AKLIMOHEPHOE OBLLECTBO
- NPON3BOACTBEHHAA ®APMALIEEBTUYECKAA
RENEWAL KOMMAHWA OBHOB/IEHWNE
Ten./dakc: 8 (800) 200-09-95
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PerncrpaunoHHbit Homep: J/IN-007615

Toprosoe HaumeHoBaHue: Ksncua gponc

MexayHapoaHoe HenaTeHTOBaHHOe HaMMEeHOBaHMe: N1eBOLETUPU3INH

NekapcreeHHana popma: Kanam 4na npMema BHyTPb

Cocras

1 mn npenapara coaepXur:

Jelicmesyrouwee sewecmao: nesoueTnpmsnHa aurnapoxaopumag — 5,0000 mr;
gcriomoz2amerbHble 8euw,ecmaa: NPONUAEHITNKONb, TNLLEPON (FNULEPUH), HATPUA CaxapuHaT,
HaTpWA auEeTaT, YKCYCHAA KMC0Ta, MeTUANaparnapoKkcmbensoat (metunnapabet),

nponuanaparnapokcmMbeHsoart (nponunnapabex), Boga ounLleHHas

KBucua aponc: ckayaTb MHCTPYKLMUIO NO NPUMEHEHUI0 Ha oduLMANbLHOM caiiTe npousBoauTeNns
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OnucaHue

Mpo3payHan unum cnerka onanecumpyrowlas 6ecuBeTHan UAK cnerka oKpaleHHas XUAKOCTb C
3aMaxoM YKCYCHOM KUCNOTbl.

dapmaKoTepaneBTMYeCKan rpynna: npoTMBoasieprmieckoe cpeactso — Hi-ructaMmMHoOBbLIX
peuentopos 6i0KaTop.

Kop ATX: RO6AE09

dapmaKonorunyeckue cBoicTea

®apmakoduHamuka

JleBOUETUPU3NH — aKTMBHOE BeL,ecTBO npenaparta Keucun gponc — 3to R-sHaHTUOMeEp
LEeTUPU3NHA, MOLLHbIA N CENEKTUBHbIN aHTAarOHUCT TMCTaMUHA, BAOKNPYIOLLNIA
Hi-ructammHoBble peuenTopsl.

JleBOUETUPU3NH OKa3bIBAET BANAHNE HA TMCTaMMHO3aBUCUMYLO CTaaMIO annepruyeckmx
peaKkunit, a TaKkKe YMeHbLIAeT MUIpaLmio 303MHOPMNO0B, YMEHbLUAET NPOHNLAEMOCTb COCYA0B,
orpaHu4mMBaeT BbicBOOOXKAEHNE MeAMATOPOB BOCNANEHUA

JNleBOUETUPU3NH NpeaynpexxaaeT pa3sBuUTne N obaerdyaeT TeHEHUE aNNePrnYecKnx peakumi,
obnagaeT NPOTMBO3KCCYAATUBHbBIM, NMPOTUBO3YAHbBIM AEACTBMEM, MPAKTUYECKMN HE OKa3biBaeT
AHTUXOJIMHEPTUYECKOTO M aHTUCEPOTOHMHOBOTO AENCTBUA. B TepaneBTUYECKUX A03aX
NpPaKTUYECKU HE OKa3biBaeT ceaaTUBHOro apdekTa.

dapmMaKoKuHemuKa

dPapmaKOKMHETMYECKME NAapaMeTpPbl 1EBOLETUPU3MHA U3MEHAKDTCA IMHENHO U MPAKTUYECKN He
oTAnYatoTca oT GapMaKOKUHETUKN LETUPU3NHA.

Abcopbuus

Mocne npuema BHYTPb NpenapaTt 6bICTPO M NOAHOCTbIO abcopbupyeTca 13
KEeNyaouYHO-KMLLEYHOro TpaKTa. MNprMem nuum He BAUSET Ha NOIHOTY abcopbummu, xoTa
CKOPOCTb ee YMeHbLUaeTcsa. Y B3pOC/bIX NOC/Ae OAHOKPATHOrO NpuUema npenapaTa B
TepaneBTMYeckon gose (5 mr) makcumanbHaa KoHUeHTPauma (Cmax) B N1asme Kposu
Aocturaetcs yepes 0,9 yaca u coctasnaeT 270 Hr/mn, nocne NOBTOPHOro Npuema B Ao3e

5 mr — 308 Hr/mn. PaBHOBECHaA KOHLUEHTPaLUMA AOCTUraeTcA Yyepes 2 CYTOK.

PacnpedeneHue

KBucua aponc: ckayaTb MHCTPYKLMUIO NO NPUMEHEHUI0 Ha oduLMANbLHOM caiiTe npousBoauTeNns
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NeBoueTnpunsnH Ha 90 % ceAsbiBaeTca ¢ 6enkamu nnasmbl Kposu. O6bem pacnpegenerms (Vq)
coctasnsert 0,4 n/kr. BuogoctynHocTtb goctmraet 100 %.

