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* 110 NPMMECHEHHIO JICKAPCTBEHHOT'O Ipenapara st MEAUIIMHCKOT0 NPHUMCHCHHUA

®JINKCOHA3E® / FLIXONASE®

PerucrpauHoHHbIA HOMeEP:

ToproBoe HaHMeHOBAHHE NpeMnapaTa: ®nukconasze® / Flixonase®.
MexayHapoaHOe HENMATEeHTOBAHHOE HAMMEeHOBaHHue: QITyTHKAa30H /
JlexapcrBenHasn ¢opma: criped Ha3anbHbIA JO3MPOBAHHBIN.

COCTAB na 1 no3y:

fluticasone.

KomnoHeHT KonnuecTtBo, MI
Heticmayrowee gewecmeo

®sryTHKa30HA TPONTMOHAT 0,05
(MUKPOHN3UPOBaHHBIH)

Bcnomozamenvuoie sewyecmsa

Hexkcrpo3sa 5,00

Aunen RC591 (ueswmono3a MUKpOKpUCTaLIMYecKas, Kapmemosa | 1,50

HaTpHU)

OeHUIITAHO 0,25
Bemanxonnﬁ XJIOPHL 0,02
ITomcop6ar 80 - 0,005
XJI0pHCTOBOAOPOAHAS KHC/IOTA" no pH 6,3-6,5
Bozna ouuineHHas 1o 100,00

IIpumeuanne:

1. lo6aBnsieTcs B BUAE BOAHOrO pacTBopa cornacHo Esponeiickoi dapmakonee.

2. TIpubasnsior ans noctwkenns pH 6,3-6,5, ec pH kKoneqHo#H cycnensuy Bolne 6,8.

OIIMCAHHME

Eenaﬂ, Hemnpo3padHas CyCIICH3Hs, cBobomHas OT MOCTOPOHHHUX YaCTHL.

®APMAKOTEPAITIEBTUYECKAS I'PYIIIIA
I JIOKOKOPTHKOCTEPOU/ AJISi MECTHOTO IPUMEHEHHS.

Koa ATX: RO1ADOS




®APMAKOJIOTHYECKHE CBOACTBA

dapmMakoIHHAMHKA

Mexanusm deticmeus

®iryTHKa30Ha IPONMOHAT — BELIECTBO, OONAajaollee CHILHBIM TPOTHBOBOCHIATUTEIBHBIM
neiicTBueM. IIpy HMHTpaHA3ATEHOM BBENCHHM HE OTMEYAETCs CKOJIBKO-HHOYIb BBIPOXKEHHOTO
CUCTEMHOrO JIEMCTBUS ¥ YTHETEHUS THIIOTANaMO-TUNOPHU3apHO-aAPEHAIOBOH CHCTEMEI.
3HAaYUMOro HM3MEHEHUs CYTOYHOW [UIiomwaad 1mnox  GapMaKOKMHETHYECKOH  KPUBOH
CHIBOPOTOYHOTO KOPTH30J1a HE BBIABJICHO MNOC/E BBEAEHHMA (IIyTHKa30HA NpPONHOHATa B /03¢
200 mMxr/cyT no cpaBHeHui0 c¢ Iutane6o (coorHomenue: 1,01, 90 % JIM— moBepuTenbHBIHA
unrepsan ot 0,9 no 1,14).

diyTHKa30Ha NPOMMOHAT  OKas3hIBaET  MPOTMBOBOCHANMTENbHBIA  3ddexT 33  Caér
Baamoneﬁcmm C peuentopamu TIFOKOKOPTHKOCTEpouzoB. IlomaBnser npommdepaumo
TY4YHBIX KJIETOK, J03MHOQUIOB, JITUM(QOLHUTOB, Makpodaros, HEHTPOGHIOB, YMEHbLIACT
BEIPaGOTKY MEQHATOPOB BOCHAJIEHHS M JPYTHX GHONOIMYECKH aKTHBHBIX BELIECTB (THCTAMHHA,
NIPOCTAarNasMHOB, JIEMKOTPHEHOB, LMTOKHHOB) BO BpPeMA paHHEH M TNO3AHEH - (a3ssl
aJUIEprH9ecKOd  peaKLuu. diryTHKa30Ha NPONHOHAT OKa3bIBAET 6s1cTpOE
npomBonbcnam/ITenLHoe AeHCTBHE  Ha  CIM3MCTYI0  00ONOYKy — HOCa, @  €ro
npoTHBoaieprudeckuii 3GdexT nmposiseTca yxe gepe3 2—4 9 mocue NepBoro NPUMEHEHHA.
VMEHBLIAET YHXaHbE, 3y[ B HOCY, HACMOPK, 3aJl0KEHHOCTD -HOCA, HENPUATHBIC OUIYIICHHS B
06NacTH TIPUAATOYHBIX Ma3yX M OIXyLIEHHE JaBIEHMS BOKpYr Hoca W rias. Kpome Toro,
objeryaer Trna3sHble CHMIITOMBI, CBf3aHHBIE C Q/UVIGPrMYECKMM pPHHMTOM. YMEHbLICHHE
BBIPOXXEHHOCTH CHMOTOMATHKH (OCOGEHHO 3aI0KEHHOCTH HOCa) COXDaHSETCs B Te4eHHe 24 d
TIOCNIE OJHOKPATHOTO BBeneHMs crpes B Jo3e 200 mxr. (DiyTHka3oHa NPOMHOHAT YITy4uIaeT

Ka4eCTBO >XM3HHU NNAallMCHTOB, BKJIKO4as (bplaprqecxy}o H COUMAJIbHYIO aKTUBHOCTBD.

