OBILIAA XAPAKTEPUCTHUKA ITPEITAPATA

HO3AKAP BEBA

1. HaumMeHOBaHUe JIEKAPCTBEHHOI'0 CPeICTBA
Ho3zakap be6u, Nosacare Baby

2. MexayHapoaHoe HeIATEHTOBAHHOE HA3BAHUE
Oxymetazoline (OxcuMeTa30uH)

KayecTBeHHBIN M KOJIHYeCTBEHHBIN COCTaB

1 M pacTBOpa COIEPKHUT:

aKTUBHBIC HHTPEIUEHTHI: OKCUMETA30IMHA TUAPOXIopua 0,25 Mmr;
BCIIOMOTATENIbHbIC BEIECTBA: BOAA OYHUIIEHHAs, COPOUTOJ, HATPHUS XJIOPU],
TJIUIUH, OCH3IKOHUS XJIOPHUI.

Kparkas xapakTepucTHKa roroBOM JIeKapcTBeHHOH GopMbI
[Ipo3paunsbrii, OeclBETHBINA pacTBOp Oe3 3amaxa.

3. JlekapcTrBennasi popma
Crpeii Ha3anbHbBINA JO3UPOBAHHBIN

4. KiuHU4YecKHe CBOMCTBA

4.1 Iloka3zaHus K NPUMEHEHUI0

- 3aTpyJHEHHE HOCOBOI'O JbIXaHUS MPU OCTPOM PHUHUTE, AJUIEPITHUECKOM WIH
Ba30MOTOPHOM PUHUTE;

- BOCCTAHOBJICHUE JPEHA)Ka MPU BOCHAJICHUM MPUIATOYHBIX Ma3yX HOCA, a TAKXKe
€BCTaXUUTE, CPEHEM OTHUTE;

- JUIsl yCTPAHEHHsI OTEKa Mepe]l NMarHOCTUYECKUMU MAaHUMYJSLHUSIMHU B HOCOBBIX
X0JaxX.

4.2 Cnioco® npuMeHeHus U 103bl

[IpUMEHSIOT MECTHO, HHTPAHA3AJIBHO.

Ilepen mpuMeHEHHEM JIEKAPCTBEHHOTO CPEACTBA M 4YE€pe3 5 MHUHYT IOCIE €ro
MPUMEHEHHUSI HEOOXOJIMMO OYHUCTUTHh HOCOBBIE XOJbl. CHITh C HAKOHEUHHKA
(dbnakoHa 3alUTHBIN Koamavyok. [lepen mepBbIM MpUMEHEHHUEM CIIEyEeT HECKOJIbKO
pa3 HaxaThb HAa MAaHXXETKY pPacClbUIMTEILHON HACAaIKWA 1O TOSIBICHUS CTPYyU C
«00s1aukoM TymaHay. DJIaKOH TOTOB K UCIIOJIb30BAHUIO.

Buvinonnenue npoyedypoi:

[Ipu BOpbICKMBaHUU cleAyeT 1 pa3 pe3ko HakaTbHAa MaHXXETKY paclbUIUTEIbHON
HACaJIKu M MPOW3BECTH BIPBHICKUBAHUE CIpPEsl MOOYEPEAHO B KaXIblil HOCOBOM
npoxon. Cremyer nepxarb (HJIaKOH BEPTUKAIBHO, TPH BIPHICKUBAHUU HE
3alpOKUABIBATh T0JIOBY BBepX. He pacmbuiaTh CIpeil TOPU3OHTAIBHO WIIM BHU3.
[locne mpuMeHEHHS OYHCTHUTH Cal(PETKOW KOHUMK pACIbUIMTEILHON HAaCaIKH,



3aKPbITh 3allIUTHBIM KOJIIIAYKOM. dnakoH JOJDKCH HCIIOJIB30BAaTbCA TOJBKO OAHHUM
JIMIOOM H3-3a PUCKa IIepeaadu I/IH(beKIII/II/I.

