MHCTPYKUUA
MO MEOMUMHCKOMY MPUMEHEHMIO
JIEKAPCTBEHHOTO MPEMAPATA

KBANCHUI pponc

PerucrpauuoHHbiii Homep: J1M-N2(002554)-(Pr-RU)

Toprosoe HauMeHoBaHue: KBucun gpornc

HenareH NeBOLETUPU3NH

KAYyHAf
JexkapcTeeHHas ¢popMa: Kannv Ans npuemMa BHyTPb

Cocras

1 Mn npenapara CoaepXMT:

[JeiicTByiolee BeleCTBO: NEBOLETUPU3MHA AWUMMAPOXIOPUA -~
5,0000 wmr;

BCMOMOraTesIbHble BELLeCTBA: MPOMUAGHIIKOb, FMLEpon (FmnuepuH),
HaTPUs CaxapuHaT, HaTpWs aleTar, YKCyCHasi KWC/oTa, MeTunnapari-
npokcubeHsoar (MeTunnapaber), mponunnaparmapokcnéersoar (mpo-
nunnapa6et), Boaa OULLEHHas

Onucanue
I'Ipospak-lHaH Wnnu cnerka onanecuupytouias GECUEETHBR WUnu cnerka
OKpaLLEHHas KMAKOCTb C 3aMaxoM yKCYCHOW KUC/IOTbI.

OapmaKOTepaneamuecnau rpynna: aHTUrnucTaMuHHble CcpeacTea
CMCTEMHOrO AeNCTBUS; MPON3BOAHbIE NUNepasunHa.

Kop ATX: RO6AEOS

®dapmakonoruyeckue CBOACTBa

DapmakoauHaMmKa

JleBOLETMPM3UH — aKTUBHOE BelecTBo npenapara Keucun gpornc —
370 R-3HaHT1OMEP LETUPM3MHA, MOLLIHbIA 1 CENEKTUBHbIA aHTaroHUCT
rucTammHa, 610KMPYHOLLNIA Hi-rMcTaMmnHoBbIE PeLenTopsl.
JleBOLETMPU3NH  OKasblBaeT B/IMSHME Ha MCTaMMHO3aBUCUMYIO
CTaAMio annepruyecknx PeakLui, a Takke yMeHbLIAeT MUrpauuio
303UHOGMNOB, YMEHbLIAET NPOHMLIAEMOCTb COCY/0B, OrpaHMynBaeT
BbICBOGOX/AEHWE MEANATOPOB BOCMAIEHMS.

JleBOLETMPUINH MpeaynpexaaeT passuThe U obneryaeTt TeuyeHue
anNepruyeckmx peakuu, o6a1afaeT NpoTUBOIKCCYAATUBHbIM, MPO-
TUBO3Y/AHBIM AEMCTBMEM, MPAKTUYECKM HE OKa3blBaeT aHTUXONMHEP-
MMYECKOro M aHTUCEPOTOHMHOBOrO [AeNcTBUs. B TepanesTUuecKmx
[103ax NPaKTUYECKN He OKasblBaeT celaTUBHOro addekTa.
DapMaKoKMHeTHKA

DapMakoKMHeTMUeCKMe NapaMeTpbl SIeBOLETMPU3NHA U3MEHSAIOTCS
NIMHEAHO U MPaKTUYECKM He OTINYAIOTCH OT hapMaKOKMHETUKM
LueTUpm3snHa.

A6copbumns

Mocne nprema BHyTPb Mpenapart 6bICTPO U NOMHOCTLIO a6CoPEMPY-
eTCs U3 XKeNYAOUHOKMLLIEUHOrO TpakTa. preM NuLLM He BIWSET Ha
MOJHOTY a6CoP6LMM, XOTS CKOPOCTb €€ yMeHbLIaeTcs. Y B3poC/bix
noc/ie OIHOKPATHOro MpueMa npenapara B TepaneBTUUecKon [o3e
(5 mr) MakcmanbHas KoHueHTpauus (Cmax) B Nnasme KposK [OCTU-
raetcst uepes 0,9 uaca u coctaensiet 270 Hr/ms, Noce NoBTOPHOrO
npvemMa B gose 5 Mr - 308 Hr/m/. PaBHOBecHasi KOHLUEHTpauus
[IOCTUraeTcs Yepes 2 CyToK.

Pacnpesenexve

JNesouetmpuanH Ha 90 % cBs3bIBAETCA C 6e/kaMu MasMbl KPOBU.
O6beM pacnpegenenus (Vo) coctasnset 0,4 n/kr. BuogoctynHocTs
nocturaet 100 %.

Meta6onmnzm

B He6onbLunx konndecTsax (< 14 %) meTabonusnpyeTtcs B opraHinsme
nyTem N- 1 O-feankunmposaHus (B oTMumMe OT APYriX aHTaroHu-
CTOB Hi-rMCTaMUHOBLIX PELIENTOPOB, KOTOPbIE METabo/M3MPYIOTCS
B MEYEHNM C MOMOLLBIO CUCTEMbI LIMTOXPOMOB) C O6pasoBaHMeM
$apMaKoNorMieckn HeakTMBHOro Metabonura. M3-3a HesHauuTeNlb-
HOro MeTabonn3Ma U OTCYTCTBMS MeTabosMYeckoro noteHumana
B3aMMO/JENCTBME /IEBOLETUPMU3NHA C APYrUMU NIEKAPCTBEHHbLIMM
npenapaTamv NpeACTaB/ISeTCH Ma/IOBEPOSTHBIM.

