THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

®APMA3O0JIIH® H

(FARMAZOLINE N)

Cknao:
Oitoua pevosuHa: xylometazoline hydrochloride;

1 M1 mpenapaty MICTUTh KCUJIOMETa30JIiHy Tifgpoxiopuny y nepepaxyBaHHi Ha 100 %
peuoBuHy 1 Mmr;

donomigicHi pewoguHu: OEH3aTKOHII0 XJIOPUI; HATPilo XJIOPUA; HATPito aurimpodocdar,
OuTigpaT; HaTpio rimpodocdat, fogekarimpaT; Bofga Al iH €KIIii.

JlikapcbKa ¢popma. Cripeil Ha3albHUM.

OcHosHi (isuko-ximiuHi 81acmusocmi: Tpo3opa 6e30apBHa pifuHAa.

QapMaKOTepaneBTHqHa rpyua.

[TpoTuHAOPSAKOBI Ta iHIII IpemnapaTy OJis MiCI[eBOT0 3aCTOCYBaHHS IIPX 3aXBOPIOBaHHSIX
IIOPOKHUHU HOCa. CuMmaToMiMeTHKY, IpocTi npenapaTtu. Kog ATX RO1A AQ7.

dPapmakoa02iuHi eaacmueocmi.
®apmakoOuHamika.
KcunomeTtasoJiH € CMMIaTOMIMETUYHUM areHToM, 1110 [i€ Ha (-afpeHepriyHi penenTopu.

®apmasonin”’ H cpuynHse 3ByKeHHS Ha3albHAX KPOBOHOCHUX CYAMH, 3MEHIIYIOYH HaOpsaK
Ta rimepeMmito CIu30B01 000JIOHKY HOCA, U0T0 MPUAATKOBUX Ta3yX i, TAKUM YHUHOM,
TIOJIIMIITYIOYY HOCOBE AUXAHHS MIPHU 3aKJIafleHOCTi Hoca Ta IPUAATKOBUX Ma3yX.

[is mpemapaTy po3MOYMHAETHCS Yepe3 KillbKa XBUJIMH IIiCJIg 3aCTOCYyBaHHS Ta 30epiraeThcs go 12
TOOMH (HampHUKiag, IPOTIroM yCiel Hodi).

[IpenapaT mobpe MEPEHOCUTHCS, Y TOMY YKCIIi XBOPUMHU 3 YYTJIMBOIO CIIM30BOI0 000JIOHKOIO.
IIpemapar He 3HHXKYE MyKOLMIiapHy QyHKIio. PapMasonin® H Mae 36amaHcoBaHe 3HaUEeHHS



pH y Mexax, B1aCTUBUX HOCOBIU ITOPOXKHUHI.

V mocmimkeHHsX in vitro I0Ka3aHO, 1[0 KCUJIOMETAa30J1iH 3HNXKYE iHPeKIiiHy aKTUBHICTb
PUHOBIPYCY JIIOOUHY, 110 aCOLI0ETHCS 31 3BUYAUHOI0 3aCTYyI0I0.

dapMaKoKiHemukKa.

[Tpu MiciieBOMy 3aCTOCyBaHHI KOHIIEHTPallil KCUIOMETa30JIiHy y IIJla3Mi KpPOBi HACTINIbKA
MaJti, 10 1X HeMOXKJIMBO BU3HAYUTH Cy4aCHUMH aHaTITUYHAMHU METOOAMMU.

KniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

CumMIToMaTAYHE JIIKyBaHHS 3aKJIageHOCTi Hoca IIPHU 3aCTyAl, CiHHIN rapgylii, alepriyHux
pUHITaX, CHHYCUTaX.

[I71 ToeTIeHHS BifTOKY CEKPETY IPU 3aXBOPIOBaHHSX MPUAATKOBUX IIa3yX HOCaA.

IomoMixXHa Tepallisl y BUMlafikax CepeIHbOro OTUTY (A7 YCYHEeHHS HaOpPSIKY CIM30BOi
000JI0HKH).

II71s1 TOMeTIeHHS TPOBENEeHHS PUHOCKOITII.

IIpomunoka3aHHs.

