CocrTaB

Oeucmsyrwuiee geuecmao: oxymetazoline;

1 M1: pacTBOpa COEPKUT:

Ha3uBuH® 0,05% okcuMeTa3onuHa ruapoxiopuga 0,5 mr;

gcnomMozame ibHble seuLecmaed: KUCJIoTa TUMOHHAS, MOHOTHUOPAT, HaTPUs; TJIUIEePUH
(85%); 6enzankonusa xnopun 50%; Boma odHIlleHHAs.

JIekapcTBeHHasi ¢popMa

Kannu Ha3ajabHEBIE.

OcHoBHble (pu3uKo-xuMuyecKue ceolicmad: TIOUTH ITPO3PavHbIi, OT O€CIIBETHOI'O 10
ClIerKa KeJITOBaTOro OTTEHKa pacTBOD.

QapMaKOTepaneBaneCKaﬂ rpyiiia

[IpoTuBOOTEYHBIE M APYTHe IpenapaThl AJI MECTHOTO IPUMEHEHUS IIPU
3a00eBaHUAX IIOJIOCTH HOoca. CUMIIaTOMUMETHKHU, ITPOCTHIE ITpemnapaThl. Kom ATX
RO1A AO05.

(I)apMaKOJII/IHaMI/IKa

Ha3uBuH® OTHOCUTCS K I'PYIIIIE€ MECTHBIX COCYIOCYKHUBAIOIINX CPELCTB.
OKcuMeTa30JIMH OKa3bkIBaeT CUMIIaTOMUMETHUYECKYIO U COCYIOCYKUBAIOIINM
OerCTBUEM, YCTPAHSISI OTEK CITU3UCTOM 000/104YKY HOoca. CyKaeT COCydbl B MECTe
HaHECEeHUsI, YMEHbIIIaeT OTEeK CIIU3UCTOM 000JIOYKHM HOCA M BEPXHUX OBIXaTEeJIbHBIX
IyTel, yMeHbIIaeT BHIOEIEHUs U3 Hoca. BoccTaHaBIMBaeT HOCOBOE AbIXaHUE.
YcTpaHeHUe OTeKa CIIU3UCTON 000I0UYKK HOCA CIIOCOOCTBYET BOCCTAHOBJIEHUIO
aspaluy IPUAaTOUYHBIX [1a3yX, IOJIOCTU CPegHEeTo yxXa, IpegoTBpallaeT pa3BUTHE
OaKkTepHaJIbHBIX OCJIOKHEHUN.



OKcuMeTa30JIMH OKa3bkIBaeT MPOTUBOBUPYCHOE, IIPOTUBOBOCIIAJIUTEIIFHOE,
MMMYHOMOYIUPYIOllee U aHTUOKCUIaHTHOe felicTBue. bnaromaps aTomy
KOMOMHUPOBAHHOMY MeXaHU3MY MEeNCTBUS BO BPEMS MPOBEOEHUS KIUHUYECKUX
HUCCcIemoBaHul OBINIO MOKa3aHo 0oiee ObICTpoe U 9PHEeKTUBHOE YCTPaHEHUE
CUMIITOMOB OCTPOT0O PUHHUTA (3a/I02KEHHOCTH HOCa, pPUHOpes, YuXaHue, YXYOIIeHHOTO
CaMOYyBCTBUS).

Hazusua® 0,05%, Kanau Ha3ajJIbHLIE

[IBOIHOE cenoe CpaBHUTEJIBPHOE UCCIIEfOBaHUE C ITapaijie/IbHBIMU I'PyIIaMHu,
IPOBeIeHHOe C yyacTueM 247 malueHTOB II0Ka3ajo ObICTpee U JIyUllle YIydIlleHUsI
TUINUYHBIX CUMIITOMOB OCTPOTO PUHUTA (3aJI0KEHHOCTh HOCa, HACMOPK, YUXaHUeE,
yxynireHo caMmouyBcTBUsA) (p <0,05) 3a cueT KOMOMHALIIMU COCYLOCYKUBAIOIIIETO,
IPOTHUBOBUPYCHOTO, TPOTUBOBOCHAIUTEIFHOIO U aHTUOKCUIAHTHOTO 3 (HEKTOB
OKCcHMeTa30JimHy. TakuM o6pa3oM, nedeHue ¢ nomomnibio 0,05% okcuMeTal30nHa,
Ha3aJIbHBIX KalleJjib, 110 CPaBHEHUIO C PU3NOJIOTUYECKUM PAaCTBOPOM 3HAYUTEJIBHO
COKpalllaeT NPOOOJIKUTEIbHOCTh MPOCTYABI, B cpegHeM OoT 6 0o 4 gHeu (p <0,001).

