IHCTPYKIISA
AJIS1 MEAUYHOT 0 3ACTOCYBAHHSA Npenapary
TU3UH® KCUJIO
(TYZINE® XYLO)

Cruaj JikapcbKoro 3aco0y:

ditoua peuosuna: Xylometazoline hydrochloride;

1 M1 pozuuny MicTuTh 0,5 2060 1 Mr KCHIIOMETa30JIiHY TiAPOXIOPULIY;

oonomidicii pevosunu: OSH3IKOHIIO XJIOPUIY PO3YHH, COPOITY po3uuH, 1m0 He Kpuctami3yerbes (E 420), Harpito
XJIOpHJ, HATpito auriapodocdar qurigpat, HaTpio rigpodocdar AuriapaT, AMHATPIIO €1ETaT, BOJIA OYHIICHA.

Jlikapcbka ¢gopma. Kparut HazaabHI, pO3UYHH.
[Tpo3opuii, 6e36apBHUI po3unH, 0€3 3amaxy ado 3 JErKUM XapaKTEePHUM 3allaXxOM.

Ha3sga i micie3Haxox:keHHsI BUPOOHUKA.
damap Opnean, @panmis/Famar Orleans, France.
5, avenue de Concyr 45071 Orleans Cedex 2, France /5, aBento ne Koncip 45071 Opnean Cenexc 2, @paniis.

dapmakoTepaneBTHYHA rpyna. [IpoTuHaOpsAKOBI Ta 1HIII MpenapaTu JJIs MiCIICBOTO 3aCTOCYBaHHS MIPH
3aXBOPIOBAaHHIX HOCOBOT MOpOXHUHU. CuMnaTomMiMeTHKH, rpocTi nmpenapatu. Kog ATCROIA A07.

KcunomerasoniHy Tigpoxaopui, MOXiAHe iM11a30.1y, € CHMIATOMIMETHYHOIO I1FOUY0I0 PEUOBUHOIO 3 alb(da-
aipeHeprivHoIo Aieto. [IpenapaT YMHUTH CYAMHO3BYKYBAJIBHY IO, 3SMEHIIYIOYH TAKUM YHHOM HAOPSIK CIM30BOI
o6omonku. [TouaTok mii cocTepiraeThes 3a3Buuai yepes 5-10 XBUIUH; Ipenapar Mojeriurye HOCOBE TUXaHHs,
3HIKYIOYHM HAOPSIK CIIM30BOi 0OO0JIOHKH Ta MOKPAIyIOUl BUBEIEHHS CEKpETY.

[Tpu Ha3aIEHOMY 3aCTOCYBaHHI a0COPOOBAHOI KIJIBKOCTI IHKOJIM MOKE BUSIBUTHCS JTOCTATHBO ISl CIIPUYNHEHHS
CHUCTEMHHX €(eKTIB, TOOTO MPOsBIB 3 OOKY LIEHTPAJIbHOI HEPBOBOI CUCTEMH Ta CEPLIEBO-CYJUHHOI CUCTEMHU.

IToka3aHHS 10 32CTOCYBaHHS.

Jnst 3MeHIIeHHS HaOpsKY CIIM30BOI 0OOJIOHKH HOCA ITPU TOCTPOMY HEXKHTI, €ITi30aX PSICHUX BHIICHB 13 HOCa
(Ba30MOTOpHUI PUHIT) Ta aJEpriYHOMY HEXUTI (aJIepriuyHOMY PHUHITI).

Jlnst oneTIeHHs BUBEICHHS CEKPETY Y BHIIQIKY NapaHAa3aJbHOTO CHHYCHTY Ta 3alajICHHs CIIM30BOi 000JIOHKN
CepeHbOT0 ByXa y MOEIHAHHI 3 3aCTY/IOIO0.

IIporunoxka3anHs.
Tu3ua® Kcumo He cirix 3aCTOCOBYBaTH y TaKUX BUIMAIKAX:
[/ rinepyyTJIUBICTH JO J1F0YOI PEYOBHHH KCHJIOMETA30JIIHY T1ApoXiaopuay ado 1o Oyab-akd 3
JOTIOMDKHHUX PEYOBHUH IIperapary;

[] cyxe 3amajieHHs HOCOBOi 000JIOHKH HOCA 3 YTBOPEHHSM KOPOCTH (CyXUH PUHIT);

