COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 18.06.2024 N= 12072

OBIAS XAPAKTEPUCTHKA JEKAPCTBEHROFPO TIPFERAPATA Y001)

1. HAUMEHOBAHME JIEKAPCTBEHHOI' O IIPEITAPATA
Punocton Dkctpa, 0,025 %, cripeii Ha3aabHbBIN.

2. KAYECTBEHHBIN M KOJTMYECTBEHHBIA COCTAB

JelicTByroliee BEMECTBO: OKCUMETA30JIMH.

Kaxnpiii M cripest cogepkut 0,25 Mr okcuMeTa3oiinHa (B BUAE THAPOXJIOPHUIA).
BcnomorarenbHbie BCIICCTBA, HAJIMYUC KOTOPBIX HAAO YUYUTBIBATH B COCTABC JICKAPCTBCHHOTO
npenapara: OeH3aIKOHUS XJIopua (cM. pazzaen 4.4).

[ToHBIN TIEpeYeHb BCIIOMOTATEIBHBIX BEIIECTB NMPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA
Crpeii Ha3anbHBIN.
[Ipo3pauynas GecriBeTHAs WM CJIETKA KEITOBATAS KUKOCTb.

4. KIMHNYECKHUE JAHHBIE

4.1. [loxka3aHusi K NPUMEHEHH IO
[Ipenapar Punocton DkcTpa moka3zaH K MPUMEHEHHIO y JIeTel B Bo3pacTe oT 1 roma o 6 ser.
- OcTtpble pecriupaTopHbIe 3a00JI€BaHUs C ABJICHUSIMU PUHUTA (HACMOPKA);
- OCTpBIN QJUIEPTHUYECKUI PUHMT;
- obocTpeHHre Ba30MOTOPHOT'O PUHUTA;
- 1718 BOCCTAHOBJIEHMs JIpEHa)ka IpPHU BOCHAJICHUM NPUAATOYHBIX Ma3yX IOJOCTH HOCa
(CHMHYCHTaXx), €EBCTaXUUTE, CPETHEM OTUTE;
- 115 YCTpaHEHHUs OTEKa Mepel] TMarHOCTUYECKMMHU MAHUITYJIALUSIMH B HOCOBBIX X0J1aX.

4.2. Pexxum 103UPOBAHUS M CTIOCO0 MPUMEHEHUs
Pexum nozupoBanus
Jetsm B Bozpacte ot 1 roga 1o 6 net: no 1 BupeickuBanuto 0,025% pactBopa B Kaxk/1blil HOCOBOM

Xo0J 2-3 pa3a B JICHb.

[Ipenapat npumensiercs oT 3 10 5 AHEH. B pexoMeHm0BaHHOI 103€ 0€3 KOHCYIbTAIMH C BPauyoM
NPUMEHSTh Tpenapar He Oosiee 7 AHEW. Ecnu CUMOTOMBI yCHIWBAIOTCS WM YIIYYIICHUS HE
HACTYIAeT B TeueHHUe 3-X JHel, He0OX0IMMO MPOKOHCYIBTUPOBATHCS C BPAuOM.

[ToBTOpHBIN Kypc mpemnapara BO3MOYKEH TOJBKO CIYCTSI HECKOJIBKO JHEH, B TEYEHUE KOTOPBIX
npenapar He npuMmeHsicsa. IIpy yacToM M IMTENBHOM NPUMEHEHHH IIpenapara OLIyLIEHUE
«3AJI0)KEHHOCTU» HOCAa MOJKET NOSIBUTHCS BHOBb WIIM YXYIIIUThCA. B 3TOM ciydae crnenmyer
MIPEKPATUTh JICYEHHUE.

Cnooco0 npuMeHeHus

HNHutpana3anbHO.

