IHCTPYKLIUA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKapPCHKOIo 3ac00y

Otpusin
(Otrivin®)

Cknao:

0il04a pe4osuna: KCUIIOMETa30J1HY TIAPOXIOpU;

1 MJT pO3YMHY MICTUTh KCHJIOMETA30JliHY TiIpoxiopumy 1 mr;

donomidichi pewosunu: HaTpito quriapodocdar, ruriapaT; HaTpiro rigpodocdar, qoaeKariapaT; IMHATPIIO SIETaT;
OCH3aJIKOHIIO XJIOpHT; cOpOITY po3urH, 1m0 He KpucTanizyeThes (E 420); rimpomenosa; HaTpit0 XJIOpUI; BOAA
OYMIICHA.

Jlikapcbka ¢opma. Cripeli Ha3aaIbHUM, 1030BaHUMN.
OchosHi ¢hizuko-Ximiuni 61acmuocmi. TPO30PHHA PO3YUH Bil 6€30apBHOTO J0 3JI€TKa )KOBTYBATOT'O KOJIBOPY,
MPaKTUYHO 0€3 3amaxy.

dapmakoTepaneBTHYHA rpyna. 3acodu, 10 3aCTOCOBYIOTHCS MPU 3aXBOPIOBAHHAX MTOPOKHIUHU HOCA.
[TpoTrHAOPSAKOBI Ta 1HIII IPeTapaTH JUIsl MiCIIEBOTO 3aCTOCYBAaHHS MPH 3aXBOPIOBAHHSIX MIOPOKHUHH HOCA.
CumnaromimeTnku, npocti npenapatu. Kog ATX ROTA A07.

Dapmakonoauni enacmusocmi.

Dapmaxkoounamixa.

Kcuomerasomnis € CHMITAaTOMIMETHYHUM areHTOM, 1110 1€ Ha 0-aJpEeHEPTiYH] PEIEeTTOPH.

Kcunomerasonis npu Ha3aabHOMY 3aCTOCYBaHHI CIIPUYMHSE 3BY)KEHHS! KPOBOHOCHUX CYJIUH CIU30BOI 000JIOHKH
HOCA Ta MPUJIATKOBUX MMAa3yX, YCYBalOUM TaKUM YHHOM HaOpsIK i rinepemiro cm30Boi 000JOHKH HOCA Ta
HOCOTJIOTKH, @ TaKOX 3HMXKYE MOB’si3aHe 3 UM MigBuLLEeHe BUAINEHHS CNU3Yy Ta NMoneriye BuaaneHHs
©nokoBaHuXx BI/I,EI,iJ'IeHb 3 HOCa, WO npmn3BoanTb A0 OYULLEHHA HOCOBUX I'IpOXO,EI,iB Ta nonerweHHA
HOCOBOIO ANXaHHA.

Jlist mpenapaty po3MOYNHAETHCS IPOTATOM 2 XBUIJIMH MiCIIsl 3aCTOCYBaHHS Ta 30epiraeTbes 10 12 roauH.
[Tpenapat 1oOpe MepeHOCUTHCs, y TOMY YMCIIi XBOPUMH 3 YYTIMBOIO CIIM30BOI0 OOOJIOHKOIO Ta HE 3HIKYE
MyKouuapHy QyHkIio. PesynpTaT 1a00paTOpHUX aHAa31B MOKa3aIH, 10 KCUIOMETA30JIH 3HUKYE
iH}eKI1iHYy aKTUBHICTh PUHOBIPYCY JIIOJIMHU, 10 ACOIMIOETHCS 31 3BUYANHOIO 3aCTYOI0.

3aBISKU 3BOJIOKYBAJILHUM KOMIOHEHTaM (copOiTo, rimpomenosa) npenapat OTpHBiH, KparJl Ha3albHi,
JIOTIOMarae TpH CyXOCTI Ta MOApa3HeHHI CIM30BOi 000JIOHKHM Ha3aabHUX XOiB. [IpenapaT mae 30aiancoBane
3HavyeHHs pH y Mexax, BIaCTUBUX HOCOBIH MOPOXKHHHI.

Dapmaxoxinemuxa.

[Tpu micueBoMy 3acTOCYBaHHI MpernapaT IPaKTUIHO He a0COpOYEThCs, KOHIIEHTpAIli KCUIIOMETa30J1iHY Y TIIa3Mi
KPOBI HACTUIBKU MaJli, 10 MPAKTUYHO HE BUSBIIAIOTHCS (KOHIEHTpALlisl y TU1a3Mi KPOBI € OJIM3BKOIO A0 JIMITY
BU3HAYCHHS).

