIAMSHUE HA THCTAMUHO3aBUCUMYIO
CTaJUIO aJNIEPrUYECKUX PEeaKIlfii, a TAaK)Ke YMEHbIIAeT MUTPAIIIO 203UHO(UIIOB, YMEHbIIIAET
IIPOHUIIAEMOCTh COCY/I0B, OFPAHUUYNBAET BBICBOOOXKIEHUE MEANATOPOB BOCIIAJICHUSI.
JleBOLIETUPU3HH NPEAYNPEXKAAECT PA3BUTHE U 00JIEryaeT TeUEHHNE aJUIEPrUYeCKUX PeaKiuii,
00J1a1aeT MPOTUBOIKCCYIATUBHBIM, TPOTHBO3YAHBIM JACHCTBHUEM, TPAKTUYECKH HE OKA3bIBACT
AHTUXOJMHEPrUUYECKOr0 M aHTUCEPOTOHUHOBOI O J1eicTBUs. B TepaneBTHUECKUX 103aX
MIPAKTUYECKN HE OKA3BIBAET CENATUBHOTO 3P deKTa.

DapmaxkoKkunemuka

dapMaKOKHHETUYECKHUE TapaMETPHI JIEBOLIETUPU3NHA U3MEHSIOTCS JIMHEHHO.

Abcopbyus

[Tocne npuema BHYTph npenapat ObICTPO U MOJHOCTHIO BCACBIBAETCS U3 KEITYA0UHO -KUIIEYHOT O
TpakTa. [IpueM numm He BIMsET Ha NOJHOTY BCACBHIBAHUS, XOTSI CHUYKAET €€ CKOPOCTb.
MakcumanbHas koHieHTpamus (Cmax) B mazMe KpoBu gocturaercs yepe3 0,9 yaca u
cocranisieT 270 HI/MJ1, paBHOBECHAs KOHLIEHTPALIUs JOCTUTaeTcs uepes 2 CyTOK.
Pacnpeoenenue

JleBouetnpusun Ha 90 % cBs3bIBaeTCs ¢ Oenkamu miua3Mbl KpoBu. O0beM pacnpenenenus (Vd)
cocraBisieT 0,4 n/kr. buomoctynuocts gocturaet 100 %.

Memabonusm

B Hebonpmmx konmmyectBax (< 14 %) merabomusupyercst B opranuzme nyrem N-u O-
JCAKUIIMPOBAHUS (B OTJIMYUE OT IPYrUX aHTaroHucToB H1-rucraMuHoBBIX perenTopos,
KOTOpBIE€ METAa00IU3UPYIOTCS B [IEUEHH C TOMOIIBIO0 CUCTEMBI IIMTOXPOMOB) ¢ 00pa30BaHHEM
(bapMaKoIOrHuecKy HeaKTUBHOro MeTabonuTa. 13-3a He3HAUNTENHHOT0 METa00IN3Ma U
OTCYTCTBHSI META0OJIMYECKOT O ITOTEHIMAIa B3aUMOACHCTBHE JIEBOLIETUPU3UHA C IPYTUMU
JIEKapCTBEHHBIMHU IIpenapaTaMy MPECTABIIAETCS MaIOBEPOSITHBIM.

Buigeoenue

[Tepuon nonyseiBenenus (T1/2) y B3pocibix cocrasiusier 7,9 £ 1,9 yacos. Y gereit Miiaamiero
BO3pacTa NepUo/l MOTyBbIBEIEHUS KOpoue. Y B3pocibiX 001mmii kimpeHc cocraisieT 0,63
mi/MuH/Kr. Okouno 85,4 % mpuHATOHN 10361 TpenapaTta BHIBOJUTCS MOYKaMH B HEU3MEHEHHOM
BUJIE ITyTeM KJIyOOUKOBON (DMIBTpAlluU M KaHAIIBIEBOM cekperuu; okoio 12,9 % — uepe3
KHUILIEYHUK.

Omoenvuwvle cpynnvl nayueHmos

THayuenmsi ¢ noueunol HeOOCMAMOYHOCMbIO

VY manueHToB ¢ MOYEYHON HENOCTaTOUHOCThIO (knuperc kpeatunuHa (KK) < 40 mn/muH)
KIMPEHC IpenapaTa yMeHbIIaeTcs. Y MalueHTOB, HaXOSIIUXCS Ha TeMOINaTn3e, OOITHiA
kimpeHc cHmkaeTcs Ha 80 %. Menee 10 % npenapara yganseTcst B Xo[e CTaHAapTHOM 4 -
4acoBOW NMPOLEAYphl FEMOJUAIN3A.

