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HHCTPYKIUA
M0 MEIHIHHCKOMY IIPMMEHEHHUIO JIeKAPCTBEHHOI0 CPeICTBA

ident. 008023300

Ha3BaHne /IeKapcTBEHHOTO CpeICTBA
Heoxnep

O6mas xapakTepHCcTHKA
Kpyrnele 1BoskoBemyKiibie TabIETKH, NOKPBITEIE 000M0uKoi Oenoro sera.

CocTaB JIeKapCTBEHHOTr0 CPEACTBA

Heticmayrowee sewyecmso:

oIHa TabneTKa CONEPXXAT S5 MT JIEBOLETHPH3HHA TUTHAPOXJIOPHIA.

Bcnomozamenwvuvie sewyecmaa:

MOHOTH/IPAT JIaKTO3bl, MHKPOKPHCTAJIMYECKAA LEJUTI0N03a, KOJUIOMIHBIM IMOKCHI KpPEMHHI,
Mar"us creapar.

Cocmasg obonouxu:

runpomesuiosa, Turasa quokenn (E 171), makporoxn 400.

dopmMa BbIITycKa
Tabnerku, MOKPHITEIE 000JOUKOMH.

Kon kiacendukanum 1ekapcTBEHHOro CpeacTBa

®dapMakoJIoTHYeCKass TIpynna: AHTHUTHCTaMHHHBIE CPEACTBA UL CHCTEMHOTO IIPHMEHEHHS.
[Tpon3BoHEIE THIIEPA3HHA.

Kox ATX: R 06 AE 09

@apMaKo/JIOTHIYECKHE CBOHCTBA

DapmarkodunamuyecKue ceoiicmea

JleBonetupusun, (R) — 53HanTHOMEp LETUPH3UHA, SBISETCA CHIBHBIM M H30HpaTeNbHBEIM
QHTArOHHUCTOM NEPUPEPUIECKIX TUCTAMHHOBBIX penentopos Hi.

dapMaKOIMHAMHUYIECKUE HCCIEAOBAHHA C YYacTHEM 3IOPOBBIX NOOPOBOMNBIEB ITOKAa3ajiH, YTO
BO3JEHCTBHE [O3Hl JIEBOLETHPU3WHA, PAaBHOH I[IOJIOBHHE M03bl LETHPH3HHA, CpPaBHHUMO
Mo AEUCTBUIO IETHPHU3MHA KaK Ha KOXKe, TaK U Ha CIIM3UCTOH 06o/10uKe HOca.

(DapMaI(OZIHHaMPI‘ICCKHC CBOWCTBA JICBOLICTHPHU3HWHA ONpEACHAIM B PaHAOMUIUPOBAHHBIX
KOHTPOJIMPYEMBIX UCCIIENOBAHHAX.

[Ipu CpaBHUTENBHOM HCCIENOBAHMM BIMSHHS INPUMEHEHHS JICBOLETHPH3WHA B J03€ S5 M,
mesnopaTagMHa B Jo3€ 5 Mr W MIaneb0 Ha THCTaMHHOBHIE Oyly H 3pHTEMY, J€UeHHe
JIEBOLIETUPHU3HHOM IIPUBEJIO K CYIIECTBEHHOMY OrPaHUYEHHIO OSABICHUS OYJUIBI H SPUTEMBI.

Oro neilicTBHe OBUIO HamOojee BHIPAKEHO B TEYCHHE MEPBBIX 12 YacOoB U YIEPKHBAIOCH
B Teuenue 24 yacos; (p < 0,001) mo cpaBHeHHIO ¢ MTanedo U Ae3/10paTainHOM.

Hauano neiicTBHs NEBOIETUPH3HHA 5 MI' B 006aCTH KOHTPOJIMPOBAHUS CUMIITOMOB, BEI3BAHHEIX
NBUILLON pacTeHwii, HabMoaanoCch yke yepe3 | yac oT MOMEHTa NpHEMa JieKkapcTea B miane6o-
KOHTPOJIMPYEMBIX UCCIIEOBAHUSIX, HA MOJIEM KaMephI /I MPOBOKALMH C aJlIEPTE€HOM.

HccnenoBanus in vitro (Kamepsl BoynmeHa M TeXHHKH KIETOYHBIX CJI0EB) IIOKa3alk, YTO
JIEBOIETHPH3UH TOPMO3UT HHAYIIHPOBAHHYIO 0TAKCHHOM MHTPAIIMIO 303HHO(UIIOB yepe3



BQO FAR ¥ Sp. 2 0-.G

ska

60-188 Poznan, ut Walbrzys

Tel, 061-66-51-500. Fax 0-61-86-51-50¢

f14) idant. 00E023300

HO PE

MHHCOI‘JIACOBAHG
HCTEPCTROM BOPABOOX PAHEL I
o PECIYBIm BEJIAF?E?;HNHH&:
buxasz Munuerepersg 5 a5 :
Pecnybnun Be‘gxgpy%‘;xp‘memm ’

809G -2016

DHIOTCIMHA M KICTKH KOXM M nérxkmx. Ilpw ¢apMakommrammueckom OKCHCPUMEHTAEHOM
HCCIIeIOBaHUH 1 vivo (TEXHHKA KOXKHBIX OKOH) ¥ 14 B3pocibix B CpaBHEHHH ¢ Inanedo moxa3aHo
TPH I'MABHEIX THNA TOPMOSSILETO BIMAHKS JEBOUCTHPU3HHA B 03¢ 5 MI' B TEYEHHE HEPBEIX
6 4acoB peakiWW, WHAYLIMPOBAHHON IBUIGIOA: TOPMOMKEHHE BEICBOOOKIeHRT VCAM-1,
U3MEHEHHE IPOHUNAEMOCTH COCY/IOB, CHIIKEHHE HAKOIIICHHS 903AHOMHIIOB,

