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OBIIASI XAPAKTEPUCTHUKA JJEKAPCTBEHHOT'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O ITPEITAPATA
Kcunazon, 1 mMr/mi, cripeil Ha3aJlbHBINA
Kcunazomn, 0,5 mr/mi, cipeil Ha3anbHbIA

2. KAUECTBEHHBIN U KOJJMYECTBEHHBIN COCTAB

Kcunaszon, 1 wmr/mu, chnpeid HazanbHbId  coaepuT  KcuioMmerasonuHa — THIAPOXJIOPHI
(Xylometazoline) — 1 mr/mun;

Kcunazon, 0,5 wmr/mn, cmoped HasaueHbBIA  cofepkuT  KcumiomerasonuHa — TIMAPOXJIOPHI
(Xylometazoline) — 0,5 mr/mu.

BcnomorarensHble BELIECTBAa, HaJHYME KOTOPBIX HAJ0 YYHUTHIBAaTh B COCTaBE JIEKAPCTBEHHOTO
npenapara: O€H3aJIKOHUS XJIOPU.
ITonHbIi EepevyeHb BCIIOMOTaTeNbHBIX BELIECTB NIPUBEIEH B pasjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeit Ha3aIbHBIN.
ITpo3paunas mim cierka onajecuupyoomas 6ecrBeTHas )KUAKOCTb.

4. KIMHUYECKHUE JAHHBIE

4.1. ITokazaHusi K NPUMEHEHUIO

PHUHUTBI pa3IM4HOIO MPOUCXOXKICHUS.

Jlns obnerdyenus OTTOKa CeKpeTa MpU BOCMAIECHUAX MPUAATOUHBIX Ma3yX HOCA.

B kawyecTBe BCIIOMOTATENbHOM TEpamnuH MPU CPEJHEM OTUTE (U1 YMEHBIIEHHs OTeKa CIM3HMCTOM
HOCOTJIOTKH).

Jlnst o6neryeHust MpoBeJCHUS PUHOCKOIIHH.

JlekapcTBeHHBIH npenapat crpei Ha3anbHbI Kcunazon 0,5 Mr/mir nokasaH K NPUMEHEHHIO IETAM
ot 2 g0 12 ner.

JlexapcTBeHHBIH nperapar coped HaszalbHbIH KcuHazonm 1 Mr/mi moka3aH K NPUMEHEHHUIO
B3POCIBIM H JIeTSAM cTapiie 12 ner.

4.2. PexxuM J03UPOBAHUS U CNIOCOO MPUMEHEHHUS

Pexxum no3upoBanus

B3pocneiM 1 netsaM crapure 12 net — mo 1 BOPBICKMBAHUIO cripest HazanbHOro Kcunazon 1 mr/mi B
KaX/IbIH HOCOBOH XOJ1 3 pa3a B CYTKH.

Hetam ot 2 1o 12 netr — mo 1 BOpbeIcKHBaHUIO cripest HazanbHOro KcuHazon 0,5 Mr/min B Kax bl
HOCOBOM Xox 1-3 pa3a B CyTKH.

WnrepBan Mexmay NpUMEHEHHSIMH 103 JOJDKEH cocTaBiATh 8-10 vacoB. He ciemyeT mpuMeHATH
Oonee 3 pa3s B cyTku. [TocnenHee mpuMeHeHHe B ICHb XKeJIaTeNIbHO JIeJIaTh He3aI0JIro 10 CHa.

[Ipu puHHTE HE CIeayeT MPUMEHATD AoJble 7 qHel (cM. nHdopManuio B pasaene 4.4).

Oco0ble rpynnsl NaNUEeHTOB

Lemu

[Ipumenenne KcuHasoln cripeii MpOTHBOIIOKA3aHO y AeTeil B Bo3pacTe 10 2 neT (cM. paszen 4.3).

Crioco6 nmpuMeHeHus
NHuTpanasanbHO.