(] oJaHOYacHe JIKyBaHHs iHri0iTopamMu MoHoaMiHOOKcHa3u (MAO), mikyBaHHS 1Hr10iTOpaMu
MoHoamiHookcuaa3u (MAQ) npoTaroM ABOX THXKHIB JI0 OYATKy 3actocyBaHHs Tu3na® Kenno
Kpariejib Ha3aJIbHUX, 200 1HIMUMH JTIKapChKUMH 3ac00aMHM, 3TaTHUMHU TiIBUIIYBaTH apTepiaabHUN
THUCK;
micis rinodizexTomii abo XipypriyHOTO BTPYUYaHHS Ha TBEPIA MO3KOBI 0OOJIOHII;
3aKpUTOKYTOBA TIayKOMa;
rocTpi KOPOHAPHI 3aXBOPIOBAHHS;

KOpOHapHa acTMa;

(] rimepTupeos.

Yepes BMICT OEH3AJIKOHIIO XJIOPUIY, 1110 BUKOPUCTOBYETHCS SIK KOHCEpBaHT, Tu3nH® Kcmito He MoXxHa
3aCTOCOBYBATH Y BUIAJKy BCTAHOBJIEHOI MIEPYYTIUBOCTI 0 JAHOI CIIOIYKH.

(0 I R A A

Hanexni 3axo1u 0e3neKH NP 3aCTOCYBAHHI.
[Tpu MicuieBOMy 3aCTOCYBaHHI KCHJIOMETA30JIHY T1IPOXJIOPHUIY CUCTEMHE BCMOKTYBAHHS MiHIMaJIbHE, OJTHAK
Tuzuna® Kceuno ciif 3acTOCOBYBATH JIHILIE TCHS PETENBHOT OLIHKA KOPUCTI-PU3UKY Y MAIlIEHTIB:



(] 3 TSKKUMHM CEpLEBO-CYyIMHHUMH 3aXBOPIOBAHHAMU (HAIPUKJIAJ, IIEMIYHOI0 XBOPOOOIO ceplid,
apTepiasIbHOIO TIMEePTEeH31€I0);

[l 3 $peoXpOMOIIUTOMOIO;

[l 3 MOpYLIEHHAMHU MeTaboIi3My (HalpUKIIal, IyKpOBUM JiabeToM);

(] 3 Trinepuiasiero nepeaMixypoBoi 3ajJ03H1.
JloBrorpuaase 3acToCyBaHHS Ta IE€pPeI03yBaHHSI CUMIATOMIMETUUHUX IPOTHHAOPSAKOBUX IpenapaTiB MOKe
MPU3BECTH JI0 PEaKIliifHOT rimepemii c1m30B0i 000I0HKH HOca. Taka peakiiis MoKe MPU3BECTH A0 HETPOXIAHOCT i
JUXaJNbHUX LUIAXIB, 1110, Y CBOIO YEpry, 3MYIIYe IOBTOPHO YU HABITh NOCTII{HO 3aCTOCOBYBaTH mpemnapar. Lle
MOYKE MPU3BECTH JI0 XPOHIYHOTO HAOPSKY (MEIMKaMEHTO3HOTO PHHITY),
a 3pemToro 10 aTpodii cIU30BOT 000JTOHKH HOCA Ta O3CHH.
VY OiiblI JIETKMX BUMAKaX MOKHA MPUIMHUTH 3aCTOCYBAaHHS CUMIIATOMIMETUYHUX JIKapChKUX 3aC001B CIIOYATKY
B OJIHY Hi3/IpIO, a MiCIsl 3MEHIIECHHS YCKJIAAHEHb TPOIOBKUTH JKyBaHHS, 3aCTOCOBYIOUH TpeTapar B iHIIY
HI3/1p10, 00 30€eperTH HOCOBE TUXaHHS Xo4ya O HAIOJIOBUHY.
Tu3ua® Kcuno MicTuTh 6€H3aIKOHI 10 XI0pu. L criomyka Moxe BUKITUKATH MOJIPA3HEHHS CIM30BA 000JIOHKH
HOCA.

Oco0.1mBi 3acTepe:KeHHsI.

3acmocysanns y nepioo eazimmocmi avo 200yeanus zpyooro.

BaritHicTh

KcunomerasomniHy TigpoXJIOpUI HE CIIiJT 3aCTOCOBYBATH Yy TIEPIO] BariTHOCT1, OCKIJIEKA HEMA€E HAJIC)KHUX
JIOCJT1DKeHb BIUIMBY JIIKAPCHKOTO 3acO0y Ha T,

ToxayBanHs rpyaito

JlaHi ikapchKi 3aCO0M HE CITiJT 3aCTOCOBYBATH Y TIEPiOJT TOAYBAHHS TPYJII0, OCKIIEKH HEBiJOMO, UM IPOHUKAE
Jit0Ya PEUOBHHA Y TPYTHE MOJIOKO.