ObbextuBHOCTE W GE30MaCHOCTE  NPHMEHCHHS JCBOUETHPH3NHA OBUIM  JOKAa3aHEl
B HECKONBKHMX JBOHHEBIX CIEIBIX INIAle00-KOHTPOJHPYEMbIX KIHHHIECKHX HCCIIENIOBAHHUAX,
IPOBENEHHBIX HA B3POCIBIX MAIHEHTAX C CE30HHBIM AUICPTHYECKIM BOCHAICHHEM CIHA3HCTOMH
0600w HOCA, KPYTIOrOMIHEM &/UISPIHAECKAM BOCIIATEHHEM CITH2HCTOR 0600ty HOCa, WIH
XPOHHYECKAM aJUIEPIMYCCKEM BOCIANCHHEM CIH3HCTOH O6GONOUKH HOCZ. B HECKONBKMX
MCCIEIOBAHUAX OOHApPY)XEHO, YTO JEBOLETHPH3WH CYIIECTBEHHO CMAIYAET CHMIITOME]
aJUIEPrH9eCcKOr0 BOCHANCHHS CIU3HCTOH 060NOTKE HOCA, B TOM 4HCIIE UYBCTBO 3aJI0%KEHEOCTH
HOCA. '

B mrstimaMcs 6 MecsieB KIIMHHTIECKOM HCCIEIOBAHUT C ydactHeM 551 B3pocioro manumenTa (u3
KOTOPEIX 276 NalWeHTOB NPHHMMATH JICBOLUECTHPU3HH) C XPOHHYCCKUM  JUICPrHYECKAM
BOCIIANICHAEM CNH3MCTOR 0fonoyku Hoca (CHMITOMEI Habmomamics 4 gms B Henemo,
B TEUEHHE KaK MHHEMYM 4 HEZeNb) H CeHCUOHIM3HPOBAHHEIX Ha CAmpoduTE HoMamuel nbum
¥ OBUIBIY TpaB OUI0 OGHAPYXEHO, YTO JIEBOLETHPU3WH B 03¢ 5 MI ORI KIHHHYECKH
¥ CTaTECTHYECKH CYMECTBEHHO Gonee 3eKTHBHBIM, 9eM mianeGo B CMArYCHHH CHMIITOMOB
QUICPTHYECKOr0 BOCHANEHHS CIM3HCTOH OOONOYKH HOCA, ONCHUBACMEIX II0 INKAJE TSS
(ToueuHBIH MMOKa3aTeNb YCHICHNS KIHHAYECKHX CHMIITOMOB, auri. total symptom score — TSS)
B TEUEHHE BCETO TIEPHO/IA HCCEOBAHES Ge3 TosBIeHns Taxudriakcyu. Bo BpEMs ACCIICIOBARNS
JICBOUETHPU3MH 3HAYUTEALHO VIIVUIII KAYECTRO XU3HA NAHEHTOR.

Y pereil GesomacHocTb mpumeHeHEs H 3PQPEKTHBHOCTE JICBONCTHPH3NHA B BHIE TaOJICTOK
OUCHWBATHA B JBYX KIMHHYECKHX ILIALCOO-KOHTPONUPYEMBIX HCCIENOBAHHUAX, IPOBEISHABIX Ha
HanHesTax B Bo3pacre OT 6 OO0 12 IEeT ¢ CC30HHBIM MIM KPYTIIOTOMHYELIM ALIEPTUICCKAM
BOCITAJICHMEM CITH3HCTON 060NI0dKE HOca. B 060X HCCTeROBaHHTsX JICBOLETHPHA3HH CYIMIECTBEHHO
CHUSHJI CTEIIEHb BBIPAKEHHOCTH CHMIITOMOB H IIONPABHJ 3ABHCHMOE OT COCTOSHHS 30DOBBS
KadeCTBO KHU3HH,

B  nmane6o-KOHTPONHMPYeMOM KIMHWYECKOM HCCIENOBAHWE . Y9aCTBOBANO 166 TANHEHTOB
C XPOHHYECKOH WAMONATHYIeCKOH KpamuBHMIEH (85 w3 HAX momywmmx mmanebo, a 81 —
NECBONETHPH3KH B JI03¢ 5 M ONMH pa3 B CYTKH B TeueHue 6 Hesiens). Jlegenue JIEBOLCTHPA3HHOM
CYINECTBEHHO CHH3WIO BRIPOKCHHBIA 3y[ KOXH B TEYCHHE MEPBOH HENEIW W B TEUSHHE BCEro
ICPHORA JIEYCHUA IO CpaBHeHMIO ¢ Imianmebo. Kpome TOTO, JeBONETHPH3HH —mpHBEN
K 3HAYATEPHOMY YJIYHIIEHUIO KadeCTBA JKU3HH, CBA3aHHOTO C COCTOSHHEM 3{OPOBBS,
ONIEHWBAEMOTO Ha OCHOBAHWHM HOKA3ATeNs BIMSHHS OONE3HH KOKH Ha Ka9eCTBO XW3HK (AHIIL
Dermatology Life Quality Index), B cpaBHeHuH ¢ miane6o.