Memab6onuszm

B HebonbLlMX KonnyecTBax (< 14 %) meTabonnsmnpyerca B opraHmame nytem N- u
O-AeanknampoBaHusa (B OTAINYME OT APYIUX aHTAaroHUCTOB Hi-rMCTaMMHOBbLIX PELENTOPOB,
KOTopble MeTaboIn3nPYHOTCA B MEYEHWU C MOMOLLbI CUCTEMbI LUMTOXPOMOB) C 06pa3oBaHueEM
$apMaKoNOrMYeCKN HEAKTUBHOIO MeTabonuTa. M3-3a He3HaunTeIbHOro meTabon3ma u
OTCYTCTBMA MeTaboMYeCcKoro NoTeHUMana B3aMMoAencTBMe NeBOLETUPU3INHA C APYTMMMN
NIeKapCTBEHHbIMM NpenapaTtamu NpeacTaBanaeTca ManoBepPOoATHbLIM.

BoisedeHue

Y B3pocabix nepuog nonysbiseaeHus (T1/2) coctaBnseT 7,9 + 1,9 4acoB; y MasieHbKUX AeTel
T1/2 YKOpOYeH. Y B3poc/bix 06wWmii kKanpeHc coctasnnet 0,63 ma/muH/kr. Okono 85,4 %
NPUHATOM [,03bl NpenapaTa BbIBOAUTCA MOYKAaMW B HEM3MEHEHHOM BUAE NyTem Knybo4yKkoBom
bGUNbTPaALMK M KaHANbLEBOW CeKpeLmn; OKoNo 12,9 % — yepes KULWEYHUK.

OmadenbHble 2pynnbl nayueHmos

MayueHmesl ¢ noye4yHol HEOOCMAMOYHOCMbIO

Y NaumeHTOB € NOYEeYHON HeA0CTAaTOUYHOCTbIO (KAMpeHC KpeaTuHHa (KK) < 40 ma/muH)
KAMpEHC npenapaTta ymeHbluaeTca, a T1/2 yaaunHaeTca (Tak, y 601bHbIX, HAXo4ALWMXCA Ha
remogmanuse, obwmin KAMpeHc cHUKaeTcA Ha 80 %), UTo TpebyeT COOTBETCTBYHOLLLENO
n3MeHeHuA pexnma gosnposaHua. MeHee 10 % nesoueTMpusnHa yaanaetca B xoae
CTaHAapTHOM 4-4acoBoi nNpoueaypbl reMoananmnsa.

MayueHmel ¢ neyeHo4YHol HeOOCMAMOYHOCMbHO

dapMaKOKMHETUKA NeBOLLeTUPM3MHA Y NALNEHTOB C Ne4YEeHOYHOW HeA0CTaTOYHOCTbIO He
n3yyanacb. Y NaLMeHTOB C XPOHUYECKMMM 3a60NeBAHUAMM NeYeHN (renaToLentoNAPHDbIN,
XONEeCTaTUYECKUIN U BUANAPHDBIN ULMPPO3), MONYYABLUMX PALLEMUYECKOe CoOeANHEHNE
ueTnpmsnHa B gose 10 unm 20 mr o4HOKpPaATHO, Hab1to4anoCh YBEAMYEHME NepMoaa
nonyebiBeaeHMA Ha 50 % n cHUXKeHne KnnpeHca npenapara Ha 40 %, No cpaBHEHMUIO CO
340POBbIMU NHOAbMW.

Ldemu
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[aHHble no uccnegoBaHMio GpapMakoOKMHETUKM NpenapaTa y 14 geten B Bo3pacte oT 6 go 11
neT ¢ maccoit Tena ot 20 go 40 Kr npu nepopasbHOM Npueme 04HOKPATHO 5 mr
NeBOLETMPU3NHA NOKa3anm, YTo nokasatenn Cmax M NAoWaab nog kpmeoii (AUC) npumepHo B
[,Ba pa3a NPEeBbIWAOT aHAN0TMYHbIE NMOKA3aTeNMN Y B3POC/bIX 340PO0BbIX A04eN NPU
nepeKkpecTHom KoHTposie. CpeaHuii nokasaTenb Cmax cCOCTaBuA 450 Hr/mn, MakcMmasibHan
KOHLLeHTpaumns Aocturanacb B cpegHem yepes 1,2 yaca, o6LwmiA KAMPEHC C Y4eTOM Macchl Tena
6b11 Ha 30 % Bbile, a Nepuo, NoayBbIBeAeHUA Ha 24 % Kopoye y AeTen, YeM COOTBETCTBYyoW e
noKasaTtenu y B3pocnbix. CneymanbHble papMaKoOKMHETUYECKME UCCIEA0BAHNA Y AETEN
Mnaguwe 6 net He NPOBOAMANCL. PeTpocneKTUBHbIM GpapMaKOKMHETUYECKUI aHANM3 NpoBesaeH
y 323 naumeHToB (181 pebeHok B Bo3pacTte oT 1 Ao 5 neT, 18 aetelt B Bo3pacte o1 6 4o 11 net u
124 B3pocnbix B Bo3pacTe oT 18 4o 55 neT), nonyyaBLIMX O4HY MU HECKO/IbKO 4,03
nesouetnpusnHa ot 1,25 mr go 30 mr. JJaHHble, NO/ly4EHHbIE B XO4€e aHa/In3a, NOKasaau, 4to
npuvem npenapaTa B Ao3e

1,25 mr y geTer B Bo3pacTe OT 6 mecAueB A0 5 neT NpMBOAMUT K KOHLLEHTPALMK B Naa3me,
COOTBETCTBYIOLLEM TaKOBOW Yy B3POC/bIX NPU NpUeme 5 Mr npenaparta 04uMH pa3 B CYyTKU.
lMoxcunsie nayueHmel

