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JJISI MEHYHOI0 3aCTOCYBAHHS JIIKAPCHKOro 3acody
TAJIA30JIIH®
(GALAZOLIN®)

Crnao:

Oitoya peuosuna: 1 mit po3urHy MictuTh 0,5 Mr abo 1 MT IiIpoXJIOpHIY KCHIIOMETA30IiHY;
OQonomidicni  pevoeuHu: HATPilO XJOpHJ, HaTpilo rimpodocdar, goxekarimpar, HaTpiro
nurigpodocdar, MoOHOriapar, AMHATPiO enerar, OeH3ankoHilo Xiopux, copbit (E 420), Bona
OYHIIEHA.

Jlikapcbka ¢popma. Kparuti HazanbHi, po3yuH.
Ocnoeni Qizuxo-ximiuni enacmusocmi: 6e3bapsHa abo Maibke 6e36apBHa, Ipo3opa piAnHa.

®dapmakoTepaneBTHYHA rpyna. 3aco0u, 10 3aCTOCOBYIOTECS NPH 3aXBOPIOBAHHAX IOPOXKHUHHU
Hoca. CuMnaTomimMeTuky, nmpocti npernapatu. Koqg ATX RO1A A07.

Dapmakono2iuni eracmueocmi,

Dapmaxoounamixa.

KcunomeTasofin — 1ie MmoxXiiHa pe4oBHH iMia3ofiHy, 110 YHHUTH CHMIIATOMIMETHYHY Ai0. BiH €
Ge3nocepeIHIM aHTaroHICTOM alb(]a-aJpeHOPEEnTOpiB.

[IpenapaT CHpHYUHSE 3BYXXCHHS KPOBOHOCHHX CYJIHH CIIH30BOI OOOJIOHKH, ycyBae HaOpsK,
3MEHIIYE TiNepeMilo CIM30BUX 000JOHOK HOCOTJIOTKH Ta KiJIBKICTh €KCyIaTy.

Dapmaroxinemuxa.

[Ipenapat moumHae nisitu ueped S5—10 XBuiuH; ioro nis 30epiraerbest BrnpomoBx 10 rojauH.
[Ipenapar, HaHECEHUH Ha CJIM30BY OOOJIOHKY HOCA, CIIPHYUHSE MICIIEBE 3BY)KECHHS KPOBOHOCHHMX
cymuH. ITpenapar 3a3BHuYail He BCMOKTYETHCS Y KIIHIYHO 3HAYYIIUX KUIBKOCTSAX Ta HE UYHHHUTH
CUCTEMHOI Hii.

Kainiuni xapakrepucTukm.

Ioka3zanna.

CumnToMaTuyHe JIIKyBaHHS 3aKJIaJeHOCTI HOca MpH 3acTyAi, CIHHIH raps4ui, NpH IHIIKX
aJIeprivyHUX pUHITaX, CHHYCUTAaX.

JInst moJermeH s BIITOKY CEKPETY IPH 3aXBOPIOBAHHSIX IPHIATKOBUX Ma3yx HOCA.

JlonoMmixkHa Teparmisi y BUlIaJkaX CepeIHbOro OTUTY (IJIst YCYHEHHSI HaOpsIKy CIM30BO1 0O0IOHKH).
JInis nonermeHHs NPOBEIEHHS. PUHOCKOIIIT.

IIpomunokasanua.

e TinepuyTiuBiCTH 10 OyAB-SIKOTO 3 KOMIIOHEHTIB JIIKAPCHKOTO 3aC00y.

e He cruig 3aCTOCOBYBATH NauieHTaM MicNs BUIANEHHs rinodiza abo micis iHImMxX x1pypr1q}mx
BTpY4aHb i3 pO3THHOM TBEPAOT MO3KOBOI 0O0JIOHKH. '

e ArtpociuHe 3ananeHHs CIM30BOI 000JOHKH HOCA. ¢

e TocTpi KOPOHApHi 3aXBOPIOBAHHS, KOPOHAPHA aCTMa, TIePTHPEO3, 3aKPUTOKY T




e 3acTocyBaHHS OJHOYAcHO 3 iHribiropamu MoHoamiHokcuaasu (MAQ) Ta BIPOJOBXK 2 THXKHIB
IiCJIst IPUITMHEHHSI 1X 3aCTOCYBaHHSI.