BbiBegeHne

Y B3poc/ibIX Nepuop NonyBbiBeAeHUs! (Tvz) coctaensetr 79 + 19
UacoB; y ManeHbKux AeTer Tyz yKOpOuYeH. Y B3pOC/bIX OB
knupeHc coctasnser 0,63 mMn/mMuH/kr. Okono 854 % npUHATOM
[103bl Mpenapara BbIBOAMTCS MOYKAMM B HEM3MEHEHHOM BUE NyTeM
KNY60UKOBOM GUIBTPALMM U KaHa/IbLIEBON CEKpeLmm; okono 12,9 % -
UepPe3 KULLIEUHNK.

Oy rpynne! TOB

MaymeHTbI C MOYeYHON HeAOCTATOYHOCTHIO

Y MauMEeHTOB C MOYEYHOM HE[OCTATOUHOCTBIO (KNMPEHE KpeaTuHMHA
(KK) < 40 mn/muH) K/IMPEHC Npenapara yMeHbluaeTcs, a Tvz yAInHA-
eTcs (TaK, y 60bHBIX, HAXOAALLMXCS Ha FEMOAMANU3E, OBLUMIA KIMPEHC
cHwkaeTcst Ha 80 %), uTo TpebyeT COOTBETCTBYIOLLIErO W3MEHEHUs
pexuma ao3vposaHus. Meree 10 % neBoUeTUPU3MHA yaanseTcs B
Xofie CTaHAapTHON 4-4acoBO NPOLeypPbl reMoananmsa.
MaymeHTs! ¢ NeYeHOYHOM HEAOCTATOYHOCTbIO

QDapMakoKMHETMKa NIeBOLIETUPM3MHA Y MALMEHTOB C MEYEHOUHOM
HE0CTaTOYHOCTBIO He M3yyanach. Y MauMeHTOB C XPOHUYECKUMM
3a60/1eBaHNAMM NeueHn (renaToLenIioNApHLIN, XONeCTaTUIecKui 1
61NMAPHBIN LMPPO3), NOMyUaBLUMX PaLieMUYecKoe COeAMHEHNe LeTh-
pusmHa B go3se 10 unm 20 Mr ofHOKpaTHO, Hab/loAANIOCh YBEeTMYeHNe
nepvoaa nonyssiseaeHUs Ha 50 % 1 CHUXEHWE KMpeHca npenapara
Ha 40 %, N0 CPABHEHMIO CO 3,0POBBIMM MIOABMMU.

Hetn

[JaHHble no wuccnepoBaHWio papMakoKMHETUKWM npenapata y 14
neteit B BospacTe oT 6 o 11 net ¢ maccon Tena ot 20 ao 40 kr npu
nepopasbHOM NpueMe OHOKPATHO 5 Mr IeBOLIETUPM3MHA NoKasasnu,
uTo nokazatenu Cmax v Nnowwaab nog kpusoi (AUC) npumepHo B Aga
pasa NpeBbILAOT aHaNOrMyYHbIE MOKA3aTe/n Y B3POC/IbIX 3[0POBbIX
nlofei Npu nepekpectHoM KoHTpone. CpeaHui nokasatenb Cmax
cocTaBun 450 Hr/MA, MakcMMasnbHasi KOHLEHTpauus AoCTUranach
B cpeAHeM yepes 1,2 yaca, O6LWMIA KIMPEHC C YYETOM Macchl Tesla
6bi1 Ha 30 % Bbllle, @ NePUOA MonyBbiBeAeHNs Ha 24 % Kopoue y
[leTel, YeM COOTBETCTBYIOLLME MoKasaTenm y B3poc/bix. CreumanbHble
dapMaKoKMHETUYECKMe UCCNefoBaHUs Y AeTer Mnagwe 6 net He
npoBoANANCE. PeTpocnekTUBHbIN apMaKOKMHETUYECKUA aHann3
nposeaeH y 323 nauueHToB (181 pebeHok B BospacTe oT 1 fo 5 ner,
18 petei B BO3pacTe oT 6 Ao 11 net 1 124 B3pocnbix B Bo3pacTe oT 18
A0 55 net), NonyuasLmMx OAHY MM HECKONBKO A03 NeBOLETUPU3MHA
ot 1,25 mr ao 30 Mmr. [laHHble, NoslyYeHHbIe B XOA4e aHasmsa, noka-
3a/u, YTO MpveM npenapara B Aose 1,25 Mr y fgeteit B Bo3pacTte oT
6 MecsileB A0 5 fleT NpUBOANT K KOHLEHTPaLUMK B NnasMme, COOTBeT-
CTBYIOLLE/ TAKOBOM Y B3POC/bIX MPU Npueme 5 Mr npenapara ofunH
pas B CyTKM.

Moxuble NayneHTb!

