OBILIAA XAPAKTEPUCTHUKA ITPEITAPATA

HO3AKAP SKCTPA YBJIAKHAIONINMA

1. HammeHoBaHHEe JEKAPCTBECHHOI'0O CpeacCTBa
Ho3zakap Dxcrpa ¥YBnaxusronmii, Nosacare Extra Moisturizing

2. MexayHapoaHoe HeMATEHTOBAHHOE HA3BaHHE
Oxymetazoline (OxcuMeTa3oauH)

KayecTBeHHBIH U KOJIMYECTBEHHBIH COCTaB

1 M pacTBOpa COJIEPKUT:

AKTUBHBIEC MHIPEAUECHTBI: OKCUMETA30JIMHa Tuapoxsiopus 0,5 mr;
BCIIOMOTaTeIbHBIC BEIIECTBA: BOJAA OUYMINCHHAS, TVIMIICPHH, COPOWTOJ, TIHWIIMH,
HATpUs XJIOpUJI, OCH3AIKOHUS XJIOPUI.

Kparkas xapakTepucTHKa roTOBOM JEKapPCTBEHHOU (POPMBI
[Ipo3paunsblii, OecBETHBIN pacTBOp 0€3 3amaxa.

3. JlekapcTrBeHHas popMa
Crpeii Ha3anbHbBINA JO3UPOBAHHBIM

4. KauHH4YecKHe CBOMCTBA

4.1 Ioka3zaHus K NPUMEHEHUIO

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

- BOCCTAHOBJICHHE JPECHAKA MPU BOCHAJICHUM MPUIATOYHBIX MMa3yX HOCA, a TaKXKe
EBCTaXUUTE, CPEIHEM OTHUTE;

- 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 nmpUMEHEHMEM JIEKAPCTBEHHOI'O CPEACTBA WM YEPE3 5 MHUHYT IIOCIE €ro
NPUMEHEHUS HEOOXOAMMO OYHUCTHTh HOCOBbIE XONbl. CHATh C HaKOHEYHHKA
(1akoHa 3amUTHBIN Kosmavok. [lepes nepBbIM NPpUMEHEHHEM CIIEyeT HECKOJIbKO
pa3 HaXaTb Ha MaHXXETKy pPacHbUIMTEIbHOM HACaIKU 1O NOSBIEHUS CTPYyH C
«ob6maukoM TymaHa». OIakoH roTOB K UCIIOJIb30BAHUIO.

Buvinonnenue npoyedypul:

[Ipu BHpbICKMBaHUU clieyeT 1 pa3 pe3Ko HakaTbHA MAaHXKETKY paclbUIMTEIbHON
HACaJKd W MPOU3BECTH BIPHICKUBAHUE CIpes MOOYEPENHO B KaXJbli HOCOBOM
npoxona. Crenyer nepxarb (DJaKOH BEPTUKAIbHO, TPU BIPHICKUBAHUU HE
3aMpOKUIBIBATh TOJOBY BBepX. He pacnbuisiTh crpeil rOpU30HTAIILHO WM BHUS3.



[Tocne mpuMeHEHUS OYUCTUTH CAN(PETKOW KOHYMK PACHbLUIUTENIbHON Hacaku,
3aKPBITh 3aIIUTHBIM KOJINAYKOM. DIaKOH JOJKEH UCIOJIb30BATHCS TOJBKO OJHUM
JIMIIOM M3-3a PUCKa Mepeaadyu UHPEKIUH.

B3pocabiM u aeTsiM cTapuie 6 JieT: Ha3zHavaeTcs Ha3zalbHBIA cripei 0,5 mr/mu
(Hozakap Dxctpa YBnaxusmonuii) mo 1 BOpbICKUBAHUIO B KaXKIIbI HOCOBOW XOJT
2-3 paza B cyTkH. [IpogomKUTENIbHOCTD Kypca JieueHus: 5-7 CyTOK.

J103bl BBIIIE PEKOMEHOBAaHHBIX MOXHO MPHUMEHSTh TOJBKO IOJ HAOIIOJEHUEM
Bpaya.

4.3 IIpoTuBONOKA3AHMS:

- TIOBBIICHHAs  YYBCTBHTEIBHOCTh K  OKCHMETA30JMHY WU  JIPYTHUM
WHTPEMCHTaM JICKapCTBEHHOTO CPE/ICTBA B aHAMHE3¢E,

- aTpoUYECCKUI PUHUT,

- 3aKPBITOYTOJIbHAS TJIayKOMa,;

- JIETCKHI BO3pacT J0 6 JIeT;

- COCTOSIHME IIOCJIC€ TpPaHCCHEHOMTAIBHONH TUIIOGU33KTOMUM WU  JIPYTUX
XUPYPrUYECKUX TPOIETYpP, KOTOPhIE MOIIM MPUBECTH K MOBPEKIACHUIO TBEPAOU
MO3TrOBOH 000JI0YKH.