[TigBuIlieHa Yy TAUBICTh 1O KOMIIOHEHTIB IIpenapaTy; roCTpi KOPOHAPHI 3aXBOPIOBAHHS,
KOPOHapHa aCcTMa, TrinepTupeos, 3aKpUTOKYyTOBa (hopMa I'JlayKOMHU, CyXuid pHUHIT (rhinitis
sicca) abo aTpodiyHul PUHIT, XipypriyHi BTpy4YaHHS 3 Or0JII0BaHHSM TBEPH 01 MO3KOBOI
00010HKY ab0 TpaHcheHoimanbHa rinodizekromia. CynyTHe nikyBaHHA iHribiTopamu MAO Ta
IIPOTSATOM 2 TUXKHIB ITiC/I TPUMIMHEHHS 1X 3aCTOCYBaHHS.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

IH2i6imopu moHoamiHokcuda3u (iHzibimopu MAQ): KCUIOMeTa30J1iH MOXKe TIOCHTIOBATH Mif0
iHri6iTOpiB MOHOAMIHOKCHIA3H, 110 MOXKe CIIPUUMHUTHU TinepToHiuHuM Kpu3. KcunomeTasosin He
PEKOMEHIYEThCS MallieHTaM, SIKi TpuiMarTh abo mpuiiManu iHribitopy MAO mpOTSATrOM OCTaHHIX
IBOX TUXKHIB.

Tpu- ma mempayukaiuHi awmudenpecaHmu: TIPU OMHOYACHOMY 3aCTOCYBaHHi Tpu- abo
TeTPalUK/IIYHAX aHTUEIPECaHTIB Ta CUMIIATOMIMETUYHUX IIperapaTiB MOXKIIUBE ITIOCUTIEHHS
CAMIIaTOMIMETUYHOT 0 e(PEeKTy KCUIOMETA30JIiHy, TOMYy OHHOYAaCHE 3aCTOCYBaHHS TaKUX
3ac00iB He PEKOMEHAYETHCS.

[Ipu 3acTocyBaHHi pa3oM 3 B-0710KaTOpaMu MOXKe CIPUYUHSATA OpOHXialnbHUY cra3M abo



SHUXKEHHSA apTepiaHLHoro TUCKY.

Oco6.1ueocmi 3acmocyeaHHsi.

[Tpemapart He ciif 3acTocoByBaTH Aosule 10 mHiB mocmink. Hagro Tpusasne abo HagMipHe
3aCTOCYBaHHST MOXKe ITPU3BECTH OO0 IIOHOBJIEHHS 3aK/IageHOoCTi Hoca Ta/abo aTpodii cnmu30Boi
000JIOHKH HOCA.

He cnipg nepeBuiilyBaT peKOMeHI0OBaHY 003y MpenapaTy, 0CO6IUBO IIPH JTiKyBaHH] fiTel Ta oci
JIITHBOTO BIKY.

[Tpemapart ciim 3 00epekHiCTIO IPHU3HAYaTH MalliEHTaM i3 ceplieBo-CyqMHHUMU
3aXBOPIOBAHHSIMY, MMiIBUIIEHUM apTepialbHUM THCKOM, I[YKPOBUM HiabeToM, TrinepTpodiecio
IIepeaMiXypoBol 3a/1034, GeoXPOMOIUTOMOIO V 3B'I3KY 3 MOXK/IUBUM CUCTEMHUM
cummaromiMmeTnuHuM edektom. [Ipemnapar, SK i iHIIi cuMIaTOMIMETUKY, CHifl 3 00epeXKHiCTIO
IIpuU3HAYaTH IallieHTaM, SKi MaloTh CHUJIbHI peakllii Ha agpeHepriufi 3acobu, 1110
IIPOSIBNISIIOTHCS Y BUTTISAI TOPYIIEHHS CHY, 3allaMOPOY€eHHS, TPEMTIHHS, CEPILIEBOI apUTMil,
MigBUILEHHS apTepiabHOT0 TUCKY. [IpemapaT MiCTUTh G€H3aIKOHII0 XIOPHUA, 1[0 MOXKE
CIIPUYUHSTH MOTPa3HEeHHS IIKipK Ta CIM30BOi 000TIOHKH.

[TamienTtu 3 TpuBanuM QT-CUHAPOMOM, SIKi OTPUMYIOTh KCAJIOMETa30JIiH, MOXKYTh MaTH IiABUIIEHUN
PU3UK CEPUO3HUX IMIIYHOYKOBUX apUTMIiM.