(I)apMaKOKI/IHeTIfIKa

B cnyyae npumeHneHnuss HazuBuHa®, Ha3anbHBIX Kanenb 0,01% u 0,025% sdpderTsr
OEeNCTBUSA OKCUMeTa30JIMHa IPOSBISAIOTCSI B TeYeHNE HECKOJIBKUX MUHYT II0CIIe
3aKaIllbIBaHUS.

[Tpu MecTHOM Ha3a/JIbHOM IIPUMEHEHUM B TEPAINeBTUUYECKNUX KOHIIEHTPAIINIX He
pas3mpakaeT CITU3UCTOM 000JI0YKK HOCA, He BHI3LIBAET rumepemMui. Ilepuop
IIOJTyBBIBEAEHUS COCTABISAET IPUMEPHO 35 YacoB IIOCJie MIPUMEeHEeHUs IIpelapara.
2,1% BHIBOOUTCS IMOYKaMu, npubnu3utenbHo 1,1% - ¢ Kamom.

IlelicTBUe IIpemnapaTra OJINTCSA HEeCKOJIBKO YacoB (B cpegHeM 6-8 4acoB), MaKCMMAaJIbHO -
oo 12 gacos.

IToxka3aHus

OcTphle pecnupaToOpHLIe 3a00IeBaHHUs, COIIPOBOXKIAMIINECS 3aJI0KEHHOCTHIO
HOCa.

AnneprudyeckKuui pUHUT.

Ba3oMOTOpHBIV PUHUT.

117151 BOCCTaHOBJIEHUS OPpeHaXa M HOCOBOTI'O OEIXaHWA IIPHU 3a001eBaHUAX
IIPUOAQTOYHBIX IIa3YX IIOJIOCTH HOCa, €BCTaXUUTe.



o Jlnsa YCTpaHEeHHusd OTEeKa I1epen IMarHOCTU4YeCKUMHU MaHUITYJIAITUAMMA B HOCOBBIX
Xogoax.

IIporuBONIOKa3aHUA

e [ToBEIIIIEHHAsA YyBCTBUTEJILHOCTh K KOMIIOHEHTaM npenaparta. Cyxoil pUHUT.
e HazuBuu® 0,025%: Bo3pacT go 1 roga
e HazuBuu® 0,05%: Bo3pacT go 6 netT

B3auMoOaeHCTBHE C IPYTrHMH JIEKapCTBEHHBLIMH CPEeICTBAMH H IPyrue BHObI
B3aMMOIEeHUCTBHHU

CoBMeCTHOe HCIOJIb30BaHUE OKCHMeTa30JInHa U:

e TPUIMKINYECKUX aHTUOEIIPECCAHTOB;
e nHruOUTOPOB MAO THNa TPaHUJIIIUIIPOMHUHA; TUIIEPTEH3UBHBIX ITPEapaToB
MOZKET ITPUBECTH K ITOBBIIIIEHUIO KPOBSIHOTO TaBJIECHUS.

He cnemyeT KOMOMHUPOBATDL 3TU MpPEHapaThl, €CIIU 9TO BO3MOXKHO.

[Ipu nnepeno3upoOBKE OKCUMeETa30JIMHa UJIM IIPU ero 3arjlaTbiBaHUU, WU IIPU
OJOHOBPEMEHHOM Cpa3y II0CJie TPULMKINYECKUX aHTUAeIpeccauToB u / unu MAO-
MHTHOMTOPOB BO3MOKHO MOBLIIIIEHNE KPOBSIHOTO TaBJIEHUS.