C OCTOpPOKHOCTBIO:

VY manueHToB, NPUHUMAIOMIMX HWHTHOUTOPHl MOHOAMHMHOKCHJA3bl M JPYrUe
JIEKapCTBEHHBIE CPEJACTBA, CHOCOOCTBYIOIIME TMOBBIIIEHUIO apPTEPUATIBHOTO
napieHuss B mepuon o 10 mHEW mocie WX MPUMEHEHHS; MPU TMOBBIIEHHOM
BHYTPUIJIA3HOM  JAaBJICHWUW,  BBIPAXKEHHOM  aTE€POCKJIEPO3€,  TaXUKapIHH,
dbeoxpoMoIMTOME, B Mepuoj OCpPEeMEHHOCTH U JaKTalluu, MPU THKENIbIX (popmax
CEPJIEYHO-COCYIUCTHIX 3a00JIeBaHUM (apTepuaabHasi TUNIEPTEH3Us, CTCHOKApIUs);
MIPU TUPEOTOKCUKO3€E U CaxapHOM JuadeTe; MpHu J00pOKaueCTBEHHOW TUTepILIa3uu
MpeCcTaTeNbHOM JKele3bl, Tophupuu.

4.4 Mepbl NpeaoCTOPOKHOCTH

He nonyckath nonaaanus JeKapcTBEHHOT'O CPEJCTBA B riasa.

Crnenyer co0monaTh OCTOPOXKHOCTh MPH MPUMEHEHUH JIEKApCTBEHHBIX CPEJICTB,
COIEpKAIMX OKCHUMETA30JIMH, Yy TAaIlHeHTOB C  CEepACYHO-COCYINCTHIMU
3a0oneBaHusIMU  (apTepuaibHasi TUNEPTEH3Hs, CTEHOKApAUsS, TaXUKapaus,
BBIDQOXEHHBIH  aTepOCKIIepPO3),  THPEOTOKCHUKO30M,  (PEOpOXpOMOIUTOMOH,
MOBBIIIICHHBIM BHYTPHUTJIA3HBIM JaBJICHUEM, CaxapHbIM auaberom, mophupHei,
pu J0OPOKaYECTBEHHOW THIIEPIUTa3HH MPEACTATEIHHOMN JKEe3bl.

Hozakap, Hozakap bebu, Hozakap Mento u Hozakap DxcTpa VYBIaXHSOUIUAN
comepkat  OenzanmkoHust  xyuopun (Hozakap MeHTO  comepXUT — Takxke
NPOMUJICHIJIUKOJb), KOTOPHIM TNMPU HAHECEHWHM Ha KOXY M CIM3UCTBIE MOXKET
BBI3bIBaTh pPa3IpakCHUE U MECTHBIE KOXKHbIE peaklUuu (Hampumep, KOHTAKTHBIN
JIEPMATHUT).



Crpeit ¢ OKCUMETa30JIMHOM HE JIOJDKEH MPUMEHSTHCS B 103aX, MPEBBIIIAIONTNAX
PEKOMEH/TyeMbIe, U Ha IPOTSHKEHUH MeproJia BpeMeHu Ooiiee 5-7 qHel 6e3
MOJIyYeHUS] KOHCYJIbTAllMK Bpaya.

JlnutenbHOE TPUMEHEHHE M TepeAo3UpOBKa JIEKAPCTBEHHOI'O CPEJICTBA MOMKET
pUBECTU K ociabiieHuto ero 3ddexra. 3n0ynorpedieHne 3TUM JIEKapCTBEHHBIM
CPEIICTBOM MOKET BbI3BATh:

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

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

- aTpoHUI0 CIUZUCTON 00OTOUKH.

JlekapCTBEHHOE CPENICTBO CIEAYET XPAHUTh B HEJOCTYITHOM JJI IETEH MECTE.

4.5 B3aumojeiicTBHS ¢ IPYrMMH JIEKAPCTBEHHBIMHU CPeICTBAMH

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

Tpuyuxknuueckue  amwmuoenpeccaHmvl.  PUCK  TIOBBIIMICHUS  apTEPUATBHOTO
JTABJICHUS.

