3ATBEPJOKEHO
Haka3z MinicrepcTBa oXoponu
310poB’st YKpainu
Nu
Pcecrpaniiiie nmocsinuenmns
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UA/0401/02/02
THCTPYKILIISI
A MC/ITHTHOI0 3aCTOoCyBaHIIsI JliKapCLKOFO 3a006y
TAJIA3OJITH®
(GALAZOLIN®)

Crnao:

Oiloua pevosuna: 1 Mi1 po3unny MicTuTs 0,5 Mr abo 1 Mr riIpOXJIOPULY KCUIOMETA30Ji1lY;
Oonomigicii - pewosunu:  Harpilo  xmopuji, HaTpito rigpodocdar, mopexariipar, Harpiio
aurinpodocdar, MoHorigpar, AMHATpilO egeraT, GenszankoHilo xjopua, copbit (E 420), Bona
OYHIIeHA.

Jlikapenka gopma. Kpamni nazanshi, posuum,
Ocnosni gisuxo-ximivni enacmusocmi.: 6e36apsaa abo Maiike Oe30apBHa, IPO30Pa PiHHA.

®apmakorepanesTHYIA rpyna. 3aco0u, L0 3aCTOCOBYIOTECS MPH 3aXBOPIOBAHHSIX MOPOKHHHU
noca. CumnaroMiMeTuk, rpocti npenapary. Kog ATX RO1A A07.

Dapmaronoziuni eiacmueocmii.

Dapmarodunamira.

Kemiomerasonin — 1e noxigHa pedoBUH iMina3oidy, 10 YAHATL CHMIIATOMIMETHYHY Jito. Bin ¢
GesnocepeiHiM aHTaroRiCTOM allb(a-apeHopeLenTopis.

Ilpenapar cnpuuunse 3ByXeHHS KPOBOHOCHHX CyIHH CIH30BOI OOOJIOHKH, ycyBae Habpsik,
3MCHILY€ MIEPEMIIO CIU30BHX 000JI0HOK HOCOTTIOTKH Ta KiILKICThL eKCYHaTy.

Dapmakoxinemura.

[Ipenapar moumHac nmistu uepez 5-10 xBuwimH; Horo mis 36epiractbess BOPOAOBX 10 rojumw.
[Ipenapar, nanecenuit Ha cnu3oBy 0OONOHKY HOCE, CIIPHYMHSEC MICIEBE 3BYXEHHS KPOBOHOCHHX
cynun. Ilpenapar 3a3Buyail He BCMOKTYETBCS Y KIIHIYHO 3HAYYLIMX KIIBKOCTSAX T4 HE UYMHHUTH
cucrteMHOT aif.

Kainiuni xapaxrepucrixn.,

Iokazanna.

CumuTomMaTuuHe JlKyBaHHSI 3aKI@[CHOCTI HOCA NpHM 3acTyii, CiHHid rapsuni, npm immmx
anepriyHuX pUHITaX, CHHYCHTAX.

JLnst ToJIermen st BiATOKy CeKpeTy IpH 3aXBOPIOBAHHAX IPUIATKOBHX 11a3yX HOCA.

Jlonomixkna Tepanis y BUNaAKaX CEPEAHLOr0 OTUTY (A1l yCyHEHHs HabpSKY CIH30BOT 00OIOHKN).
JI7s1 oJier e Hst POBEAEHH PUHOCKOIIT.

Hpomunoxazannas.

o linepuyTimBicTh 10 OyAb-IKOIO 3 KOMIIOHEHTIB JIiKapchKOro 3acoly.

e He ciin sacrocoByBaTu mamieHTam IIicis BHEAICHHs Trinodiza abo nicns iHmmx Xipypriunmx
BTPY4aHDL i3 PO3THHOM TBEPAOI MO3KOBOT 0OOJIIOHKH.

e AtpodiuHe 3amanenHs ciu3oBoi 060J0HKH HOCA. ~""\

* T'ocrpi xopoHapni 3aXBopIOBaHHsI, KOPOHAPHA aCTMA, TIEPTUPED3, 3AKPUTOKY TORA TI1a enqgmféﬂ

° 3a0TocyBaHH;{ OJIHOYacHO 3 iHribiTopaMy MOHOAMIHOKCUAA3H (MAO) B Bn]t)mmﬂn%l ,“mﬁ_mfi
IICJIs IPUITHHEHHS 1X 3aCTOCY BaHHS. :
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B3acmooin 3 inwumu aikapcokumu 3acobamu ma inui 6uou 63acmoolil.

