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MHH3ZIPAB POCCHH
WHCTPYKIIUSI ! M- 004072 - 100117

110 MEJHIHHCKOMY IIPHMeHeHHIO nekapcrnenﬂor:o npenapatal [ JACOBAHQ

JTAMUCTA

PerncrpanunoHHbIii HOMep:

Toprosoe nanmenoBanue: JJMMUCTA

Mexagynapognoe HemaTeHTOBAHHOE HJH TPYNNHPOBOYHOE HAMMEHOBAHME: a3ellaCTHH +
GbiyTuKa3oH

Jlexapcereennas dopma: crpell Ha3aabHBI JO3APOBAHHEBIN

CocraB: oj[Ha J103a CIIpes COAEPHKHT:

AKTHBHBIE BEIeCTBa:

AsenactuHa ruapoxnopun 0,137 mr

®nyrukazona nponuonar 0,050 mr

BcenomorarensHele BelecTsa:

rimunepon 3,151 mr; apunen CL-611 [mentronoza MEKpOKpHCTALTHYECKAs, KAPMEILIO3a HATPHS]
2,740 mr; momucopbar - 80 0,007 mr; awmearpus sperara aurmapaTr 0,014 mr; OeH3aiKoHUA
xaopux 0,014 mr; denmwistanon 0,343 mr; Boxa ounmienHas 130,545 mr

Omnncanne: benas ogHOPOIHAs peHCIeprHpyeMas CyCIIEH3 .

®apmakoTepaneBTHYecKas IPYNNa: IPOTHBOAJUIEPTHICCKOE CPEJCTBO KOMOMHHDOBAHHOE
(H1- rmcTaMMHOBBIX peLENTOPoB ONOKATOP +. IVIIOKOKOPTHKOCTEPOMJ IS MECTHOIO
IPUMEHEHHUS).

Kon ATX: RO1ADS58

Papmako/I0THHeCKHE CBOMCTBA

DapMakoIHHAMHKA

[penapat JlymucTa coep:KUT a3elacTHHA MMAPOXJIOPHA U (IYTHKA30HA IPOMHOHAT, KOTOPHIE
0071a/1al0T pa3NHYHBIM MEXAHH3MOM JEHCTBHS M NpPOSBISIOT CHHEPTH3M B OTHOIICHHH
o0JIer9eHys CHMIITOMOB aJIEPrHYecKOro PUHATA H PHHOKOHBIOHKTHBHUTA.

Daymuxazona nponuonam SBIISAETCS CHHTETHYECKIM TpU(TOPHPOBAHHBIM
[IIOKOKOPTUKOCTEPOHIOM, 00J1afatomuM BBICOKHM CPOJICTBOM K penenTopam
TTIOKOKOPTHKOUJIOB, IIPOSBIILET MOIHOE IPOTHBOBOCHATHTENEHOE IEUCTBHE, KOTOPOE B 3-5 pas
IIPEBLIMAET CHUITY JIeKCAaMETa30Ha.

Aszenacmuna zudpoxnopud, Npou3BojHOE (TANa3HHOHA, H3BECTEH KaK IPOTHBOALIEPIHYECKOE
COC/IMHCHHUE UIMTEIBHOrO JCHCTBHA, sABIAIOEecs H30WparensHBIM — OnokatopoM HI-

T'HCTaMHHOBEIX PELECIITOPOB, CTa6HH_I’I3I/IpyeT TY4YHBIC KICTKH H 06H&,II&€T



IIPOTUBOBOCHATUTEIBHBIMU CBOMCTBAMH. JlaHHBIE HCCIEOBAaHMI ik Vivo M in Vilro TOKa3kIBaIoOT,
YTO a3eNacTHH YTHETaeT CHHTE3 W/WIM BHICBOOOXIEHHE XUMHUYECKHX MEIMATOPOB, KOTODHIC
OPUHMMAIOT Y9YacTHC B paHHEH U IIO3JHEHW CTAIMH aUIEPTHYECKHX Deakluii, HanpuMmep,
JIEHKOTPUEHBI, TMCTaMKH, (GaKTop akTHBaUH TpoMmOoruToB (DAT) M cepoTOHHH. A3ETacTHH B
BHJIC Ha3aJILHOTO CIpes OTIIMYACTCS OBICTPEIM HAadaaoM JEHCTBHS B CPABHEHHH C IEPOPATbHEIM
IIPHEMOM AHTUTHCTAMHHHEIX IPENapaToB H INIIOKOKOPTHKOCTEpomaoB. OOllerdeHue HazalbHbIX
aJJICPrHYeCKUX CHMIITOMOB HAaOMOgaeTcs yxKe depe3 15 MEHYT [ocIie BBECHUS.

IIpenapam /Jumucma

B cpaBHenus ¢ mnanebo H OTAENBHO NPHUMEHSAEMBIMH a3€laCcTMHA THAPOXJTIOPHIOM H
(yTrKazoHa MPONHOHATOM, NpHMEHEHHE Ipemapara JIUMHCTAa 1O ORHOH 03¢ B KaXKIYIO
KaKJIbIi HOCOBOM XOJI IBaXIbl B JIEHb 3HAYHTEIEHO 00JIErdaeT Ha3albHBIE CHMITOMBI (BKIIOUAs
PHHOPEIO, 3aJ0XKEHHOCTL HOCA, YMXaHHE M 3y B HOCY). TakyKe OTMEUAIOCh 3HAYUTENILHOE
06JIer4eHye IIa3HbIX CHMIITOMOB, TAKHX KaK 3y, CIE30TeUeHHE H TTOKPACHEHHE T71a3.

