3ATBEPAKEHO
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310pOB'st YKpaiHu
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PeecTpaniiine nocBiqueHHs
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UA/1880/01/02

IHCTPYKLIA
JJIS1 MEIUYHOT0 32CTOCYBAHHSA JIIKAPCHKOIo 3ac00y

DOAPMA3OJIIH®
(FARMAZOLINE®)

Cknao:

diroua peuosura: KCUIOMETa30JIiH,

1 MJ1 pO3UMHY MICTUTh KCUJIOMETA30JIIHY TpoXjIopuy y nepepaxysanti Ha 100 % pedoBuny 0,5 mr
a6o 1 mr;

00noMidxCcHI pevosunu: HATpito rigpodocdar, aoaekarigpar; HaTpiro Aurigpodocdar, AUTiIpar;
copOit (E 420); GeH3aIKOHIIO XJIOPHUT; TUHATPIIO eJeTaT; BOAA s 1H €KIIIN.

Jlikapcbka ¢opma. Kpamni HazanbHi.
OcHosHhi izuxo-ximiuni énacmugocmi: po3opa 06e30apBHA piAUHA.

dapMmakoTepaneBTHYHA rpyna.

3acobu, II0 3aCTOCOBYIOTHCSI NMPHU 3aXBOPIOBAHHSAX MOPOXKHUHM Hoca. [IpoTuHaOpsikoBI Ta 1HIII
npenapaTH JUisl MICIIEBOTO 3aCTOCYBaHHS MPU 3aXBOPIOBAHHAX MOPOKHUHU HOca. CUMIIaTOMIMETHKH,
npocTi npenapaTtu. Kog ATX RO1A A07.

Dapmakonoziuni enacmueocmi.

Dapmaroounamixa.

Kcuomerasonin € CMMIaTOMIMETHIHUM areHTOM, 110 JTi€ Ha O-aJpEHEPT1uH1 PEIenTOPH.
®apMa3o1iH® CIpUYMHSE 3BYKEHHS Ha3albHUX KPOBOHOCHHX CYJMH, 3MEHIIYIOUM HAOPAK CIU30BOi
000JIOHKM HOCa, MOro MNPUAATKOBUX Ma3yX, MNOJIMIIYIOYM THUM CaMHM HOCOBE JAMXaHHS MpH
3aKJIaJICHOCT1 HOCa Ta MPUAATKOBHX naszyx. [Ipemapar noOpe mepeHoCUThCs, Y TOMY YUCI1 XBOPUMHU 3
YyTJIIMBOIO CJIM30BOI0 000j0HKOI0. [IpemapaTr He 3HIKYe MyKoOLWIapHy (yHKUi0. 3aBasku
3BOJIOKYBAJIBHOMY KOMIIOHEHTY (COpOiTOJI) mpemapar AOMOMarae IpU CYXOCTi Ta MOApa3HEHHI
CIM30BOi 0OONOHKM Ha3adbHUX XofiB. dapMa3omin®, Kpamli Ha3albHi, Mae 30alaHCOBaHE 3HAUECHHS
pH y Mexax, Bi1acTUBUX HOCOBI MOPOKHUHI.

DapmakoKiHemuka.

Jis mpenapaTy pO3MOYMHAETHCS 4Yepe3 KiUTbKa XBWJIMH IICIS 3aCTOCYBAaHHS Ta 30epiraerbcs 0
12 romun. Ilpm wmicueBoMy 3acTOCyBaHHI Mpenapar HpakKTUYHO He albcopOyeTbes, KOHIICHTpAIli
KCUJIOMETA30JIIHy Y IUIa3Mi KpOBI HACTUIBKM Maji, IO iX HEMOXXIJIWBO BU3HAYUTH CYYaCHUMH
aHAIITUYHUMH METOIaMHU.

KuiniyHi xapakTepucTuKm.

Ilokazannsa.

CumnToMaTHyHEe JIKYBaHHS 3aKJIaJ€HOCTI HOCAa IPU 3acTy/l, CIHHIM rapsyili, MpH IHIIUX aJePriYHUX
PHUHITaX, CAHYCHTaX.