BigoMi BHIJAKH B3aeMOIl KCUIIOMETA30JiHY 3 TPUIMKIIYHUMH AaHTUACIPECAHTAMH Ta
inriGitopamu MAO. He cmia 3acrocosyBati ['amasomin® mpu nikyBaHHI UMMM JHKapchKumMu
3acobamu.

Cilij, yHHKATH OJIHOYACHOTO 3aCTOCYBAaHHs KCHJIOMETA30JiHYy 3 IHIIMMH CHMIIATOMIMETHUYHUMHU
ripenaparamu (Hanpuiiaz, 3 epenpunoM, ncesgoedepuHoM) Yepes IX CyMicHy Aito.
KennoMeTasonin MO)Ke BIUIMBATH Ha JiI0 JEIKHX AHTUTIIEPTHH3UBHUX 3acO0IB, TaKUX SIK
B-ampenobyiokaTop Ta JesKki  aNTUAEHPECAHTH, Taki SK TPULMKIIYHI abo TeTrpanuiiiiuni
antuuenpecantd. OpHoOuacHe 3acTOCYBaHHS 3 [-aApeHo0JIOKaTOpaMH MOXE  CILPHUMHSITH
Oponxiansiuii crasm abo 3HWKEHHS apTepiaTbHOroO THCKY.

Oco0Onusocmi 3acmocyganii.

CAJIA30JIH® 0,05 % 11e ciin 3aCTOCOBYBATH JITSAM JI0 1 POKY.

IAJIA30JITH® 0,1 % ne cnin 3acrocoByBaTh AiTsim 10 12 pokis.

I'AJIA3BOJIH® sk i immi cummaTomiMerrky, cim i3 oGepeXHICTIO NPH3HAYATH NALUEHTaM i3
MiNEPYYTIMBICTIO JIO aJPCHOMIMETHMKIB, CHMITOMaMM SIKOi € Oe3COHHS, 3araMOpOYEeHIis,
TPEMTINHsI, pO3JIald CEPLUEBOTO PUTMY Ta apTepialbia TilepTeHsis.

He cnix 3acTocoByBaTH Ipenapar aiieHTam i3 XpoHigHuM abo Ba30OMOTOPHUM PUHITOM, OCKiJIbKH
BOHH MOXKYTh BUKOPUCTOBYBATH MO0 JAOBIIE 5 JHIB.

3acTocyBaHNs Ipenapary OBIIE PEKOMEHJIOBAHOIO Yacy MOXKE NPU3BECTH A0 BTOPHHHOIO
PO3BLIMPEHHST KPOBOHOCHHUX CYJMH 1 B pe3yJibTaTi — O BTOPMHHOTO MEIMKAMEHTO3HOTO PUHITY
(rhinitis medicamentosa).

[Ipn4uHOI0 1BOro 3aXBOPIOBAHHS IMOBIPHO, € 3arajlbMOBaHe BHUBUTPHEHHS HOPaJpeHaliHy 3
HEPBOBUX 3aKiHYEHDb NUIAXOM 30YIXKEeHHS IIPECUHANTUYHIX anb(ha-2-pelenTopis.

Cnin 3 06epexKHICTIO 3aCTOCOBYBATH XBOPHM Ha apTepiajibHy TilepTeHsiio Ta iHII 3aXBOpIOBAHHS!
CUCTEMH KpOBOODIry, LyKpoBuil niabet, 3 rineprpodicio mepeaMixypoBol 3ai031, 3 YTPyAHEHUM
CCUOBMBEJICHHAM, 3aXBOPIOBAHHAMH LIHUTOBHIHOI 3AJI03H.,

He cnin 3actocoByBaTH 1034 BUIIE PEKOMEHOBAHNX, OCOBIHMBO JUTAM Ta 0COOAM JITHLOTO BIKY.
He crmin 3actocoByBatu ['AJIAZOJIIH® mig wac nixysanHs inribitopamMy MOHOAMiHOKCHIOa3M Ta
TPULMKJIYHUMH aHTHIeTpecanTaMu (1uB. «B3acmois 3 IHIIMMH JIIKApCLKUMH 3acobaMy Ta iHIm
BUJM B3aEMOJIIN»),

Yepes BMiCT XJ10pHay OEH3AIKOHIIO IPOLYKT MOXKE IIOPA3HIOBATH CIU30BY 000JIOHKY HOCA.
Ilpemapar cnig 3 0OepexHIiCTIO 3acTOCOBYBAaTH HamieHTaM 3 Iopdipieo, icayroworo
(peoXpOMOIMTOMOIO Y 3B’SI3KY 3 MOXK/IMBAM CHCTEMHUM CHMIIATOMIMETHYHUM ePEKTOM.