Ilayuenmvi ¢ neuenouHou HeOOCMAMOYHOCIBIO
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dapMaKOKHHETHKA JEBOLETUPU3UHA Y MMALIUEHTOB C IEYEHOYHON HEJJOCTATOYHOCTHIO HE
u3ydangach. Y HallMeHTOB C XPOHUYECKUMU 3a00J1€BaHUAMHU M€4eHH (TeraToLeIIOISIPHbIH,
XO0JIEeCTaTUYEeCKUI U OMIIMapHBIN UPPO3), OJYyUaBIINX PALIEMUYECKOE COETMHEHNE [IETHPU3HHA
B f103¢ 10 nim 20 Mr ogHOKpaTHO, HAOJIIOJAIOCh YBEJIMUEHUE IIepruoa MoyBbIBeaeHus Ha 50 %
Y CHWJKEHHE KiMpeHca npenapata Ha 40 %, 10 CpaBHEHHIO CO 3I0POBBIMU JIIOJAbMU.

HHemu

JlaHHBIE 110 MCCIIEI0OBAaHUIO (PapMaKOKMHETUKH Tpenapatay 14 neteii B Bozpacte oT 6 10 11 ser
¢ Maccoil Tena ot 20 1o 40 Kr npu nepopajibHOM IpUEME OAHOKPATHO 5 MI JIEBOLETHPU3MHA
IoKa3ajiu, 4To nokazarenu Cmax u momans noj kpusoit (AUC) npumepHo B ABa pasa
IIPEBBIIAIOT AHAJIOTMYHBIE [10KA3aTEIN Y B3POCIBIX 3JOPOBBIX JIFOJEH NPU MEPEKPECTHOM
koHTpone. Cpennuii mokazarens Cmax coctaBui 450 HI/MJI, MaKCUMallbHAS KOHLICHTPALIUS
JIOCTUTajlach B CpeiHeM depe3 1,2 yaca, o0LMii KiMpeHc ¢ yueToM Macchl Tena Obu1 Ha 30 %
BBIIIIE, a IEPHOJ OJIyBbIBeAeHUs Ha 24 % Kopoue y J1eTeil, 4eM COOTBETCTBYIOLIUE [10Ka3aTEIN
y B3pocibix. CrennanbHble (apMaKOKMHETUUECKUE HCCIeIOBAaHus Y JeTel Miaaie 6 JeT He
MIPOBOAMIINCH. PeTpocnekTHBHBIN (JapMaKOKMHETUYECKUI aHaIu3 NpoBeAeH y 323 manueHToB
(181 pebenok B Bo3pacre ot 1 g0 5 ner, 18 gereit B Bozpacte ot 6 10 11 siet u 124 B3pocibix B
BO3pacte oT 18 110 55 ner), momy4aBmux OIHY UM HECKOJBKO J03 JICBOLIETHpU3HHA OT 1,25 mMr
70 30 mr. J/IaHHbBIE, IOJIYYEHHBIE B X0J1€ aHAJIM3a, [T0OKA3aJIM, 4YTO IIpUeM npenapara B n1o3e 1,25
MT y JieTeil B Bo3pacTe oT 6 MecsleB A0 5 JIeT IPUBOIUT K KOHIIEHTPALlMH B IIa3Me,
COOTBETCTBYIOLIEH TAKOBOM y B3pOCIBIX IIPU MIPUEME 5 MI' IIpenapaTa OJMH pa3 B CYyTKH.
Loorcunvie nayuenmol

JlaHHbIE IO (hapMaKOKMHETUKE Y TIOXKUJIBIX MAIUEHTOB OorpaHuyeHsl. [Ipu moBTOpHOM Npreme
30 Mr JIeBOLIETUPU3MHA OAMH pa3 B CYTKH B T€UeHHE 6 AHEH Y 9 MOXKUIBIX NALIUEHTOB (BO3pacT
oT 65 10 74 net) oOumii KIMMpeHe ObUT TPUOIM3NTENBHO Ha 33 % HIDKE, 9YeM TaKOBOW y
B3pOCJIBIX O0JI€€ MOJIOOT0 Bo3pacTa. bpllo nmokasaHo, 4To pacnpeelieHue palemara
LETUPHU3MHA OOJIbIIE 3aBUCUT OT (PYHKIIUH ITOYEK, YEM OT BO3pacTa. DTO YTBEP)KICHHE TaKXKe
MOJKET OBITh IPUMEHUMO U K JIEBOLETUPU3HHY, TaK Kak 00a IpenapaTa u JIEBOUETUPU3HH, U
LETUPU3HH BBIBOAATCS IPEUMYIIIECTBEHHO ¢ MOUOil. [I03TOMY, y MOXKHIIBIX NALIMEHTOB /1032
JIEBOLIETU PU3MHA JI0JKHA ObITh CKOPPEKTUPOBAaHA B 3aBUCUMOCTH OT (DYHKIIMH ITOYEK.

IToka3zaHusi K MPUMEHEHU IO

eJleyeHre CUMIITOMOB AJNIEPITHUECKUX PUHUTOB (BKJIFOUAS, KPYTJIOT OAN YHBIN
(mepcucTUpyrONIHii) U CE30HHBIN (MHTEPMHUTTHPYIOIINN) aJNIEPTUUECKUE PUHUTHI) U
aJJIePrUUeCKOr0 KOHbIOHKTUBUTA, TAKUX KaK 3y, YNXaHUE, 3aJI0)KEHHOCTh HOCA, pUHOPES,
CJIE30T€UCHUE, TUIIEPEMHUSI KOHbIOHKTHBHBI,

*TIOJUTMHO3 (CEHHAs JIMXOPaIKa);

*KpaNMBHUIIA;

*Ipyru€ ajjIepruyeckue JepMaTo3bl, COMPOBOKAAIOUINECS 3YO0M U BHICHIITAHUSIMH.