4.3. [IpoTuBONOKA3aAHUS
- T'umepuyBCTBHUTENBHOCTD K OKCUMETA30JIMHY HITH JTFOOOMY U3 BCIIOMOTaTEILHBIX BEIIECTB,
NIEPEYHCIICHHBIX B paszene 6.1;
- arpoduUecKuil pUHUT;
- 3aKpBITOYrOJbHAS TTayKOMa;
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- XHpYypruyecKue BMENIaTeabCTBa Ha TBepHon MO3TOBUH bBOHdHRE %&P&I@;ﬂ:m )

- COCTOSIHHME MOocje TpaHCC(HEHOUAATBHON THIO(U3IKTOMHH;
- BOCHAaJICHHE KOXKU U CIM3UCTOI 000104KK 001aCTH MpeABEpHs HOCA;
- JeTckui Bo3pact jo 1 roga.

4.4. OcoOble yka3aHHsl U MePbI MPEI0CTOPOKHOCTH NMPHU NMPUMEHEeHU !

C 0CTOPOKHOCTBIO

Y manWeHToB, MNPUHUMAIOIMIMX WHTHOUTOPHI MoOHOaMMHOKcHAa3zbl (MAQO), B TedeHue
MPEAMIECTBYIOMUX 2-X HEJCIb W B TCUCHHE 2-X HENETb I0C]Ie WX OTMEHBI, TPHUIIMKINYCCKUE

AQHTUJICIIPECCAHTBI, a TAKXKE JAPYrue Ipenaparsl, MOBBILIAIINAE apTEPUAIBHOE AABICHUE, U Y
NAIMEeHTOB MPUHUMAIOMIKUX OPOMOKPUITHH; MPU MOBBIIIEHHOM BHYTPHUIJIA3HOM JaBJICHUH, MIPH
TSOKETBIX (hopMax CepAeYHO-COCYAMCTHIX 3a00JeBaHUN (HAIpUMEp, XPOHUYECKOW CepleqHOM
HEJOCTATOYHOCTH, apTEpUAIbHOM THIEPTEH3UU, CTEHOKApIWUU, BBIPAKECHHOM aTepOCKIEPO3eE,
TaXUKaAPAUU, ApUTMHH); IPH (PEOXPOMOLIMTOME; NPU HAPYLICHUSIX OOMEHa BEIECTB (HarpuMep,
TUIIEPTUPEO3e, CaxapHOM anadere, mophupHn); MpH FUIEPIIa3uu PeICTaTENbHON JKelle3bl; IpU
XPOHMYECKOH TOYEYHOM HEJOCTAaTOYHOCTH; B TEpHOJ OEpeMEHHOCTHM U  TPYAHOrO
BCKAPMIIMBaHMSL.

Oco0ble ykazaHus

Crenyer uzberaThb IIMTEIHHOTO MCIIOIB30BAaHMS U MIEPEJO3UPOBKH Mpernapara, B 0COOEHHOCTH Y
JeTen.

O HeKTUBHOCTH COCYIOCYKUBAIOIIUX IPENapaToB MOKET CHUXKAThCS (Taxu(uiakcus) MpH
JUTATEIbHOM TPUMEHEHUU WJIH MEPE03UPOBKe. DTO MOXKET IMPUBECTH K MCIIOJIB30BAaHUIO Oojiee
BBICOKHX /103 WJIM K 0o0Jiee 4acTOMY HMCIOJIb30BAaHUIO MIPENapaToB, YTO B CBOIO OYEpE/lb, MOKET
IIPUBECTHU K MOCTOSIHHOMY NIPUMEHEHHIO npenapaTtoB. [1pu BeIBIEHNN IIUTEIHHOTO IPUMEHEHUS
WIM TEePEeO3UPOBKU TPUMEHEHHE COCYIOCYKMBAIOIIUX TIpEnapaTtoB cleAyeT HeMeIJeHHO
MPEKPATUTE.

[TanenTam ¢ XpOHUYECKHM PUHUTOM MOKAa3aHO MEIUIIMHCKOE HAa0JII0ICHHE.