B3aemoodia 3 inmwumu nikapcokumu 3acobamu ma iHwi 6uOu 63aemMooiil.

Bimomi Bumamku B3aeMomil KCHIOMETa30JiHYy 3 TPULMKIIYHUMU aHTHACIPECAHTAMH Ta
inriitopamu MAO. He cnin 3acrocosysatn I'anmasomin® mpu nikyBaHHI UMM JKapCHKEME
3acobamu.

Cnifl yHMKaTH OJHOYACHOTO 3aCTOCYBaHHS KCHJIOMETA30JiHy 3 iHIIMMH CHMIIATOMIMETHYHHMHE
npenapatamu (Halnpukiaj, 3 epeapuHoM, ceBroedeIpuHOM) Yepes iX cyMicHy Aito.
Kcunomerasonin Mo)ke BIUIMBATH Ha [0 JEAKMX AHTHMINEPTHH3MBHHMX 3aco0iB, TaKHUX SIK
B-anpenoGiokaTtopu Ta mesKi AHTHIENPECAHTH, Taki $K TPULUMKIIYHI a60 TeTpanuKIidHi
aHTHaenpecanTd. OnHOYacHe 3aCTOCYBaHHA 3 P-aIpeHOGIIOKATOpAaMH MOXKe CHPHYUHATH
OponxianbHui crasM abo 3HHXKEHHS apTepiabHOTO THCKY.

Ocobnusocmi 3acmocysanns.

T'AJIA30JITH® 0,05 % He citix 3acTocoBYBaTH AiTsM 10 1 POKy.

TAJIA30JIIH® 0,1 % He cmijt 3aCTOCOBYBaTH MTAM 10 12 POKIB.

TAJIA30JIIH® sk i inmi cuMmatomimernky, ciix i3 00EpexHICTIO NMpU3HAYaTH MalieHTaM i3
TIIEpYyTIMBICTIO JO aAPeHOMIMETHKIB, CHMITOMaMH SKOi € OE€3COHHs, 3alaMOpOYUEHHS,
TPEMTIHHS, PO3/IaJi¥ CEPIEBOTO PHTMY Ta apTepiaibHa rinepTeH3is.

He ciiin 3actocoByBaTH npenapar mauieHTaM i3 XpOHIYHHM aG0 Ba30MOTOPHHMM PHHITOM, OCKINBKH
BOHU MOXXYTb BUKOPHCTOBYBATH MOTO JOBIIE 5 JHIB.

3acTocyBaHHs Ipenapary JIOBIIE PEKOMEHIOBAHOIO Yacy MOYKE TPU3BECTH OO BTOPHHHOTO
PO3IIMPEHHS KPOBOHOCHHX CYIMH 1 B PE3yJbTaTi — JO BTOPHHHOTO MEIHKAMEHTO3HOIO PHHITY
(rhinitis medicamentosa).

IIprunHOI0 1BOrO 3aXBOPIOBAHHS IMOBIPHO, € 3aralbMOBaHE BHBiNLHEHHS HOpPAJpEHAiHY 3
HEPBOBHX 3aKiHYEHb MLIIXOM 30y IKEHHS [IPECHHANITHYHHIX allb(a-2-peenTopiB.