LaHHble No GpapMaKOKMHETUKE Y NOKWUbIX MALUEHTOB OrpaHNYeHsbl. [pn NOBTOPHOM Npueme
30 mMr N1eBoLUETUPU3NHA OAMNH Pa3 B CYTKU B Te4YeHMe 6 AHEN Y 9 NOXKUAbIX NALMEHTOB (Bo3pacT
oT 65 10 74 net) 06WmMint KAMPEHC bbiN NPUBAN3NTENBHO Ha 33 % HUXKE, YEM TaKOBOM Y
B3poc/bIx bosiee monoaoro BospacTa. bblio MOKasaHo, YTO pacnpeaeneHne pauemara
LEeTMPU3NHA BoNbLue 3aBUCUT OT GYHKLMM NOYEK, YEM OT BO3PACTa. ITO YTBEPKAEHME TaKKe
MOMKET ObITb MPUMEHMMO U K IEBOLLETUPU3UHY, TaK KaK oba npenaparta 1 N1€BOLETUPU3UH, U
LEeTUPU3NH BbIBOAATCA NPEMMYLLLECTBEHHO C MOYOM. [103TOMY, Y NOXM/bIX NALMEHTOB 4033
JIEBOLLETMPU3NHA A0/1KHa OblTb CKOPPEKTUPOBAHA B 3aBUCMMOCTM OT GYHKLUMM MOYEK.
MokasaHuA K npumeHeHuto

o Jleuenue CHUMIITOMOB KPYIJI0TOJUYHOTO (mrepcuCTHPYIOIIETO) " CE30HHOTO
(MHTEpMUTTHUPYIOILET0) AJIEPTUYECKMX PUHUTOB U aJIIEPIMUECKOr0 KOHBIOHKTUBHTA, TAKMX KaK
3y, YNXaHUC, 3aJIOJKCHHOCTb HOCA, pPUHOPCH, CIIC30TCUCHUC, TUTICPCMUSA KOHBOHKTHBBI;

®  TOJUIMHO3 (CEHHAas JIUXOpPaKa);

e  KpanuBHUIA;
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e  Jpyrue aJulepruyecKue JepMaTo3bl, COMPOBOKAAIOUIUECS 3YAOM U BHICHITAHUSMU.
MpoTnuBonokasaHus

° IToBeITIEHHAS YYBCTBUTCIILHOCTDH K JICBOUCTUPU3SUHY, HCTUPUSUHY, THAPOKCHU3UHY, JII06OMy

MIPOM3BOTHOMY MHUIIEPA3UHA WK K JIFOOOMY APYroMy BCIIOMOTaTelIbHOMY BEIIECTBY Mpenapara;
e TepMHUHAIbHAS CTAAMS MOYESYHOU HEIOCTATOYHOCTH (KIMpeHe kKpeatnHuHa < 10 Mi/MuH);
®  JIeTCKMiA BO3pacT 10 2 JeT (BBUAY OTPAaHUYCHHOCTU JAHHBIX MO APPEKTHBHOCTH U
0€301acHOCTH Tperapara).

C OCTOPOXKHOCTbIO

MpW XpOHMYECKOM NOYEYHOM HEAOCTAaTOYHOCTM (HEOOX04MMA KOPPEKLMA PEXMMA
[03UpPOBaHuA).

Y Anu, noxunoro Bospacta (Npu BO3pacTHOM CHUXEHUUN KNyBouKoBOM dunbTpaLmm).

Y nauMeHTOB C NOBPEXKAEHMEM CMMHHOIO MO3ra, TMNepnaasnen NnpeacTaTeIbHOM Kenesbl, a
TaKXe NPU HaIMYMK ApYrux npeapacnonaratolimx GakTopoB K 3aZLepiKKe MOYM, MOCKO/bKY
NEBOLLETUPU3UH MONKET YBEIMUYMBATD PUCK 3aEPHKKU MOUMN.

OCTOpPOXKHOCTb cneayeT cobt04aTb Y NALMEHTOB C ANUAENCUEN U MOBbLILEHHOM CYA0POXKHOMN
FOTOBHOCTbIO, MOCKO/IbKY /IEBOLLETUPU3NH MOXKET Bbl3BaTb 060OCTPEHME NPUCTYNOB.

Mpw oAHOBpPEMEHHOM YyNoTpebaeHUn ¢ ankoronem (cmompu paszoen «Bsaumodelicmeue ¢
Opyaumu NeKapcmeeHHbIMU cpedcmeamu).

BepeMeHHOCTb 1M Nepuos rpyaHOro BCKapM/nMBaHMA.

