IHCTPYKIIIA
IJIsI METUYHOI' 0 3aCTOCYBaHHsI JIIKapCHKOTr0 3aCo0y
TAJIA30JIIH®

(GALAZOLIN®)

Cknao:

ditoua peyosuHa: KCUIOMETa30iHy TiApOXIOPUL;

1 r HazanbHOrO remo MicTuTh 0,5 Mr abo 1 Mr KCUIOMeTa30 /i’y TiIpOoXI0pHUL;
AOMNOMIXHI pEeYoBMHM: HATPIiIO XJIOPU[, HATpio gurimpodocdat, momekarigpaT, HaTpio

murinpodocdat, MoHOrigpaT, MUHATPIO emeTaT, OeH3anKoHi0 xmopun po3unH 50 %, copbit (E 420),
TiIPOKCieTUMNILENI0II03a, THillepHH, BOfa OUUIleHa.

JIlikapcbKa ¢opma. ['enb Ha3aabHUM.

OcHoeHi pizuko-ximiuHi 81racmusocmi: 6e3bapBHa abo Malike 6e30apBHa, Tpo30opa abo
JIerKooIaieciyioda I'ycTa pifguHa.

dapMakoTepaneBTHYHA rpyna. 3aco0w, 110 3aCTOCOBYIOTHCS TP 3aXBOPIOBAHHSIX MIOPOXKHUHU
Hoca. CHMITIaTOMIMETHKH, IIPOCTI IpemapaTy.

Kog ATX RO1A AQ7.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.

Kcunomera3sonis - 1je noxigHe iMifa301iHy, 1110 YUHUTH CUMIIATOMIMETUYHY Ait0. BiH €
Oe3mocepeqHiM aHTAarOHICTOM O-aAPEHOPEIeNTOPIB.

[Tpenapar cripu4uHse 3ByKE€HHS KPOBOHOCHUX CYIUH CIIM30BOI 000I0HKH, yCyBa€ HaOPSK, 3MEHIIy€
rinepemiio CIu30BUX 000JI0HOK HOCOTTIOTKH Ta KinbKicTh ekcymaty. TAJIA3OJIIH® mae dpopMy remo,
1110 la€ MOKJIMBICTh 3BOJIOKYBAaTH CIM30BY 000JIOHKY HOCa i MepeIkoXa€e CTiKaHHIO IIperapaTy Ha
IHO HOCOBOI ITIOPOKHUHY Ta B TOPJIO.

dapmakoKiHemuxka.

[Tpenapat moynHa€E missTy yepes3 5-10 xBumuHY; Moro Ois 30epiraeTbes mpoTsroMm 10 roguH.
[TpemapaT, HaHECEeHUN Ha CNIU30BY 000JI0HKY HOCA, CIIPUYMHSE MicIleBe 3BYKEHHS KPOBOHOCHUX
cynuH. [Ipenapat 3a3BrU4Yail He BCMOKTYETHCS Y KITIHIYHO 3HAUYYIIUX KiTbKOCTIX Ta HE YUHUTH
CHCTEeMHOI i,



Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

CuMnTomMaTHyHe JTiKyBaHHS 3aKJIafleHOCTi HOCa IIpY 3aCTYAi, CiHHIN rapsAylli, IpY iHIIAX aJlepPridyHux
pUHIiTaxX, cuHycuTax. [J1 MoJieTIeHHs BifTOKY CEKpeTy IIPpX 3aXBOPIOBAaHHAX IPUAATKOBUX Ia3yX
HOCa.

IonoMiXHa Tepanisl y BUllafikax CepPefHbOT0 OTUTY (A7 YCYHEeHHS HaOPSKY CIM30B01 000JI0HKY).

IIpomunoka3aHHs.
linep4yTnusicTh 70 OyAb-IKOT0 i3 KOMIIOHEHTIB IIpenapary.

He crig 3acTocoByBaTH NallieHTaM IIicjisg BUAaNeHHS rinodiza abo micnis iHImmx Xipyprivaux
BTPy4YaHb 3 PO3TUHOM TBEPH0l MO3KOBOi 000JIOHKH.