INauiesTn 3 cuHApoM monoxkeHoro inrtepeany QT, sKi 3acTOCOBYBaNM KCHIOMETA30MiH, MOXYTh
MaTH NIBUIIEHUH PU3HK CEPHO3HAX LUIYHOYKOBHX aPUTMIM.

3acmocysanns y nepioo eazimnocmi abo 200yéanis 2pyooio.

IAJIA30OJIIH® me cmim 3acTocoByBaTM y Iepiof BariTHOCTI  4epes  NOTeHMiHHMIA
CYAMHO3BYXYBanbHUH BIIMB. Jlokasu HeOaXaHOro BIIMBY Ha HEMOBJIS BiJICYTHI.

Hemae nanux, sxi 6 BkasyBauy, 0 KCHIIOMETA30/IiH NPOHUKAE ¥ IPyAHE MOJIOKO. ToMy Heo6xinHa
o0epexHICTb, a JNiKapchkuit 3aci6 y meploj rogyBaHHS TIpyIUIIO CIIiJl 3aCTOCOBYBATH TiNbKH 34
IIPU3HAYCHHSIM JIiKapsl.

®eprunpHicT, Hanexni nani cTocoBHO BILMBY NpenapaTy Ha GepTHILHICTD BiACYTHI. OCKiibKH
CHCTEMHA CKCIIO3MIlil KCHJIOMETa30JiHy TiIPOXIOPHIY AyXke HH3bKa, IMOBIPHICTH BIUTMBY Ha
(EepTHIIBHICTL BKpai HU3LKA.

30amuicme enausamu na weuOKicms peakyil npu KepyeamHi a8MOmMpancnopmom abo mum}wu
MEXAHIZMAMU. 5 |
3a3suyail mikapchKui 3aci6 He YMHMTH ab0 YMHUTH MiHiMaNLHMU BIUIMB Ha amnmcn Jgﬁp’?ham
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Cnocio 3acmocysania ma 0o3u.

[Ipernapar 3acTocoByBaTH HazaiabHO. [lepen 3acTocyBanHsM npernapary Clliji peTEIbH0 IPOYHCTUTH
HOCOBY TNIOpOXHHNY. OCTaHHE 3aCTOCYBaHHS PEKOMEH/TY €THCSI 0€3MmocepeIHbO MEPE CHOM.

Kparuii nazansni CAJTAZOJIHY 0,05 % npusHauaTu gitaM BikoM Big 1 poky.

Himu gixom 6io 1 0o 5 poxie (nio naeisdom dopociux): no 1-2 xpami y KoXKHY HizApio 1-2 pazu
na 100y (uepes 8—10 roaun), ane ue Oinbie 3 pasiB y KOXeH HOCOBHH Xij Ha 100y .

Himu gixom 6i0 6 0o 11 poxie (nid nazisdom dopociux): no 2~4 kparuii y KOKeH HOCOBHH Xif 2—3
pa3u Ha J100y. 3acTOCOBYBaTH HE OiJiblle 3 pa3iB y KOKEH HOCOBHI Xif Ha 7100y .

TpuBanicte NiKyBaHHs 3al€XHTh Bial 1epebiry 3aXBOPIOBAHHS | He Mae TEpeBUIIYBATH 7 IHIB
MOCTILID,

Hopocni ma dimu sixom 6¢io 12 ]907\16. 1o 2—4 KpaIuii y Ko>keH HOCOBHH Xig 1o 3 pa3iB Ha z[06y.
3acrocoBysaty He 6inplue 3 pasiB y KOKeH HOCOBHM Xij| Ha 100y.

TpusasnicTs nikyBaHHs 3a1€XUTH BiJ 1epebiry 3axBoploBaHUA 1 HE Mae HepeBMILyBaTH 10 amin
TIOCTILNE.

3 MipKyBaHb ririeHd yIakoBKY JKiB CJIi/l 3aCTOCOBYBATH TilLKH OJIHOMY MALli€HTY.

Himu.
I"'AJIA30JIIH® 0,05 % He cJiix 3aCTOCOBYBATH AITSIM BIKOM 20 1 POKY.

3acTocyBamiis ,U,i'I'SIM BikoM BiJ 1 10 11 pokiB pekOMeHAYeThCs JIUIIE IiJ| HAISAOM JOPOCITHX.
AJIA30JITH™ 0,1 % He cnix 3acTocoByBaTH AiTaM BikoM 10 12 poxiB.