J103b1 BBIIIIE PEKOMEHIOBAHHBIX MOYXHO IPUMEHSThH TOJIBKO MOJ HAOIIOICHHEM Bpaya.

Omnwucanbl peAKue cilydyau pa3BUTUS CUHApPOMA 3a1Hel oOpaTtumoit suuedanonatuu (C302) umm
cuHApoMa oOpatumoil 1epeOpansHoi  BazokoHCcTpukumu (COLIB) Ha (¢done Tepanuu
CUMIIATOMHUMETHYECKUMHU TpenapaTtaMi. CUMITOMBI BKIJIIOYAIM BHE3AIMHOE MOSBICHUE CUIHHON
TOJIOBHOW OOJIM, TOIIHOTHI, PBOTHl M HapyIICHUs 3peHHs. B OONBIIMHCTBE CciydyaeB COCTOSHUE
YIYYIIWIOCH WIH SIBJIEHUE Pa3peIInioch B TEUEHHE HECKOJIBKUX JTHEH 1MOCIe COOTBETCTBYIOIIETO
nedyenus. [Ipu pazButum cumnromoB C30D wmmm COLIB, nepeOpanbHON Ba30KOHCTPUKIIMH
OKCHMETA30JIMH cJIelyeT HeMEJIEHHO OTMEHHUTh U OOPAaTUTHCS 32 METUIIMHCKON ITOMOUIBIO.
BcnomorarenbHble BeliecTBa

I'munepon, Bxoasimuii B COCTaB BCIOMOTaTEeNbHBIX BEUIECTB Mpemnapara PunHocTonm DkcTpa,
o0nasaeT CBOWCTBOM CBSI3BIBATH M YIIEPKUBATh BOAY, YTO CIHOCOOCTBYET IOTIOJHUTEILHOMY
YBJIQKHEHUIO CITU3UCTON 000JI0YKH HOCA.

ben3zankonus XJopua, BXOIAIIMNA B COCTAB IMpernapara, 00J1agaeT pa3apaXkalomuM JeHCTBUEM U
MOXET BbI3BATh KOXKHBIE Peakiuu. (cM. pasuen 4.8.).

4.5. BzaumojaeiicTBHE ¢ JPYTHMH JIEKAPCTBEHHBIMH NMpPenapaTaMu U Jpyrue BUIbI B3aUMO-
NelcTBUA
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TIpemapat 3aMe/UIseT BcachiBaHHe MeCTHOaHeCTe3npyroliiix STokapeTBeHImIX-CpencTs, yAdmtseT

UX JEUCTBHE.

[Ipn ogHOBpEeMEHHOM TMPUMEHEHHUH C WMHTHOMTOPAaMH MOHOAMUHOKCHIA3bl (B TEUYCHUE
MPEIIIeCTBYIOMMX 2 HEAeNb U B TEUCHHE 2 HEAeNb IMOCJIEe MX OTMEHBI), TPUIMKIMYECKUMHU
AHTUJCTIPECCAHTAMU  WJIM  JAPYTUMH  Tperaparamu, CIIOCOOCTBYIONIMMH  IMOBBIIICHUIO
apTepHalIbHOTO JaBJICHUS, MOXKET HaOII0AaThCs MOBBILICHUE apTePUaIbHOTO JaBICHHUS.
CoBMecTHOE Ha3zHAUYEeHHE JPYTUX COCYAOCYKMBAIOIIMX IMPEnapaToB MOBBIIIAET PUCK Pa3BUTHUS
moO0YHBIX A (PEKTOB.