Cocyoocyxcusarowue cpeocmea: PUCK pa3BUTHUS NMOOOYHBIX peakuuid. M36erath
OJIHOBPEMEHHOTO Ha3HAYECHUS.

4.6 IlpumeHeHue BO BpeMsi 6epeMeHHOCTH U KOPMJIEHUS I'PYAbIO

be3onacHOCTh NPUMEHEHHSI OKCMMETA30JIMHA BO BpeMsl OEPEMEHHOCTH U B TIEPHOJ]
KOPMJICHHSI TPYABbIO HE YCTAHOBJEHA, OJHAKO HET OCHOBAHMM IIOJIAraTth, 4YTO
IIPUMEHEHUE  OKCHUMETA30JIMHA B  PEKOMEHAYEMBIX  JIO3UPOBKAX  MOXKET
NPEACTaBIATh OMacHOCTh. llpu npuMeHeHMu B Tmepuo] OEPEMEHHOCTH WU
IPYAHOTO BCKapMJIMBAaHMS HE CJIEAYET NMPEBBIIATH JO3UPOBKY. OKCHMETA30JMH
MOXET NPUMEHATHCS y MALUMEHTOK 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 TPYJIbI0 HE YCTaHOBJIEHA, Ucroyib3oBaHue Hosakap
MeHTO y 6epeMEeHHBIX U KOPMSALIUX KEHIIUH HE pEKOMEHAYETCS.

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

[Ipy mpuMeHEHWH B PEKOMEHAYEMBIX J03aX OKCHMETa30JMH HE OKa3bIBaeT
HEOJIaronpusITHOTO BO3/ICHCTBHS Ha CIIOCOOHOCTh K BOXKIECHUIO aBTOTPAHCIIOPTA U
paboTy ¢ MPUCTIOCOOICHUSMU U MEXaHU3MaMH.

[Ipu naUTEIBHOM TPUMEHEHUHW B JIO3WPOBKAX, MPEBBIIIAIONINX PEKOMEHIYCMEIE,
HEJb3S HWCKIFOYUTh BO3MOKHOCTH OOIIETO BJIMSHUS Ha CEPIACYHO-COCYIHUCTYIO
CUCTEMY M IEHTPAJIbHYI0O HEPBHYIO CHUCTeMy. B »TuX ciy4asx CrnocoOHOCTH
YIPABJISTH TPAHCIIOPTHBIM CPEICTBOM MOXKET YXYIIIATHCA.

4.8 [ToGouHoOe aeiicTBUE



Jlanapie 0  TOOOYHBIX  pEAKIUSIX  OCHOBBIBAIOTCS ~ HAa  CBEICHHSX
MOCTPETUCTPAIIMOHHOTO  MOHHWTOpHHTa Oe3omacHocTd. Yactora MOOOYHBIX
peakiuii ykazaHa B COOTBETCTBHH CO CIEAYIONIEH KiaccupuKaImei:

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

Co cmoponwsl opeanog Obixauus: 9acTo — OUIYIICHHUE IKEHUS, CyXOCTh CIM3UCTOM
HOCa, YMXaHHe, HEYacTo — TIOCJIE OKOHYAaHHSA MACUCTBHS — YCHWJICHHE OTeKa
CIIM3UCTON HOCA, HOCOBBIE KPOBOTEUCHUS; OYCHb PEJIKO — alHOd y MIIAJICHIIEB U
HOBOPOXKICHHBIX.

Co cmopoHbl HepeHOU cucmeMbl. OYEHb PEIKO — OECIOKONCTBO, OECCOHHUIIA,
yCTaJIoCTh, TOJOBHBIE OOJIH.

Co cmoponubl cepOeuHo-cocyOucmou cucmemol. PeIKO — TaXUKap/Ius, YCKOPEHHOE
cepaueduenue, nossieHue AJl, oueHb peKko — apuTMusl.

Co cmopoHbl nuwyesapumenvbHol cucmemsl. TOIIHOTA.

Mecmmuvie peaxkyuu: HEYaCTO — CYXOCTh U UYBCTBO AOKCHUS CIIM3UCTOM 0OOJIOUKH
HOCAa, YUXaHbE; PEJIKO — YYBCTBO 3aJI0KEHHOCTH HOCA.

Co cmopomubl CcKeNemHo-MblUeUHOU Cucmemsl: OYEHb PEIKO — cyaoporu (B
OCOOEHHOCTH y JIeTeH).
Co cmopoHbl UMMYHHOU  cucmemvl. OTHACIbHBIE ClIydaul — PEaKIuu

TUMEPYYBCTBUTEILHOCTH (QHTHMOHEBPOTHUYECKHI OTEK, KOXKHAs ChbIllb, 3Yy.);
KOHTAKTHBIN JEPMaTHT.

