OBILIAA XAPAKTEPUCTHUKA ITPEITAPATA

HO3AKAP

1. HammeHoBaHUeE JIEKAPCTBEHHOI0 CPEACTBA
Ho3zakap, Nosacare

2. MexayHapoaHoe HeMATEHTOBAHHOE HA3BaHHE
Oxymetazoline (OxcuMeTa3oauH)

KayecTBeHHBIH U KOJIMYECTBEHHBIH COCTaB

1 M pacTBOpa COJIEPKUT:

AKTUBHBIEC MHIPEAUECHTBI: OKCUMETA30JIMHa ruipoxyaopus 0,5 mr;
BCIIOMOTAaTeJIbHBIC BEIECTBA: BOJA OYHIIEHHAs, COPOMTOJ, HATPHUS XJIOPH],
TJIUIUH, OCH3JIKOHUS XJIOPHUI.

Kparkas xapaKTepucTHKA rOTOBOM JIeKapCTBEHHOH (GOpMbI
[Ipo3paunsblii, OecBETHBIN pacTBOp 0€3 3amaxa.

3. JlekapcTrBeHHas popMa
Crpeiil Ha3abHBINA JO3UPOBAHHBIM

4. KauHH4YecKHe CBOMCTBA

4.1 Ioka3zaHus K NPUMEHEHUIO

- 3aTpyJHEHHE HOCOBOIO JBIXaHUS MPU OCTPOM PHUHUTE, AUIEPTHUESCKOM WIIH
Ba30MOTOPHOM PUHUTE;

- BOCCTAHOBJICHHE JPCHAKA MPH BOCHAICHUH MPUIATOYHBIX MMa3yX HOCA, a TaKXKe
EBCTAaxXUUTE, CPETHEM OTHTE;

- JUISI yCTPAHECHHsI OTEKa Tepe]] TMarHOCTHUYCCKUMU MAHUMYJISIIASIMH B HOCOBBIX
X0Jax.

4.2 Cnocod npuMeHeHHs U 103b1

[IpUMEHSIOT MECTHO, HMHTpaHa3aIbHO. Y Jnere 6-12 JeT npuMeHATh NoA
HaOJII0/ICHUEM B3POCIIBIX.

[lepen mpuUMEHEHHEM JEKAPCTBEHHOI'O CPEACTBA M 4YEpPEe3 5 MHUHYT MOCIE €ro
NPUMEHEHUS HEOOXOAMMO OYHUCTHTh HOCOBbIE XONbl. CHATh C HaKOHEYHHKA
(1akoHa 3amUTHBIN Kosmavok. [lepes nepBbIM NPpUMEHEHHEM CIIEyeT HECKOJIbKO
pa3 HaXaTb Ha MaHXETKy paCHbUIMTEIBbHOM HAacalkh IO MOSBIEHUS CTPYyH C
«obmaukoM TymaHa». dIakoH roToB K UCMOJIB30BAHUIO.

Buvinonnenue npoyedypul:

[Ipu BHpbICKMBaHUU clieyeT 1 pa3 pe3Ko HakaTbHA MAaHXKETKY paclbUIMTEIbHON
HACaJKd W MPOU3BECTH BIPHICKUBAHUE CIpes MOOYEPENHO B KaXJbli HOCOBOM
npoxona. Cremyer nepxarb (hJaKOH BEPTUKAIBbHO, MPU BIOPHICKUBAHUU HE
3aMpOKUIbIBATh TOJOBY BBepX. He pacnbuisTh crpeil ropu30HTAIBHO WM BHUS3.



[Tocne mpuMeHEHUS OYUCTUTH CAN(PETKOW KOHYMK PACHbLUIUTENIbHON Hacaku,
3aKPBITh 3aUIUTHBIM KOJINAYKOM. DIIAKOH JOJKEH MCIOJIB30BATHCS TOJBKO OJHUM
JIMIIOM M3-3a PUCKa Mepeaadyu UHPEKIUH.

B3pocabiM u aeTsiM cTtapuie 6 JieT: Ha3zHayaeTcs HasalbHBINA cripedd 0,5 mr/mu
(Hozakap) mo 1 BOpBICKMBaHUIO B KaxAbli HOCOBOM X0a 2-3 pa3a B CYTKHU.
[IpoI0IKUTENBHOCTD Kypca JIEYEHU S-7 CYTOK.