Crix 3 06epeskHiCTIO 3aCTOCOBYBATH XBOPHM Ha apTepialibHy TilepTeHsilo Ta iHIIi 3aXBOPIOBAHHS
CHCTeMHU KPOBOOOIry, yKpoBuH miaber, 3 rimeprpodicio mepeaMixypoBoi 3am03u, 3 yTpyIHEHHM
CCYOBHBEIECHHSM, 3aXBOPIOBAHHIMH IIIUTOBHIHOI 3aJI03H.

He cnix 3actocoByBaTH 1031 BUIIE peKOMEHIOBAHUX, OCOGIMBO AiTSM Ta 0c06aM JITHBOTO BiKy.
He cnin 3acrocoBysatu 'AJIA3OJIIH® nix wac sikyBauHst iHriGiTopamMu MOHOAMIHOKCHEA3U Ta
TPULMKIIIYHUMY aHTHJIENPECaHTaMHu (1uB. «B3aemozis 3 iHmmMu nikapchkuMu 3aco6amu Ta iHmi
BHJIU B3aEMOJIINY).

Hepes BMicCT XJI0pHTy GEH3IKOHIIO IPOXYKT MOYXKE MOAPA3HIOBATH CIIM30BY 0O0JIOHKY HOCA.
Ilpemapar cnin 3 ofepexcHicTIO 3acTocOBYBaTH maiieHTamM 3 Topdipicro, icHyHOU0IO
(heOXpOMOLIMTOMOIO Y 3B’SI3KY 3 MOXUIHBUM CHCTEMHHM CHMIIATOMIMETHYHHM e(heKTOM.

[Mamientn 3 cunapom noxosxeroro intepamy QT, sKi 3aCTOCOBYBAM KCHIOMETA30IIiH, MOXKYTh
MaTH MiBHIIEHUH PU3UK CEPHO3HUX IUTyHOUKOBHX apHTMiil.

3acmocysanns y nepioo éazimmocmi abo 200yeanus 2pyooio.

TFAJIA30JIIH® we cmim 3acTocoBysaTH y Tepiof  BariTHOCTI d4epe3 MOTEHIIHHMIH
CyIMHO3BY)XYyBaJIbHUHI BIUTHB. JoKa3u HeOa)kaHOTO BIUIMBY Ha HEMOBJIS BiACYTHI.

Hemae nanux, sxi 6 BkasyBau, 10 KCHIIOMETA30JIH IPOHKKAE y TPy IHe MOJIOKo. ToMy HeoOXimnma
00epeXHICTh, a JKapchkuil 3aci® y mepiof romyBaHHsS IpyIUIIO CITiJl 3aCTOCOBYBATH TUIBKH 3a
NPU3HAYEHHSM JIKapsl.

OepruipHicTs. Hanexwi fadi CTOCOBHO BIUIHBY Ipenapary Ha (epTHIBHICTS BimcyTHi. OCKinbKu
CHCTEMHA CKCIIO3MLisl KCHUIIOMETA30JiHy TiIPOXJIOPHAY Ay’KE HH3bKA, IMOBIPHICTH BIUIMBY Ha
(bepTUNBHICTh BKpai HU3bKA.

30amuicme enaueamu Ha WEUOKICMb peaxyii npu Kepysamii asmompaHcnopmom
Mexanizmamu. S/



3a3Buyail JikapchKuUi 3aci6 He YHHHUTH a00 YHHWUTH MiHIMaJIBHHUI BIUIMB Ha 31aTHICTH KEpyBaTH
TPaHCIIOPTHUMHU 3ac00aMH YH MPAIIOBATH 3 MEXaHI3MaMH.

Cnocib 3acmocyeanna ma 003u.

[TpenapaT 3acTOCOBYBaTH Ha3aJbHO. [lepes 3acTOCYBaHHSM Mpernapary CiliJl peTeIbHO IPOYUCTUTH
HOCOBY NMOPOXHUHY. OCTaHHE 3aCTOCYBaHHS PEKOMEHAYEThCS 6€3MOCepEeHBO IEPES] CHOM.