B cpasuennm ¢ mpemapatoM ¢GIyTHKa3oHa MPOINMOHATA 3HAUHTENBHOE OOJIErdyeHre OCHOBHBIX
cnMiToMOB (50% CHIDKEHHE TSKECTH CUMITOMOB) JOCTHIAIOCH 3HAYMTENLHO OBIcTpee (Ha 3 mHS
1 OoIbllle) IpH MPHMEHEHHH TIpenapara JJaMucTa.

PapMaKOKHHETHKA

Bceacwisanue

Iocne uHTpanasanbHOrO BBeAeHHs (ryTHKazoHa HponroHara (200 MKT B CYTKM) MAKCHMAIIBHAS
koHnenTpanua (Cmax) cocraBisna 0,017 vHr/min. BeachiBanne co cH3HCTOH 000JI0YKH HOCOBOI
[IOJIOCTH HE3HAYUTEIBHO M3-3a HM3KOM DacTBOPHMMOCTH IIpemapara B BOJE, a Oonpluas wacThb
J03Bl, BEPOATHO, MporiarteiBaeTcs. IIpu mepopansHOM BBeJieHHMHM BcachiBaeTcss MeHee 1 % oT
BBEJICHHOH [I03bI IIPENapara, YTO CBA3aHO C MCUIEHHBIM BCACHIBAHHEM H AKTHBHBIM
MeTaboNM3MOM Cpasy Iocie IpOriaThBaHus. TakuM o6pasom, obllee CHCTEMHOE BCAaChIBAHHE,
IIPEJCTABIIAIONICE COBOKYITHOCTH BCACHIBAHHS CO CIIM3MCTOM OOONOYKH HOCOBOH IIONOCTH H
BCAChIBAHKMS IIPH IIPOTTIATHIBAHMH [IPETapara, ABIIeTCS HE3HAYNTEILHBIM.

Ilocne mosTopHOro BBEAEHHA CyTOuHOH J036l 0,56 Mr asenacTHHA THAPOXJIOPHIA
(COOTBETCTBYIOLIEH BBEJACHHUIO OJHOM J03B B KAXKIBIH HOCOBOH XOJ ABAXIHI B neds) Cmax B
mrasme cocrassia 0,027 Hr/MI1 y 3M0pOBBIX I0OPOBOIBIEB. YPOBEHB aKTHBHOTO MeTabomuTa N-
ACCMETUIA3CTIaCTHHA HAXOAWIICS Ha YPOBHE HMDKHEIO Iopora ompeneneHuss Wi Hmke (0,12
HI/MIT).

Y HanueHToB ¢ a/UIeprHYecKUM PHHHTOM MOC/IE BBEJCHHS CYTOYHOM 103BI 0,56 Mr a3elnacTHHA
THJIPOXJIOpH/IA (IBE NO3BI B HOCOBOM X0/ OJIMH pa3 B JICHB) KOHIEHTPALUA a3eIacTHHA B [UIa3Me
yepe3 2 yaca IocJie BBeJEeHHs cocTaBisuia okono 0,65 Hr/mia. Visoenue CcyTO49HOH 110381 j0 0,12
MI a3elaCTHHA THAPOXJIOPH/IA (JIBa BIPHICKHBAHMSA B KaK/IBIH HOCOBOH XO[ JBAXKIHI B JIEHB)
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UPHBOHIO K MOBBIICHHIO KOHIEHTPAIlWM 4a3€IacTHHA B IDIA3Me o 1,09 wr/ma, wuro
CBHACTENLCTBYCT O NIPONIOPUMOHAIBHOM YBEIHUYESHHH KOHIEHTPALMH B 3aBHCHMOCTY OT JIO3BI.
Pacnpeoenenue

OiyTHKa30HA MPONHOHAT O06MANACT GOMBIIHM OGHEMOM paclipenienicHuss B CTaOMIIBHOM
COCTOSHMH (IpuOIM3HTeIbHO 318 muTpoR). Ces3pIBaHHe ¢ GeNMKaMH IUIasMbI cocTasiser 91 %.
O6beM pacnpenieieHHs aselacTHHa YKa3biBaeT Ha npenmymeCTﬁeHHoe pacnpeneneHue B
IEPAPEPHIECKAX TKAHSX. YDOBEHb CBS3BIBAHHSL C GeIKAMM Inasmel coctasiusteT 80-90 %. O6a
BEIECTBA UMECIOT IIHPOKOE TEPANEBTHUECKOE OKHO.

Memabonusm

OyTHKa30Ha IIPOIHOHAT GBICTPO BBIBOAMTCS H3 CHCTEMHOLO KPOBOTOKA, IPEUMYIIECTBEHHO 3a
CYeT MeTaboNu3Ma B MEeYeHH ¢ 06pa3oBAHHEM HEAKTHBHOIO MeTAGOIMTa - KapOOHOBOM KHCIIOTEI
nocpencrteom mopepmenta CYP3A4 mmroxpoma P450. MeraGommsm IPOTTIOYEHHOH (pakimn
(IyTHKa30Ha MPONHOHATA NPH IEPBOM IIPOXOXKICHHU Yepe3 IIeYeHb NPOUCXOJUT TAKHM IKe
obpasom. Creiyer coGNIONATE OCTOPOKHOCTH IIPH  OTHOBPEMEHHOM Ha3HAYEHHH MOIIHEIX
HHrHOHTOpoB CYP3 A4, Takux Kak KeTOKOHA30J K PHTOHABHD, TaK KaK CYLIECTBYET BO3MOXKHOCTD

TIOBBILIICHU ST KOHIIEHTPaIHuH (1)JIYT HKa30Ha IPpONHOoHAaTa B KpOBH.

