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IHCTPYKIIA
JJISI MEIUYHOT0 3aCTOCYBAHHS JIKAPChKOI0 32c00y

®APMA30JIIH® H
(FARMAZOLINE N)

Cknao:

oiroua peuosuna: Xylometazoline hydrochloride;

1 M mpemnapaTty MiCTUTh KCHIJIOMETa30NiHY Tigpoxjopuny y mnepepaxyBanni Ha 100 % pedoBuny
1 mr;

0onomigicHi pewosunu: OCH3AIIKOHIIO XJIOPWI; HATPIIO XJIOPHUI;, HATpiro auriapodocdar, TUriapar;
Hatpito rigpodocdar, moxekariapat; Boaa ajs iH €KIII.

Jlikapcbka popma. Crpeit Ha3anbHUMN.
OcHnosni hizuxo-ximiuni enacmusocmi: Ipo3opa 6e30apBHA piaHHA.

dapmakoTepaneBTHYHA Ipyna.
[TpoTrHaOpsAKOBI Ta 1HIII MpenapaTH i MICLIEBOTO 3aCTOCYBaHHS IPU 3aXBOPIOBAHHAX MOPOKHUHU
Hoca. CummaromiMeTHky, pocTi npemaparu. Kom ATX RO1A AO07.

Dapmakonoziuni eracmusocmi.

Dapmakoounamika.

KcunomMerasonin € CMUMIIaTOMIMETUYHUM areHTOM, 110 JII€ Ha O-aJiPEHEPT14HI PElEeNTOPH.
®apmazonin® H crpuuuHse 3BY/KEHHS HA3aIbHMX KPOBOHOCHHX CYIMH, 3MEHIIYIOYH HaOpAK Ta
rifnepeMito cM30Boi 000JIOHKU HOCA, HOTO MPUIATKOBUX Ma3yX 1, TAKUM YHHOM, MOJIIIIYIOYH HOCOBE
JMXaHHS [IPH 3aKJIaI€HOCTI Hoca Ta MPUAATKOBUX Ma3yX.

His mpenapaTy pO3MOYMHAETHCA uYepe3 KUIbKAa XBWJIMH IICJS 3aCTOCYBaHHS Ta 30€epira€Tbcst 10
12 roaun (HanpuKiIan, NPOTATOM yciel HOul).

[Ipenapat n00pe mnepeHOCUTbCA, Y TOMY YHCII XBOPUMH 3 YYTJIMBOIO CIIM30BOI0 OOOJOHKOIO.
[Ipenapar He 3HMKYe MyKoLutiapHy ¢yHkiio. ®apmaszonin® H mae 36amancoBane 3HadenHs pH y
MeXax, BIaCTUBUX HOCOBIH MOPOKHUHI.

VY nmociipkeHHsX IN VItro mokaszaHo, M0 KCHJIOMETa30JIiH 3HIKYE 1H(PEKIiHHY aKTHBHICTh PHHOBIPYCY
JIFOTMHHU, IO ACOIIIOETHCS 31 3BUYAITHOIO 3aCTYI0H0.

Dapmaxokinemuxa.

[Ipu micueBoMy 3acTOCYBaHHI KOHIIEHTpAIlll KCUJIOMETa30IiHY Y TU1a3Mi KpOB1 HACTUIBKU MaJll, 10 iX
HEMOXJIMBO BUSHAYUTH CYYaCHUMH aHATITUYHUMHU METO/IaMHU.

Kuiniuni xapakTepucTuku.

Ilokaszannsa.

CumnTomMaTHyHe JiKyBaHHS 3aKJIaJE€HOCTI HOCAa MPU 3acTyAl, CIHHIM rapsdlli, ajJepriuHux pHHITaX,
CHHYCHTaX.

JUist IoJerIeHHs BiITOKY CEKpeTy IpHU 3aXBOPIOBAaHHAX MPHUIATKOBHX Ma3yX HOCA.

JlomoMi>kHa Teparis y BUTIAKaX CEPETHBOTO OTUTY (711 yCYHEHHS HAOPSKY CIIM30BOi 000JIOHKH).



J11 mosiereHHs: IpOBEIEHHS] pUHOCKOITIT.

Ilpomunokazanns.

