COOTBETCTBYET ZKCNEPTHOMY OTUETY

ot 02.08.2024 N= 15923

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “05)

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Oxkcudpun repra, 11,25 Mkr/mo3a, cripeit Ha3aJdbHbIN J103UPOBAHHBIN.

Oxcudpun repta, 22,5 MKT/103a, CIpeil Ha3aIBHBIA TO3UPOBAHHBIMH.

2. KAMECTBEHHBII U KOJIMYECTBEHHBINA COCTAB
JleiicTByO1IEE BEIIECTBO: OKCUMETA30JINH.

Oxkcudpun repra, 11.25 Mkr/no3a, cupeil Ha3aIbHBIA J03UPOBAHHBIN

1 no3a npemnapara coaepkuT: 11,25 MK oKkcuMeTa3oyiMHa (B BUJC THAPOXIOPHIA).
BcrnomorarenbHbie BEIIECTBa, HAJTHMYME KOTOPBIX HAJIO YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npernapara: OSH3aIKOHUS XJIOpH I (cM. pasznen 4.4.).

Oxkcudpun repra, 22.5 MKI/103a, copeil Ha3albHbIN T03UDOBAHHBIMN

1 no3a npenapara coaepxut: 22,50 MKI OKCUMETa30JI1Ha (B BUJE TUAPOXIOPUAA).
BcnomorarensHble BEIIECTBa, HAIMYME KOTOPBIX HA/JO YYHTHIBATH B COCTaBE JIEKAPCTBEHHOTO
npenapara: OeH3anKoHus xiaopuf (cMm. paszaen 4.4.).

[TonHbIN TEpevYeHb BCIOMOTATEIBHBIX BEIIECTB MPUBEJIECH B paseie 6.1.

3. JEKAPCTBEHHAS ®OPMA
Cripeit Ha3aJIbHBIN 103UPOBAHHBIM.
[Tpo3pauHblii WK ClIETKa OMAJIECIUPYIOUINI OECIIBETHBINA MM KEJITOBATHIN, MJIM KOPUYHEBATO-

JKEIITOBATBIA pacTBOP.

4. KIMHUYECKUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

[Ipenapar Oxcudpun repra, 11,25 MKr/moza mokazaH K HPUMEHEHHIO Y B3POCIBIX, JIETEH,

IIOJIPOCTKOB B BO3pacTe oT 1 roza.

[Tpenapat Oxcudpun repra, 22,5 MKr/no3a mMoka3aH K NPUMEHEHUIO Y B3pOCIHbIX, JETei,

MIOJAPOCTKOB B BO3pacTe OT 6 JeT.

- Octpble pecipaTopHble 3a001€BaHUsI C ABJICHUSIMHU PUHUTA (HACMOPKA);

- OCTpBIN a/NIEpru4eCKuil pUHUT;

- 00ocTpeHue Ba30MOTOPHOTO PUHUTA,

- JJI1 BOCCTAaHOBIIEHHS JpeHaka NpU BOCMAJECHUH IMPHAATOYHBIX Ma3yX IOJOCTH HoOca
(cuHyCHTax), €eBCTaXUHUTE, CPETHEM OTHUTE;

- I yCTpaHCHHUA OTCKA NEPC JUATHOCTUYCCKUMHA MAHUITYJIAAIUAMHU B HOCOBBIX XOJaX.
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4.2. Pe:xuM 103UPOBAHUS M CIIOCO0 NMPUMEHeHHs

PexxuM J103upoBaHus

Bspocnvie
ITo 1 BnpeickuBanuio mnpenapata OKcudpuH Tepra, CHOped Ha3aIbHBIA JO3WPOBAHHBIM,
22,5 MKT/103a, B KaXIblii HOCOBOM X0/ 2-3 pasa B CYTKH.
[Tpenapat npumensiercst ot 3 10 5 qHEH.
B pexoMenoBaHHOU 103¢ 0€3 KOHCYIbTAMU C BpayoM MPUMEHITH HEe Oosee 7 JHEH MOIpsiI.
[ToBTOpHBIN Kypc Mpenapara BO3MOXEH TOJBKO CIIYCTSI HECKOJBbKO JHEH, B TEYEHHE KOTOPBIX
npenapar He npumensics. [Ipu wacToM M IMTEIHLHOM MPUMEHEHUHU Mpernapara OIyIIeHUE
«3aJI0)KEHHOCTHU» HOCAa MOJKET TMOSBUTHCS BHOBb WJIM YXYAIIUTHCS. B 3TOM cnydae ciemyer
MIPEKPATUTH JICUCHHUE.