[LaHHble No GpapMakoKMHETUKE Y NOXWUbIX NaLUMEHTOB OrpaHuyeHbl.
Mpu noBTOPHOM Mpreme 30 Mr NeBOLIETUPU3MHA OAWNH Pa3 B CyTKM B
TeyeHne 6 aHeN y 9 NOXUNbIX NaLMEeHTOB (Boapac‘r ot 65 no 74 net)

OB KNMPEHC 6bIN MPUGIMBUTENBHO Ha 33 % HUXKE, YeM TaKOBOW Y
B3pOC/ibIX 6onee MON1040ro Bo3pacra. Bbino MoKasaHo, 4YTo pacnpe-
[AeneHve palemara LeTMpu3snHa 60/bLUe 3aBUCUT OT GYHKLIMM MoueK,
4yeMm OT Bo3pacTa. 310 yTBEPXAEHME TaKXKe MOXeT 6bITb npuMeHnmMo
W K NNTeBOUETUPU3NHY, TaK Kak o6a npenapara n neBoueTUPU3NH, U
UeTUPU3MH BbIBOAATCA MPEenUMyLLIeCTBEHHO C MOYO. nOBTOMy, y
MOXWbIX NAUMEHTOB A03a 1eBOULeTUPU3NHA AO/DKHA 6bITb CKOppeK-
TMpOBaHa B 3aBUCUMOCTU OT ¢yHKLlV|V| no4ekx.

Moka3aHus K NnpUMeHeHnIo

- JledeHne CUMATOMOB KpyrnoroandHoro (nepcuctupyiolero)
N CEe30HHOoro (MHTEpMVITTMpyKJLLLeI’O) anneprnyeckmx puUHUTOB
W annepruyeckoro KOHbLIOHKTUBUTA, TaKMUX KaK 3yh, 4YmxaHue,
3a/10XK€HHOCTb HOCA, PUHOPES, Ce30TeYeHne, rmnepemMmns KoOHb-
FOHKTUBbI;

* NMONNNHO3 (CeHHaﬂ nwxopap.xa);

* KpanueBHMUA;

* Apyrve annepruyeckune pepmarosbl,
3YAOM U BbICbINaHUAMN.

conposoxaatowmecs

MpoTueonokasaxus

+ [MNepuyBCTBUTENBHOCTL K IEBOLIETUPU3NHY, LIETUPU3NHY, MMOPOK-
CU3MHY, NIIOGOMY NPOU3BOAHOMY MMEPa3MHa UK K SIO6OMY ApYyroMy
BCrioMoraTe/lbHOMy BeLLEeCTBY npenapara;

- TepMUHaNbHAs CTaAMs MOYEUHOM HeAOCTATOYHOCTU (KNMpeHc
KpeaTuHuHa < 10 Mn/MuH);

- AeTCKMI BO3pacT Ao 2 neT (BBUAY OrpaHWYeHHOCTU AaHHbIX MO
3¢ddeKTMBHOCTH 1 Ge3onacHoCTV Npenaparta).

C OCTOPOXHOCTBIO

MpY XPOHWUECKON MOUYEUHON He[oCTaToYHOCTH (Heo6xoamnMa Kop-
PeKLMs pexmMa AO3MPOBaHMS).

Y Auu NoXMNoro Bospacta (Mpy BO3PACTHOM CHUXEHWM KNyEO4YKOBOM
dunsTpaumm).

Y MaumeHToB C MOBPEXAEHMEM CMMHHOrO MO3ra, runepniasven
NpeaCcTaTe IbHOM Xee3bl, a TAKXKe MPU HAIMYMK APYTvX NPeapacno-
naraoLmx GaKkTopoB K 3aAePXKKEe MOUM, MOCKO/bKY EBOLIETUPUZNH
MOXET YBE/IMUMBATL PUCK 33AEPXKKN MOUM.

OcTopoxHOCTb CnedyeT co6MioAaTh Y NaUMeHTOB C 3nunencuen u
MOBbILLIEHHON CYIOPOXHOM FOTOBHOCTBIO, MOCKO/bKY SIEBOLIETUPUINH
MOET BbI3BaTb 060CTPEHWE NPUCTYTOB.

Mpu ofHOBpPeMeHHOM ynoTpe6aeHnn ¢ ankoroneM (cMoTpu pazgen
«BzanmopericTeme ¢ ApYriMmu NIEKAPCTBEHHBIMM CPEACTBAMMY).
BepeMeHHOCTb 1 Nepros, rpyAHOro BCKapM/IMBaHUS.

Mp npv 6ep
BepemeHHoCTb
[aHHble Mo NpUMeHeHMIO IEBOLIETUPU3MHA BO BPEMSt 6epeMEHHOCTM
MPaKTUYECcKN OTCYTCTBYIOT UM orpaHuueHsl (MeHee 300 vcxopos
6epemeHHocTei). OaHaKo, NPYMEHEHVe LeTUPU3NHA, paLeMaTa IeBo-
LeTMpu3nHa, Npy 6epemenHocTy (6onee 1000 Mcxoaos 6epeMeHHO-
CTell) He CONMPOBOXAANIOCH MOPOKAMM PA3BUTHSA W BHYTPUYTPOGHbIM
1 HeOHaTaslbHbIM TOKCUYECKWUM BO3AerCTBMEM. B nccnenoBaHmsx Ha
SKMBOTHbIX HE BbISIB/IEHO MPSIMOTO M/ KOCBEHHOIO HEGNAroNPUATHOTO
B/USIHUS Ha TeYeHne 6epPeMeHHOCTH, SMEPUOHANbHOE U peTanbHoe
pasBuTMe, POfbl M MOCTHATA/IbHOE PasBUTHE.

