THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

OTtpusin

(Otrivin®)

Cknao:

0itoua pevoB8uHAa: KCUIIOMETA30JIiHY TiTpOXTIOPU;

1 MJT pO3YMHY MICTUTh KCHUJIOMETa30JIiHy Trifpoxiopuny 1 mr;

donomidicHi peyosuHuU: HaTpito gurimpodocdaT, gurigpaT; HaTpito rigpodocdar, momekarimpar;

IUHATPilo efeTaT; 6eH3alIKOHiI0 XJI0puA; copOiTy po3uuH, 110 He KpucTanidyethcs (E 420);
rimpoMesio3a; HaTPil XJIOPUA; BOfa OYUIIEHa.

JlikapcbKa ¢popma. Crpeit Ha3anbHUM, [O30BAHUN.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: TPO30PUH Po34YUH Big 6€36apBHOTO [I0 3/IeTKa JKOBTYBATOTO
KOJILODY.

@dapMaKoTepaneBTHYHA rpymna. 3acoby, 10 3aCTOCOBYIOTLCS NIPY 3aXBOPIOBAHHSX TOPOXKHUHU
Hoca. [TpoTuHaOPSKOBI Ta iHII pemnapaTy A7 MiCI[eBOr0 3aCTOCYBaHHS IIPU 3aXBOPIOBAHHSIX
IIOPOXKHUHY HOoca. CuMIlaToMiMeTuKY, IpocTi penapatu. Kog ATX RO1A A07.

dPapmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.
KcunomeTa3osliH € CUMIIaTOMIMETUYHUM are’HToM, 110 i€ Ha K-afpeHepriyHi penenTopu.

KcunomeTta3osniH nIpu Ha3albHOMY 3aCTOCYyBaHHI CIPUYKHSE 3By2KEHHS KDOBOHOCHUX CY[UH CJIA30BO1
000JIOHKY HOCa Ta IPUJATKOBUX I1a3yX, YCyBalouu TaKUM YMHOM HaOpsK i rinepemito cnru3oBol
000JIOHKY HOCa Ta HOCOTJIOTKY, @ TAKOXK 3HUXKYE II0B’g3aHe 3 I[UM IMifIBUIlleHe BUMIIEHHS CIu3y i
TIOJIeTLIIyE BUaNeHHs 0JI0KOBaHUX BUMINIEHD 3 HOCA, 10 CIIPUSE OUUIIEHHIO HOCOBUX IIPOXOMiB Ta
IIOJIETIIIEHHIO HOCOBOT'O AUXaHHS.

His nikapchKOro 3aco0y pO3MOYMHAETHCSA MPOTATOM 2 XBUJIMH IIiCJIS 3aCTOCYBaHHS Ta 30epiraeTbcs
oo 12 roguH.



[Tpenapat noOpe NepeHOCUTHCS, Y TOMY YKCIIi XBOPUMU 3 UyTIIMBOIO CIU30BOX0 00OJIOHKOIO Ta He
3HUXKY€E MyKouusiapHy QyHKIi0. Pe3ynbTaTu mabopaTOpHUX aHali3iB moKa3au, 10 KCUIOMETa30JIiH
3HUXKY€E iHDEKUiMHY aKTUBHICTh PUHOBIPYCY JTIIOAWHY, 110 aCOLI0ETHCS 31 3BUUANHOI0 3aCTyHOI0.

3aBOSKY 3BOJIOXKYBaJIbHUM KOMIIOHEHTaM (copbiton, rimpomesnosa) cupeit OTpUBiH fonoMarae npu
CYXOCTi Ta mogpa3HeHHi clIM30B0i 000JIOHKY Ha3albHUX X0MiB. [Ipemapar Mae 306aaHCOBaHe
3HayeHHA PH y Mexax, BTaCTUBHX HOCOBil IIOPOXKHUHI.

dapmakoKiHemuxka.

[Tpu MmiciieBoMy 3aCTOCYBaHHi IIpemapaT MPakKTUYHO He abcopOyeTHCS, KOHIIEHTPAITil
KCHJIOMETa30JIiHy y IIJla3Mi KPOBi HACTIIBKY MaJli, 110 IPaKTU4YHO He BUABJISIOTHCS (KOHIIEHTPALid y
T71a3Mi KPOBi € O/IM3BKOIO0 [0 JTiMITy BU3HAYEHHS).