Iepes MpUMEHEHHEM JIEKaPCTBEHHOTO Npenapara He0OX0AMMO OYHCTUTh HOCOBBIC XO/IbI. }
Ilepen TpuMeHeHHEM IMperapara CleIyeT CHATh NPEJOXPAaHHTENBHOEC KONBLO H 3aMTHBIA
KOJINAaYyoK.

Ilepen MepBHIM HCIONB30BAHHEM HOBOTO (IakOHA WX TOCIE UIUTEIBHOTO IEPephiBa CICAYCT
HECKOJILKO pa3 HaXaThb Ha J03aTOp [0 IIOSBJICHHS PaBHOMEPHOIO pAaCHBLICHHA (pacmpLIATH
JNIEKapCTBEHHBIM TMpernapar B BO3AyX). HakoHEYHMK pacHbUIATENs CIEAyeT B BEPTHKAILHOM
IONIO’KEHMH BBECTH B HOCOBO XOA M OJHOKPaTHO HaXaTh HA pacmbuIMTeNb. B MOMEHT
BIIPBICKMBAHHSA CIELYeT MPOM3BECTH JIErKWH BIOX depe3 Hoc. IIpn HEOOXOAMMOCTH MpOLERYPY
ClIeAyeT MOBTOPUTH C APYTHM HOCOBBIM XOIOM.

[Tocne HCIONB30BAHMSA HEOOXOOMMO OYHUCTUTh HAKOHEYHHMK pACIBUIMTENS M 3aKPHITh €ro
3aLIMTHBIM KOJIIAYKOM.

JetsM oT 2 10 12 ner mpemapar NPUMEHSTh M0 PEKOMEHIALMHM Bpaya M MO HaboACHHEM
B3POCIIBIX.

4.3. IIpoTuBOoNoOKa3aHusA

- THIEPYYBCTBUTEBHOCTh K AKTHBHOMY BEILECTBY HJIM K JIOOOMY M3 BCIIOMOTaTENIBHBIX BELIECTB,
NepevYrcIeHHbIX B pa3zaene 6.1;

- 3aKpBITOYTOJIbHAS INIayKOMa;

- COCTOSIHHE TIOCJIe TpaHCC(hEeHOMOANbHON THUMO(U3IKTOMHM U JIPYTHX XUPYpPrHYECKHX
BMEIIATEIbCTB Ha MO3TOBBIX 000JI0OYKaxX (B aHAMHE3E);

- CyXOH pHHMT;

- aTpopUUECKUIl pUHUT;

- IeTCKHii Bo3pact 1o 2 siet s Kennason, cripeit HazanpHbli 0,5 Mr/mi;

- IeTcKui Bo3pacT 1o 12 set ms Kennason, cnpeit Ha3anbHbIA 1 Mr/min.

4.4. OcoOble yka3aHusi 1 Mepbl NPeI0CTOPOKHOCTH NIPH NPHMEHEHUH

He cnenyer mpuMeHsTh Gonee 7 QHEH: MPOAOIDKUTEIBHOE HIIM YPE3MEPHOE MCIIOIb30BaHHE MOXKET
IPUBECTH K Pa3BUTHIO MEIHKAMEHTO3HOr0 puHHUTA. He npeBblaTh pEKOMEHI0BaHHBIE T03bI.
CrenyeT ¢ OCTOPOXKHOCTBIO NPHUMEHATh Yy TAIMEHTOB C TOBBIIIEHHOW YyBCTBUTEIBHOCTBIO K
CHUMITaTOMMMETHKAM, YTO MPOSBIISIETCS TAKUMH CHMIITOMaMH Kak OECCOHHMIIA, TOJIOBOKPYXEHHE,
TPEMOp, CepACYHAsI ADUTMHS U MOBBILICHHOE aPTEPHATIBHOC AaBJICHHE.