J103bl BBIIIE PEKOMEHOBAaHHBIX MOKHO MPUMEHSTh TOJBKO IOJ HAOIIOJEHUEM
Bpaya.

4.3 IIpoTUBONOKA3AHMS S

- TIOBBIINICHHAS  YyBCTBUTEIBHOCTh K  OKCHMETA30JIMHY  WIH  JIPYyTUM
WHTPEIMEHTaM JICKapCTBEHHOTO CPEJICTBA B aHAMHE3E;

- arpoUUECKUN PUHUT;

- 3aKpBITOYroJbHas IJIayKOMa;

- JIETCKHUI BO3pacT J10 6 JIeT;

- COCTOSIHHE TIoclie TpaHCCHEHOMTAIBHOM THUMOMU3IKTOMHH WM  JPYTUX
XUPYPrUUYECKUX TMPOIEAYpP, KOTOPHIE MOTJIM MPHUBECTH K TMOBPEXKICHHUIO TBEPIAOU
MO3TOBOM 000JIOUKH;

C OCTOpPOKHOCTBIO:

VY manueHToB, NPUHUMAIOMIMX HWHTHOUTOPHl MOHOAMHMHOKCHJA3bl M JPYrUe
JIEKaQpCTBEHHBIE CPEJACTBA, CHOCOOCTBYIONIME TMOBBIIICHUIO apTEPUATILHOTO
napieHuss B mepuon o 10 mHEW mocie WX MPUMEHEHHS; MPU TMOBBIIEHHOM
BHYTPUIJIA3HOM  JABJICHWW,  BBIPAKEHHOM  aTE€POCKIEPO3€,  TaxuKapIuH,
dbeoxpoMoIMTOME, B Mepuoj OCpPEeMEHHOCTH U JaKTalluu, MPU THKENIbIX (popmax
CEPJIEYHO-COCYIUCTHIX 3a00JIeBaHMil (apTepuanbHasi TUIIEPTEH3US, CTEHOKAPIMS);
MIPU TUPEOTOKCUKO3€E U CaxapHOM JuadeTe; MpHu J00pOKaueCTBEHHOW TUTepILIa3uu
MpeACTaTeNbHOM JKele3bl, opdupuu.

4.4 Mepbl NpeaoCTOPOKHOCTH

He nonyckath nonaaanus JeKapcTBEHHOT'O CPEJCTBA B riasa.

Crnenyer co0monaTh OCTOPOXKHOCTh MPHU MPUMEHEHUH JIEKAPCTBEHHBIX CPEJCTB,
COIEpKAIMX OKCHUMETA30JIMH, Yy TAaIlHeHTOB C  CEepACYHO-COCYINCTHIMU
3a0oneBaHusIMU  (apTepuaibHasi TUIEPTEH3Hs, CTEHOKApAus, TaXUKapaus,
BBIDQOXEHHBIH  aTepOCKIIepPO3),  THPEOTOKCHUKO30M,  (PEOpOXpOMOIUTOMOH,
MOBBIIIICHHBIM BHYTPHIJIa3HBIM JIaBICHUEM, CaXapHBIM AHAa0ETOM, MOpHUpUEH,
pu J0OPOKaYECTBEHHOW THIIEPIUTa3HH MPEACTATEIHHOMN JKEe3bl.

Hozakap, Hozakap bebu, Hozakap Mento u Hozakap Dxcrpa VYBIaKHSIOMIUN
comepkat  OenzanmkoHust  xyuopun (Hozakap MeHTO  comepXUT — Takxke
IOPOMUJICHIJIMKOJB), KOTOPHIM NP HAHECEHWH Ha KOXY M CIU3UCTBIE MOXKET
BBI3bIBaTh pPa3IpakCHUE U MECTHBIE KOXKHbIE peaklUuu (Hampumep, KOHTAKTHBIN
JIEPMATHUT).