PdapMaKOKHHETHKA

Bcacvisanue

[Mocne MHTpaHA3aTBHOTO BBeleHMs (UIyTMKasoHa mnponWonata B jose 200 mxr/cyt
MaKCHMaJIbHblE PaBHOBECHBIE KOHLICHTPALMM B IUIA3ME KOJMYECTBEHHO HE ONPENCIANTCA Y
GospluMHCTBA nanuenToB (coctaBisiror MeHee 0,01 ur/mm). Camas BBICOKas KOHUEHTpauus B
nnasme 6wplna 3aperucrpupoBaHa Ha yposHe 0,017 ur/mn. HenocpencrBeHHOE BCAacChIBAHHME M3
HOCOBO# ITOJIOCTH MajOBEPOSTHO BCJEACTBHE HHU3KOW BOJOPACTBOPMMOCTH M MpPOTIJIATHIBAHUA
Gonbmei yacTy npenapara. AGCoMOTHAs NepopaitbHas OHONOCTYNHOCTh HU3Kas (menee 1 %) B
pe3ysibTaTe COYeTaHHs HETONHOTO BCACHIBAHMA U3 JKENyAOYHO-KHIIEYHOrO TPAKTa ¥ aKTHBHOIO

meTaboam3ama TIpH IIEPBOM NPOXOXXACHHH 9€PE3 NCHCHD. OO61ee CHCTEMHOE BCACBIBAHUE, TAKHM
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o6pa3oMm, kpaitHe HH3KOE.
Pacnpeoenenue
®nyTUKa3oHa NPONHOHAT MMeeT 6O0JBIION 00BEM PaClpele/icH!ss B PaBHOBECHOM COCTOSIHUM
(npubnusutenpHo 318 i1). CBs3b ¢ GenkaMu n1a3Mbl KpoBH Beicokas (91 %).
Memabonusm
®nyTHKa30Ha TPOIMOHAT BEIBOAUTCS OBICTPO W3 CHCTEMHOTO KPOBOTOKA IPEHMYILECTBEHHO 3a
cgeT MeTabonu3ma B TNie4eHd ¢ 00pa3oBaHHEM HEaKTUBHOH KapOOHOBOH KHCJIOTBI MOCPEACTBOM
uzodpepmerta CYP3A4 cucremsl uuroxpoma P450. Meta6onu3M nporsnodeHHON ¢pakuuu
¢iTyTHKa30HA DPONHMOHATA IIPH NEPBOM ITPOXOXIECHHWHM Yepe3 MNEIeHb MPOUCXOAUT TAKMM XKE
obpasoM.
Buvigeoenue
BriBeaeHne GITyTHKa30HA MPOIHOHATa HOCHT JIMHEHHBIH XapakTep B AuanasoHe A03 or 250 no
1000 MK ¥ XapaKTepU3yeTcs BBICOKMM 3HaYeHHeM IIasMeHHoro kimpenca (1,1 /mun).
MakcuManpHas KOHLEHTPAaUMs B IUIa3Me CHIDKAeTCs NpuOMM3uTensHo Ha 98 % B TedeHue
3—4 9acoB, ¥ TONHKO NPH OYEHb HH3KMX KOHIEHTPAUMAX B IIa3Me HabmOAancs KOHEUHBIH
_nepHoA nonmysbienenus 7,8 4. [Todednslit kiIMpeHC ¢uryTMKa3oHa NPONHOHATA HE3HAUYMTENEH
(venee 0,2%), a HeakTHBHOrO Merabomura— KapOOHOBOH KuCIOTEI— MeHee 5 %.
" dyTUKa30HA NPONHOHAT H ero MeTabONNTBI, B OCHOBHOM, BBIBOAATCS C XKETYBIO Hepes

KHIIEIHHK.

NOKA3AHHUSA K IPUMEHEHUIO

JleaeHue KPyTIOTOAMIHOTO M CE30HHOTO JIEPTHYECKOTO PUHUTA, BKII09as NIOUIMHO3 (CCHHYIO
JIMXOpajKy) y B3pOCTBIX M JeTell ¢ 4-X JeT (YCTpPaHEHME CHMITOMOB, TakMX Kak 00ib H
OIYLIEHHE AaBJeHHs B 00JaCTH OKOJIOHOCOBBIX T1a3yX, 3aJI0)KEHHOCTb HOCA, HACMOPK, YMXaHHE,

3yl B HOCY, CI€30TEYECHHE).

MPOTHUBOIIOKA3AHUS IJIs1 MIPUMEHEHWA

- T'umepuyBCTBHTENBHOCTH K (IIyTHKA30HA NPONMOHATY WIHM 000MY APYTOMYy KOMIIOHEHTY
npernapara.

- Jerckwuii Bo3pacT 10 4 JET.

