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OBLIASL XAPAKTEPUCTHKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOTI'O IIPEITAPATA
Hadazonnn-PyOukon, 1 Mr/mi, kamnam Ha3aibHBIE

2. KAYECTBEHHBIN U KOJIMYMECTBEHHBII COCTAB
1 M1 pacTBOpa COACPHKMUT:

aKTMBHOC BEIIECTBO: Haha30IMHA HUTPAT-1 Mr;

BcnomorarensHoe  BEIIECTBO, HATMYUE KOTOPOrQ HAJO0 YYMTBHIBATE B COCTABE JIEKAPCTBEHHOI'O
npenapara: 6eH3ankoHus xnopuna 0,1 mr/mi, kucnora 6opras 12,30 mr.

ITomHBIA CIMCOK BCIIOMOTaTEIbHBIX BEIECTB CM. B IYHKTE 6.1.

3. JEKAPCTBEHHAS ®OPMA
Kamm nazanpHsle.
[Tpo3pauHblii, GeCLIBETHBIH HITH YKEITOBATHINA pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1 Iloka3aHHusA K NPHMEHEHHIO

Jlns KpaTKOBpPEMEHHOT0 CHMIITOMATHYECKOTO JICYEHHs 3aJI0KEHHOCTH HOCA IPH PHHUTE, CHUHYCHTE,
CpeIHEM OTHUTE, OTEKE HOCOTJIOTKH.

B kauecTBe Tepanuu MepBOH JTMHHHM PEKOMEHIYETCS NMPOMBIBAHHE HOCA COJIEBBIM PAacTBOPOM. JlaHHBIM
JIEKapCTBEHHBIH MpenapaT peKOMEHIYeTCsl UCIOJIb30BaTh B KAYECTBE TEPANUN BTOPOH JIMHUH.
Hadazonun-Py6ukoH nokaszan B3pociasIM M NOAPOCTKaM crapiue 12 ner.

4.2 Pe:kuM 103UPOBAHMA H CIIOCO0 MPHUMEHEeHHUs

Pexxum 103upoBanus

B3pocnsie 1 mogpocTku ot 12 nert:

[To 2-4 xanay B KaXKABIH HOCOBOM X0 3 pa3a B IEHb C HHTEPBAJIOM HE MEHeEE 4 4acoB.

O6bem 1 kammm coctarnseT npudnuzurensHo 0,03 mi (uro sxBuBasieHTHO 0,03 Mr Hada3onuHa HUTpaTa),
MaKCHMaJIbHasl CyTo4YHas f03a 24 karuiu (okono 0,72 Mr Hada3oaMHA HUTPATa).

JlekapCTBEHHBIH NpenapaT MOXXHO HCIIOIb30BaTh B Te4eHHE 5 AHeH. Eciin HocoBoe OpIXaHHE CTAaHOBUTCA
CBOOOJTHBIM, NPUMEHEHHE IIpernapaTa MOXXHO 3aKOHYUTh paHblie. I[lOBTOpHOE IpUMEHEeHHE
JIEKapCTBEHHOT'O IIpernapaTa BO3MOXXHO TOJIBKO MOCIE NEPEPHIBA B HECKOIBKO JHEH.

Crioco6 npuMeHeHus

[lepen npuMeHeHHEM NpenapaTa | 4epe3 5 MUH M0CJIe ero NPUMEHEHHs] HE0OX0IMMO OYHCTHTh HOCOBBIE
xoznbl. CHATH KPBILIKY ¢ (UIakoHA mepex Hcnoyib3oBaHHeM. OTKIIOHUTh IOJIOBY Ha3aj B MOJIOXKEHUH CHAS
HJTH JIeYb, KOHYHK HAacaJKH MEpEeBEPHYTOr0 BBEPX JAHOM (p1akoHa BBECTH aKKypaTHO B OAHY M3 IOJIOBUH
HOCa, 3aKanaTh MpenapaT B KaXAYI IOJIOBHHY HOCA, aKKypaTHO HAaKJIOHHTH TOJIOBY M3 CTOPOHBI B
CTOPOHY HECKOJBKO pa3. [locie ucronp30BaHus OYHUCTUTh KOHYHK HACAKH, 3aKPBITh KPBIIKOH (IIaKOH.
®nakoH JOHKEH UCIOJIb30BAThCS TOJBKO OAHUM JIUIIOM M3-3a PUCKA Nepeiayd HHPEKLHH.