Crpeii ¢ OKCUMETa30JIMHOM HE JIOJDKEH MPUMEHSTHCS B 103aX, MPEBBIIAIONINAX
PEKOMEH/TyeMbIe, U Ha IPOTSHKEHUH MeproJia BpeMeHu Ooiiee 5-7 qHel 6e3
MOJIyYeHHS] KOHCYJIbTAllUK Bpaya.

JlnutenbHOE TPUMEHEHHE M TepeAo3UpOBKa JIEKAPCTBEHHOI'O CPEJICTBA MOMKET
NpUBECTU K ociabieHuto ero a¢gdexra. 3n0ynoTpedieHne ITUM JIEKApCTBEHHBIM
CPEIICTBOM MOKET BbI3BATh:

- PEaKTUBHYIO THIIEPEMUIO CIIM3UCTON 000JI0YKH HOca (00paTHBIN d(PdeKT);

- XpOHUYECKHH OTEK CIU3UCTON 0007I0YKH HOCA (MEIMKAMEHTO3HBIN PUHHUT);

- aTpoHUI0 CIUZUCTON 00OTOUKH.

JlekapcTBEHHOE CPEJICTBO CEAYET XPAHUTh B HEJOCTYITHOM JJI JI€TEH MECTE.

4.5 B3aumojeiicTBHS ¢ IPYrMMH JIEKAPCTBEHHBIMHU CPeICTBAMH

HUneubumopvr MAQ: puCK TMOBBIIICHUS apTepuaibHOTO naBieHus. He criemyer
Ha3HauaTh TMpernapaTbl OKCHUMETAa30JIMHA Ha TNpoTshkeHuu 14 jaHed mocne
npeKpainieHus npuema uHruoutTopo MAO.

Tpuyuxknuueckue  amwmuoenpeccaHmvl.  PUCK  TIOBBIIMICHUS  apTEPUATBHOTO
JTABJICHUS.

Cocyoocyxcusarowue cpeocmea: PUCK pa3BUTUS MOOOYHBIX peakuuid. M36erathb
OJIHOBPEMEHHOTO Ha3HAYECHUS.

4.6 IlpumeHeHue BO BpeMsi 6epeMeHHOCTH U KOPMJIEHUS I'PYAbIO

be3onacHOCTh NPUMEHEHHS] OKCUMETA30JIMHA BO BpeMsI OEPEMEHHOCTH U B TIEPHO/T
KOPMJICHHSI TPYAbIO HE YCTAHOBJIEHA, OJHAKO HET OCHOBAHMM IIOJIAaratrh, 4TO
IIPUMEHEHUE  OKCHUMETA30JIMHA B  PEKOMEHAYEMBIX  JIO3UPOBKAX  MOXKET
NPEACTaBIATh OMacHOCTh. llpu npuMeHeHMu B Tmepuo] OEPEMEHHOCTH WU
IPYAHOTO BCKapMJIMBaHMS HE CJIEAYET NMPEBBIIATH JO3UPOBKY. OKCHMETA30JMH
MOXET NPUMEHATHCS y MALUEHTOK JAHHOM TIPYIIBI TOJBKO ITOCJE TIIATEIBHOU
OLICHKHM COOTHOLIEHUS PUCKA U TIOJIb3bI JJI1 MAaTEPH U IUIOJA.

Tak kak Oe30macHOCTb MPUMEHEHHUS HBKAJUIITOBOIO Macja BO BpeMs
OepeMEeHHOCTH M KOPMJIEHHUSI TPYyJIbl0 HE YCTaHOBIIEHA, McIoyib3oBaHue Ho3zakap
MeHTO y 6epeMEeHHBIX U KOPMSALIUX KEHIIUH HE pEKOMEHAYETCS.

4.7 BausiHue HA CIIOCOOHOCTH K BOKIE€HHI0O aBTOTPAHCIIOPTA U padoTy ¢
ONACHBIMH NMPHUCTIOCOOTEHHSIMU U MEXaHU3MaMHU

[Ipy mpuMeHEHWHW B PEKOMEHAYEMBIX J03aX OKCHMETa30JIMH HE OKa3bIBaeT
HEOJIaronpusITHOTO BO3/ICHCTBHS Ha CIIOCOOHOCTh K BOXKIECHUIO aBTOTPAHCIIOPTA U
paboTy ¢ MPUCTIOCOOICHUSIMHU U MEXaHU3MaMHU.