Cyxuit puHiT (rhinitis sicca) a6o aTpodiyHui PUHIT.
T'ocTpi KOpoHApHi 3aXBOPIOBAHHS, KOPOHAPHA aCTMa, TilIepTHpPeos, 3aKPUTOKYTOBA IJIayKoMa.

CynyTHe nikyBaHHS iHriOiTopamu MoHoaMmiHOKcuaasu (MAQO) Ta IpOTAroM 2 THXKHIB mics
IPUIMHEHHS 1X 3aCTOCYBaHHS.

B3aemodisa 3 iHwumu nikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

IHeibimopu MAOQO: KcunoMeTa30JIiH MOXKe MOTEeHIiIoBaTH Aito inribiTopiB MAO Ta iHgyKyBaTu
rinepTen3uBHUY Kpu3. He 3aCTOCOBYBaTH KCUJIOMETA30JIiH Nalli€eHTaM, SKi IpuiMaloTh abo
npuiiManu iHribitopuy MAO mpoTSTrOM OCTaHHIX ABOX TUXKHIB.

Tpu- ma mempavukaiuHi ahmudenpecaHmu: IPU OMHOYACHOMY 3aCTOCYBaHHi TpH- abo
TETPAUKITIYHUX aHTHUENIPECAHTIB Ta CUMIIAaTOMIMETHUYHNX IIPelapaTiB MOXKJIIMBE ITOCUTIEHHS
CHMITaTOMIMETHYHOT0 eeKTy KCHIIOMETA30JIiHy, TOMY OffHOYaCHE 3aCTOCYBaHHS TaKuX 3aco0iB He
PEKOMEHOYETHCS.

Criig yHUKaTU OJHOYACHOT0 3aCTOCYBaHHS KCUJIOMETAa30JIiHy 3 IHIIUMU CUMIIATOMIMETUYHUMU
npenapaTamMu (Hampukiag, 3 ebeapuHOM, IceBHoedeIprnHOM) Yepes iX CyMicHY mito.

B-adpeHob.10Kkamopu: Ipu 3aCTOCYyBaHHI pa3oM i3 B-6710KaTopaMu MOXKe CIPUYUHATA OPOHXianbHUN
cra3M abo 3HUKEHHS apTepPialbHOTO TUCKY.



Oco06.1ue8ocmi 3acmocyeaHHsi.

Jlikapcbkuit 3acib ciip 3 00epekHiCcTI0 MpU3HaYyaTHy MallieHTaM, SKi TPy 3aCTOCYBaHHI agpeHeprivHnx
IperapariB MalOTh CUJIbHI peaxilii, 110 IPOSIBNIIIOTLCS ¥ BUTTISAMI 0€3COHHS, 3allaMOPOYEeHHS,
TPEMTiHHS, CepIeBOl apuTMii, IiABUIIEHHS apTepiabHOTO TUCKY.

He crig 3acTocoByBaTH IIpemapar MmalieHTaM i3 XpoHiYHUM ab0 Ba30MOTOPHUM PUHITOM, OCKiTbKH
BOHHU MOXKYTbh 3aCTOCOBYBaTH MOT0 OOBIIE 5 AHIB. 3aCTOCYBaHHS IIpellapaTy AOBIIe PEKOMEHI0BAaHOI O
Yacy MOXKe IIPU3BECTU 00 BTOPUHHOTO PO3IINPEHHS KPOBOHOCHUX CY[UH 1 B Pe3yJbTaTi - 10
BTOPHMHHOT0 MEIMKaMeHTO3HOT0 PUHITY (rhinitis medicamentosa). IIpuYrHOI0 LIbOT'O0 3aXBOPIOBAHHS
iMOBIpHO € 3arajbMOBaHe BUBIIbHEHHS HOpPapeHasiHy 3 HEPBOBUX 3aKiHYEHb HIIIXOM 30yIKEeHHS
TPeCHHAITHYHUX O -PelLeNTOPiB.