Asenactun MeTabonu3mpyeTcs 10 N-Je3MeTwiasenacTHHa ¢ DOMOIILI)  Pa3THYHBIX
usodpepmentor CYP, rinasHEM oOpasom CYP3A4, CYP2D6 u CYP2C19.
Buvigeoenue

BhiBenenne duyrukasona TpOTTHOHATA HOCHT JIMHEHHBINA XapaKTep B guana3soHe 103 oT 250 1o
1000 MKr u xapakTepusyeTcs BEICOKMM 3HAYEHHEM ILIA3MEHHOIO xnaperca (1,1 a1/mun).
MakcumanbHas KOHIEHTpaLMs B IUTa3Me CHEMAeTes npubIM3KHTensHO Ha 98% B Teuenue 3-4
HacoB, U TOJILKO NPH OYECHb HHU3KMX KOHIEHTPALHAX B IIa3Me Ha0JIONaeTCs KOHSYHBIH epHOz
TnonyBeiBeneHus 7,8 gacos. Ilodeunslit kupenc duyrukazona IIPOMTHOHATA HE3HAYMTeNeH (MeHee
0,2 %), a HeakTMBHOro MeraGonura — KapOOHOBOH KHCIOTHI - MeHee 5 %. DyTHKaszona
IIPONIMOHAT H €TI0 MeTAabONMUTHI B OCHOBHOM BBIBO/ISTCS C IKETULIO 4epe3 KUIEeUHHK.

Hocne ommoxparHoro mpumenenwns mepuon TIONIYBBIBENICHHS  a3eaCTHHA M3 ILIa3Mbl KPOBH
cocTaBisger npubmmsuTensHo 20- 25 uwacoB u okono 45 wacos UL ero TepalneBTHYECKH
aKTHBHOTO MeTabomurta N- jne3Merunasenactuna. Brieenenme IPOHUCXOMUT IPEHMYINECTBEHHO
9€pe3  kumeyHMK. JInMTenbHOE BBIBENEHME HEGONBIIMX — KOJIHUYECTR gepe3s  KUNICYHHK
CBHICTENBCTBYET O BO3MOXHOCTH CYLIECTBOBAHHS KHIIECYHO-IIEUCHOYHOM IMPKYJIALHH.
Ilokazanns k npaMeHeHHI0

CuMnromaTuyeckoe edeHAe aTIEPrauecKoro PYHUTA/PUHOKOHBIOHKTHBHTA CPEIHE U THKeIO
CTEIECHH TSIKECTH.

IIporuBonokazanus



IloBBIIeHHAS YYBCTBHTENBHOCTL K JICACTBYIOLIMM BEIIECTBAM MM K moboMmy u3
BCIIOMOTraTe/IbHBIX KOMIIOHEHTOB Npenapara. Jlerckuit Bospact g0 12 ner.

IIpumMenenne Npu 6epeMEHHOCTH H B IEPHO. IPYIHOT0 BCKAPMIHBAHHUS

bepemernocmy

JlaHHBIC O IIPHMEHEHNH a3€]aCTUHA THIPOXIOPHIA M (IYTHKAa30HA MPONHOHATA Y GepeMEHHBIX
OTCYTCTBYIOT HJIM OrpaHu4eHbl. Takum oOpasom, mpemapar JIAMHCTa MOMKET HPUMEHATHCH BO
BpeMs GEepeMEHHOCTH, TOJBKO €CITH OXKHJIaeMasi [0JIb3a IIPEBHIIAET BOIMOXKHBIN PHCK.

Ilepuoo zpyonozo eckapmnusanun

Heu3BecTHO, NPOHHMKAIOT JIM NPM HA3aILHOM BBEJCHWH a3€NACTMHA THAPOXIOPHI MM €ro
MeTabOoMUTE ¥ (IIyTHKA30HA MPONHOHAT WM €ro MeTabONMTEI B TPYIHOE MOJIOKO, IIO3TOMY
CIE/lyeT HasHA4daTh Ipenapar J[MMHCTa KOPMSIIMM SKCHIIMHAM TOJIBKO B TOM CJIydae, eciiu
OXujaeMas 110Jb3a MPEBLIMIAET BO3MOMKHBIN PHUCK st peOeHKa.

Bnuanue na gpepmunvrnocme

HccnenoBanuii BimsiHus mpenapata JJuMucTa Ha (pepTHIBHOCTE He TPOBOIAIIOCH.