JetsiMm B Bo3pacte oT 1 10 6 JeT: Ha3Ha4aeTCs HazaIbHBIM cripeit 0,25 mr/mi
(Ho3akap bebu) mo 1 BOphICKMBAHUIO B KaXIbIii HOCOBOM XOJ 2-3 pa3a B CYTKH.
[IpoAOMKUTENBHOCTD Kypca JI€YeHUs 3-5 CYTOK.

J103bl BBIIIE PEKOMEHOBAaHHBIX MOKHO MPUMEHSTh TOJBKO IOJ HAOIIOJEHUEM
Bpaya.

4.3 IIpoTUBONOKA3AHMS S

- TIOBBIINICHHAs  YyBCTBHTEIBHOCTh K  OKCHMETA30JIMHY WJIA  JPYTUM
WHTPEIMEHTaM JICKapCTBEHHOTO CPEJICTBA B aHAMHE3E;

- arpoUUECKUN PUHUT;

- 3aKpBITOYroJbHas IJIayKOMa;

- JIeTCKuM Bo3pacT a0 1 roja;

- COCTOSIHHE TIoclie TpaHCCHEHOMTAIBHOM THUMOMU3IKTOMHH WM  JPYTUX
XUPYPrUUIECKUX TPOIEAYpP, KOTOPHIE MOTJIM MPHUBECTH K MOBPEKICHUIO TBEPAOU
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  JABJICHWUW,  BBIPAXKEHHOM  aTE€POCKJIEPO3€,  TaXUKapIWH,
dbeoxpoMoIMTOME, B Mepuoj OCpPEeMEHHOCTH U JaKTalluu, MPU THKENIbIX (popmax
CEPJIEYHO-COCYIUCTHIX 3a00JIeBaHMil (apTepuanbHasi TUIIEPTEH3US, CTEHOKAPIMS);
IPU TUPEOTOKCUKO3€E U CaxapHOM JradeTe; mMpHu J00pOoKaueCTBEHHOM TUIepIia3uu
MpeCcTaTeNbHOM JKele3bl, Tophupuu.

4.4 Mepbl NpeaoCTOPOKHOCTH

He nonyckath nonaaanus JeKapcTBEHHOT'O CPEJCTBA B riasa.

Crnenyer co0monaTh OCTOPOXKHOCTh MPHU MPUMEHEHUH JIEKAPCTBEHHBIX CPEJCTB,
CONEpKAIIMX OKCHUMETAa30JIMH, Yy TAaIlHeHTOB C CEepACYHO-COCYINCTHIMU
3a0oneBaHusIMU  (apTepuaibHasi TUNEPTEH3Hs, CTEHOKApAUsS, TaXUKapaus,
BBIDQOXEHHBIH  aTepOCKIIepPO3),  THPEOTOKCHUKO30M,  (PEOpOXpOMOIUTOMOH,
MOBBIIIICHHBIM BHYTPHIJIa3HBIM JIaBICHUEM, CaXapHBIM AHAa0ETOM, MOpHUpUEH,
pu J0OPOKaYECTBEHHOW THIIEPIUTa3HH MPEACTATEIHHOMN JKEe3bl.

Ho3zakap bebu conepxut OeH3aJIKOHUS XJIOPU, KOTOPBIM MpU HAHECEHUH HA KOXKY
U CIU3UCTBIE MOJKET BBI3BIBATh pPa3IPaKEHUE U MECTHBIE KOXHBIE PpEaKIUu
(HampuMep, KOHTAKTHBIN I1epMAaTHT).

Cripeil ¢ OKCUMETa30JMHOM HE JOJDKEH IPUMEHATHCA B 103aX, MPEBHIIIAIOMINX
pEKOMEHIyeMbIe, U Ha TPOTSHKEHUH TIepro/ia BpeMeHu Oonee 5-7 aHei 6e3
MOJTyYEHUsI KOHCYJIbTAIMK Bpaya.