4.6. ®epTUIBLHOCTH, 0€PEMEHHOCTDb U JIAKTALMS

bepemeHHOCTD

[IpemapaTt MOXKET IPUMEHSATHCS TOJIBKO B TE€X CIydasix, €CIU MOTEHIIMAIbHAS MT0JIb3a JIsl MaTepu
MPEBBIIACT TOTEHIMANBHBI pHUCK JUisi Twioga W pebeHka. He crnegyer mnpeBbimaTh
pekoMmeHnyemyio n03y. CremyeT MNposBISATH OCTOPOKHOCTh MPU HAIMYHAU apTEepUATBLHON
TUTIEPTEH3UN WJIM MPU3HAKOB CHUKEHUS TUIAIIEHTApPHOTO KPOBOTOKA. YacToe WM JIUTEThHOE
MpUMEHEHHE TIperaparta B OOJIBIIMX J103aX MOXET MPUBECTH K CHUKCHHUIO TUIAIICHTApHOTO
KPOBOTOKA.

JlakTanus

[IpenapaTt MOXKET IPUMEHSATHCS TOJIKO B TE€X CIydasix, €CIU MOTEHIIMAIbHAS MT0JIb3a JIsl MaTepu
MIPEBBINIACT MOTCHINATLHBINA PUCK A peOeHKa. He cienyeT npeBbimaTh peKOMEHyeMYIO 103Y.

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CpeACTBAMHM M PadoTaTh C
MeXaHU3MaMu

[Tocne nuTenbHOrO MPUMEHEHUS CPEACTB OT HACMOPKA, COJEpKAIINX OKCUMETA30JIMH, B 103aX,
MPEBBIIIAIOIINX PEKOMEHIyeMbIE, HEeJIb3s1 HCKIII0UaTh 0011ee BIUSHUE Ha CePIeYHO-COCYAUCTYIO
CUCTEMY U LIEHTPAJILHYIO HEPBHYIO cucTeMy. B 3Tux cinyyasx cienyer coOaoaTh OCTOPOKHOCTD
IpHU YIPaBIECHUU TPAHCHIOPTHBIMHU CPEICTBAMU U 3aHATUAX APYTMMH MOTEHLUHUAIBLHO OMACHBIMU
BUJAMH JCSITEITLHOCTH, TPEOYIOIIMMH TOBBIIICHHONW KOHIIEHTPAllUM BHUMAHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUN.

4.8. HexentaTebHbIe peakiuu
Pestome npoduns 6e3onacHoCTH
B Xome mpoBeACHHBIX KIMHUYECKUX HCCIEIOBAaHUHN, MOCTPETUCTPAIIMOHHBIX HCCIICTOBAHHMA
0e30macHOCTH M TI0 pe3yjbTaTaM CIOHTaHHBIX COOOIIEHWH, HamboJiee Cephe3HBIMU

HE)KENNATeNIbHBIMA PEAaKLUUAMU OKCHMETAa30JMHAa ObUIM: HOCOBBIE KPOBOTEUEHHUS, BpEMEHHas
OCTaHOBKA JIbIXaHUS y HOBOPOXACHHBIX M MIIQJACHIEB (XapakTEpHO s MEpPEel03UPOBKH),
TAUTIONUHAIIMN ~ (OCOOCHHO y  JeTei), cyaopord (OCOOEHHO y  JeTei), peakiuu
rUIep4YyBCcTBUTENbHOCTU (0TeK KBUHKE), HapylieHue 3peHus (IIpy MTOoNalaHuy B T71a3a).

Pe3roMe HexxenaTeabHbIX PEAKIINN
HexenarenbHble sIBJICHUS, OMMMCAHHBIE B KIMHUYECKUX MCCIICIOBAHUSAX, BCTPEUAIHCH HEUACTO U
OBLTH TIOTYYEHBI MPU MPUMEHEHHH TIpernapara OKCHMETAa30JIMHa y HEOONBIIOr0 KOJIMYECTBA

MMalMCHTOB.
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Huxe npencraBieHbl HexeNlaTelbHbIE SIBICHUS) O KOTOf)II_,II');l %ME% BchoBe Bfﬂﬁﬁﬂﬁoro

MMOCMAapPKETUHTOBOTO ONBITa MPUMEHEHHSI B TEPANEeBTHUUYECKUX/PEKOMEHOBAHHBIX /033X U
KOTOpBIC MTPU3HAHBI UMEIOIUMH OTHOIIICHUE K TIpernapary.