- HepnasHo nepeHeCeHHas TpaBMa HOCa WK oriepanus B MOJIOCTH HOCA.

C OCTOPOXHOCTBIO
Tlepen NPUMEHEHHEM IIPENapaTa CiefyeT POKOHCYIbTHPOBATECS C BPadoM B CiIydae, eciu Bl
NpUHHUMAETE:

—  nexapCTBEHHbIe npenaparhi s aedenus BUY undexuun, Takue Kak puTOHaBHP,




—  IIIOKOKOPTHKOCTEPOHIBI JIA JieYeHHs! GPOHXHAILHOM aCTMBI, aJIEPrUH, KOXKHOH ChIIH;

—  JieKapCTBEHHBIE TpenapaThl AJIs jJe4eHUs TpUOKOBBIX HHGEKUHMHA, TAKHE KAK KETOKOHA30JT,

-~  IOpyrue MowHbie HHrHouTOpE! H3odepmenta CYP3 A, Hanpumep, HTPaKOHA30I.

Taxoke, IPOKOHCYJIBTHPYHTECH C BPadOM NPH HATMIUH IIAYyKOMBI HJIM KaTapaKThl.

C OCTOPOXXHOCTBIO NMPUHHUMATH NPH HATMYMKH MHQEKLMH HOCOBOHM MOJOCTH MM TIPUAATOYHBIX
nasyx Hoca. Cnemyer yduThiBaTh, 49TO HWHOEKIHMOHHBIE 3aboneBaHHs Hoca TpebyroT
COOTBETCTBYIOLIETO JIEYEHHS, HO HE ABJIIOTCS NPOTHBONOKA3aHNEM K NPHUMEHEHHIO Ha3aJbHOTO

cnpes ®nnkconase®.

MPAMEHEHME I©IPA BEPEMEHHOCTH H©4 B IEPHOA TIPYIHOI'O
BCKAPMJIMBAHMSI

®

[lepen npumeHeHueM npenapaTta OaMKCOHa3e BO BpeMs GEPEMEHHOCTH M B NEPUOA JIAKTaLHH

HEe0OXOMMO MPOKOHCYJIBTUPOBATHCS C BPadOM.
BepeMeHHBIM H KOPMAIIMM )XEHILIMHAM Npenapar ®nkcoHa3e® MOXHO Ha3HAa4aTh TONBKO B TOM
clydae, KOrfia OXuaaemas NoJib3a IS MAIlMEHTKH TpPEBHIIAET TH060H BO3MOXHBIA PUCK UL

TuI0a WM pebeHka.

CIIOCOB IPUMEHEHUS A 103b1
Tosbxo nﬂrpaﬁasam,ﬂb. '
JInsa DOCTMXKEHHS TIONHOTO TepaneBTHIecKoro 3¢dexra-  HeOOXOAMMO TNPUMEHSTH Mpenapar
perynsapHo. MakCHMAanbHbIA TepaneBTHUECKUH 3PPEKT MOXKET AOCTHrathCs mocine 3-—4 nHeEH

TEpanuy.

B3pocable 4 aeTH crapuie 12 aer

1-5 Hemens: no 2 BIPHICKMBAHMS B KXo HO3pIo 1 pa3 B JeHb (200 MKT B CyTKH).

Co 2-0it HeneaM — A0 3-X MECALEB: 10 1 WK 2 BOPHICKUBAHHUA B KaXXIyI0 HO3ZPIO 1 pas B JeHb
(100-200 MKT B CyTKH).

MakcuMansHas CyTodHas no3a— 200 Mkr B CyTkM (He Gonee 2 BIPHICKMBAHHH B KaXIYIO

HO3.pIO).

Oco0ble rpynnbl NAaLHEHTOB

Hayuenmul nosxcunozo eospacma

OO6br9Has 103a 118 B3POCIIBIX.

Hemu om 4 0o 12 nem

Ilo 1 BIpHICKMBAHMIO B KaXIyl0 HoO3Apio 1pa3 B aewb (100 mxr B cytkn). He cmemyer
NpEBHINIATE PEKOMEHAOBAHHOH 103kl (100 Mxr B cyTkw)..[etu B Bospacte oT 4 no 12 ner

AOJOKHBI HMCNOJB30BaTh Mnpenapar B TEYECHHE MAKCHUMaIbHO KOpPOTKOro riepuoaa BpEMCHH,
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HEeOOXOMMMOro Ul NOCTWKEHHS KOHTpOJIA Hajg cumnromamu 3abonesanus Heobxoaumo
oBpaTuThCs K NledalieMy Bpady, eciii peOeHKy HeoOXOOMMO NPUMEHATH Npenapar B TEeYCHHE
IEpHOJa BPEMEHH, NPEBHILIAIONIEro 2 MecsAla B FOIy.

MaxkcumanbHas cyrodsas no3a — 100 mMxr (He Gosee | BOPBICKMBAHMS B KaXTyH0 HO3APIO).

B ciaywae orcyrctBus 3d¢dexTa OT NpHMEHEHUs Mpenapara y BCEX BO3pPACTHBIX IpyMI

Nnany¥edToB HeoOX0IUMO TNIPOKOHCYJ/JIbTHPOBATHCH C BPA4OM.