4.3 IIpornBOoNoOKa3aHus

— 'unep4yBCTBUTEIBHOCTb K ACHCTBYIOLIEMY BEILIECTBY M/HIIM K TI0OOMY U3 BCIIOMOIaTEbHbIX BEIIECTB,
NEepEYHCIICHHBIX B pazaene 6.1.

— Jletckuit Bo3pact 10 12 ner.

— [TauMeHTH! C apTepUanbHOM TMNEPTEH3UEN, aDUTMHEN HIIH THIIEPTHPEO30M.
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— 3aKpHITOYTONbHAs IIayKOMa.
— ATpo(H4eCKUid PUHHT.

4.4 OcoOble yka3aHusi M Mepbl NPeI0CTOPOXKHOCTH MPH NPUMeHEHHH

B kauecTBe Tepanmu NEpBOH JIMHUM DPEKOMEHIYETCS IPOMBITH HOC COJEBEIM DAacTBOPOM. JlaHHBI
JIEKapCTBEHHBIX NpEnapaT peKOMEHTyeTCsA MCI0JIb30BaTh B KAYECTBE TEPAlMH BTOPOM THHHU He Gonee 5
JHEHN moapsn.

M3-3a pucka pasBUTHA TSDKENOH TMIIEPTEH3MH HE PEKOMEHAYETCS Ha3HauyaTh IIperapar MaldeHTaMm,
npHHAMatoM HHrH6uTOpsl MAO. IIpuem Hada3onMHa I0MMyCKaeTCs HAYWHATD HE paHee ueM yepes 15
JHEH MocIie NMPEKpale s NpUMEHEeHU HHrubuTopoB MAO

He cnenyer ucnons3osats npenapar B npoQHIaKTHYECKHX LEIAX U B TEYEHHE LTHTENFHOTO BPEMEHH.
JlexapcTBeHHBI Npenapar MPOTHBOIMOKA3aH AeTAM 10 12 JjieT.

He rnotars.

JlexapcTBeHHBIH Mpenapar COAEPXMT GEH3aIKOHMA XJIOPHA, KOTOPBIH MOXET BBI3BIBATH Pa3PaKeHHE
WM OTEK CIIM3HUCTON 0060JI09KH HOCA, 0OCOOSHHO TPH AJTUTEILHOM HCIIONB30BaHUH.

JlexapcTBeHHBI# npenapar coaepxut 6opHyro kucnory (12,3 mr/mi, 4to coorserctByer 2,15 Mr 6opa),
KOTOpasi B CIIy4asiX JUIHTCIIBHOTO NMPUMEHECHHS B U30BITOYHBIX 103aX MOXKET CHHU3UTh QEPTUIILHOCTS.

4.5 BzaumoaeicTBus C IPYrHMH JIEKAPCTBEHHbIMH NMpeNnapaTaMu U Apyrue BHAbI B3aHMOAeiCTBHS
Hadasonun Moxer B3auMoneicTBoBaTh ¢ HHruOuTopamu MAQO wu3-3a yrHeTeHMs KaTaboimM3Mma
Ba30IMpPECCOPHBIX aMHHOB.

Hadazonun mMoxer ycunupaTh 3GekT anbha-aapeHepruueckoil CTUMYISLNHE B COYETAHHH C JPYTUMH
JIEKapCTBEHHBIMU IIpElapaTaMH, KOTOpPbIE COAEpPXKAaT CHMIIATOMHMETHYECKHE aMHHBI MJIH Oera-
afipeHo610KkaTOphl (0COOEHHO, HECENEKTHBHBIE OeTa-1 aapeH00I0KaTOPkI).

4.6. PepTHIBLHOCTb, 0epeMEeHHOCTH M JIAKTAIUA

Eepemennocme

B cBsa3u ¢ puckoM momnananus Hada3onMHA U BCIOMOTATENbHBIX BEILECTB B CHCTEMHBIH KPOBOTOK,
JIEKapCTBEHHBIH NpEnapar NpOTHBOMOKA3aH B IEPBOM TPUMECTPE OEPEMEHHOCTH M HE PEKOMEHAYETCS K
NPUMEHEHHIO BO BTOPOM M TPETHEM.