30ammnicms énnueamu Ha WBUOKICMb peaKyii npu KepyeanHi a6mompancnopmom abo pooomi 3 inuiumu
Mexanizmamu.

3a3Buuaii TuznH® Kcuito He BIUIMBAE Ha 37]aTHICTh KEPyBaTH TPAHCIIOPTHUMH 3aC00aMU Ta CKJIaTHUMH
MeXaHi3MaMH MPH 3aCTOCYBaHHI Y PEKOMEHIOBAHMX JI03aX, aJie CJIiJ] BpaXOBYBaTH IMOBIPHICTh BHHUKHCHHSI
MOOIYHMX peakIliii 3 00Ky IEHTPaIbHOT HEPBOBOI CHCTEMH Ta 30PY.

imu.

Tuzua® Kewmo 0,05 % npusHadeHwid 1y1st TKyBaHHS AiTeH BikoM Bif 2 10 6 pokiB. Tusun® Kcumo 0,1 %
MPU3HAYEHUH JUTsl JIIKYBaHHS TOPOCTUX 1 IITEH BIKOM BiJ] 6 POKIB.

Cnoci6 3acTocyBaHHSA Ta 103H.

osu

Jl03a 3a1eKuTh BiJl iHIUBITyadbHOI YyTIMBOCTI MALlIEHTA Ta KJI1HIYHOTO eeKTy.

SIKI10 HE MPONUCAHO 1HIIIE, AITSAM BIKOM Bix 2 10 6 pOKiB 3akamyBaTH o 1-2 kpar npenapary Tusna® Kceunmo
(0,05 % po3unH) y KOXHY Hi3Apro A0 3 pa3iB Ha 100y. JETAM BIKOM BiJl 6 POKIB Ta TOPOCIUM —

1-2 kpami npenapaty Tuzna® Keuno (0,1 % ) y koxkHY Hi3apro 10 3 pa3iB Ha 100y BiIIIOBi THO 0 MOTPEOH.
Cnocib 3acmocysanHs

s 3actocyBanns Tusne® Kenso po3unHy Biff HEXKUTIO CIIIJI TPOXH 3alPOKMHYTH ToIoBYy. He BamyckaTtu ryMoBy
poOKy 10 BUMMaHHS MINETKU 3 HOca, 00 He BTATHYTH BUJIUICHHS y (uiakoH. Butupartu 103yBaibHy MOETKY
ICJIsE KO’KHOTO 3aCTOCYBAHHS.

Tpueanicms nikyeanms

Tu3ua® Kcuto He ¢i1ij 3aCTOCOBYBATH JIOBIIE 3-5 AHIB MOCI LJIb, OKPIM BUIIAIK1B, KOJIU 11€ PEKOMEHI0BAHO
JKapeMm.

[ToBTOpHE 3acTOCYBaHHS CJIif] PO3IIOYWHATH JIMIIE ITiCIIs TIEPEPBU Ha KiTbKa JIHIB Ta MICIsi KOHCYJITAIN] 3
nikapeM. TpuBaicTh JiKyBaHHS NPEMapaToM y JITeH BU3HAYAE JIiKAp 1HAMBIAYaIbHO.

VY BUMAKy XpOHIYHOTO HEKHUTIO J1aH1 JIKapChKi 3ac00M MOXHA 3aCTOCOBYBATH JIUILIE T1i I KOHTPOJIEM JiKaps
yepe3 HeOe3MeKy BUHUKHEHHS aTpodii cTu30B0T 000JIOHKH HOCA.

Ilepeno3yBanns.
Cumnromu



[Tpu Ha3ambHOMY 3aCTOCYBaHHI CUCTEMHHUI BIUTMB MAJIOMMOBIPHHM 3aB/SKH JIOKAJILHOMY 3BYKEHHIO CYIHH, 1110
NPUTHIYY€E BCMOKTYBaHHs. Y BHUIAJKy CUCTEMHOTO BCMOKTYBaHHS MOKHA OUKYBATH, 1110 KCUIOMETA30J1H, SIK 0)-
aJIpeHErpIYHUN aroHiCT YNHUTHME BIUTMB TOAIOHU 10 KIIOHIAMHY: HETPUBAJIE i ABUIIEHHS apTepiaTbHOTO
THUCKY 3 TIOJIAJIBIIIO0, OLTBIII TPUBAJIOKO TIMOTEH3IEO Ta CEMAIIIEIO.