Kpari nasansai TAJTA3OJIIH® 0.05 % npusnayatu AiTaM BikoM Bix 1 poky.

Mimu sixom 6i0 1 00 5 pokig (nid nazisdom oopocaux): Mo 1-2 Kpar y KOXHy Hi3zupio 1-2 pasu
Ha 100y (yepe3 8—10 ronun), ane He Ginblue 3 pa3iB y KOXXeH HOCOBHUH XiJ Ha 100y .

Mimu eixom 6id 6 0o 11 pokis (nio Haznsdom oopocaux): o 2—4 Kparuti y KOXeH HOCOBHH Xin 2—3
pasu Ha J100y. 3acTocoBYBaTH He Ginblue 3 pa3iB y KOXKEH HOCOBMH Xix Ha J100y.

TpuBaJicTh JIIKYyBaHHS 3aJIeKUTH Bif mepebiry 3aXBOPIOBaHHS i HE Mae€ INEPEeBHINYBaTH 7 JIHIB
HOCIJIB.

Kpamui nasansui TAJTA3OJIIH® 0.1 % npu3HayaTv 0POCIHM i IiTAM BiKoM Bix 12 pokiB.
Mopocni ma oimu eixom 6i0 12 poxis: 0 2—4 Kparuii y Ko>KeH HOCOBHH Xif 10 3 pa3iB Ha J100y.
3acTocoByBaTH He Oinbire 3 pasiB y K0)XKeH HOCOBUH XiJ Ha 100y .

TpuBasicTh JKyBaHHS 3aJIeKUTh BiJ mepebiry 3aXBOpIoBaHHs i He Mae nepeBuityBatd 10 quiB
MOCIiJIB.

3 MipKyBaHb Tiri€HH YIaKOBKY JIKiB CJIiJl 3aCTOCOBYBATH TUIHKH OJJHOMY MAIli€HTY.

Mimu.

T'AJIA30JIIH® 0,05 % He cJtiz 3aCTOCOBYBATH JiTAM BikoM 70 1 poKy.

3acrocyBaHHs iTsM BikoM Bij 1 10 11 pokiB peKOMEHIYETHCS JIMIIE ITiJ] HAIJISIOM TOPOCIHUX.
TAJIA3OJIIH® 0,1 % ne cifg 3aCTOCOBYBATH JIiTSM BikoM 10 12 pokiB.

Ilepedosyeanna.
HanmMipHe MiciieBe 3acTocyBaHHS Ipenapary ado HOro BHIAAKOBE IMOTPAIISIHHS BCEPEAMHY MOXKE
NPU3BECTH 10 BUHUKHEHHSI BHPAXXEHOT'O 3alaMOpPOYEHHS, MOTOBUALIEHHS, 3HAYHOTO 3HUIKEHHS
TeMIlepaTypd Tijla, TOJIOBHOro Oouo, Opanmukapmii, aprepianbHOi rinepreHsii, NpUrHIYEHHS
IUXaHHS, KOMH Ta cyaoM. [licis miBHLIEHHS apTepiaJlbHOrO THCKY MOXJIHBE HOro 3HH)KEHHS.
JliTi MOJIOAMIOro BiKy Yy TJIMBILII 10 TOKCHYHOCTI, HIXX OPOCIIi.