eTH
JHetsim B Bo3zpacte oT 1 roaa o 6 net: mo 1 BopeickuBanuto npenapara OkcupuH repra, cupen
Ha3JIbHBIA J03UPOBaHHbBIH, 11,25 MKT/m03a, B KaXKIblii HOCOBOH X0 2-3 pa3a B CyTKH.
letn B Bo3pacte or 6 mo 18 met: mo 1 BupeickuBaHuio mpemapata OkcudpuH repra, Crpei
Ha3aJbHBINA JO3UPOBAHHBIN, 22,5 MKI/[03a, B KaXKAbIH HOCOBOM X0/ 2-3 pasa B CyTKH.
[Ipenapart npumensiercs ot 3 10 S THEH.
B pexomenoBaHHO# 103¢ 0€3 KOHCYJbTAIMKA C BPauoM MPUMEHATH HEe OoJiee 7 THEH MOIpSII.
[ToBTOpHBIN KypC Mpemnapara BO3MOXKEH TOJBKO CIYCTsl HECKOJIBKO JTHEH, B TEYCHUE KOTOPBIX
npenapar He npuMmeHsicsa. Ilpy yacToM M JIIMTENBHOM MPUMEHEHUM Mpernapara OUIyLIEHUE
«3aJI0)KEHHOCTU» HOCAa MOKET MOSIBUTHCS BHOBb WJIM YXYALIUTBCS. B 3TOM ciydae cienyer
MIPEKPATUTH JICUCHHUE.
[Ipenapar Oxcudpun repra He ciieyeT Ha3Ha4aTh JeTsM B Bo3pacte oT 0 10 1 roga s naHHOU
JIEKapCTBEHHOM ()OPMBI B CBSI3U C HEBO3MOXKHOCTBIO 00€CTIEUUTh PEXXHUM JTO3UPOBAHUS.

Crooco0 rmpuMeHeHus

WNHTpana3aibHO.
OnHO BIpBICKMBAHUE 00bEMOM 45 MKJI COJIEPKHUT:
— 11,25 Mkr okcumertazonuHa ruapoxiopuna — anst OkcuppuH repra, cupeid Ha3albHBII
no3upoBaHHbIi 11,25 MKr/mo3a;
— 22,5 MKT OKcHMeTa3zolHMHa ruapoxjopuaa — mis OkcuppuH repra, Crpeil Ha3albHBIN
JIO3UPOBAHHBIN 22,5 MKT//m03a.
4.3. IlpoTuBONOKAa3aHUS
- T'unep4yBCTBUTENBHOCTh K OKCHMETA30JIMHY WM K JTF0OOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEepEUYUCIICHHBIX B pasaene 6.1.;

- arpopUYECKU PUHUT;
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- 3aKpBITOYTOJIbHAA TTIAyKOMa,

- XUpYpruuecKue BMeIaTeIbCTBA Ha TBEPAOM MO3TrOBOM 000I04Ke (B aHaMHE3e);

- COCTOSIHHE IOCTIe TpaHCC(HEHOUAATBHON THIO()U3IKTOMUH;

- BOCMAaJIEHUE KOKU U CIIM3UCTOM 000J0YKK 00JaCTH MIPEeAIBEPHs HOCA;

- gerckuii Bo3pacT g0 1 roma — mua OxcudpuH repra, Cuped Ha3adbHBIN JO3UPOBAHHBIN
11,25 Mxr/mo3a;

- nerckuil Bo3pacT A0 6 ner — mia OxkcudpuH repra, crpeld Ha3adbHBIA JO3MPOBAHHBIN
22,5 MKr/nosa.