JlnutenbHOE TPUMEHEHHWE M TePEAO3UPOBKA JIEKAPCTBEHHOTO CPEJICTBA MOXKET
MPUBECTH K ocjabieHuto ero sddekra. 310ynoTpedieHre d3TUM JEKapCTBEHHBIM
CPEICTBOM MOXKET BBI3BATh:

- PEaKTUBHYIO THIIEPEMHUIO CIIM3UCTON 000JI0YKU HOca (00paTHBIN 3PdeKT);

- XpPOHUYECKHI OTEK CIIM3UCTON 000JI0UKH HOCA (MEIMKAMEHTO3HBIH PUHUT);

- aTpo(uIO CIUZUCTON 000TOUKH.

HeKapCTBeHHOC CpCACTBO CJIICAYCT XpaHUTh B HCAOCTYITHOM JIJIA I[GTGﬁ MCCTC.

4.5 B3aumoaeicTBUsI ¢ IPYTUMH JIEKAPCTBEHHbIMH CPeICTBAMH

Hneubumopvr MAQO: pucK TNOBBIIIEHUS apTepuaibHOro aasieHus. He ciemyer
Ha3HayaTh Mpenaparhl OKCHUMETa30JMHAa Ha MpoTsHkeHuH 14 naHel mocie
npeKpalieHus npuema HHruoutTopo MAO.

Tpuyuxnuueckue  anmuoenpeccaHmvl. PUCK  TOBBIIICHUS  apTEPHATBLHOTO
JTaBJICHMUSL.

Cocyoocyxcusarowue cpeocmea: PUCK pa3BUTHUS MOOOYHBIX peakuuid. M30erarhb
OJTHOBPEMEHHOT'0 Ha3HAUEHUSI.

4.6 IlpumeHeHue BO BpeMsi 0epeMEHHOCTH U KOPMJIEHHS TPYIbIO

be3onacHoCTh MpUMEHEHUS] OKCUMETA30JIMHa BO BpeMsI OEPEMEHHOCTH U B NEPHOJ
KOPMJICHHsI TPYABIO HE YCTAHOBJIEHA, OJHAKO HET OCHOBAHUM II0jararb, 4TO
IIPUMEHEHUE  OKCUMETA30JIMHA B  PEKOMEHAYEMBIX  JIO3UPOBKAX  MOXKET
NPEACTaBIATh OMacHOCTh. llpu npumMeHeHMM B mepuoJ OEPEMEHHOCTH WU
IPYIHOIO BCKapMJIMBAaHMS HE CIEAYET IMPEBBIIATH JO3UPOBKY. OKCHMETA30JMH
MOXET NPUMEHATHCS y MALMEHTOK AAHHOM TPYMNIbI TOJBKO IOCJE TINATEIBHOU
OLIEHKH COOTHOUIEHUSI PUCKA U TOJIb3bI JJI1 MAaTEPH U TUIOJA.

Tak kak O0€30MaCHOCTh MPUMEHEHHS S3BKaJUNTOBOIO Macia BO Bpems
OepeMEeHHOCTH M KOPMIIEHHUSI TPYJIbI0 HE YCTaHOBJIEHA, Ucroyib3oBaHue Hoszakap
MeHTO y 6epeMEeHHBIX U KOPMSALIUX KEHIIUH HE PEKOMEHIYEeTC .

4.7 BausiHue HA CIIOCOOHOCTH K BOKIE€HHI0O aBTOTPAHCIIOPTA U padoTy ¢
ONMACHBIMM NMPUCTOCOOJTEHUSIME U MeXaHU3MAMHU

[Ipy mpumMeHEeHWHM B PEKOMEHAYEMBIX J03aX OKCUMETA30JMH HE OKAa3bIBaeT
HEOJIaronpusiTHOTO BO3/ICHCTBUS HA CIIOCOOHOCTh K BOXKJEHUIO aBTOTPAHCIIOPTA U
paboTy ¢ MPUCIIOCOOICHUSIMHU U MEXaHU3MaMHU.

