IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

TU3UH® KCUJIO

(TYZINE® XYLO)

Cknao:

miroya peyoBuHa: Xylometazoline hydrochloride;

1 M1t po3uuny MicTuThb 0,5 Mr a6o 1 Mr KCUIOMEeTa30IiHy TiTpOXIOPUAY;

IOMOMIiXKHI pedoBHHU: O€H3aIKOHII0 XJIOPUAY PO34YuH; COPOiTy PO3YKH, 10 He KPUCTaTi3yEThCS

(E 420); maTtpiro xnopup; HaTpioo gurimpodocdaT, fUTimpaT; HaTpito rigpodocdat, gurigpart;
OUHATPIO efeTaT; BOLa OYUIlleHa.

JlikapcbKa ¢opma. Kparmnni Ha3anbHi, pO34uH.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: PO3YKMH MEHIII OlaJieClieHTHUM HiXK eTaloHHUM, 6e3 3amaxy
abo 3 TeTKUM XapaKTEepPHUM 3aIllaXOM.

dapMakoTepaneBTHYHA rpyna. [I[poTuHAOPSAKOBI Ta iHII mpemapaTy sl MiClIeBOTO 3aCTOCYBaHHS
IIPX 3aXBOPIOBAHHSX HOCOBOI MTOPOXKHUHYU. CUMIATOMIMETHKH, ITPOCTI ITpenapaTH.

Kom ATX RO1A A07.

dPapmakono2iuHi e1acmusocmi

Kcunomera3soriny rigpoxJyiopun, noxigHa iMifa30i1y, € CUMIaTOMIMETUYHOIO OiI0Y0K0 PEYOBUHOO 3
anb(ha-agpeHeprivHolo pieo. [IpenapaT YMHUTL CyIVHO3BYXKYBaIbHY Oil0, 3MEHIIYIOYX TaKUM YUHOM
HaOpsK c1r30B0il 00010HKH. ITo4aToK [ii cmocTepiraeThbcs 3a3Budait yepe3 5-10 XBUIKMH i TpUBa€E mo

10 roguH; mpemapar Mojeriye HoCoBe AUXaHHs, 3HUKYIOUN HAaOPSK CIM30BOi 000JIOHKHY Ta
IIOKpAIlyI0uy BUBEJIEHHS CEKPETY.

[Tpu Ha3a/IPHOMY 3aCTOCyBaHHI abcopOoBaHa KiNbKiCTh IIpenapary iHKoIu Moxke OyTH OOCTaTHLOIO
1711 CIPUYMHEHHS CUCTeMHUX edeKTiB, 30KpeMa IPOsBiB 3 00Ky IleHTpalbHOI HEPBOBOI CUCTEMU Ta
CepleBO-CYAUHHOI CUCTEMH.

KriniyHi xapaKTepHCTHKH.



IToxka3auns.

[ CHMITOMAaTUYHOI'O IOJIETIIEHHS 3aK/IafeHOCTi HoCca IIPX TOCTPOMY HEXKHUTI, ITI0B'93aHOMY i3
3aCTyA010 Ta I'PUIIOM, CUHYCUTI, aJIeprivHOMY Ta HeaJlepridyHOMYy PHHITI.

IIpomunoka3aHHs.
Tusun® Kcumo He CIlifi 3aCTOCOBYBATH Y TAKMX BUNAJKaXx:

- rinepyyTNuBICTE [0 [iI040l PEYOBUHU KCUIOMETA30IiHy rigpoxmopuny abo mo 6ymb-sKoi 3
OOTIOMIXKHUX PEYOBHUH IIpernapary;

- Cyxe 3amajeHHs HOCOBOI 000JI0HKM HOCA 3 YTBOPEHHSIM KipKHU (CyXu¥ PUHIT);
- arpodiyHui ab0 Ba30MOTOPHUY PUHIT;