4.4. OcoOble ykazaHHusi 1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTEIO

OnHOBpeMEHHOE NPUMEHEHHE WHTHOMTOpPOB MoHOamuHOKcHIa3bl (MAO), Bkitoyas Hepuon
14 nHelt mocine MX OTMEHBI, TPULMKINYECKUX AHTUACIPECCAHTOB, OPOMOKPHUIITHHA, a TaKKe
JpyTrux MpenapaToB, MOBBIIIAIOUMX APTEPHUATBHOE [ABJIECHUE; MOBBIIIEHHOE BHYTPUIJIA3HOE
JaBJICHUE; XPOHMYECKAas  cepleyHasl HEJOCTaTOYHOCTb, apTepuanbHasl TUIEPTEH3US,
CTCHOKApIus, AapuUTMHs, TaxXWKapAWus, BBIPAKECHHBIA aTEpOCKIEPO3; (PEOXpOMOIMTOMA;
OepeMEeHHOCTh, TEpUOj] TIPYAHOTO BCKapMIIMBAaHUS; TUIEPTUPEO3; CaxapHbId auader,
XpOHMYECKasi T04YeyHas HeIO0CTaTOYHOCTb, THUIEpIUIa3us MpeACTaTeIbHOW  JKelle3bl C
KJIMHUYECKMMH CUMIITOMaMH (3aJiep’KKa MOUn ), MOpPUpHUs.

Oco0ble yKa3aHus

N36eraiiTe nonaganus npenapara B riasa.

Bo u36exxanue pacnpoctpaneHuss UHPEKIMY HEOOXOAMMO IPUMEHS T MpenapaT HHIUBUAYaJIbHO.
Crnenyet u3beratsb JJIUTEIBHOTO IPUMEHEHUS U MEPEI03UPOBKHU.

O} PeKTUBHOCTh COCYJOCYKUBAIOIIUX IPENapaToB MOXKET CHUXKATbCs (Taxuduiakcus) mnpu
JUINTEJIbHOM NPUMEHEHUU WM MEePe03UPOBKE. DTO MOXKET MPUBECTU K MCIIOJIB30BaHHIO OoJjee
BBICOKHUX /103 MJIM K 00Jiee YacTOMY HCIOJIb30BAHUIO MPENapaToB, YTO, B CBOIO OYepelb, MOKET
MIPUBECTH K MIOCTOSTHHOMY NPUMEHEHHIO TTperapaToB. [Ipy BEISBICHUH TUTEIBHOTO IPUMEHEHHUS
WIM TPU3HAKOB TMEPEAO3UPOBKM MPHUMEHEHHE COCYIOCYKMBAIOIIUX IMPErnapaToB CleAyeT
HEMEJUIEHHO NIPEKPaTUTh.

He npeBsbimate peKOMeH10BaHHbIE JI03bI M JUIUTEIHOCTh IPUMEHEHUS.

[Tpu nnmuTenpHOM IpUMeHeHnH (0oJiee OTHOM HEIen ) MpernapaT MOXET BbI3BATh TaXU(PHITAKCHIO,
3¢ exT «puxoieTay U aTpoPHIO CIU3UCTON 000JOYKHU MOJIOCTH HOCA.

[TaneHTam ¢ XpOHUYECKUM PUHUTOM IOKa3aHO MEAULIMHCKOE HAOII0IeHHE.

BcrmoMorarenbHBIE BEIIECTBA

[Ipenapat cogep’UT OEH3AIKOHUS XJIOPU, KOTOPBII MOXET BbI3BaTh pa3pa’keHUE U OTEYHOCTh

CIIM3UCTON 000JI0YKH HOCA.
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B3auMMOIeHCTBUS

3amMeyIsieT BCaChIBAHUE MECTHOAHECTE3UPYIOIIMX JICKAPCTBEHHBIX CPEJICTB, Y/UIUHSET UX JICHCTBUE.
VY manueHToB, MpUHUMAOITUX UHIHOUTOpEI MAQO B TeUeHHE IIPEANISCTBYIOMUX 2-X HECb U B
TEUEHUE 2-X HEAeNIb IOCJAe WX OTMEHBI, TPULIUKIMYECKHE AHTUICTPECCAHTHl WU JIPyTHe
mpemaparsl, CIOCOOCTBYIOIIME TIOBBIIICHHIO apPTEPUAIIBHOTO JIaBIICHWS — IIOBBIIICHUE
apTepUaIbHOTO JaBJICHUSI.