Mpu 6epeMeHHOCTU HasHauyeHWe /IeBOLETUPU3MHA MOXET 6biTb
|PaccMOTPEHO B Clyyae HeOBX0AMMOCTH.

Mepen npuMeHeHrem npenapara Keucun aponc, eciv Bol 6epemeHHbi,
vnu npegnonaraete, 4to Bl Mornn 6bl 6bITb 6@PEMEHHON, UMK MIaHN-
pyeTe 6epeMeHHOCTb, HEO6XOAMUMO MPOKOHCY/IETUPOBATLCS C BPAYOM.
epuoa rpyAHOro BCKApMAMBAHMS

LleTupuanH, palemar NeBOLETUPU3NHA, SKCKPETUPYETCS C rPYAHbIM
MO/IOKOM. [03TOMY Take BEPOSITHO 1 BblAENEHWNE NIEBOLIETUPU3NHA
C rPYAHBIM MOJIOKOM. Y AETeN, HAaXOASLLMXCA Ha MPYAHOM BCKapM/In-
BaHWM, BO3MOXHO NOSIBNIEHME MOBOUHBIX PeaKLMi Ha NIEBOLIETUPU3MH.
MosToMy Heo6xoaUMoO COBMIOAATE OCTOPOXHOCTL MPY HasHauYeHUN
NIeBOLIETUPWM3MHA B NEPUOZ, FPYAHOrO BCKAPMNBAHMS.

B nepwviog rpyAHoro BckapMnvBaHms nepes npuMeHeHeM npenapara
KBurcnn aponc Heo6XoaMMOo MPOKOHCY/IETMPOBATLCSA C BPAYOM.
DepTuibHOCTL

KnuHuyeckmne aaHHble Mo IeBOLETUPH3MHY OTCYTCTBYIOT.

1 B NEPMOA rPYAHOro BCKapM/IMBaHMS

Cnoco6 npuMeHeHus 1 [03bl
BHyTpb, BO BpeMsi npuema NuLLM UM HaToLLak.
[ins npuema npenapara cnefyeT UCNONb30BaTL YaiHYyHO JTOXKY.
Mpy Heo6xoAMMOCTH A03Y MpenapaTa MOXHO Pa3taBuTb B HE6O/b-
LLIOM KO/IMUECTBE BOAbI HEMOCPEACTBEHHO Nepes yrnoTpe6eHmeM.
Bspocsibie 1 getn cTaplue 6 1eT: CyTouHas A03a COCTaBNSeT 5 Mr
(20 kanens) O[IHOKpPATHO.
Jetn ot 2 o 6 net: no 1,25 mr (5 kanens) 2 pasa B AeHb;
cyTouHasi fjosa - 2,5 Mr (10 kanens). Mockonbky neBoLETUPUSUH
BbIBOAWTCS M3 OpraHm13Ma noyKamu, Npu NprMeHeHUn npenapara
MALMEHTAM C MOYEYHOR HEAOCTATOYHOCTBIO M MALMEHTAM MOXM-
J1oro BO3pACTa A03Y CrieflyeT KOPPEKTUPOBaTb B 3aBUCUMOCTU
OT BeNMUMHbBI KMpeHca kpeaTuHuHa (KK).
Knuperc kpeatuhuHa (KK) 4ns MyxumH MOXHO paccuutatb,
MCXOAS M3 KOHLEHTPALMM CbIBOPOTOUYHOrO KpeaTuHMHa, no
cnepytolei dopmyne

KK (n/myr)= (140 = Bospact (roasi)] x macca Tena (kr)

72 x KKceisopor (Mr/ann)

KK ansi XeHLMH MOXHO paccunTaTh, YMHOXMB MOJTyYeHHOe
3HaueHue Ha koadppuumeHT 0,85,

Moueunas Hepoctatouroctb | KK (Mn/Mun) | Pexxum nosuposanus
Hopma 280 5 mr/cyT
JNerkas 50-79 5 mr/cyT
Cpeghsia 30-49 5wMr/cyTx1pa3B 2 gust
Taxenas <30 5mr/cyT x1pa3 s 3 gHs
TepMuHansHas craans - Mpyen npenapara
NauWeHTbl, HAXOAALMECS Ha <10
NpoTHBOMOKa3aH
navanuse

raumneHTaM ¢ MOYeYHON M MEeYeHOYHON HEAOCTATOYHOCTbIO
[103VpOBaHMe ocCylIecTBNsSeTCS Mo Tabnuue, NPUBEAEHHOM
BbllLe.

MaymeHTaM ¢ HapyLLIEHMEM TONLKO PyHKLIMM MEYEHM KOPPEKLINM
pexuvMa [031poBaHKs He TpebyeTcs.

MpoaoMmK1TENbHOCTL NPUEMA NpenapaTa:

Mpu NieYeHNn Ce30HHOTO (MHTEPMUTTUPYIOLLLEro) aNEPrUYECKOro
puHMTa (HAMUME CUMNTOMOB MeHee 4 [Hel B HeAento UK ux
06LLas NPOAC/IKUTENBHOCTL MeHee 4-X HeAeNb) ANMTENbHOCTL
NeYEHNs 3aBMCUT OT XapakTepa 3a60/1eBaHNs;; eyeHne MoXeT
6bITh MPEKPALLEHO MPU UCHE3HOBEHI CUMMTOMOB U BO30OGHOB-
JIEHO MPU NOSABIEHNN CUMMTOMOB.