[TigBuieHa 4yTIUBICTH 10 KOMIIOHEHTIB IMpenapaTry; TOCTpi KOPOHAPHI 3aXBOPIOBAHHS, KOPOHApHA
acTMa, TIMmepTUPEeO03, 3aKPUTOKYTOBa (popMa riraykomu, cyxuil puHiT (rhinitis sicca) abo arpodiuynHuii
PHHIT, XIpypriuHi BTpy4YaHHs 3 OTOJIOBAaHHSIM TBEPJOi MO3KOBOI OOOJIOHKM a0o0 TpaHC]eHOoinanbpHa
rinogizekromisa. CymyTHe iKyBaHHs 1HTiIOITOpaMu MAO Ta mpoTarom 2 THXKHIB MICS TPUITUHEHHS
iX 3aCTOCYBaHHS.

B3aemooia 3 inmumu nikapcoKumu 3acovamu ma inuwii 6uou 3acmooiil.

Ineibimopu monoaminokcuoasu (ineioimopu MAQO): KCUIOMETA30JiH MOXE TOCHIIOBATH JII0
1HT10ITOPIB MOHOAMIHOKCH/IA3H, 1[0 MOXKE CIPUYMHHUTH TiNnepTOHIYHMK Kpu3. KcuimomeraszosniH He
PEKOMEHAYEThCSl Talli€eHTaM, SKi MpUiMaroTh abo mpuitManu iHriditopy MAO mpoTsAroM OCTaHHIX
JIBOX THKHIB.

Tpu- ma mempayuxkniuni anmuoenpecanmu: TIPA OJHOYACHOMY 3aCTOCYBaHHI TpU- abo
TETPALMKIIYHUX AHTUACTIPECAHTIB Ta CHUMIATOMIMETHYHHMX IIperapariB MOXIMBE MOCHUIICHHS
CHMITATOMIMETHYHOTO €(EeKTy KCHIIOMETa30JliHy, TOMY OJHOYACHE 3aCTOCYBAaHHS TAaKHX 3acO0iB He
PEKOMEHIYETHCS.

[Tpu 3acTrocyBanHI pa3om 3 [-Ol0KaTOpaMu MOXeE CIIPHUYUHATH OpOHXIAIBHUHN Cra3M abo0 3HMKEHHS
apTepialibHOTO THCKY.

Ocoonueocmi 3acmocygéanns.

[Ipemapar He cmig 3actocoByBatu nosmie 10 aHiB mocmins. Haaro TpuBame abo HaaMipHe
3aCTOCYBaHHS MOXK€ MPHU3BECTH 0 TOHOBJICHHS 3aKjiaJIeHOCTI Hoca Ta/abo atpodii ciam3oBoi
000JIOHKH HOCA.

He cnin mepeBuiyBaTH peKOMEHAOBaHYy 103y Mpenapary, OCOONMBO MpH JIKyBaHHI AiTei Ta ocid
JITHBOTO BIKY.

[Ipemapat ciig 3 00epexHICTIO MPU3HAYATH MAalliEHTaM 13 CepIeBO-CYJIMHHUMHU 3aXBOPIOBAHHSIMU,
MIIBUIIICHAM apTepiaIbHUM THCKOM, ITyKPOBUM J1a0€TOM, TiMepTpodiero MepeaMiXypoBoi 3aio3H,
(heoXpOMOITUTOMOIO Y 3B’SI3KY 3 MOXKIUBUM CHCTEMHHMM CHUMMOaToMiMeTH4YHUM edektom. [Ipemapar,
SIK 1 1HIIT CUMIIATOMIMETHKH, CJIIJI 3 00EPEXKHICTIO TPU3HAYATH TMAIlIEHTaM, SIK1 MalOTh CHJIbHI peakiii
Ha aJipeHepriuHi 3aco0u, 110 MPOSBIAIOTHCS y BUTIIAI TOPYIICHHS CHY, 3allaMOPOYEHHS, TPEMTIHHS,
CepLeBOl apuUTMii, MiIBUILIEHHS apTepialbHOro TUCKy. [IpemapaT MICTUTh OEH3AJIKOHIIO XJIOPHJ, IO
MO’K€ CIIPUUYUHSATH MOPAa3HEHHS IIKIpU Ta CIM30BO1 0OO0TOHKH.

[TamienTtn 3 TpuBaniuM QT-cuHApOMOM, SIKI OTPUMYIOTH KCHIIOMETA30J1H, MOKYTh MaTH IiJIBUILICHUM
PU3HK CePHO3HUX ILUTYHOYKOBHUX apUTMIH.

3acmocysanns y nepioo eazimnocmi abo 200y8anus epyooio.

[Ipenapat He MOXXKHA 3aCTOCOBYBATH y I€pioJl BariTHOCTI Yepe3 MOTEHUINHUN CyMHO3BYKYBaIbHUM
BIUIMB.