[Ipu naUTEIBHOM TPUMEHEHUHW B JIO3WPOBKAX, MPEBBIIIAIONINX PEKOMEHIYCMEIE,
HEJb3S HWCKIFOYUTh BO3MOKHOCTH OOIIETO BJIMSHUS Ha CEPJACYHO-COCYIHUCTYIO
CUCTEMY M IEHTPAJIbHYI0O HEPBHYIO CHUCTeMy. B »TuX ciy4asx CrnocoOHOCTH
YIPABJISITH TPAHCIIOPTHBIM CPEJCTBOM MOXKET YXYIIATHCA.



4.8 [To0ouHoOe aeiicTBHE

JlanHple 0  MOOOYHBIX  PEAKIUAX  OCHOBBIBAIOTCA  HA  CBEJCHHSIX
MOCTPETUCTPAIIMOHHOTO  MOHHUTOpHHTa Oe3omacHoCTH. YacTtora MOOOYHBIX
peakiuii ykazaHa B COOTBETCTBHH CO CIEAYIOMIEH KiaccupUKaIiei:

Ouens yacteie (>1/10), gacteie (>1/100, < /10), neuacteie (>1/1000, < /100),
penkue (>1/10000, < /1000), ouenp peakue (< /10000) BkiIrOUas OTACIBHBIC
CclTydau.

Co cmoponsl opeanog Obixauus: 4acTo — OUIYIICHHUE JKKEHUS, CYXOCTh CIU3UCTOM

HOCa, YHUXaHHMC, HCYACTO — IIOCJIC OKOHYAaHUA I[CﬁCTBH)I — YCHJICHHUC OTCKa
CIIM3UCTOM HOCa, HOCOBLIC KPOBOTCUCHMA, OYCHb PCAKO — aIlHO3 Y MJIAJICHIICB U
HOBOPOKICHHBIX.

Co cmoponbvl HepHOU cucmeMbl. OYEHb PEAKO — OECnOKOWCTBO, OECCOHHMIIA,
yCTaJIoCTh, TOJIOBHBIE OOJIH.

Co cmoponwsl cepOedHo-cocyoucmot cucmemvl. PeKo — TaXUKapus, YCKOPEHHOE
cepaueduenue, nossiieHue AJl, oueHb peiko — apuTMHsl.

Co cmoponbl nuujesapumenvbHol cucmemsl. TOITHOTA.

Mecmmuvie peaxkyuu: HEYaCTO — CYXOCTh U UYBCTBO MOKEHUS CIM3UCTON 0OOJOUKH
HOCAa, YUXaHbE; PEJIKO — YYBCTBO 3aJI0KEHHOCTH HOCA.

Co cmopomnbl CcKenemHo-MblUeUHOU Cucmemsl: OYEHb PEIKO — Ccyaoporu (B
OCOOEHHOCTH y JIETEH).
Co cmopoHbl UMMYHHOU  cucmembl. OTHEIBbHBIE CIIydaul — PEaKIUu

TUTIEPYYBCTBUTEILHOCTH (QHTHOHEBPOTUYECKUA OTEK, KOXKHAS CBIlb, 3Y/);
KOHTaKTHBIN JCPMATHUT.

[TpomomwkuTeTsHOE TPUMEHEHUE W TIEPEIO3UPOBKA MOTYT MPUBECTH K TIOSIBICHHIO
MEIUKAMEHTO3HOTO pHWHHTA. J[TUTEeIhHOE TPUMEHEHUE MOXKET TPUBECTH K
MOBPESKJICHUIO DJIHUTEINS CIW3UCTOM OOOJOYKH C YrHETCHHUEM ITWIHApHOMN
GyHKIUHA, YTO MOXXET MPUBECTHU K HEOOPATUMOMY TMOPAKEHUIO CIU3UCTON
000JIOUKHU Y Pa3BUTUIO aTPOYUUECKOTO PUHUTA.