Kcunomerasonin He Mae MyTareHHUX BIacTUBOCTEH. TakoX y AOCHIKEHHAX Ha TBAPHUHAX HE OyJIO BUSBIECHO
TEPAaTOTEHHOTO BILTUBY KCHIIOMETA30JIHY.

KuiniyHi xapakTepucTukm.

Ilokazannusa.

CuMnToMaTHyYHE JIKyBaHHS 3aKJIaICHOCTI HOCA MPH 3aCTY/l, CIHHIN Tapsdlli, MPY 1HIIUX aJlepriyHuX PUHITAX,
CHUHYCHTaX.

JUis oJIeTmIeHHs BIITOKY CEKpeTy IpHY 3aXBOPIOBAHHSX MPHUIATKOBHX ITa3yX HOCA.

JlomomikHa Tepartisi y BUMTaKaX CEPEAHbOT0 OTUTY (ISl YyCYHEHHS HAOpSKY CIU30BOi 000JIOHKH).

J1Jis osIeT e s MPOBECHHS PUHOCKOITI].

Ilpomunokasauna.

[inepyyTauBICTh 10 KCHIOMETA30JIiHY a00 10 OYIb-sIKOTO 1HIIIOT0 KOMITOHEHTA TIperapary, 3aKpUTOKYTOBa
rJIaykoMa, TpancdeHogabHa rinodi3eKToMis Ta XIpypridHi BTpy4YaHHS 3 OTOJFOBAHHIM MO3KOBOI 00OJIOHKH B
aHaMmHe31, cyxuil puHiT (rhinitis sicca) abo arpoiyHUNA PUHIT.



Ocobaueocmi 3acmocysanns.

[Ipenapat e cnin 3actocoByBaTH JnoBiie 10 auiB nmocmins. Hagro TpuBane abo HagMipHE 3aCTOCYBAaHHS MOXKeE
MIPU3BECTH JI0 TTOHOBJICHHS 3aKJIaJeHOCT1 HOoca Ta/abo aTpodii c1u30Boi 000JOHKH HOCA.

[Tpemnapar, gK i iHII CUMITATOMIMETHKH, CITiJ] 3 00EPEKHICTIO MPU3HAYATH MAL€HTaM, sIKI MalOTh CHJIbHI peakil
Ha aJIpeHeprivyHi 3aco0H, 110 MPOSBIIAIOTHCS Y BUTIISAA O€3COHHS, 3allaMOPOUYEHHS, TPEMTIHHS, CEPLIEBOI apUTMIi
a00 MiBUILEHHS apTePiaIbHOTO TUCKY.

He cinig mepeBuIyBatu peKOMEHI0BaHy J03y Iperapary, 0COOIMBO MPH JIKYBaHHI IiTel Ta 0Ci0 JITHBOTO BiKY.
Cnin 3 06epexHICTIO MPpU3HAYATH MpernapaT MarieHTam 13 CeplieBO-CyIMHHIMU 3aXBOPIOBAHHIMHE, apTeplaTbHOIO
rifnepTeHs3i€o, XBOPUM Ha LyKPOBH Jia0eT, 13 TinepyHKIIE€I0 IUTOBUIHOI 321031, (PEOXPOMOIIUTOMOIO,
rinmeprpodiero mepeaMixypoBoi 3aJ03H, a TAKOK HE 3aCTOCOBYBATH TAILlIEHTAM, SIKi OTPUMYBAJIH CYITyTHE
nikyBaHHs iHTi10iTOpaMu MAQO Ta poTAroM 2 THXKHIB TTiCIIsSl IPUITUHEHHS X 3aCTOCYBaHHSI.

[Tpenapat MicTUTh OEH3AIKOHI IO XJIOPHUI, 110 MOKE CIIPUYMHUTH MOPAa3HEHHS CIM30BOi 0O0JIOHKH HOCA.

B3aemoodia 3 inwumu nikapcokumu 3acodbamu ma inuii 6uou 63aEmooil.

In2ibimopu monoaminokcuoasu (ineioimopu MAQO): KCUIOMETA30JIiH MOXKE TIOTEHIIOBATH JIIF0 1HT'101TOpIB
MOHOAMIHOKCHUa31 Ta 1HIyKyBaTH TiepTeH3UBHUN Kpu3. He 3acToCOBYBaTH KCHIIOMETA30JIH MaIliEHTaM, K1
npuiiMaroTh abo npuitManu iHri6iropy MAO NpoTAroM OCTaHHIX JABOX THIKHIB.

Tpu- ma mempayuxiiuni anmuoenpecanmu. TP OJHOYACHOMY 3aCTOCYBaHHI TpH- 200 TETPAITUKITIIHUX
aHTUJETIPECAHTIB Ta CHMIIATOMIMETHYHUX [IPENapaTiB MOXKIMBE MOCUIIEHHS CUMIIATOMIMETUYHOTO €(eKTy
KCUJIOMETAa30JiHy, TOMY OJIHOYaCHE 3aCTOCYBAaHHS TaKHX 3aCOQB HE PEKOMEHIYEThHCS.