CrnemyeT MPUMEHATH C OCTOPOXXHOCTBIO Y MALMEHTOB C THUIEPTOHMEH, CEPACYHO-COCYIAMCTHIMH
3a00NeBaHUAMY (HaNpUMep, CHHIPOMOM yJUIMHEHHOro uHTepBana O7), rTUIEPTHPEO30OM, CaXapHbIM
nuabeToM, (eOXpOMOLIMTOMOM, THITEpIUTIa3Uei MPEeICTaTEIbHON JKEIe3bl.

[TanueHTH ¢ CMHAPOMOM YAJIMHEHHOro HMHTepBana (7, modydarolHe KCHIOMETa30JMH, MOTYT
HIOJIBEPIaThCsl MOBBIIIEHHOMY PUCKY Pa3BUTHUA CEPHE3HBIX XKETYA0YKOBBIX apUTMHUH.

[Ipenapar comepkUT OCH3ANKOHHUS XJIOPHJI, KOTOPBIH MOXET BBI3BIBATH DPAa3JPAXECHUEC WIH
BOCIaJIEHHE CIU3HCTON 000JI0YKH HOCa, 0COOEHHO NPH AJTHTEILHOM IPUMEHEHHMH.

4.5. B3aumopneiicTBHEe ¢ JPYrHMH JIEKAPCTBEHHBIMH NpenapataMH Hu JApyrue (opmbl
B3aHMOJeHCTBHUA

CHCTCMHOC ZleﬁCTBI/Ie KCHJIIOMETA30JIMHa MOXET YCHIIUBATHCA IIPH OOJHOBPEMEHHOM IIPUMCHECHHH C
TPpHU- UIIN TETPAUKINYCCKUMH AHTUACTIPECCAHTAMHU H CUMITATOMHUMETHKAMHU, OC06CHHO B cnyqae
NNEPEAO3UPOBKHU KCHUHIIOMETA30JIMHA. KCHHOMeTaBOHHH CHOCOGGH YCHIIUTDH ﬂeﬁCTBHe HHFHGI/ITOpOB
MOHOAaMHHOOKCHJAa3bl H, KaK CJII€ACTBHUEC, BBI3BATH FHHepTOHI/I‘IeCKI/Iﬁ KpHu3. He PEKOMEHAYETCA
IIPUMCHATH KCI/IHaISOJ'I MNanmueHTaM, II0JIYy4YarolluM HHFH6HTOpBI MOHOAMHWHOOKCHUIA3bl HIIHU
IIOJIyJaBIIMM HX B TCEYCHHEC 2 HEACIb, MNPEAIICCTBYIOIIUX Ha4ally IPUMCHCHH npenapaTa
Kcunazoun.

4.6. PepTHIBLHOCTb, 0ePEMEHHOCTD H JIAKTALMSA

bepemeHHOCTD
B CBA3M C BO3MOXHBIM IIPOSABICHHEM CHCTEMHOTO COCYJOCYKHBAIOIETO JCHCTBUS HE

PEKOMEHIOYETCSA IPUMEHSATH Kcunazon B Nnepuoa 6€pemeHHocm.
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[ToCKOJIbKY HEM3BECTHO, MPOHHUKACT JIM KCUJIOMETa30/HH B rpyHOE MOJIOKO, HE PEKOMCHIYCTCA
npuMeHsTs KcHHA301 B EPHOJ IPYAHOTO BCKAPMITHBAHFT.

DepTHUIBEHOCTD 3
JlaHHBIE O BIMSHMH KCHJIOMETa30JIMHa Ha (GepTHIBHOCTD, a TaKKE pe3yJbTaThl HUCCIEI0BAHHH,

IIPOBCACHHBIX Ha >KUBOTHBIX, OTCYTCTBYIOT. IlockonbKy CHCTEMHOC BO3JIEMCTBUE IIPU MECTHOM
NNPpUMECHCHUH KCWJIOMETA30/JIMHA SABJISICTCSI OYCHb HU3KUM, €ro BIUAHHC Ha q)epTI/IJlBHOCTI)
MaJIOBEPOATHO.