KcumomeTa3oJiin He Ma€ MyTareHHUX BIaCTUBOCTeN. TaKoX Yy HOCIigKeHHSIX Ha TBapuHax He Oyyo
BUSIBJIEHO TEPATOT€HHOI'0 BIUIUBY KCUIIOMETA30JIiHY.

KrinigHi xapaKTepHCTHKH.
Iloka3anus.

CuMnTomMaThyHe JIiKyBaHHS 3aKJIafleHOCTi HOCa IIpY 3aCTYAi, CIHHIY rapsyll, Ipy iHIIKUX ajJeprivaux
pUHITaX, CAHYCUTAaX.

[7ns IoermeHHs BiITOKY CEKPeTy IIPU 3aXBOPIOBAHHAX IIPUAATKOBUX ITa3yX HoOca.
JonoMixkHa Teparis y BUllafKaX CePeIHbOr0 OTUTY (OJ1s1 YyCYHEeHHS HaOPSIKy CIU30B0I 000JI0HKHU).

[7s TIONermeH s TPOBEJEeHHS PUHOCKOITIl.

IIpomunoka3aHHA.

limep4yyTnuBiCTh 10 KCUIOMETA30JIiHY, 10 OJHI€] 3 IOMOMiXKHUX PEeYOBUH a00 MO iHIIMX
CHMIIaTOMIMETHYHUX aMiHiB; 3aKPUTOKYTOBA I'JITayKOMa, TpaHC(heHolganbHa rinogizekTomisa Ta
XipypriuHi BTpy4aHHS 3 OTOJTIOBaHHSIM MO3KOBOI 000JIOHKM B aHAMHEe3i, Cyxud puHiT (rhinitis sicca)
abo aTpodiunuit puniT. ITarienTam, 1110 OTPUMYBaJIU CYIyTHE JIiKyBaHHA iHTibiTopamu MAO (gus.
po3min «B3aemomis»).

B3aemodin 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

IH2i6imopu moHoamiHokcudasu (iHzibimopu MAQO): KCHIOMeTa30JIiH MOXKe IOTEHIII0BATH [Iil0
inribiTopiB MOHOAMiIHOKCHUA3H Ta iHAyKyBaTHU TrilepTeH3WBHUM Kpu3. He 3acTocoByBaTH
KCUJIOMETa30JIiH NallieHTaM, SKi IpUKUMaloTh ab0 MpHUiiMaIy IPOTSATOM OCTaHHIX ABOX TUXKHIB
inri6iTopu MAO.

Tpu- ma mempavukaiuHi ahmudenpecaHmu: IPU OTHOYACHOMY 3aCTOCYBaHHi TpH- abo
TeTPaLUKIIIYHUX aHTUAEeIIPECaHTiB Ta CUMIIaTOMIMETUYHUX MTPenapaTiB MOXKI/IMBE TOCUTIEHHS
CHMITaTOMIMETHYHOT0 e(eKTy KCHIIOMETA30JIiHy, TOMY OffHOYACHE 3aCTOCYBAHHS TaKUX 3aco0iB He



PEKOMEHAYEThCSI.

[Tpu 3acTocyBaHHi pa3oM 3 B-0710KaTopaMu MOXKe COIPUYHAHSATHA OpOoHXialnbHUM cra3M a00 3HUKEHHS
apTepiaibHOTO TUCKY.

Oco6.1ueocmi 3acmocyeaHHsi.

TpuBaicTh NiKyBaHHS He IIOBUHHA IIepeBUIyBaTH b OHIB 0e3 mepepsu. Tpusase abo HagMipHe
TMiKyBaHHS KCHJIOMETa30JIiHOM MOXe CIIPUYMHUTY BTOPUHHUYN HaOPSK CIIM30BOi 000JI0HKH HOCA 3
PU3KUKOM XPOHIYHOTO PUHITY Ta/ab0 aTpodii cnr30B0i 000I0OHKK HOCA.

