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OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O IPEITAPATA

1. HAMMEHOBAHUME JIEKAPCTBEHHOI'O ITPEIIAPATA
Hadaszonnu-Py6uxon, 1 Mr/mi, Kamwi Ha3aJbHBIE C SBKAIMIITOBBEIM MacIOM

2. KAYUECTBEHHBI M KOJTMYECTBEHHBIA COCTAB

1 mMu1 pacTBOpa COACPIKHT:

AKTMBHOE BEIECTBO: Hada30MMHa HUTpAT - 1 Mr;

BcnoMoraTensHoe BELISCTBO, HAIMYUE KOTOPOTO HAN0 YYWTBIBATE B COCTABE JICKAPCTBCHHOIO
npenapara: 6ensankonus xaopug 0,1 mr, kucnora 6opuas 12,30 mr.

TT0MHBIH CIIUCOK BCIIOMOTATENbHBIX BELIECCTB CM. B MyHKTE 6. 1.

3. JEKAPCTBEHHAS ®OPMA
Karum Ha3agbHEIE.
[Tpo3pauHslii WK Cllerka OnaIecIUpyIOIHi, 6ECLBETHBIH HITH YKEJITOBATBIN PAaCTBOP C 3aIlaXOM JBKAJIMIITA.

4. KIMHUYECKHUE JAHHBIE

4.1. IToka3zanusi K NPUMEHEHUIO

JInsg KpaTKOBPEMEHHOTO CHMIITOMATHYECKOTO JIEYEHUs 3aI0XKEHHOCTH HOCA [PH PHUHHUTE, CHHYCHTC,
CpeOHEM OTUTE, OTEKE HOCOITIOTKH.

B KauecTBe Tepamuy MepBON JMHUM PEKOMEHIYeTCS NMPOMBIBAHME HOCA COJICBBIM PAaCTBOPOM. JlaHHBIA
JIEKapCTBEHHBIH TpenapaT peKOMEHIYEeTCs HCII0IB30BaTh B KAUYECTBE TEPAIHH BTOpOM JIMHHUHU.
Hadazonun-Py6GHKoH mokasaH B3pOCIIBIM U TIOAPOCTKaM cTapiue 12 sier.

4.2. PesxuM 103MPOBAHHUSA M CIOCO0 NMPUMEHEHHs

Pexum 103upoBaHus

B3pocnbie u moapocTku ot 12 niet:

[To 2-4 kamuy B Ka<Iblii HOCOBOM X0/ 3 pa3a B JICHb C HHTCPBAJIOM HE MCHEE 4 gacos.

O6mbeM 1 karm cocrasiser npudmusutensHo 0,03 mi (4ro skBuBanenTHO 0,03 Mr HadasonuHa HHUTpaTa),
MaKCHMaJIbHasl CyTo4Has 103a 24 xarum (okouo 0,72 Mr Hada30IMHa HATPATA).

JlexapCTBEHHBIH TpenapaT MOXKHO HCIIOIB30BaTh B TeYEHHE 5 HEH. ECIH HOCOBOE bIXaHNHE CTAHOBHTCA
CBOGOIHBIM, TpPHMEHEHHE MperapaTa MOXKHO 3aKOHYUTh paHblue. 1IOBTOpHOE NPUMEHCHHE
JIeKapCTBEHHOTO IIPENapaTa BO3MOXKHO TOJIBKO TOCIE IIePephIBa B HECKOJIBKO IHEH.

Crioco6 npyMeHeHus

[lepen mpUMeHEHHEM TpeNapaTa | 4epe3 5 MHUH [0CJIe ero NPUMEHEHHs HE00X0MMO OYHCTUTh HOCOBBIC
xozpl. CHATB KPBILIKY ¢ (UiakoHa repes] Henonb3oBaHHueM. OTKIOHUTD TOJIOBY Ha3ajl B IOJIOXCHUH CHIA
HJIM JIe4b, KOHYMK HACAIKH IIEPEBEPHYTOrO BBEPX IHOM (hIaKOHAa BBECTH aKKypaTHO B OZIHY U3 IOJIOBHH
HOCa, 3aKalaTh MpenaparT B KaXIyi0 IIOJOBHHY HOCA, aKKypaTHO HAKJIOHHTh IOJOBY W3 CTOPOHBI B
CTOPOHY HECKOJIBKO pa3. Ilocie ucronp30BaHus OYUCTUTh KOHYMK HACaKH, 3aKPbITh KPBIIKOH (hI1aKOH.
DJ1aKOH 0JDKEH MCIIOJIb30BATHCS TONBKO OJIHUM JIMIOM M3-32 PHCKa Nepeauy HHEeKIUH.