He 6b110 OT™MEUEHO BHsHMS a3eIacTHHA MHAPOXIOPHIA HA (EPTHIBHOCTE CAMIIOB M CAMOK KpEBIC
OpH TIEpOpanbHOM BBEJACHMM B jo3aXx 10 30 mr/kr (mpubnmsutensHo B 530 pas Bbimme
MaKCHMATbHOH PEeKOMEHAYEMOH CyTOYHOH J03BI JUISL B3pOCIOrO 4YesoBeka). IIpH BBeaeHHH
JICKapCTBEHHOTO  cpencTBa B 03¢ 68,6 MI/Kr  OBUIO  3aperMCTPHPOBAHO  YBEINHYEHHE
[IPOJTO/DKUTEIBHOCTH 3CTPANIBHOTO IHKJIA CO CHHJKEHHEM KOIYJIATHBHON aKTHBHOCTH KHBOTHBIX
¥ YMEHBIICHHEM YKcia OepeMeHHOCTeH. KoNHYecTBO KeNThIX Tel B SHYHHKAX M MMILIAHTAIHIL
CHH3HMIIOCh, O/{HAKO 0€3 MOBLIIEHHA YPOBHS IIPEIHMILIAHTALMOHHBIX TIOTEPb.

B HccrenoBanusX penpofyKTHBHOM TOKCHYHOCTH (IIyTHKA30HA MpPOIHOHATA, IPOBOIMMBIX HA
caMllax H CaMKaX KpbIC C IIOJKOXHBIM BBEJIEHHEM JEKapCTBEHHOTO CpejCcTBA B 103ax 10 S50
MKI/KT (IpuOIH3HTENBHO B 2 pasa BBHIIE PEKOMEHIYCMOW CYTOUHOM A03BI JUTA B3pOCIIOTO
4€J10BeKa), He OBUIO 3apErMCTPUPOBAHO BIHAHHA HA (DEPTUILHOCTE KUBOTHBIX. 1IpH T10K0KHOM
BBC/JICHUM JIEKAPCTBEHHOIO cpencTBa B 03¢ 50 MKI/Kr OBUIO 3aperucTpHpOBAHO 3HAYMMOE
CHIDKEHHE MacChl I1Pe/ICTATENbHOM XKETIe3bl.

Crnoco6 npumeHenns 1 70351

HuTpanazansho.

Bspocneie u nojpoctkw (12 met u crapme) - 10 0IHON 03¢ B KAXKIbIit HOCOBOH X0 JBa pasa B
IEeHB (YTPOM H BEYEPOM).

IanuenTs MOKHUJIOI0 BO3pacTa

Y nanHOit BO3pacTHOM IPyIIEI KOPPEKIHH 1035 He TpebyeTcs.
IoaroroBka u nenoab3oBanue cnpes

1, BeTpaxuyTs ¢akoH HECKOIBKO pas.



2 CHATH 3aIIHTHBIA KOJIIAYOK.

3, Ilepen nepBeIM  NpUMEHECHHEM  Ha3albHBIA cipedr  Jlumucra  HEoOXO0qMMO
aKTHBHPOBATh, T.C. HAXATh H OTIYCTHTb aKTHBATOP /103aTopa 6 pa3s [0 HOSBICHAS MEIKMX
Opbir. Ecmm crpelf He wHCHONB30BANCS HAa IIPOTSOKEHHH 7 JIHEH, €ro HeobX0oauMo
aKTUBHPOBATH ITOBTOPHO.

4, IIpouncTUTs HOC, HAKTIOHHUTH I'OJIOBY BHHUS3.

Beecty pacnbUIMTENL B OMH HOCOBOM XOJI, 3aKphIBAs NAJIbIEM BTOpOH. Haxars u BIOXHYTE.
IToBTOPHTE TO JKE CaMOe CO BTOPBIM HOCOBBIM XOIOM.

< BrITepeTh HaKOHEUHHK aKTHBATOPA W OJETH 3AIMTHEL KOJIIA4OK.
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Ilobounoe neiicTBue

HacToTa BOSHHKHOBEHHS TOG0UHBIX 3hHEKTOB OnpefenseTcs CIeAYIOMHM 06pazom:

Ogens vacto (>1/10)

Yacto (>1/100 mo <1/10)

Hewacro (>1/1000 o <1/100)

Penxo (>1/10000 no <1/1000)

Ouens peaxo (<1/10000)

Co cmoponst ummynnoii cucmempl: 0U€HE PEJIKO — peaKIuy THIIEPYYBCTBUTETFHOCTH, BKITFOUAs
aHa(UIAKTHYECKHE PEaKI(MH, AHTHOHEBPOTHIECKHH OTEK, OpoHxocmazm.

Co cmoponst nepenoii cucmempi: Hacto - TONOBHAs 6GOMb, OUCHS PEIKO - TOJIOBOKPYKEHHE,
COHJIMBOCTE, BSJIOCTb.

Co cmoponv opzanoe uyecme: vacto — mpcre3us (u3BpallleHHe BKYca), OOBIMHO BCIIE/ICTBHE
HCIPAaBHJIBHOTO NPUMEHEHHS, 8 HMEHHO YPE3MEPHOTO HAKJIOHA TOJIOBEI HA3aJ BO BpEMS npHeMa;
OFCHB PE/IKO - TTIayKOMa, IOBBILICHIE BHYTPHIJIA3HOTO [[ABJICHHS, KATapaKTa.

Co cmoponut dvixamenvroii cucmemoi, OP2AHO8 ZPYOHOU KNEMKH U CPEOOCMEeHUA. HEUACTO -

HOCOBOE KpOBOTEHECHHE, JUCKOMDOPT B HOCY (OKEHHE, 3y/), UHXaHHE, CYXOCTb CIM3HMCTORN
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000JIOYKH MOJOCTH HOCA, Kallellb, CyXOCThb B TOpiie, pa3gpaXkeHHE TIopiia; OYeHb PEOKO -
nepdopallii HOCOBOH IIEPErOPOIKH, 3PO3MH CIM3HCTOH 0OOTOYKH MOJOCTH HOCA; HENPHSTHBIA
3amnax.

