IHCTPYKLIUA
AJIS1 MEIUYHOI0 32CTOCYBAHHS JIKapPCHKOIo 3ac00y

OTpuBiH 3 MEHTO0JI0M T2 eBKAJINTOM
(Otrivin® with menthol and eucalyptus)

Cknao:

0it0ua pe1osuHa: KCUIIOMETa30JiHy TiIpOXIOpU,;

1 MJT pO3YMHY MICTUTh KCHUJIOMETa30JiHY Tipoxiopuay 1 mr;

donomidicHi pewosunu: HaTpiro auriapodocdat, IUriapart; HaTpito riapodocdar, foaeKariapaT; HaTPitO0 XJIOPHU/;
OCH3AIKOHIIO XJIOPHU/I;, TUHATPIIO eeTaT; MeHTOJT; eBkamnToxd; copOit (E 420); omnist puninHOBa
T0JIIeTOKCHJILOBAHA, T1IPOTEH130BaHa; BOa OYHUIIICHA.

Jlikapcbka ¢popma. Cripeil HazanbHUM, 1030BaHUM.
OcHosHi izuko-XimiuHi é1acmugocmi: MPO30pH a00 OMANIECIIOIOYNI PO3UXH Bl 6€30apBHOTO 70 01710T0
KOJIbOPY, 3 3al1laXOM MEHTOJY a00 MEHTOJY Ta €BKAJMTY.

®apmakoTepaneBTHYHA rpyna. 3acodu, 110 3aCTOCOBYIOTHCS P 3aXBOPIOBAHHAX TOPOKHIUHU HOCA.
[TpoTrHAOpPsKOBI Ta 1HILI MPenapaTy A MiCLIEBOTO 3aCTOCYBAaHHS ITPH 3aXBOPIOBAHHS MOPOKHUHH HOCA.
CumnaromiMeruky, npocti npenapatu. Kon ATX RO1A A07.

Dapmakonoauni enacmugocmi.

DapmakoOuHaMiKa.

Kcunomerasonin € cMMIIaTOMIMETUYHUM areHTOM, IO Ji€ Ha 0-aIpeHEePriuyHi peLenTopH.

Kcunomerasonin npu Ha3aabHOMY 3aCTOCYBaHHI CIIPHYMHSIE 3BY)KEHHSI KPOBOHOCHUX CYJIMH CITU30BOIi 000JIOHKH
HOCa Ta MPUJIETIIUX JUITHOK HOCOTJIOTKH, YCYBalOUX TAKMM YMHOM HAOPSIK 1 TITIEPEMIiI0 CIIM30BOi 0O0JIOHKH HOCA
Ta HOCOIJIOTKH, @ TAKOX 3HUXYE MOB’A3aHe 3 LM NiaBULLEHE BUAINEHHA Criv3dy Ta norerwye BuganeHHs
BGrokoBaHMX BUAINEHb 3 HOCA, WO NPU3BOAUTL OO OYULLIEHHS HOCOBUX NPOXOAB Ta MonerweHHs
HOCOBOIO ANXaHHSA.

Jist mpenapaty po3MOYNHAETHCS MPOTATOM 2 XBUIJIMH TiCJIsI 3aCTOCYBaHHA Ta 30epiraeThes 10 12 roauH.
[Tpemapat 1oOpe MepeHOCUTHCS, y TOMY YUCITi XBOPUMH 3 Yy TIHBOIO CIIM30BOI0 0OOJIOHKOIO Ta HE 3HMKYE
MyKoumiapHy QyHkIito. PesynpraTi 1a00paTopHUX aHAaMi31B MOKa3aIH, 10 KCUIOMETa30H 3HUKYE
iH(]eKiifiHy aKTUBHICTH PUHOBIPYCY JIIOJMHH, 10 ACOLIIOETHCS 31 3BUUAHHOIO 3aCTYIOIO.

3aBISKH 3BOJIOKYBAJIBHUM KOMITOHEHTaM (copOiTo, rinmpomernosa) npenapat OTpuBiH, Kparul Ha3allbHI,
JI0TIOMarae TMpH CyXocCTi Ta OJpa3HEeHH1 CIM30BOi 000JIOHKHU Ha3adbHUX X0oiB. [Ipenapat mae 30amaHcoBaHe
3HaueHHs pH y Mexax, BIacCTUBUX HOCOBIM MOPOKHHUHI.

DapmaxoKinemuxka.

[Tpu MiciieBOMy 3acTOCyBaHHI Ipenapar NpakTUYHO He a0copOyeThCsI, KOHIIEHTPALi KCHUIOMETA30IiHy Y Mi1a3mi
KpOBI HAaCTUIbKM MaJli, [0 MPAKTUYHO HE BUSBIIAIOTHCS (KOHLIEHTpALUS Yy M1a3Mi KpOBi € OJIM3bKOIO JI0 JIMITY
BH3HAYCHHS).