[Tpu BBemenui Oinmpmr HiX 0,2 MI/Kr npenapaTy MOMXIIMBE BHHUKHEHHS TaKUX CHMIITOMIB SK
BTOMJIIOBAHICTh, NIPUCKOPEHE CEPLEOUTTS Ta ITiIBUIIECHHS apTepiabHOro THCKY. Jye piako mpu
CHJIBHOMY II€pe/I03yBaHHi, 0COONUBO y AiTell (HanmpuKiIazn, INpH BUIIAJKOBOMY KOBTaHHI BHCOKHX
JI03 Tpenapary) MOXYTh YEepryBaTHCS CTail CTHMYJISLII 1 NPUTHIYEHHS LEHTPaJbHOI HEPBOBOI
CHCTEMH Ta CEPLIEBO-CYIUHHOI cucTeMU. CUMITOMaMH CTUMYJISIIIT IEHTPaJIbHOI HEPBOBOI CUCTEMH
MOXYTb OYTH 3aHENOKOEHICTh, 30YyJUKEHHs, TaJIOIMHALI] Ta Y TOKKHX BHIAAKAX — CYJIOMH.
CuMnTOMaMyu NPUTHIYEHHS HEHTPATBHOI HEPBOBOI CHCTEMU MOXYTh OyTH 3HHXKEHHS TeMIIepaTypH
TiJa, MJISBICTh, COHJIUBICTD Ta y HAUTSHKYMX BHMAAKaX — KOMa.

Tako) MOXJIMBE BHUHHUKHEHHS TaKMX CHMITOMIB SIK 3BY)XEHHS a00 pO3IIMPEHHS 31HULb,
MTAUBICTh, ONMiAICTh, LiaHO3, HYIOTa, Taxikapmisi, Opalukaplis, apuTMis, acHUCTOJis, 3HUXKECHHS
apTepialbHOrO THCKY, MOPYLIEHHS KPOBOOOIry, HAOPSK JIereHb, NOPYLICHHS JUXaHHS Ta allHOE.
I[Tepeno3yBanHs, 0OCOONUBO y AiTeit, MOKE MaTH 3HAUHHM BIJIMB HAa LIEHTPAJIbHY HEPBOBY CHCTEMY,
BKJIIOYAIOYM KOHBYJIbCI, KOMYy, OpagMkap/io, alHOe Ta MiJBUIEHHS apTepiaibHOro TUCKY, IO
3rOJIOM 3MIHIOETHCS HOTO 3HHIKEHHSIM.

JlikyBanHs. YciM namieHTam i3 MiZ03pol0 Ha MepeJo3yBaHHsS CIiJ IMpPH3HAYATH BiAMOBIIHI
MIATPUMYIOUi 3aX0JH, @ TAKOX, Y pa3i HeOOXIAHOCTI, HEBIAKIIaJHE CUMIITOMATHYHE JIIKYBaHHS ITi]{
MEIUYHUM HamsoM. MeauyHa JOIoMoOra NMOBHHHA BKJIIOYATH CIIOCTEPEKEHHS 3a IAaIliEHTOM
BIIPOJIOBXK JEKIIBKOX TOAMH. Y pa3si BaXKOTO IEPENO3yBaHHS, IO CYNPOBOKYETHCS 3YNHMHKOIO
cepls, peaHiMauiiHi 3aX0/11 TIOBUHHI TPUBATH HE MEHINE | TOIMHH. K ‘\‘;‘,‘\?
JlikyBaHHS TSDKKOTO nepenosyBaHHs (> 1 mr/kr, mo Juis aiteit macoro 20 xr Bum%}gae g@ﬁry‘ .
¢nakoHiB mpenapary) OakaHO PO3MOYATH IPOTSIrOM 1 TOAMHM Iicis B)KuBaHHsr‘( il/fm Jﬁﬁ@(}saﬁn

0htipig -




KOHBYJIbCIH BHKOPHUCTOBYBaTH aAHTHKOHBYJIbCHBHI IIpemapaTd THIy Oe€H3odiasemaMmy, JuIs
3HH)KEHHSI apTepiallbHOrO THCKY — HECENeKTHBHI -OioKaTopu (HAmpHKIaj, JOKCa30LHH,
TEepasOLMH).  3aCTOCyBaHHA  CyJIMHO3BY)XYBIBHHX  3aC0O0iB  IPOTHIOKA3aHO.  ATpOIiH
3aCTOCOBYBAaTH JIMILIE Yy BHNAAKY KIIHIYHO BHpaxkeHoI Opaaukapiii, W0 CYIpOBOIKYETHCS
3HIDKEHHSIM apTepiaibHOTO THUCKY.

