OBILIAA XAPAKTEPUCTHUKA ITPEITAPATA

HO3AKAP MEHTO

1. HammeHoBaHHEe JEKAPCTBECHHOI'0O CpeacCTBa
Hozakap Menro, Nosacare Mentho

2. MexayHapoaHoe HeMATEHTOBAHHOE HA3BaHHE
Oxymetazoline (OxcuMeTa3oauH)

KayecTBeHHBIH U KOJIMYECTBEHHBIH COCTaB

1 M pacTBOpa COJIEPKUT:

AKTUBHBIEC MHIPEAUECHTBI: OKCUMETA30JIMHa Tuapoxsiopus 0,5 mr;
BCIIOMOTATeJIbHBIC  BEIIECTBA: BOJa  OYMINCHHAs, TJIMICPHH, COPOHUTOII,
MPONUJICHTJIUKOJIb, TJIUIUH, TBUH 80, 3BKAJIUIITOBOE MACII0, MEHTOJ, OCH3JIKOHUS
XJIOpU.

Kparkas xapaKTepucTHKA rOTOBOM JIeKapCTBEHHOH (GOpMbI
[Ipo3paunsblii, 0eCUBETHBIN PACTBOP € 3aI1aXOM MEHTOJIA.

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 MeHTo) 1o 1 BIIpBICKUBAHUIO B KaXAbld HOCOBOM X0/ 2-3 pa3a B CyTKHU.
[IpoI0IKUTENBHOCTD Kypca JIEYEHU S-7 CYTOK.

J103bl BBIIIIE PEKOMEHJIOBAHHBIX MOXXHO MPUMEHSTH TOJBKO TOJ HAOIIOJACHHUEM
Bpaya.

4.3 IIpoTUBONOKA3AHMS S

- TIOBBIINICHHAs  YyBCTBUTEIBHOCTh K  OKCHMETA30JMHY WA  JPYTHM
WHTPEIMEHTaM JICKapCTBEHHOTO CPEJICTBA B aHAMHE3E;

- arpoUUECKUN PUHUT;

- 3aKpBITOYroJbHas IJIayKOMa;

- JIETCKHUI BO3pacT J10 6 JIeT;

- COCTOSIHHE TIoclie TpaHCCPEHOMTATHPHOM THUIMOMHU3IKTOMUU WM  JIPYTHUX
XUPYPrUIECKUX TMPOIEAYP, KOTOPhIE MOTJIM MPUBECTH K TMOBPEXKJACHUIO TBEPIOU
MO3TOBOM 000JIOUKH;

- SIWICTICHS U CYIOPOXKHBIM CHHAPOM B aHaMmHe3e, BKIodas (HeOpuIbHbIe
CYZIOpOTH.

C OCTOpPOKHOCTBIO:

VY manueHToB, NPUHUMAIOIMIMX HWHTHOUTOPHl MOHOAMHHOKCH[IA3bl M JpYyTrUe
JIEKaQpCTBEHHBIE CPEJACTBA, CHOCOOCTBYIOIIME TOBBIIICHUIO apTEPUATLHOTO
napieHuss B miepuon a0 10 mHEW mociae WX MPUMEHEHHS; MPU TMOBBIIIEHHOM
BHYTPUIJIQ3HOM  JIaBJICHUHM,  BBIPQXKEHHOM  aTE€pPOCKIEpO3€,  TaxuKapIuH,
dbeoxpomoniToMe, B Mepuoa OEpeMEHHOCTH W JIaKTaIluH, MPU TSHKENbIX (opmax
CEPJIEYHO-COCYIUCTHIX 3a00JIeBaHMil (apTepuanbHasi TUIIEPTCH3US, CTEHOKAPIMS);
IPU TUPEOTOKCUKO3€E U CaxapHOM JuadeTe; MpHu J00pOKaueCTBEHHOW TUTepILIa3uu
MpeCcTaTeNbHOM JKele3bl, Tophupuu.

4.4 Mepbl NpeaoCTOPOKHOCTH

He nonmyckars nonajgaHus J€KapcTBEHHOTO CPEICTBA B Iias3a.