MpumeHeHue npu 6epeMeHHOCTU U B NepUoA rpyAHOr0 BCKApM/IMBAHUA

bepemeHHocmob

[aHHble N0 NPUMEHEHMIO 1IEBOLLETUPU3NHA BO BpeMA 6epemMeHHOCTU NPaKTUYeCKU
OTCYTCTBYIOT UK orpaHunyeHbl (meHee 300 ncxonos 6epemeHHocTelt). Og4HaKo, NpUMeEHeHMe
LEeTMPU3MHA, paLemaTa 1eBoLeTMPU3nNHa, Npu bepemeHHocTn (6onee 1000 ncxoaos
H6epemeHHOCTEl) He CONPOBOXKAa/10Cb NOPOKAMM Pa3BUTUA U BHYTPUYTPOOHbIM U
HeOHaTa/IbHbIM TOKCMYECKUM BO3AENCTBMEM. B NCCNef0BaHUAX HA KUBOTHbIX HE BbIABNEHO
NPAMOrO N KOCBEHHOFO HEBNIAroNPUATHOrO BAMAHWUA Ha TedeHne bBepeMeHHOCTH,
ambpuroHanbHoe 1 peTanbHOEe pa3BUTUE, POAbI U NOCTHATa/IbHOE Pa3BUTHE.

Mpn 6epemeHHOCTM Ha3HaYeHME IEBOLLETUPU3NHA MOKET HbITb PAaCCMOTPEHO B C/lyyae

HeobxoaMMOoCTH.
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lMepuod 2pydHoO20 8CKAPMAUBAHUA

LeTnpusnH, pauemaT neBoLETUPU3MHA, IKCKPETUPYETCA C FPYAHbIM MONOKOM. M03TOMY TaKkKe
BEPOATHO U BblgeNeHNe NeBOLLETUPU3MHA C TPYAHbIM MOJIOKOM. Y AeTen, HAX04AWMXCA Ha
rPYAHOM BCKapMAMUBaHWUWN, BOSMOXKHO NoABAeHMEe NOBOYHbIX peakLMil Ha NeBOLLETUPU3MH.
Mostomy Heobxoanmo cobntoaaTb OCTOPOXKHOCTb MPU HAa3HAYEHMUM NEBOLLETUPU3MHA B NEPUOL,
rPYAHOrO BCKaPM/IMBAHMUS.

depmunbHOCMb

KAnHMYeckune gaHHble No N1eBOLETUPU3NHY OTCYTCTBYHOT.

B nepuopg 6epemeHHOCTH, FPyAHOrO BCKaPMIMBAHWUA UK NPU NAAHUPOBAHUM BepeMeHHOCTH
pekoMeHAyeTCcA NPOKOHCYNbTUPOBATLCA CO CNELMANMCTOM A0 Ha4yana NpMema NeKapCcTBEHHOTO
npenapara.

Cnocob npumeHeHUA n o3bl

BHYTpb, BO BpemMs NpMema NULLU UAM HATOLLLAK.

[ns npuema npenapaTta cneayeT MCNOb30BaTb YalHYHO N0XKKY. [py He06Xxo0AMMOCTHM A03Y
npenapaTta MOXHOo pa3b6aBnTb B HE6ONbLLIOM KOIMYECTBE BOAbl HEMOCPEACTBEHHO Nepes,
ynoTtpebneHmem.

B3pocnbie u demu cmapwe 6 71em: CyTo4Han go3a coctasnset 5 mr (20 kanenb) 04HOKPATHO.
Jemu om 2 8o 6 nem: no 1,25 mr (5 kKanenb) 2 pasa B AeHb; cyTo4yHasa Ao3sa — 2,5 mr (10
Kanenb).

MOCKONbKY NEeBOLETUPU3NH BbIBOAUTCA M3 OPraHM3Ma NOYKaMM, NpU NPUMEHEHMN NpenapaTa
nayueHmMam ¢ no4e4yHoli HeOoCMamoYHOCMbIO W NAYUEHMAM MOXUA020 803pACMA A03Y
cnenyeT KOPPEKTUPOBATb B 3aBMCMMOCTUN OT BEIMYMHBI KMpPeHca KpeaTuHuHa (KK).

KnunpeHc kpeaTnHuHa (KK) ons myumH MOXKHO paccunTaTb, MCXOAA U3 KOHLEHTPaLUUK

CbIBOPOTOYHOIO KpeaTUHMHA, No cneaytouei popmyne:

[140 — BoO3pacT (rop,bl)] X Macca Tena (Kr)

KK (Mﬂ/MVIH) - 72 x KKcbiBopoTt (mr/an)

KK 419 *KeHLMH MOXHO paccymTaTb, YMHOXKMB NOAYYEeHHOE 3HaYeHne Ha KoadounumeHT 0,85.

Mo4yeyHaa HeaOCTAaTOYHOCTb KK (Mmn/mun) PeXXum po3upoBaHuA
Hopma >80 5 mr/cyT
Nlerkasn 50-79 5 mr/cyt
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CpepHss 30-49 5 mr/cyT x 1 pa3 B 2 gHA

Taxenasn <30 5 mr/cyT x 1 pa3 B 3 gHA
TepmMmuHanbHasa ctaaua — NaumeHTol, <10 MNpuem npenapata
HaxoAAalWumeca Ha Ananmse NPOTMBOMOKa3aH

MayueHmam ¢ no4ye4yHol u neyeHoYHol HedoCmamoYHOCMbHO AO03MPOBAHMNE OCYLLLECTBASETCS
no Tabnuue, NpuBeaeHHON Bbille.

MayueHmam ¢ HapyuweHuem mosabKo hyHKUUU NevYeHU KOPPEKLUM PeXMMa A03MPOBaHUSA He
TpebyeTca.