[Tpenapar, K i iHIi cuMnIaTOMiMETUKH, CIIifl 3 00epEXKHICTIO TPU3HAYATH MallieHTaM, SIKi MaloTh
CUJIbHI peakliii Ha agpeHepriuHi 3aco0wu, 110 MPOSIBIAIOTHCS V BUTTISAII 6€3COHHS, 3allaMOPOYEHHS,
TPEMTiHHS, CepIieBoi apuTMii abo MigBUIIIEHHS apTepiaTbHOTO THUCKY.

He crig mepeBuinyBaTy peKOMEHIOBaHY 03y IIpernapaTy, 0COOIMBO IIPH JIiKyBaHHI fiTel Ta ocib
JIITHBOTO BIKY.

Crnip 3 06epexXHiCTIO MpU3HAYATH IIPelaparT MallieHTaM i3 ceplieBO-CyAUHHUMHU 3aXBOPIOBAHHSIMH,
apTepianbHOIO TilepTeH3i€0, XBOPUM Ha LYKPOBUH AiabeT, i3 rinepdyHKIIi€0 MUTOBUAHOI 3a103H,
(bheoxpoMoLIMTOMOIO, TimepTpodieio mepeaMixypoBoi 3ao3u. He 3acTOCOByBaTH MallieHTaM, SKi
OTPUMYIOTh a00 OTPUMYBaIU IPOTSATOM OCTaHHIX 2 THXKHIB JliKyBaHH4 iHribiTopamu MAO.

[TamienTtu 3 TpuBanmuM QT-CUHAPOMOM, SKi OTPUMYIOTh KCUJIOMETA30JIiH, MalOTh MiIBUIEHUN PU3UK
CEepU03HUX IUTYHOUKOBUX apUTMill. B IKOCTi Teparii mepioi JiHii peKOMEHY€EThCS IPOMUBATH HiC
dizionoriuaum pozunHoM. OTPUBIH cIIpell MOXKHa 3aCTOCOBYBATHU SK JIiKapChKUM 3acib mpyroi minii.

[TpemapaTt MicTuth OeH3ankoHito xmopup (0,014 mr GeH3anKoHi0 Xmopuny Ha go3y 0,14 M, 1o
ekBiBaneHTHO 0,100 Mr/mM), 1110 MOXKe CIIPUYMHUTH HAOPSK CIU30BOI 000IOHKK HOCa, 0COOJIUBO Y
BUIIAJKY TPUBAJIOr0 3aCTOCYBAHHS.

[Tpu 3acTOCYyBaHHI CHMIIATOMIMETUYHUX ITPEIapaTiB MOBIHOMIISIIOCS PO ITOOTWHOKI BUTTagKU
PO3BUTKY CHHAPOMY 3adHBOI 3BOPOTHOI eHIledaromnaTii (PRES) / curmpoMy 3BOPOTHOI LilepeOpanbHOl
Ba30KOHCTPUKIIi (RCVS). CuMnToMu, PO SKi MOBITOMIISINIOCS, BKIIOYAIA PAIITOBUM CUITbHUM
roJIoBHUY 0ifib, HymOTY, O/1I0BaHHS Ta MOPYILIEHHS 30py. ¥V OinbiiocTi BUnagKiB nocinabnerHs abo
3HUKHEHHS CUMIITOMIB HaCTaBaJjo IPOTATOM [EKiIbKOX OHIB MiC/Is BiATIOBIIHOTO NiKyBaHHS. Crif
HeTaHO MIPUIIMHUTY 3aCTOCYBAHHS MIPellapaTy Ta 3BePHYTUCS [0 JIiKaps, SKII0 PO3BUBAIOThCS
O03HAKH/CUMIITOMU

PRES/RCVS.

3acmocyeanns y nepiod eazimHocmi abo 200yeanHsi 2pydoio.