IIpoTruBonOKa3ZaHus
[ UepuyBCTBUTENBHOCTh K AKTUBHOMY BEILIECTBY, LIETUPU3UHY, THAPOKCU3UHY, JIFOOOMY
MIPOU3BOJHOMY MMHTIEPA3UHA WU K JTF0OOMY JPYTrOMY BCIIOMOTaTEIbHOMY BEIIIECTBY IMpermapaTa;
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*nie(ULUT JTaKTa3bl, HEMEPEHOCUMOCTb JIAKTO3bI, CHHAPOM TI'JIFOK030-TaJaKTO3HOM
MababcopoIuu;

*TepMHUHAJIbHAS cTanus modyeunoi HepocrarouHoctd (KK < 10 mn/mMun);
*JICTCKHI1 BO3pacT 110 6 JIeT.

C 0CTOpPOKHOCTHIO

[Tpu XpoHUYECKOH MOYEUHOW HETOCTATOYHOCTH (HE00X0IuMa KOPPEKIUS peKUMa
JTIO3UPOBAHMS).

VY manueHToB MOXHUIJIOro Bo3pacTa (MpU BO3PAaCTHOM CHHKEHHH KJIyOOUYKOBOW (DMIbTpAIUN).
VY NanueHToB ¢ MOBPEKICHUEM CIIMHHOI'O MO3ra, FMIepIlIa3ueil mpeacTaTeabHON xKee3bl, a
TaKKe MPU HAMYUHU IPYTHX MPEIpacloiaralonux GakTopoB K 3a1epKKe MOYH, OCKOJIbKY
JIEBOLIETUPU3UH MOXKET YBEINYMBATD PUCK 33JIeP)KKH MOYH.

[Ipu onHOBpEMEHHOM YNOTPEOJIEHUH C AJIKOTOJIEM (cMompu pazoen « Bzaumoodelicmeue ¢
Opy2uMU 1eKapCmMEeHHbIMU CPEOCMBAMUY).

BepemeHHOCTD 1 TIEpHO TPYAHOTO BCKAPMIIMBAHUSI.

OCTOpPOXKHOCTH CIENYET COOIOATh Y MAIUEHTOB C AIHJICIICUEH U TTOBBIIICHHON
CY/IOPO’KHOM TOTOBHOCTBIO, TTIOCKOJIBKY JIEBOLIETH PU3HH MOXKET BBI3BATh 00OCTpEHUE
MIPUCTYIIOB.

IIpumeHeHne Npu GepeMEeHHOCTH U B EPHO/ TPYIHOT0 BCKAPMJIMBAHU S

bepemennocmo

JlaHHBIE TI0 TIPUMEHEHHIO JICBOLIETUPU3HHA BO BpeMsi OEPEMEHHOCTH MTPAKTUIECKH OTCYTCTBYIOT
nim orpannydeHsl (MeHee 300 ucxonoB 6epemenHocteil). OqHaKO, IPUMEHEHHE HEeTUPU3HHA,
paremara JIeBolleTHpU3HHA, Tpu OepemerHocTH (6onee 1000 ncxomoB GepeMEeHHOCTEl) He
COIPOBOXIAJIOCH TOPOKAMH Pa3BUTHS U BHYTPHYTPOOHBIM M HEOHATAIBHBIM TOKCHYECKUM
BO3/ICHiCTBHEM. B Hcciie1oBaHUAX Ha )KUBOTHBIX HE BBISBICHO MPSIMOT'0 UJIA KOCBEHHOTO
HeOJIaronpusSTHOrO BIMSHUS Ha TeYeHHE OEPEMEHHOCTH, IMOPHUOHATIBHOE U (heTabHOe
pa3BUTHE, POJBI U TOCTHATAIBHOE PA3BUTHE.

[Tpu GepeMeHHOCTH HA3HAYCHUE JIEBOIIETHPU3NHA MOXKET OBITH PACCMOTPEHO B CITyJae
HEOOXOAUMOCTH.

Ilepuoo epyonoco éckapmaueanus

LletnpusuH, panemar JeBOIETHPH3HHA, SKCKPETHPYETCS C TPy IHBIM MoJoKoM. [ToaTomy Takxke
BEPOSITHO U BBIJIEIICHUE JICBOLECTHPH3NHA C TPYAHBIM MOJIOKOM. Y JeTel, HaXOASIIUXCS Ha
I'PyIHOM BCKapMJIMBAHUU, BO3MOXKHO TIOSIBJICHU € TTOOOYHBIX PEAKIIHI Ha JICBOLICTUPU3HH.
[TosTOMy HE0OXOIUMO COOIIOIATh OCTOPOXKHOCTD ITPU Ha3HAYSHHH JICBOLICTUPH3HHA B TICPHOJ
I'PyJIHOTO BCKaPMJIMBAHHS.