Jlakmayus

He pexoMeHayeTCs TPUMEHATD JIEKapCTBEHHBIHN NpenapaT B IEpHO IPYAHOT0 BCKapMIIHBaHMUA.

4.7 BausiHHe Ha CMNOCOOHOCTH YNPaBJATHL TPAHCNOPTHBLIMH CpeacTBAaMHM H paborath ¢
MeXaHHU3MaMH

[lpenapar He BIMAET WIM OKa3bIBA€T HE3HAYUTENBHOE BIUAHME Ha CIIOCOOHOCTH YIPaBIATH
TPAHCIOPTHBIMH CPEICTBAMH MM paboTaTh ¢ MEXaHU3MaMH.

4.8 HexesaTeJbHbIe peakUHH

CucTteMHbIe HEXenaTelbHbIE peaKkIHU: TONIoBHbIE O0iH, 6eccoHHMIa, cepaneOHeHne MOTYT BO3HHKATh
IPU JUTUTEIBHOM NPHUMEHEHUHU U B BBICOKHX 033X, OCOOEHHO y N€TeH paHHEro BO3pacTa U Y MOXKHIIBIX
NaLUEHTOB.

MecTHbIE HeXXeNnaTeNbHbIE pEaKIMH: YyBCTBO XOKEHHUE HIIH pa3Ipa)KeHHE B HOCY HJIU TopJIe.
CHUMIaTOMHMETUKH MOTYT BBI3bIBATh BTOPHYHYIO THIIEPEMHIO CIU3UCTBIX U MEAMKAMEHTO3HBIH PHHHT.
Coobwienue 0 no0o3pesaemvix HeHCeIAMENbHBIX PEAKYUAX

BaxcHo coobmaTh 0 MoA03peBaeMbIX PEAKLHIX MOCIE PErHCTPALMU JIEKAPCTBEHHOTO Mpenapara C Lejblo
obecrnieyeHUs: HENMPEPHIBHOTO MOHUTOPUHIA COOTHOIIEHHUS «IOJIb3a-PHCK» JIEKAPCTBEHHOrO Ipernapara.
MenuuuHckuM pabOTHUKAM PEKOMEHIYETCs coo0warh O JI0OBIX MOAO3PEBAEMBIX HEXKEIATENBHBIX
peakUMAX JEKapCTBEHHOIrO IpenapaTra 4yepe3 HalMOHAIbHBIE CUCTEMBI COOOILCHHS O HEXKENIATENbHBIX
peakIHsIX rocy1apcTB — WICHOB EBpa3uiickoro 3kOHOMHYECKOTr0 CO03a.

Pecnybnuka benapyce

220037, r. MuHck, ToBapuieckui nep., 2a

VII “LleHTp 3KCHepTU3 U UCMIBITAHUHA B 31paBOOXPAaHEHUN ™

Tenedon otaena ¢papmakonanzopa: +375 (17) 242 00 29;

¢axc: +375 (17) 242 00 29

OnekTpoHHas mouta: repl@rceth.by, rceth@rceth.by

www.rceth.by

4.9 I[Iepeno3upoBka
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Pepkue cnyyan WHTOKCMKaUMH Habmoganuch y jerell mocie CIIy4alHOTO TIPOIJIATHIBAHUA HIIH
NPUMEHEHHA CIMIUKOM BBICOKHX 103. Tokcuyeckas mo3a cocrasnser 0,5 mr /10 kr maccsl Tena
(onHOKpaTHOE BBEACHHE N03bI). B KayecTBe paHHUX CHMIITOMOB HabTIOAaNach Opanukapaus ¥ apuTMHS,
a peKe TaxWKapaus M TMOBBINICHHE KPOBSHOrO JaBieHHsa. Ecnu mepemosupoBka Tsbkenmast, MOTyT
BO3HHKHYTb THIIOTEPMHUSL, IOTOOTAENICHHE, IIOTEPS CO3HAHUSA, KOMa HJIM YTHETEHHE JbIXaHHUA.

Bapocnsie

Y B3pOCIIBIX CiTy4Yau Nepel03UPOBKH HE 3aperHCTPUPOBAHEI.