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

[IpemapaT He MOXKHa 3aCTOCOBYBATH Yy MEPiOf BariTHOCTI Yepe3 MOTEeHLiNHUN CYAUHO3BYXKYyBaIbHUN
BIIJIUB.

Ioka3u Oymb-s1KOT0 He6akaHOT'0 BIJIMBY HA HEMOBIIS BigCyTHi. HeBimoMo, 4 KCuIoMeTa30liH
€KCKPETYETHLCS B TPYIHE MOJIOKO, TOMY HeoOxiiHa 00epexHiCTh, a pemnapar IiJ Yac TogyBaHHS
TPYALI0 CJIiT 3aCTOCOBYBATH TUIBKU 3a IIpU3HAYEHHAM JIiKaps.

depmuabHiCMb.

HanexHi maHi CTOCOBHO BIIMBY IpenapaTy Ha GepTUuIbHiCTh BigcyTHi. OCKiTbKM CUCTEMHA
€KCIIO3UIIiSl KCUIIOMETa30JIiHy TifpoXJIOpUay AyKe HH3bKa, IMOBIPHICTh BIIJIUBY Ha (GEPTUILHICTh
BKpal HU3bKa.

30amuicmb enaueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu. 3a3BUYay IpenapaTr He YNHUTH a00 YMHUTh He3HAYHUM BIIJINB Ha 30AaTHICTh
KepyBaTH TPAHCIOPTHUMHU 3aco0aMM UM IIPAIIOBATH 3 MeXaHi3MaMH.

Cnocid 3acmocyeaHHsi ma 0o3u.



[TopocnuM i miTaM BikoM Bif 12 poKiB

[Tpu3HavaTy 0 1 BIOPCKYBAHHIO B KOXHY Hi3apio 3 pa3u Ha mo0y.
MaxkcumasnbHa fo00Ba 403a - 3 BIOPCKYBaHHS.

TpuBamicTh NiKyBaHHS 3aJIeXKUTh Bifl mepebiry 3axBopioBaHHS i He Ma€ mepeBuiyBatu 10
IOHIB MOCIIiNb.

Cnocib 3acTocyBaHHSA

1. PeTenbHO OYKMCTUTH HiC IIepef] 3aCTOCYBaHHIM mpenapary. be3nocepenHbo mepen
3aCTOCYBaHHSIM CJIiff TOTpUMAaTH (HJIAKOH 3 IIPeapaToM y [OJIOoHi, o0 mimirpitu #oro mo
TeMIepaTypH Tina. I1ig yac 3acTocyBaHHA IIpenapaTy (pakoH TPHMaTU BEPTUKAJIBHO,
pPO3MnuUOBayYeM JOTOPH.

2. [Tepen 3acTOCYBaHHSM 3HSATH 3aXMCHUM KOBIIAYOK (DJIaKOHA.

3. [TomicTATH HAKOHEYHHUK y HOCOBHH Xil, KODOTKHM Pi3KUM PYXOM CTHUCHYTHU (PIaKoH i,
BUUHSBIIN HAKOHEYHUK 3 HOCA, PO3TUCHYTH. il Yac BIOPCKyBaHHSA PEKOMEHAYETHCS 371€rKa
BOUXHYTHU 4epes3 Hic.

4. [Ticns 3acTocyBaHHS IpenapaTy (GlakKoH 3aKPUTH 3aXMCHUM KOBIIAykoM, 30epiratu
3riflHO 3 peKOMeHalliIMH, HaBeleHUMH B iHCTPYKIil. 3 MeToI0 3anobiranus iHpiKyBaHHS KOXKEH
(h1aKoH 3 IperapaToM MOXe BUKOPUCTOBYBATH JIMIIIE OfHA 0co0a.

(] [ =&

Limu. [IpenapaT 3aCTOCOBYBaTU HOiTAM BiKOM Bifi 12 pOKiB.

ITepedo3yeaHHus.

HagMmipHe MiclieBe 3aCTOCYyBaHHS KCUJIOMETA30JIiHY TifpoxIopuay abo Woro BUMaAKOBE MOTPATISTHHS
BHYTPIIIHLO MOXK€e MMPU3BECTU 00 BUHUKHEHHS BUPaXKeHOI0 3allaMOPOYeHHs, MiABUIIEHOTO
IIOTOBUIiNIEHHS, 3HAYHOT'0 3HUKEHHST TeMIIePaTypH Tijla, TOJI0BHOT0 007110, 6pamuKapmii,
apTepianbHOl rinepTeH3il, IPUTHIYEeHHS OUXaHHS, KOMU Ta CyZoM. [lifBuiieHni apTepiabHUN TUCK
MOXKe€ 3MIHUTHCS Ha 3HUXKEHUMH. [IiTh MOJIOANIOTO BiKy OiNTbII YYTIUBI 4O TOKCUYHOCTI, HiX TOPOCIi.