47. Biusiuue HA CNOCOGHOCTH YNPABJIATH TPAHCIOPTHBIMH CPEICTBAMH H paborath ¢
MeXaHH3MaMH

KCHIOMETa30/IMH B J03UPOBKAX, MPEBBIAIONINX PEKOMEHIyEMbIE, MOXKET BIATE Ha CII0COOHOCTH
YIIPaBIsATh TPAHCHOPTHBIM CPEICTBOM HIIH 06OpyIOBaHHEM, IMOCKOJIBKY BO3MOXHO pasBUTHC
CHCTEMHOTO COCY/I0CYXUBAIOLIET0 AEHCTBHA.

4.8. HexxestaTesIbHbIE PeAKIHH

KpuTepyn 4acTOTHl BO3HUKHOBEHMS HEXENaTCIbHBIX peakIui: OYeHb 4YacTo (=1/10); uacto (ot
>1/100 no <1/10); Hedacto (ot >1/1000 mo <1/100); penko (ot >1/10000 mo <1/1000); o4eHb peAKO
(<1/10000).

HapyiieHus co CTOPOHbI HMMYHHOU CHCTEMBL:

Ouenb pedko: peakiluy TUIIePIyBCTBUTENBHOCTH (ChIIb, 3y, AHTHOHEBPOTHYECKHI OTEK).

Hapyiienus co CTOPOHBI HEPBHOM CHCTEMBI:
Yacmo: Ton0BHAas 00JIb.

Hapymenus co CTOPOHBI OpraHa 3peHHs:
Ouenb pedko: BPEMEHHOE HAPYILCHUE 3PCHUA.

HapyuieHus co CTOPOHBI CEpAINA:
Ouenb pedko: cepJiedHas apuTMusl, YJalllCHUE TTyIbCa.

HapyiieHus co CTOPOHBI COCY/IOB:
Ouenb pedko: THIIEPTOHHUS.

HapyIleHus co CTOPOHBI IBIXATEIBHON CHCTEMbI, OPraHOB IDY/IHON KIICTKH U CPEIOCTEHHA.
Yacmo: cyxXocTh W OUCKOMGOPT €O  CTOPOHBI CIM3UCTOM O00OJOYKM HOCA, JOKEHHE,
MeIUKaMEHTO3HbIM PUHHUT.

Heuacmo: HOCOBOE KPOBOTEYCHHUE.

Keny104HO-KUIICYHBIC HAPYIIICHHS:
Yacmo: TOLIHOTA.

O61ie HapyIIeHNs U PEaKIMK¥ B MECTE BBEICHHUA.

Yacmo: OUTyIIEHHE XOKEHUsT B MECTE TIPUMEHEHUA.

Coobwenue 0 n0003pesaemolx HedHceNamenbHblX PeaKyuix

BakHO co0OmATH O TOJO3PEBAEMBIX HEXENATENbHBIX —PEaKIUAX MOcae  perucTpalit
JIeKapCTBEHHOTO TpEnapaTa ¢ LENbi0 00ECTIedeHHs] HENMPEphIBHOr0 MOHMTOPHHIA COOTHOUICHHA
«IOJIB3a-PHCK»  JIEKAPCTBEHHOTrO mpenapara. MeunMHCKIM pabOTHHKaM PEKOMEHIYeTCs
COO0BIIATh O JIFOOBIX MO03PEBAEMBIX HEXEIIATEIBHBIX PEaKLHsX JICKapCTBEHHOrO MpenapaTa 9epes
HAIMOHAIBHYIO CHCTEMY COOOLIEHHs O HEXENIaTeIbHBIX PEaKLIHX.

KOHTaKTHBIC JaHHBIE JUIS COOOLICHHH 0 HexenaTenbHbX peakuusx: «PVYII «IlleHTp 2KCHIEpPTU3 U
WCTIBITAHMI B 37paBooxpaHeHmm»  http://www.rceth.by;  anpec DIIEKTPOHHOM  IOYTHI:
repl@rceth.by».