Kcunomerasonin He Mae MyTareHHUX BJIacTUBOCTEH. TakoX y AOCHIKEHHSIX HA TBAPHHAX HE OYIJIO BHSBICHO
TEPAaTOreHHOT'0 BIUIMBY KCUJIOMETA30J1HY.

Kainiuni xapaktepuctukm.

Ilokazannsa.

CumnromMaTuyHe JiKyBaHHS 3aKJIaJICHOCTI HOCA MPH 3aCTy/l, CIHHIN rapsylli, Ipy IHIINUX aJepriuHuX PUHITaX,
CHUHYCHTaX.

Jl1s oJIeTIIeHHs BIITOKY CEKpeTy IpHU 3aXBOPIOBAHHAX MPHIATKOBHX Ma3yX HoOcA.

JlomomirkHa Teparris y BUNaJKaxX CEPeHbOT0 OTUTY (IJ1s1 YCYHEHHs HaOpSKY CIIM30BOi 00OJIOHKH).

Jl1 oJIeTIIeHHS TPOBECHHS PUHOCKOIIII.

Ilpomunoka3zanna.



[NnepayTiauBICTh 10 KCUIIOMETa30J1iHYy a00 10 Oy Ib-SKOT0 1HIIIOTO KOMITOHEHTA Ipenapary, 3aKpUTOKyTOBa
riaykoma, TpanceHojanbHa rinogizeKToMist Ta Xipypridai BTpy4aHHs 3 OrOJIOBaHHAM MO3KOBOI 00OJIOHKH B
aHaMmHe31, cyxuil puHiT (rhinitis sicca) abo aTpodiuHuil pUHIT.

Ocobaueocmi 3acmocysanns.

[Ipenapat He ciin 3actocoByBaTH noBiie 10 nHiB nmocminas. Haaro Tpusane abo HagMipHE 3aCTOCYBaHHS MOXKeE
MIPU3BECTH JI0 TIOHOBJICHHS 3aKJIaJIeHOCT1 HOca Ta/abo aTpodii ciru30BoOi 000IOHKH HOCA.

[Tpemapar, gK i iHII CUMITATOMIMETHKH, CITiJ] 3 00EPEKHICTIO MPU3HAYATH TMALli€HTaM, sIKi MalOTh CHJIbHI peakil
Ha aJpeHePriuHi 3aC00H, 10 MPOSBIISAIOTHCS y BUTIIAN OS3COHHS, 3aIIaMOPOYCHHSI, TPEMTIHHS, CEPIIEBOT apUTMii
a00 MiABHUILEHHS apTepialIbHOTO THCKY.

He ciig mepeBuIyBaT peKOMEHI0BaHy J03y Iperapary, 0COOIUBO MPH JIKYBaHHI JIiTel Ta 0Ci0 JITHHOTO BiKY.
Cunin 3 oGepexHICTIO IPU3HAYATH Mpenapar MaljeHTaM 13 CepLeBO-Cy JUHHUMU 3aXBOPIOBAHHSAMU, apTepialIbHOIO
rifnepTeHsi€lo, XBOPUM Ha IyKPOBHH Jia0eT, 13 TinepyHKIIEI0 IMUTOBUIHOI 321031, (PEOXPOMOIIUTOMOIO,
rinepTpogdiero nepeaMiXypoBoi 3aJ03H, a TAKOK HE 3aCTOCOBYBATH IMaL€HTaM, K1 OTPUMYBAJIH CYIIyTHE
JiKyBaHHS 1HTri61TopaMu MAQO Ta npOoTATroM 2 THXKHIB HiC/Is HPUITMHEHHS 1X 3aCTOCYBAHHS.

[Tpenapat MicTUTh OEH3AIKOHI IO XJIOPHUI, 10 MOXKE CIIPUYMHSATH MOIPa3HEHHs CIIM30BOi 000JIOHKH HOCA.

B3aemoodia 3 inwumu nikapcokumu 3acobamu ma inuii 6uou 63aemooiil.

In2ibimopu monoaminokcuoasu (ineioimopu MAQ): KCMIOMETA30JIiH MOXE ITOTSHINIOBATH [0 1HT'101TOPIB
MOHOAMIHOKCH/Ia3H Ta 1HAYKYBaTH repTeH3uBHUM KpHu3. He 3acTOoCOBYBaTH KCUIIOMETA30JIH MallieHTaM, sIKi
npuiiMaroTh abo npuitManu iHri6iropu MAO npoTAroM OCTaHHIX JBOX THIKHIB.