Oco0eHHOCTH NIPpUMEHeHHs

B HUXKenpuBeOeHHHBIX CIydasiX Iperapar ClIedyeT IPUMEHSITh TOIBKO II0CJIe
TIIATEIbHOMN OIL[EHKU KOPUCTh- PUCK:

e TIOBBIIIIEHHOE BHYTPUTJIA3HOE MaBlieHWe, 0COOEHHO IIPU 3aKPHITOYTOJILHOM
r1ayKoMe;

e TSIXKENbIE CEPAEeYHO-COCYIUCThIE 3a00JIeBaHUs (HaIpUMEDP UIleMUYecKas
00Jie3HBb CcepAlia) U apTepuaabHas TUIePTEeH3Us;

¢ (eoXpOMOLIUTOMA;

e MeTaboNMMYeCcKue HapyIlIeHus (HaltpuMep, TUIIePTUPE03, caXapHbIM auaberT,
nopdupus)

e TUIIEPNJIa3Us NPEeACcTaTeIbHOU XKeJle3bl;

e IPU MPUMEHEHUUN UHI'MOMTOPOB MOHOaAMHUHOKCHAAa3kl (MAQO) u gpyrux
JIEKapPCTBEHHBIX CPEJICTB, KOTOPhIE MOTEHIIMAJILHO ITOBHIIIIAIOT apTepHUabHOe
naBJIeHUE;

[ImuTenbHOTO IIPUMEHEHU S, KaK U IIPEBHIIIIEHUE O03kI, clienyeT n3beratb, 0COOEHHO
IIpY Ha3HAYEeHUU JOeTsM. [103hl, IPEBHIIIA0IINe PEKOMEHIOBaHHEIE, CIIeIyeT



IIPUMEHATH TOJIBKO IIO[M Ha6J'IIOJIeHI/IeM Bpa4a.

KoucepBaHuT (6eH3aIKOHUS XJIOPHU), COOEPKAIIUICS B IIperapaTe, MOXKeT BBI3BATh
OTEK CIIM3UCTON 000JIOYKK HOCA, 0COOEHHO ITPH IJIUTEILHOM IPUMEHEHUH.

MepuinHCKOe HaOJII0geHre IT0Ka3aHo AJI HeJIOHOIIEHHBIX HOBOPOKIEHHBIX UIH
MJIa[IeHIIeB C IOHUXKEHHOU MacCcoy TeJjla, YTOOH u30exkaTh PUCKa I1epeno3uPOBKH.

IInuTenbHOE IPUMEHEeHYEe U Ilepefo3UPOoBKa IPOTUBOOTEYHOT'0 CPENCTBa OJIs Hoca
MOXKET IIPUBECTH K YMEHbIIEeHUIO 9()GHEKTUBHOCTH IIpenapaTa U UMEeTh CXOOHYIO
KIIMHUYECKYIO0 KapTUHY C Ba30MOTOPHBIM PUHUTOM. 3JI0yIIOTPEOIeHue 3TUM
CpencTBOM MOXKET BHI3BAaTh MEOUKAMEHTO3HBLINM PUHUT, aTPODHUI0 CITU3UCTHIX
000JI0Y€eK, peaKTUBHYIO TUIIEPEMUIO CIIM3UCTOM 000104YKU HOca (0OpaTHEBIN 3 deKT).

CroCcoOHOCTH BJIMSITh Ha CKOPOCTH PEaKIIHH IPH YIIPaBI€eHHH
ABTOTPAHCIIOPTOM MJ/IH PaboTe C MeXaHUu3MaMH

[Tpu mpuMeHEeHUU B PEeKOMEHIYEMBIX M03aX He 0XKUIAeTCS BIIUSHUS Ha CKOPOCTh
peakiuu Mpu yIIpaBlIeHUHU aBTOTPAHCIOPTOM UJIM paboTe C ApyruMyu MexXxaHUu3MaMHU.
[Tocne gnUTENbHOTO IIPUMEHEHUS ITpellapaTa B 03aX, IIPEBHIIIAI0IINX
peKoMeHyeMble, HeJIb3s UCKJIIOYUTDH O0IIero BINSHUS Ha CEPAEeYHO-COCYOUCTYIO
cuctemy. B Takux ciaydasx CIiIoCOOHOCTH YIIPABISATh TPAHCIIOPTHLIM CPEICTBOM MOXKET
CHU3UTHCS.