UHCcTpyKiIKA 10 UCNIONB30BAHUIO

Ilepen ynorpeGneHHEM CIEXYeT OCTOPOXHO BCTPSAXHYTh (DakoH, B3ATh €ro, NOMECTHB
yKa3aTebHbIA M CPEQHUH Naibibl 0 06€ CTOPOHBI OT HAKOHEYHHKA, a GOJBIIOH naney — Nox
JIOHBIIIKO.

IIpu mepBOM MCMOJB3OBAHMH NIPENApara HiM NMEPEphIBE B €0 MCIOJb30BaHuK bonee 1 Henenu
CleIyeT TPOBEPUTh UCTIPABHOCTH PAaCIIbLIMTENA: HANpPaBHTh HAKOHEYHMK OT cebs, POM3BECTH
HECKOJNBKO HAaXaTHi, NOKAa M3 HAKOHEUYHMKA He TNOABUTCS Hebomblioe obnauko. [lanee
HE0OXOAMMO MPOYUCTHTH HOC (BBICMOPKAThCs). 3aKPBITh OJHY HO3APIO M BBECTH HAKOHEYHHK B
ApYTy: HO3apio. HakIOHHTB TONOBY HEMHOTO BIEpEA, MPOAODKas AEpXKarb ¢akoH
BEPTHKAIBHO. 3aTEM CIEOyeT HadaTh MAENarh BAOX qebez HOC M, TpPOJOJDKAs BHIBIXaTh,
TIPOM3BECTH OMHOKPATHOE HAXATHE NANbUaMH JJIA PaclbUIEHUs Npenapata. BelloxHyTh depes
‘pot. TloBTOPUTH NpoOUEAYPY IJs BTOPOr0 pPAaclBUIEHMs B Ty K& HO3IPIO, ECIH HEOOXOAMMO.
Jlasiee MOJIHOCTBIO IOBTOPHTH OTIMCAHHYIO TIPOLIETYPY, BBEAS HAKOHEYHUK B APYTYIO HO3IDIO.
[locie WCNOABb30BaHUA CAEXYET NMPOMOKHYTH HAaKOHEUYHMK 9HCTOH caneTKOH MiIM HOCOBBIM
IJIATKOM Y 3aKPBITh €r0 KOJINa4YKOM.

PacrbutMTeNbs COEMYET NMPOMBIBATH HE MeHee | pa3a B HeAemo. s 3TOro OCTOPOXKHO CHATBH
HAKOHEYHMK M TIPOMEITH €ro B Teruioi Boxe. CTpaxHyTe W30BITOK BOABI M OCTaBHTh JUIA
NpOCyIIMBaHMS B TeIUIoM MecTe. M36erath meperpesa. 3areM OCTOPOXHO YCTaHOBHTB
HaKOHEYHHK Ha NPEXHEE MECTO B BepxHeii yacTy ¢rakona. HaneTs 3aluTHBINH KOINAYOoK.

Ecnu OTBEpCTHE HAKOHEYHMKA 3aCOPMIIOCH, HAKOHEYHHMK CIEHYET CHATh ONMCAHHBIM BBILUE
cnoco6oM M OCTaBHTb Ha HEKOTOPOE BpeMs B TEIUION BOAE. 3aTeM NPOMBITH MOA CTpyeH
XOJNOZHOM BOABI, MPOCYIIMTh W CHOBa HaneTh Ha (akoH. Henp3s npoduinaTte OTBEPCTHE

HaKOHEYHHKa Oy/1aBKOH UM APYTMMH OCTPHIMH IIPEAMETAMH.

INOBOYHOE JEUCTBHE
HexenarenpHble peakUdH, MpPEJCTaBICHHbIE HIKE, IEPEIHCICHBl B COOTBETCTBHH C
NOpaXKeHHEM OPTaHOB W CMCTEM OPraHOB M 4acTOTOH BCTpedaeMOCTH. JacToTa BCTpEJaeMOCTH

onpelenseTcs cnenyommm oGpasom: ovens yacmo (> 1/10), uacmo (2 1/100 1 < 1/10), nevacmo