4.9. Ilepeno3upoBKa

W36LITOUHOE MECTHOE TMPUMEHEHHE KCHIIOMETa30JIMHa HIIH clydyaiiHOe MPOTJIATBIBAHME MOTYT
BEI3BATh CHUMITATOJUTHYECKOE ACHCTBHE, BKIIOYas YTHCTCHHE MHC (mampumep, COHJIMBOCTD,
KOMY), THIIEPTOHMIO WJIM THIIOTOHHMIO, TaXUKAPAHIO 6panukapauio. Taxke MOTYT BO3HHKHYTDH
CHMIITOMBI CO CTOPOHBI JKEIyJIOYHO-KULICYHOIO TPAaKTa, TAKUE KaK TomHOTa ¥ pBoTa. MHbIC
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CHMITTOMBI — BJIEIHOCTD, Ype3MEpPHOE MOTOOT/ENCHHE, THIIOTEPMHUS, CY)KEHHE 3payka, yTHETCHHE
JIbIXaHUS, aTAKCHs U TPEBOTA. 2627 p-2018
CHMIITOMBI TSKEJION CTEIeHH T0CiE CIyYaiHOro M30bITOYHOrO NPUMEHEHUS HE HaOJII01aNUCh. Y
OIJHOTO HOBOPOXIEHHOTO (BO3pacT 2 HeJelH) NPUMEHEHHE 1 xarmm 0,1 %-HOro pacrBopa B
KaXX/IbIii HOCOBOM XOJ IIPHBEJIO K KOME.

YV MaleHbKHX AeTeil mpuMeHeHHe mpenapara g0 0,5 MI/KT Beca Tella HE BBI3BANIO KIMHHYCCKH
peNeBaHTHBIX CHMIITOMOB. B CBA3M ¢ OTCYTCTBYIOIIMMH NAHHBIMH MPUMEHCHHIA gonee 0,5 Mr/xr
Beca Tella CHMIITOMBI TSDKEJIOH CTeNeHH He MOTYT ObITh MCKIIFOYEHBI. B TakuX cilydasx MOKa3aHbI
MEIMIMHCKOE HAOIIOJeHHe TI0CI€ KOHCYIbTAMH C ONBITHBIM ~BPadOM-KIMHUIHCTOM  HIH
TOKCHKOJIOTMUECKAM HH(MOPMALMOHHBIM LIEHTPOM M IPHEM Pa30BO#i 103l aKTUBUPOBAHHOIO yIJLsl.
Crenuduueckoro aHTuaoTa HeT. JledeHHe CHMNTOMATHYECKOE; IMPH OpanuKapAu¥ NPUMEHUTH
aTPOIIHH.

5. DAPMAKOJIOTMYECKHUE CBOMICTBA
5.1. @apmakoIMHAMHYECKHE CBOMCTBA

dapmakoTepaneBTiyeckas rpynmna; JIeKOHreCTaHTbl M ApYTHE CPEICTBA LA MECTHOTO IPUMEHEHHMS.
CHMITAaTOMHUMETHKH.

Kog ATX: ROIAAOQ7.

KCHIIOMETa30/IMH SBISETCS CHMIATOMUMETHYECKHM CPEICTBOM, KOTOPOE OKa3bIBAET JEHCTBHE HA
0-a[peHEpPrUYecKie PEeLeNTOPhl CIU3HUCTOH 000I09KH HOCA.