Tpu- ma mempayuxniuni anmuoenpecanmu. IPU OTHOYACHOMY 3aCTOCYBaHHI TPH- a00 TETPAUKITTHIX
aHTHUJICTIPECAHTIB Ta CUMIIATOMIMETUYHHX TpPEnapaTiB MOKINBE MOCUJICHHS CUMIIATOMIMETUYHOTO e€(eKTy
KCHUJIOMETAa30JIiHy, TOMY OJIHOYaCHE 3aCTOCYBAaHHS TaKHX 3aCOQB HE PEKOMEHIYEThHCS.

[Tpu 3acTocyBanHi pa3om 3 f-O10KaTOpaMu MOKE CIIPUYHHATH OPOHXIATBHHM cTia3M a00 3HUKCHHS
apTepiaJbHOTO THUCKY.

3acmocyeanns y nepioo eazimnocmi ado 200y6anus 2pyooio.

[Tpemapat He MOKHA 3aCTOCOBYBATH Y IIEpiO/l BaliTHOCTI Yepe3 NOTEHIIHNUN CYMHO3BYKYBaJIbHUH BILJIHUB.
JHoxasu Oyap-sikoro HebaxaHOTO BIUTMBY Ha HEMOBJIA BACYTHI. HeBimomMo, 4n KCHITOMETa30/1H €KCKPETYEThCS y
IpyJIHE MOJIOKO, TOMY HEOOX/1Ha 00epeKHICTh, a IIpenapaT y nepioj] ro{yBaHHs TPYJII0 CJIJ] 3aCTOCOBYBAaTH
TUIBKH 32 IPU3HAYCHHSM JIIKapsl.

Depmunvricmo.

HanexHi nani moao BBy npenapaty OTpUBIH Ha PepTHIIBHICTD BiACYTHI. OCKIJIBKM CUCTEMHA €KCIO3MILIS
KCHUJIOMETA30JIiHY TiIpOXJIOPHIY Ay’Ke HU3bKa, IMOBIPHICTh BIUIMBY Ha (DePTHIIbHICTh BKpail HU3bKa.

30amnicms ennueamu Ha WEUOKICMb pPeaxyii npu KepyeawHi A6MOMPAHCHOPMOM A0 THWUMU
Mexanizmamu.

3a3Buyail npenapat He YMHUTH A00 YHHUTH HE3HAYHUI BIIMB HA 3[]aTHICTh KEPYBATU TPAHCIIOPTHUMHU 3ac00aMu
YH MPALIOBATH 3 MEXaHI 3MaMHU.

Cnocio 3acmocyeannus ma 003u.
[Ipemapat 3acTOCOBYBaTH AOPOCINM Ta AITSM BiKOM BiJl 12 pokiB 1o 1 BIpUCKYBaHHIO y KOKEH HOCOBHIA Xif /10 3
pasiB Ha 100y. 3aCTOCOBYBaTH HE QJblle 3 pa3iB y KOKEH HOCOBHM XiJ1 Ha 700y. TpuBasicTh JTiIKyBaHHS 3aJICKUTh
BiJ] epediry 3aXBOpIOBaHHS 1 HEe TOBUHHA nepeBuiryBatd 10 mi6 mocmisie.
Jlo3oBanuii cripeii 3a0e3neuye TOYHICTh 103yBaHHS Ta HAJIEKHUN PO3NOALT PO3UUHY 10 MOBEPXHI CIM30BOT
obononku Hoca. [Ipu koxHOMY BrprckyBaHHI BBOAUThCS 0,14 M1 po3unHy, 1o Bamnosigae 0,14 mr
KCHJIOMETAa30JIiHY.
[Tepen 3acTocyBaHHs HEOOXITHO IPUBECTH JO3YIOUHM MPUCTPIi B TOTOBHICTD MUISXOM 3/IHCHEHHS KUTBKOX
BIIPUCKYBAJIIbHUX PYXiB, IOKH CIIpel HE MOYHE BUIIATUCS Y MOBITps. [Ipu mojaneiomMy 3acTocoByBaHHI
JIO3YIOUUH TPUCTPii Oy1€ TOTOBUIA JIJIs1 HETaHOTO 3aCTOCYBAHHS.
3acTocoByBaTu crpel HEOOXiTHO HACTYTHUM YHHOM:

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

(] TpuMaTH (pJIAKOH CJIJ] BEPTUKAIBHO, i ATPUMYIOUHN JHO BETMKUM IMalbLEM Ta PO3TAIIOBYIOUU

HaKOHEYHMK MDXK JIBOMA MAJIbLSIMHU;