(>1/1000 u <1/100), pedxo (>1/10000 m <1/1000), ouenv pedro (< 1/10000, Brmouas
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OTAENbHbIe cirydan). O4eHb 9acTo, 9aCTO M HEYAaCTO BO3HHMKAIOIIME HEXENIAaTe/IbHbIE PEaKUHH B
OCHOBHOM YCTAaHOBJIEHbl Ha OCHOBAaHMH MNAHHBIX KJIMHMYECKMX MCCIENOBaHMM. Peakuuu,
BO3HMKAIOIIME PEOKO M OYEHb PEIKO, B OCHOBHOM OMNPENECNEHB! M3 CIIOHTAHHBIX COOOIUEHHH.
IIpy GOpMHPOBAHHH 9aCTOTHI BCTPEYAEMOCTH HEXEIATENBHBIX PEaKUUH, POHOBBIE IOKAa3aTEeH B
rpynne iauebo He IPMHUMAIHCE BO BHUMAaHHE, NIOCKOIBKY OHU ObLIM B LIETIOM CONIOCTaBHMBI C
TPYIIIOH aKTHBHOTIO JIYEHHMS.
Hapywenusi co cmopoHbl UMMYHHOU CUCTEMDbL
OueHb peako: pEaKkuuy TUNepIyBCTBUTEIFHOCTH, B TOM 9HC/ie OHpOHXOCMA3M, CHINb, OTEK
NMLA K A3bIKa, aHa(UIaKTHIECKHE PEAKLIMH, aHaQUIaKTOUJHBIE PEAKIIUH.
Hapywenus co cmopoHbl HEPEHOU CUCMEeMbl
Yacro: rosioBHas 60JIb, OIIYIIEHHE HENPUATHOIO BKyCa M 3amnaxa.
O nosBIEeHHH TOJOBHOM O0NM, OLLYINEHHS HENPHUATHOrO BKyCa M- 3anaxa
TaKKe COOOWAIOCH TPU HCIIONb30BAHWH APYTHX Ha3a/IbHBIX CIIPECB.
Hapywenus co cmoponbl 0p2ana 3peHust
OueHb penKo: I1ayKoMa, NOBBIIIEHHE BHYTPHITIA3HOTO JAaBJICHMA, KATAPAKTa.
HesHauuTeqpHOE ~ KOJNMYECTBO  CIOHTAaHHBIX  coobmienuit  Gbuto
aCCOLIMMPOBAHO C JJTMTEIbHON TEPANKEH NPEnapaTom.
Hapywenus co cmopoHbsl 0blxamenbHOU CUCIEMbl, OP2AHOE 2DYOHOU K1emKU U CPe0OCmeHUs
OueHb gacTo: HOCOBOE KPOBOTEYCHHE.
Yacro: CYXOCTb CJIM3HCTOM 00ONOYKM B TOJOCTH HOCAa W TIOTKH, pas,upa)xeﬁne
CIM3MCTOMN 000JI0YKH B NOJIOCTH HOCA H ITIOTKH.
JlaHHBIE HEXENATeNbHbIE pEaKUMH, a TaKKe HOCOBOE KPOBOTCYECHHE
HabMIONaJUCh U TIPH MCTOJIB30BAaHUH APYTHX MHTPaHA3a/IbHBIX [IPENapaToB.
OdeHp penKo: nepopauusi HOCOBOH  meperopolkd  (coobwanoce IpH  IpHeMe
MHTpaHa3a/IbHBIX TIIOKOKOPTHKOCTEPOHIOB).
[Ipy NpUMEHEHHH HEKOTOPBIX MHTPaHA3aIbHBIX IIIOKOKOPTUKOCTEPOHIOB
MOTYT pa3BMBaThcsi CHCTEMHbIE 3(dEeKThl, 0COGEHHO [pU HA3HAYECHHH B
BBICOKHX J[03aX Ha JUIMTENbHBIM NEpHON BPEMEHH (CM. TaKXKe pasfel

«Ocolble yka3aHU»).

MMEPEJO3HUPOBKA

HeT nasHBIX 06 OCTPO# MIIM XPOHHYECKOH Tepeno3upOBKe (IyTHKa30Ha NPONHOHATA.

V 310poBBIX J06POBOJIBLEB HHTPAHA3AIBHOE BBENIEHUE 2 MI' (ITyTHKa30Ha NPONMOHATA [1Ba pasa
B CYTKM HAa MNPOTSKEHMH 7 AHEH HE OKa3blBAIO BIMAHMA HA (YHKUMIO THIOTanaMo-

runodu3apHO-anpeHanosoii cucrems! (20351 B 20 pa3 Bemue TepaneBTHYecko#). IIpuMenenue
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mpenapara B A03aX, BBIINIC PCKOMEHIAOBAHHBIX, B TCUYCHHMEC IJIHMTECIBHOIO NEPHOAA BPEMCHH
MOXET NPUBECTH K BPEMEHHOMY YITHETCHHIO q)yHKLII/lH HaOIIO4YCYHHUKOB.

B ciTydae nepeo3upoBKH ClENYET 06paTUTBCA K Bpady.