Ilepeoosysanna.

Hanmipre micnese 3actocyBanHs mpenapaty aGo #Oro BUNAIKOBE MOTPAIUISHHS BCEPETHHY MOXKe
IPU3BECTH 10 BHHUKHEHHS BUPAXEHOrO 3allaMOPOYCHHSI, MOTOBUIIIJICHHS, 3HAUYHOIO 3HIIKEHHS
TEMIIEpaTypy Tijla, TOJIOBHOro OGoiito, Opamukapiii, aprepiansHoi rimeprensii, mpHrHivenns
AVXaHHs, KOMH Ta cyaoMm. Ilicns mifBUINEHHS apTepialbHOro THCKY MOMIMBE MOTO 3HIDKEHHS.
JIiTn MOJIOAIIOTO BIKY Uy TJIMBILII IO TOKCHYHOCTI, HiX JOPOCII.

Ilpun BBemenni Ginbm mix 0,2 MI/KT mpenapaTy MOXIMBE BUHHKHEHHS TakKMX CHMITOMIB SK
BTOMJIIOBAHICTD, NPUCKOPEHE CEpUEGHTTS Ta I1iABUILICHHS apTepianbHoro THeKy. Jlyxke pinko npu
CHJIBHOMY T€pe/Io3yBaHHl, OCOONIUBO y HiTel (HAMPUKIIA, NP BUIIAAKOBOMY KOBTAHHI BHCOKHX
103 MpelapaTy) MOXYTh YePryBaTHCA CTAfii CTUMyJSI{I 1 MPUrHIYEHHS UEHTPaIbHOI HepBOBOL
CHCTEMH Ta CEPLEBO-CY IMHHOI CHCTEMU. CHUMIITOMaMH CTUMYJISI] IIEHTPaIbHOT HEPBOBOT CHCTEMHU
MOXYTh OYTH 3aHEMNOKOCHICTb, 30yJDKEHHs, FalONMHALil Ta y TSDKKHX BHIAAKAX — CyIOMH.
CHMIITOMAMH NPHITIYenTs HeHTPATbHOI HCPBOBOT CHCTEMH MOXKYTh Oy TH 3HI)KEHHS TeMIepar ypu
TiJ1a, MJISBICTh, COHJIMBICTD Ta Y HANTSIKIUX BUIANKAX — KOMA.

Taxoxx MOXIMBE BHHHUKHEHHS TA4KHX CHMITOMIB SIK 3BY)XEHHS ab0 PO3IIMPEHHS 3iHWIIb,
MITNUBICTD, OMificTh, LiaHO3, HyHOTa, Taxikapmis, GpamuKaplis, apuTMis, ACHCTOJNIS, 3HIKCHHS
apTepialbHOrO THCKY, IOPYIICHHS KPOBOOGIry, HabpsK JereHs, MOpyNIeHHs JUXaHHS T aHoe.
Ilepenosysanns, 0COOIMBO y HiTeH, MOXKE MaTH 3HAUHUII BITUB Ha LEHTPJIbHY HEPBOBY CHCTeMY,
BKJIOYAIOYH KOHBYJIECII, KOMY, Opajukapiio, amHoOe Ta MiABHINEHHS apTepiallbHOTO THCKY, L0
3r0ZIOM 3MIHIOETBCS HOr0 3HHMIKEHHSIM.

JlikyBanHs. VYciM nmamieHTaM i3 1ifo3por0 Ha mNepelo3yBaHHA CNIJ NPH3HAYATH BiATOBimHi
MIATPUMYIOUi 3aXO0JH, & TaKOX, y pasi HeoOXiMHOCTI, HEeBiqKIAHE CHMIITOMATHYHE JIKYBaHHS 1111
MEJMYHUM HarjsiioM. Mennuyna JOIOMOTa MOBHHHA BKJIIOYATH CIIOCTEPENEHHS 3a NAIliCHTOM
BIIPOJIOBXK JEKLIbKOX FOAMH. Y pasi BaKKOrO MEPe03YBaHHS, IO CYIPOBOJIKYETHCS 3yIHHKOO
cepls, peaniManiiii 3aXo/4u [OBMHHI TPUBATH HE MeHIIe | roIuHM.