Mpw neveHnn kpyrnoroauuHoro (NepcucTypytoLLero) annepri-
YecKoro puHuTa (HanMume cuMNTOMOB 60nee 4-x AHeN B Heaeno
nnu ux OGLLlaFl NPOAC/HKNTENIbHOCTb 6onee 4-x Heﬂeﬂb) nevyeHune
MOXeT NpoAo/KaTbCA B TedeHne Bcero nepuoaa EOS,ELGI;ICTEVIN
annepreHos.

MMeeTca KNMHMYECKUIA OMbIT HEMPEPLIBHOTO MPUMEHEHUs Y
B3pPOC/bIX NAUNEHTOB ANIUTENbHOCTbIO A0 6 Mecaues.

Ecnun nocne neyerunsi YNydleHns He HacTyrnaeT nam CMMNToMbl
yCyFysﬂﬂ}OTCH, Wn NosiBNISIKOTCS HOBblE€ CUMIMTOMBI, HeOéXO,aMMO
MPOKOHCYIbTUPOBATLCS C  BpayqoM. [lpumeHsiiTe npenapat
TOJIbKO COr/IQCHO TeM MOKA3AQHUSAM, TOMY CHOCOEy npuMeHeHus
M B Te€X 4O30X, KOTOPbIE YKA3AHbI B MHCTPYKLMM.

Mo6ouHoe peicTeue

MeTMJ'IV'IapaI’MlZLpOKCMGEHSOaT “n I'IpOI'lMﬂl‘lapal’MﬂpOKCMGEHSOaT, BXxoasa-
LiMe B COCTaB Kanesib ANa npuema BHYTPb, MOryT ABNATLCA NPUYMHON
annepruyeckux peaKLLl/ilji (EOBMO)KHO 3amMeqieHHoro TI/II'Ia)A

/i no M, y npu usy J
Ha6nioganuce cnepytolime HexenatenbHble peakumm:

Pegko (2 1/10000, < 1/1000)

BCTpe\-lal'IMCb Nerkve W BpPEeMeHHble HeXenaTesibHble fAB/IeHUs,
TaKune Kak yTOMNSEeMOCTb, HapyLlleHne KOHLUEeHTpaumn, COHNMBOCTD,
ronosHas GOﬂb, FONIOBOKpPYXeHue, BOBGy)KIZLeHMEI CyXOCTb BO PTy U
XKeNy[OUHO-KMLLEeUHbIe paccTpoincTaa (3anop). B HekoTopbix cydasx
HaGJ‘IlOlZLa}'IIACb peaxkuum runep4vyBcTBUTE/IbHOCTU N aHTMOHEBPOTU-
YeCKMI OTeK.

Takoke coobLanock 06 oTAeNbHbIX CyYasx CyAoPOor, peakumm cBeTo-
YyBCTBUTE/IbHOCTW, MOPKEHUN NEYEHW, aHa¢wnar<Twecr<oro LIOKa,
HapyweHunsa KpOBOOspaLLLeHIAR, FNyXOThbl, M/IOXOro CaMo4yBCTBMUS,
3yAa, BACKy/INTa, 3pMTE/NbHbIX HAPYLLEHMA 1 KOLLMaPHbIX CHOBUAEHMWA.
il "KMX UCC. 7]

KnuHuueckune uccnefosaHus nokasamu, uto y 14,7 % naumeHTos,
NPUHUMaBLLNX /1eBOLUETUPU3NH B O03e 5 mr Ha6ﬂ|0ﬂaﬂMCb Hexe-
naTenbHble peakumn B cpaBHeHuu ¢ 11,3 % y nauueHToB rpynnb
nnaue6o. 95 % AaHHbIX HEXEeNaTebHbIX PEAKLMI 6l NIErKUMU UK
YMEPEHHO BbIPaXKeHHbIMM.

B KAMHUYeCcKmx uccneaoBaHMAX YactoTa npekpaleHus Tepanvn B
CNeACTBUW PasBUTUA NOBOYHBIX peakuumit coctasuna 0,7 % (4/538) y
nauueHToB, paHAOMMU3NPOBAHHbBIX ANSA MONyYeHUs NeBoueTpusnHa
8 fose 5 Mr n 0,8 % (3/382) ana naumeHToB, PaHAOMU3MPOBAHHBIX
B rpynny nnaue6o.

Cne,qymu.wte He)xenatenbHble peakumm 6bINN BbISBNEHbI Yy nauueHToB
(n =538) y4acTBOBABLUMX B K/IMHUYECKOM UCCNIEA0BAHUM 1 MPUMEHSBLUMX
NeBOLETUPU3NH B PEKOMEHA0BaHHbIX A03ax (5 Mr OAMH pas B cyTKM):
C yacroroii 1-10 %

Hexenarenshbie peakimm | JlesouetnpusiH 5 mr (n = 538)| Mnayebo (n = 382)
ICoHnmBocTb 56 % 13%
CyxocTb BO pTY 26% 13%
FonosHas 605b 2,4 % 29%
YTomnsiemocTs 15% 05%
Actenus 11% 13%

XoTsi yacToTa C/ly4aeB COHMMBOCTM B rpynne feBoueTMPU3nHa 6bina
BbILLE, YeM TaKoBas B rpynne niaue6o, B 60/bLIMHCTBE C/lyyaes 3T0
HexenaTenbHoe siBNleHWe 6bisI0 NErKoN WU YMEPEHHON CTeneHn
TAKECTU.