B3AMMOJENCTBHE C JIPYTMMH JJEKAPCTBEHHBIMM ITPENTAPATAMHA
PurtonaBup (BbICOKOAKTHBHBIH HHrHOHMTOp H30dpepMeHTa CYP3A4 cdepmenTHOH CcHCTEMBI
muroxpoma P450) cnocofeH 3Ha4NTENLHO NOBBILIATH KOHUEHTPAUHUH (IIyTHKa30Ha IPOTMOHATA
B ILIa3M€ KPOBH, B PE3yJIbTAaTE YET0 PE3KO CHMIKACTCH KOHLEHTpalHsi KOPTU30ja B CHIBOPOTKE.
[MpumeHenne QiryTHka3oHa MpPONHOHATa MHTALMOHHO WM MHTPaHa3aJlbHO M DPHTOHaBHMpa
IPUBOAHT K PAa3BUTHIO CHCTEMHBIX TJIIOKOKOPTUKOMAHBIX 3(P(EKTOB, BKI0OYAss CHHAPOM
Nuenko—Kyuminra U yraereHne ¢GYHKUHHM KOpbl HaanodedHukos. [ToaToMy cnemyer u3berats
OJHOBPEMEHHOT'O HCIIONB30BaHMsA (ITyTHKa30HAa MPOINMOHATAa M PUTOHABHPA, 32 HCKIIOYEHHEM
CITy4aeB, KOTrla BO3MOXKHAS I10J1b3a NTPEBBILIAET PUCKH BOSHHUKHOBEHHUS CHCTEMHBIX 3 deKTOB.
OnHoBpeMeHHOe NpUMeHeHHe (UTyTHKa30Ha NMPOIMMOHATa A/ WHTAIMOHHOTO IPMMEHEHHUS U
MeHee MOIUHBIX MHrHOUTOpoB M3odepmenta CYP3A, Takmx Kak KETOKOHa30] M UTPaKOHa30J
NPUBOAUT K TMOBBIICHHIO 3KCIO3HLIMM (UIyTHKAa30HA MpPONMHOHATA M IOBBILEHHIO PHCKA
cucTeMHBIX 1060dHBIX 3PdexToB. Pexomennayercs cobmonatsh 60Topox<H00Tb H, 1o
BO3MOXHOCTH, U30€raTh J0JITOCPOYHOTO COBMECTHOTO IPUMEHEHHUS ITHX NIPENapaTos.
Uurnburopsl uzopepmenra CYP3A4 cdepmeHTHOH cucTeMbl nuToxpoMa P450 BhI3bIBalOT
HMYTOXHO Mao€ (IPUTPOMHUMH) MWIM HE3HAYUTENbHOE (KETOKOHA30J1) IOBBIUCHHE
KOHIEHTpauMil ¢JyTHKa30Ha IPONMOHATA B IUIa3Me, KOTOphIe HE BAEKYT 3a COOOH CKOJBKO-
HUOYIb 3aMETHOTO CHH)KEHHS KOHLEHTPAUMH CHIBOPOTOYHOTO KOpTH301a. Tem He MeHee,
CIemayeT CoBIONaTh OCTOPOXKHOCTE NMPH COYETaHHOM NPHMEHEHUH MHTMOMTOPOB H30(epMeHTa
CYP3A4 depmentHoi cucremsl uutoxpoma P450 (Hampumep, KETOKOHa30y) M (IyTHKa3oHaA

IIpOIIMOHAaTa BBUAY BO3MOXXHOI'O NIOBBIIICHMA IJIa3MEHHOM KOHLOEHTPAlHMHX NNOCIIEAHETO.

OCOBBIE YKA3AHMS
[IpenapaT nokaszaH TOJNBKO [J11 MHTPAHA3aJbHOTO IIPUMEHEHHUA.

® HE HCIONb30BaTh Oonee

Hns e3pocavix u Oemeii ¢ 12 nem: Ha3anpHBIA criped DIMKCOHA3E
3 mecsaues. B cayuae HEOGXOAMMOCTH NpHMMeHeHHs npenapara 6onee 3 Mecanes HeobXxoxuma
KOHCYJIBTallMs Bpada

® we wMcnonp3oBaTh Oosee

Ilna Oemeti om 4-x 0o 12 nem: HasanbHBIA cioped DiMKCOHa3e
2 MecsueB. B ciyuae Heo6X0qMMOCTH NpUMEHEHHA npenapara 6osee 2-x MecaueB Heobxoanma
KOHCYNbTauMsi Bpada. [IpH [UIMTENBHOM IIPUMEHEHMH HEOOXOMMM pErysiipHbli KOHTPOJDb
(GYHKUHY KOPBI HAATIOYEYHHUKOB.

HUmeroTcs coobiieHus o TNIPOsBJIIEHHN CHCTEMHBIX S(D(beKTOB TMpH HCIOJB30BAHUHM Ha3aJIbHBIX
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ITIIOKOKOPTHKOCTEPOMIOB, OCOGEHHO B BBICOKMX 103aX B TE€YEHHE UIMTEILHOTO BPEMEHH. JTH
3 EKTH TOpa3fo MEHee BEpOSTHBI, 4eM Hpu npueme BHyTpb. CuctemHslie 3ddexTsi npu
TIPUMEHEHHH Ha3aJbHBIX KOPTHKOCTEPOMIOB MOTYT BO3HHMKATh, B YaCTHOCTH, NPH NPUMEHEHUH
BBLICOKMX 103 B TEYEHHE IPOJO/DKUTEIBHOrO BPEMEHH. BEpOATHOCTE BO3HMKHOBEHHMS ITHX
3(}eKTOB HaMHOTO HIDKE, 9E€M IpPH INPHEME KOPTHKOCTEPOMIAOB BHYTPb, M OHH MOTYT
Pa3NMYaThCs y OTAEMBHBIX NAMEHTOB H MEXTY Pa3HBIMHM KOPTHKOCTEPOHAHBIMHU TpErapaTamy.
Bo3moxnsle cucremubie 3¢ dexTs MOryT BrmodaTs CHHAPOoM Muenko—KymmHra, XapakrepHsie
NPU3HAKK KYUIMHTOMJA, NoAaBieHHE (QYHKUMM HaANOYEYHMKOB, 33JEPXKKY pOCTa y AETEH H
NOJPOCTKOB, KaTapakTy, TJIAyKOMy M PEXe pAN MCHXOJOTMYECKHX WM IMOBEACHIECKHX
3(}eKToB, BKIIOYA® INCHXOMOTOPHYIO THIIEPAKTHBHOCTb, HapyIICHHS{ CHa, TPEBOXXHOCTB,
JENPECCHIO MITH arpeCCHBHOCTB (B OCOOEHHOCTH y AETEH). |