DapMakoKHHETHYECKHE B (hapMako AHHAMPYECKIE 3ABACHMOCTH:

Hccneposarns OKI He moxasany 3HAYMMOr0 BO3/EHCTBYSA IEBOIETHPU3NHA HA JUTHHY HHTEPBaIA

QT.
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DapmMaKOKUHEMUYECKUE COOTICIIBN
DapMaKOKUHETAIECKHHE MPOQHITE JTEBOLIETHPH3UHA ABISETCH JIMHEHHEIM H 3aBHCHT OT TIO3H;
MEXUHIMBHAYATbHAT  M3MCHYMBOCTE  SBJUICTCS HM3KOH. OTCYTCTBYIOT — JOKA3aTeIbeTBa
USMEHYMBOCTH B 3aBHCHMOCTH OT IIOJ4, NOIEMOpPOM3Ma WM  ynoTpebnenws Tabaxa.
DapmMaKoKAHETHICCKH npoduis neBonerapusnna ([R] sranTHOMED NCTHPH3NHA) UICHTHYCH
npodumo neTnpusmHa (pauevara). IIpu BcachIBAHMM H YITAMMHALKE He IPOMCXOHT XAPAIBHOK
HHBEPCHH.

BeacriBagme

IIpy mepopaabHEOM IpuMe JEBOUETHPU3AH BCACKHIBACTCS GBICTPO M B IHAYMTENHHON CTETEH
Makcumanbhas KOHUEHTparWs B [NIasMe MosBisteTess depes 0,9 waca OT MoMeHTa TipuéMa.
CramuonapHoe COCTOSHHE JOCTHTaeToss dYepe3 IBa [HS [ocle Hadaua HOPYMEHEHH.
Maxcumarmsaast KOHIEHTpaus 00bIMHO cocTaBaseT 270 Br/mi i 308 HO/MIL, COOTBETCTREHEO opH
OXHOKPAaTHOM ¥ MHOTOKDAaTHOM TipuéMe 03! 5 Mr. CTeNeHb BCACHIBAHHA HE 3aBHCHT OT. O3
JICKAPCTBA H COBMECTHOTO MpPHEMA ¢ NAmeH, ONHAKO, IPH 5TOM MaKCHMaNbHas KOHIEHTpaIys
MEHBIIIE ¥ HACTYIIALT TTO3/IHEe. ‘

Pacnipenencune ,

OTCYTCTBYIOT AOCTYIHBIE CBEACHHS, KACAIOIIHMECT TKAHEBOTO pacIpefieieHys  JeKapersa
y JIONCH 1 MPOHHKAHWS Yepes remaro-suuehammaecknit Gapeep. Y kpHce n cobak HaHOOMbIIYIO
KOHICHTPAUMIO  JieKapcrBa  OOHApYXWIM B TIOYKaX ¥ ICUCHH, HaUMEHBIIYIO
B OTAENAX HNEHTPATLHON HEPBHOM CHCTEMEL '

Jlesomernpusun B 90% cBA3pBacTcs ¢ GENKaMH IUla3MEL Pacupererneswe JIEBOLCTAPH3NHA
OTPaHAYCHO, ITOCKOIBKY ero o65séM cocrapigeT (0,4 1/ M.T.

BrorpanchopMars

MerabonuueckoMy H3MEHEHHIO Y MOJeH TIoIBepraeres MeHee, geM 14% noser JACBOLETHPH3HHA,
IO3TOMY PAa3HHIE, BEITEKAOMasd H3 TEHCTHYCCKOTO NONMMOP(H3Ma WIH OXHOBPEMEHHOTO
npuéMa  SH3UMATHIECKAX HHIMOMTOPOB, CYHTACTCS Malo CYINECTBEHHON. MeTraGommsM
COBEPINAETCS B PE3YNLTATC OKHMCNCHMS apOMATHYECKOro Koisma, N- m O- IealkuimupoBamus
H CBS3bIBAHMSL C TaypuHOM. Peakiua IealKWIHpOBAHHS I[IPOTEKAET, [VIABHBLIM obpazoM,
¢ yuactreM uzovH3EMa CYP 3A4, a OKuCNCHHE apOMATHYECKOTO KOMBIA ¢ YIACTHEM MHOIHX
u HenpeHTHQUUEpoBanNbX u30QopM CYP. JIeBONETHPU3MH B KOHIEHTPANWSX 3HAYHTEIHHO
GOMbIIKX, YeM MaKCHMAJIbHAs KOHIEHTPAIHS, HOSBIISIOMALCS IOCTE IePOPAIBHOTO IpuéMa 5 M,
He BIMSET Ha aKTHBHOCTE H3osu3iMoB CYP 1A2, 2C9, 2C19, 2D6, 2E1 u 3A4.

B cmism ¢ TaxmM cnabeiM MeTaGONMSMOM H  OTCYTCTBHEM BO3MOXHOCTH —TOPMOIKEHI
MeTaboIH3Ma, B3aUMONCHCTRHS ICBOLCTHPU3HHEA C IPYTHMH BEIIECTBAMA MANO BEPOSTHO.

DIEMEBANAA - _
[Meprox mONYBHIBEACHASA W3 IUIA3MEI COCTABILIET Y B3pOCHEIX 7,9 + 1,9 uaca.

Cpemnnii BUIMMBIA TOJHEIH KHperc coctarngeT 0,63 mu/Mun./kr me. JleBoneTHpHsHE H ero
MeTabOJINTEl BELIGILIIOTCS, TNaBHEIM 06pasoM, ¢ MouoH, B cpemmem 85,4% nmozsl C kamom
BBITEIAETCS TONBKO 12,9% 10351 JIeBONETHUPH3MHE BBIENACTCS KaK B Pe3yibTaTe KIybouxoBoit
duIBTpALY, TAK ¥ ¢ TOMOLIBIO aKTHBHOTO BBLIIEIEHIA KaHATBIAMH,

Hapymenus QyHEKIYE HoYeK _
BrImMEIi KIHPEHC JEBOLETHPH3HHEA W3 OPraHu3Ma 3aBHCUT OT KIHpeHca KpeaTHHUHA. [TosTomy