CuMNITOMH 1HTOKCHKALIT MOX1AHUMH 1M1/1a30JTy MOXKYTh OYTH KJIHIYHO HEICHUMM, OCKUTBKU MEPi0U CTUMYIISIT
MOKYTh UepryBaTHCs 3 MepioAaMHu Jenpecii HeHTPaTbHOT HEPBOBOT CUCTEMU Ta CEPLIEBO-CYIMHHOI CUCTEMH.

J1o cUMIITOMIB CTUMYJISILIT LIEHTPaIbHOT HEPBOBOI CUCTEMH HaJIeXaTh TPUBOXKHICTb, 30y APKEHHSI, TaTIOLMHALYT Ta
CYJIOMHU.

Cumnromu aenpecii HeHTpaJIbHOT HEPBOBOT CUCTEMU OXOIUIIOIOTh 3HHKEHHS TEMIIEpaTypu TIa, JIETAPTiko,
COHJIMBICTB Ta KOMY.

Mo>kJTHBI 1 TaK1 JOTATKOBI CHMITTOMH: Mi03, MiJ[pia3, CIIITHIHHS, HYJI0Ta, IaHO03, rapsidKa, OJIiAiCTh IIKipHUX
MMOKPUBIB, Taxikapiis, Opaaukap/Iisi, 3ylIMHKa CEPIIs, apTepiajibHa TIEePTEeH31s, IIOKOMOi0Ha TIMOTEH31s1, HAOPSK
JIETEHIB, MOPYIIECHHS JUXAaHHS Ta alHoeE.

[Tepeno3yBaHHs, 0COOIMBO Yy AITEH, MOXKE MTPU3BECTH JI0 3HAYHOTO BIUIMBY Ha IICHTPAJIbHY HEPBOBY CHCTEMY,
BUKIIMKAIOYU CIIa3MH, KOMY, OpaJuKap/iio, allHOe Ta apTepiaibHy TiMepPTEeH3i0, 110 MOXKE 3MIHUTHUCS HA
apTepialibHy TiMOTEH3IIO.

JlikyBaHHS

Tspxke nepeao3yBaHHsS BUMaratuMe JiKyBaHHs y crarfioHapi. OCKUIbKH KCHIIOMETa30iHY TiIPOXJIOPH/L IIBUIKO
BCMOKTYETBCSI, CIT1JT HETAfHO 3aCTOCYBAaTH aKTUBOBaHE ByNJuisi (aOcopOeHT), HaTpito cynbdaT (MPOHOCHE) UK
BJIATUCS 10 TPOMUBAHHS LIUTyHKA (AJ151 BEJIMKUX KUIBKOCTEN). 3HUKEHHS apTeplallbHOTO TUCKY MOKHA JTOCATTH 32
JIOTIOMOT0I0 HECEJIEKTUBHUX anb(a-6mokaropiB. CyIMHO3BYKYBaJIbHI IIpenapaTH npoTunokasaui. [Tpu
HEO0OX1/THOCT1 3aCTOCOBYIOTb KapO3HMKYBaJIbHI Ta MPOTHCYAOMHI IIPENapaTH, a TAKOX MITYyYHE JTUXaHHS.

ITo0iuni epexTn.

Heb6axani siBuia 0yay po3noieH] 3a TAKUMH KaTEropisiMUA YaCTOTH:

Hyxe gacti: >1/10;

Yacri: >1/100 mo <1/10;

Heuacrti: >1/1000 go <1/100;

Pinki: >1/10000 mo <1/1000;

Hyxe pinki: <1/10000;

HeBiznomo: 4acTOTy HEMOKIIMBO BU3HAYUTH 32 HAIBHUMU JTaHUMU.

[MopyiieHHs 3 OOKY OpraHiB JIUXaHH, TPYAHOI KIITKU Ta CEPEIOCT iHHS

Tu3ua® Kcuito Moke CIpUYHHITH THMYACOBI CJ1a0K1 O3HAKH MOpa3HEHHS (Bl IUYTTs MEKy40CTI 800 CyXOCTi
CJIM30BOi 0O0JIOHKH HOCA), OCOOJIMBO Y Uy TIMBHX MALll€HTIB.

Yacmi: peakTUBHA T1IIEpEMIs.