Joxa3u Oynb-siKOro HeOakaHOTO BIUIMBY Ha HEMOBJIS BiACyTHI. HeBiiomMo, 4u KCHUIIOMETa30JliH
eKCKPETY€EThCSI B TPYAHE MOJIOKO, TOMY HeoOXiJHa oOepeXHiCTh, a Impemapar MiJ 4ac roJyBaHHS
TPYAIIO CITiJl 3aCTOCOBYBATH TUIBKH 3 MPU3HAYEHHSM JIIKaps.

Depmunvricmeo.

Hanexxni naHi CTOCOBHO BIUIMBY Mpenaparty Ha QepTUiIbHICTh BiACYTHI. OCKUIBKM CHCTEMHa
eKCIO3HMILIsl KCHJIOMETAa30JIiHy TiIPOXJIOPHUIY AyXe HHM3bKa, IMOBIPHICTh BIUIMBY Ha (hEepTUIBHICTH
BKpail HU3bKa.

30amuicms enausamu Ha WEUOKICMb pearkyii npu KepysauHi A8MOMPAHCHNOPMOM ab0 IHWUMU
Mexanizmamu. 3a3BUYai MpernapaT He YMHUTHh a00 YMHUTHh HE3HAYHWH BIUTUB Ha 3/1aTHICTh KEPyBaTH
TPaHCIOPTHUMH 3ac00aMHM UM MPAIIOBATU 3 MEXaHI3MaMH.

Cnocio 3acmocysanns ma 0o3u.
Jlopocaum i JiTsaM BikoM Bif 12 pokiB
[Ipu3navatu o 1 BIOPCKYBaHHIO B KOXKHY HI3pio 3 pa3u Ha J100Yy.




MakcumanbHa 1000Ba 1032 — 3 BIOPCKYBaHHS.

TpuBanicTe JiKyBaHHsS 3aleXUTh BiJ Nepebiry 3axBoproBaHHSA 1 He Mae mnepeBuiryBatd 10 qHIB
HOCH1Ib.

Crocif 3acTocyBaHHS

1. PerenmpHO oO"MCTHTH HiC Tepel 3acTOCYBaHHSM IIperapary. besmocepenHbo —rmepen
3aCTOCYBaHHSAM CIiJl TOTpUMaTH (IakoH 3 MpernapaToM Yy JOJIOHI, HI00 MiAirpiTé #oro a0
temneparypu Tina. [1ig gac 3acrocyBaHHs npenapary (IakoH TPUMATH BEPTUKAIBHO, PO3MIIIOBAYEM
JOTOPH.

2. [Tepen 3acTocyBaHHSM 3HATH 3aXMCHUM KOBIAYOK (pIIaKoOHA.

3. [ToMiCTUTH HAaKOHEYHHUK Yy HOCOBHH XiJ, KOPOTKHM PI3KHUM PyXOM CTHUCHYTH ()IaKOH 1,
BUWHSBIIM HAKOHEYHUK 3 HOCa, pO3THCHYTU. Ili 4ac BIOPCKYBaHHS PEKOMEHIYETBHCS 3JIeTKa
BIIMXHYTH Yepe3 HiC.

4. [Ticns 3acTocyBaHHs mpemnapary (UIakoH 3aKpUTH 3aXMCHUM KOBIIAQUYKOM, 30epiratu 3rigHo 3
pPEKOMEHIallisIMU, HaBEJACHUMHU B IHCTPYKIli. 3 MeTOr0 3amobiraHHs iH(IKyBaHHSA KOKEH (DJIakoH 3
IpernapaToM MOXKE BUKOPHCTOBYBATH JIMILIE OJJHA 0c00a.

) (e

Himu. Ilpenapat 3acToCOBYBaTH AITSAM BiKOM Bif 12 pokiB.

Ilepeoosysanns.

HanmipHe MiciieBe 3aCTOCYBaHHS KCHIIOMETA30JIiHY T1APOXJIOpUAy abo HOro BUMAIKOBE MOTPATUISTHHS
BHYTPIIIHBO MOJK€ TPU3BECTH /O BHHMKHEHHS BHUPAXEHOTO 3allaMOpPOYEHHS, IiJBUILEHOIO
MTOTOBU/IIIEHHS, 3HAYHOT'O 3HM>KEHHS TEMIIEpaTypH Tijla, TOJIOBHOTO 0010, Opaaukap/ii, apTepiaabHOl
rinepTeHsii, NPUTHIYEHHS JUXaHHSI, KOMH Ta cyaoM. [ligBuiieHuil aprepiaJbHUA THCK MOXe
3MIHUTHCS Ha 3HWKEHUH. [T MOIOAIIOro BiKy OUIBII YyTIMBI O TOKCUYHOCTI, HIXK JOPOCII.