MpodonrcumenbHOCMb NpuemMma npenapama:

Mpu NeYeHnn ce30HHOro (MHTEPMUTTUPYIOLLLETO) aNIePrMYeckoro pUHMTa (HaaMume CMMNTOMOB
MeHee 4 aHel B Hegento Unun ux obLuas NPoAoIKUTENbHOCTb MeHee 4-X HeZleNlb) ANUTENIbHOCTb
Jle4yeHunn 3aBUCUT OT XapaKTepa 3abosieBaHMA; NeYEeHNE MOXKET ObITb MPEKPALLEHO NpU
NCYE3HOBEHUWN CUMNTOMOB M BO30OOHOBNEHO MPW NOABAEHUM CUMNTOMOB.

Mpu NeYeHnn KPyrnoroamnyHoro (MepcucTUpyoLEero) annepruyeckoro puHmTa (Hanmuue
CMMNTOMOB 60s1ee 4-x IHEN B HEAeN0 UK UX 0bLLasa NPoaoKUTENIbHOCTL bosiee 4-x Heaenb)
leYeHMe MOXKEeT NPOoAO0KATLCA B TEYEHUE BCEro Nepnoaa BO34eNCTBUA annepreHos.

MmeeTcs KAMHMYECKUI ONbIT HEMPEPbLIBHOTO NPUMEHEHUA Y B3POC/bIX NALMEHTOB
ANNTENbHOCTbIO A0 6 MecALEes.

MNo6ouHoe aeiicTBue

MeTunnaparmapokcmbeHsoaT 1 nponuanaparMapokcMbeHsoar, BXoasawme B COCTaB Kanesb Ans
npuema BHyTPb, MOTYT ABAATLCA NPUUYMHOM aNNepruyeckmx peakumnii (BO3MoKHO
3amez/IeHHOro TMNa).

AaHHbie no 6e3onacHocmu, nosay4yeHHole Npu usy4yeHuUu yemupusuHa

Habnoganuck cneaytolimne HexenaTe ibHble peakunu:

Pedko (= 1/10000, < 1/1000)

BcTpeyanucb nerkme n BpeMeHHbIe HeXKenaTeslbHble ABNEHUA, TaKMe KaK YyTOMIAEMOCTb,
HapyLleHne KOHLEeHTPaLMKn, COHANBOCTb, FONI0BHAsA 60Nb, TONOBOKPYKEHMe, BO3OYKAEHME,
CYXOCTb BO PTYy U ¥eNyA04YHO-KMLLIEYHbIE PAcCTPOMCTBA (3anop). B HEKOTOPbIX cayyanx

Ha6l'|I0p,aﬂMCb peakunn runepyvyysCcTBUTEIbHOCTU U aHI'MOHeBpOTVI‘-IeCKM[;i OTeK.
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Takke coobwanocb 06 OTAENbHbIX CAYYasnX CYyA0POr, peakumm CBETOMYBCTBUTENbHOCTH,
nopakeHua neyeHun, aHadpnNaKTUYECKOTO LLIOKA, HapyLLeHMA KpoBOObpaLLEeHUs, INyXoTbl,
NJ0X0r0 CaMOYyBCTBUA, 3yAa, BaCKY/INTA, 3pUTENbHbIX HAPYLIEHUM U KOWMapPHbIX CHOBUAEHUN.
JaHHbIe KnuHuYecKux uccnedosaHuli

KnnHunyeckue nccnenosaHma nokasanu, uyto y 14,7 % naymeHToB, NPUHMMABLLNX
NeBOLETMPU3NH B A03e 5 Mr Habo4anucCb HeXxenaTeibHble peakuum B cpaBHeHuMn ¢ 11,3 %y
nauMeHTOB rpynnbl Naaue6o. 95 % AaHHbIX HeXXenaTeNbHbIX peakumit bl NErKMMKN Un
YMEPEHHO BblPa*KeHHbIMU.

B KNMHNYECKMX NCCNea0BaHMAX YAacTOTa NPEKpaLLeHMs Tepanmn B C1Ie4CTBUM Pa3BUTUSA
noboyHbIX peakumit coctasuna 0,7 % (4/538) y naumeHToB, paHAOMU3MPOBAHHbIX ANA
noslydyeHmAa nesoueTMpusmHa B aose 5 mr 1 0,8 % (3/382) gns naymeHToB,
PaHAOMMU3UPOBAHHbIX B rpynny naauebo.

Cnepytolime HexenaTesibHble peakunm 6b1n BbiABAEHbI Y NauMeHToB (n = 538) yyacTBOBaBLUMX
B KIMHUYECKOM MCCNAef0BaHUM N MPUMEHABLUNX IEBOLETUPUINH B PEKOMEHAO0BAHHbIX A403aX
(5 mr oanH pas B cyTKM):

Cyacmomoli 1-10 %

JlesouemupusuH 5 me (n =

HextenamensHoele peakyuu Mnayebo (n = 382)
538)

CoHAMBOCTb 5,6% 1,3 %

CyxocTb BO pTY 2,6 % 1,3%

FonoBHan 601b 2,4 % 2,9 %

YTOomnaemocTb 1,5% 0,5%

AcTeHus 1,1% 1,3%

XoTA YacToTa C/ly4aeB COHIMBOCTU B rpynne ieBOLETUPU3NHA Obina Bbille, YeM TaKOBadA B
rpynne nnaue6o, B 60/1bUIMHCTBE C/IY4aEB 3TO HeXKeaTeNbHoe AB/ieHNe OblI0 Ierkon unm
YMEpPEHHOM CTeNneHU TAXKECTH.