Oco0ple rpymmna nanyMeHToB
Llemu

JlexapcTBerHbIi npenapat «Hadazoms-PyOHKOm» MPOTHBONOKa3aH AETSM 10 12 1eT.

4.3. [IpoTnBONOKA3aHUA

— I'HIIepYyBCTBUTEILHOCTD K IEHCTBYIOMIEMY BEIIECTBY H/HIHM K JIEOOOMY U3 BCIIOMOTATE/IbHBIX BELICCTB,
NepeyYrCIIeHHBIX B pa3aene 6.1.

— Hetckuit Boszpact 10 12 ner.

— TTanyeHTHl ¢ apTEPUABHOM TUNEPTEH3MeH, apHTMHCH WM THIIEPTHPEO30M.
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4.4. Oco0ble YKa3aHUsA U MepbI MPeI0CTOPOKHOCTH NPH NPHMEHEHHH

B KauecTBe TePAIHH NIEPBOii TUHIM PEKOMEH/YETCs IIPOMBITH HOC COIICBLIM paCTBOPOM. JlaHHBIH IeKap-
CTBEHHBII TIpenapaT PeKOMEH/YeTCs MCIIOIb30BaTh B Ka4€CTBE TEpAIiH BTOpOIi IMHUM He Oonee 5 JHeH
TIOZPSA.

W3-3a prcKa pa3BUTHS TSUKENOH THIEPTEH3MHM HE PEKOMEH/yeTCs HasHAtATh Nperapar nanyMeHTam, IpH-
auMaronmM uEruouTopsl MAO. IlpueM HadaszonMHa JOMYCKAeTCs HaYMHATbH HO panee 4eM uepe3 15
JHel [0CiIe MpeKpalleHus IPIMEHEHUs HHIHOUTOPOB MAO

He clieayeT HCIOJIB30BaTh Npenapar B IPOGHIAKTHIECKHX LCIAX U B TEICHUC IUIMTEIBHOTO BPEMEHH.
JlexapCTBEHHBIH IpenapaT MPOTHBONOKA3aH ACTIM 110 12 ner.

He riorats.

JleKapCTBEHHBI MpEmapaT COAEPKUT OCH3AIKOHHMs XJIOpHUL, KOTOPBIA MOXET BBI3bIBATh Pa3IPKECHHEC
WM OTEK CIIM3MCTOI 000I0UKH HOCA, OCOOEHHO MPH JJTUTEIEHOM HUCTIOJIE30BAHHH.

JlekapCTBEHHbIH npenapat coaepxuT Gopuyto kucnory (12,3 MT/MJI, 4TO COOTBETCTBYeT 2,15 Mr Gopa),
KOTOpasi B CTy4asX JUIMTEIBHOT0 MPUMEHEHNUS B U30BITOUHBIX 103X MOXKCT CHU3UTL (bepTUIIBHOCTb.

4.5. BsauMoneiicTBMS ¢ APYTMMH JIEKADCTBEHHBIMH MpemaparamMu M Jpyrue  BHIBI
B3aHMMO/JEeHCTBUS

Hada3zonuH MOXKET B3aMMOJCHCTBOBATh C uaruouropamu  MAO u3-3a  YTHETCHHSA kaTabonusma
Ba30MPECCOPHBIX AMHHOB.

Hadaszomua MOXKeT yCHIMBaTh 3hGeKt anb(a-apeHepruueckoil CTUMYJIIMH B COYCTaHHH C JPYrMH
JIeKapCTBEHHBIMH TIPENapaTaMy, KOTOpBIE COJAEPXKAT CHMIATOMHMCTHHICCKHE  aMHHBI wi  Gera-
a[peHo6IoKaTOpbl (0COGEHHO, HeCeeKTUBHbIE OeTa-1 apeHO0IOKATOPBHI).