JU1sl OJIEeTIIEHHS BIITOKY CEKpeTy MpH 3aXBOPIOBAHHAX NMPHUIATKOBUX Ma3yX HOcCA.

JlonmoMDbKHa Tepanist y BUIaKaX CepeHbOro OTUTY (U1l YCYHEHHS HaOpSAKY CIM30BOi 000JIOHKH).
JU1st OJIeTIIEHHS TPOBECHHS PUHOCKOITI.

IIpomunokaszanna.
['mepuyTnMBicTh 10 KCHJIOMETa30JiHy a0o 0 Oylb-fKOTO iHIIOTO0 KOMIIOHEHTa Ipernapary, rocrpi
KOpPOHAapHI  3aXBOPIOBAaHHS, KOpPOHapHa acTMa, TiNepTHUPe03, 3aKPUTOKYTOBa  IJIayKoMa,



TpaHc(eHOoinanbHa rinoi3eKToMis Ta XipypridHi BTpyYaHHs 3 OTOJIOBAaHHSIM MO3KOBOi 0OOJIOHKH B
aHamHesl, cyxuii punit (rhinitis sicca) abo arpo¢iunmii punit. CymyTHE JIiKyBaHHS iHriOiTopamu
MAO Ta npoTarom 2 THXKHIB IICJIsI IPUIIMHEHHS 1X 3aCTOCYBaHHS.

B3aecmooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.

Ineibimopu monoaminokcuoasu (ineioimopu MAQO): KCUIOMETA30JIiH MOXKE TOTEHIIIIOBATH JIiI0
IHri0ITOPiIB  MOHOAMIHOKCHIA3W Ta IHAYKyBaTH TinepTeH3uBHMH Kpu3. He 3acrocoByBaTu
KCHJIOMETA30JIiH MaIfieHTaM, siKi mpuiiMaroTh abo mpuiiManu iHrioiropy MAO mpoTsAroM OCTaHHIX
JIBOX T KHIB.

Tpu- ma mempayuxniuni aumuoenpecanmuy: TPUA OJHOYACHOMY 3aCTOCYBaHHI TpH- abo
TETPAIMKIIIYHUX AHTHJACIPECAHTIB Ta CHUMIATOMIMETHYHHMX TIpErapariB MOXKIHUBE MOCHICHHS
CHUMITATOMIMETHYHOTO e(EeKTy KCHIIOMETa30JIiHy, TOMY OJHOYACHE 3aCTOCYBAaHHS TAaKHX 3ac00iB HE
PEKOMEHIYETHCSI.

[Ipu 3acTocyBaHH1 pa3oM 3 (-OjJ0KaTopamMH MOXKE CIPUUYUHATH OpPOHXIaJbHUM cra3M a0o 3HUKEHHS
apTepiaJbHOTO THUCKY.

Ocoobnueocmi 3acmocysanns.

®apmazonin®, kpamii HazaneHi 0,05 %, He 3aCTOCOBYBATH AITAM BikOM 10 1 pOKy.

3acTtocyBaHHS JITSIM BIKOM Bif 1 10 11 poKiB peKOMEHIYETHCS JIMIIE M1l HATJIA0M JOPOCIIUX.
[Ipenapat He citij 3aCTOCOBYBATH AITSIM J0BIIe 7-10 JHIB TOCTIUIB.

®apmazonin®, kpami HaszanbHi 0,1 %, He 3aCTOCOBYBATH JAITAM BikoM 10 12 pOKiB.

[Ipemapar we cmig 3actocoByBatu mgoBme 10 mHiB mocmime. Hangro TpuBane abo HagMipHe
3aCTOCYBaHHS MOX€ IPU3BECTU J0 TIOHOBJIEHHS 3aKJaJeHOCTI Hoca Ta/abo arpodii cimu30BOi
000JIOHKH HOCA.