Jledenue

IIpu mepeno3upoBke CeqyeT NpPEKpaTUTh NPHMEHEHHE JICKaPCTBEHHOTO IMpenapaTa M HEMEMICHHO
oOpatuThCs K Bpady. IIpy HEOOXOOMMOCTH HEOTIOXKHAs Tepanus MPOBOAMTCS B CHeHaTIU3UPOBAHHOM
OTACICHHH CTalMOHapa ¢ OOecreyeHWeM IOANEPKAHHA aIEKBATHOM ABIXATENLHON (DYHKIHH. ITpu
CIy4YaWHOM TPOIVIATHIBAHWM BHYTPh B 3HAYUTENBHBIX KOJHYECTBAX B KAYECTBE HEOTIIOXKHOM
J0Bpa4yeOHOM MOMOILH MOXXHO NMPUMEHSTh aKTHBHPOBAHHBIN YTOJIb.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHe CBOHCTBA

Dapmaxomepaneemuyeckas zpynna: JIeKOHTECTaHTBl M JpyTHe HAa3aIbHBIE CpPEACTBA Il MECTHOTO
npuMeHeHus. CHMITaTOMHUMETHKH.

Kon ATX: RO1IAAO0S.

Hadasonun — cHMNaTOMHMETHK C anb(a-agpeHepruyeckodl akTHBHOCTBIO. [IpHM amlIuIiMKanuM Ha
CIM3MCThIE O0OJOYKM BEHIECTBO BBI3BIBACT OBICTPYI0 W  UIHTENBHYI0  Ba30KOHCTPHKLIHUIO.
CocynocyxuBaromui 3¢ ¢exT npoaonkaercs oT 4 10 6 4acos.

Hada3zonun Xxopoio nepeHoCUTCs a)ke YyBCTBUTEIBHBIMH CIIM3HCTHIMH 000JI0YKaMH.

Hadaszonun He BiusgeT Ha QyHKIHIO HUIHAPHOTO SIIUTENHS.

5.2. ®apmakoKHHeTHYEeCKHE CBOICTBA

Abcopbuus HadazonuHa CIM3UCTOM 000JI0OYKOM HOca HM3Kas B YCIOBHAX COONIOJEHHS BCeEX
PEKOMEHAAUUH M0 MPUMEHEHHIO.

[Ipy cny4yaiiHOM NMpOTJIaTBIBAHWMH MOTYT CO3[aBAaThCS 3HAUYUTENBHBIE YPOBHH JIEKAPCTBEHHOTO IMpenapara
B OKENyJOYHO-KHIIEYHOM TpakTe. OJHAaKO TNepBOE€ NPOXOXAEHHE 4Yepe3 MedeHb M  IPdekT
MoHOaMuHOOKcHaa3bl (MAQO) cHMXalOT KOHLEHTPAlHI0 B KPOBM JI0 HE3HAYMUTENbHBIX YPOBHEH, 3a
MCKJIFOYCHHUEM CITydaeB nmpuemMa 60sb1oro 06bemMa 1eKkapCTBEHHOrO npemnapara BHYTPb JEThbMH.

5.3. laHHbIEe JOKJIHMHHUYECKOI 0e30MacHOCTH

3nauenue LDsy Hada3omuHa rHAPOXIOpHAA Y KPBIC MOCTE MOJKOXXHOTO BBEICHHUS COCTaBHIO 385 MI/KT.
3nauenne LDso HadasonmuHa HUTpaTa y KpbIC IIOCIE MEPOPalTbHOTO BBENEHHS COCTaBIUIO OT 549 mo
685 Mr/kr Macchl Tena B 3aBUCUMOCTH oT nona. OgHokpaTHoe nepopanbHoe BBeaeHue 0,1 % pactBopa
HadazomuHa B pgo3e S50 MII/Kr Macchl Tesla HE BBI3BIBAJIO pPEAKLHH HENEPEHOCHMOCTH Yy KpBIC.
WccnenoBaHuss MyTareHHOro M KaHLEPOr€HHOTO INOTEHLUMana WIH PENpOAYKTHBHOM TOKCHYHOCTH
Hada3oIMHA THAPOXJIOpPHAA OTCYTCTBYET.