CoBMeCTHOE TPUMEHEHHE C JPYTHMMH COCYIO0CYKHBAIOIIUMH JIEKAPCTBEHHBIMU CPEICTBAMU
MOBBIIIAET PUCK PA3BUTHUS TOOOYHBIX A (PEKTOB.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

B nepuon OepeMeHHOCTH mpernapar cleQyeT NPUMEHSITh C OCTOPOXKHOCTHIO, HE IMPEBbINIAs
PEKOMEHTIOBAaHHBIE JIO3BI.

Crnenyet co0nogaTh OCTOPOKHOCTh MIPH HAIMYWU apTePUATIbHON THINEPTEH3UU WIHM MPU3HAKOB
CHIDKEHHUS TUIAIllEHTapHOTO KpOBOTOKA. YacToe WM [JIMTENbHOE MPHUMEHEHHUE Mpernapara B
OOJIBIIINX JT03aX MOXKET IMPUBECTH K CHUKEHUIO IIIAIICHTAPHOTO KPOBOTOKA.

[Ipenapar MOXeT MPUMEHSTHCSA TOJIBKO IMOCIE TIIATECILHON OIEHKH COOTHOIICHHS OXKHMJIaeMOM
MOJIB3bI M MIOTEHIIMATILHOTO PHUCKA ISl MATEPHU U TII0JIA.

JlakTamus

B nmepuon rpyaHOrO BCKapMIIMBaHUs IpenapaT CleAyeT MNPUMEHATh C OCTOPOKHOCTBIO, HE
MPEBBIIIAS. PEKOMEH/I0BaHHbIE JO3BI.

[Ipenapar MoXeT MPUMEHSTHCSA TOJIBKO IMOCJE TIIATETLHON OIEHKH COOTHOIICHHS 0XKHMIaeMOM
MOJIB3bI M IOTEHIIMAILHOTO PHUCKA ISl MAaTepU U peOCHKaA.

4.7. Bausinde Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHU CpeICTBAMU U padoTath ¢
MeXaHH3MaMH

[Tocne nnuTepHOTO MPUMEHEHUS CPEACTB OT HACMOPKA, COJIEPIKAIINX OKCUMETA30JIMH, B 103aX,
MPEBBIMIAOIINX PEKOMEHTyEMbIE, HEJIb3s1 HCKIII0YATh O0IIee BIUSHUE Ha CePACUYHO-COCYTUCTYIO
CUCTEMY U LIEHTPAILHYIO HEPBHYIO cUCTEMY. B 3THX ciyuasx cienyet coOIoaaTh OCTOPOKHOCTh
MpH yIpaBIEHUN TPAHCTIOPTHBIMU CPEACTBAMH W 3aHATUAX IPYTUMH MOTEHIIMAIBFHO OMACHBIMU
BHUJIaMU JICSITEIBHOCTH, TPEOYIOIIMMH TOBBIIIICHHOW KOHIIEHTpAIlMd BHUMAaHUS W OBICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8. Hexkenare/ibHbIE peaKUNU

PesroMme HexxenaTeabHBIX PEAKIIUT

HexxenarensHbIe p€akinu pacCrnpeaciaCHbl B 3aBUCUMOCTHU OT YaCTOTHI UX BOSHUKHOBCHHUA: OUYCHDb

gacto (= 1/10); wacto (ot > 1/100 mo < 1/10); mewacto (ot > 1/1000 mo < 1/100); penxo
4
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VMEIOIMXCS JaHHBIX OLICHUTh HEBO3MOXKHO).