Heuacmo (0,1-1 %): 6011 B }kuBOTE.

MocmpeaucmpayuoHHsele uccnedosaHus
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AKLIMOHEPHOE OBLLECTBO
— NPOW3BOACTBEHHAA ®APMALIEBTUYECKAS
RENEWAL KOMMAHUS OEHOB/EHUE
Ten./dakc: 8 (800) 200-09-95

B nepwog, nocTperncTpayMoOHHOro NpUMeHeHUs npenapaTta Habaganucb cneayowme
no6oyHble apPeKTbI:

Co cmopoHbI UMMYHHOU cucmembl: Peakummn rmnepyyBCTBUTENBHOCTU, BKIOYAA aHadMNAKCHIO.
Co cmopoHbl 0bmeHa sewecms U MUMAHUA: NOBbILWEHMEe anneTuTa.

HapyweHus ncuxuku: TpeBora, arpeccus, Bo3byaeHue, rannioumHaummn, aenpeccus,
6eccoHHULa, cynumaanbHble aeu, KoWMmapHble CHOBUAEHMA.

Co cmopoHbl HepsHoOU cucmemel: Cya0pPorn, TPOM603 CMHYCOB TBEPAON MO3roBo 060/104KM,
napecTtesus, ro/I0OBOKPYKEHUE, BEPTUIO, 0OMOPOK, TpeMOop, ANCTeB3UA.

Co cmopoHbI Op2aHA 3peHUsA: BOCNanuUTeNbHble NPOABAEHUA, HApyLLEeHWe 3peHUA, HEYETKOCTb
3PUTENIbHOIO BOCNPUATUS, HEMPOU3BO/IbHbIE ABUMKEHUSA T/1a3HbIX A6/10K (HUCTarm).

Co cmopoHbI cepOya: CTEHOKAPAMA, TaXMKapAmA, OLyLeHWe cepauebrerms.

Co cmopoHbI cocy0o8: TpOMB03 APEMHOM BEHDbI.

Co cmopoHbI ObixamesbHOU cucmemeol, Op2aHO8 2pyOHOU KaemKu U cpedocCmeHuA: yCuneHne
CUMNTOMOB PUHUTA, OAbILIKA.

Co CmMOpPOHbI KOXU U MOOKOXCHbIX MKAHeU: aHTMUOHEBPOTUYECKMI OTEK, 3K3aHTEMA, TMNOTPMXO3,
3y, CbiMb, TPELLMHBI, KpanMBHULA, GOTOCEHCMOUAN3ALMA/TOKCUYHOCTb, CTOMKaNA
NeKapCTBEHHaA apUTEMA.

Obuwue paccmpolicmea: HeapPeKTUBHOCTb NPOAYKTa U ero B3aMMoaencTBus, CyxocTb
CAN3UCTbIX 06010YEK.

Co cmopOHbI H#eny0o4YHO-KUWEYHO020 MPaKma: TOWHOTa, pBOTa.

Co cmopoHbI neYeHU U xcen4esbl8o0AaWUX nymel: renaTut.

Co cmopoHbI cKenemHo-molwievHol, KocmHol cucmemsl u coeduHumesnbHol mrkaHu: 6onb B
MbILWLLAX, apTPAAruA.

Co cmopoHbI MoYek u Mo4esbl8o0AWUX nymel: AN3YPUA, 3a4EPKKA MOYN.

Obwue paccmpolicmea u HapyweHuUs 8 Mecme 88e0eHUA: OTeK.

JlabopamopHsie U UHCMpPYyMeHMasbHbie OaHHbIe: YBENNYEHNE MACCbl TeNa, USMEHEHME
GYHKLMOHaNbHbIX NPO6 NeYyeHn, NnepeKkpecTHaa PeakTUBHOCTD.

OnucaHue omoesnbHbIX HexcenamesnbHoix peakyuli

Y Manoro Koanyectsa naumMeHToB HabaoAanca 3y nocne npekpaeHna NnpumeHeHns

NneBouUEeTUpPnU3nHa.
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AKLIMOHEPHOE OBLLECTBO
— NPOW3BOACTBEHHAA ®APMALIEBTUYECKAS
RENEWAL KOMMAHUS OEHOB/EHUE

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

BaxtHo coobuw,ame 0 pa3sumuu HexcesamesbHbIX peakyuli ¢ yenvto obecrieyeHus
HernpepbiBHO20 MOHUMOPUH20 OMHOWEHUSA M0/1b3bl U PUCKA AEKAPCMBEHHO20 npenapamad.
Ecnu ntobble U3 yKa3aHHbIX 8 UHCMPYKUYUU noboYHbix aghghekmos ycyaybnaromces, unau Bei
3amemunu nobbie Opyaue noboYHbIe aghgheKmol, He YKa3aHHble 8 UHCMPYKyUU, coobuwume 06
amowm epayvy. MeduyuHcKue pabomHuKu coobuwarom o 110bbix HexxenamessbHbIX Pearkyusax
/IeKapcmeeHHo20 npenapama Yepe3 HayUuoHAs1bHblie CUCMeMbl COOBUWEHUS 0 HeXenamesnbHbIX

PEaKyUsIX.