DepmunbHocms

KnuHn4eckue qanHbIe TIO JIGBOLIETUPU3HHY OTCYTCTBYIOT.

[lepen mpuMeHeHHEM TTpenapaTa, eciii Ber OepeMeHHBI, HITH Tpearoaraere, 4To Bl Moriu 06
OBITh O€PEMEHHOM, NI TIAHKPyeTe OEPEMEHHOCTh, HE00XOUMO MTPOKOHCYIETHPOBATHCS C
BpayvoOM.

Cnoco0 npuMeHeHHs U 103bl
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B3pocnbie u et crapiie 6 yiet: cyTodHas go03a coctaBiseT S mr (1 TabieTka) OMHOKpPATHO.
BuyTpb, npornaTeiBas 1eIMKOM, BO BPEMS €1bl UM HATOIIAK, 3aIMBast HEO OJIbIITNM
KOJINYECTBOM BOJIBI.

IIpooondcumenvrocms npuema npenapama:

[Ipu neyeHuu ce30HHOTO (MHTEPMUTTHUPYIOIIETr0) aJIEPru4ecKoro puHuTa (HaJIm4iue CMiMITOMOB
MeHee 4 THel B He/lelo WK UX 0011ast MpoJo/HKUTEbHOCTh MeHee 4-X HeJleNb)
MPOJOJDKUTEIHHOCTH JIEYEHUS 3aBUCUT OT JUIUTEIIbHOCTH CUMIITOMATUKH; JICUCHIE MOXKET OBIThH
MPEeKpaIeHo IPH HCUE3HOBEHUU CUMIITOMOB M BO30OHOBIIEHO MPHU MOSBIEHUH CUMIITOMOB.
IIpu neyeHun KpyrioroguuHOro (IepcucTUPYIOLIEro) ajIepruuecKoro puUHUTa (HaJIn4aue
CUMIITOMOB 0OoJiee 4-X THEW B HEJIEJIO U UX 00IIas MPOAOJDKUTEIHLHOCTD 0osiee 4-X HEe/Ielb)
JIEYEHUE MOXKET MPOJ0JDKATHCS B TEUEHUE BCETO NTEPHOA BO31EHCTBUS aJlIEpPreHOB.

Nwmeercst KITMHUYECKHUH ONBIT HEMPEPHIBHOTO MPUMEHEHUS JIEBOLIETUPU3MHA B JIGKAPCTBEHHO U
(hopmMe TabIETKU, MOKPHITHIE TNIEHOYHOW 000JIOUKON, 5 MI' Y B3POCJIBIX IMAI[ICHTOB
JUIATEIIBHOCTBIO 10 6 MECALIEB.

Ocoovie cpynnvl nayueHmos

Tayuenmsr nodxxcunozo 6o3pacma

OCHOBHBIM ITyTE€M BBIBEJICHUS JICBOIETUPU3UHA U3 OPTaHU3Ma SIBIISICTCS BHIBEICHUE MTOYKAMU,
[I03TOMY IPU IPUMEHEHUH TIpenapaTa y nayueHmos noicuio2o 603pacma u ¢ NO4e4Hol
HedoCmamo4HoCmybio 103a A0KHA KOPPEKTUPOBATHCS B 3aBUCUMOCTH OT CTEIIEHU I10YEUHOM
HEIOCTaTOYHOCTH, OCHOBBIBasACh Ha onieHke KK, mi/MuH (cM. myHKT [layuenmul ¢ noyeuHou
HedOCmamo4HoOCmbio).

THayuenmsi ¢ noueunol HeAOCMAMOUYHOCMBIO

[MarmenTam c nerkum HapymeHueM QyHkiun modek (KK 50—79 mu/MuH) KOppeKIuu 10361 He
TpedyeTcs.

VY manueHToB ¢ ymMmepeHHoi noueyHoi HepoctaTouHOCThIO (KK 0T 30 1m0 49 mur/muH)
peKoMeHyeMast 103a 5 MI 4epes3 JeHb.

VY nauueHToB ¢ Tsxenoi noyeunoit HenocrarouHocThio (KK Menee 30 mu/MuH) pekomennyemas
no3a 5 mr 1 pa3 B 3 nHs.

Iayuenmsi ¢ neuenounoii HeOOCMamMo4HOCMbIO

[Tanmentam ¢ HapyIIEHUEM TOJIBKO QYHKIUU MTEYEHU KOPPEKIIMU PEXUMA JO3UPOBAHUS HE
TpedyeTcs.

THayuenmsi ¢ noueuHol U neyeHOYHOU HedOCMAMOYHOCIbIO

[TanmeHTaM ¢ MOYEUHOM M MEUEHOYHON HETOCTATOYHOCTHIO JO3UPOBAHKE OCYLIECTBIISETCS IO
BBILICTIPUBEICHHON cXeMe (CM. yHKT [layuenmol ¢ neueHOYHOU HeOOCMamoyHOCmbio).