Co cmopoHsl JCeNy0OUHO-KUMEUHO20 MPAKma: PENKO - CYXOCTh BO PTY; OYCHB PEIOKO -
TOIIHOTA.

Co cmopoHbl KOXCU U NOOKONCHOI MKAHW: 0YCHD PEIKO - Chlllb, 3yjl, KPAIIUBHHUIIA.

Obwue paccmpoiicmea U HAPYWIEHUA 6 Mecme 66e0eHUA: OYeHb PEJIKO — YTOMIIIEMOCTb,
cnabocTh.

IIpr nmpUMEHEHUH HHTpaHa3aJIbHBIX INIFOKOKOPTHKOCTEPOHIOB BO3MOXKHO Pa3sBHTHE CHCTEMHBIX
n0004YHEIX 3((GEKTOB, 0COOEHHO TPH JUTHTEIEHOM NPHMEHEHWH B BBICOKHX J103aX (CM. pasfien
«Ocobble yKazaHus»). ITH 3Q(PexTsl HAMHOTO MEHEe BBEIPAXEHBI, YeM IIPH IEPOPAILHOM IPUeMe
[IIIOKOKOPTHKOCTEPOUI0B.  Bo3Moskipie cucTeMuble moOo4HBle 3(deKkThl MOTYT BKIIOYATE:
cuaapoM Hnenxo-Kymmnra, yraeteHre QyHKIMM HAIOIIOUYEYHWKOB, 3alEpPXKKy pocTa y IeTed,
pa3BHTHE OCTEONIOPO3a IPH JTUTEIBHOM IIPUMEHEHHH.

Ilepexo3npoBKa

[Tpu Ha3aIBHOM ITyTH BBEICHUA IIEPEI03HPOBKA MAIOBEPOSTHA.

Het mannabpIx 00 0CTpOit B XPOHUUYECKOH MEpeI03HPOBKE (IIyTHKA30Ha IPOIIMOHATA.

HazansHoe BBemeHue 2 Mr ¢uyrtukasoHa nponuoHata (10 pekoMeHIyeMBIX [IHEBHBIX J03)
JBOX/Ibl B JIeHh B Te4eHHe 7 IHeH y 3T0pOBBIX N0OpoBONbleB He okaszbBaso 3¢ dexra Ha
THIOTANIAaMO-THIIOGH3apHO-aIpeHATIOBYIO  cHcTeMy. llpumenenwe nmpemapara B J03ax,
IIPEBBINIAIONINX PEKOMEHyeMbIE B TEUEHHUE UTUTEILHOTO IEPHO/Ia BPEMEHH, MOXKET IIPHUBECTH K
BpeMEHHOMY IIOJIaBNeHHI0 (YHKIHH HAANOYEYHHKOB. B 3TOM ciydae IedYeHHe CIeIyeT
MIPOJIOJDKATE C IPUMEHEHHEM MHHUMAITBHBIX JI03, JIOCTATOYHBIX JUIS KOHTPOJIS CHMIITTOMOB.

B ciydae nepeio3upoBKH BCJIeICTBHE CIYYaiHOTO TIEPOPATBHOTO MPHEMa BO3MOXKHBI HAPYIIIEHHS
CO CTOPOHEI HEPBHOH CHCTEMBI (BKIIOYash COHJIIMBOCTB, CIIYTAaHHOCTH CO3HAHHUS, KOMY,
TaXHUKapAUIO WIA THIIOTEH3HIO), BHI3BAHHBIE a3€JIACTHHA THAPOXJIOPUIOM.

Jledenue cumnromarHueckoe. B 3aBHCHMOCTH OT MPOIVIOYEHHOTO KOJIHYECTBA PEKOMEHIyeTCs
IIPOMBIBaHUE JKeNy/IKka. MI3BeCTHOro aHTHAOTA HE CYIIECTBYET.

B3anmojeiicTBHe ¢ ApyruMu JIeKAPCTBEHHBIMH CPeACTBAMH

Drymurazona nponuoHam

Heticmeue Opyeux n1exapcmeentvlx cpedcma Ha QIYyMUKAz0Ha NPONUOHAM

C  OCTOPOXHOCTBIO ClIeAyeT Ha3HAyaTh (IIYTHKA30HA MPOIMMOHAT [ANACHTAM, KOTOPHIE
OJHOBPEMEHHO IPUHMMAKOT JIEKAPCTBEHHBIE CPEJCTBA,  SBIMIONIMECS  HHTUOMTOpaMH
usodepmenta nuroxpoma P450 3A4 (HanpuMep, HHTHOHTOPEI IPOTEa3kl, TAKHE KAaK PHTOHABHD).