[Ipu 1OsIBIIEHNUH BBILIETIEPEYMCIICHHBIX WU APYTUX, HE YKAa3aHHBIX B UHCTPYKIUU
CUMIITOMOB, CJIEAYET NPEKPATUTHh NPUMEHEHHE JIEKAPCTBEHHOI'O CPEICTBA WU
3aMEHUTh €r0 Ha JIEKAPCTBEHHOE CPEICTBO, HE CoAEepkKalee KOMIIOHEHTOB,
BXOJAIIMX B COCTAB YKAa3aHHBIX B HUHCTPYKIMHU JICKAPCTBEHHBIX CPEICTB.

4.9 Ilepeno3upoBKa

IIpr 3HAUUTENBHOW NEPEIO3UPOBKE WM CIIyYalHOM IIPUEME BHYTPb MOTYT
MOSIBUTBHCS CIEAYIOIIME CUMIITOMBIL: CY’K€HHME 3PAuKOB, TOIIHOTA, PBOTA, LIUAHO3,
MOBBIIEHUE  TEMIIEPATYpbl, TaxXWKapAus, AapuUTMUs, KOJUIANC, YTHETEHUE
CEPACUYHOM  JEATENIbHOCTH, apTepuaibHas  TUIEPTEH3Us, OTEK  JIETKUX,
JIbIXaTEJIbHBIE PACCTPOUCTBA. MOTYT NPOSABIATHCS NCUXUUYECKUE PACCTPOUCTBA, a
Tak)Ke yrHeTeHue (YHKIHMHA IIEHTPaTbHON HEPBHOW CHCTEMBI, COITPOBOK/IAOIIICECS
COHJIMBOCTBIO, MOHMKEHUEM TeMIlepaTypbl Tena, OpaauKapAuel, apTepuabHOI
TMIIOTEH3UEN, OCTAHOBKOM JBIXaHMS U BO3MOKHBIM Pa3BUTHEM KOMBI.



Jleuenue: Ilpu nepeno3upoBKe, CBI3aHHOW C MPUEMOM JIEKAPCTBEHHOIO CPEACTBA
BHYTPb, HaA3HA4YACTCs IPOMBIBAHUE XKEITYAKA, aKTUBUPOBAHHBIN YTIOJIb.

5. dapmakoJioruyeckue cBOcTBa

®apMmakoTepaneBTHYECKasl TPynna

JIeKOoHrecTaHThl M JApYrue Ha3ajbHbIE Mpenaparbl JJI1 MECTHOTO MPUMEHEHUS.
CUMITaTOMUMETHUKH.

KOJ{ ATX: ROLAA05

5.1 ®apmakoauHaMHYecKHne CBOMCTBA

OKCcHMETa30JIMH  SIBJISIETCS  0-aJAPEHOMUMETUKOM  MPSAMOIO  JIEUCTBHUS  C
BBIPAKEHHBIM COCYJIOCY>KHBAIOUIUM U JEKOHT€CTUBHBIM JielicTBHEM. CBS3bIBaHUE
OKCUMETA30JIMHa C 0-apEHOPELENTOPAMH MPUBOAUT K CYKEHUIO PAaCHIMPEHHBIX
apTepuoi W YCTPAHEHHUIO OTEKa CIM3MCTON 000104kM Hoca. Takum o0pasowm,
MHTPaHA3aJIbHOE TMPUMEHEHHE OKCHUMETA30JMHa BOCCTAHABIMBAET CBOOOIHOE
JBIXaHWE Yepe3 HOC M YIYYIIAeT OTTOK M3 OKOJOHOCOBBIX Iazyx. Oka3biBaeMoOe
aIpeHOMHUMETUYECKOE JIEHCTBUE CIOCOOCTBYET TAK)KE OTKPBITUIO U PACIIUPEHUIO
IPUJIATOYHBIX MMa3yX HOCAa M €BCTaxueBoW TpyOwl. B pesynbrare ymydmiaercs
JpEHaX CeKpeTa M MpenynpexaacTcs OCaXKIACHHE OakTepuil Ha CIU3UCTOU
o0Ooyiouke. YcTpaHEHHME OTE€Ka CIM3UCTOM CHOCOOCTBYET BOCCTAHOBIICHHUIO
a’palvy NPUJATOYHBIX MAa3yX HOCA, MOJOCTH yXa, YTO MPEAOTBPAIIAET Pa3BUTHE
OaKTepHaAIbHBIX OCJIOKHEHH (railMOpUTa, CHHYCHTA, CPEAHETO OTHUTA).