[IpenapaT He MOXKHa 3aCTOCOBYBaTH y IIePiof BariTHOCTI Yepe3 NOTEHUIVMHUYN CyIUHO3BYXKYyBaJIbHUI
BB, JloKa3u Oyab-IKoro HeGaXKaHOro BIIMBY HAa HEMOBJIS BincyTHi. HeBimomo, 4u KcumoMeTa301iln
eKCKPEeTYETLCS ¥ TPYOHE MOJIOKO, TOMY HeoOXimHa 06epeXHiCTh, a IIpemapar y nepion rogyBaHHS
TPYALI0 CJIif 3aCTOCOBYBATH TUIbKU 3a IIpU3HaYeHHAM Jlikaps. [1py rogyBasHi rpyaao CIlifl YHUKATH



TPUBAJIOTO 3aCTOCYBaHHS, 3BaXKal0Uy Ha PU3UK BUHUKHEHHS HeOaXKaHUX SBUII Y HEMOBJISTH
(Taxikapmist, 30yOKeHHS, MigBUIIEHHS THUCKY).

depmuabHiCMb.
HanexHi maHi 100 BIJIMBY iKapchKoro 3aco0y OTpuBiH Ha GepTunbHIiCTh BigcyTHI. OCKiNTbKT

CHCTeMHa eKCIIO3UIligd KCUIOMEeTa30JIiHy TifpOXJIOpUAY OyxKe HU3bKa, IMOBIPHICTH BIIJIUBY Ha
(bepTunbHICTh BKpail HU3bKa.

30amHicmb eénaueamu Ha weudKicmo
peaxkuii npu KepyeaHHi
agemompaHcnopmom ab6o iHwumu
MexaHi3mamu.

3a3BHYaH nMpenapar He YUHUTb a00 YUHUTD
He3HAYHUM BIJIMB Ha 3TaTHICTh KEPYBATH
TPAHCIOPTHUMH 3aco0aMu 9u IIPALFOBATH 3
MexaHidMaMu. IIpH HOBroTpUuBaioMy
3aCTOCYBaHHI BHCOKHX J03 KCH/IOMETA30/IiHY
He MO2KHa BHK/IIOUATH MOSIBY CHCTEMHOI il 3
CepieBO-CYTUHHUMH e(PpeKTaMH.

Cnoci6 3acmocyeaHHss ma do3u.

He Bippi3aTu HakKOHEUYHUK po3nuitoBada. Cupell Ha3aJabHUM, JO30BaHUY, Biipa3y rOTOBUU [0
BUKOPUCTAHHS.

[IpenapaT 3aCTOCOBYBaTH JOPOC/IMM Ta AiTSAM BiKOM Bif 12 pOKiB 110 1 BIPUCKYBaHHIO Y KOXKEH
HOCOBHUH Xifi 7o 3 pa3iB Ha Ko0Oy. 3acTocoByBaTu He Oinbine 3 pa3iB y KOXKEH HOCOBUY Xif Ha H00y.
[HTepBan MiXK 3acTocyBaHHAMU Ma€ O6yTu He MeHIe 8-10 rogus. TpuBanicTh JTiKyBaHHS 3a7I€KUTh Bifl
nepebiry 3axBopioBaHHS i He TOBUHHA IIepeBuIyBaTu 5 mi6 6e3 mepepsH.

Io3oBaHuii cripeit 3a6e3meyuye TOYHICTh JO3YBaHHS Ta HaJIeXKHUM PO3IOMINT PO3YUHY IO TOBEPXHI
CU30B0i 000JI0HKY HOca. [Tpy KOXKHOMY BIPHUCKYBaHHi BBOOUTHCS 0,14 MIT pO34uHY, 110 BigmoBifae
0,14 Mr KcumomMeTa3oiHy.

[Iepepn mepiuM 3aCTOCYBaHHAM MMIATOTYWTE PO3NUIIIOBAaY, HaTUCKAK4U Ha HbOT0 4 pasu. [licns nporo



po3numnoBay Oyae TOTOBUM 10 3aCTOCYBaHHS MPOTSTOM BChOTO IIepiony NiKyBaHHS. fAKIIO CIpei He
PO3MUITIOETHCS ITiJl Yac HAaTUCKAHHS Ha PO3MUII0BAaY abo mpemapaT He BUKOPHUCTOBYBABCS MOBIIE 7
IOHIB,