HpH HCCIIEIOBAHUH B3aUMOJICHCTBUSA ¥ 300POBBIX ,E[O6p0BOJIBHCB Ha (I)OHG HHTpaHa3allbHOTO
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Ha3HAYCHHs (IyTHKa3oHa [ponxoHaTa BBeAeHHe 100 Mr puTOHaBMpa OBaXXIBI B JICHD
NPUBOJHIO K IOBBINCHHUIO KOHUEHTpaUWH (IyTHKa30HA INPONMOHATA B IIa3Me KpPOBH B
HECKOJIBKO COTEH pa3, B PEe3yJIBTATe YEro 3HAYMTENbHO CHHYKAICH YPOBEHb THIAPOKOPTH3OHA B
ChIBOpOTKe. lIpH TOCTperncTpallMoHHOM NPUMEHEHHHM COOOIIAIoCch O ClOydyasX MOSBICHHUS
KJIMHHYECKH 3HAUYMMBIX B3aHMOJIEHCTBHH Y MAIHEHTOB, MONYYAOIUX (IIYyTHKA30HA TPONHOHAT
M PUTOHABHMD, NPUBOIAIIMX K CHCTEMHBIM 3¢¢deKTaM, BKIIOYAIOMAM  CHHApoM MiueHko-
Kymmmara w yroereHWe QYHKUMM HaamodeyHHKoB. OJHOBPEMEHHOTO IIpHEMA JaHHBIX
IpenapaToB ClieayeT M30erath, KpoMe CIy4aeB, KOTJa MOTEHIHANbHAS [0Jb3a Ul MAHCHTA
NPEBBINACT  BO3MOXKHBIA ~ PUCK  BO3HMKHOBEHHS  CHCTEMHBIX  MOGOYHBIX  3(eKTOB
TTIOKOKOPTHKOCTEPOHIOB (cM. pazjien «Ocobble ykazaHusy).

Wurubutopsl usodpepmenta muroxpoma P450 3A4 BEIBLIBAIOT HHYTOXHO Matoe (IPUTPOMHIIHH)
WM HE3HAYMTENbHOE (KETOKOHA30M) INMOBBHIMIEHHE KOHUEHTpPAIMH (IIYyTHKA30HA ITPONHOHATAa B
IasMe KpOBH, KOTOPO€ HE€ BI€YeT 3a co00M CKOJNBKO-HHOYAL 3aMETHOIO CHIDKEHHS
KOHIIEHTPAIHi CBIBOPOTOYHOIO Koptuszona. Tem He MeHee, cieayeT coOMIONaTh OCTOPOXKHOCTH
IIPH COYETAHHOM NPMMEHEHWHM WHIHOMTOPOB H30(epMeHTa muroxpoma P450 3A4 (mampumep,
KETOKOHA30/1) ¥ (DIyTHKa30HAa IPOIMOHATA BBHJAY BO3MOKHOIO IIOBBIIICHHS ILIA3MCHHOM
KOHIIEHTPAIHH IIOCIIETHETO.

A3zenacmuna 2udpoxnopud

CreunanbHbIX MCCNENOBAHME 10 M3YYEHHIO B3aMMONCHCTBHS € APYTHMH JICKapCTBEHHBIMH
CPEACTBAMH IIPH HHTPaHA3aIbHOM MPUMEHEHHM a3elacTHHA T'MPOXJIOpHIA HE IPOBOIMIIOCH.
IIpoBoxumKCh MCCIENOBAHMS TI0 H3YUEHHIO B3aMMOJEHCTBHS a3e/IaCTHHA NPH NPHEME BHYTPH B
BBICOKHX [03aX C JIPYTMMH JICKAPCTBEHHBIMH IIpelapaTtaMd, HO pe3yJbTaThl JaHHEIX
HCCIIe/IOBaHHH HE MOTYT OBITh NEPEHECEHBl HA HHTPAaHA3IbHOE IPUMEHEHHE TPENapara.

B oTmensHBIX clydasx ankoTONb M CeIATHBHBIE MpENApaTsl MOTYT YCHJIHBATh YCTAIOCT,
TOJIOBOKPYKEHHE HIIH c1abocTh Ha (oHe mpreMa npenapara JluMucra.

Ocobb1e ykazanus

B03MOXHBI IPOABIEHNS CHCTEMHOTO JIeHCTBAS HA3QIBHBIX TIIIOKOKOPTHKOCTEPOMIOB, OCOBEHHO
TIPH  Ha3HAYCHWH BBICOKMX [J03 M JUIUTEIHHOM JIEYCHHH. BO3MOXKHOCTH DJTHX SBJICHUM
3HAYMTEIPHO HHXKE, 4eM IPH [EePOPaNbHOM TpHEME INIOKOKOPTHKOCTEPOMIOB, M OHM MOTYT
pa3mAYaTECA Yy OT/CNbHBIX IAIHEHTOB M MEKJYy PAsHBEIMH IIFOKOKOPTHKOCTEPOHIHBIMH
IpenapaTamu. Bo3MOXHBIE NPOSBIEHHMS CHCTEMHOTO IEHCTBHSL MOTYT BKIIOYATh CHHIPOM
Hnenxo-Kymminra, xapakTepHbIe IPU3HAKK KYIIMHTOM/IA, YTHETeHHEe (YHKIMM HaAIOYCUHHMKOB,
3aJICPIKKY pOCTa y JIeTeH M IIOAPOCTKOB, KaTapaKTy, IIAYKOMY, U, 3HAYHTEILHO PEXE, H3MEHCHHUE
ICHXHYECKOTO COCTOSHHUS M NOBE/ICHHUS, YTO IPOSBISETCS ICHXOMOTOPHOM I'MIIEPAKTHBHOCTBIO,