4.6. ®epTHILHOCTD, 0epEMEHHOCTD H JIAKTALMS

Bepemennocmo

B CcBA3M C PUCKOM MoOMagaHusd Hadas3oiMHa M BCIOMOrAaTEeIBHBIX BEIIECTB B CHCTEMHBIA KPOBOTOK,
JNleKapCTBEHHBIN Ipenapar NPOTHBOIIOKa3aH B EPBOM TPUMECTPE GepeMEHHOCTH H He PEKOMEHIYeTCs K
IPUMEHEHHIO BO BTOPOM U TPETHEM.

Jlakxmayus

He pexoMeH/IyeTcs IPUMEHSTh JIEKapCTBEHHBIA MPENapar B EPHOJ TPYAHOr0 BCKapMJ/IMBaHH.

4.7. BausinMe HA CHOCOOHOCTHL YNPAaBJIATH TPAHCMOPTHBIMH CPEACTBAMH H padorarh ¢
MeXaHHU3MaMH

[IpemapaT He BAMACT HWIM OKa3blBACT HE3HAYMTENBHOC BIMAHMC HA CIIOCOOHOCTh  YNPaBIATH
TPAaHCTIOPTHBIMH CPEJICTBAMH MM PabOTATh C MEXaHU3MAMH.

4.8. HexkeslaTeJbHbIE PEAKLHH

CHCTeMHbIE HeXenaTelbHbIe PeaKluH: TOJOBHBIE 00nM, OECCOHHHMIA, cepiuebreHne MOryT BO3HHKATh
IpH [IHTENBHOM TIPUMEHEHHH H B BBHICOKHX 033X, OCOOCHHO y JeTell paHHEro BO3pacTa U y MOMKMIIBIX
IaLMEHTOB.

MecTHbIE HeXeJIaTeIbHbIE PEaKIHK: TyBCTBO XOKEHHE HIIH PAa3IPAKEHUE B HOCY HIIH TOPIIC.
CHMITaTOMUMETHKH MOTYT BBI3BIBaTh BTOPUYHYIO THIIEPEMHIO CITH3UCTBIX H MeIMKaMEHTO3HBIA PUHMT.
Coobuienue 0 n0003peeaemvlx HedlHceIamenbHblX peaKyuax

BaHO co06mAaTh O MOA03PEBAEMBIX PEAKLMAX IIOCTE PETHCTPALMH JIEKAPCTBEHHOrO Npernapara ¢ Hembio
oecredeHys HeIPEpPHIBHOr0 MOHHTOPHHIA COOTHOIICHHS «II0b3a-PHCK» JIEKAPCTBEHHOTO NpenapaTa.
MeMIMHCKAM PAabOTHHKAM DEKOMEHAyeTCs Coo0IaTh O JIOOBIX MOJ03PEBACMBIX HEKENATCIBHBIX
peaKLusX JeKapCTBEHHOro Npenapara 4epe3 HAalMOHAIbHBIC CHCTEMbI cOOOIIEHHs O HEXENATEIbHBIX
PeaKIMsAX roCy/JapcTB — WIeHOB EBPasHiiCKOro 3KOHOMUIECKOTro COr03a.

Pecny6nuka benapych

220037, r. Munck, ToBapuiueckuii nep., 2a

VII “LleHTp KCHEPTU3 U UCTIBITAHUI B 3[paBOOXPAHEHHN”

Tenedon oraena papmaxonaazopa: +375 (17) 242 00 29;