- OgHOYaCHe JiKyBaHHS iHTi6iTopamMu MoHOaMiHOKcuaa3u (MAOQ), nikyBaHHS iHTiGiTOpaMu
MoHOaMiHOKcHAa3u (MAQ) mpoTsAroM ABOX THXKHIB [0 IOYATKY 3aCTOCYBaHHSA mpenapaTy Tusun”
Kcumo kpamnesnb Ha3alnbHUX, a00 iHITUMH JTiKapCbKUMHU 3aco0aMu, 3TaTHUMHU IiIBUIIYBaTH
apTepianbHUM THUCK;

- micys rimogizexToMii abo XipypriuHoro BTpy4YaHHS Ha TBEPHili MO3KOBil 000JOHII;
- 3aKpUTOKYTOBA I'JIayKOMa;

- TOCTPi KOPOHAapPHI 3aXBOPIOBAHHS;

- KOpOHapHa acTMa;

- TinepTUpeos.

Yepes BMICT GEH3AIKOHII0 XJIOPUY, 110 BUKOPUCTOBYEThLCS K KOHCEpBaHT, TusuH® KCuio He MOXHa
3aCTOCOBYBATH y pPa3i BCTAHOB/IEHOI TiepPUYyTIUBOCTI 0 HAHOI CIIONTyKH.

Oco001uei 3axo0u 6e3nexu.

[Tpu MicuieBoMY 3aCTOCYBaHHI KCUIOMETA30JIiHY TiZPOXIOPUAY CUCTEMHE BCMOKTYBaHHS MiHiMalbHe,
onHak Tusua® KCHIIO CITif 3aCTOCOBYBATH JIMIIE MiCJ/Is PeTEIbHOI OiHKK KOPHCTI-PU3KKY y Hal[i€HTiB:

- 3 TAKKUMU CepLeBO-CYAUHHUMHU 3aXBOPIOBaHHAIMU (HANpUKIaf 3 illeMigyHO0i0 XBOp00OOI0 CepIls,
apTepianbHOIO TilIePTEeH3i€l0);

- 3 (he0XPOMOIIUTOMOIO;
- 3 IopylIeHHAME MeTabomi3My (HamprKiaz, ¥ pasi yKpoBoro mgiabery);
- 3 rineprniasiero nepeaMixypoBol 3aI03H.

IoBroTpuBaje 3aCTOCYBAHHS Ta Iepeo3yBaHHsI CUMIIaTOMIMETUYHUX IPOTHHAOPSIKOBUX ITpenapaTiB
MOXKe IIPU3BECTH 10 PeaKTHUBHOI rinmepemil c1u30B01 000I0HKK HOca. Taka peakilis Moxke



CIPUYMHUTH HEMIPOXiMHICTh OUXaIbHUX IIUISXIB, 110, Y CBOIO YEPTy, 3MYIIYE TOBTOPHO YU HABITh
IIOCTiMfHO 3aCTOCOBYBATH Ipenapart. Lle Moxe MpU3BECTH OO0 XPOHIYHOTO HAOPSKY
(MemMKaMeHTO3HOTO PHUHITY), a 3pemITo 10 aTpodii crmu30Boi 0607I0HKK HOCA Ta O3€HH.

V GinbIn TeTKUX BUMIAAKAX MOXKHA IMPUIUHUTHA 3aCTOCYBAHHS CUMIIATOMIMETUYHHUX JTiIKAaPChKUX
3aco0iB CIIOYaTKy B OJHY Hi3[pIO, a MicJis 3MeHIlIeHHS YCKIagHEHDb ITPOIOBXKUTH JTIKyBaHHS,
3aCTOCOBYIOYH IIpenaparT B iHIIy Hi3apio, 1106 30eperTu HOCOBe OUXaHHS X04ya 6 HAIOJIOBUHY.

Tusun® Kcumo MicTUTh GeH3aKOHi0 XIopus. LIs Cronyka MoXe BUK/IHKATH OIPa3HeHHS CIIM30BOi
000JI0HKY HOCA.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

CynyTHe 3acToCyBaHHs Kpamnens Tusua® Kcumo 3 iHri6irTopaMu MOHOAMiHOKCHAA3H
TPaHINIUIIPaMiHOBOTO TUIY a00 TPULUUKIIYHUMY aHTUAEIPeCAaHTaMH, a TaK0X IIperapaTaMy, I0
HiABUINYIOTH apTepiabHUM TUCK, MOXKe IIPU3BOAUTH [0 apTepianbHOl rinepTeH3il Yepes3 BIUIUB IUX
3aco0iB Ha CepIieBO-CyOUHHY CUCTEMY.