Crmip 3 06epeXHiCTI0O 3aCTOCOBYBATH TMAIliEHTAM i3 CEPIEBO-CYIMHHUMH 3aXBOPIOBAHHSIMH,
apTepianbHOIO TinepTeH3i€lo, XBOPUM Ha IIyKPOBUI fiabeT, i3 3aXBOpIOBAHHSIMU IIUTOBUIHOI 3aJ103H,
(heoxXpOMOILIMTOMOIO, TiepTPOdi€l0 MepeaMixypoBol 3aj103H, 3 YTPYOHEHUM CEYOBHBENEHHAM, a
TaK0Xk He 3aCTOCOBYBATH TallieHTaM, SIKi OTPUMYyBau CYIyTHE NiKyBaHHS iHribiTopamu MAO Ta
IIPOTSTOM 2 TUXKHIB ITiC/Ig IPUNUHEHHS IX 3aCTOCYBaHHS.

He crig 3acTocoByBaTH 03U BHUIIE PEKOMEHI0BAHUX, 0COOIMBO iTIM Ta 0co0aM JIiTHHOTO BiKY.
TAJIA3O0JIIH® 0,05 % He cuin 3aCTOCOBYBaTH AiTAM BIKOM [0 3 POKIB.

TAJIA3OJIIH® 0,1 % He cI1if 32CTOCOBYBATH HiTAM BiKOM 10 12 POKIB.

Yepes BMiCT xyopuay 0eH3aNKOHiI0 ITpenapaT MOoXe IMOgpa3HIoBaTH CIU30BY 000IOHKY HOCA.

[TamienTy i3 cuHAPOM NOJOBXKeEHOr0 iHTepBany QT, Ki 3aCTOCOBYBad KCUJIOMETa30J1iH, MOXKYTh
MaTH MigBUILLIEHUY PU3UK CEPUO3HUX MUTYHOYKOBUX apUTMIiil.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

T'AJIA3OJIIH® He ciifi 3aCTOCOBYBATH Y IEPiof] BATiTHOCTI Yepe3 MOKIIMBUHI CyIHHO3BYXKYyBaIbHUMA
BIIJIUB.

oka3u Oymb-siKoro HeGaxkaHOT0 BIJIMBY HAa HEMOBIIS BigCyTHi. HemMae maHux, siki 6 BKa3yBasiH, 1110
KCHUJIOMETa30JIiH IPOHUKAE V¥ TPYAHE MOJIOKO, TOMY HeoOxifiHa 00epexkHiCTh, a Ipenapar y mepion
rofyBaHHS I'PYAAI0 CJIifi 32aCTOCOBYBATH Ti/IbKY 3a IIpU3HAYEHHSIM JliKaps.

depmuabHicmo.

Hanex#i maHi 1100 BIIKUBY Npenaparty Ha GepTUIbHICTh BiACyTHI. OCKINIbKY CUCTEMHa €KCIIO3UIIis
KCUJIOMETa30JIiHy TiIpOXJIOPUAY AyKe HU3bKa, MOXKJ/IUBICTh BIJIUBY Ha (PePTUIbHICTh BKpal HU3bKA.

30amHicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

3a3Buyail mpemnapaTr He YNHUTL a00 YMHUTH MiHiMambHUN BIJIUB Ha 30AaTHICTh KePyBaTH
TPAHCIIOPTHUMHU 3ac06aMy YU IIpalloBaTH 3 MeXaHi3MaMu.



[Tpu TpuBasoMy 3aCTOCyBaHHI ab0 3aCTOCYBaHHi ¥ BUCOKMX 03aX MOXKYTh BUHHKATU HebaxKaHi
peaxiii 3 60Ky cepIrieBO-CyOUHHOI i lIeHTPaIbHOI HEPBOBOI CHCTEMH.

Cnoci6 3acmocyeaHHss ma do3u.
[Tpemapat 3aCTOCOBYBaTH Ha3aJIbHO.