[Ipemapat, ik 1 1HIII CHMIIATOMIMETUKH, CIiJ 3 OOEpEXHICTIO MpU3HAYaTH MallleHTaM, SIKI MaloTh
CWJIBHI peaKIlii Ha aJpeHepriuyHi 3aco0u, IO MPOSBISIOTHCS y BUTJIAAI OC3COHHS, 3alaMOpPOYCHHS,
TPEMTIHHS, CEPIEBOI apUTMIii 200 MIBUILIEHHS apTEPIaIbHOTO THCKY.

He cnig mepeBuiyBat peKoMEHIOBaHYy 103y Mpemapary, OCOONMMBO MpHU JIIKYBaHHI JiTed Ta 0ci0
JITHBOTO BIKY.

Crnin 3 00EpeXHICTIO TPU3HAYATH TpErapaT IMali€HTaM 13 CepIeBO-CYIMHHUMH 3aXBOPIOBAHHSIMH,
apTepiaabHOIO TIMEPTEH31€10, XBOPUM Ha IYKPOBUH J1a0eT, 13 3aXBOPIOBAHHSIMU IUTOBUIHOT 3aJI03H,
(heoXpoOMOITUTOMOO, TIepTPOdiEr0 MepeaMIXypOBOi 3aJI03H, a TAKOXK HE 3aCTOCOBYBATH MAaIlil€EHTaM,
SIK1 OTPUMYBAJIA CYIYTHE JIIKyBaHHs iHri0iTopamMu MAO Ta mpoTsrom 2 THKHIB IIC/S MPUTTMHEHHS 1X
3actocyBanHd. [lamientu 3 TpuBamum QT-cuHapOMOM, SIKI OTPUMYIOTH KCHUIIOMETA30JIiH, MOXYTh
MaTH MiIBUIEHUN PU3HK CEPHO3HUX HUTYHOUYKOBUX apUTMIM.

3 MeTor0 3anmo0irans iHGIKyBaHHS KOXEH (DJIAKOH 3 MpernapaToM MOYKE€ BUKOPUCTOBYBATH JIMIIIE OJTHA
ocoba.

[Ipenapat MicTUTh OEH3AJIKOHIIO XJIOPUA, TPUBAJC 3aCTOCYBAHHS SKOTO MOXKE CHPUYUMHUTH HAOPSK
CJIM30BOi 000JIOHKHU HOCA.

3acmocysanns y nepioo eazimnocmi abo 200y8anHs 2pyoor.

[Ipenapat He MOKHa 3aCTOCOBYBATH y IEPIOJ BariTHOCTI 4Yepe3 MOTEHUINHUHN CyTMHO3BYKYBaJIbHUN
eeKT.

Jloka3u Oynp-sKoro HeOa)xaHOTO BIUIMBY Ha HEMOBIS BifCyTHi. HeBimomMo, 4M KCHUIIOMETa30JiH
eKCKPETY€EThCSl Y TPYAHE MOJIOKO, TOMY HEOOXilHa 00epeXHICTh, a IpenapaT y Mepioj roJyBaHHS
IPYJUIIO CJIiJ1 3aCTOCOBYBATH TUIBKH 3a MPU3HAYSHHSIM JIKapsl.

DepmunvHicmo.

HanexHi naHi ctocoBHO BIUIMBY mpemnapary d®apma3oniH® Ha (GepTHIBHICTh BifcyTHI. OCKUIBKH
CHCTEMHa €KCIIO3HUIlisl KCHJIOMETA30JIIHY TiIpOXJIOpHAy MIyXK€ HHU3bKa, IMOBIPHICTh BIJIMBY Ha
(bepTUIIBHICTh BKpail HU3bKA.

®

30amuicms enaueamu Ha wWUOKICMb peakyii npu KepyeawHi A8MOMPAHCHOPMOM abO0 [HWUMU
MexXanizmamu.
3a3Buyail mpenapar He YUHUTH A00 YMHUTH HE3HAYHUH BIUIMB Ha 3[]aTHICTh KEPYBATH TPAHCIIOPTHUMHU



3acobamu a00 TpaItoBaT 3 MEXaHi3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u.