IIppMeHeHHe B MEepPHO] 0EPEeMEeHHOCTH H/IH KOPMJIEHHUSI I'PYIbIO

BbepeMeHHOCTb.

B nepuon 6epeMeHHOCTH U KOPMJIEHHS I'PYAbIO IIpenapaT MIPUMEHSIIOT C 0CO00H
OCTOPOXXHOCTBIO, YUYUTHIBAsI B3BEIIIEHHYIO OIIeHKY COOTHOIIIEHUS MOJIb3a-pPuck. He
PEeKOMeHyeTCs IMPEeBHIlIIeHe PeKOMEHJOBAaHHOM TO3UPOBKU.

KopMmiieHue rpynobio.

HeusBecTHO, IpOHUKAET JIM OKCUMETA30JIMH B TPyAHOE MOJIOKO. [ToaTomy
IMpUMeEHEeHHe IIpernapaTa BO3MOXKHO TOJILKO ITOCJIe B3BEIIIEHHON OLIeHKU COOTHOIIIEHMUS
ImoJyib3a-puck. He peKoMeHOyeTCs IIPeBBIIIeHNe PEKOMEHIOBAaHHON JO3UPOBKHU, TaK



KaK BO3MOXKHO yYMEeHbIIIeHHe BEIPAaO0TKM I'PyTHOI0 MOJIOKA.
Crmoco0 nmpuMeHEeHUsI U T03bI

HazuBuu® 0,01%, 0,025%, 0,05%, kamnnu Ha3albHbIE, HA3HAYAIOT [JII IPUMEHEHUS B
HOC.

B3pocrbie u meTu B BO3pacTe OT 6 JIeT.

[Tpumensiror HasuBuH® 0,05% 1o 1-2 Kariu B KaxXKObli HOCOBOU X0 2-3 pa3a B CyTKHU.
Pa3oByio mo3y cnenyeT IpUMeHSATh 60jiee 3 pa3 B CYTKHU.

9ddekT npenapata JOCTUTAETCA B TeUeHUE 25 CEKyH[ II0CJie IPUMEHEHUS U
IIPOJOJIZKaeTCsI B TeUeHUe HEeCKOJIbKUX 4acoB (B cpenHeM 6-8 yacoB, MakcuMyM 12
4aCcoB).

IleTu B Bo3pacTe OoT 1 roga mo 6 jer.

I[Tpumensotr Ha3uBua® 0,025% 1o 1-2 Karnu B KaxKObli HOCOBOHU X0# 2-3 pa3a B
CYTKH.

Pa3oByio mo3y crnegyeT IpuMeHsTh 0ojiee 3 pa3 B CYTKH.

9ddeKT npenapaTa JOCTUTAETCA B TeUEHNWE HECKOJIBKUX MUHYT IIOCJIe IPUMEHEHUS 1
IPOAOJIKAETCS B TeUEHNWEe HECKOJIBKUX 9acoB (B cpegHeM 6-8 4acoB, MakCUMyM-12
YacoB).

MnaneHIbl.

MrnageHIIaM B Bo3pacTe A0 4 Henesib Ha3d3HadaloT 1o 1 kamnne Ha3uBuH® 0,01% B
KaXX[ObI HOCOBOU X0f 2-3 pa3a B CyTKu. C 5-U Hegenu XKu3HU U 00 1 roga - 1-2 kamnu
B KaX[bI HOCOBOU XO[ 2-3 pa3a B CYTKHU.

PazoByio no3y crnenyeT IpuMeHATH Oojiee 3 pa3 B CyTKHU.

9ddeKT npenapaTa OOCTUTAETCSA B TeUeHHE HECKOJBKUX MUHYT IIOCJIe IPUMEHEHUS 1
IIPOJOJIKaeTCs B TeUeHUe HEeCKOJIbKUX 4acoB (B cpenHeM 6-8 4acoB, MaKCUMyM-12
4acoB).