[Tockonbky OOJBIIMHCTBO HEXKEIATENbHBIX 3(PQPEKTOB BBHIIBICHO B MOCTMAPKETHHTOBBIX
CIIOHTAHHBIX COOOIICHHSX, UX YaCTOTa HEW3BECTHA (HEBO3MOXXHO YCTAaHOBUTH HAa OCHOBAaHUU
AMEIOIINXCS JaHHBIX ).

Hapywenus co cmoponul ovixamenvholi cucmemobl, 0pearos 2pyOHOU KIemKU U CPe00CmeHUs.
Omymenne auckoMdopTa €O CTOPOHBI CIM3UCTOM HOca (OIIYIIEHUE >OKCHHSI CIU3HCTOU
000JI0YKH TIOJIOCTH HOCA), CYXOCTh CIIM3UCTON OOOJIOUKHU IMOJIOCTH HOCA; YMXaHHe (OCOOEHHO y
YyBCTBUTEIHHBIX MAI[EHTOB); TOCJIE TOTO, KaK MpouaeT 3pQexT oT mpuMeHeHus Mpemaparta,
YYBCTBO «3aJI0KEHHOCTH» HOCA (PEaKTHBHAS TMIIEPEMHUS»); HOCOBBIE KPOBOTECUCHHSI; BPEMECHHAS
OCTaHOBKA JIBIXaHUS Y HOBOPOXKACHHBIX U MJIAJICHIEB (XapaKTEPHO ISl IEPEIO3UPOBKH).
Hapywenus co cmopoHwvl HepeHoti cucmembl

CoHusocms, no0asieHHoCmsb, TOJIOBHAS 00JIb, TAJUTIOIMHAIIUKA (OCOOCHHO Y JETeH), CyI0poru
(ocobeHHoO y mereit).

Hapywenus co cmoponwl cepoya

Cepnanebuenue, TaxuKapausl.

Hapywenus co cmoponwvl cocyoos

[ToBeIIeHUE apTEPUATEHOTO JIABICHHUSI.

Hapywenus co cmopoHnvl uMMyHHOU cucmembl

Peaknuu runepuyBcTBUTENbHOCTH (0TeK KBUHKE, 9K3aHTEMA, 3y1).

Hapywenus ncuxuxu

Becconnuma, 0€CioKOMCTBO.

Obwue paccmpotiicmea

YromnsiemocTh, Taxuduiaakcus (MpU IIUTEIHPHOM HCIOJb30BAaHUU WM TEPEI03UPOBKE),
TOJIOBOKPYKEHHE, YyBCTBO TPEBOTH, Pa3IpaXUTEIBHOCTD, HApyIlIeHWEe cHa (y JeTel), TOITHOTA,
HapyIIeHHUEe 3peHus (MpH MOMaJaHuH B I1a3a).

CooO011eHne 0 Mo03peBaeMbIX HEKEIATSIILHBIX PEaKIUsIX

BaxHo coo0mare O TMOJ03peBaeMbIX HEXKENATeNbHBIX pEeaKIusiX I[0oclie pPETUCTpaluu
JIEKapCTBEHHOT'0 Tperapara ¢ 1elbio 00ecredeHnsl HepepbIBHOTO MOHUTOPUHTA COOTHOIICHUS
«T0JIb3a — PHUCK» JIEKapCTBEHHOTO Mpemnapara. MeauIMHCKUM pabOTHUKAM pEeKOMEHAYEeTCs
coo01aTe O JIIOOBIX MOJI03PEBAEMbIX HEXeNaTeIbHBIX PEeaKIUsAX JEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOLICHHS O HEXENaTebHBIX peaklusix rocydapcTB — YJICHOB
EBpa3zuiickoro 3KOHOMUYECKOTO COH03a.