Ecnu Bvl npunumaeme unu HedagHo NpUHUMAIU Opy2ue npenapamsl, cooowume 0o 3mom
Jevawjemy epauy.

Ecnu Bovt 3a0b11u npunsame npenapam, He npuHumaiime 080UHYI0 003y 05l KOMIEHCAYUU
NPONYWEHHOLL, npumume ciedyougyio 003y 8 00bIUHOE 8PEMs.

Ecnu nocne nevenus ynyuwienus He Hacmynaem uiu CUMRMOMbL YCy2yONsaiomces, uiu
NOAGIAIOMCS HOBbIE CUMNMOMbL, HEOOX0OUMO NPOKOHCYIbMUPOBAMBCS C 8D AUOM.
IIpumenaiime npenapam moabko CO2NACHO MeM NOKA3AHUAM, MOMY CHOCOOY NPUMEHEHUS U 8
mex 003ax, KOmopule yKa3aHvl 8 UHCMPYKYUU.
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ITo6ouHoOe nelicTeue

/Jlannvle no d6ezonacnocmu, noayuennvle NPU U3y4eHUU YemupuuHa

Habmronamics cnegyronme HexenateapHble peaknuu (HP):

Peoko (= 1/10000, no < 1/1000):

BceTpewanuch nerkue v BpeMeHHbIe HexenatenbHbie peakiuu (HP), Takue kak yTomiasieMmocTsb,
HapyIIeHu e KOHIIEHTPAIlUU, COHJIMBOCTh, TOJIOBHAs 00JIb, TOJIOBOKPY)KEHHUE, BO30YKICHUE,
CYXOCTb BO PTY M JKETyJI0YHO-KHIIIEUYHbIE PacCTpoiicTBa (3amnop). B HeKoTophIX ciyyasx
HaOJII0JaIUCh PEaKIMK TUIIEPUYBCTBUTEIBHOCTA U @HTHOHEBPOTUYECKUM OTEK.

Taksxe coo011a10ch 00 OTAEIBHBIX CIy4asiX Cy0pOr, PEaKIUy CBETOUYBCTBUTEIBHOCTH,
MOpaKEHU MeUeHH, aHA(DUIAKTUYECKOrO0 110K, HapyILIeHUs KPOBOOOpaIIeHUs, TIIyXOTHI,
IIJIOXOTO CAaMOYYBCTBHS, 3y/1a, BACKYJIUTA, 3pUTEIbHBIX HAPYIIEHUN U KOIIMAPHBIX CHOBUICHUH.
Jlannvle KMuHUYECKUX UCCIE006AH UL

Kinmnnueckue uccnenoBanus mokasaiu, 4to y 14,7 % manueHaToB, NpUHUMABIINAX
JIEBOLETUPU3HH B 103€ 5 Mr, Habmoganuck HP B cpaBrenuu ¢ 11,3 % y manueHToB rpynimsl
miane6o. 95 % HP Obun nerkuMu uiaM yMepeHHO BbIPa’KEHHBIMU.

B ximHMuYecKkuX MccneqoBaHUAX 4acTOTa MPEKPAICHHs TEPANIiy BCIIEACTBUE PAa3BUTHS
moOouHbIX peakiuid cocraBuia 0,7 % (4/538) y mauueHToB, paHI0MU3HPOBAHHBIX JJIS
MOJIy4eHHsI JieBoneTupusnna B 103e 5 mr u 0,8 % (3/382) myis manmeHTOB, paHIOMU3UPOBAHHBIX
B Ipymily mianeoo.

Crnenyroue HP Ol BBISIBIICHBI Y TAaIMEHTOB (N = 538) y4acTBOBABIINX B KIMHUYECKOM
HCCJIEI0OBAaHUM U MTPUMEHSBIINX JIEBOLIETUPU3UH B PEKOMEHI0BAaHHBIX /103aX (5 MI' OIMH pa3 B

CYTKH):

Yacmo (=1/100, no <1/10):
Jlesouerupusu |Ilnaunedo

HP HS5Mr (n= (n=382),
538), % %

Connusocmo 15,6 1,3

Cyxocmb 60 26 13

pmy

Tonosnas 2.4 2.9

060716

Ymomnaemoc 15 0.5

mob

Acmenus 1,1 1,3

XO0Tsl yacTOTa CJIy4yaeB COHJIMBOCTU B I'PYIIIE JIEBOLIETHPU3KHA ObliIa BBIIIE, YEM TaKOBas B
rpymne mianebo, B 60abIMIMHCTBE cinydaeB 370 HP 6110 nerkoit niam ymepeHHoi cTeneHu
TSKECTH.

Heyacmo (21/1000, no <1/100):

bosnu B xxuBOTE.