MNepepo3npoBka

CumMnmomel: COHAMBOCTD (Y B3POC/biX), BHaYaie MOryT NOABUTLCA BO3OYKAEHME U
6ecnoKoMCTBO, 3aTEM CMEHSAOLMECA COHNNBOCTbIO (Y AeTen).

JleyeHue: HEOHXOAMMO NPOMbITb KENYAOK NN NPUHATL aKTUBMPOBAHHDBIW YroJib, €CAN Nocie
npuema npenapaTta NpoLwio Mano BpemeHu. PekomeHgyeTca nposeaeHMe CUMNTOMATUYECKOM
n nogaepueatowen Tepanumn. Cneundumyeckoro aHTMAOTa HeT. Ffemogmanus He apdeKTUBEH.
B3aumopgeiictBue C Apyrumu NeKapCcTBEHHbIMU CPeACcTBaMuU

MN3yyeHne B3aMMOAENCTBMA NEBOLETUPU3MNHA C APYTMMUN IEKAPCTBEHHBIMW NpenapaTamm He
NpPoBOAUNOCH. [Py U3y4eHNN NeKapCTBEHHOIO B3aMMOAENCTBMA paLlemaTa LeTMpusnHa ¢
AHTUMUPUHOM, a3UTPOMULMHOM, LUMETUAMHOM, AMa3enamom, SPUTPOMULIMHOM, FIMMN3NL0M,
KETOKOHa30JIOM U NceBAo3deAPUHOM KAMHNYECKU 3HAUYMMbIX HEXENATENbHbIX
B3aMMO/ENCTBUIN He BbIAB/IEHO.

Mpw ogHOBpPEMEHHOM NpuMeHeHuu ¢ TeoduanmHom (400 mr/cyT) 0bLMIA KNMpPEHC LeTUpU3nHa
CHUXaeTcs Ha 16 % (KMHeTUKa TeodUNNMHA He MeHseTcsA).

B nccnepnoBaHnu ¢ UCNONb30BaHWMEM MHOTOKPATHbIX 403 NPU OAHOBPEMEHHOM Npueme
puToHasupa (600 mr 2 pasa B fieHb) 1 ueTnpusmHa (10 mr B AeHb) NoKa3aHo, YTO 3KCMNO3nLMA
LeTMpu3nHa ysennumsanaco Ha 40 %, a IKCNO3MUMA PUTOHABMPA HE3HAYNTENBHO U3MEHMNACh
(-11 %).

B page cnyyaes npu og4HOBPEMEHHOM NPUMEHEHUMN N1€BOLLETUPU3NHA C A/IKOTONIEM UK
NeKapCTBEHHbIMM NpenapaTaMu, OKasblBaOLWMMM NOAABAAIOLLEE BIMAHME HA LLeHTPaNbHYHO
HepBHyto cuctemy (LLHC), BO3MOXKHO ycuneHune mx BamsaHma Ha LLHC, xoTa He aoKas3aHo, 4To

pauemart LeTMpU3nHa noteHuupyeTt adpdeKT ankorons.
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AKLIMOHEPHOE OBLLECTBO
— NPOW3BOACTBEHHAA ®APMALIEBTUYECKAS
RENEWAL KOMMAHUS OEHOB/EHUE

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

Ocobble yKasaHus

NHTepBanbl MeXAay A03aMU A0MKHbI 6bITb NOA06PAHbI MHANMBUAYANBHO B 3aBUCUMOCTU OT
noyYyevyHom GpyHKLMMN.

PekomeHayeTca cobntoaTb OCTOPOKHOCTb NPU OAHOBPEMEHHOM YyNoTpebieHUn € aNKoronem.
Mpw HaAMYKMK Y NAUMEHTOB Npeapacnosaratowmnx GaKToOpPOoB K 3aepKKe Moum (Hanpumep,
noBpeXaeHne CMHHOro Mo3ra, rnepnaasna NnpeacTaTe/ibHOM Kenesbl) cnegyeT cobntoaatb
OCTOPOXKHOCTb, MOCKOJIbKY 1€BOLLETUPU3MNH MOXKET YBENMUNBATD PUCK 3a4EPHKKM MOYN.
MeTunnaparmgpokcnbeHsoaT u NnponuanaparnapokcMbeHsoaT, BXogAwme B COCTaB Kanenb 4na
npuema BHYTPb, MOTyT ABASATLCA NPUUYMHOM aNnNepruyeckmx peakumnii (BO3aMoKHO
3amMen/IeHHOro TMna).

OcTopOorKHOCTL cneayeT cobaoaaTh y NALMEHTOB C INUAENCUEN U NOBbILLIEHHOMN CYA0POKHON
rOTOBHOCTbO, MOCKO/IbKY /IEBOLETUPU3UH MOXKET Bbl3BaTb 060CTPEeHMEe NPUCTYNOoB.

PeaKumna Ha KOXKHble annepruyeckme Npobbl NogaBAAETCA aHTUTMCTAMUHHBIMKW NpenapaTamm, 1
nepes npoBegeHMemM TeCTUPOBaHMA HeEOHX04MMO BO3AEPKaTbCA OT NpMeMa npenapara B
TeyeHue 3 AHen.