Poccuiickas @enepanus

®denepanbHas ciyx0a 1Mo Haa30py B chepe 31paBOOXpaHCHHUS.

Anpec: 109012, r. MockBa, CnaBstHcKast miomais, a. 4, ctp. 1.
Tenedon: +7 800 550-99-03

OnexTpoHHas nouta: pharm @roszdravnadzor.gov.ru

CaiiT B nH(OpPMAIIMOHHO-TEJIEKOMMYHUKALMOHHOM ceTH «MHTepHeT»:
https://www.roszdravnadzor.gov.ru/
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4.9. Mepenosnponka (NOCNEQOBATENBHOCTE 0001)

DO PeKTUBHOCTh COCYAOCYKUBAOIIUX TPENAPATOB MOXKET CHUXKAThCS (Taxuuiakcus) mpu
JUTUTETTLHOM TPUMEHEHUHU WM TIePeJ03UPOBKE. ITO MOKET IMPUBECTU K UCIOIB30BaHUIO Oojee
BBICOKHX JI03 WJIM K 00Jiee 4aCTOMY HCIIOJIb30BAHHIO MPENApaToB, YTO, B CBOKO OYEpEb, MOKET
MIPUBECTH K MOCTOSIHHOMY ITPUMEHEHUIO IpenaparoB. [Ipy BBISBIEHUH IITMTEIBHOTO IPUMEHEHHUS
WM TPU3HAKOB TIEPEJO3UPOBKM MPUMEHEHHE COCYAOCYKHMBAIOIIMX MPEMapaToB CIEAYET
HEMEIJICHHO MPEKPATUTD.

Knuanueckne  mpu3HAaKM  WHTOKCHUKAIIMM  TPOU3BOAHBIMH ~ HMMHUAA30Jla  MOTYT  OBITh
HECTIeU(PUICCKUMA M HEYETKHMH, TOCKOJBKY (a3bl THIEPAKTUBHOCTH CMEHSIOTCS (a3zamu
YTHETEHHUS IEHTPaJIbHOW HEPBHOM CUCTEMBI, CEPACYHO-COCYITUCTON U ABIXaTEIbHON CUCTEM.
CHMIITOMBI:

[locne 3HAUUTENBHOM NEPEAOZUPOBKM WIHM CIyYaiHOM MPUEME BHYTPb MOIYT IOSBUTHCS
CIEAYIOLIME CUMIITOMBI: CY’>KEHUE 3pAUYKOB, TOIIHOTA, PBOTA, IUAHO3, IOBBILLICHUE TEMIIEPATYPHI,
TaxXUKapAus, AapuTMHUs, KOJUIAIIC, YIHETEHHE CEpIACYHOM JEATEIBbHOCTH, apTepUalibHas
TUTNIEPTEH3UsI, OTEK JIETKHUX, JbIXaTelbHble paccTpoilcTBa. Kpome TOro, MOryr mMoOsIBIATHCS
IICUXUYECKHUE PAacCTPOICTBA, a Tak)Ke yrHeTeHue (DYHKIMHI IIeHTpaJbHONH HEPBHON CHUCTEMBI,
COTPOBOMKIAIOIIECECS COHIIMBOCTHIO, TOHMKEHUEM TEMIIEPATYphI Tela, OpaaukapIuei,
apTepuaIbHON TMIIOTEH3UEH, OCTAHOBKOMW JIbIXaHUS U BO3MOYKHBIM Pa3BUTHEM KOMBI.

VY nereil mepeno3MpoOBKa MOXKET OBITh MPUYMHON pa3BUTHS TAKUX CHUMIOTOMOB CO CTOPOHBI
[EHTPaTbHOW HEPBHOU CHCTEMBI, Kak: BO30YXICHHE, CYIOpOTH, KOMa, OpauKapus, OCTaHOBKa
JbIXaHUs, a TAaKK€ IIOBBILICHUE apTEPUAIBHOIO JABJICHUS C MOCICAYIOLIMM BO3MOXHBIM
CHH)KCHUEM apTEPUAIIBHOTO JABJICHUS.