DAUEHTaM ¢ YMEPECHHO BHIDAKEHHBIMH ¥ TOKENBIMH HapyIICHHSIMH (GYHKIHE TOYEK
PEKOMEHIYIOTCS COOTBETCTBYIONIAE NEPEPHIBBI MEKAY OUEPeNHBIMHE [O3aMH JICBONETHPHIHHA,
B 3aBMCHMOCTH OT KJIHPEHCA KPEaTHHWHA. Y JHI ¢ ypemueHR W aHypuell IONHEBIM KmMpeHc

\
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TIEKapCTBA M3 OpPraHH3MA YMEHBIEH NpUOIH3HTENLHO Ha 80% B CPaBHEHHH CO 3A0POBEIME
moasMu. KolmraecTBo eBOLETHPHU3HHEA, BEIBEACHHOIO BO BPEMS CTAHIAPTHOTO YETHIPEXYACOBOTO
reMovanuia cocrasuio < 10%.

ag Pozaan, ul \Walbrzyska o 8 @ g g _ Z O @ MHHTICTEPCTEOM BIPAROOXPAHEENS )

chent. QOBOZY3CO

Bnuanue na memoodut duaznocmuxu

ITocrne OkOHYAHMS NEUECHHUS KOHICHTPAITHS JICBOLCTHPH3KMHA B KPOBH YMEHBIIACTCH C IEPHOOM
Hoypacnaja okojo 8 gacos. TaxuM o6pa3oM, alTeprauecKue TECTEl MOXKHO TIPOBOMUTE Yepes
3 ;s DOCKe IpeKpalneHns nedeHus Heoxmepon.

Tokazanns Qast NpAMEHeRHs

- KPYTTIOTOZIAYHBIA U Ce30HHbIH aJUICPIHYECKUH PHHUT,
~ XPOHUYCCKAs MAHONAaTAIECKas KpaMBHHIIE,

- CeHHas JIMXOopaKa (TIoITAHO3),

- AUIEPTHYCCKUN KOHBIOHKTUBHT.

Heornep — npomusoanmiepeuneckoe anmuzucmamunnoe nexapcemeentoe cpedcmso Ona obwezo
npUMeHeHUs

Cniocob npuMeHeHHs 1 103UPOBKA

Tabnerxy, HOKPHITYI0 0GONOUKOH, NPHHMMAIOT BHYIPh, NPOTIATHBAS WENON H 3ammBas
KHUIKOCTEIO.

TabneTky MOXIHO IPHEWMATL BO BPEMS ©l{bl HIIH HE3ABUCHMO OT IPHEMA IIHIIH. Pexomennyercs
IpuéEM ONHOHU NO3EI JIeKapcTBa pas B CYTKH,

Bapocinie, TTOJDOCTKY. 3 TAKIKE JHETH B BO3PACTE OT 6 JIeT T cTapme,

' Pexomennyemas cyrounas fosa coctasnsier 5 Mr (1 TaGrera, moXphTas o6oIouKoii).

IlamueHTE] TOXUIIOro BO3PAcTa.
IManpenTaM B HOXKAIOM BO3PACTe ¢ HAPYITEHHAMH (QYHKIHH TOYEK CO cpenued wimm TKENoH
CTENCHRIO  BBHIDAXCHHOCTH  DEKOMCHAYETCS 1ofbop nmo3sl (oM.  Hwke  «llammenTs
C HApYIICHHAMH (QYHKIIAH TIOYEK»). :

'

HeTsiM B BozpacTe 0T 2 A0 6 J1eT HEBO3MOXKHO MOXOGPATE 03y JEKAPCTBA B BHJE TabJIeTKH,
MOKPEITOH 00o/0uxol. Jlns 3ToHf Bo3pacTHOH rpynmel pexomeHgyeTcs NpHMEeHEeHHe
DpPenapaTos JIeBONETHPA3HHA B BUIE PAaCTBOPOB, .

ITanueHdTH ¢ HapyImeHAIMY (BYHKIMH IOYEK: .

[IpoMexyTKH BpeMEHH MEXIY OUCPESAHBIME H03aMH IOJDKHBT OBITS 0100 paHEl HHAWBHAYATHHO,
B 3aBHCHMOCTH OT CTENCHH OYHKIHOHMPOBAHMSI NOYEK. Ho3y wHeobxomumo nopobpatsh
B COOTBETCTBMH C HIDKE OpHBEAEHHOR Tabnuueit. J{na Toro, urtobnl MONB30BATLC JaHHOM

" Tabnumne HO3UPOBAHNA, HEOOXOMAMET LaHHBIC, Kacaromuecs IoKasarenci KIHpenca KpeaTnHUHA

y manmoro nanpenta (Clp) B Mi/mus. 3uagerne Cl (MIJI/MEH) MOXHO PacCYHTATE HA OCHOBAHMH
KOHICHTPAIMK KPeaTHHUEHA B CHIBOPOTKE (MI/IUT), HCTIONB3YA CIEAYIOMYIO GOpMyILy:

[140 — BospacT (roma)] x Macca Tena (Kr)
Clip = (x 0,85 s xerwm)
72 X KOHIIEHTPallMs KPeaTUHHHA B CEIBOPOTKE (MI/ 1)




£}

s —
EARM ! COTJIACOBAHOQ
=3 G 4 ) 50 £ O'Oﬁ S 6 MHHHACTEPCTBOM BIPABOOXPAHEHUA
60-198 Poznad, ul. Watbrzyska 13 8 @ g g . 2 D 1 B SEIAPYCD
Tel 061-66-51 500, Pax 979651505 i Ilpuxas MusncTepeTEa 3APaBO0XPAHEHUT
(14} ident. Q08028300 % PoorryGumatist Benapycs

i R

ITon6op RO3EI Ui IANEEHTOB ¢ HAPYIDCHUSIMHE (yHKIHH IT0YEK;