[Ipu xopuctyBaHHI (IAKOHOM TOJIETHJICHOBUM II€pe]l MEPIIUM 3aCTOCYBAHHSM CIIiJ] MaKCUMAJIbHO
3arBUHTUTU KOBMayok. [Ipw 1pOMy mIUm, IO 3HAXOAWUTHCS HAa BHYTPIIHBOMY OOIi KOBIAuKa,
poKoJIto€e OTBIp. KOBMayoK BiATBUHTUTH, 3HATH 1, 371€T'Ka HaTUCKAIOYM Ha KOPIYyC (IakoHa, PO3YUH
3aKarmarH y Hic.

[Ipu xopucTyBaHHI ()TAKOHOM TMOJIIETUICHOBUM 3 KOHTPOJEM PO3KPUTTS OE3MOCEpeaHbO Iepen
3aCTOCYBaHHSM Tpeda moTpuMatu (IaKoH y A0JIOHI, OO MIIrpiTH WOoTo 10 Temueparypu Tita. [Ticis
3aKaIryBaHHs KOBITAYOK IIUTHHO 3aTBUHTHUTH.

[lepen BBeeHHSIM MpeTmapary CIijJ peTebHO MPOYUCTUTH HOCOBY TIOPOKHUHY.

®apmazonin®, kpamni HazanbHi 0,05 %, 3acTOCOBYBaTH AiTsIM BikoM Bin 1 10 11 pokis.
®apmazonin®, kpami HaszanbHi 0,1 %, 3aCTOCOBYBATH JIOPOCIIMM Ta JAITSAM BikoM Bifl 12 pokis.

Kpanuni HazaneHi 0,05 %:

JUTSIM BIKOM BiJ 1 10 5 pokiB (miJ HariasgoM J0pociux) no 1-2 kpami y Ko>keH HOocoBUHM xin 1-2 pa3u
Ha 7100y, asie He Outbie 3 pa3iB Ha 100Y;

IiTssM BikoM Big 6 1m0 11 pokiB (mim HariasaoM AOpOCiuX) Mo 2-4 Kparwii y KOKeH HOCOBHH Xin 2-3
pasu Ha 100y.

3acTocoByBaTu He OuTbIIIE 3 pa3iB HA 100Y.

TpuBanicTh JiKyBaHHS 3aJI€KUTh BiJ NepeOiry 3aXBOPIOBAaHHS 1 HE Mae€ MepeBUIIyBaTH 7 10, SKIIO
JIIKap HE MPU3HAYMB 1HAKIIIE.

Kpanui HazanpHi 0,1 %:

JOPOCIUM Ta JITSIM BIKOM Bif 12 pokiB 1o 2-4 Kparuli y K0’KeH HOCOBUH XiJ 3 pa3u Ha J100y.
3acTocoByBaTu He OuTbIIE 3 pa3iB HA 100Y.

TpuBanicTh JIKyBaHHS 3aJIe)KUTh Bl IepeOiry 3aXBOpIOBaHHS 1 He Mae mnepeBuinyBatd 10 aHiB
MOCHUIb.

Jimu.

CDapMazoniH®, kparuti 0,05 %, He 3acTocoByBaTH AITSM BIKOM J10 1 pOKYy.

CDapMazoniH®, kparuti 0,05 %, gitsim BikoMm Bix 1 g0 11 pokiB 3aCTOCOBYBATH i1 HATJISAOM TOPOCITHUX.
CDapMazoniH®, kparuti HazanbHi 0,1 %, He 3acToCOBYBaTH AITAM BIKOM 110 12 pOKIB.

Ilepeoo3ysanns.

HanmipHe MiciieBe 3acTOCYBaHHS KCHIIOMETA30IIHY T1APOXIOPHAY a00 HOro BUITAIKOBE MOTPATUITHHS
BHYTPIIIHBO MOX€ TPU3BECTH J0 BHUHHUKHEHHS BHUPAKEHOTO 3alaMOPOYEHHS, TOTOBUIUICHHS,
3HAQYHOTO 3HIDKEHHS TeMIIepaTypH Tila, TOJOBHOTO 00J1t0, Opamukapii, apTepiaibHOI TilmepTeH3ii,
MPUTHIYCHHS JUXaHHSA, KOMH Ta cyaoM. llimBuiieHWil aprepiaibHMM THCK MOXKE 3MIHHUTHCS Ha
3HWKEHHUH. J{iTH MOJIOIOro BiKy OUTBII YYTIMBI 0 TOKCHYHOCTI, HIK TIOPOCIIL.