I1O3%I, BHIIIIE PEKOMEHOOBaHHLIX, IIPUMEHAIOT TOJIBEKO IIO[ Ha6J'IIOJIeHI/IeM Bpa4da.

Ha3uBuH® kKarnu Ha3anbHbIEe 0,01%, 0,025%, 0,05% npumeHsioT He Oojee 5-7 OHEMH.
et

He npumensetrcsa Ha3usua® 0,025% petsam B Bo3pacTe no 1 roma, HasuBua® 0,05%
1o 6 JerT.

Ilepego3upoBKa

Ilepeno3upoBKa BO3MOZKHA II0CJIe Ha3aJIbHOTO UJIM CJIy4alHOI'0 IpueMa.
KnuHuyeckast KapThHa, BbI3BaHHAsI MHTOKCUKAIMeW ITPOU3BOOHBIMU UMUIA3071a,
MOKeT ObITh Ou¢pGY3HOM, ITOCKOJILKY TUIIeppPeakKTUBHEIE (Da3bl MOTYT YePenaoBaThCs C
(bazamMu yraeTeHus IeHTPalbHOM HEPBHOU CUCTEMBI, CEPAEYHO-COCYOUCTOU CUCTEMBI
U JIETOYHOUN CUCTEMEI.

CTuMySIIUs lIeHTPalbHOM HEPBHOM CHCTEMEI IIPOSIBIISIETCS: TPEBOT'OH,
BO30yKOeHUEeM, TaJUTIOIMUHAIIUSIMY, CYIOPOoraMu. YTHeTeHHe IIeHTPaJIbHOM HEeEPBHOM
CHUCTEMEI IIPOSBIISIETCS: CHUXKEHNEM TeMIIepaTypPHl Tejla, BAJIOCTbIO, COHINBOCTHIO 1
KOMOM.

Takzke MOT'YT BO3HMKATh: apTepuasibHasI TUIIEPTEH3U, TaxUuKapaus, OpaguKapaus,
MHO03, MUJIPHA3, CYOOPOTH, MIOBLIIIIEHNE TeMIIepaTyphl Tejla, CIIa3MEbl, ITIOTIHBOCTD,
0JIemHOCTD, BSIJIOCTh, CHUXKEHHEe TeMIIepaTyphl Tejla, [1aHo3, cepaleduenne,
apUTMUS, OCTAHOBKA CEP[Ila, IITOKOBAs TUIOTOHMS, TOITHOTA U PBOTA, YTHETEHHUE
OBIXaHUS ¥ allHOD, IICUXOTE€HHEIE PAaCCTPOMCTBA.

Y pmetelt mepemo3UpPOBKY YaCTO ITPUBOAST K JOMUHUPYIOIIUM 3¢ deKTaM 1eHTpaaTbHOU
HEPBHOM CHUCTEMHI C CyJoporaMu U KOMOU, OpafiuKapauel, altHod, a TakKXkKe
apTepuanbHOU TUNepTEeH3UeN, KOTopasi, BO3SMOXKHO, CJIeAyIolllasi 3a TUIIOTEH3UEN.

Tepanesmuueckue mMepbl: TIOKA3aHbl B ClIy4Yae TSKeJIoN Iepemo3upoBKu. [IpuMeHeHne
aKTUBUPOBAHHOTO yTJigd (a0CcopOeHT), cyibdaTa HaTpUus (c1abuTenbHOE) UJN
ITPOMBIBaHUE XKeNnyaKa (IIpu MpuMeHeHUn O0IbIIIOTr0 KOJIUYeCTBa JTIEKapCTBEHHOTO



CpencTBa) ciengyeT IIPOBOOUTEL CPa3y, TAaK KaK OKCUMETAa30JIMH MOXKeT OBICTPO
abcopbupoBaThCcsa. BasompeccopHbie IIpernapaThl IPOTHBOIIOKa3aHbl. HeceleKTuBHEIE
anbda-6710KaTOPHl MOXKHO IIPUMEHSATh B KAYECTBE aHTUAOTA. ECIu HY>KHO, clegyeT
WHHUIIMAPOBATh MEPHI 110 ITPOTHUBOCYIOPOKHOM Tepalui, BEHTUIISIINY JIETKUX U MEePHI,
KOTOpPHIE YMEHBIIIAI0T TUX0PaaKYy.