Ipynma Kinpenc xpearunnHa (Ma/mMun) Jo3a u 9acrora upnéMé
HopmaneHas GyHKIES > 80 1 Tabnerxa 1 pas B cyTkm
Hapymenue byaxnmm ‘
JETKOH CTEIECHN 50-79 1 Tabmerka 1 pas B cyTrn
TSKECTH

Hapymenue dyakmmu

CpeJHEH CTerneHn 30-49 1 TabneTka Kaxaple 2 qHs
TSDKECTH

Tsoxénple Hapymenus

Pa—— <30 1 Tabnerka xaxumie 3 qHS
VpeMus — HanueHTs! <10 [Ipmvenerre nexapcrBennoro
HaXO[ATCA Ha IMaIn3e CpencTBa NPOTHBOIOKA3AHO

Y pereii ¢ HapyIeHWAMH QYHKIME HOYEK O3y HEOOXONMMO HOXOHpATH HMHIWBANYAILHO, HA
OCHOBAHWW 3HAUYCHHA [OYCTHOIO KIHMPEHCA W MACCHl Tela. bonee TOUHBIE CcBemeHms
O IPAMEHCHHH JIEKapCTBEHHOTO CPE/ICTRA Y ETeH ¢ HapyIeHueM QYHKIHA HOYeK OTCYTCTRYIOT.

[laimenTs! ¢ HapyIIeHHEM QVHKIUH HeYeHH:

ITanuentam, AMEIOMAM HapymeHane (QYHKIHK TOJBKO NEYEHH, HET HEOOXOMMMOCTH H3IMEHSTE
no3y. IloaGop no3poBaHis PEKOMEHAYETCS TONBKO IANHEHTAM C HapyIIeHAeM (DYHKINE Ieqerny
u mouek (cM. Brime «IlanuenTs! ¢ HapymenneM QYHKIHY MOYEK»).

Kypc neaenusn _

Ilpg Ce30HHOM WLIEPTHYECKOM DHHHETE (CHMITOMBI HalIZOIAIOTCS He uarme YEeTBIpEX JHel
B HEACMO WM B TEYCHHE He Oollee UCTHIPEX HEZENb B TOX) IPONOIDKHTENHHOCTh IPHMEHEHHS
Ipenapata CiefyeT PAcCMaTPHBaTh B 3aBUCHMOCTH OT Xapakrepa 3a00NeBaHHS ¥ €r0 HCTOPHH.
Jleuenne Moxer ObITh NPEKpANEHo, €CIHM CHMOTOMBI HCYC3IIH, W MOXKET BO30GHOBIITHCS IpH
TIOBTOPHOM HOSBIEHMAY CHMOTOMOB. B cirywac CTOHKOrO ajnepruyeckoro pHHHTA (CHMITOMET
HAOMOAIOTCS Yale YeTelpéX pas B HENeENI0 UM B TedeHue Gollee UETHPEX HEmenb B TOLY)
JleyeHHe MOXKHO TPOBOAMTE B TEIEHHE BCETO IIEPHOA NeHCTBYS aliepreHa.

KyIMHIYeCKHH - ONBIT MPHMEHEHHs! JICBONETHPHIMHA B HACTOSIIGE BpEMs OrpaHHYHBAETCS
MIEPUOIOM IIECTUMECSIHOTO NPHMEHEHH.

Hobognoe gelicrBHe
B xiuHAYeCKUX HCCICNOBAHHAX ¢ yJaCTHEM JKCHIMHE M MYy:K9IHH B Bo3pacte oT 12 mo 71 roma

'y 14,7% mnanueHTOB B 1€, TPUHAMABIONX 5 MI JIEBOIETHPU3UHA, OTMEYEHO, CaMOE Majoe
N ? H 3

oxHa 1O0OUHAS peaKuus Ha JIEKApCTBEHHOE CPENcTBO B cpaBHeHEH ¢ 11,3% marmuenTos,
HoTygaBmyx mianebo. 95% 3Tux moOOTHBIX peakuit Oputn yMEPEeHHO Wi ciabo BEIPaYKEHEL

B XIHHMYECKAX HCCNETOBAHUSX MOIL MALMEHTOB, UCKIIOYEHARIX U3 HCCICIOBAHAS 10 IIOBOLY
MOABHBIIAXCA N0DOYRBIX peakumid, cocrasuna 3% (4/538) B rpynme, mnomygasmmux

JIEBOLIETHPHU3UHE B Jio3e 5 Mr, 1 0,7% B rpyrme, noaydasmux miarneto (382).

B XTHHPYECKUX HCCIENOBAHHUAX ¢ IPHMCHCHUEM JICBOLCTHPU3MHA YIaCcTBOBaIO 538 uenomek,
KOTOpLIM OBUTO HAa3HAYEHO JICKApDCTBEHHOE CPENCTBO B  PEKOMEHAyeMoH mose 5 wr
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Veted

B CyTkd. bonee wem y 1% B s10# Tpymme NosBrINCE HO0DOUHBIC PEARTHATIOCITE TIOTEY
IEBOIETHPH3HHA B o3e 5 Mr wid ruranebo (gacto: > 1/100, < 1/10):

HCHUA

Ilo6o4nbre NeficTBHA (B COOTBETCTBHA T

€ TEPMHAHOJIOTHEH 110609HBIX IInaue6o (n = 382) CBOLCTHPHUSHH 5 MT
neiicreuit WHO — WHOART) ~ (n=538)
I'onosHas Oonn 2,9% v 2,4%
COHNUBOCTE : 1,3% _ 5,6%
CyxocTs B pOTOBOI MONOCTH 1,3% 2,6%
UyBCTBO YCTANOCTH 0,5% 1,5%
AcTeHHs 1,3% 1,1%

Habmronaick takke ApyTHE, HE 9aCTO HOSBILIOIHECS MOBOUHEIE peaKun (xre yacro > 1/1 000,

< 1/100), Taxue xak ciabocth 1 60Jb B IKABOTE.