Heuacto (0,1-1 %): 60nm B xusoTe.

IMocTtperucry ucc.

B nepvoa nocTperncTpalMoHHOro MpUMeHeHWs npenapata Habnoga-
J1cb cnepytolme no6ouHble spdeKTbI:

Co CTOPOHbI MMMYHHOI CUCTEMbI: PEaKLMM FMMNEePYYBCTBUTEIbHOCTY,
BK/IOYas aHadunaKcuio.

Co cTOpOHbI 06MeHa BeLUeCTB M MUTAHMS: NOBbILIeHWe anneTuTa.
HapyteHns ncuxmku: TpeBora, arpeccusi, BO3GyxaeHWe, ranioum-
Hauuu, fenpeccus, 6eCCOHHMLA, CyMUMAaTbHbIE MAEK, KOWMapHbIe
CHOBWAEGHNMA.

Co CTOPOHbI HEPBHOW CUCTEMbI: CYAOPOTY, TPOMEO3 CUHYCOB TBEPAOH
MO3roBoi 060I04KM, MaPECTE3Ns, FONIOBOKPYIKEHIE, BEPTUMO, 06MOPOK,
TPeMop, AMCreB3us.

Co CTOPOHbI OPraHa 3peHs: BOCNANNTE NbHbIE MPOSIBNIEHNS, HapyLLe-
HUE 3PeHUsi, HEYETKOCTb 3PUTE/NBHOMO BOCMPUATMS, HEMPOU3BO/IbHbIE
LBIDKEHNSA FNa3HbIX A610K (HUCTarm).

Co CTOPOHBI cepALa: CTEHOKAPAWS, TaxMKapaus, olLyLlieH1e cepaLe-
6reHns.

Co CcTOpOHbI COCyA0B: TPOMBO3 SIPEMHOW BEHbI.

Co CTOPOHbI AbIXATE/ILHOM CUCTEMbI, OPIraHOB rPYAHOM KIETKMA U
CPeAOCTeHUsI: yCUNEeHNe CUMNTOMOB PUHUTA, OAbILIKA.

Co CTOPOHbI KOXM 1 MOAKOXKHbIX TKAHEN: aHMMOHEBPOTUYECKNIA OTeK,
3K3aHTEMa, MMMNOTPUXO3, 3yA, CbiMb, TPELLMHbI, KPanMBHULA, OTOCEH-
CU6MIN3ALIMS/ TOKCUYHOCTD, CTOVKAs /IeKapCTBEHHAS SpUTEMa.
O6lLyme paccTpoircTaa: HeapPEKTUBHOCTL NMPOAYKTa M ero B3auMo-
[IeCTBUS, CyXOCTb C/IM3UCTbIX OBO/OUEK.

Co CTOPOHbI ey AOYHO-KMLLIEYHOro TPAKTA: TOWHOT, PBOTA.

Co CTOPOHbI MEYEHM 1 XKEeNYeBbIBOASLMX MyTE/: renaTuT.

Co CTOPOHbI CKeNeTHO-MbILIEYHOM, KOCTHOM CUCTEMbl U COeAMHM-
Te/IbHOV TKAHM: 60/1b B MbILLILIAX, apTPaNTvs.

Co CTOPOHbI MOYEK M MOYEBLIBOASLUMX MyTel: AN3YPUs, 3aaepxKa
Moum.

O6Lyme paccTpoiCcTBA U HAPYLLIEHUS B MECTE BBEAEHMS: OTEK.
Jla6opaTopHble 1 MHCTPYMEHTA IbHBIE AAHHBIE: YBENIMUYEHWE MaCcCh
Tena, usMeHeHue QYHKUMOHa/IbHbIX MPO6 MeyeHu, nepexkpecTHas
PeaKTUBHOCTb.
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Y Manoro KonmYecTsa NaLyeHToB HabtoAANCA 3y/ MOC/e NPeKpaLLeHs
NpVYMeHeHNs IeBOLLeTUPH3MHA.

BaxkHO COO6LLATL O PA3BUTUM HEXENIATE/bHBIX PEAKLMIA C Lie/bio
o6ecrieyeHuns HenpPePbIBHOrO MOHUTOPMHIG OTHOLUEHMS MO/b3bl 1
PUCKa NIeKapCTBEHHOro npenapara. Ecau no6bie U3 yKa3aHHbIX B
MHCTPYKUMM MOGOYHBIX 3¢peKToB ycyry6nstoTcs, unm Bol 3ametnan
ntobble apyrue nobouHble 3¢peKTbl, He yKA3aHHbIE B MHCTPYKLMM,
coobLymte 06 3ToM Bpayy. MeauumHCKMe PAGOTHUKM COOBLLAIOT
O JI06bIX HEXENATENIbHbIX PEAKLMSX JIeKAPCTBEHHOrO Mpenapara
yepes HALUMOHA/IbHbIE CUCTEMbl COOGLUEHMUSI O HeXenaTesbHbiX
PeaKuUMsX.

Mepeposuposka

CUMATOMBI: COHNUBOCTB (y B3POC/NbIX), BHAYane MOryT MosBUTbCS
BO36Y>AEHME U 6ECMOKOMCTBO, 3aTE€M CMEHSIIOLLIMECS COHIMBOCTBIO
(y neten).