JlikyBanus TspKKOrO repenosyBanus (> 1 mr/kr, mo s giteit Macoio 20 Kr Biamosizac BM]C’]‘y A
(hmakoniB mpenapary) GaxkaHO PO3IOYATH HPOTSAroM | FOAMHM Mic/is BIKMBAHHS. Jtsariic Q@ufm;,
KOHBYJIBCIH ~BUKOPHUCTOBYBATH AHTHUKOHBYJIBCHBHI IIperapaTH THILY 60339n|’13%gaﬁ IS
3HIDKGHHSI apTepiaibHOro THCKY — HECENEeKTHBHI 0-OJIOKaTopH (:{arrpm{gkm\ A%\mgmmn
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TEPa3oUMH).  3aCTOCYBaHHS  CYAMHO3BY)KYBIbHHX  3aco0iB  NPOTHUIIOKA3aHO.  ATpOIiH
3aCTOCOBYBATH JIMIIE Y BHUIAAKY KIiHIYHO BHpaxkeHoi Opanmukapzii, 1O CYNPOBOMKYETHLCS
3HW)KEHHSIM apTepiabHOrO THUCKY.

Hob6iuni peakuyii.

Hmxye 3a3Hadeni HeGaXkaHi edhekTH, MOB’s3aHi 3 3aCTOCYBaHHAM KCHJIOMETA30JIiHYy.

3 6oxy imynHoOl cucmemu. peaxuif TiNepyyTIMBOCTI, BKJIIOUAIOYH AHTiOHEBPOTHYHHIM HaOpsK,
BHCHIIaHHS, CBEPOiXK,

3 boky cucmemu xpoeoobicy: cepuebUTTs, TaxikapAis, apuTMis, apTepialbHa TrinmepreHsis
(ocobnuBo y ocib i3 3aXBOPIOBAHHAMU CUCTEMH KPOBOOOIry).

3 boky Hepgogoi cucmemu. TOJOBHHMM OUIb, COHJMBICTH, 3aHENOKOEHICTh, OE3COHHS,
BTOMJIIOBAHICTB, FAJIIOIMHALIT, CyIOMH (0COGIUBO Y miTel).

3 60Ky OuxaneHoOi cucmemu, opeani¢ 2pyoHOI KAIMKU ma cepedoCminns: UXaHHS, CyXicTb abo
auckompopt 3 60Ky cii30B0T 060JIOHKH HoOCA.,

3acTOCyBaHHS TIPOAYKTY Yy IHepiof MOBLUE pekoMmeHmoBaHoro i (abo) y mosax Oinbuie
PEKOMECHIOBAHMX MOJXKE IPU3BECTH 1O BTOPUHHOTO MEAMKAMEHTO3HOTO 3alaJIeHHs CJIM30BO}
000JIOHKH Hoca.

3aeaneni posnadu i cman y micyi 66edenrs: HyHOTa, BTOMA, BIMUYTTS ciaabKocTi, 36inbueHHs
HaOpsKy ci1n30BoT 060NMOHKH HOCA Nicis PUIIMHEHHS il Mpenapary, HOcOBa KpOBOTEYA.

Moxe 3’siBUTHCS MOAPa3HEHHs! CAU30BOT 0GOJIOHKH HOCA, BIAYYTTS NEYiHHA y HOCI Ta B TOpJIi.

3 boky opeanie 30py: TPaH3UTOPHE MOTIPLICHHSA 30pY.

Tepmin npuoammocmi.
4 poxu.
TepMin npuaaTHOCTI Mic/As MepIIoro BiXKpUBaHHS (JIaKOHA CTAHOBUTE 12 THIKHIB.

YmoBu 36epiranns,
30epiratu B opuriHaibHil ynaxosui npy Temnepatypi He Buie 25 °C. 36epiraTi y HEAOCTYTHOMY
Il IiTel MicIi.

Hecymicnicms, He BusABICHO.,

Ynakoska,
ITo 10 mn1 0,05 % abo 0,1 % y momieTHneHoBUX (riakOHaX-KpaneJbHUISAX 3 KOHTPOJNEM MEPIIOTO
BiAKpHTTS Ne 1 y KapTOHHIH KopoOii.

Kareropin Bizmycky.
bes peuenra.

BupooOnnk. Bapuascekuit ®apmanestuunmii 3asoa [Tonsda AT/ Warsaw Pharmaceutical Works
Polfa SA.

MicuesHaxoqxeHHs BUPOOHHKA Ta iioro aapeca Micusi MpoBaIKeHHs AislJIbHOCTI.
Byan. Kaponbkosa 22/24, 01-207 Bapiuaga, [Tosbina/
22/24 Karolkowa Str., 01-207 Warsaw, Poland

Jarta ocTAaHHbOrO NeperJsigy. )

TEKCT Y3TORMEHO

TAHACOBA 3. M.
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