HexxenarenbHble sIBICHUS, ONMCAHHBIC B KIIMHUYECKUX HUCCIIEIOBAHUIX, BCTPEYAIUCh HEYACTO U
ObUIM TIOJTYYEHBI IPH MPUMEHEHUH OKCHMETA30JIMHa Y HEOOIBIIOT0 KOJINYECTBA MAlMEHTOB.
Hipke npencTaBieHbl HeXXenaTeNbHbIe SIBICHHS, O KOTOPBIX COOOIIAIOCh HA OCHOBE OOLIMPHOTO
IOCTMapKETUHIOBOTO ONBITa NPHMEHEHUS B TepareBTHUCCKUX/PEKOMEHIOBAHHBIX J103aX |
KOTOpbIE MPU3HAHBI UMEIOIIMMHU OTHOUICHUE K OKCHUMETA30JIHHY .

[TockonbKy OOJBIIMHCTBO HEXENATENbHBIX 3((EKTOB BBIABICHO B IMOCTMAaPKETHHIOBBIX
CIIOHTAHHBIX COOOIIEHHAX, WX YaCTOTa HEU3BECTHA (HEBO3MOXKHO YCTAaHOBHTH Ha OCHOBAHUU
UMEIOLINXCS TaHHBIX).

Hapywenust co cmopoHbl UMMYHHOU CUCTEMbl

Peakuiny runepuyBCTBUTEIBHOCTH (AHTHOHEBPOTHUECKUI OTEK, SK3aHTEMA, KOKHBIN 3yI).
Tcuxuueckue Hapywerus

becconnmia, 6€COKOHCTBO, 4YyBCTBO TPEBOTH, Pa3IpaKUTEILHOCTh, HApyIIeHHE CHa (Y JIeTel).
Hapywenust co cmopoHbl HepeHotl cucmembl

COHIIMBOCTD, MOJIABICHHOCTh, TOJIOBHAs 0O0JIb, TAILTIOIMHAIMKN (OCOOCHHO y AeTe), cy1oporu
(ocoOeHHO y zeTeit), FOJI0OBOKPYKEHHUE.

Hapywenus co cmopomsi cepoya

Omurymenue cepAareOoneHus, TaxuKapamsi.

Hapywenus co cmoponsi cocyoos

[ToBpIIEHNE apTEPHATHLHOTO JIaBIICHHUS.

Hapywenust co cmopoHbl 0bIXamenbHOU CUCEMbl, OP2AHO8 2PYOHOU KIIemKU U CPeOO0CMeHUs.
Omymenne auckomMpopra co CTOPOHBI CIM3UCTOM HOca (OLIyIIEHHE XOKEHHs CIU3UCTON
000JI0YKH MOJOCTH HOCA); CYXOCTh CIM3UCTON O0OJOYKU MOJIOCTH HOCA; YuXaHue (0COOEHHO Y
YYBCTBUTEIBHBIX MAIMEHTOB); TIOCJIE TOTO, Kak TpoimeT dPQPeKT OoT NpUMEHEHHS
OKCHMETa30JIMHA, YyBCTBO «3aJ0KEHHOCTH» HOCA (PeaKTUBHAs TMIIEPEMHUs); OCTAHOBKA JbIXaHHUS
(Y HOBOPOKAEHHBIX M MJIQJICHIIEB); HOCOBBIE KPOBOTEUCHHS.

Obwue napyuienus u peakyuu 8 mecme 68€0€eHuUs.

YTOMIISIEMOCTB, TOIIHOTA, HAPYIICHNE 3pEHUS (TIPH MTOTIAJaHUH B TJ1a3a).