JleyeHye: HEO6XOAMMO MPOMBITH XeNyAOK UMW MPUHATL aKTUBUPOBaH-
HbI Yrosb, €CM Noc/ie NMpueMa npenapara MpPoWso Masio BPeMeHU.
PekoMeHayeTcs NpoBeieHNe CUMMTOMATUUYECKOM 1 NOAACPKMBAIOLLEN
Tepanuu. Cneunduyeckoro aHTMAOTa HeT. feMoananis He s peKTUBEH.

B3aumopeiicTeBue C APYruMu NeKapcTBEHHbIMU CPEACTBAMU
M3yueHne B3aMMOAENCTBUSA NIEBOLETUPM3MHA C APYTMMW NeKap-

CTBEHHbLIMW MpenapaTaMn He MPOBOAMNOCL. MNpK U3yyeHrn nekap-
CTBEHHOrO B3aMMO/ENCTBIS paLeMaTta LeTMPU3MHA C aHTUMPUHOM,
a3UTPOMULIMHOM, LIMMETWUAMHOM, [Ma3enaMoM, 3PUTPOMMULIMHOM,
FAIMAM3UOM, KETOKOHA30/10M U NceBA03GeAPUHOM KIMHUYECKN
3HAUMMbIX HEXeNaTe bHbIX B3aMMOAEMCTBUI He BbIBIEHO.

Mpy ofHOBPEeMEHHOM MpuMeHeHun ¢ TeodunamHom (400 mr/cyT)
OBLLMIA KIMPEHC LIETMPU3MHA CHKaeTes Ha 16 % (kHeTvka TeodpunmHa
He MeHsieTCs).

B uccnefosaHuy € MCMONb30BaHMEM MHOFOKPATHBIX A03 Mpwu
OfHOBPEMeHHOM npuemMe puToHasupa (600 Mr 2 pasa B AeHb) U
uetrpmsnHa (10 Mr B AeHb) NOKa3aHO, UTO 3KCMO3WLMS LETUPU3MHA
yBenuumeanack Ha 40 %, a 3KCMO3MLMS PUTOHABMPA HE3HAYNTE/IBHO
usmenmnace (-11 %).

B psiae cnyyaes npu 0AHOBPEMEHHOM MPUMEHEHUW NIeBOLIETUPU3NHA
C afikoroneM WM NEKaPCTBEHHBIMU Mpenapatamit, OKasblBatoLLMMM
NOAABNSIOLIEe B/IMSHUE HA LEHTPasbHYIO HepeHyto cuctemy (LIHC),
BO3MOXHO ycuneHue mx enmsHusa Ha LIHC, xoTs He nokasaHo, uTo
pauemat ueTMpusMHa NoTeHUMpyeT 3GPeKT ankorons.

Oco6ble ykasaHus

WHTepBanbl Mex/ay [03aMU IO/KHbI 6bITb MOA06PaHbI HANBUAYAILHO
B 3aBMCUMOCTM OT NOYEYHON ¢yHKLLl4M.

PekoMeHpayeTcs cobnopath OCTOPOXHOCTb MPWU OJHOBPEMEHHOM
yl'lOTpeG}'leHMM C ankoronem. an HanuyuM y naumMeHToB npeagpac-
nonararowmx GaKTopoBs K 3aAepxke Moun (HanpuMep, nospexaeH1e
CNWHHOrO MO3ra, runepniasnsa I'lpelZLCTaTel'leOﬂ )Ke}'leSbl) cnenyet
COGIHOIJ,aTb OCTOPOXHOCTb, MOCKO/IbKY NE€BOLETUPU3NH MOXET
yBenn4neaTb PUCK 3a4epPXXKU MOYMn. MeTMnnaparMupchMGeHaoaT
W nponuanaparnapokcMéeHsoarT, BxoasLiMe B COCTaB Kanesb Ans
npuema BHYTPb, MOTyT ABNATLCA I'Iplfl‘-ll/IHOlji annepruyeckmnx pEaKLlMl;I
(BO3MOXHO 3aMeANeHHOro TNa).

OcTopoxHOCTb CreflyeT co6MioAaTh Y NaUMeHTOB C 3nunencuen u
MOBbILUEHHON CYJOPOXHOM FOTOBHOCTBIO, MOCKOJIbKY NTEBOLETUPU3UH
MOXXET BbI3BaTb OsOCTpeHMe npucTynos.

Peaxumﬂ Ha KOXHble annepruyeckue rlpOébI nogasnsaeTcs aHTUrmn-
CTaMMWHHbIMKX Npenapatamuy, U nepen nposefeHWeM TeCTUPOBaHUA
HeO6X0AMMO BO3AEPXaTbCsA OT MpUeMa npenapara B TeyeHne 3 AHen.
Bo3MoxHo nossneHve 3yAa nocne npekpaiweHns npuema nesouetmn-
PU3MHa, AiaXe eI NOA0EHbIX CUMMTOMOB He 6b1/10 B HaYase leyeHus.
CumMnToMBbI MoryT I'IpOl;ITM camocTosnTenbHo. B HEKOTOpPbIX cayYasx
CUMNTOMbI MOTYyT 6bITb CUNBHO BbIPaXEHHbIMK, N 3TO MOXET noTpe-
60BaTb BO306HOB/EHWS fledeHust. Mocsie BO306HOBNEHUS NeveHns
3TV CUMNTOMbI AOJDKHbI rIpOl;tTl/I.