Iocmpezucmpayuonnstii nepuoo
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‘ AKIIMOHEPHOE OBLIECTBO
— [IPOU3BOJICTBEHHAS ®APMAIIEBTUYECKAS
RENEWAL KOMITAHMSI OBHOBJIEHUE

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

Hapywenus co cmoponvl ummyHHOU cucmembl:

PEaKIMK TUIIEPY YBCTBUTEILHOCTH, BKIIIOYAsT aHA(DHUITAKCHIO

Hapywenusa memabonuzma u numanus:

TTOBBIIIICHHUE ATITIETHTA

Icuxuueckue napywenus:

TpeBora, arpeccus, Bo30yxaeHne, 0eCCOHHHIIA, TAJLTFOIIMHALINY, IETPECCUsl, CYUIIHIATbHBIC
UJeH, KOIIIMapHbIe CHOBUICHUS

Hapywenus co cmoponul HepeHotl cucmembi:

cyaoporu, TpoM003 CHHYCOB TBEP0ii MO3rOBOM 000JIOYKH, TTapeCTe3Hsl, TOJIOBOKPYKEHHE,
BEPTHUTO, 0OMOPOK, TPEMOD, TN CTEeB3Us

Hapywenus co cmoponul opeana 3penus:

HapyIIeHU e 3PEHHS, HEYETKOCTh 3pUTEIIEHOTO BOCIIPUSITHS, BOCHIAIUTEIHLHBIC TTPOSBICHIS,
HEMPOU3BOJIbHBIC ABUKEHUS TJIA3HBIX SI0JOK (HUCTArM)

Hapywenus co cmoponul cepoya:

CTCHOKapIUsI, TAXUKAPIHS, ONIyIICHUE CepaeOneHus

Hapywenus co cmoponul cocyoos:

TPOMO 03 SIPEMHOI BEHBI

Hapywenus co cmoponul OvixamenvbHOU cucmemyl, Op2aHo8 2pyOHOU KIemKU U CPeOOCmMeHUs.:
YCHJICHUE CUMITTOMOB PUHUTA, OJIBITIKA

JKenyoouno-kuuieunvie HapyueHus:

TOIITHOTA, PBOT

Hapywenus co cmoponuvl neuenu u Hcenuedblgoosuux nymeti.

rernaTuT

Hapywenus co cmoponbvl Kodcu 1 nOOKOIHCHBIX MKAHEU.:

AHTHOHEBPOTHYECKUH OTEK, SK3aHTEMa, THIIOTPUX03, KOXKHBIN 3y, KOXKHASI CHIIb, TPEIIUHEI,
KpanmuBHUIA, (POTOCEH CHOMIN3AIINS/ TOKCHIHOCTh, CTOMKas JIeKapCTBEHHAsS dpUTEMA
Hapywenus co cmoponvl mbluieunot, ckeiemuou u COeOUHUMenNbHOU MKAHU:

00JIb B MBIIIIIAX, aPTPAITHUS

Hapywenus co cmoponvl nouex u mMouesvbi8o0auux nymei.

TU3ypHs, 3aJIepIKKA MOIU

Obwue HapyweHus u peaxkyuu 6 mecme 66e0eHuUs:

HEdPPEKTUBHOCTH MPOAYKTA U €ro B3aUMOJIEHCTBHUSA, CYXOCTh CIM3UCTHIX 000I0YEK, OTEK
Jlabopamopuvie u uHcmpymeHmanvHsie OaHHbvle.

yBEJIMYCHHE MACCHI TeTa, U3MEHEHUEe (DYHKIIMOHAJIBHBIX P00 MeUeHH, epeKpecTHAS
PEaKTHBHOCTD

Onucanue omoenvnvix HP

Y HeOOoJIBIIOr 0 KOJIMYECTBA NAI[MeHTOB HAOII01aICs 3y MOCe TPEKpalleH s TPUMEHEHHUS
JIeBOLIETUPU3UHA.

Ecmu y Bac otmeuatorcest mo6ounbie 3dexTsl, ykazaHHbIC B MHCTPYKIIUH UJIA OHU
ycyryousitoTes, in Bel 3aMmetnium mro0bie npyrue mooodHbie 3¢ (HeKThl, He yKa3aHHEIC B
UHCTPYKLUHU, COOOIIUTE 00 ITOM Bpayy.
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AKIIMOHEPHOE OBLIECTBO
— [IPOU3BOJICTBEHHAS ®APMAIIEBTUYECKAS
RENEWAL KOMITAHMSI OBHOBJIEHUE

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

Ilepeno3upoBka

Cumnmomspi: COHIMBOCTD (Y B3POCIIBIX), BHAYaJIe MOTYT MOSIBUTHCS BO30YK/ICHUE H
OECIOKONCTBO, 3aTEM CMEHSIONINECs COHIUBOCTHIO (y AeTeH).

Jleuenue: HEOOXOAUMO TIPOMBITh KEITYIOK WIH MPHHITH AKTHBUPOBAHHBIN yrOJIb, €CIIU TIOCTIE
preMa Tperapara Mpomrio MaJio BpeMeHU. PekoMeH TyeTcsl TPOBEIeHUE CHMIITOMATHYECKON U
HO)]}ICp)KI/IBaIOHIeﬁ TCpaInu. CHCHI/I(I)I/ILICCKOFO AHTHUA0TAa HET. FCMO}II/IaHI/IS HEC 3(1)(1)6KTI/IBCH.