daxc: +375 (17) 242 00 29

DnexTpoHHas moyra: repl@rceth.by, rceth@rceth.by

www.rceth.by



4.9. Ilepeno3upoBKa

eTH:
Penxue COydad HMHTOKCHKAIMM HAOJIOJANHCh Y JeTeil mocie CIy4aHOro TPOITIaThIBAHUA WIIH
NPHUMEHEHHs CIIMIIKOM BBICOKHX J03. Tokcuueckas nosa cocrasuger 0,5 mr /10 xr maccel Tena
(0IHOKpaTHOE BBEACHHE J03b1). B KadecTBe paHHUX CUMIITOMOB Habmroaiach OpafuKapaus U apuTMHA,
a pexe TaxWUKapAusi M MOBBILEHHE KPOBAHOTO NABICHHA. Ecnu mepeno3upoBKa TsDKenas, MOTYT
BO3HHKHYTh TMIIOTEPMHS, IOTOOT/AETIEHHE, IIOTEPS CO3HAHMSA, KOMa MIIH yTHETCHHS JIBIXaHUSL.
B3pocaeie
Y B3pOCIBIX CIy4YaH NepeI03UPOBKH HE 3apETMCTPUPOBAHBL.
JleueHue
[Ipy mepeno3UpoBKe CIENyeT NPEKPaTHTh NPUMEHEHHE JCKapCTBEHHOIO npenapara ¥ HEMEUICHHO
o6paTuThCA K Bpady. IIpH HEOOXOAMMOCTH HEOT/IOXHAA Tepalus NpOBOAUTCH B CreLHaIU3UPOBAHHOM
OTJHENEHUH CTaluoHapa ¢ 00ecreYeHHeM TNOANCPKaHUA aZleKBaTHON apIxaTenbHON (yHKmuu. Ilpn
CIy4aiiHOM MPOIJIATEHIBAHMM BHYTPb B 3HAYMTENBHBIX KONMYECTBAX B KauecTBE HEOTJIOKHOH
AoBpadeOHOI MOMOLIM MOXHO IMPHUMEHSATh aKTMBUPOBAHHBIH yroJib.

5. DAPMAKOJIOTHMYECKHE CBOVICTBA

5.1. ®apMaKoAMHAMHYECKHE CBOHCTBA

®apmakomepanesmuueckasd zpynna: JIEKOHTECTaHTBI M JPyrHe HasalbHBIC CpPECTBA UL MECTHOI'O
npuMeHeHus1. CHMIIATOMUMETHKH.

Kon ATX: RO1IAAOS.

Haa3oquH — CHMIATOMHMETHK C allb(a-agpeHepruyeckod aKTUBHOCTBIO. [Ipy ammuIMKamud Ha
CIM3MCTEIE OOONOYKM  BEIIECTBO  BBI3BIBAET  OBICTPYI0 M UIMTENBHYIO  Ba3OKOHCTPHKIHIO.
Cocynocyxusaromuii 3 Gext npogomkaeTcs ot 4 10 6 4acoB.

Haha3onuH XOpOLIO NEPEeHOCHTCS JaXe TyBCTBHTEIbHBIMH CITM3HCTHIMA 000J104KaMH.

Hadaszonus He BIUAET HA QyHKLHMIO HHIHAPHOTO SIATENHA.

5.2. ®apMaKOKHHETHYECKHE CBOHCTBA

A6copbuus HadasonuHa CIOM3UCTOM 0GO0JNOYKOH HOCAa HH3Kasi B YyCJIOBHAX cOOMIONeHUs BCEX
pEeKOMEeHJalUH 10 TPUMEHEHHIO.

IIpy cIydaifHOM TPOTJIATEIBAHMM MOTYT CO3/[aBaThCs 3HATHTENILHBIC YPOBHH JICKAPCTBEHHOTO npemnapara
B OKEeMyJOYHO-KMIIeyHOM Tpakte. OJHaKo MepBOC MNPOXOXKIACHHE HCpe3 IMEUCHb U addexr
moHoamuHoOoKcuAa3sl (MAQ) CHMXaKT KOHLEHTpalUMK B KPOBH [0 HE3HAYMTENBHBIX YPOBHEH, 3a
MCKIIFOUCHHEM CIIydyaeB mpuema 00JIbIoro oobema JICKapCTBEHHOTO npenapara BHyTpb ACTEMMU.

5.3. JlanHble JOKJIMHHYECKOH 0€301acHOCTH

3nauenne LDs, Haha3oMMHa THAPOXIOPHAA Y KPBIC MOCIE TOJKOXKHOrO BBEICHHA COCTABHIIO 385 Mr/kr.
3nauenne LDs) Haa3olMHa HUTpATa y KpBIC MOCIE IEPOPANTBHOr0 BBEJCHHA COCTABILUIO OT 549 no
685 MI/KT Macchl Tea B 3aBHCHMOCTH OT mona. OfHOKpaTHOe mepopaisHoe Beeaenue 0,1 % pacTBOpa
Hadasonuua B fo3e 50 MI/KT MacCel Tena HE BBI3BIBAIO PEAKUHMHM HENCPCHOCHMOCTH Yy KpBIC.
WccnenoBaHus MYyTareHHOrO M KaHLEPOr€HHOro IOTEHIMana WIH PENpPOTYKTUBHON TOKCHYHOCTH
Ha(ha30IMHA THAPOXJIOPH/IA OTCYTCTBYET.