Bo3MOKHO NosBAeHMe 3yAa NOC/Ee NPeKpPaLLEHMA NPMEMA IEBOLETUPU3NHA, AAXKe eCu
nogo06HbIX CUMNTOMOB He 6bl/10 B Ha4Yane nedyeHns. CUMNTOMbI MOTYT MPOMUTU CAMOCTOATENbHO.
B HEKOTOPbIX CAYYAAX CUMMATOMbI MOTYT ObITb CU/IbHO BbIPA*KEHHbIMU, U 3TO MOXKET
noTpeboBaTb BO306HOBAEHWNA NneveHUus. Mocne BO30OHOBAEHUA 1eYEHMA 3TU CUMNTOMbI
OOIXKHbI NPONTH.

BansHue Ha cNOCO6HOCTb yNpaBAATb TPAHCNOPTHLIMU CPEACTBAMM, MEXaHU3MaMMU
JleBOUETUPU3NH MOXKET NPMBECTU K NOBbILLEHHOW COHNMBOCTU, Ce40BaTeNbHO, Npenapar
KBUCKMA ApONC MOXKET OKasbiBaTb BAUSHUE HA CNOCOBHOCTb YNpaBAATb aBTOMOGMAEM UK
paboTaTb C TEXHUKOM. B nepnos neveHna HeobxoAMMO BO3AEPKMBATLCA OT 3aHATUM
NOTEeHLMaNbHO OMACHBbIMW BUAAMUN AEATENbHOCTU, TPEOYIOLMMM NOBbILLEHHOW KOHLEHTpaLmn
BHUMAHMA M BbICTPOTbI NCUXOMOTOPHbIX PEaKLUA.

dopma BbinycKa

Kanau ana npuema BHyTpb, 5 mr/mn.

Mo 10 mn, 20 mn Bo pNaKOHbI TEMHOMO CTEKAA C BUHTOBOM rOP/IOBUHOM, YKYNOPEHHbIE

I'Ip06KaMVI-KaI'IEHbHVILI,aMVI NONINSITUNEHOBbIMU U KPblIWWKamMn HaBUHYNBaAEMbIMWU U3
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: AKUMOHEPHOE OBLLECTBO
—_— MPOWM3BOACTBEHHAA ®PAPMALIEBTUYECKAA
RENEWAL KOMNAHWA O6HOBJIEHUNE

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

NOAMMEPHbIX MaTepPMaN0B C KOHTPOJIeM NEePBOro BCKPLITUA UK C KOHTPOEM NepBOro
BCKPbITUA U 3aLMUTON OT AETeN.

®NaKoH € MHCTPYKLUMEN MO NPUMEHEHUIO MOMELLAIOT B NAYKy U3 KAPTOHA ANA NOTPebUTeNbCKOM
Tapbl.

Ycnosua xpaHeHus

Mpu TemnepaType He Bbiwe 25 °C.

lNocne nepBOro BCKPbITUA UCNOb30BaThb B TedeHne 90 CyToK.

XpaHWUTb B HEAOCTYNHOM A4 AeTel mecTe.

CpoK rogHOCTH

4 ropa.

He npnmeHATb NO UCTEYEeHMM CPOKA FOAHOCTMU.
Ycnosua oTnycka

OTnyckatoT 6e3 peuenTa.

Bnapeney, pernctpauMoHHOro yA,0CTOBEPEHUA:

O6uLecTBO C OrpaHNYEHHOM OTBETCTBEHHOCTbIO « TpeyroibHUK» (OO0 «TpeyronbHUK»)
Kpugmuecknin agpec: 630108, Hosocnbupckasa obnactb, r. HoBocnbumpck, ya. CTaHUMOHHas,
4. 30A, kopnyc 15, nomeuieHune 48.

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

MHTepHerT: https://www.renewal.ru/

NMpoussoautennb/OpraHnsauma, NPUHUMAIOLL,AA NPETEH3UU OT NOTpebuTenen:
lMpouszsodumensb

AKuMoHepHoe obuwecTBo «lponssBoacTBEHHasA papmaL,eBTMYeCcKas KomnaHua O6HoBaeHME»
Adpec mecma ripouszsodcmeaa

630096, r. HoBocnbupck, ya. CtaHumMoHHas, 4.80.

®dacosuwuK, ynakosuwux

AKuMoHepHoe obuiecTBo «Mpon3BoacTBEHHAn papmaueBTUYecKas KomnaHua O6HoBneHnE»
630096, r. HoBocnbupck, yn. CtaHuMoHHas, 4. 80;
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RENEWAL KOMNAHWA O6HOBJIEHUNE

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

633621, HoBocnbupckan o6n., CyayHcKuit paiioH, pn. Cy3yH, yn. Komuccapa 3aTbKoBa, 4. 18.
Boinyckarowuli KOHMPOsb Kayecmesa

AkumoHepHoe obuwecTtso «l1ponssoacTeeHHana GapmaueBTUYeckas kKomnaHna ObHoBaeHMe»
630096, r. HoBocnbupck, yn. CtaHymoHHas, 4.80.

OpaaHu3ayus, NPUHUMarowas npemeH3uu om nompebumenel

AkumoHepHoe obuwecTso «lponssoacTeeHHaa dapmaLesBTuyeckan komnaHua O6HoBneHMe»
630096, r. HoBocnbupck, yn. CtaHumMoHHas, a. 80,

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

e-mail: pretenzii@pfk-obnovlenie.ru
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