Bracmigok HU3bKOT0 CUCTEMHOI'0 BCMOKTYBaHHS KCUJIOMETA30IiHy IIpY iHTpaHa3aIbHOMY
3aCTOCYBaHHI B3a€MOfIis 3 JiKapChbKUMU 3acob6aM¥, 110 3aCTOCOBYIOTHCS iHIIMMY IIJITXaMHU,
BBaXKa€EThCS MaJIOMMOBIPHOIO.

Oco06.1ueo0cmi 3acmocyeaHHsi.

Jlixapcbkuii 3acib ciif 3 00epexkHiCTIO IpU3HavYaTy NallieHTaM, y SKUX IPYU 3aCTOCyBaHHI
agpeHeprivHuX IpernapaTiB CIIOCTePIirar0ThCs CUIbHI MOOiYHi peakiril y BUTTIsImi 0€3COHHS,
3alaMOpOY€eHHS, TPEMTIHHS, CEPIEeBOl apUTMil, MiABUIIEHHS apTepiaabHOr0 TUCKY.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.
BariTHicTb

KcunomeTa3osiny rifpoxJIopuf He CIIif 3aCTOCOBYBATH Yy I1€Piof BariTHOCTL, OCKIIbKY HEMaEe
HaJIeKHUX JOCTiAXKeHb BIIMBY JIIKapChKOTO 3aco0y Ha I,

l'ogyBaHHd TpyANI0

Jlikapchkui 3acid Tuzur® Kcuno He ciin 3aCTOCOBYBaTHU Y I1epiof roAyBaHHS Py, OCKIIBKY
HEeBIJOMO, YU IIPOHUKAE [if0Ya Pe4OBUHA Y I'PyLHE MOJIOKO.

3maTHICTh BIIMBATH Ha IIBUAKICTH peakllil Ipyu KepyBaHHI aBTOTPAHCIOPTOM abo iHITMMU
MexXaHi3MaMu.



3assuyaii Tusua” Kcuio He BINIMBAE Ha 3[aTHICTh KepyBaTH TPAHCIOPTHUMH 3ac00aMH Ta
CKJIaJHUMU MeXaHi3MaMU [IpU 3aCTOCYBaHHI Y peKOMEHI0BaHUX [103aX, ajie CJIifi BpaxoByBaTU
iMOBipHiCTh BUHMKHEHHS MOOIYHUX peakiliit 3 60Ky IleHTpalbHOl HEPBOBOI CUCTEMU Ta OpPTaHiB 30py.

Cnocid 3acmocyeaHHsi ma do3u.
Ho3u
Ilo3a 3a5eXuTh Bif iHOMBITyaIbHOl YyTIMBOCTI MAIliEHTa Ta KIIHIYHOTO e(deKTy.

FKI10 He IPU3HAYEHO iHaKIIe, AiTIM BiKOM Bif 4 0o 6 POKiB 3aKamyBaTH 110 1-2 Kparuii JiKapChKOro
3acoby Tusur® Kcuno (0,05 % po3uuH) y KOXKHY Hi3fpio 1o 3 pasiB Ha mo0y, miTsM BikoM Bifm 6 mo 12
POKiB npr3HayvaoTh 2-3 Kpari (0,05 % po3uuH) y KoxKHY Hi3apio g0 3 pa3iB Ha #o0y.

TlopocnuM Ta AiTAM BikoM Bif 12 pokis 2-3 kpamii npenapaty Tusur® Kcumo (0,1 % po3uuH ) y
KOXKHY Hi3apio 10 3 pasiB Ha 0o0y BigmoBiHO [0 OTpebu.