Crnenyer coOmroaaTh OCTOPOKHOCTh MPU MPUMEHEHUH JIEKAPCTBEHHBIX CPEICTB,
collepKallluX  OKCHMETA30JIMH, Yy MallMeHTOB C  CepJeYHO-COCYAUCTHIMU
3a0oneBaHusIMUA  (apTepuaibHasi TUNEPTEH3Hs, CTEHOKApAUS, TaXUKapaus,
BBIPDOKEHHBIM  aTEpOCKIIEpPO3),  TUPEOTOKCHUKO30M,  (HeOpOXpOMOIIMTOMOMH,
MOBBIIIIEHHBIM BHYTPHUIJIA3HBIM JaBJICHUEM, CaxapHbIM auabetom, mopdupuen,
py T00POKAYECTBEHHON THUMEPIUIA3UH MPEJCTATEIIBHON KEIE3bI.

Hozakap MeHTo comep uT OCH3aJIKOHHS XJIOPUA U MPOMUICHTINKOIb, KOTOPBIN
MIPU HAHECEHUU Ha KOXKY U CIIM3UCTHIE MOKET BBI3bIBATh Pa3ApaKCHUE U MECTHbIC
KOKHBIE PEaKINK (HapuMep, KOHTAKTHBIN 1€pMAaTHT).



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 TMOBBIINICHHUS apTepuaibHOro napieHus. He ciemyer
Ha3HauaTh TMpernapaTbl OKCHUMETAa30JIMHA Ha TNpoTshkeHuu 14 jaHed mocne
npeKpaiieHus npuema uHruoutTopos MAO.

Tpuyuxknuueckue  amwmuoenpeccaHmvl.  PUCK  TIOBBIIMICHUS  apTEPUATBHOTO
JTABJICHUS.

Cocyoocyxcusarowue cpeocmea: PUCK pa3BUTHA MOOOYHBIX peakuuid. M30erathb
OJIHOBPEMEHHOTO Ha3HAYECHUS.

4.6 IlpumeHeHue BO BpeMsi 6epeMeHHOCTH U KOPMJIEHUS I'PYAbIO

be3onacHOCTh NPUMEHEHHSI OKCMMETA30JIMHA BO BpeMsl OEPEMEHHOCTH U B TIEPHOJ]
KOPMJICHHSI TPYAbIO HE YCTAHOBJIEHA, OJHAKO HET OCHOBAHMM IIOJIAaratrh, 4TO
IIPUMEHEHUE  OKCUMETA30JIMHA B  PEKOMEHAYEMBIX  JIO3UPOBKAX  MOXKET
NPEACTaBIATh OMacHOCTh. llpu npuMeHeHMu B Tmepuo] OEPEMEHHOCTH WU
IPYAHOTO BCKapMJIMBAaHMS HE CJIEAYET NMPEBBIIATH JO3UPOBKY. OKCHMETA30JMH
MOXET NPUMEHATHCS y MALUEHTOK JAHHOM TIPYIIBI TOJBKO ITOCJE TIIATEIBHOU
OLICHKHM COOTHOULIEHUS PUCKA U IIOJIb3BI U1 MATEPH U TUIOA.

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 BOJKAE€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 ¢ MPUCTIOCOOTICHUSIMH 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 YXYIIATHCA.



4.8 [To0ouHoOe aeiicTBHE

JlanHple 0  MOOOYHBIX  PEAKIUAX  OCHOBBIBAIOTCA  HA  CBEJCHHSIX
MOCTPETUCTPAIIMOHHOTO ~ MOHHWTOpHHTa Oe3omacHocTd. YacTora MOOOYHBIX
peakiuii ykazaHa B COOTBETCTBHH CO CIEAYIOMIEH KiaccupUKaIiei:

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

Co cmoponsi opeanog Obixanus: 4acTo — OUIYIICHHUE JKKEHUS, CYXOCTh CITU3UCTOM

HOCa, YHUXaHHMC, HCYACTO — IIOCJIC OKOHYAaHUA I[CﬁCTBH)I — YCHJICHHUC OTCKa
CIIM3UCTOM HOCAa, HOCOBLIC KPOBOTCUHCHUA; OYCHb PCAKO — aIllHO3 Y MJIAJICHIICB U
HOBOPOKICHHBIX.

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

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

Co cmoponbl nuwesapumenbHol cucmemsl. TOIIHOTA.

Mecmmuvie peaxkyuu: HEYaCTO — CYXOCTh U UYBCTBO AHOKCHHS CIIM3UCTOM 0OOJIOUKH
HOCA, YNXAHBE; PEAKO — UYBCTBO 3aJI0)KEHHOCTH HOCA.