Heuacmi: HoCcOBa KpOBOTEUa, YXaHHS.

TpuBane abo yacte 3aCTOCYBaHHS OUTBIINX /103 KCHJIOMETA30JIIHY T1POXIOPUIY MOXKE BUKIMKATH BITIYTTS
MEKy4OCT1, TOKOJIIOBaHHS, CBEpOEIKY, UyTIUBOCT, CyXOCTi 00 MOJpa3HEHHsI CIM30BOi 000JIOHKH HOCA, @ TAKOXK
PEaKTUBHY 3aKJIa/ICHICTh Ta MeTUKaMeHTO3HUI puHIT. Llel edekT Moke BUHUKATH BXKE uepe3 7 JHIB JIIKYBaHHSA Ta
IICJISE TPUBAJIOTO 3aCTOCYBAHHS MOKE TPU3BOINUTH 10 HEOOOPOTHOTO MOUIKOHKEHHS CITM30BA 0O0JIOHKH HOCA 3
YTBOPEHHSIM KOPOCTH (CyXOT0 PUHITY).

[HKOIM MOXKYTh BUHMKATH HYJI0Ta, FOJIOBHUI QJIb Ta TUMYACOBE MTOPYLICHHS 30Dy .

BimMiuanocst moBepHEHHS 3aKJIaJICHOCT1 HOCA TiCIIsl MPUITMHCHHS JiKyBaHHS, 30KpeMa TIiCJIs TPHBAIOTO
3aCTOCYBAaHHS KCHJIOMETA30JIiHY.

[opymieHHs 3 00KY HEPBOBOI CUCTEMU

Pioki: ronoBHUH 0116, 0€3COHHS, ITIABUIIIEHA BTOMIIOBAHICTh.

yorce pioki: TadronUHAII], TIEPEBAXKHO y TITEH.

[TopynieHHs 3 60Ky cepleBO-CyIUHHOI CHCTEMH

Heuacmi: cucteMHi epeKTH CUMITATOMIMETHKIB (IPUCKOPEHE CEPIIEONTTS, MPUCKOPEHUN ITYJIbC, T ABUIIICHHS
apTepiabHOrO THCKY).

yoice pioki: apuT™is.

[opymieHs 3 60Ky KicTKOBO-M'SI30BOI CHCTEMU Ta CIOJYYHOI TKAHUHU

yaice pioki: cynoMu, 0COOIUBO Y AITEH.

[opymienHs 3 00Ky iMyHHOI CHCTEMU

Heuacmi: peakuii rinepuyTIuBOCTI (aHTIOHEBPOTUYHUI HAOPSIK, BUCHIL, CBEPOIK).




B3aemogis 3 iHIIMMH JiKapChbKUMHM 32€00aMU Ta iHIII BUIW B3a€EMOJIi.

CymyTre 3actocyBaHHs Kpanens TuznH® Kcwuito 3 iHridiTopaMu MOHOAMiHOOKCHIa3U TPaHIJIIUIIPAMIHOBOTO THITY
a00 TPULIMKIITYHUMH aHTUIECIPECAHTAMU, a TAKOXK MpenapaTaMu, 10 MIABHILYIOTh apTepialbHUN TUCK, MOXKeE
NPU3BOAMTH /10 apTepialbHOI TinepTeH3ii uepe3 BIUIUB LIKUX 3ac001B Ha CEpIIeBO-CYAMHHY CUCTEMY.

BHacnijok HU3bKOTO CHCTEMHOTO BCMOKTYBaHHS KCUJIOMETA30JIHY IPU IHTPaHa3aJIbHOMY 3aCTOCYBaHHI,
B33a€MO/IiS 3 JTIKAPChKUMU 3aC00aMH, 1110 3aCTOCOBYIOTHCS 1HIIUMHM LIUIXaMHU, BBKAETHCS MaJIOMMOBIPHOIO.

Tepmin nmpuaaTHocTi. 3 poKwu.
TepMiH MPUIATHOCTI MpenapaTy MCis PO3KPUTTA (piakoHa - 24 THXKHI.

YmoBu 30epiranus.
30epiratu npu Temnepatypi He Bute + 25 [1C y HeOCTYITHOMY JUIS JiTeH MicIii.

He 3amopoxyBatu!

YnakoBka.
Kpanuni nazanehi, po3uns 0,05 %1 0,1 %, mo 10 mn y pnakonax; mo 1 ¢akoHy BKapTOHHIH yIaKOBIY.

Kareropis Bianycky.be3 peuenra.