B3aumoaeiicTBue ¢ APYrUMH JIEKAPCTBEHHBIMHU CPeACTBAMH

W3ydenue B3auMoelicTBUS JIEBOLIETUPU3UHA C IPYTUMHU JIEKAPCTBEHHBIMHU IperapaTaMy He
npoBoAMIOCk. [1pu M3ydeHnn JiekapCTBEHHOT0 B3aUMO/IEH CTBUS palieMarta LeTUPU3HUHA C
AHTUNHMPUHOM, a3UTPOMUIIMHOM, LIUMETUMHOM, AUA3€NaMOM, SpUTPOMULIMHOM, TJIUITU3UIIOM,
KETOKOHA30JI0M U MCeBA03()EAPUHOM KIMHUYECKH 3HAUMMBbIX HEXeJaTeIbHBIX B3aUM O CTBUI
HE BBISIBJIEHO.

[Ipu onHOBpeMEHHOM NpuUMeHeHUH ¢ TeoPpuimmHoM (400 Mr/cyT) 001U KIMpEHC [eTUPU3HHA
cHMKaeTcs Ha 16 % (kuHeTuka TeopUUIMHA HE MEHSIeTCs).

B uccrnenoBanuu npu ogHOBpeMeHHOM nprueMe puTonaBupa (600 Mr 2 pa3a B JIeHb) U
uerupusuHa (10 Mr B IeHb) MOKa3aHO, YTO dKCIO3UIIMS IETUPU3UHA yBenndurBanack Ha 40 %, a
AKCITO3UIUS PUTOHABUPA HE3HAYUTEIbHO M3MeHMIach (-11 %).

VY 4yBCTBUTEJIbHBIX MAIlMEHTOB OJJHOBPEMEHHBIH MTPHUEM JIEBOLIETUPU3NHA U aJIKOT OISl UJTH
JIEKapCTBEHHBIX IIPErapaToB, OKa3bIBAIOIIMX MOJIABIISIOLIEE BIUSHUE Ha LIEHTPAJIbHYIO HEPBHYIO
cuctemy (LJHC), MoxeT BbI3BaTh 3aTOPMOKEHHOCTh M YXY/IIIEHHE Pa0OTOCITOCOOHOCTH.

Ecnu Bol npumenseme sviuienepeducientole uiu opyaue ieKapcmeeHnble npenapamaul (6 mom
yucne bespeyenmypHule) nepeo npumeneHuem npenapama Keucun mabc npokoHcyrbmupyimecs
C 8pavom.

Oco0ble ykazanus

WuTepBanbl Mexay 103aMU JOJDKHBI ObITh MO100paHbl MHANBUIYATbHO B 3aBUCUMOCTH OT
MIOYEYHON (PYHKIMH.

Pexomennyercst co0J1r01aTh OCTOPOKHOCTD PU OJJHOBPEMEHHOM YIOTPEOJIEHUH C aJIKOI'0JIEM.
[Ipu HanMuuyM y nanueHToB Ipeapacioarammx GakTopoB K 3aJ1epKKe MOYH (HalpuMep,
MOBPEX/IEHUE CIIMHHOIO MO3I'a, THIIEPIUIA3HsI IPEACTAaTEIbHOM JKeNe3bl) ClelyeT COOI0AaTh
OCTOPOKHOCTb, TOCKOJIbKY JIEBOLETHPU3UH MOXKET YBEJINYUBATH PUCK 33JI€PKKHU MOUH.
OCTOpPOXKHOCTB CIEAYET COOJII0IaTh Y MAIMEHTOB C AMIJICTICHEN U TTOBBIIIICHHOW CY0POKHOM
TFOTOBHOCTBIO, IIOCKOJIbKY JIEBOLIETHPU3HUH MOXET BbI3BaTh 00OCTPEHNUE IPUCTYIIOB.

Peaknusi Ha KOJKHBIE aJuIeprUyecKue MpooObl MOJaBISIeTCSl aHTUTMCTAMUHHBIMU IpernapaTamMu, u
nepe] MpoBeIeHUEM TECTUPOBAHUS HEOOXO0IMMO BO3/AEpkKAThCs OT IIpUeMa Ipenapara B
Te4eHue 3 qHel.

Bo3MoxxHO nosiBiIeHHE 3y/1a MOCe MPeKpalleHus IprueMa JeBOLeTUPU3HHA, JaXKe eCln
MOJI00OHBIX CUMIITOMOB HE ObLIIO B Hayase jedeHusi. CUMIOTOMBI MOTYT IPONTH
CaMOCTOSITENIbHO. B HEKOTOPBIX CiTyyasiXx CUMIITOMBI MOT'YT OBITh CHJIBHO BBIPaXXEHHBIMU, H 3TO
MOXeT OoTpeOoBaTh BO30OHOBIEHUS JieueHus. [1ocie BO30OHOBIEHUS JIEUECHUS 3TH CUMITOMBI
JOJKHBI IIPOUTH.