Ycim namieHTam 3 migo3poro Ha Mepeo3yBaHHs CIil MPU3HAYUTH BIAMOBIIHI MIATPUMYIOUi 3aX0/H, a
TaKoX, y pa3i HeoOXiIHOCTI, HEBIAKIATHE CUMITOMATHYHE JIKYBaHHS MiJ MEIUYHUM HATJISIIOM.
MenuvHa 101MoMOra IMOBHHHA BKJIIOYATH CHOCTEPEKEHHS 3a MAI[IEHTOM MPOTATOM KUTBKOX TOJUH. Y
pasi TSHKKOTO Mepeno3yBaHHs, IO CYIIPOBOIKYETHCS 3YIIMHKOIO CEpIls, peaHiMalliiiHi 3aX0/ 11 TOBUHHI
TPUBATH HE MEHIIIEC | TOIUHMU.

Ilo6iuni peakuii.

3 60Ky imynnoi cucmemu:

pinkicHi (<1/10000): peakiisi TinepyyTIMBOCTI, BKIIOYAIOYN aHTIOHEBPOTUUHUI HAOPSK, BUCUIIAHHS,
CBEpOIK.

3 6oky Hepsoesoi cucmemu:

gacto (>1/100, <1/10): rosnoBHUit OiTb.

3 6oky opeanis 30py:

pinkicHi (<1/10000): THMYacoBe NOPYIIEHHS 30DYy.

3 boky cepyego-cyounnoi cucmemu:

piakicHi (<1/10000): HeperymsipHe a60 MPUCKOPEHE CEPIIEOUTTS.
3 boky opeanie Ouxanms, epyOHOI KIimKu ma cepe0oCmiHHsL:



gacto (>1/100, <1/10): cyxictb abo auckoMdopT 3 60Ky cITU30BOi 000JIOHKH HOCA.
3 60Ky WIYHKOBO-KUWKOBO20 MPAKMY:

gacto (>1/100, <1/10): HymoTa.

3acanvHi po3naou ma peakyii' y mMicyi 66e0eHHsL:

gacrto (=1/100, <1/10): BiquyTTs IeYiHHSA Y MiCLli HAHECEHHSI.

Tepmin npuoamnocmi. 3 poku.
[Ticnst BigkpuTTS (rrakoHa Mpenapar NPUAATHUHN 10 BUKOpUCTaHHS 28 mi0.
He 3actocoByBatu mpemnapart micist 3aKiHYeHHs TEPMiHY MPUIATHOCTI, BKa3aHOTO Ha YIaKOBIII.

YmoBu 30epiranns.
30epiratu B OpUTiHAJIBHIN yIakoBIIi pu Temneparypi ve Bumie 25 °C.
30epiratu B HEAOCTYITHOMY IS JITSH MiCIIi.

YnakoBka.

[To 10 ma y ¢nakoH1 NOJIETHUIEHOBOMY, 3aKylTIOPEHOMY KOBINA4YKOM ab0 MPOOKOIO-KpaneIbHUIIEIO 1
KOBIAa4YKoM, a00 y (pyiakoH1 MOJIIETUICHOBOMY 3 J103aTOPOM, 3aKyMOPEHOMY KPHIIKOK 3 TUIOMOOO
(KOHTpOJIEM NEPIIOTO PO3KPUTTS).

Kareropis Binnycky. be3 penenra.

Bupo0OHuk.
ITAT «Dapmak».

Micue3Haxoa:xkeHHs1 BAPOOHHMKA Ta Oro aapeca Micus NMPOBAKEHHS AislIbHOCTI.
VYkpaina, 04080, m. Kui, Byn. ®pynse, 74.

JaTta ocrannboro neperJsay. 08.05.2019.