[Ipu naUTEIBHOM TPHUMEHEHUHW B JIO3WPOBKAX, MPEBBHIIIAIOIINX PEKOMEHIYCMEIE,
HEJb3S HWCKIFOYUTh BO3MOMKHOCTH OOIIETO BJIMSHUS Ha CEPIACYHO-COCYIHUCTYIO
CHUCTEMY W LEHTPAJTbHYIO HEPBHYIO CHCTeMy. B A3THUX ciydasx CHOCOOHOCTH
YIPABJISTH TPAHCIIOPTHBIM CPEJICTBOM MOXKET YXYAIIATHCA.

4.8 [ToGouHoOe aeiicTBUE

Jlanapie 0  TOOOYHBIX  pEAKIMSAX  OCHOBBIBAIOTCS ~ HAa  CBEICHUSX
MOCTPETUCTPAIIMOHHOTO  MOHUTOpWHTra ©Oe3omacHocTH. Yactota 1OOOYHBIX
peakinii ykazaHa B COOTBETCTBHUH CO CIEAYIOIEH Kilaccupukarmen:



Ouens yacteie (>1/10), wacteie (>1/100, < /10), mewacteie (>1/1000, < /100),
penkue (>1/10000, < /1000), ouenp peakue (< /10000) BkiIrOUas OTACIBHBIC

ciIyJau.
Co cmopoHbl opearo8 ObIXauus. 4acTO — OULYIEHUE KEHHUS, CYXOCTh CIM3UCTOM
HOCAa, YUXaHHWE; HEYacTO — IIOCJI€ OKOHYAaHWS JEUCTBUS — YCWICHHE OTeKa

CITU3UCTOM HOCA, HOCOBBIC KPOBOTCUCHHS; OUCHb PEJKO — aIlHO? Y MIIAJICHICB U
HOBOPOY/ICHHBIX.

Co cmopomnvl HepsHOU cucmembl: OYEHb PEIKO — OECIOKOWCTBO, OECCOHHMIIA,
yCTaJoCTh, TOJIOBHBIE OOJIH.

Co cmopoHbl cepoedHo-cocyOucmotl cucmemsl: PeIKo — TaXUKapIUs, YCKOPCHHOE
cepaneOreHne, mopeieane AJl, O4eHb PEIKO — apUTMUSL.

Co cmoponbl nuwesapumenbHou cucmemyl: TOUTHOTA.

Mecmmuvie peaxyuu: HEYaCTO — CyXOCTh M YyBCTBO HOKEHHS CIU3UCTON 000JIOYKH
HOCA, YUXaHBE; PEIKO — YYBCTBO 3aJI0’KEHHOCTH HOCA.

Co cmopomnbl CcKelemHo-MblUEeUHOU Cucmemsl: OYEHb PEIKO — cyaoporu (B
OCOOEHHOCTH y JIeTeH).
Co cmopoHbl UMMYHHOU  cucmemvl. OTHACIbHBIE Cllydau — PEaKIuu

TMIIEPYYBCTBUTEIBHOCTH (AHTMOHEBPOTHYECKUI OTEK, KOXHas Cblllb, 3Yy.);
KOHTaKTHBIN JE€pPMATHUT.

[Tpo1OIKATENBHOE TPUMEHEHUE U NTEPEAO3UPOBKA MOT'YT IPUBECTH K MOSIBJICHUIO
MEIUKAMEHTO3HOTO0 pHUHUTA. J[JIMTEIbHOE NTPUMEHEHUE MOXKET MPUBECTU K
NOBPEXKJICHUIO DSIHUTENUA CIU3UCTOM OOOJOYKH C YrHETEHHUEM IUIHApPHON
(GYyHKIHMHA, YTO MOXET MPUBECTH K HEOOPATUMOMY MOPAXKEHUIO CIU3UCTON
000JIOUKHY U Pa3BUTHIO aTPO(YUUECKOTO PUHUTA.

[Ipy nosiBNEHNN BBIIENEPEYMCIEHHBIX WIN IPYTUX, HE YKA3aHHBIX B NHCTPYKIIUU
CUMIITOMOB, CJEAYeT IPEKPAaTUTh IIPUMEHEHHUE JIEKaPCTBEHHOI'O CPEACTBA WU
3aMEHUTh €ro Ha JIEKapCTBEHHOE CPEACTBO, HE COJeprKallee KOMIIOHEHTOB,
BXOZALIMX B COCTaB YKA3aHHBIX B MHCTPYKIIMH JIEKAPCTBEHHBIX CPEICTB.