Onwmcanne OTACIbHBIX HeXKEIATEIbHbIX PEAKIIMI

JlnnrenpHOE HEMPEPBIBHOE UCIIOJIB30BAHNUE COCYIOCYKUBAIOIUX IIPETIAPATOB MOKET IPUBECTH K
TaxupuIakcuu (KpaTKOBPEMEHHOMY IMOHMKEHUIO YYBCTBUTEIBHOCTH K Ipemnapary), aTpoduu
CJIN3UCTON O0OJIOYKH MOJIOCTH HOCA M BO3BPATHOMY OTEKY CIM3UCTON 0OOJIOYKH MOJOCTH HOCA

(MeIMKaMEHTO3HBIA PUHUT).
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Coo0111eHrEe 0 I0I03pEBAEMBIX HEXKEIATEIbHbIX DeaKHI/Iﬂg

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTPalluu
JICKapCTBEHHOTO TIperapara ¢ meiiblo 00ecreYeHnss HeMPEePhIBHOIO MOHUTOPUHTA COOTHOIICHUS
«10Jb3a — PHUCK» JIEKAPCTBEHHOI'O Mpernapara. MeIunuHCKUM paOOTHUKAM pPEKOMEHIYeTcs
coo0IaTe O JIIOOBIX MOJ03PEBACMbIX HEXKENATENbHBIX PEAKIUSAX JIEKapCTBEHHOIO Ipenapara
4yepe3 HalMOHABHBIC CHUCTEMBI COOOIICHHS O HEXKENATeNbHBIX PEAKIUAX TOCYAapCTB — YICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

109012, r. Mockga, CnaBsHCKas IJI0Iab, 1. 4, cTp. 1

OenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBaanazop)

Ten.: +7 499 578 06 70

®axc: +7 495 698 15 73

pharm@roszdravnadzor.gov.ru

www.roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CuMOTOMBI

O} PeKTUBHOCTh COCYAOCYKUBAIOIIUX IPENapaTOB MOXKET CHUXKAThCs (Taxuduiakcus) Mpu
JUTUTEIIBHOM TIPUMEHEHUN WJIH TEePE03UPOBKE. ITO MOXKET IIPUBECTH K MCIOJIb30BAHUIO OoJiee
BBICOKHX 103 WJIM K 00Jiee YaCTOMY HCIIOJIb30BaHMIO MPENapaToB, YTO, B CBOIO OYEPE/b, MOMKET
MPUBECTU K MOCTOSSHHOMY TPUMEHEHUIO IIpenapatoB. [Ipy BEISIBICHUH JIUTEIbHOTO TPUMEHEHUS
WIM TIPU3HAKOB TMEPEAO3UPOBKH MPUMEHEHUE COCYAO0CYKMBAIOIIMX MpEnapaToB CleayeT
HEMEJJICHHO MPEKPATHUTb.

Knuauueckne  mpu3HAKM  WHTOKCHUKAIIMM  TPOU3BOAHBIMM  HMMHJA30Jla  MOTYT  OBITh
HeCHeM(PUIECKIMH M HEUETKUMHU, MOCKONBKY (pa3bl THNEPAKTHUBHOCTH CMEHSIOTCA (a3zaMu
YIHETEHUS IEHTPAIIbHON HEPBHOM CUCTEMBI, CEPACUHO-COCYIUCTOMN U IBIXaTEIbHON CUCTEM.
CHMIOTOMBI

TpeBora, 6€CIOKONCTBO, TAJUTIOIIMHAIINH, CYJOPOTH, TMOBBIIIICHUE WM TIOHIKEHUE TEMIIePaTyPhl
Tena, TICHXWYECKUE PaACCTPOICTBa, yrHeTeHHe (YHKIUN IICHTPATbHOH HEPBHON CHCTEMBI,
BSUIOCTh, COHJIMBOCTb, BO3MOJKHO pa3BUTHUE KOMBI, CYKE€HHE WIM pPaCIIMPEHUE 3pPAUYKOB,
TUXO0pajKa, MOTIUBOCTh, OJIETHOCTH, IIMAaHO03, OIIYIIICHUE CepAIICONCHIS, OpaTuKapIvs, apUTMUS,
OCTaHOBKa Cep/Ila, MOBBIIIIEHNE apTEPUATTLHOTO JaBJICHUS, CHIKEHNE apTePUATTLHOTO JIaBJICHUS,
TOIIHOTA, PBOTA, OTEK JIETKUX, JIbIXaTeJIbHbIE PACCTPOICTBA, OCTAHOBKA JbIXaHUSI.