5.2 PapmakokuHeTHYECKHE CBOWCTBA

JanHuble  (QapMaKOKMHETHYECKUX HCCIENOBAHUN Ha JIIOASX  HEJAOCTYIIHBI.
N3BecTHO, 4TO MPU HAHECEHWH Ha CIM3UCTYI0 00O0JIOUKY TOJIOCTH HOCAa MECTHOE
COCYJIOCYKMBAIOIIEE JIEUCTBUE JIOCTUTAETCA B cpellHEM B TeueHue 5-10 MuHyT u
MpOJOJKAETCA HAa MNPOTSHKEHUHM — mnociefayrommx 12 yvacoB.  JleiicTBue
JIEKaQpCTBEHHOIO cpe/icTBa Ha MpoTsikeHUU 10-12 yacoB MO3BOMISIET TPUMEHSTH €TI0
2 pa3a B cyTku. [Ipy MECTHOM MHTpaHa3aJIbHOM NMPUMEHEHUN B TEPANIEBTUUYECKUX
KOHIICHTpAIUSAX HEe 00J1a/1aeT CUCTEMHBIM JICUCTBUEM.

6. ®apmaneBTHYECKHE CBOIICTBA

6.1 BcmomorareiibHbIE BelllecTBA:
BOJIa OUMIIICHHAs, COPOUTOJI, HATPUS XJIOPUJ, TTUIIUH, OCH3ATIKOHHUS XJIOPHU/I.

6.2 ®apManeBTHYECKHE HECOBMECTUMOCTH
He u3BecTHbI

6.3 Cpok xpaHeHust
3 roga



He ncnonb30BaTh nociae UCTEUEHUs CpOKa FOJHOCTH, YKA3aHHOTO Ha YIAKOBKE.
[Tocne BckpbiTUA (Pi1akOHA Mpenapar rojieH B TeueHue 1mecsna.

6.4 YcoBusI XpaHEeHUs!

XpaHuTh Npu TeMiepaType He Boiie +25°C.
XpaHUTh B HEJIOCTYITHOM JIJISI IETEW MECTE.

6.5 ®opma BeINIyCKa

PactBop 15 Ma B 0eloM MOJIMATHIEHOBOM (hJIaKOHE, CHA0KEHHOM IOMITOBBIM
JO3UPYIOIIUM YCTPOMCTBOM C KOJMAuyKoM — 1o 1 (uiakoHy B OJHOM KapTOHHOM
MayKke BMECTE C MHCTPYKIMEHN AJI CIIeUATUCTOB U MAIlUEHTOB.

6.6 YcioBus oTnycka
OTtnyckatot 6e3 perenTa Bpaya.

7. Wndopmanus o npousBoauTese
®apmakap IIJIC, INlanectuna nns ®dapmakap Hut. Ko./I'epmano-Ilanectunckoe
CoBmecTHOE TpeAnpusTHE

8. Buaaesen TOproBoii JMLEH3UH /Bjajiesiel] perucTPaluOHHOI0
Y0CTOBEpPeHU s

®dapmakap Mnt. Ko./I'epmano-Ilanectunckoe CoBMECTHOE MPENPUATHE

FOpunnueckuiianpec: [lanecruna, Pamanna, Anmacuon, yi. Omuin Xaouou 17

[Touroseiit anpec:Ilanectuna, Uepycanum, n/o, a/s 5S1621.

[IpencraButenscTBo kKommanuu «Papmakap [1JIC» B Pecrrybnuke benapycs:
r.Munck, 220020 a/a 7.

e-mail: pharmacare@pharmacare.by

Caiit: www.pharmacare.by

9. Homep perucTpammoHHOro yA0cTOBepeHusI
Ho3zakap cripeit HazanbHbIN 103upoBaHHbIi 007/528/15

10./laTa mepBoii perucTpanuu/mpoajieHusi perucTpanuu:
Ho3zakap cripeit Ha3anbHbBIN 103upoBaHHbIi: 25/01/1987

11. JlaTa mocjieqHero nepecMoTpa 10KyMeHTa
30.03.2017
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