[IpoiokuTENEHOE TPUMEHEHUE U TIEPETO3UPOBKA MOTYT MPUBECTU K MOSIBICHHUIO
MEIUKAMEHTO3HOTO0 pHUHUTA. J[JIMTEIbHOE NTPUMEHEHUE MOXKET MPUBECTU K
MOBPEXJICHUIO DJIHUTENUA CIU3UCTOM OOOJOYKH C YrHETEHHUEM LUIHApHON
(GyHKUHMHA, YTO MOXET MPUBECTH K HEOOPATUMOMY MOPAXKEHUIO CIU3UCTON
000JIOUKHY Y Pa3BUTUIO aTPOYUUECKOTO PUHUTA.

[Ipy 1OSABIEHUH BBILIENIEPEUMCICHHBIX WA APYTUX, HE YKAa3aHHBIX B UHCTPYKLUH
CUMIITOMOB, CJEAYET NPEKPATUTh NPUMEHEHHE JIEKAPCTBEHHOI'O CPEICTBA WU
3aMEHUTh €r0 Ha JIEKApCTBEHHOE CPEIACTBO, HE COJAEpKallee KOMIIOHEHTOB,
BXOJAIIMX B COCTAB YKAa3aHHBIX B HUHCTPYKIMHU JICKAPCTBEHHBIX CPEICTB.

4.9 Tlepeno3upoBka

IIpr 3HAUUTENBHOW NEPEIO3UPOBKE WM CIIyYalHOM IIPUEME BHYTPb MOTYT
MOSIBUTBHCS CIEAYIOIINE CUMITOMBI: CYKE€HHE 3PAadyKOB, TOIIHOTA, PBOTA, [IUAHO3,
MOBBIIEHUE TEMIIEPATYpbl, TaxXWKapAus, AapUTMUs, KOJUIANC, YTHETEHUE
CEPACUYHOM  JEATENIbHOCTH, apTepuajbHas TUIEPTEH3Us, OTEK  JIETKHX,
JbIXAaTENbHBIE PACCTPOMCTBA. MOTYT MPOSBIATHCS NCUXUYECKUE PACCTPOUCTBA, a
TaK)Ke yrHeTeHue (QYHKIHM IIEHTPaTbHON HEPBHOM CUCTEMBI, COITPOBOKIAOIICECS
COHJIMBOCTBIO, MOHIKEHUEM TeMIlepaTypbl Tena, OpaauKapAuel, apTepuabHOM
TMIIOTEH3UEN, OCTAHOBKOMW JBIXaHUSA U BO3MOKHBIM Pa3BUTUEM KOMBI.

Jleuenue: [lpu nepeno3upoBKe, CBSI3aHHOM C MPUEMOM JIEKAPCTBEHHOIO CPEACTBA
BHYTPb, HA3HAYAETCSI IPOMBIBAHUE KEITYJKA, aKTUBUPOBAHHBIN YTOJIb.



5. dapmakoJiornyeckue cBOMcCTBa

dapMmakoTepaneBTHYECKas TPynna

I[CKOHI‘CCTaHTI)I H APYIUC HA3AJBbHBIC IIpCIIapaTtbl I MCCTHOI'O IIPHUMCHCHUA.