Cnocib 3acmocyeaHHs

Ins 3acTocyBaHHs npenapary Tusus® Kcumo, Kpanens HasanbHux, po3dud 0,05 % i 0,1 % cix
TPOXU 3aKUHYTHU I'0JIOBY Ha3af. He BignyckaTu ryMoBy IpoOKy [0 BUMMaHHS HIMETKY 3 HOCa, 11100
3anobirtv MoTpanIsSHHIO y QJIaKOH BUiNEHb 3 HOCA. BUTHpATH [M03yBaIbHY IIIMIETKY IIiC/Is KOKHOTO
3aCTOCYBaHHS.

Tpusanicmb AiKYyB8AHHA

Tusun® Kcumo He CIlifi 3aCTOCOBYBATH [OBIIe 7 HHIB IOCIiNIb, OKPIM BUNAAKIB, KOJIH Iie
PEKOMEH[I0BAHO JIiKapeM.

[ToBTOpHE 3aCTOCYBaHHS CJIifl PO3MOYMHATH JIUIIe TIiC/Is IePepPBY Ha KijlbKa OHIB Ta KOHCYJIbTAlll 3
sikapeM. TpuBalicTh NiKyBaHHS IIpelapaToM fiTel BU3HA4Ya€ JIiKap iHAuBiAyalIbHO.

V pasi XpoHiYHOro HEXUTIO JMiKapchKuil 3aci6 Tusua® Kcumo MoxHa 3aCTOCOBYBATH JIMIIE TIif]
KOHTPOJIEM JiKaps yepe3 HeOe3nmeKy BUHUKHEHHS aTpodii c11M30B0i 000JI0HKY HOCA.

Himu.
Tuzur® Kcuno 0,05 % IIpU3HaYeHUU 719 JIiKyBaHHS [iTel BiKOM Big 4 mo 12 pokis.

He pekoMeHyeThCs Mpu3HavaTy npenapart Tusun® Keumo 0,05 % st TikyBaHHS miTel Moyofme 4
POKIiB.

Tusun® Kcuno 0,1 % npu3HadeHui [is TiKyBaHHS DOPOCTIHKX i [iTeil BikoM Bif 12 pokis.

Ilepedo3yeanns.



CuMnToMu

[Tpu Ha3apPHOMY 3aCTOCYBaHHI CUCTEMHUY BIINB MaJIOMMOBIPHUY 3 OTJIANY Ha JIOKa/lbHE 3BYXKEHHS
CYO¥H, 110 IPUTHIYy€ BCMOKTYBaHHS. Y pa3i CHCTEeMHOI'0 BCMOKTYBaHHS MOXKHa 04iKyBaTH, 1110
KCUJIOMETA30JIiH 5K O,-afpeHerpiyHuil aroHiCT YNHUTUME BIUIUB IOHIOHO [0 KJIOHIOWHY: HEeTPUBAJIe
IiABUINEHHS apTepialbHOTO TUCKY 3 IOJaJIbIIOo0 Oi/lbIl TPMBAJIOIO TiIOTEH3IEI0 Ta cefalli€lo.

CuMImToMu iHTOKCHKAIIi] MOXigHUMH iMiga30/1y MOXKYTh OyTH KITiHIYHO HESICHUMHU, OCKIJIbKY IIepionu
CTHUMYJIALII MOXKYTh YepryBaTHUCA 3 IepiofaMu elpecii IfeHTpalbHOl HePBOBOI Ta CePIeBO-CYOUHHOI

CUCTEM.

o CUMIITOMIB CTUMYIALii I[eHTPaIbHOI HEPBOBOI CUCTEMU HajlexkaTh TPUBOKHICTE, 30yIKEHHS,
raJTIoIuHallil Ta CyqoMH.

CuMmToMu femnpecii eHTpaabHOl HEPBOBOI CHCTEMH BKJII04YalOTh 3HUKEHHS TeMIIepaTypH Tifa,
JIeTapriio, COHJIUBICTh Ta KOMY.