V neTel, NonydaluIMX TEPari0 HEKOTOPBIMH MHTPaHa3aIbHbIMHU IIIOKOKOPTHKOCTEPOHAAMH B
pa3pelleHHBIX [03aX, HabI0Aanoch CHMXEHHE CKOPOCTH pOcTa. PeKoMeHIyeTcst perysapHo
KOHTPOJMPOBAaTh POCT AETEH, TMOMYYaolMX JUIMTEIbHOE JIEYCHHWE WHTPaHa3aJbHBIMHU
IIIOKOKOPTHKOCTepouaaMu. IIpn 3aMe[UleHnH poCTa CIeAyeT NePecMOTPETh JICYEHHE C LISIbI0
CHIDKEHMA J03bl HMHTPaHa3aJbHOTO TJIIOKOKOPTHKOCTEPOMAA, MO  BO3MOXHOCTH, JO
MUHHMANbHOH 03I, o6ecrednBaromes nopaepkanue  SQPEKTHBHOrO  KOHTPOLA  Hal
CHMIITOMaMH ¥ 0OpaTHTECA K NIEAHATDY. ’ ‘
'OnHOBPEMEHHOE MPUMEHEHNE PUTOHABHpPA M (IYTHKA30HA NMPOMHMOHATA CEAYET usberatp 3a
MCKJIFOYEHHEM TEX CITy4aeB, KOTa NOTEHUHAIbHAsA ﬁonb3a JUIS TIAllHEHTa NPEBBICUT BO3MOXHBIN
pHCK péssmm NoGOYHBIX CHUCTEMHBIX 3(PGEKTOB KOPTHKOCTEpOMIOB (CM. pasmern
«B3aumozeiicTaHe ¢ APYTMMH JIEKAPCTBCHHBIMH NIPENapaTaMm»).

[TonnocTsio 3¢ dexT GiyTHKa30Ha NPONHOHATa B HOPME HA3IBLHOTO CNIPEs MOXKET NPOSBUTHCA
JUILIB Yepe3 3—4 [HA JedeHus.

PexoMeHIyeTCs NpEeKpaTUTh MNpHEM INpenapara M MPOKOHCYIHTHPOBATHCA C BpPAdoOM, €CIH
yITydIIeHHe OTCYTCTBYET B TedeHne 4 nueil. KoHcynbTauus ¢ Bpagom Taxoke HeoOXoauMa, eciu
y Bac nosBunuCh HOBbIE CHMIITOMBI, TAKME KaK BBIPAXECHHAs JIMLEBas O0JIb, TyCTHIE BBIICICHUSA
M3 HOCA, KOTOPBIE MOTYT CBU/ETEBCTBOBATH 06 MH(EKINH 1 HE CBA3AHBI C aJLIEPrUei.
Mndeximy HOCOBOW MONOCTH WM NPUNATOYHBIX Masyx HOca TpeOyloT COOTBETCTBYIOLIETO
JIeYeHUs, HO HE SABJIAKOTCA TNPOTHBONOKA3aHHEM K TIPMMEHEHUIO HAa3aJIbHOTO CIIpes
®mkconase®.

VY 6ONBUIMHCTBA NALMEHTOB HA3aIbHBINA COped (UIyTHKa30Ha NPOMNHOHATA YCTPAHACT CHMIITOMEI
CE30HHOrO AUIEPTHUECKOT0 pPHHMTA, HO B HEKOTOPBIX Ciydasx, NPH OYECHb BBICOKOH
KOHLICHTPALIMH B BO3IYXE aUIEPreHOB, MOXET NOHaA0OUTHCS NOTIONHUTENIBHAS TEpanus.

15 KyIMpOBaHMS CHMIITOMOB CO CTOPOHBI Ijla3 Ha ()OHE YCNEWIHOW Tepanny CE30HHBIX
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AJUIEPTHYECKUX PUHUTOB MOXET NOTPe6OBATHCA JIOTIOJIHUTENIbHAS TEPAHA.

Jlng DOCTMXKEHHS MAKCHMAIBHOTO TEpaneBTHYECKOro 3¢ dexra HeOOXOAMMO MPHAEPXKUBATHCS
peryJsipHOH CXeMbl IPUMEHEHHA.

Heob6xomuMo coOMOAaTH OCTOPOXHOCTH NP INEPEBOAE MALMEHTOB C  CHCTEMHOH
TTIIOKOKOPTHKOCTEPOMIHOM Tepanyy Ha JIC9CHHE Ha3albHBIM cripeeM (uIyTHKa30Ha IPONHOHATa,
0cobeHHO ecnu Habmopaercs HapymeHue (YHKUMHM HaAno4edHUKOB Ha (OHE DETYIAPHOrO
KOHTPOJIA.

®nukconase®, crpeil HasaubHBIA BONHBIA COAEPKHMT GEH3AIKOHMS XJIOPHA, KOTOPBIA MOXET
BBI3bIBaTh OPOHXOCTIA3M.