CHMIIAaTOMUMETHKH.
KO/ ATX: RO1IAAQ5

5.1 ®apmakoanHaAMU4YecKHe CBOICTBA

OKCHMMETa30JIMH  SIBISIETCS  (-aJpCHOMHUMETHKOM  TPSMOTO  JIEHCTBUSL  C
BBIPXEHHBIM COCYAOCYKUBAIOIIUM U JEKOHTECTUBHBIM JeiicTBHEeM. CBs3bIBaHUE
OKCHMETA30JMHa C 0-aIpeHOPEIENTOPAMUA MPUBOJUT K CYKCHHIO PACIIMPEHHBIX
apTepuoJl U YCTPAHEHHUIO OTEKa CIM3HCTOM 000sI0ukM Hoca. Takum oOpazowm,
MHTPaHA3aJIbHOE TNPUMEHEHHE OKCHMETa30JMHa BOCCTAHABIMBAET CBOOOJHOE
JbIXaHUE Yepe3 HOC U YIy4YIaeT OTTOK U3 OKOJIOHOCOBBIX Ma3yx. Oka3piBaeMoe
aZIpeHOMHUMETUYECKOE JIEHCTBUE CIOCOOCTBYET TAK)KE OTKPBITUIO U PACILIUPEHUIO
OPUIATOYHBIX MMa3yX HOca M €BCTaXxWeBOM TpyObl. B pesynbrare ynydmiaercs
JpEeHaX CeKpeTa M MpenynpexaacTcs OCaXKIACHHE OakTepuil Ha CIU3UCTOU
o0oyiouKe. YCTpaHEHHWE OTEKa CIU3UCTOM CIOCOOCTBYET BOCCTaHOBJICHUIO
a’palliy MPUJATOYHBIX Ma3yX HOCA, MOJOCTHU yXa, YTO MPEJOTBPAIIAET Pa3BUTHE
OaKkTepuaTbHBIX OCIOKHEHNH (TakMOpUTa, CHHYCUTA, CPETHETO OTUTA).

5.2 PapmakokuHeTHYECKHE CBOHCTBA

JanHuble  (QapMaKOKMHETHYECKUX HCCIEIOBAHUN Ha JIIOASX  HEJOCTYIIHBI.
N3BecTHO, UTO MpU HAHECEHUH HA CIU3UCTYIO 000JIOUKY MOJIOCTH HOCA MECTHOE
COCYAOCYKHMBAIOIIIEE JEUCTBUE JOCTUTACTCS B CPEIHEM B TeueHHE 5-10 MUHYT U
MpOJOJKAETCA HAa MNPOTSHKEHUHM — mnociefayrommx 12 yvacoB.  JleiicTBue
JIEKapCTBEHHOIO Cpe/icTBa Ha MpoTsikeHUU 10-12 yacoB MO3BONISIET IPUMEHSITh €T0
2 pa3a B cyTku. [Ipy MeCTHOM MHTpaHa3aJIbHOM MPUMEHEHUN B TEPANIEBTUUYECKUX
KOHIICHTpAIUSAX HEe 00J1a/1aeT CUCTEMHBIM JICUCTBUEM.

6. ®apmaneBTHUYECKHE CBOiCTBA

6.1 BecnmomorareJibHBIE BellleCTBA:

BOJIa OYHIIEHHAs, TJIMIEPUH, COPOUTON, TJIMIMH, HATPUS XJIOPHUA, OCH3AJIKOHUS
XJIOPUI.

6.2 dapmaneBTHYECKHE HECOBMECTUMOCTH

He u3BecTHBI

6.3 Cpok xpaHeHust

3 roga

He ucnonp30BaTh MOCIIE NCTEYCHUS CPOKA TOJTHOCTH, YKa3aHHOTO HA YITAKOBKE.
[Tocne BCkpoITHS (hIaKoHA MpernapaT rojIeH B TeUeHHe 1 Mecsiia.



6.4 YciaoBusi XxpaHeHust

XpaHuTh Npu TeMrnepaTtype He Bbiiie +25°C.
XpaHUTh B HEJIOCTYITHOM JIJISI ICTEW MECTE.

6.5 ®opma BhINIyCKa

PactBop 15 Ma B OenoM MONMATUICHOBOM (pIakoHE, CHAOXEHHOM IMOMIIOBBIM
JTO3UPYIONIAM YCTPOUCTBOM C KOJIMAdykoM — 1o 1 (urakoHy B OJHOW KapTOHHOU
[a4YKe BMECTE C MHCTPYKUUEHN IJIsl CIEUATIMCTOB U MAIIUEHTOB.

6.6 YcioBus oTnycka
OTtnyckatot 6e3 perenTa Bpaya.

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

8. Buaaesen TOproBoii JMLEH3UH /Bjajiesiel] perucTPaluoOHHOro
Y10CTOBEPeHU s

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

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

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

[IpencraButennpctBo kKommanuu «Papmakap [1JIC» B Pecniybnuke benapychs:
r.Munck, 220020 a/a 7.

e-mail: pharmacare@pharmacare.by

Caiit: www.pharmacare.by

9. Homep perucTpaiMOHHOIO yA10CTOBEpeHUsl
Ho3zakap cripeit Ha3anbHbIN 103upoBaHHbIil 007/429/15

10./laTa mepBoii perucTpanuu/mpoajieHusi perucTpanuu:
Ho3zakap cripeit HazanbHbIN no3upoBaHHbIi: 04/02/2006

11. JlaTa mocjieqHero nepecMoTpa 10KyMeHTAa
30.03.2017
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