MoxXuBi i Taki 4OJATKOBI CUMIITOME: Mi03, Mifipias, CIiTHiHHS, HY[OTAa, 1[iaHO3, rapsg4ka, O/migicTs
MKipHUX MOKPUBIiB, mapainiu IITHC, cemariisi, cyxicTh y poTi, apuTMis, Taxikapgis, Opagukapmis,
3yMUHKA CEeplls, apTepiaibHa rinepTeH3is, mokomnogioHa rimoTeH3is, HaOpPSK JereHis, MOPYIIEHHS
OVXaHHSA Ta amHoe.

[Tepeno3yBaHHSs, 0COOIUBO y [iTel, MOXKe IPU3BECTH 10 3HAYHOTO BIIJIUBY Ha LIEHTPaJIbHYy HEPBOBY
CHCTeMY, BUKJIUKAIOUU Clla3MHu, KoMy, OpafiuKapiio, allHoe Ta apTepialbHy TinepTeH3iio, 110 MoxKe
3MIHUTUCS Ha apTepiajbHy TiloTeH3io.

JIiKyBaHHSA

TsXKKe ITepefo3yBaHHA BUMaraTuMe JIiKyBaHHSA Yy cTalioHapi. OCKiIbKY KCUJIOMETa30JIiHy
Tigpoxopup IMBUAKO BCMOKTYETHCS, CIIiJ] HeTaltHO 3aCTOCYBaTH aKTHBOBaHe BYTisis (a6COpOeHT),
HaTpiio cynbdar (IPOHOCHE) YX BOATUCS [0 IIPOMUBAHHS IIJTyHKA (IPX 3aCTOCYBaHHI GiTbII BUCOKUX
103). 3HUXKEHHS apTepiaTbHOTO TUCKY MOXKHA AOCATTH 3a JOIIOMOT0I0 HeCeJIeKTUBHUX ajbda-
6nmokaTopiB. CyouHO3BYKYBaJlbHi ITpernapaTy MPOoTUIoKa3aHi. [Ipy HeoOXigHOCTI 3aCTOCOBYIOTh
’KapO3HUXKYBaJIbHI Ta MPOTUCYAOMHI IIpernapaTy, a TaKOX IITy4YHe KUCHEBE AUXaHHS.

ITo6iuni peakuii.

HebazxaHi sBuia Oyau po3MofisieHi 3a TaKUMY KaTETOPisIMU YaCTOTH:
noyxe yacrti: >1/10;

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

HeyacTi: >1/1000 mo <1/100;

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

nyxe pigki: <1/10000;

JacToTa HeBifjloMa: HEMOXKJIMBO BU3HAYUTH 3a HaIBHUMU JaHUMHU.

[NopyuieHHs 3 60Ky OpraHiB QUXaHHS, TPYIHOI KIIiTKU Ta CEPEIOCTiHHS



Tusua® Kcuno Moxe CIPUYMHATY THMYACOBi cl1abKi 03HAKU MOApPa3HeHHs (BiguyTTa nedidHs abo
CYXOCTi c/I30B01 060I0HKY HOCA), 0COOIMBO Y YyT/IMBUX NallieHTiB, 0inb ¥ HOCI Ta ropii.

Yacmi: peakTUBHA rinepemis.
Heuacmi: HocOBa KpOBOTEeYa, YXaHHS, €MiCTaKCuC.

TpuBase abo yacTe 3aCTOCyBaHHS OibIINUX 103 KCUJIOMETA30JIiHY TiTPOXJIOPUAY MOXKeE BUKIIUKATU
BiI4yTTS Ie4iHHS, TOKOJIIOBaHHS, CBepOEXKY, UYTIUBOCTI, CyXOCTi abo moapa3HeHHs CIIM30BO01
000JIOHKM HOCa, @ TaKOXK PeaKTUBHY 3aKJ/IafIeHiCTh Ta MEeAUKaMeHTO3HUM puHiT. el epekT Moxke
BUHUKATHU BXKe 4yepel 7 OHIB JIiKyBaHHS Ta IiCJIg TPUBAJIOT0 3aCTOCYBaHHS MOXKe IIPU3BOAUTHU [0
He0OOPOTHOT0 MOIIKOMXKEHHS CJTM30BOi 000JIOHKM HOCA 3 YTBOPEHHSIM KipKH (CYyXOT0 PHUHITY).