[Tpu 3actocyBaHHI pa3oM 3 -010kaTopaMu MOK€ CIPUUYUHATH OpOHXIAIbHUN cria3M a0 3HUKEHHS
apTepiaIbHOTO THCKY.

3acmocyeanns y nepioo eazimuocmi ado 200y8anus zpyooio.

[TpenapaTt He MOKHA 3aCTOCOBYBATH Y IepioJl BariTHOCT1 Yepe3 MOTEHIIMHNN CyAMHO3BYKYBaJIbHHUI BIUIMB.
Joxasu Oyab-sikoro HebaxaHOTO BIUTMBY Ha HEMOBJIA BACYTHI. HeBimoMo, Yn KCHITOMETA30/1H €KCKPETYEThCS Y
IpyJHE MOJIOKO, TOMY HE0OX/THa 00CPEKHICTh, a TIpenapar y nepioj TOyBaHHS IPYUIIO CJIJT 3aCTOCOBYBATH
TUIBKM 32 IPU3HAYCHHSM JIIKapsl.

Depmunvricmo.

HanexHi nani mozao BBy npenapaty OTpUBIH Ha PepTHIIBHICTD BiACYTHI. OCKIJIBKM CUCTEMHA €KCIO3MLIS
KCHUJIOMETA30JIiHY TiIpOXJIOpHIY Ay’Ke HU3bKa, IMOBIPHICTh BIUIMBY Ha (ePTHIIBHICTh BKpail HU3bKa.

30amnicms ennueamu Ha WEUOKICMb PeaKyii npu KepyeawHi A6MOMPAHCHOPMOM A00 THWUMU
Mexanizmamu.

3a3Buuail mpemnapar He YMHUTH a00 YMHUTH HE3HAYHHI BIUIMB HA 3/IaTHICTh KEPYBaTH TPAHCIIOPTHUMHU 3aCO00aMHU
YH MPAIfOBATH 3 MEXaHi 3MaMH.

Cnocio 3acmocysanna ma 0o3u.
[Tpemapat 3acTOCOBYBaTH JOPOCIUM Ta AITSM BiKOM BiJl 12 pokiB 1o 1 BOPUCKYBaHHIO y KOXXEH HOCOBHA Xif 10 3
pasiB Ha 100y. 3aCTOCOBYBaTH HE QJblie 3 pa3iB y KOKEH HOCOBHM XiJ1 Ha 00y. TpuBasicTh JTiIKyBaHHS 3aJICKUTh
BiJ] mepeliry 3aXBOpIOBaHHS 1 He OBUHHA nepeBuiyBatd 10 ai6 mocmiieb.
Jlo3oBanwmii ciipeit 3a0e3nedye TOUHICTh T03YBaHHS Ta HAJIC)KHUH PO3MOIIJ PO3YHHY I10 TIOBEPXHI CIM30BO1
06010HKHM HOca. [Ipy kKo)kHOMY BIpHCcKyBaHHI BBOAUTHCS 0,14 M1 po3unHy, 1m0 Banosigae 0,14 mr
KCHUJIOMETa30JiHY.
[Tepen 3acTocyBaHHS HEOOXITHO IPUBECTH JO3YIOUHM MPUCTPIil Y TOTOBHICTh IUISIXOM 3/ HCHEHHS KiJIBKOX
BIIPUCKYBAJIBHUX PYXiB, MOKU CHpel HE MOYHE BUIIATHCA Y MOBITpA. [1pu momanpiioMy 3acTOCOBYBaHHI
JO3YFOUUN TIPUCTPIiil Oy1e TOTOBUH JIJIsl HETAfHOTO 3aCTOCYBAHHS.
3acTOCOBYBATH CIIpei HEOOXITHO HACTYITHUM YHHOM:

(] peTe’bHO OYMCTHUTH HiC TIepes 3aCTOCYBaHHSAM Ipenapary;

(] TpuMmaTH (QJIAKOH CJIJ BEPTUKAIBHO, MATPUMYIOUYH JTHO BETUKHUM MalbIIEM Ta PO3TAIIOBYIOUU
HaKOHEYHMK MK JIBOMA NaJIbLSIMU;
37IeTKa HAXWJIATH (JIAKOH Ta BCTABUTH HAKOHEUHHK Y HI3IPIO;
3MIHCHUTH BOPUCKYBAHHS Ta OJHOYACHO 3/IHCHUTH JIETKUI BIMX Yepe3 Hic;

OO



] TIiCNS 3aCTOCYBAHHS, TIEPE THM SIK 3aKPUTH HAKOHEYHHK KOBITAYKOM, OYHCTUTH Ta BUCYIIUTH
HAKOHEYHUK;
[] 3 MeTOolo 3anobiranHs iHp1KyBaHHS KOXKEH (JIaKOH 3 IpernapaToM MOKe BUKOPHCTOBYBATH JIUIIIE OJHA
oco0a.
OcTaHHE 3aCTOCYBaHHS pEKOMEHIYETHCS 3/IIIICHIOBATH 0€310CEepeIHBO TIEPE] CHOM.

imu.