JIOKTHHUYECKHE HCCIIEIOBAaHUs CBHUAETENBCTBYET O TOM, 4YTO OCH3aJKOHUS XJIOPHA MOXET, B
3aBUCHMOCTH OT KOHIEHTpAallMM W BPEMEHHM, BBI3BIBATH IMJIMOTOKCHYECKUH 3(dekT, BMIOTE 10
HeoOpaTHMOTO MOBPEXACHUSA U THCTONATOJIOTMYECKUX U3MEHEHHH CIIM3UCTOH 000JI04KH HOCA.

6. PAPMAIIEBTHYECKHE CBOMCTBA
6.1. Ilepeyenb BCcrioMoOraTeJibHbIX BeleCTB
- OOpHas KHUCIIOTa;

- IUHATpHs J/ETaT;

- HaTpHUs XJIOpHJ;

- OEH3aIKOHUS XJIOPH];

- HaTpHs THOPOKCHI;

- BOJIa O4MII[EHHasI.

6.2. HecoBmecTHMOCTD

He npumenumo.
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6.3 Cpok rogHocTH 2609 B - 720 21%"
2 rona. § Tipa:
TTocne BCKPBITHS (DIIAKOHA MPENapar rofeH B TEYEHHUE 3 MECALIEB.

6.4 OcoOble Mepbl NPEJOCTOPOKHOCTH NPH XPAHEHUH

[Tpu Temnepatype He Boile 25 °C, B 3alIUIIEHHOM OT CBETa MECTE.

YCnoBUs XpaHEHHUs IOCNIEe MEPBOr0 BCKPBITHA (IIAaKOHA: XPAHHTH MPH TEMIIEPATYpE HE BHIIIE

25 °C.
6.5. Xapakrep u coiep:KUMOe NepBHYHOH YIIaKOBKH
[To 10 Mn Bo (nakoHe NOTUITHIEHOBOM, 3aKpPHITOM KaleNbHULEH IOJHITHICHOBOM

3aKpy4YHBAKOIIUMCA KprHIKOﬁ MOJIU3THIICEHOBOH B Iayke KapTOHHOﬁ C HHCprKHHeﬁ 110 IPUMEHECHHUIO.

I[lo 15 Mn Bo (bJIaKOHC MOJIN3THIICHOBOM,  3aKpbBITOM KaneJIbHUIIEH TOJIM3THICHOBOH

3aKpYy4YHBAIOIIHMCS KpBIIIIKOﬁ MOJIM3THIICHOBOM B ITaYKe KapTOHHOﬁ C HHCprKHHeﬁ 10 IPUMEHEHHIO.

[To 30 Mn BoO (¢nakoHe NOIMITWIEHOBOM, 3aKpPBITOM  KalleJIbHHULEH IOJIMITHICHOBOH

3aKpY4YHBAIOIIHMCA KprIHKOf/'I ITOJIUATUIIEHOBOH B ITayKe KapTOHHOﬁ C HHCprKI.IHCﬁ 10 IIPUMEHEHHIO.
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6.6 OcoOble Mepbl NPENOCTOPOKHOCTH NPH YHHYTOXKEHHMH MCIO0Jb30BAHHOIO JIEKapCTBEHHOIO
npenapara WJIH OTXOIOB, MOJY4YeHHBIX IOCJie NPHMEHEHHs JIEKAPCTBEHHOr0 Ipenapara HJIH

padoThI ¢ HUM
Het oco0bix Tpe6oBaHUH K YTHIM3ALIUH.

7. IEPXKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

000 «Py6ukon», Pecniybnuka Benapycs, 210002, r. Butebek, yn. M. I'opekoro, 625,
ten./dakc: +375 (212) 36-37-06, ten.: +375 (212) 36-47-77,

e-mail: secretar@rubikon.by

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHHUSA
23/05/2843

9. JIATA IIEPBUYHOH PErMCTPAIIMMA (IIOATBEPXKJIEHHsI PEIMCTPALIMM,

NEPEPEI'MCTPAIIUN)
JlaTa nepsuyHoii peructparnuu: 02.08.2018
JlaTa MOATBEPXIEHUSA TOCYAapCTBEHHOM peructpauuu: 24.05.2023

10. JATA IEPECMOTPA TEKCTA
05/2023

YcaoBus oTnycka: 6e3 penenra.