B cioydae KOHTaKTa ¢ GOJBHBIME BETPAHOHN OCIIOH, KOPBIO H B Cllydae M3MEHEHHH CO CTOPOHEI

3pEHUs] PEKOMEHIYETCA TIPEKPAaTUTh JIEYEHHE B OOPATUTHCS K Bpady.

BJINSTHUE HA CIIOCOBHOCTBb YIIPABJIATH TPAHCIIOPTHbBIMHA
CPEACTBAMHM, MEXAHU3MAMH

B KIMHHMYECKHMX HCCIENOBAHHAX HE MONYYEHO NAaHHBIX O BIMSHHHM IpenapaTa Ha CroCcOOHOCTDH
yOpaBJIATH TPAHCTIOPTHBIMU CPEACTBAMM M APYTHMMH MEXaHU3MaMH, ONHAKO CJIENYET YIUTHIBATh

no609HbIE AEHCTBHS, KOTOPHIE MOXET BBI3BATh NIPENapar.

®OPMA BBIIIYCKA

Cnpeili Ha3aTbHBINA uo3npOBaHHLm 50 mxr/no3a.

ITo 60 u 120 103 Bo ¢axoHe xenroro crexna tvna I win tuna IIL Ka)KLlBIPI ¢nakoH cHabXeH
no3upyromuM ycrpoictBoM. Ha ¢nakon u nosupyromee yYCTPOHCTBO HAJET amantep s
MHTpaHa3aTbHOTO BBeneHMs. (aKOH MOTIONHMTENBHO CHA0XEH KOMNMAauKoM JUIS 3alluThbl
ajianTepa oT HBUIH.

ITo omHomMy @nakoHy BMeCTE C AO3UPYIOIIMM YCTPOWCTBOM, ajanTepoM M 3alUHTHBIM
KOJINavKoM (B COOPaHHOM COCTOSIHMM) M MHCTPYKIHEH N0 IPUMEHEHHIO B KAPTOHHOH NavuKe.

IIo 120 xo3 Bo ¢nakoHe W3 nonunponunesa. Kaxmeit ¢nakoH cHabxeH N03MPYOLIMM
ycrpoiicteoM. Ha ¢nakoH M J03upyloulee yCTPOWCTBO HafeT ajanTep AjA MHTPaHA3IBHOTO
seeaeHus. ONakoH JOMOIHUTEILHO CHa0XEeH KONNadyKoM Jj1d 3aIllMThl aAanTepa OT MNBLIH.

[Io omnomy ¢akoHy BMeCTE€ C AO3MPYIOIUMM YCTPOWHCTBOM, aJanTepoM H 3aALUMTHBIM

KOJIIa9KoM (B COOPAHHOM COCTOSIHMH) M HHCTPYKUHEH N0 NPHMEHEHHUIO B KAPTOHHOM Navke.’

CPOKTI'OJHOCTH
3 roxa.

He ucnons30BaTh 110CJIC HCTEYEHUS CPOKa TOAHOCTH, yKa3aHHOI0 Ha YIIaKOBKC.




YCJIOBUSI XPAHEHMAA
XpauuTs npu Temneparype He Beiue 30°C.

XpaHuTh B HEAOCTYITHOM JUISl IETEH MECTE.

YCJIOBUS OTIIYCKA

be3s peuenrta.

MPOU3BOJUTEJIb

'nakcoCmutKusiin ®apmacerotukans C.A. / GlaxoSmithKline Pharmaceuticals S.A.

ITonbuia, r. [TozHans, 60-322, yn. I'pronsanbacka, 189 / Ul Grunwaldzka, 189, 60-322, Poznan,
Poland. (yka3piBaeTcs B Cirydae ocymecrianeﬂnx BBIITYCKAIOLIEr0 KOHTPOJIs KadecTBa GUpMOn-
NPOU3BOJMTENIEM FnaxcoCmTMﬁH dapmacsrotukan3 C.A., Ilonsiua)

WITH

«[nakco Bamnkom C.A.» / Glaxo Wellcome S.A.

Aspa. ne JxctpeMamypa 3, 09400 Apanna ae Jlyapo, byproc, Acnanus / Avda. de Extremadura
3, 09400 Aranda de Duero, Burgos, Spain (yxaspBaercs B Cilydae OCYMICCTBICHHUA
BBITTYCKAIOLIEr0 KOHTPONs KadecTBa (upmoii-npoussoantenem «lakco Basmkom C.Av,

chamm)

+ 3a nononnﬁf@nbnoﬁ uHdopmanmeli odpaaThCs:’
3AO «naxcoCMutKnsitn TpeAmHr

'-__..121614 r Mocksa, yn. Kpbinarckas, A. 17, kopr. 3,aT.5
| annec HapK «KpBIJ'laTCKHC XOJIMBI»

Tén,: (495) 777 89.00; daxc: (495) 777 89 04

‘Menemxep OTZiENa PEryISTOPHBIX OTHOIIEHHH

,l‘

Crapxosa H.C.

‘3AO <<FnaKcoCMHTKmem Tpewianur», Poccus

P /GlaxoSmithKline
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