VY nereil mepeno3upoBKa MOXKET OBITh NPUYMHOM Pa3BUTHS TAaKUX CHUMIITOMOB CO CTOPOHBI

LEHTPaJIbHOW HEPBHOM CHCTEMBI, Kak BO30YyKIEHHE, CyJOpOTy, KoMa, OpaauKkapIus, OCTaHOBKA
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CHUKEHUEM apTepUATIbHOTO JaBJICHUSI.
Jleuenne

[IpombIBaHME KeTyIKa, MPUEM aKTUBHPOBAHHOIO YT (MPH CIIy4aiiHOM IMOMaJaHuU MperapaTa
BHYTPb); CAMIITOMAaTHYECKOE.

[Ipu TspKENION mepeno3upoOBKE IMOKAa3aHA HMHTCHCHUBHAs Tepamusi B YCIOBUAX CTallMOHApa.

[TpruMeHeHHe COCY10CYKUBAIOLIMX CPEACTB IIPOTUBOIIOKA3AHO.

5. DPAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOCTBA

dapmakoTeparneBTHUECKas TpyIa; npernaparsl i JeueHus 3a00eBaHUi HOCa; IEKOHT€CTaHThI
U JIpyrue npenapaTsl s MECTHOT'O IIPUMEHEHUS; CUMIIATOMUMETHKH.

Kox ATX: RO1IAAOQS.

Mexanusm aeiicteus, dapMakoauHaMmuyeckue 3hhHeKTol

OkcuMeTa30IMH OKa3bIBAaeT cocyJocykuBatouiee zeiicrsue. Ilpy MecTHOM HaHeceHMM Ha
BOCIIAJICHHYIO CIU3UCTYI0 00OJIOUYKY IOJIOCTH HOCA YMEHbBINIAET €€ OTEYHOCTh U BBIIEICHUS U3
Hoca. BoccTanaBimBaeT HOCOBOE JIbIXaHUE.

VYcTpaHeHne oTeka CIM3UCTON 00070YKH MOJI0CTH HOCA CITIOCOOCTBYET BOCCTAHOBJICHUIO adpallun
NPUIATOYHBIX Ma3yX MOJOCTH HOCA, MOJOCTU CPEAHET0 yXa, YTO YMEHbBIIAET BEPOSITHOCTh
BO3HUKHOBEHUS OaKTepUaIbHBIX OCI0KHEHUH (raiMOpUTa, CHHYCHTA, CPETHEr0 OTUTA).

ITpu MECTHOM MHTpaHa3aJIbHOM IPUMEHEHNH B TEPANIEBTUYECKUX KOHIIEHTPALMSX HE Pa3IpakaeT
U HE BBI3BIBAET TUIIEPEMUIO CIU3UCTON 000I0UYKHU MOJIOCTH HOCA.

OxcuMeTa3onMH B JIEKapCTBEHHOHN (opme cripeil Ha3albHbIM J03UMpoBaHHBINA, 11,25 MKI/no3a,
HauMHAaeT JIeHCTBOBATh OBICTPO, B TEUCHHE HECKOJIBKUX MUHYT. OKCHMETA30JIMH B JIEKAPCTBEHHOM
dopme cmpeil HazalbHBIA J103UPOBaHHBIM, 22,5 MKr/mo3a, AeWCTBYeT ¢ 25 CEKyHIbI.
[TpoaoKUTENBHOCTh AEHCTBUS MTpEnaparoB 10 12 4.

Pe3ynbTarhl ABOWHOTO ClEnoro Imianedo-KOHTPOJIUPYEMOTO HCCIEIOBaHUS Yy MAIMEHTOB C
OCTPBIM BUPYCHBIM PUHUTOM B Bo3pacte 12-70 neT nokasanu, 4To NpUMEHEHHE OKCUMETA30JINHA
B JIEKApCTBEHHOM (popMe cripeit Ha3aIbHBINA JO3UPOBAaHHBIHN, 22,5 MKI/103a, COKpAIlaeT MeAUaHy
MPOAOJKATEIIBHOCTH HACMOPKA € 6 10 4 THEM.