Hemu
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AKIIMOHEPHOE OBLIECTBO
— [IPOU3BOJICTBEHHAS ®APMAIIEBTUYECKAS
RENEWAL KOMITAHMSI OBHOBJIEHUE

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

JleBoueTUpU3HH B TabJI€TKaX, MOKPBITHIX IUIEHOYHOI 000JI0YKOM, MPOTUBOIIOKA3aH y JeTel 10 6
JIeT, IOCKOJIbKY JaHHas JIEKapCTBEHHAs (popMa He MO3BOJISIET UCIOJIb30BaTh MOAXOASILYIO
JIO3UPOBKY ISl 3TOM BO3pacTHOU Ipynibl. PekoMeH1yeTcst ncnoib30BaTh NeANaTPHUECKYIO
JIeKapCTBEHHYIO (hopMy (Karuiy I IpreMa BHYTPb).

BiausiHue Ha CIOCOOHOCTH YUupaBJadATh TPAHCIIOPTHBIMU CPEACTBAMH, MEXaHU3IMaMH
HGBOHCTI/IPI/ISI/IH MOKCET IMPHUBCCTHU K MOBBIILICHHOM COHJIMBOCTH, CJICAOBATCIILHO, IIPCIIapaTt
KBucuia Tabc MOXKET OKa3bIBATh BJIMSHUE HA CIIOCOOHOCTh YIpPaBJIATH aBTOMOOMJIEM UJIN
pa6OTaTB ¢ TeXHUKOU. B Mepruoa JCYCHUs H606X0)II/IMO BO3ACPKUBATHCA OT 3aHATUH
IIOTCHIIMAJIbBHO OIIaCHBIMHU BHJaMH JCATCIBbHOCTH, TpC6YIOH_II/IMI/I MOBBIIIEHHOU KOHICHTpalun
BHUMAHUA U 6BICTpOTBI MMCUXOMOTOPHBIX peaKuHﬁ.

®opma BbIIyCKA

TabneTku, MOKPHITHIC TIJICHOYHOH 000JI0UKOM, 5 MT.

ITo 10 TabyieTOK B KOHTYPHYIO SUEHKOBYIO YIIAKOBKY U3 IJIEHKH [TOJIMBUHUIIXJIOPUIHON U
(oI aTIOMUHUEBON MTEYaTHOM JIAKHPOBAHHOM.

1, 2, 3 KOHTypHBIE A4YeiiKOBbIe yaKoBKU 110 10 TabieTOK ¢ MHCTPYKLHUEN IO TPUMEHEHUIO
[IOMEIIAIOT B MauKy U3 KapToHa JUJIS HOTPEOUTEIbCKON Taphl.

YciaoBusi XpaHeHU
B opurnnansHoO# yrakoBke (KOHTYpHasl STYEHKOBask yIIaKOBKA B TTAYKe) P TEMITEpaType HE
Baeime 30 °C.

XpaHUTh B HEAOCTYITHOM JIJIS IETEN MecTe.

Cpoxk rogHocTu
4 rona.
He nmpuMeHsTh 110 UCTEYEHUHU CPOKA TOAHOCTH.

YcioBus oTnycka
Otmyckarot 6e3 pelernTa.

BaageJsien perucTpalifuOHHOTO YI0CTOBEPEHUS

AxuuonepHoe o61mectBo «IIpousBoacTBenHas GpapmareBTuueckas komnanusgs OOHOBICHHEY,
Poccus.

IOpunnueckuii anpec: 633621, HoBocubupckas 06.1., Cy3yHckuii paiion, pi. Cy3yH, yiI.
Komuccapa 3sThK0Ba, 1. 18.

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

Hutepuer: www.renewal.ru

IIpousBoaurens/Opranusanus, NPUMHAMAIOLIAs NPETEH3MH OT NOTpeduTe eH
Ilpoussooumens

AxuumonepHoe o61mectBo «IIpousBoacTBeHHas dapmarieBTudeckas kommanust OOHOBIEHUEY,
Poccus.

Aopec mecma npoussoocmea

HoBocubupckas 0011., r. HoBocubupck, yi. Cranunonsas, a. 80.
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AKIIMOHEPHOE OBLIECTBO

- [IPOU3BOJICTBEHHAS ®APMAIIEBTUYECKAS
RENEWAL KOMITAHMSI OBHOBJIEHUE
Ten./pakc: 8 (800) 200-09-95

Opeanuzayus, npuHuMaOwas npemensuu om nompeoumere

AxunonepHoe o6miectBo «I[IponsBoacTBenHas GpapmaneBTHdeckas Kommnanus OOHOBICHUEY,
Poccus.

630096, r. HoBocubupck, yin. Ctanmnuonsas, 1. 80,

e-mail: pretenzii@pfk-obnovlenie.ru
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