[IpenapaT He 3aCTOCOBYBATH JITSAM BIKOM J10 12 poKiB.

Ilepeoosysanns.

HammipHe miciieBe 3acTOCyBaHHS KCHIIOMETA30JIHY T1IpOoXJIopuy abo Horo BUTIAIKOBE MOTPATUISTHHS
BHYTPIIIHBO MOX€ MPU3BECTU IO BUHUKHEHHS BUPAKEHOTO 3aIIaMOPOUYEHHSI, MIBUIIIEHOTO MOTOBUILJICHHS,
3HAYHOTO 3HIDKEHHS TEMIIEPATypH Tijla, TOJIOBHOTO 000, Opaankapii, apTepialibHOl rinepTeHs3ii, MPUrHi9eHHs
JIMXaHH, KOMH Ta cyoM. [liiBuIieHnii apTepiaabHUN THCK MOXKE 3MIHUTHUCS Ha 3HWKEHUH. JliTH MOJIOAIIOTO
BiKy OUTBII Yy TIIHBI O TOKCUYHOCTI, HIK JOPOCIII.

VYcim naiieHTaM 3 M03poko Ha Mepeo3yBaHHs Clifl MPU3HAYUTH BiIMOBIAHI M ITPUMYIOUl 3aX0H, & TAKOXK, Y
pa3i HeoOXiTHOCTI1, HEBIIKJIaAHE CUMIITOMATUYHE JIKYBaHHS M1 MEJUYHUM HarisgoM. MenuyHa 1omoMora
MOBMHHA BKJIIOUATH CIIOCTEPEKEHHS 32 MALIEHTOM MPOTATOM KUIBKOX TOJUH. Y pa3i TSHKKOTO Mepei03yBaHHs, 10
CYNPOBOIKYETHCS 3YIIMHKOIO CEPIIs, peaHiMalliiiHi 3aX0/11 IOBUHHI TPUBATH HE MEHIIE | TOIUHH.

Ilo6iuni peakuii.

3 60Ky imyHHOi cucmemu.

pinkicHi (<1/10000): peakuist rinep4yTIUBOCTI, BKIIIOYAIOUN aHTIOHEBPOTHUYHUI HAOPSK, BUCHIIAHHS, CBEPO1XK.
3 b6oky Hepeosoi cucmemu.

gacto ([]1/100, <1/10): ronoBHwMi G1JIb.

3 boky opeanie 30py:

piakicHi (<1/10000): THMYacoBe MOPYIIECHHS 30DY.

3 6oky cepyego-cyounHoi cucmemus:

piakicHi (<1/10000): HeperymsipHe ab0 TPUCKOPEHE CEPLICOUTTSI.

3 60Ky opeanis OuxanHs, 2pyOHOI KIIMKU ma cepeooCminHs:

gacto ([11/100, <1/10): cyxictb abo muckoMdopT 3 60Ky CIM30BOi 0O0IOHKH HOCA.
3 60Ky WiYHKOBO-KUWKOBOL CUCTEeMU:

gacrto ([11/100, <1/10): mynora.

3azanvmi poznaou ma peakyii' y mMicyi 66e0eHHsL:

gacro ([11/100, <1/10): BiquyTTs NeUiHHA y MiCIll HAHECCHHS.

Tepmin npuoamnocmi. 3 poxu.

YmoBH 30epirantsi. 30epiraTi y HEJOCTYITHOMY JIJIs JiTeH MicIli mpu TemmepaTypi He Buiie 30 [C.
VYnakoBka. [lo 10 mn y momimepaomMy diakoHi 3 posnuitoBadem. [1o 1 ¢urakoHy B KapTOHHIM KOpOOTIIi.
Kareropis Binmycky. be3 peuenra.

Bupo6unuk. Hosapric Koncstomep Xenc CA/Novartis Consumer Health SA.

Micue3naxoaxeHHs1 BAPOOHUKA Ta Oro ajgpeca Micus MPOBAKeHHS TilJILHOCTI.
Pyt ne Jlerpa 2, 1260 Hion, llIsefinapis/Route de 1I’Etraz 2, 1260 Nyon, Switzerland.