[lossnenue HOOOYHBIX peakuuil CENAaTHBHOTO XapakTepa, TAakuX Kak COHIIMBOCTB, YYBCTBO
YCTAIOCTH, CIaboCTh OTMEYANIOCE Jame mocle IpaéMa JIEBOTIETHPH3NHA B 03¢ 5 Mr (8,2%), uem

nocie npuéma mianedo (3,1%).

Kpome BrimenepewceHHEx T0GOUHBIX PeakIuif, 3aperueTpHPOBAHEEIX BO BpEMS KJIHHHIECKUX
HCCNIENOBAHMM, B IEPUOJ BBEAECHHS IPOAYKTA B TOBAPOOBOPOT OTMENEHDI TAKKE OUEHD penkue

CILy4Yau CIEAYIOIIX TO00IHBIX PeaKimit:

*  HAPDYULEHUSE CO CHIOPOHbBL ZM'LMyHHOﬁ CUCHEMbL. TUNCPYYBCTBUTENLHOCTE, B TOM THCIHE

aHa(QUIaKCHS;

%  neuxuvecKue HapyuieHus. TPEBOXHOCTH, arpeccHsd, pazapaxcHue, B036Y)I€H€HI/IG,

raJurrcHuHanu|, DeNIpeccud, 66CCOHHHH&, CYHIHAanbHbIC MBICITH;

® HapULeHuAa HEPSHOZ? CHCHiEMbl. CYINOPOTH, HapeCTe3uH, TONNOBOKPYXEHUE, OGMOpOK,

TPEMOD, H3BpAallICHUC BKYCa,
® RAPYULeHUS 3PEHUA: TICIICHA HePeH Ilia3aMi, 3aTYMaHeHHOE 3pCHHE, BOCIIATICHHE,;

* HADYWERUA CO CMOPOHYL Cepaya U COCYOUCMOTE CUCMEMbL: CHHYC TpoMB03, CTEHOKapIus,

TaxXMKapJEsL, TpoMbo3 spéMHOH BeHbI, cepauetuenue;

* Hapyuienus CO  CHOPOHBI  ObIXAMENLHOU  CUCHMEMbI,  OP2aHOE  2pYOHOT  KaemKu

U cpebocmeﬂwz: OABIIIKE, YCHIICHHC DHHUTA, peCHI/IpaTOpHLIﬁ JHUCTPECC-CHHIPOM;
HAPDYULECHUSA CO CHIOPOHbL WC@ﬂy@O‘lHO—KUZUG‘{HOZO mpaxkma. TOUIHOTA, PBOTA;

RAPYVIULERUSA CO CIMOPOHBL NEYEHY U OICB}ZUEEbZSOa}ZlLﬁ,DC nymeﬁ: TCIIaTHT, I eHaT06HImapPIEIﬁ

CHHAPOM, H3MCHCHHEC (bYHI(III/IOHaJIBHbD( Hp06 neycHy,
®  HApYULeHUWs CO CIMOPOHBL KOXMCU U nodxoafcno-afcupoeoﬁ KRemuameu ¥ CAusu

CINbIX

obonouex: aHrMOHEBPOTHIECKHH OTEK, QHKCUPOBARHAS NEKAPCTBEHHAS CHIIb, 3y, CHIH,
KPalMBHALA, THUTIOTPHXO3, TPEIIMHB, (OTOCCHCHOWIM3ANS, CYXOCTh CIIM3HCTHIX

obonogex, OTEKH,
*  HAPYWENUA CO CIMOPOHBL KOCHMHO-MBIULEYHOT CUCMEMBI U COCOUHUMENBHOT MKAHU
B MBIIIIAX;

Gone

®  HAPVUWEHUA CO CMOPOHbL JMOV@GbZGOéﬂLJ}Z{x nymez?: HacCThIC IIO3BIBEI K MOYCHCIIYCKaHHIO,

3a[CPIKKA MOYIH, ’
*  @QRUAHUE - HA PE3YALMANbl ﬂaﬁopamopubzx U UHCMPYMEHIMUIbHBIX — UCCTE008

aruil:

YBEIMUCHAE MACCHl Tejia, HapylmleHWe Iokasarefedl (yHKIMH NedeHH, IepeKpEcTHas

PEaKTHBHOCTE.
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COTrJTACOBAHO
MUHVICTEPCTBOM 3EPARQOXPAHEHUA
PECHVEIIMKY BEJIAPYCDH
TIpuxas MunncrepeTna 3ADAECOXPIAHEHUS
Peenybiuxu Besnapycs

Tipu nposedenuu MOHUMODUH2G 6 REPUOO 66E0EHUA HA PHIHOK uemupmtma: Habmodanucy
credyioujue nobounvie sghhexmor:

Penxo (gactota mexay 1/1000 1 1/10 000)

HoGounpie addexter nérxoif CTemeHM ¥ NPexXOIAUI¥E: YCTANOCTH,
KOHIGHTPAIMA BHHMAHK, * COHIMBOCTB, TOJIOBHAaA GONb, TOJIOBOKPYKEHHE,
CYXOCTb BO PTY K XEITYA0UHO-KHINEUHbIE PACCTPOHCTRA (Hanp. 3aIop). .