Co cmopomnbl CKeNemHO-MblUEeUHOU CUucmemsl: OYEHb PEIKO — Ccyaoporua (B
OCOOEHHOCTH y JIETEH).
Co cmopoHbl UMMYHHOU  cucmembl. OTHEIBbHBIE CIIydaul — PEaKIUu

TUTIEPYYBCTBUTEILHOCTH (QHTHOHEBPOTHYCCKUN OTEK, KOXHAs ChBIlb, 3Y.);
KOHTaKTHBIN JCPMATHUT.

[IpomomwkuTensHOE TPUMEHEHNE W TIEPEIO3UPOBKA MOTYT MPUBECTH K MOSBICHUIO
MEIUKAMEHTO3HOTO pHWHHTA. J[TUTEeIhHOE TPUMEHEHUE MOXKET TPUBECTH K
MOBPESKJICHUIO DJIHUTEINS CIW3UCTOM OOOJOYKH C YrHETCHHUEM ITWIHApHOMN
GyHKIUHA, YTO MOXXET MPUBECTH K HEOOPAaTUMOMY TMOPAKEHUIO CIU3UCTOMN
000JIOUKHU Y Pa3BUTUIO aTPOUUECKOTO PUHUTA.

[Ipu 1OsIBIIEHNUH BBILIETIEPEYMCIICHHBIX WU APYTUX, HE YKAa3aHHBIX B UHCTPYKIUU
CUMIITOMOB, CJIEAYET NPEKPATUTHh NPUMEHEHHE JIEKAPCTBEHHOI'O CPEICTBA WU
3aMEHUTh €r0 Ha JIEKApCTBEHHOE CPEIACTBO, HE COJAEpKallee KOMIIOHEHTOB,
BXOJAIIMX B COCTAB YKAa3aHHBIX B MHCTPYKLMHU JICKAPCTBEHHBIX CPEJICTB.

4.9 Ilepeno3upoBKa

IIpr 3HAUUTENBHOW NEPEIO3UPOBKE WM CIIyYalHOM IIPUEME BHYTPb MOTYT
MOSIBUTBHCS CIEAYIOIIME CUMITOMBI: CYKE€HHE 3PAdyKOB, TOIIHOTA, PBOTA, [IUAHO3,
MOBBIIEHUE  TEMIIEPATYpbl, TaxXWKapAus, AapuUTMUs, KOJUIANC, YTHETEHUE
CEpPACUYHOM  JEATENIbHOCTH, apTepuaibHas  TUIEPTEH3Us, OTEK  JIETKUX,
JIbIXaTEJIbHBIE PACCTPOUCTBA. MOTYT NPOSABIATHCS NCUXUUYECKUE PACCTPOUCTBA, a
TaK)Ke yrHeTeHue (QYHKIHMM IIEHTPaTbHON HEPBHOM CUCTEMBI, COITPOBOKIAIOIICECS
COHJIMBOCTBIO, MOHMIKEHUEM TeMIlepaTyphl Tena, Opaaukapaueil, apTepuaabHOU
TMIIOTEH3UEN, OCTAHOBKOM JBIXaHMS U BO3MOKHBIM Pa3BUTHEM KOMBI.



Jleuenue: Ilpu nepeno3upoBKe, CBI3aHHOW C MPUEMOM JIEKAPCTBEHHOIO CPEACTBA
BHYTPb, HaA3HA4YAaCTCs IPOMBIBAHUE KEIIYIKA, aKTUBUPOBAHHBIN YIOJIb.

5. dapmakoJioruyeckue cBOcTBa

®apMmakoTepaneBTHYECKAs TPynna

JIeKOoHrecTaHThl M JApYrue Ha3ajbHbIE Mpenaparbl JJI1 MECTHOTO MPUMEHEHUS.
CUMITaTOMUMETHUKH.