] 3JerKa HaXWIHTH (IIaKOH Ta BCTABUTU HAKOHEYHUK Y HI3/IPIO;

(] 3miCHUTH BIPUCKYBaHHS Ta OJHOYACHO 3/IMCHUTHU JICTKUI BIUX Yepe3 HiC;

] TIiCNIS 3aCTOCYBAHHS, TIEPE THM SIK 3aKPUTH HAKOHEYHHK KOBIIAYKOM, CJIJT OYMCTUTH Ta BUCYIIATH
HAKOHEYHUK;

[] 3 MeTOolo 3anobiranHs iHp1KyBaHHS KOXKEH (JIaKOH 3 IpernapaToM MOKe BUKOPHCTOBYBATH JIUIIIE OJHA
ocoba.

OcTraHHE 3aCTOCYBaHHS PEKOMEH/IYEThCS 3IHCHIOBATH OE3II0CEPEIHBO MEPE CHOM.

imu.

[Ipenapat He 3aCTOCOBYBATH JITSIM BIKOM J10 12 pOKIB.

Ilepeoosysanns.

HanmipHe miciieBe 3acTOCyBaHHS KCHJIOMETA30JIHY T1IpOXIopuy abo Horo BUTMIAIKOBE MOTPATUISTHHS
BHYTPIIIHBO MOX€E MPU3BECTU IO BUHUKHEHHS BUPAXKEHOTO 3a1IaMOPOUCHHS, TOTOBU/JICHHSI, 3HAYHOTO
3HWKCHHS TEMITEPATypH TiJla, TOJIOBHOTO 00JII0, OpaauKap/ii, apTepiaabHOl TilmepTeH3ii, MPUTHIYCHHS JUXaHHS,
KOMH Ta cyaoM. [inBuiennii apTepialibHAN THCK MOYKE 3MIHUTHCS Ha 3HIWKEHUN. J[iTH MOJIOAIIOTO BIKY OUTBII
YyTJIMBI 10 TOKCHYHOCTI, HI’K J10POCITi.

VYcim nainieHTaM 3 M03poko Ha Mepeo3yBaHHs CIifl MPU3HAYUTH BiIMOBIAHI M ITPUMYIOUl 3aX0H, & TAKOXK, Y
pa3i HeoOXiTHOCTI1, HEBIIKJIaHE CUMIITOMATUYHE JIKYBaHHS M1 MEJUYHUM HarisgoM. MenuyHa 1omoMora
MOBUHHA BKJTFOYATH CIIOCTEPEIKEHHS 32 MAIIEHTOM MPOTITOM KUTBKOX TOJIUH. Y pasi TSHKKOTO TIepe103yBaHHs, 10
CYIPOBOIKYETHCS 3YIIMHKOIO CEPIIs, peaHiMalliiHi 3aX0/11 IOBUHHI TPUBATH HE MEHIIE | TOIUHHU.

Ilo6iuni peakuii.

3 60Ky imyHHOi cucmemu.

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

gacto ([]1/100, <1/10): ronoBHwMiA GiJIb.

3 boky opeanie 30py:

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

3 60Ky cepyego-cyOunHHoi cucmemu:

pinkicHi (<1/10000): HeperynspHe a0 MPUCKOPEHE CEPLIEOUTTSL.

3 6oky opeanie ouxanHs, epyoOHOI KIIMKU MA cepeodoCmiHHA!

gacto ([J1/100, <1/10): cyxictb abo quckoM@opT 3 OOKY CIM30BOi 0O0JIOHKH HOCA.
3 60Ky WIYHKOBO-KUUKOBO cuCmeMu.

gacro ([11/100, <1/10): mHynora.

3acanvui posnadu ma peaxyii' y micyi 66e0eHHsL:

gacto ([/1/100, <1/10): BiA4yTTs IEUIHHA Yy MICIll HAHECEHHS.

Tepmin npuoamuocmi. 2,5 poky.

YMoBH 30epiranns. 30epiraté y HeJOCTYITHOMY JUISL iTel Micli nmpu TemnepaTypi He Buie 25 [C.
YnakoBka.lo 10 mn y nonimepHoMy (iakoHi 3 posnuiatoBadeM. [1o 1 guiakoHy B kKapTOHHIN KOpoOIT.
Kareropis Binmycky. bes penenra.

Bupoounk. HoBapric Koncsromep Xenc CA/Novartis Consumer Health SA.

Micue3Haxoa:keHHsI BUPOOHMKA Ta HOr0 agpeca Miclsi IPOBAIKEeHHS AislJIbHOCTI.
Pyt ne Jlerpa 2, 1260 Hion, 11IBeiinapis/Route de I’Etraz 2, 1260 Nyon, Switzerland.