JleyeHme:

[Ipu TspKENoN nepeno3upPoOBKe MOKa3aHa MHTEHCUBHAS TEpamus B YCIOBHUSAX CTAllMOHAPA.

IIpu mepeno3uMpoBKe, CBSI3aHHOMW C MPUEMOM Mpernapara BHYTPb, Ha3HAYaeTCs MPOMBIBAHHE
JKENy/IKa, aKTUBUPOBAHHBIN YTJIb.

[IpumeHeHre cocya0CyKMBAOIIUX CPEACTB MPOTUBOIOKA3aHO.

5. PAPMAKOJIOTHYECKHAE CBOMCTBA

5.1. ®apmakoauHaMHuYecKHe CBOicTBA

dapmakoTepaneBTHUecKkas rpymma: [lpemapatel g JedeHMs  3a00JIeBaHHME  HOCA,
JNEKOHTECTaHThI U APYrue Mpenapartsl 111 MECTHOTO MPUMEHEHUS; CUMIAaTOMUMETHKH.

Koxg ATX: ROIAAOS

Mexanusm aeiictBus u dhapMakoauHaMudeckue 3O hEKTEI

OKcuMeTa30I1MH OKa3bIBAET COCYIOCYKUBAIOLIEE ACHCTBUE.

[Ipu MecTHOM HaHECEHMH Ha BOCHAICHHYIO CIM3UCTYIO 000JIOUKY MOJIOCTH HOCA YMEHBINAET €e
OTEYHOCTH U BBIIEICHUS U3 HOca. BoccTaHaBIMBAaeT HOCOBOE IBIXAHHUE.

YcTpaHeHue oTeka CIM3UCTOM 000JI0UYKH MTOJIOCTH HOCA CIIOCOOCTBYET BOCCTAHOBIICHHIO a3paliiy
IIPUJATOYHBIX Ia3yX IOJIOCTH HOCA, MOJIOCTH CPEAHEr0 yXa, 4TO IPEJOTBPAlIacT pa3BUTHE
OakTepuaIbHBIX OCJIOXKHEHUH (TaiMOPUTA, CAHYCHUTA, CPETHETO OTHUTA).

[Ipn MecTHOM MHTpaHa3aJIbHOM IPUMEHEHUH B TEPANIEBTUYECKUX KOHIIEHTPALUAX HE pa3ipakaeT
U HE BBI3BIBACT TUIIEPEMHIO CIM3UCTON 000I0UKH TOJIOCTH HOCA.

[Ipenapar HaunMHaeT 1EHCTBOBATH OBICTPO (B TEUEHUE HECKOIBKUX MUHYT). [Ipog0KHUTETHHOCTD
neiicTBus npemnapara 10 12 gacos.
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(NOCNEOCBATENEHOCTE 0001)

5.2. dapmakoOKNHeTHYECKHE CBOHCTBA

AOGcopbuus

[Ipy mpuMEHEHWH COTJIACHO PEKOMEHIAIMSAM, 3HaUYMMOE€ BCachIBaHHWE (apMaKoIMHAMUYCCKU
3(PEKTUBHBIX 103 OKCHMETA30JIMHA OOBIYHO HE TIPOMCXOJIUT, HO HE MOXKET OBITh UCKIIIOUYEHO. B
HCCJIEIOBAHMX C YIaCTHEM YeJIOBEKa YPOBEHB abcopO1mu coctaBmi 3,5%.

OIMMUHALKS

[Tepron monyBBIBECHNS OKCUMETA30JIMHA IIPH €70 HHTPAHA3IBHOM BBEJCHUH COCTABIISET 35 .
2,1 % oxcuMeTa30aMHa BEIBOJUTCS MOYKaMH M 0K0J10 1,1 % KUIIIEYHUKOM.