KOJ{ ATX: ROLAA05

5.1 ®apmakoauHaMHYecKHne CBOMCTBA

OKCcHMETa30JIMH  SIBJISIETCS  0-aJIPEHOMUMETUKOM  MPSAMOIO  JIEUCTBHUS  C
BBIPKEHHBIM COCYJIOCYKUBAIOUIUM U JEKOHT'€CTHUBHBIM JeiicTBUEM. CBs3bIBaHUE
OKCUMETA30JIMHa C 0-apEHOPELENTOPAMH MPUBOAUT K CYKEHUIO PAaCHIMPEHHBIX
apTepuoi W YCTPAHEHHUIO OTEKa CIM3MCTON 000104kM Hoca. Takum o0pasowm,
MHTPaHA3aJIbHOE TMPUMEHEHHE OKCHMETa30JMHa BOCCTAHABIMBAeT CBOOOJHOE
JBIXaHNE Yepe3 HOC M YIYYIIaeT OTTOK M3 OKOJIOHOCOBBIX MNa3yx. Oka3blBaeMoe
aIpeHOMHUMETUYECKOE JIEHCTBUE CIOCOOCTBYET TAK)KE OTKPBITUIO U PACIIUPEHUIO
OPUIATOYHBIX MMa3yX HOca M €BCTaxWeBOM TpyObl. B pesynbraTe ynydmiaercs
JpEHaX CeKpeTa M MpenynpexaacTcs OCaXKIACHHE OakTepuil Ha CIU3UCTOU
o0oyiouke. YcTpaHEHHUE OTEeKa CIM3UCTOM CHOCOOCTBYET BOCCTaHOBIICHHUIO
a’palvy NPUJATOYHBIX MAa3yX HOCA, MOJOCTH yXa, YTO MPEAOTBPAIIAET Pa3BUTHE
OaKTepHAIbHBIX OCJIOKHEHU (rallMOpUTa, CAHYCUTA, CPETHETO OTUTA).

5.2 PapmakokuHeTHYECKHE CBOWCTBA

Jlanuple  (apMaKOKMHETHYECKUX WCCIENOBAaHUN HA  JIIOJAX  HEJOCTYIHBI.
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
JIEKapCTBEHHOIO Cpe/icTBa Ha MpoTsixeHnU 10-12 yacoB MO3BOMISIET TPUMEHSTH €TI0
2 pa3a B cyTku. [Ipy MECTHOM MHTpaHa3aJIbHOM NMPUMEHEHUN B TEPANIEBTUUYECKUX
KOHIICHTpAIUSAX HEe 00J1a/1aeT CUCTEMHBIM JICUCTBUEM.

6. ®apmaneBTHYECKHE CBOIiICTBA

6.1 BcmomorareiibHbIE BelllecTBA:
BOJIa OYHIIEHHAs, TJUILEPUH, COPOUTOJ, MPOMMICHIJIUKOJb, TIWULIMH, TBUH 80,
HBKAJMIITOBOE MACJI0, MEHTOJI, O€H3aJIKOHUS XJIOPHI.

6.2 ®apmaneBTHYECKHE HECOBMECTUMOCTH
He u3BecTHbI



6.3 Cpox xpaHeHus

3 roma

He ucnons30BaTh 1Mocie UCTEYEHUS! CPOKa FOJHOCTH, YKa3aHHOTO Ha YIaKOBKeE.
[Tocne BckpeITHs (hi1akoHa Mpernapar rofieH B TeueHue 1mecsia.

6.4 YcoBuSI XpaHEeHUsI

XpaHuTh Npu TeMiiepaType He Boiiie +25°C.
XpaHUTh B HEJIOCTYITHOM JIJISI IETEU MECTE.

6.5 ®opma BBINyCKA

PactBop 15 Mi B 0eloM MOIMATHIEHOBOM (hJIaKOHE, CHA0KEHHOM IOMITOBBIM
JO3UPYIOIIUM YCTPOMCTBOM C KOJMAuykKoM — 1o 1 (uiakoHy B OJHOM KapTOHHOM
Mayke BMECTE C UHCTPYKIMEHN JUIsl CIEHUAIIMCTOB U MAI[UEHTOB.

6.6 YcioBus oTnycka
OTtnyckatot 6e3 perenTa Bpaya.

7. Wndopmanusi o npousBoauTesIC
®apmakap IIJIC, INlanectuna nns ®dapmakap Mut. Ko./I'epmano-Ilanectunckoe
CoBmecTHOE TpeAnpusTHE

8. Buaaesen TOproBoii JMLEH3UH /Bjajiesiel] perucTPaluoOHHOIr0
yI10CTOBepeHUs

®apmaxap Unt. Ko./T'epmano-ITanectunckoe CoBMECTHOE MPEANPUATHE

FOpunnueckuiianpec: [lanectuna, Pamanna, Anmacuon, yia. Omun 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 yA0cTOBepeHus
Ho3zakap cnipeit HazanbHbIN 10o3upoBaHHbIil 007/430/15

10.laTa nepBoii perucTpauvu/MpoaJieHusi perucTpamum:
Ho3zakap crpeit HazanbHbIN 103upoBaHHbit: 04/02/2006

11. JlaTa mocjieqHero nepecMoTpa 10KyMeHTAa
30.03.2017
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