JIOK/IMHMYECKHE WCCIEIOBAHNA CBUNETENBCTBYET O TOM, 4YTO OCH3AIKOHHMS XJIOPHI MOXET, B
3aBHCHMOCTH OT KOHLCHTDAMH M BPEMEHH, BBHI3BIBATh [MIMOTOKCHYCCKHH 3¢ ¢dexT BIIOTH 0
HEOOPATHMOTO MOBPEXKACHHS M THCTONATONOTHYECKHX H3MCHCHHH CIIM3MCTOM 000I0YKH HOCA.

6. PAPMALIEBTUYECKHE CBOMICTBA
6.1. IlepeyeHb BCIIOMOraTeJIbHbIX BelECTB
- OOpHas KHCIOTa,

- IMHATpH 37€ETaT,

- HaTpUs XJIOpHI;

- OEH3ATIKOHUS XJIOPHUI;

- 9BKAJIUIITOBOE MACIIO;

- MaKkpOTOJITIHIEPHHA THAPOKCUCTEApaT;

- HAaTpHsI THAPOKCH],



- BOJIa OUYHMILICHHA.

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpoxk rogHocTH

3 roga.

ITocrne BCKphITHA ()IAKOHA IIperapar PUMEHSTh B TeYEHHE 6 MECSILICB.

6.4. OcoOble Mepbl NPEJOCTOPOKHOCTH NPH XPaHEHHH

XpaHuTh Ipenapar npu temnepatype He Bbiue 25°C.

Y CI10BHS XpaHEHHs MOCIIE IIEPBOTO BCKPHITHS (IIaKOHA: XPaHWTH IIPH TeMrepaType He Bbiie 25°C.

6.5. XapaxTep H coep:KuMoe MepBHYHOM YIIAKOBKH
[lo 10 Mm BO (UakoHe TONMITHIEHOBOM, 3aKPHITOM KaIleJBHULEH —MOJIMITHICHOBOH

3aKpy4HBAIOLIMMCS KPBIUIKOM IOIMITAUICHOBOI B NIaYKe KaPTOHHOHM C MHCTPYKUMEH 110 NIPHMEHEHHIO.

IMo 15 wMm BO (akoHe TMOJMITUIEHOBOM, 3aKPHITOM KaleNbHHIEH —MOJHITHICHOBOH

3aKPy4MBAIOIIMMCS KPBILIKO# TIOJMITHIICHOBO! B ITaYKe KAPTOHHOM ¢ HHCTPYKUKEH 110 IPUMEHEHHIO.

H

6.6 OcooOble Mepbl IPEIOCTOPOXKHOCTH NPH YHHUTOXKECHHH HCII0JIL30BAHHOI'0 JIEKAPCTBEHHOI'0
npenapara HMJH OTX0A0B, IOJY4YEHHBIX I10CI€ NPHMEHCHUSA JIEKAapCTBEHHOr'0 mpenapara MM

paboThI ¢ HUM
Hert oco0bix TpeOoBaHMH K yTHIN3ALUH.

7. IEPJKATEJIb PETUCTPAIITUOHHOI'O YIOCTOBEPEHHUA

000 «Py6ukon», Pecirybnuka Benapycs, 210002, r. Burebek, yin. M. I'opekoro, 625,
ten./daxc: +375 (212) 36-37-06, ten.: +375 (212) 36-47-77,

e-mail: secretar@rubikon.by

8. HOMEP PETUCTPALIUOHHOI'O YAOCTOBEPEHMUSI
23/07/2846

9. JATA TIEPBUYHOM PETHCTPAIIMA (IIOATBEPXJAEHUsSI PEI'MCTPALIUH,

IIEPEPETUCTPAILIUN)
Jlata nepBu4HO# peructpanuu: 21 asrycra 2018 r.
JlaTa mocieHero moATBEpsKAeHNA peructpaluu (nepeperucrpauun): 07 nrons 2023 r.

10. JATA IEPECMOTPA TEKCTA
07/2023

YceaoBus ornycka: 6e3 peuenra.