[HKOIM MOXKYTh BUHMKATH HYI0Ta, TOJIOBHUY Oi/lb Ta THUMYACOBe IOPYILIEHHS 30DY.

BigMmiuarnocs moBepHeHHS 3aKIafeHOCTI HOCa IMiCd IPUIMHEHHS JIiKyBaHHS, 30KpeMa Iicis
TPUBAJIOTO 3aCTOCYBaHHS KCUJIOMETA30JIiHY.

[TopymieHHs 3 00Ky HEPBOBOI CUCTEMU

Pioki: ronoBHUM 0inb, 3allaMOPOYEHHS, ePEKT PUKOIIETy, 0€3COHHS, MiiBUIlleHa BTOM/IIOBAHICTb.
[yoice pioki: ramonuHallii, mepeBaxHoO y AiTeH.

[NopymieHHs 3 6OKY CepIeBO-CYIUHHOI CHCTEMU

Heuacmi: cuctemHi ehekT cUMIATOMIMETHKIB (IPHCKOPEeHe CeplieOuTTs, IPUCKOPEHU MY IIhC,
MigBUIIEHHS apTepiasbHOTO TUCKY).

Llyoice pioki: apuTMis.
[MopymieHHs 3 60KY KiCTKOBO-M'sI30BOl CUCTEMU Ta CIIONYYHOI TKAHUHU
Iyoice pioki: cymomu, 0COONIUBO y TiTe.

[MopyiienHd 3 60Ky iMYHHOI CHCTEMHI

Heuacmi: peakiiil Tinep4yyTauBOCTi (aHTiOHEBPOTUYHUY HAOPSAK, BUCHII, CBEPOixK).

ITocTMapKETUHTOBI JaHi

CnocTepiranmucs Taki mob6iuHi epekTy, Ipo SKi HagXOoOuUIX CIIOHTAHHI ITOBiqOMIIEHHS: BiTUyTTS
IIeYiHHS CJIM30BOI 000JIOHKH, CYyXiCTh ¥ HOCI, TpUBaJe JIiKyBaHHS MOXe IIPHU3BECTH N0 3BOPOTHOTO

edexTy.

Tepmin npudamuocmi. 3 POKH.

TepMiH mpuUmaTHOCTI penapary Micjig PO3KPUTTS ¢IakoHa - 24 THXKHI.

YMoBu 30epiranHsi.



30epiraTu npu TemnepaTtypi He Buile 25 °C y HeIOCTYIIHOMY AJIST MiTeM MiCIIi.

He 3amMopoxyBartu.

YnaxoBka.

Kpanni sazanbHi, po3uun 0,05% i 0,1%, mo 10 mn y prnakonax; mo 1 ¢prnakoHy B KapTOHHIX YIIaKOBIIi.

Kareropis Bignycky. be3 penenra.

Bupoonuk. [JEJIbOAPM OPJIEAH/ DELPHARM ORLEANS.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajfipeca Micls MpoBaIXKeHHS HOTr0 Tis/TbHOCTi

5 aBeHio ne Koncip, OPJIEAH CEIEKC 2, 45071, ®pantis/5 avenue de Concyr, ORLEANS CEDEX 2,
45071, France.

3asiBHHUK.

MaxkHin [Ipogaktc Jlimiten/McNeil Products Limited.

Micne3HaxomKeHHS 3asiBHHKA.

50-100 Xonmepc ®apm Beii, Xau BeiikeMm, XI112 4 ET, Anarmnis / 50-100 Holmers Farm Way, High
Wycombe, HP12 4EG, England.

IIpencraBHUK 3asgsBHHUKA. TOB «JIK0HCOH i [I2KOHCOH YKpaiHa».

Micne3HaxomKeHHs MpeacTaBHUKA 3asiBHHKA.
Ykpaina, 01010, m. Kuis, Byn. Octpo3skux Kussis, 32/2.
38 (044) 498 0888

38 (044) 498 7392