B HexoTOpEIX cCiiygasx peaKiud THHEPUYBCTBHTENBHOCTH Habmoganach B Buie
aHTHOIEMEL bELTH Takke COOBIMEHHS O €MEMYHBIX CIydasX CyAOPOT, CBETOUYBCTBHTEIBHON
peaKuuH, MOBPEKICHIE IEUeHN, aHAQUIIAKTHIECKOTO MMOKa, HEIOCTATOTHOCTH KPOBOOGpaIIeHH S,
TITYXOTBI, HeIOMOTAHHS, 3y/1d, BACKY/IATA U 3PHTEIbHBIX HAPYIIeHHH,

HapyIIeHne
BO30yXKIeHwUe,

IIpoTaBormoxazanus .
IHopsunenHas JyBCTBHTENBHOCTD K JEBOLETUPH3MHY, NPOHIBONHBIM OHUTEPA3HHA HIH JpyraM
KOMILOHEHTaM JIEKaPCTBEHHOTO CPEACTRA.

Tsoxéneie napymenas QyHKITAYM I0Yek ¢ KIHPEHCOM KPeaTHHHHA MeHee, ueM 10 Mi/Mug.

[IpomyxT He cleAyeT NpUMEHATs y NAllHEHTOB C PEeIKO BCTPEUAIOINEHCS HACTEXCTBEHHON
HETIEPEHOCHMOCTRI0 TANAKTO3Bl, JAepuuurToM Jaxtassl (tmma Jlamma) wmm ¢ CHHIPOMOM
HAPYIICHHS BCACHIBAHKS IIIOKO3BI-TAAKTO3EL

Hetckuit Bospact (o 6 fer).

Ilepeno3npoBka

a) CHMITTOMBI

IIpu mepeJo3upoOBKE ¥ B3POCABIX MOKET HOSBHTHCS COHINBOCTE, 4 Y IeTel BHAYANE BO3GYKACHHE
7 OecOKOHUCTBO, @ 3aTEM COHJIMBOCTS.

6) IpEHHEMAEMEIE MEPBI IIPH HePEIO3HPOBKE
Crenududecknil aHTHIOT JUIS JIEBOIIETHPU3UHA HEU3BECTEH.

B cirydac IHCPECAO3HPOBKH DPEKOMEHAYCTCH CHMIITOMATHYECKasd H [IOIOCPKUBArOIN AT Tepanus.
Ecmy oT MOMEHTA npm'e'Ma JICKapCTBa IPONUIO HEMHOTO BPCMEHH, ClIENyeT TPOMBITE KCIIYLOK
H IIPHHITL aKTI/IBPIpyeMBIf:I YroJib. HSBOHGTHIJHBHH HC BBIBOIHTCH € IIOMOIBIO TeMOIHANN3A.

Mepbi HPeNsCcTOPOKHOCTH

B eps3m ¢ TeM, 910 Tal/IeTKy, HOKPLITYI0 060JI04KoH, TPYAHO HOJENHTL HA paBHbIe
MeHBIIME X03bI, HE PEKOMERIYeTCS NPUMEHATE NPORYKT Heoknep y merei B Bospacte 1o 6 yer.
WM cremyeT HasHavYaTh IPENapaThl IEBOLETHPH3AHA B BHIE PaCTBOPOB.

0006}’}0 ()C???OpO’."HCHOCﬁlb CREAYyCT TIpOABIBITL ITIPH JICYCHHH IDAaUHCHTOB C ([)aKmopamu,
npedpacrmﬂaealomumu K pazgumuro 3(106‘03)‘(‘}(“ MOoHU (HaanMep, TpaBMa CIIMHHOTO MO3ra Ui
THOEPIIasusa HPELECT&TGIIBHOﬁ )KGII@BI)I), TaK KaK JICBOLCTHPHU3MH MOXET YBCHHUYHUTE PHCK
3aACPIKKHE MOTH.

Heobxonumo cobmoaats 0cobyio .OCTOPOXKHOCTh, NPUHAMAX AJKOTONb BO BpeMsS JIEUCHUS
HCBOIICTHPHBHHOM, TaK KaK ux COBMECHIH b npué&u Moxcem npueecmu K ycunenuw
cornugocmu (M. pasznen «B3anMoaelicTBHE ¢ IPYTHMH JIEKAPCTBEHHBIMU CPEICTBAMHED).
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MUHUCTEPCTROM BAPARQOXPAHEHUS

Ilepronx GepeMeHHOCTH B KOPMJICHHS TPYIEI0

OTCyTCTBYIOT KIHHAYECKME TAHHEIE, KACAIOMUECS IPHMEHEHHAS JICBOLETHPHAHA KCHIMHAMY BO
BpeMs: O6epeMEHHOCTH. VcCleoBatus Ha XXHBOTHEIX He IIOKA35IBAIOT HY HEOCPEICTBEHHOTO, HI
OIOCPENOBAHHOTO BIMAHHA Ha TCYCHHC OCPCMEHHOCTH, DA3BHTHE 3aPOXBINA W IUIONA, POXbL
1 ITOCTHATATIEHOS PasBHUTHE.

Bo Bpemst GepeMeHHOCTH JIeKapCTBEHHOE CPENICTBO IPAMEHAETCS € OCTOPOKHOCTEIO.
JIeBOUCTHPH3HH BBIIEILIETCS € TPYAHBIM MOIOKOM, TO3TOMY B IEPHOX JIAKTAIHY clIemyer
OPEKpaTUTE IPUEM Npenapara.

Brasiaue Ha cnocobaoceTs K BOXKICHHIO ABTOTPaHCOOPTA, ynpamierimo MeXaHna3IMaMu

B CpaBHHTENBHBIX KIMHWYECKHX HCCIENOBAHHAX He HAGIIONAIOCh, YTOGHI JICBOLETHPU3HH

B DCKOMEHIOBAHHOM 03¢ 0CHabisul  YMCTBEHHYIO paboToCIIOCOGHOCTh,  CIIOCOBHOCTE
pearapoBaHus | CIIOCOGHOCTD K YIPABIICHHIO MCXAHA3MAMH.