4.9 Ilepeno3upoBka

[Ipr 3HAUUTENBHOW NEPEIO3UPOBKE WIIM CIIyYalHOM IIPUEME BHYTPb MOTYT
IIOSIBUTBCS CIEAYIOIINE CUMIITOMBI: CY)KEHHME 3PAadKOB, TOLIHOTA, PBOTA, [IUAHO3,
MOBBIIEHNE  TEMIIEPATYpbl, TaxXWKapAus, AapUTMUs, KOJUIANC, YTHETEHUE
CEPACUYHOM  JEATENIbHOCTH, AapTepuaibHas TUIEPTEH3Us, OTEK  JIETKUX,
JbIXaTENbHBIE PACCTPOMCTBA. MOTYT MPOSBIATHCS NCUXUYECKUE PACCTPOUCTBA, a
TaK)Ke yrHeTeHue (QYHKIMM IIEHTPaTbHON HEPBHOM CUCTEMBI, COMTPOBOKIAIOIIEECS
COHJIMBOCTBIO, MOHWKEHUEM TeMIEepaTypbl Teia, Opaaukapauei, apTepualbHON
TUIIOTEH3UEN, OCTAHOBKOW JBIXaHUS U BOBMOKHBIM Pa3BUTHEM KOMBI.

Jleuenue: [lpu nepeno3upoBKe, CBSI3aHHOM C MPUEMOM JIEKAPCTBEHHOIO CPEACTBA
BHYTPb, HA3HAYAETCsl TPOMBIBAHUE JKEITYJKA, aKTUBUPOBAHHBIN YIOJIb.



5. dapmakoJiornieckue CBOMCTBA

dapMmakoTepaneBTHYECKas TPynna

I[CKOHI‘CCTaHTI)I N APYIUC HA3AJIBHBIC IIPCIIapaTbl MJII MCCTHOI'O IIPUMCHCHUA.

CHMIIaTOMUMETHKH.
KO/ ATX: RO1IAAQ5

5.1 dapmakoanHaAMU4YeCcKHe CBOICTBA

OKCHMMETa30JIMH  SIBISIETCS  (-aJpCHOMHUMETHKOM  MPSIMOTO  JICHCTBUSL  C
BBIPOKEHHBIM COCYIOCY>KUBAIOITUM U JEKOHTECTHBHBIM JeicTBreM. CBsI3bIBaHUE
OKCHMETA30JMHa C 0-aIpeHOPEIENTOPAMUA MPHUBOJUT K CY)KCHHIO PACIIMPEHHBIX
apTepuod W YCTPAHEHHUIO OTEKa CIM3HCTON 000704Yku Hoca. Takum o00pasom,
WHTPaHA3aJIbHOE TMPUMEHEHHE OKCHMETa30JMHa BOCCTAHABIMBAET CBOOOIHOE
JIXaHUE Yepe3 HOC U YJIy4lllaeT OTTOK M3 OKOJIOHOCOBBIX mHa3yx. Oka3plBaeMoe
aZIpeHOMHUMETUYECKOE JIEHCTBUE CIOCOOCTBYET TAK)KE OTKPBITUIO U PACILIUPEHUIO
NPUAATOYHBIX IMa3yX HOCAa M €BCTaxuWeBOW TpyObl. B pesynbraTe ymydimaercs
JpeHaXX CeKpeTa W TPEeNynpekIaeTcs OCaXKIeHUe OaKkTepuil Ha CIU3UCTOU
o0oJlouKe. YCTpaHEHHWE OTeKa CIU3UCTOW CHOCOOCTBYET BOCCTAHOBJICHMIO
a’palliy MPUJATOYHBIX MAa3yX HOCA, MOJOCTHU yXa, YTO MPEJOTBPAIAET Pa3BUTHE
OaKTepHAIbHBIX OCJIOKHEHUM (rallMOpUTa, CHHYCUTA, CPETHETO OTUTA).