PO3MuUIIIoBaY NOTPiOHO 3HOBY MiATOTYBATH, 3POOUBIIY 4 PO3MUIEHHS Y MOBITPS.
fK 3aCTOCOBYBATH CIIpeH:
- pPeTeNbHO OYUCTUTH HiC Iepefn 3aCTOCYBaHHAM IIpernapary;

- TPUMaTH (pIaKOH BEPTUKAJIBHO, MATPUMYIOUH THO BEJIMKUM IajIblleM Ta PO3TallloBYIOYU
HAKOHEYHMK MiX [IBOMA MaJIbISIMHU;

- 3JIeTKa HaXUJINTH (I)HaKOH Tda BCTABUTU HAKOHEYHUK Y Hi3IIpIO;

- 3[iMCHUTY BIPUCKYBAHHS, HATUCHYBIIN Ha PO3MUIIOBAY, i OMHOYACHO 3pOOUTH JIETKUU BOUX
yepes Hic;

- IiCNIs 3aCTOCYBaHHS, Ilepef TUM SIK 3aKPUTH HaKOHEYHHMK KOBIIAYKOM, OYMCTUTHU Ta BUCYIIUTHU
HAKOHEYHUK;

- 100 3amobirty iHGikyBaHHIO, (JITaKOHOM ITOBHHHA KOPUCTYBATHCS JIUIIE OfHa ocoba.

OcTaHHE 3aCTOCYBaHHS PEKOMEHAYEThCS 3MiMCHIOBATH 0€3110CEPEIHbO ITepPel CHOM.

Himu.

[IpenapaT He 3aCTOCOBYBaTHU HiTSAM BiKOM 0 12 pokKiB.

Ilepedo3yeanHsi.

HagMmipHe MiclieBe 3aCTOCYBaHHS KCUJIOMETA30JIiHY TifpoXIopuay abo Woro BUMaAKOBE MOTPAIISTHHS
BCEPEIUHY MOXKE MIPU3BECTU N0 BUHUKHEHHS CUMIATONITUYHUX e(EeKTiB, BKITIOYAIOUN TPUTHIYeHH ST
IIEHTPaJIbHOI HEPBOBOI CUCTEMHU (HAIIPUKJIA[ COHNIUBICTh, KOMa), BUPaXKEHOI'0 3allaMOPOYEHHS,
IiABHUINEHOTO IIOTOBUOINIEHHS, 3HAYHOT'0 3HUXKEHHS TeMIepaTypH Tina, 6/migocTi, ronoBHOro 06070,
Taxikappii, 6pagukapii, apTepianbHol rimepTeH3ii, TPUTrHiYeHHS AUXaHHS, Mio3y, Cy[I0OM, aTaKCil,
3aHEeNOKOEHHS. TaK0XkK MOXKYTh BUHUKHYTHA CUMIITOMU 3 00Ky TPaBHOTO TPaKTy, TaKi sIK HygoTa Ta
OmoBaHH4. [lifBUllleHNI apTepiabHUM TUCK MOXKe 3MIHUTHUCS Ha 3HUXKEeHWU. [IopyIIeHHs CBifoMOCTi
MOXKYTb OyTH O3HAaKaMU TSKKOI SBHOI iHTOKCHKaIlil. [[iTy MOJIOAIIOro BiKYy OilbIl 4yTIUBI [0
TOKCHUYHOCTI, HiK A0pOCi. BupaXeHi CHMITOMH IIiC/ISl BUIaJKOBOI'0 3aCTOCYBaHHS He
CIIOCTEpIranucs, IpoTe Y HOBOHAPOIXKEHUX (BikoM 2 TuxkHi) 3acTocyBaHHs 1 kpamii 0,1 % po3uuny y
KOXKHY Hi3APIO MOXKe IIPU3BECTH [0 KOMHU. BooMa MOXKHa IPUMHATH aKTUBOBaHE BYTiJIIA B SKOCTL
3axofy HeBiKIagHOI JOTIOMOTH [I0 TOCIiTami3aIril.