ITo6iuni peakuyii.

Hrxue 3a3naveni HeGaxani eekTH, OB’ s3aHi 3 3aCTOCYBaHHAM KCHIOMETA30JiHY.

3 Ooxy imynnoi cucmemu: peakulis TilepuyTIMBOCTI, BKIIOYAIOYM AHTiOHEBPOTHUHHH HaGpsK,
BHCHIIaHHSI, CBEpOIXK.

3 Ooky cucmemu Kpo6oobizy: cepUeOHTTs, Taxikapiis, apuTMis, apTepiaibHa TilepTEH3is
(0cobHBO y 0Ci6 i3 3aXBOPIOBAHHSIMH CHCTEMH KPOBOOGIry).

3 6oxy mepso6oi cucmemu: TONOBHWN OiNb, COHJMBICTb, 3aHENOKOEHICTb, OE3COHHI,
BTOMJIIOBaHiCTh, FaIOLKHALIT, CyZOMH (0COGIUBO y AiTel).

3 Goky Ouxanvnoi cucmemu, opaanie 2pyoHOl KLmMKu ma cepedocminus: UXaHHS, CyXicTb a6o
JUcKoM(OpT 3 60Ky CIIM30BOT 0OOJIOHKH HOCA.

3acTocyBaHHsS NpPONYKTy y TepioJ JOBIIE pPEeKOMEHIOBaHOro i (abo) y Jpo3ax Ginblie
PCKOMEHJIOBAaHHX MOXE IIPU3BECTH OO BTOPHHHOTO MEIUKAMEHTO3HOTO 3alajieHHSI CIM30BOI
000JIOHKH HOCAa.

3azaneni posnadu i cman y micyi 66edenns: HynoTa, BTOMA, BiMUyTTS CIabKOCTI, 30iMbIIEHHS
HabPsKY CIM30B0i 0GOIOHKY HOCA ITiC/Is IPUIIMHEHHS Aii penapary, HocoBa KpOBOTEYA.

Moske 3’sIBUTHCS IIOAPA3HEHHS CIIM30BOI 0GOIOHKH HOCA, Bi4yTTs MEYiHHS Y HOCI Ta B TOpII.

3 6oy opzanie 30py: TPaH3UTOPHE MOTiPIIEHHS 30Dy .

Tepmin npuoammocmi.
4 poxu.
Tepwmin npupatHOCTI Mmicis nepioro BiKpHBaHHS (IAKOHA CTAHOBUTH 12 THYKHIB.

YMoBH 36epiraHus.
36epiraTy B OpuriHaNbHil ynaxoBui npu Temmeparypi He pumte 25 °C. 36epiratu y HEJIOCTYITHOMY
JUISL UTeH MicIr.

Hecymicnicme. He BusBieHo.

Ynakoska.

ITo 10 mx 0,05 % a6o 0,1 % y momieTHneHOBUX (1aKoHaX-KpaneIsHAIAX 3 KOHTPOJIEM MEpIIOro
BiKpUTTS Ne 1 y KapTOHHIM KOpo6Li.

Kareropis Binnycky.
be3 peuenra.

Bupoouuk.
@apmanentuunnit 3aBox “TIOJILOAPMA” C.A. /
Pharmaceutical Works POLPHARMA S.A.

Micuesnaxomkenns BHpOOHHKA Ta HOro agpeca Micus MpoBaJKeHHS XisLIbHOCTI.
Bignin Menana 8 Cepansi, Bys1. Bnagucnasa Jlokerka 10, 98-200 Cepangs, [Tonsmma /
Medana Branch in Sieradz, 10, Wladyslawa Lokietka Str., 98-200 Sieradz, Poland

Jara ocranHbOro nmeperJsiay. 10.02.2025.
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