BcnomorarenbHele Bewecresa

Mpenapar coaepuT MeTunnaparuapokcnbeHsoar (MeTrnnapabeH)
1 nponunnaparuapokcuéeHsoar (Mponunnapabet), KoTopsle MOryT
BblI3biBaTb aniepruyeckme peakumm (E TOM uucne, OTCpOHeHHble).
Mpenapat coaepxwuT ruuepon (FnLepmH), KOTOPbI MOKET BbI3blBaTh
rONOBHy!O 60/1b, PACCTPONCTBO Xenyaka u anapeto (MoHoc).
Mpenapat coaepxut 350 Mr NponuneHrnnkons B 1 M, 4To 3KBMUBa-
NIEHTHO 5 Mr/Kr/cyTKn Ans B3pocnbix U 8,75 Mr/Kr/cyTku Ans peten
[o 6 net.

B, Ha b ynp. b T| THBIMU CPeACTBaMM,
MexaHu3MaMn

JleBOLETUPU3UH MOXET MPUBECTU K MOBLILEHHOW COHUBOCTM,
cnefoBatenbHO, Npenapat KBUCKA 1pornc MOXeT OkasblBaTh BAUsHUE
Ha CMOCOGHOCTb YNpPaB/siTh aBTOMOGMNEM UK PaboTaTh C TEXHMKOM.
B nepuon neueHms Heo6XOMMO BO3[EPXKMBATLCA OT 3aHATWIA
MNOTEeHUMaNbHO OMacHbIMK BUAAMM [AEATeNIbHOCTY, TPebyoWmnmMm
MOBbILIEHHOM KOHLIEHTPALIMM BHUMAHMS 1 6bICTPOThI MCUXOMOTOPHBIX
peakumni.

®opwma BbINycKa

Kanau ans npuema BHyTpb, 5 Mr/mn.

Mo 10 mMn, 20 Mn BO $NaKoHbl TEMHOrO CTeKNa C BUHTOBOW ropsio-
BUHOW, YKYNOPEHHble MPOGKaMU-KanelbHULAMA MOMNSTUIEHOBBIMM
M KPbIWKaMM HaBMHUYMBAEMbIMU U3 MOSIMMEPHbBIX MaTepuanos C
KOHTPO/IEM NEPBOro BCKPbITUS M/ C KOHTPO/EM NEPBOro BCKPbLITUS
W 3aLLUMTOM OT AeTeNn.

DnakoH C UHCTPYKLMEN MO MPUMEHEHMIO MOMELLAIOT B Nauyky U3
KapToHa A5 NOTPeBUTE IbCKOM Tapbl.

Ycnosusi xpaHeHus

Mpu Temneparype He Bbiwwe 25 °C.

Mocne NepBOro BCKPbITUS UCMOMNb30BaTh B TeueHne 90 CyToK.
XpaHWTb B HEAOCTYMHOM ANS AeTe MecTe.

Cpok rogHocTn
4 ropa.
He NPUMEHATbL NO UCTEYEHUN CPOKA NOAHOCTU.

Ycnosus otnycka
OTnyckatoT 6e3 peuenTa.

perucr 0 yaoctoeep
OB6LLECTBO € OrpaHUUYeHHON OTBETCTBEHHOCTHIO  «TPeyronbHUK»
(00O «TpeyronbHuk»)

tOpuamnueckuin agpec: 630108, Hosocunbrpckast o6nacTs, r. HoBocnémpek,
yn. CraHumoHHasi, a. 30A, kopnyc 15, nomelleHure 48.
Ten./daxc: 8 (383) 350-03-10.

Mg Tenb/Opr P P ot notpe-
6uTeneii:
lMponssoantens

AkumnoHepHoe obllectBo «[ponssoacTeeHHas dapMaleBTMyecKas
koMnaHus O6HoBneHne»

Appec MecTa npou3BoAcTBa

630096, . HoBocunbupck, yn. CraHumoHHasi, 4.80.

DacoBLUMK, YNIAKOBLMK

AkunoHepHoe obuiectBo «[pousBoacTeeHHas dapmaleBTUYeCcKas
koMnaHus O6HoBneHne»

630096, . HoBocubupck, yn. CraHumnoHHas, A. 80;

633621, HoBocn6upckas o6n., CyyHckuit paioH, pr. CysyH, yn. Komuccapa
3aTtbkoBa, 4. 18.

BblﬂyCKGFOLLLMA;I KOHTPO/1b Ka4yecTsa

AkunoHepHoe obuiectBo «[pousBoacTeeHHas dapmaleBTUYeCcKas
koMnaHus O6HoBneHne»

630096, . HoBocunbupck, yn. CraHumoHHas, 4.80.

OPFUHMBGLU/IQ, NPUHUMAaKOLAs MpeTeH3nn oT noTpeSMTeneA?t
AkunoHepHoe obuiectBo «[pousBoacTeeHHas dapmaleBTUYecKas
koMnaHus O6HoBneHne»

630096, . HoBocunbmpck, yn. CraHumorHas, 4.80,

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

e-mail: pretenzii@pfk-obnovlenie.ru
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