PacCTpOMCTBAMH CHA, TPEBOXKHOCTRIO, JENIPECCHeil MK arpeccuei (0coGeHHO y meTeit).
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HeoBXOIAMO OCYIIECTRIATE MOHUTOPHHI NAIMEHTOB, OTYJaioNKX Ipenapar JUHTELHOS BpEMA.
[Ipn BBIABICHWH CIy4aeB 3aJ€PXKH POCTa HEOOXOIMMO CHH3WTh 03y HAa3aIbHOIO
[TIOKOKOPTUKOCTEPOUA /IO HAMMEHBIIICH, no3osgroniel  2¢pdheKTHBHO  KOHTPOIHPOBATEH
cumnToMbL. KpoMe Toro, ciieyeT HallpaBUTh [IAMEHTa HA KOHCYJIBTAIHIO K NIEHATPY. [MTanueHTHI
¢ HapylleHWeM 3PEHMS WM TOBLIIICHHEM BHYTPUITIA3HOTO JIABJICHUAL, rIaykoMod H / WM
KaTapaKkToi B aHAMHE3E JIOJDKHBI HAXOMTHCS 0N HIOCTOSHHEIM HaOTIOICHUEM.

Ecid CyLIECTBYeT Kakoe-Tu0o MOJ03PEeHHE HA HAPYIICHHE GyHKUHE HaMOYEYHUKOB, IEPEBOX
[AIMEHTOB C CHCTEMHOTO JICYeHHs TTIOKOKOPTHKOCTEPOH/IAMH Ha JIEYCHHE HA3ATRHBIM CIPECM
JTuMECTA CIIENyeT IPOBOHTE C OCTOPOXHOCTBIO.

JleyeHHe TIFOKOKOPTHKOCTEPOMAAMH B JI03aX BBINE, UM PEKOMEHYEMbIC, MOKET IPHBECTA K
KIMHAYGECKHA 3HAYAMOMY YIHETeHHIO (YHKIMM HaIlO4YeYHHKOB ¥ CCIH  M3BECTHO, HTO
IPEMEHSIIACH BBICOKHE JI03bI TTIIOKOKOPTUKOCTEPOHIOB, HEoOXO0IMMO PAacCMOTPETHL BO3MOXKHOCTD
JOTIOHATEBHOTO TIPAMEHEHHS CHCTEMHBIX TTIOKOKOPTKOCTEPOMZOB B IEPHOIR! CTpECCa WA
IUIAHOBOI'O XMPYPrU¥eCcKOr0 BMEeIaTeIbCTBA.

V manueHToB ¢ TyOepKyjae3oM, moOoi HenedeHoH MH(EKIHEH, WM HEJaBHO NEPEHECeHHOH
omepanyeit WM TPABMOH HOCA H PTa, CIIEAYET COMOCTABUTE OKUIACMYIO TIONB3Y OT Ha3HAYCHUS
npenapara JIAMHCTa ¢ BOSMOXKHBIMY PUCKAMH.

M deKimy MoI0CTH HOCa WITH IIPHIATOYHBIX Ma3yX TpeGYIOT COOTBETCTBYIOIIETO TEYEHH, HO HE
SBJIIOTCS MPOTHBONIOKA3AHMEM K IIPHMEHCHHUIO Ipenapara JlumucTa.

Pumonasup

[Ipy MOCTPErHCTPalMOHHOM NPUMCHEHHH coo0Imanock O Ciiydasx MOSABIACHHS KIMHHYECKH
JHAUMMBIX B3aHMOJEHCTBHAH Y IMAIMEHTOB, MOJYydYalomux (uyTHKa3oHa DPONHOHAT |
PHUTOHABMP, IPUBOJAIIKEX K CHCTEMHBIM d(deKTaM, BKIIOHAIOMUM  CHHAPOM HHSHKO-KYHIHHF&
W yrHeTeHHe (GYHKIMH HaJnodedHHKoB. OXHOBPEMEHHOTO NPHEMA JaHHBIX TIPEIApaTos clleyeT
m36eraTh, KpoMe Cilydaes, KOT/a NOTCHIHANBHAs NI0/b3a /UL MAalHeHTa IPEBhIacT BO3MOJKHBIA
PUCK BOZHAKHOBEHHS CHCTEMHBIX ITOO0UHBIX 3 (EKTOB IITOKOKOPTHKOCTEPHIOB.

BJHsiHHE HA CIOCOGHOCTL YIPABJIATH TPAHCIOPTHBIME CPEACTBAMME, MEXaHHIMaAMHU

B oTIeNBHBIX CIy4adx IIpH NPHMEHEHHH mpernapara JipMucTa MOTyT HabIIOAaThCd HapYIIEHUs CO
CTOPOHBI HEPBHOH CHCTEMBI: TOJIOBHAS 00JIb, FOIOBOKPYXEHHE, COHIIMBOCTD, BANOCTE.

IIpH MOSBICHHE ONMCAHHBIX HEXETATENbHBIX SBICHUH CIEyeT BO3JCPKATBCA OT YIPaBICHHIA
TPaHCIOPTHBEIMA CPEICTBAMH B paboThI ¢ MEXaHH3MaMH.

®opMma BHINyCKA

Crpeit Ha3aIBHBIH N03UPOBaHHBIH 137 MkT/mo3a + 50 MKr/mo3a

ITo 4 mu (28 go3) wmm 17 mu (120 mo3) cmpes Bo daxoHe TEMHOTO CTEKIa ¢ PACTIBUIMTENEM -

J033aTOPOM B 00KUMHOM KPBIITIKE.