[TpemapaT 3aCTOCOBYBATH Ha CJIM30BY 000JIOHKY HOCOBOI IIOPOKHUHM LIJSTXOM HIBUOKOIO
OOHOPA30BOI'0 HATUCKAHHS H03aTopa (iakoHa.

[[Topa3y mepen 3aCTOCYBaHHSIM IIperapaTy HeoOXigHO 3HSATH HacCadKy.

[Tepen nepimyM BUKOPUCTAHHSIM HOBOI IIJISIIEYKH ITiC/S 3HATTS HacaJK¥ HaTUCKATH [03aTop 3-5
pasiB [0 MOSBU IIpemapary (rero).

Tens mns Hoca TAJTA3OJIIH® 0,05 % (3 0MHUM HaTHCHEHHSM BUBITBHIOETHCS 0,05 MT
KCUJIOMETA30JIiHy TiIpOXJIOPUAY) IpU3HaYaTy AiTAM BiKOM Bif 3 POKIB.

Ilimu s8ixom 8i0 3 0o 12 pokis:

1 mo3a reno y KOXXeH HOCOBUM OTBip KOXHi 8-10 rogus.

Tens ms Hoca TAJTA3OJIIH® 0,1 % (3 OmHUM HaTUCHEHHSM BUBLIbHAETHCS 0,1 MT KCUJIOMETa30JIiHY
TigpoxIopuny) Ipu3HadaTyd JOPOCINM i OiTsIM BiKOoM Bif 12 pokis.

Ilopocai ma dimu 8ikom 8i0 12 pokia:

1 mo3a ren y KOxKeH HOCOBUM OTBip KOXHi 8-10 rogus.

TAJTIA3OJIIH® He cin 3aCTOCOBYBaTH AOBIIE 3-5 [HIB.

3 MipKyBaHb Tiri€HY yIIaKOBKY JIiKiB IOBUHEH BUKOPUCTOBYBATH TUIbKYU ONUH IALi€HT.

Himu.
TAJTIA3OJIIH® 0,05 % He cmig 3aCTOCOBYBaTH HiTIM BiKOM [0 3 POKIB.

TAJIA3OJIIH® 0,1 % He crin 3aCTOCOBYBaTHU OiTAM BiKOM 10 12 pOKiB.

Ilepedo3yeanns.

HamgMipHe MiclieBe 3aCTOCYBaHHS KCUJIOMETA30JIiHY Tigpoxiopuay ado oro BUIIafKOBe



IOTPAIISHHS BHYTPIIHBO MOXE IIPU3BECTU [0 BUHUKHEHHS BUPaXKeHOro 3allaMOpPOYeHHS,
IiABUIEHOT0 IOTOBUAINIEHHS, 3HAYHOTO 3HUKEHHS TeMIIepaTypH Tijla, TOJIOBHOTO 0OJIIO,
OpanuKkapmil, apTepianbHOi rimepTeH3ii, MPUTrHiYeHHs OUXaHHS, KOMU Ta CymnoM. IlimBuineHui
apTepianbHUN THCK MOXKe 3MiHUTHCS Ha 3HUKeHUU. [[iT¥ MONOAIIOTro BiKy OilbIl YyTJIXBI 0
TOKCHUYHOCTI, HiXK JOPOCII.

Ycim narienTaMm i3 mifo3por Ha nepefo3yBaHHA CIIif IPU3HaYUATH BiAOBIAH] MiATPUMYOYl 3aX00H, a
TAKOXK, Y pa3i HeoOXigHOCTi, HeBigKIagHe CUMITOMATUYHE JTiKyBAHHS i MEIUYHUM HaTJISIOM.
MepgryHa fomnomMora MOBMHHA BK/IIOYATU CIIOCTEPEXKEHHS 3a MTalliEHTOM IIPOTATOM KiJTbKOX TOAUH. Y
pa3si TAXKKOro nepefo3yBaHH, 110 CYIIPOBOAXKYETHCS 3YIUHKO0 CEPIIsl, peaHiMalliiiHi 3aX0au
[IOBMHHI TPUBATH He MeHINe 1 TOouHM.