6. PAPMAIIEBTUUYECKHUE CBOVICTBA

6.1. IlepeyeHb BCIOMOraTe/IbHBIX BelIECTB
JIMMOHHOM KHCIIOTBI MOHOTHIPAT

Harpus uurpara guruapar

I'muuepon

benzankonus xjaopuna

Bona ouninennas

6.2. HecoBMecTHMOCTH
He npumenumo.

6.3. Cpok rogHocTH (CPpOK XpaHeHust)
3 roga.

6.4 OcoOble Mepbl MPETOCTOPOKHOCTH MPH XPAHEHUH
XpaHuTb 1pu Temreparype He Boime 25°C.
XpaHUTb B OPUTHMHAJIBHON YIIAKOBKE.

6.5. XapakTep u conep:xkaHue NEPBUYHON YIIAKOBKHU

I[To 15 M Bo ¢akoHBI TOJUMEpPHBIE W3 TMOJHMATHICHA BBICOKOM TIIJIOTHOCTH. DIIaKOHBI
3aBaJIbLIOBBIBAIOT HACOCOM U CHA0XaIOT aKTyaTOpPOM B KOMIUIEKTE C 3alIUTHBIM KOJITaYKOM.

Ha ¢nakon HakJIenBalOT CAMOKJICSIIYIOCS STUKETKY.

Kaxplii (h1akoH BMecTe ¢ aKTyaTOpOM B KOMILIEKTE € 3aIlUTHBIM KOJIIAYKOM M HHCTPYKIIKEH 110
MPUMEHEHHUIO MIOMEIIAIOT B MMAYKY U3 KapTOHA.

6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH NPH  YHUYTOKEHHH  HCIOJIb30BAHHOIO
JIEKAapCTBEHHOT'0 MpenapaTa Wik 0TX010B, MOJYy4YeHHBIX Mocje MPUMeHEeHHUsI penapara, u
ApYyrue MaHUIYJISIIMH C MpenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. IEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSI
Poccuiickas @enepanus



COOTBETCTBYET JKCNEFTHOMY OTHETY
~ oT 18062024 N2 12072
Axumoneproe 06uecTso "Otncudapm’ (AO "Qrucnpapnt)=[EAUBATENBEHOCTE 000T)

123112, r. Mocksa, yn. TecroBckas, . 10, 3T. 12, mom. II, kom. 29
Ten: +7 (800) 775-98-19

dakc: +7 (495) 221-18-02

ajZipec 3IEKTPOHHOM mouThl: info @otcpharm.ru

7.1. IllpeacraBuTe/Ib ep:KATe/sl PErHCTPAIIMOHHOTO Y10CTOBEPEHUSs
IIperen3uun norpedbuTeiell HANPABIATS 10 AJIPECY:

Poccniickas @enepanvs

Axmmoneproe oomiectBo "Otucudapm” (AO "Otucudapm")
123112, r. Mocksa, yn. TecroBckas, 1. 10, 3T. 12, mom. II, kom. 29
Ten: +7 (800) 775-98-19

Qaxc: +7 (495) 221-18-02

ajZipec IEKTPOHHOM mouThl: info @otcpharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

9. JTATA NEPBUYHOM PETMCTPAIIMU (IOATBEPXKJIEHUA PETHUCTPAIIUMH,
HEPEPETUCTPAIIN)
JlaTa niepBoi perucTpanuu:

10. IATA IEPECMOTPA TEKCTA

OOmass XapakTepHCTHKa JIGKQpPCTBEHHOTO Ipemapata PuHOCTOmM OKCTpa JOCTymHa Ha
UHPOPMALIMOHHOM TIOpTaie EBpasuilcKoro SKOHOMHUYECKOTO COt3a B HWH(POPMAIMOHHO-
KOMMYHUKaIMOHHOU ceTn «HTepHEeT» https://eec.eaeunion.org