VYciM nanieHTaMm 3 Mi103pok0 Ha NMEepeA03yBaHHs CIIi/l MPU3HAYUTH BiAMOBIAHI MIATPUMYIOU] 3aX0/H, a
TaKoX, y pa3zl HEOOXI1JHOCTI, HEBIAKIAAHE CHUMITOMATHYHE JIKYBaHHS MiJ MEIWUYHUM HATJSIOM.
MenuyHa jormoMora NMOBHHHA BKJIHOYATH HArfsj 3a MAallieHTOM NPOTATOM KUIBKOX TOAMH. Y pasi
TSKKOTO TEpea03yBaHHs, 10 CYNPOBOKYETHCS 3YNMHUHKOIO CEpIsl, peaHIMallliiHI 3aX0au TOBUHHI
TpUBATU HE MeHILEe | TOANHMU.

Io6iuni peaxuii.

3 6oky imyHHOI cucmemu: Ppeakiii TINEPUYTIMBOCTI, BKIIOYAIOYM AHTIOHEBPOTUYHUN HAOPSIK,
BUCHUIIAHHS, CBEPOIXK.

3 60Ky HepBosoi cucmemu: TOTOBHUN O17Tb.

3 60Ky opeanis 30py: TAMUYACOBE TIOPYIIEHHS 30DYy.

3 boky cepyeso-cyounnoi cucmemu.: HEPETYISIpHE a00 MPUCKOPEHE CEPIICONTTS.

3 6oky opeamnie OuxauHs, epyOHOI KIImMKU ma cepedoCmiHHA. CYXICTh abo auckoMdopT 3 OOKy
CIIN30BO1 0OOJIOHKH HOCA, €TiCTAaKCHC.

3 60Ky WIyHKO80-KUUKOB80T cucmemu: HyJ0Ta.

3azanvhi poznaou ma peakyii' y micyi 66e0eHHs. BITIYTTS TIEUIHHS Y MICIIl HAHECEHHS.

[ToBigOMIIEHHS MPO MiI03POBaHi MOOIYHI peakitii

[ToBigoMieHHs Mpo MOOIYHI peakiii micisl peecTpallii JiKapchbKoro 3aco0y Mae BakjuBe 3HadeHHs. Le
Ja€ 3MOTY MPOBOJUTH MOHITOPUHT CIIBBITHOIIEHHS KOPUCTH/PU3UK TMPHU 3aCTOCYBAaHHI I[HOTO
JKapChKOTO 3aco0y. MennunuM Ta (apMaleBTHUYHUM TMpalliBHUKAM, a TaKOX TMallieHTaM abo iX
3aKOHHHMM IPEJCTaBHUKAM CIIiJ] MOBIIOMIIATH MPO yCi BUMAJIKU MiJ03pPIOBAaHUX MOOIYHHUX peakiiiii Ta




BIICYTHOCT1 €(DEKTHBHOCTI JIIKAPCHKOTO 3aco0y depe3 ABTOMaTH30BaHy iH(OpMAIiHY CHCTEMY 3
dapmakoHarisiay 3a nocwinanusm: https://aisf.dec.gov.ua

Tepmin npuoamnocmi. 3 poxu.
He 3actocoByBatu npenapar micis 3aKiH4eHHs! TePMiHY MPUIaTHOCTI, BKA3aHOTO HA yIaKOBIIi.

YmoBH 30epiranus.
30epiratd y 3axuIeHOMY BiJ CBiTJIa Micii mpu Temreparypi He Bume 25 °C. 30epiratu y

HEJOCTYITHOMY JUTSI JIITEH MICIT.

YnakoBka. [To 15 min a6o 20 Mn y (makoHM MOJTIETHICHOBI, 3a0€3MeUeHi HACAAKOI0 3 03aTOPOM i
3axucHUM KoBradkoM. [1o 1 ¢uiakoHy y madiii 3 KapToHy.

Kareropis Binmycky. be3 penernra.
Bupoonuk. AT «®Dapmax».

Micue3Haxoa:xkeHHs1 BAPOOHHUKA TA Oro aapeca Micus NPOBa/zKeHHS AislIbHOCTI.
VYxpaina, 04080, m. Kuis, Byn. Kupunisceka, 74.

JlaTa ocrannboro neperasay. 05.03.2024