5.2 PapmakokuHeTHYECKHE CBOHCTBA

Januble  (apMaKOKMHETHYECKUX HCCICIOBAHUN HA  JIIOJAX  HEJOCTYIHBI.
N3BecTHO, UTO MpPU HAHECEHUH Ha CIM3UCTYIO 000JIOYKY MOJOCTH HOCA MECTHOE
COCYAOCYKHMBAIOIIIEE NEUCTBUE JOCTUTACTCS B CPEIHEM B TeueHHE 5-10 MUHYT U
MPOAOJDKAETCS HA  MPOTSHKEHUM — moclenyrommx 12 4gacoB.  [lelicTBue
JIEKApCTBEHHOIO Cpe/icTBa Ha MpoTsikeHnuU 10-12 yacoB MO3BOMISIET TPUMEHSTH €TI0
2 pa3a B cyTku. [Ipy MECTHOM MHTpaHa3JIbHOM NMPUMEHEHUN B T€PANIEBTUUECKUX
KOHIIEHTpAIUAX HEe 00J1a/1aeT CUCTEMHBIM JICHUCTBUEM.

6. ®apmaneBTHUYECKHE CBOiCTBA

6.1 BcmomorareJibHbIE BellleCTBA:
BOJIa OYHUIIICHHAS, COPOUTOJ, HATPHUS XJIOPHI, TJIMIIHH, OCH3aJIKOHUS XJIOPHI.

6.2 ®apManeBTHYECKHE HECOBMECTUMOCTH
He u3BecTHbI

6.3 Cpok xpaHeHust

3 rona

He ucnonp30BaTh MoCie HCTEUEHUS CPOKA FOJJHOCTH, YKa3aHHOTO Ha YIIaKOBKeE.
[Tocne BckprITUs (hiakoHa MpenapaT rojieH B TeueHue 1mecsa.



6.4 YcnoBus xpaHeHus

XpaHuTh Npu TeMiiepaTtype He Boiiie +25°C.
XpaHUTh B HEJIOCTYITHOM JIJISI ICTEU MECTE.

6.5 ®opma BhINyCKa

PactBop 15 Ma B OenoM MONMATUICHOBOM (pIakoHE, CHAOXEHHOM IMOMIIOBBIM
JO3UPYIONIAM YCTPOUCTBOM C KONMAdykoM — 1o 1 (urakoHy B OJHOW KapTOHHOU
MavyKe BMECTE C MHCTPYKIMEH IS CIIEIIMAINCTOB U MAIlEHTOB.

6.6 YcaoBus ormycka
OtmyckaroT 6e3 perenTta Bpaya.

7. Wndopmanus o npousBoauTesIe
®apmaxap [JIC, Tlanectuna mius dapmakap Mut. Ko./T'epmano-Ilanectunckoe
CoBmecTHOE TpeAnpUsITHE

8. Buaaesen TOproBoii JMLeH3UN /BJajie/el] PerucTPalHOHHOI0
Y10CTOBEpPeHU s

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

FOpunnueckuiianpec: Ilanecruna, Pamanna, Anmacuon, yi. Omuin Xaouou 17

[TouToBsrit aapec:Ilanectuna, Uepycanum, /o, a/s 51621.

[IpencraButenscTBo kKomnanuu «Papmakap I1JIC» B Pecriybnuke benapyche:
r.Munck, 220020 a/a 7.

e-mail: pharmacare@pharmacare.by

Caiit: www.pharmacare.by

9. Homep perucTpauoHHOI0 YA0CTOBEepPEHHsI
Ho3zaxkap crpeii HazanbHbIH 1o3upoBanubiii 007/595/15

10./laTa mepBoii perucTpanuu/mpoajieHusi perucTpanuu:
Ho3zakap cripeit Ha3anbHbBIN 103upoBaHHbIi: 31/12/2008

11. JlaTa mocjieqHero nepecMoTpa 10KyMeHTAa
30.03.2017
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