Ycim nalfienTaM 3 Mifgo3por0 Ha Iepefo3yBaHHsA CIif IPU3HaYMTH BiANOBIAHI MiATPUMYOUl 3aX0H, a
TaKOX, Y pa3i HeoOXigHOCTi, HeBiAKIafiHe CUMIITOMATUYHE JTiKyBAHHS i MEIUYHUM HaTISI0M.
MepuyHa AOIOMOTra MOBMHHA BKJIIOYATH HATJIA[ 3a HAlliEHTOM IIPOTATOM KilbKOX TOOUH. Y pasi
TSKKOT0 Iepefo3yBaHHs, 1110 CYIPOBOAXKY€EThCA 3yIIMHKOIO CEPLsl, peaHiMalliiiHi 3aX0qU MOBUHHI
TpUBaTHU He MeHIle 1 TOguHM.

ITo6iuni peakuii.

3 60Ky iMyHHOT cucmemu: peakiil TinepyyTANBOCTI, BKITI0Yal04y aHTiOHEBPOTUYHUMN HaOPSIK,



BHUCUIIAHHS, CBEPOixK.

3 60Ky Hepsosoi cucmemu: TOJIOBHUH Oib.

3 60Ky opaaHis 30py: THMYACOBE MOPYIIEHHS 30pY.

3 6oky cepueso-cy0uHHoi cucmemu: HePeTynsipHe abo IpHUCKOpeHe cepreduTTs.

3 60Ky opaaHie OuxaHHs, 2pyOHOI KaimKu ma cepedocmiHHA: cyXicTh abo mruckoMdopT 3 OOKY
C30BOi 000JTOHKHK HOCA, eIiCTaKCHC.

3 60Ky WayHKOBO-KUWKOBOI cucmemu: HyfOTa.
3azanvHi po3aadu ma peakuii y micui e8e0eHHA: BiDUyTTs NeYiHHS y MiCIli HAaHECEHHS.

[ToBigoMIIeHHS PO Mim03pioBaHi mo6iuHi peakirii

[ToBimomneHHs mpo Mo6iuHi peakiril micis peecTpallii TikapchKoro 3aco0y Ma€ BaXKjIuBe 3HAYEHHS.
Lle nae 3Mory pOBOOUTH MOHITOPUHT CIiBBiIHOIIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBaHHI LIbOTO
nikapchKoro 3acofy. MeguuyHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM ITpeCTaBHUKAM CJIiT] TIOBiTOMJISITH TIPO YCi BUTTAAKHM IMiI03PI0OBaHUX IMOOIYHUX Peakilii Ta
BificyTHOCTI e(peKTHUBHOCTI iKapchKoro 3aco0y yepe3 ABTOMaTH30BaHY iHGOpMalliliHy cucTeMy 3
(dapMakoHarisAny 3a nocuiaHHAM: https://aisf.dec.gov.ua

Tepmin npudamuocmi. 3 POKH.

He 3acTocoByBaTu npermnapar micjisd 3aKiHYeHHS TEPMiHY IPUOATHOCTI, BKa3aHOT0 Ha
yIIaKOBLIi.

YMmoBH 30epiranssi.

36epiraTy y 3axuIlleHOMY Bifl CBiT/ia MicIli mpu TemmepaTypi He Buine 25 °C. 36epiratu y
He[OCTYITHOMY [JIS OiTey MICLIL.

YnakoBka. ITo 15 M a6o 20 M7 y ¢riakoHu momieTuneHOBi, 3a0e3nedyeHi HacagKoo 3 03aTOPOM i
3axuCHUM KoBrnadykoM. [To 1 ¢rmakoHy y madni 3 KapToHY.

Kareropis Bignycky. bes perjernra.

Bupoonuk. AT «OapMak».



Micie3HaxoIKeHHsI BUPOOHHKA Ta MOr'0 aJpeca MicCIlsi IPOBaiKeHHsI Tis/IbHOCTI.

Ykpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.