ITo6iuni peakuii.
Huxue 3a3HaueHi HebaxkaHi eheKTH, TOB’I3aHi i3 3aCTOCYBaHHSAM KCUIIOMETA30JIiHY.

3 60Ky iMyHHOI cucmemu: peakilil TimepyyTIUBOCTI, BKII0Yal0UYX aHTiOHeBPOTUYHUHM HAOPSIK,
3a[MINKa, aJIePriuHi peaxilii, BUCUIIaHHS, CBePOixK.

3 60Ky Hepeosoi cucmemu: TOJNIOBHUM Oib, COHJIUBICTD.
3 60Ky opaaHis 30py: TPAH3UTOPHE TOTIPIIEHHS 30DY.

3 6oky cucmemu Kpogoobizy: BimuyTTs cepuebUTTs, Taxikapmis, apTepianbHa rimepTeH3is (0co6IuBO
y ocib i3 3aXBOpIOBAHHSIMU CUCTEMHU KPOBOOOITY).

3 60Ky duxaabHOI cucmemu, opaaHie 2pyoHOI KaimKu ma cepedoCmiHHA: YXaHHS, HeYacTo -
elicTakCuc.

3acToCcyBaHHS IIpemaparty y mepioa moBie peKOMeHI0BaHOoTO i (a60) y mo3ax Oinbime
PEKOMEHIO0BAaHUX MOXKEe IIPHU3BECTH N0 BTOPUHHOTO MEAMKAMEHTO3HOI'0 3allaJIeHHs CIIU30BO01
000JIOHKY HOCA.

3 60Ky WAYHKOBO-KUWKOB020 MPAKMY: HYAOTA.

3azanvHi po3nadu i cmaH y micui 66e0eHHA: BTOMa, BifuyTTs c1abKocTi. Moxe 3'SBUTHUCS CYXiCTh
CnHU30BO1 060JIOHKY HOCA, TOfPa3HEHHS CJIM30B0i 000JIOHKY HOCA, BiTYYTTS MEYiHHS y HOCI Ta B
ropii, muckoMdopT 3 60Ky CIM30B0i 000JIOHKM HOCA.

Tepmin npudamHocmi. 3 POKH.

TepMiH MpUIATHOCTI IMiC/Is IepPIIOTo BiTKpruBaHHS (plaKOHA CTAHOBUTH He Oinbire 12 THXKHIB.

YMoBu 30epiranHsi.

30epiratu B OpuriHaibHiN yIAaKOBIIi IpuU TeMIepaTypi He Buite 25 °C.



30epiraTv y HeIOCTYITHOMY [JISI OiTeH MicCIii.

HecymicHnicmb. He BUSIBIIEHO.

YnakoBka. [To 10 r 0,05 % a6o 0,1 % remnio y ¢nakoHax i3 HaCOCOM-H03aTOPOM Ta aIlJlikaTOpoM i3
3ano6ixkHO010 Hacamkow. 1 ¢GIakoH y KapTOHHIM KOpoOIri.

Kareropis Bigmycky.

be3 penenra.

3asiBHHUK.
BapmaBcekuii hapmatieBTuuHuY 3aBog [lonbda AT/

Warsaw Pharmaceutical Works Polfa SA.

Micue3HaxoaKeHHsI 3asiBHHKA Ta aJpeca MicCIisi MpoBaJKeHHs HOTr0 Tis/IbHOCTi.
Byn. Kaponwskosa 22/24, 01-207 BapiaBa, [Tomnbiia/

22/24 Karolkowa Str., 01-207 Warsaw, Poland.

BupoOHHK.
Mepnana ®apma Akuionepae ToBapucTso/

MEDANA PHARMA Spolka Akcyjna.

Micue3HaxoaKeHHs1 BAPOOHHKA Ta ajjpeca Miclsi MPOBagKeHHsI HOT0 TisIbHOCTI.
Byn. ITonbcbkoi Opranisartii BiticbkkoBoi 57, 98-200 Cepangs, [Tonbiia/

57, Polskiej Organizacji Wojskowej Str., 98-200 Sieradz, Poland.