Onuako, B npouecce NeeHHs NpoaykToM Heoknep HeKOTOpHIE IaIpeHTs! MOTYT 4yBCTBOBATH
COHJIEBOCTB, YCTAJIOCTD ¥ CNIabocTh. [103TOMY, HalMeHTE], IIaHUPYIOINAE BOLHTE aBTOTPAHCIIOPT,
BBINIOJHATE TIOTEHIMANLHO ONACHbIe PabOThl WM OGCTYXHBATH JBHXYINHECS MEXAHH3MEL
JOJDXHEI yYECTh BOIMOMKHYIO PEaKIIHIO Ha 3TO JISKAPCTBEHHOE CPEJICTBO.

JIoRIAHHYeCKHe JAHHbIC 0 6e30IaCHOCTH

Hoxmauudeckue ManHble, NONYICHHEIE HA OCHOBAHHHA KOHBEHIHOHATHHEIX (BapMaKoIOTHIecKax
HCCISIOBAHMIE, KACAIOMMXCS GC30NACHOCTH NPHMEHEHMA, TOKCHIHOCTH TPH MHOTOKDATHOM
npréME, TEHOTOKCHYHOCTH, NOTCHOWAIBHOTO KAaHIEPOTE€HHOTO MAeHCTBHA M TOKCHUECKOTO
BIIMSHWA Ha PENPOIYKIHIO, HE BEIIBHIIM CYIIECTBEHHON OIIaCHOCTH JUIS JIFOIEH,

B3auMoaeHCTBHE ¢ APYTHMH JIeKADCTBEHHBIMHE CPEACTBAME

He npoBoauiuce HCCiIeOBAHAS, KACAIONHECT B3aNMO/CHCTBYS JICBONETHPH3UEA (B TOM HHCIIe
¢ wamykropamu CYP 3A4); pesynmsraTsl HCCNENOBAHWN C DANEMPYECKHM COeTHHEHHEM
NETHPH3MHA HE MOKA3aM¥ KMHUYCCKH CYINCCTBEHHBIX B3aUMONEHCTBUH ¢ mcesmosdenphoM,
OUMETHIHHOM, KETOKOHA30JI0M, SPATPOMUIMHOM, a3UTPOMHUIIMHOM, TJIMITH3UIOM, H JHA3EIIAMOM.
Habmonanock HeGonbImoe H3MEHEHHE KIHpPeHca HeTHpusuna (16%) IpH MHOrOKpaTHOM npuéMe
¢ Teopmmmuom (400 Mr B CyrKH); B TOXE BpeMsd, OXHOBPEMEHHBIN TPHEM NETHPH3HHA HE
OKa3bIBaJ BIUIHUA Ha HapMaKkOAVHAMHKY TeODHINHA B OPraHH3ME.

B uccenoBarny IpH OAHOBPEMCHHOM npuéMe putonasupa (600 Mr 2 pasa B I¢Hb) ¥ NETHPU3HHA
(10 Mr B JHeHB) TIOKa3aHO, YTO SKCHO3HLMA LETHPH3UWHA yBemwuunack Ha 40%, a SKCHO3HIHS
PHTOHABHPA H3MEHHUIIACh He3HauuTeNbHO (- 11%).

[lpuém neBONETHPH3HMHA C IMIOICH HE CHHXKAET CTCNCHH €r0 BCACLIBAHUSA, ONHAKO CHUKACT
CKOPOCTE BCachiBaHU4. ) . 4

Yy HYBCTBHTCIIHEHBIX ITQITACHTOB OIJ,'HOBpeMeHHBIﬁ HpHGM OEeTHUPH3HHA HIH JICBOLCTHPHAZHHA
C aJKoTOJIEM MM C APYTHMH CPEACTBaMHM, Topmosamumu ¢yrkmuio ITHC, moxer yeunums ux
6IUAHUE HA HEHMpAIbHYIO HepeHyio cucmery (CEM3HTH KOHIICHTPALHIO BHHUMAHHS,
IPOM3BOMMTENBHOCT: TPYAd, HPHUBECTH K COHJIHBOCTH), XOTS: HE JOKA3aHO, UTO paleMar
[ETHPH3UHA TTOTEHIUPYET 3P dEKT anKoros.

AHTHTHCTaMUHHBIC CpeacTBa OKaspIBalOT I’IHI’K6KP}’IOIILCC BIIASTHAUC Ha PCAKIUIO IIPH ITIPOBECACHUN
KOXHBIX aJIICPTHICCKUX TCCTOB, IIO3TOMY JICHCHHC MHOJDKHO OBITE IpepBaHe 3a TPH OHA HO
OpOBCOCHMA TaKHX TECTOB.
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Yeiaosus u CPpOK XpageHun Iprxaz MenicTepeTsa 34paBO0OXPAHEHIR
He npuMeHATE IeKapCTBEHROE CPEACTBO II0 KCTEed9eHAM elo cpoka PoRyeTy Berapyes
HeobxomumMo XpaHATE B HEOOCTYIHOM UL neTeit Mmecre,

XpaHUTh B OPUIMHANBHON YOAKOBKE IPH TEMIEpPAType HIDKE 25°C KpaH#Th B 3aUIHIICHHOM
OT CBETA MECTE.

Cpox XpaHEHHA — TPH TOJIa OT JATHI IIPOU3BONCTEA.
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Yenopus ormycka
Ormyckaercs Oe3 penenta.

Ynakopka .
KopoGouxka, conepxarnast 7 wiH 28 TabIeTok, HOKPHITEIX 060I0UKOH, B fiuctepax u3 Ai/An mo 7
TabYETOK B KaKAOM, W JIMCTOK-BKIAILIILI.

Hndopmanus o npon3BoguTeie
BUOPAPM®00O0,

60-198 Tloznann,

yi. Ban6xwucka 13,

IMonsma
Ten. +48 61 66-51-500