[Ipy MpUMEHEHHH B HOC BBHI3BIBAET CY)XEHHE KPOBEHOCHBIX COCYIOB CIIM3UCTOH HOCA, yCTpaHsisd,
TaKUM 00pa3oM, OTEK CIM3UCTOH 000J0YKH HOCA U HOCOTJIOTKH. O6JieryaeT HOCOBOE JIbIXaHUE.
JlelicTBYE HACTYIACT Yepe3 HECKOIBKO MUHYT U ITPOJIOJDKACTCS B TCUCHHUC 10 gacos.
JlexapcTBeHHbIi npenapar KciHason He HapymaeT QyHKIUHY MepLaTeNbHOr0 SN TN

5.2. ®apMakoKHHeTHYeCKHEe CBOMCTBA

IIpi MECTHOM MPHUMEHEHHH KCHIIOMETA30/IHH IIPAKTHYECKU He abCcopOHpyeTes, ero KOHUEHTPAHH
B IJIa3ME HACTOJIBKO Mallbl, YTO MX HEBO3MOXHO ONPEJIETUTh COBPEMEHHBIMH AHATMTHICCKHUMH
METO/aMH.

5.3. JlaHHBI€ 10 JOKJIHHHYECKOH 0€30I1acCHOCTH
KcwioMeTa3onuH HE OKa3plBaeT MyTareHHoro jeiictBusa. Ilocie IMOAKOXHOrO BBEACHHA
KCHJIOMETA30JIMHA MBIIIAM H KPhICaM TepaToreHHsIX 3G eKToB He HabII0AaIO0Ch.

6. PAPMAIIEBTHYECKHUE CBOMCTBA

6.1. IlepeueHn BCIOMOraTe/IbHBIX BEIIECTB
Harpus auruapodocdar quruapar
Junatpus ¢pocdar quruapar

Junatpus sgerat

benzankonus xymopuna

Copburon

Hatpus xnopun

['unpomennosa

Bona ounmenHas

6.2. HecoBMeCcTHMOCTB

He npumenumo.

6.3. Cpok roqHocTH

3 roga.

Iocre BCKphITHA (JIakOHA Mpenapar XpaHuTh He Gosee 3 MecALeB.

6.4. OcoOble Mepbl MPEI0CTOPOKHOCTH NMPH XPAHEHHH
IIpu Temneparype He Bbiule 25 °C, B 3alMIICHHOM OT CBETa MECTE.

6.5. Xapakrep 1 Coep>KUMOe NIePBHYHON YTIAKOBKH
ITo 10 M wim no 25 M BO (1akOHE MOJMITHICHOBOM, YKYNOPEHHOM HacaJKOW-pacrbUINTEIeM C
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3AIIATHBIM KOJIITAYKOM, C HHCTPYKIMEN [0 MPUMEHEHHIO B MAUKE KapTOHHOM.
He Bce pa3Mepbl YIIAaKOBKH MOTYT OBITb JOCTYIIHBI UL pEAT3alliH. 2627 R-201¢
6.6. Ocobble Mepbl NPEJOCTOPOKHOCTH NPH YHUYTOKCHHH HCIO0JIHL30BAHHOI0 JIEKAPCTBEHHOI0
mpenapara WIH OTXO[0B, NOJYYeHHBIX MOC/Te MPHUMEHEHMs JIEKAPCTBEHHOT0 TpenapaTra MM
paboTBI ¢ HUIM

HeTt 0co0bIX TpeOOBAHHM K YTHIH3ALMH.

6.7 IopsigoK OTITyCKA U3 aNTeK

be3 penernra Bpaya.

7. JEPJKATEJIb PETUCTPAITUOHHOT'O YIOCTOBEPEHMAA

Pecny6nuka benapychk

000 «Pybukon», 210002, r. Bure6ek, yia. M. 'opskoro, 62b,

ten/daxc: +375 (212) 36-37-06, Ten.: +375 (212) 36-47-71,

e-mail: secretar@rubikon.by

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

22/10/2852

9. JTATA IIEPBUYHOM PErUCTPAIIMU (HIOATBEPXKJIEHUSI PErMCTPALIMMY,
NEPEPEI'UCTPAIIN)
Jlata nepsuuHOl peructpauuu: 27 asrycra 2018

10. JIATA IEPECMOTPA TEKCTA
10/2022