5.2. ®dapmakoKUHEeTHYECKHE CBOHCTBA

Abcopbrus

[Ipy mpuMeHEHHHM COTJACHO PEKOMEHJIAIMSIM 3HAauMMOE BcachlBaHUE (hapMaKOJAMHAMHYECKU
3(PEeKTUBHBIX 103 OKCUMETA30IMHA OOBIYHO HE TPOUCXOANT, HO HE MOXKET OBITh HCKITFOUYEHO.

B nccrnenoBanusax ¢ yuacTHeM 4yesoBeKa ypoBeHb abcopOiuu coctaBui 3,5 %.
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HepI/IOI[ IMOJIYBBIBCACHUS OKCUMETA30JIMHA ITPU €T0 UHTPAaHA3aJIbHOM BBCACHUU COCTABJIACT 35 4.

2,1 % okxcuMmeTa30a1MHa BEIBOAUTCS ¢ MOYol 1 okoio 1,1 % — ¢ xanom.

6. PAPMAIIEBTUYECKHE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTeIbHbIX BellleCTB

benzankonus xaopun

[Nunepon

Hatpus nurpara gurunpar

JIumoHHas kucinota 6e3BOAHAS

Bopna nns unbexumii

6.2. HecoBMecTHMOCTH

He npumennmo.

6.3. Cpok roaHocTu (CpOK XpaHeHHs )

3 roga.

[Tocne BckpbITus (uiakoHa — 6 MECALEB.

6.4. OcoOble MepbI MPEIOCTOPOKHOCTH MPU XPAHEHUH

Xpanuts npu remmneparype He Boime 30 °C.

Cpok XpaHeHHUs 110CJIe IEPBOTO BCKPBITHS JIEKAPCTBEHHOTO MIpernapaTa cM. B paszzaene 6.3.

6.5. XapakTep U coaep:kaHHe NEPBUYHOI YIAKOBKH

ITo 190 no3 (10 mu) nam no 280 mo3 (15 mi1) Bo (pyakoH U3 MONUITHIIEHA, YKOMIUIEKTOBAaHHBIH
JIO3UPYIOIIEN HACAIKOM.

ITo 1 ¢pnakoHy BMECTE ¢ MHCTPYKLMEH MO0 IPUMEHEHUIO B MTAUYKe U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPeJOCTOPOKHOCTH MNPH  YHUYTOKEHHHM  HMCIOJB30BAHHOIO
JIeKAPCTBEHHOr0  mpenapara WJIH  OTX0JA0B, MOJYYeHHBIX IOCJie TPUMEHeHHUs
JIEKapPCTBEHHOI'0 NpenaparTa ujiv padoTbl ¢ HUM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
Poccus

000 «I'epra»

195279, Canxr-IlerepOypr, MuaycrpuanbHblii mp., a. 71, kopi. 2, muT. A
7.1. IlpeacraBuTe/b AepaKaTessi perHCTPALMOHHOIO Y10CTOBEPEHHUS
[IpeTen3un moTpedbuTenel HarpaBsATh MO aIpecy:

Poccus

00O «I'potekcy
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Ten.: +7 812 385 47 87
®akc: +7 812 385 47 88

ccc@grotexmed.com

8. HOMEP PEIT'UCTPAIMOHHOI'O YAOCTOBEPEHUSA

9. TATA NEPBUYHOM PETUCTPAIIMU (ITIOJATBEPXIEHHUE PEIMCTPAIINMA,
NEPEPETI'UCTPALIUS)
Jara nepoii peructpanuu: 12.04.2023

10. IATA IEPECMOTPA TEKCTA
OO0miass xapakTepucCTHKa JeKapcTBeHHOTro mpenapata OxcudpuH repTa AOCTYIIHA Ha
uH(GOPMallMOHHOM TmopTaje EBpasuiickoro »KOHOMHYECKOTO COr03a B HWH(OPMAIMOHHO-

KOMMYHUKaIMOHHO# cetn «utepuer» https://eec.eaeunion.org.