ITo6OouHBbIE pPEeaKIIuu

YacToTa BOSHUKHOBEHUS KJIaCCUDUITUPYETCS CIIeOyIoIUuM 00pa3oM: O4eHb 4acTo =
10%, gacTto (=1% - <10%), HeuacTo (=0,1% - <1%), peoko = 0,01% - <0,1 %, o4yeHb
penko unu eguHU4YHbIE cinydau <0,01%.

Co cmopoHbl ObixameabHOU cucmembl, 2pYOHOU KaemKu u cpedoCmeHUus.
YacTo XKXKeHHUe UJIN CYXOCTh CIIM3UCTOM 000JI0UKU HOCa, YUXaHUE.

HeuacrTo: YBEIIM4YE€HHNE OTEKa CIIU3UCTOM 000JIOYUKH, KPOBOTE€4YE€HHE N3 HOCa IIOCJIe
OTMEHHI.

OueHb PEeOKO alTHO9 Y HOBOPOXKIOEHHLBIX U meTeu Miaaliero BO3pacTa.

Co CMopoHbI KOCMHO-MblUWEUHOU CUCMeMbl.

O4eHb PedKoO Cymoporu (IpeuMyIleCTBEHHO y JeTeln).

Co cmopoOHbI HEPBHOU cCuCcmeMbl.

OueHb pegko 6eCIIOKOMCTBO, OECCOHHUIIA, YTOMJIIEMOCTh (COHIUBOCTD, CEHaTUBHBIN
9 deKT), rooBHast 00JIb, raTIOIMHAIINY (0COOEHHO y meTel).

Co cmopoHbl cepdedHo-cocyoucmot cucmemeul.

Penko: cepaiiebuenmne, TaxukKapous, apTepruaabHasi TUTIEPTEH3US.

O4eHb peOKO apUTMMUS.

Co CMOpPOHbL UMMYHHOU CcucmemMbl.



HeuacTo peakiuu runep4yyBCTBUTEILHOCTH (CHIIb, 3y, aHTMOHEBPOTUYECKUU OTEK).
CpoOK rogHoCTH

3 roma.

[Tocne BCkprITUA (pJlaKOHaA XpPaHUTh He Oojiee 6 MecsIeB.
YcnoBusi xpanenusi

XpaHUTh IIPU TeMIiepaType He BhiIe 25 ° C. XpaHUTh B HEJOCTYIIHOM [Jid AeTeun
MecTe!

¥YnakoBka

ITo 10 mn 0,05% pacTtBopa Bo ¢piakoHe. [1o 1 ¢pnakoHy B KapTOHHOM KOPOOKe.
Kareropus ornycka

Be3s perenta.

ITpou3sBoourenn

Codapumexkc - Uanyctpus Kumuko e ®apmaneyrtuka, C.A./ Sofarimex-Industria
Quimica e Farmacéutica, S.A.

enbdapm brnagen B.B. / Delpharm Bladel B.V.

MecTOHaxo0OXKIOeHHe IIPOU3BOIHUTEJIsI M €TI0 aJipeC MeCTa OCyIIeCTBIICHHUA
oesiTeJIbHOCTH

AB. mac UunoycTtpuac - Anbto 0o Konapume, Kacem, 2735-213, INopryranus / Av.das
Industrias - AltodoColaride, Cacém, 2735-213, Portugal.

Wunyctpuser 1, bnagen, 5531 AD, Hupepnaupge: / Industrieweg 1, Bladel, 5531 AD,
Netherlands.

HNcTouyHMK HHCTPYKIIHHA

NHCTPYKIIUS TeKapCTBEHHOTO CPeACTBa B3siTa U3 0QUIIMaIbHOT0 UCTOYHUKA —
['ocymapCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEACTB YKpPaUHHI.



http://www.drlz.com.ua/