Y BUDaAKy TSKKOI iIHTOKCHKALllii IalieHTa CJIif ToCIiTani3yBaTi, HeBigKIafiHe CUMIITOMAaTUYHE
JIIKyBaHHSI IPOBOOUTH IIii MEOUUHUM HarisgoM. MeguuHa qomoMora IOBMHHA BKJIIOYATH
CIIOCTEPEekKEeHHS 3a MalliEHTOM IIPOTATOM KiflbKox rofuH. CrnerudidyHuii aHTALOT BifCyTHiN, IpH
OpaguKappii MOzKHa 3aCTOCYBATH aTPOIIiH. Y pa3i TSKKOTro Iepefio3yBaHHs, 1[0 CYIPOBOOAXKYEThCS
3yIIMHKOIO Ceplisd, peaHiMalliliHi 3aX0Oy ITIOBUHHI TPUBATU He MeHIle 1 TOOuHU.



ITo6iuni peakuii.

[To6iuHi peakirii mepepaxoBaHi HUXKYe 3a KJlacaMy OPTaHiB Ta 3@ YaCTOTOK BUHUKHEHHS: IyXKe
JacTo (= 1/10), gacto (=1/100 - <1/10), HewyacTo (= 1/1000 - <1/100), pigko (= 1/10 000 - <
1/1000), myxe pigko (< 1/10 000).

3 6oky imyHHOI cucmemu:

nyXkKe pifKo: peakilis TimepyyTIXBOCTi, BKIIOYal0U¥ aHTi0HEBPOTUYHUY HAOPSK, BUCUTIAHHS,
cBepOixK.

3 60Ky Hepeosoi cucmemu:

49acTo: TOJIOBHUY 0iflb; HeYacTOo: 0€3COHHS.

3 6oky opaaHis 30py:

IyKe PifKo: TUMYacoBe MOPYIIEHHS 30Dy .

3 60Ky cepueso-cyOuUHHOI cucmemu:

nyXKe PimKo: HeperynspHe abo IPUCKOpeHe ceplebuTTs, rinepTeH3is, apuTMis.
3 60Ky opaaHie OuxaHHs, 2pyOHOI KAimKUu ma cepedoCmiHHA:

4acTo: cyxicTh abo muckoMdopT 3 60Ky Clnr30BOi 000JIOHKY HOCA, BigUyTTS MEYiHHsA,
Me[IUKaMeHTO3HUU PUHIT; HeYacTo: HOCOBa KPOBOTEUA.

3 60Ky WAYHK0BO-KUWKOBOI cucmemu:

YacTO: Hy[I0Ta; HeYacTo: OTI0OBAHHS.

3azanvHi po3nadu ma peakuii y micui 88e0eHHA:
YacCTO: BIAYYyTTS [IEYiHHA y MICLi HAHECEHHS.

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HaAYEHHS.
Lle nae 3MOry IPOBOAUTYU MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JiKapchbKoro 3aco0y. MeguyHuM Ta ¢apMalleBTUUHUM IIpalliBHUKaM, a TaK0oX IallieHTaMm abo ix
3aKOHHUM IIPeCTaBHUKAM CJIi[] IOBiTOMJISITH IIPO YCi BUITAAKH MMiI03PIOBAaHUX MOOIYHUX Peakilii Ta
BiCyTHOCTI e(peKTHUBHOCTI JTiKapChKOT0o 3aco0y yepe3 aBTOMATH30BaHy iH(opMalliiHy cucTeMy 3
(dhapMakoHarnsAgy 3a nocuinaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 3 POKH.

YmMmoBH 30epirannsi. 30epiratu y HeJOCTYIIHOMY IJ1s1 HiTe MicIii mpu TeMmepaTtypi He Buile 30 °C.



Ynakoska. I1o 10 M7 y noniMepHOMYy (akoHi 3 po3nuintoBayueM. [1o 1 ¢prnakoHy B KapTOHHIM
KOpOOTIIi.

Kareropisi Bimgmycky. bes pernenra.

Bupo6nuk. Xaneoun KX C.a.p.n. / Haleon CH S.a.r.l.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afpeca MiCusi IPOBaIXKeHHs HOro JisIbHOCTI.

Pyt me Jletpa 2, Hion, 1260, IBetinapis / Route de 'Etraz 2, Nyon, 1260, Switzerland.