1 @HaKOH BMECTE C I/IHCTp}JKI_I,IrIeI‘/JI 0 IPUMEHEHHUIO IMMTOMENAIOT B KaPTOHHYIO ITadKy.

VeiaoBHA XpaHEHNH

XpaHuTh IpU Temneparype 8 — 25 °C

XpaHHTh B HEAOCTYITHOM IS IETEH MECTE.

Cpox rogHocTH

2 roga

BckphiThIe (1aKOHBI - 6 Mecs1eB

He npuMeHsTh 110 HCTEUEHHH CPOKA FOJHOCTH, YKa3aHHOI'O Ha YITAKOBKE.
YcnoBus OTIycKa H3 aNTeK: II0 PELENTy.

IIpousBoauTeIb

Buajesel perHCTPAllMOHHOTO YIOCTOBEPEHHS

MEJIA ®apma ['M6X u Ko KT, I'epmanus

Anpec: Berammrpacce 1, 61352 bag XomOypr, ['epmanus

Address: Benzstrasse 1, 61352 Bad Homburg, Germany

IIpon3BeneHo:

CIPLA Limited India

umna JTumuten, Maaus

Anpec MecTa IPOU3BOJICTBA:

Vyactku 9, 10 Ocobas skonomudeckas 3ona HMumop, @aza II Ilurxammyp paiion [lxap
Manxesnpaneun IN-454775, Unaus

Plot No. 9 & 10, Indore Special Economic Zone, Phase II, Pithampur, District: Dhar, Madhya
Pradesh IN- 454775, India

Yyactku L-139 - 1-146, [IpomsinuienHas 30Ha Bepna, Bepna, Canscert, 'oa IN-403722
Wunus

Plot No. L-139 to L-146, Verna Industrial Estate, Verna, Salcette, Goa IN-403722, India
Oprann3zanus, NPHHAMAIOINAS NPETEH3HH NOTpedHTeNeH:

000 «MEJTA ®apmar»

109028, r. Mocksa, Cepebpsandeckas uab., 1.29

Ten. (495) 660-53-03, dakc (495) 660-53-06

Ienepansrsii gupexTop

000 «MEJJA ®apmar




Norsk brukerveiledning



BRUKSANVISNING

Klargjering av sprayen

1. Rist flasken forsiktig i ca. 5 sekunder ved a vende den opp og ned, deretter skal
beskyttelseshetten tas av (se figur 1).

Figur 1

l

2. Farste gang sprayen skal brukes, ma du klargjgre pumpen ved a sprute ut i luften.

3. Klargjer pumpen ved a legge én finger pa hver side av spraypumpen og plasser tommelen
under flaskebunnen.

4. Trykk ned og slipp 6 ganger inntil du ser en fin takesky (se figur 2).

5. Na er pumpen klargjort og klar til bruk.

Figur 2

6. Hvis nesesprayen ikke har vaert brukt de siste 7 dager, ma du klargjere den pa nytt ved a
trykke pumpen ned og deretter slippe.
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Bruk av sprayen

1. Rist flasken forsiktig i ca. 5 sekunder ved a vende den opp og ned, deretter skal
beskyttelseshetten tas av (se figur 1).

2. Puss nesen for a rense neseborene.

3. Boy hodet forover mot taerne dine. Ikke bgy hodet bakover.

4. Hold flasken rett opp og ned og sett spraytuppen forsiktig inn i et nesebor. 5. Lukk det
andre neseboret med en finger, trykk hurtig ned 1 gang og pust samtidig forsiktig inn (se
figur 3).

6. Pust ut gjennom munnen.

Figur 3
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7. Gjenta i det andre neseboret.
8. Pust forsiktig inn og bay ikke hodet bakover etter at du har sprayet. Dette vil forhindre at
legemidlet renner ned i halsen og gir en ubehagelig smak i munnen (se figur 4).

Figur 4




9. Terk av tuppen pa sprayen med en ren serviett eller klut etter bruk, og sett pa
beskyttelseshetten igjen.

Det er viktig at du tar dosen slik legen har fortalt deg. Du skal bare dosere som legen har
anbefalt deg.

Varighet av behandlingen
Dymista er egnet til langtidsbruk. Varigheten av behandlingen bgr vaere i overensstemmelse
med opplevelsen av allergisymptomer.

Dersom du tar for mye av Dymista

Kontakt lege, sykehus eller Giftinformasjonen (tlf. 22 59 13 00) hvis du har fatt i deg for mye
legemiddel eller hvis barn har fatt i seg legemiddel ved et uhell. For andre spgrsmal om
legemidlet, kontakt lege eller apotek.

Hvis du sprayer for mye av dette legemidlet inn i nesen er det usannsynlig at du far noen
problemer. Hvis du er bekymret, eller hvis du har brukt hgyere doser enn anbefalt over
lengre tid, kontakt legen din. Hvis noen, sarlig barn, utilsiktet drikker Dymista, kontakt lege
eller n@rmeste legevakt umiddelbart.

Dersom du har glemt a ta Dymista
Bruk nesesprayen med én gang du husker det, deretter skal du ta neste dose til vanlig tid.
Du ma ikke ta en dobbelt dose som erstatning for en glemt dose.

Dersom du avbryter behandling med Dymista
Ikke avbryt behandlingen med Dymista uten a radfgre deg med legen din, da dette kan sette
behandlingen i fare.

Spar lege eller apotek dersom du har noen sparsmal om bruken av dette legemidlet.



