COOTBETCTBYET 3KCNEPTHOMY OTUYETY
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OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEAHOT OTIPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

Punocron DkcTpa ¢ MEHTOJIOM M ABKIUINTOM, 22,5 MKI/[103a, CIpel Ha3aJdbHBIM JO3UPOBAHHBIN
C apOMaToOM MEHTOJIA U dBKAJIHMITA

2. KAUECTBEHHBIN 1 KOJJTMYECTBEHHBIN COCTAB

JlelicTByroO1IE€€ BENIECTBO: OKCUMETA30IMH
1 no3a mpenapara couepKuT 22,5 MK OKCHMETa30JInHa (B BUC THIPOXJIOPHIA).

BemectBa, HamMuume KOTOPBIX HAJIO0 YYUTHIBATH B COCTaBE JICKAPCTBEHHOTO IIperapara:
MPOIUJICHIJINKOIb, OCH3UIIOBBINA CIUPT, OCH3AIKOHUS XJIOpU (cM. pazaen 4.4).

[TonHbIN NIepevYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Crpeii Ha3aIbHBINA JO3UPOBAHHBIM C ApOMATOM MEHTOJIA M 9BKAJIUITA.

becuBeTHbINT MU C KEITOBATHIM OTTCHKOM, HpOSp&‘IHHﬁ I Ol'IaJ'ICCL[I/Ipy}OH_[I/Iﬁ pacTBoOp C
3armaxoM MCHTOJIa U SBKaAJIMIITA.

4. KIMHUYECKHUE JJAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

PruHOCcTOn DKCTpa ¢ MEHTOJIOM M 3BKAJIMIITOM IOKa3aH K NPUMEHEHHUIO Y B3POCIBIX U JETEN B
Bo3pacte ot 12 o 18 ner.

- OCTpbIE peCIUpaTOpHbIe 3a00JI€BaHNUS C ABICHUSIMU PUHUTA (HACMOpKa);

- OCTpPBIN AJUIEPIrUYECKUN PUHUT;

- 000cTpeHre Ba30MOTOPHOTO PUHHTA;

- JJI1 BOCCTAHOBJIEHHUS JIpeHa)ka IMPU BOCHAJIEHUWU MPUAATOUYHBIX Ma3yX Hoca (CHHYCHTax),
€BCTaxXUUTE, CPETHEM OTUTE;

- I YCTpaHCHUA OTCKA MEPEA AMATrHOCTUUCCKMMU MAaHUITYJIAIIUAMUA B HOCOBBIX XOJaX.
4.2. Peskum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBanus

[Tpenapat npumensiercst ot 3 10 5 nHell. B pexoMeH10BaHHOHN 103€ 6€3 KOHCYIBTALUU C BPauoM
IPUMEHSTh mpenapar He Oosiee 7 AHe. Eciau cuMOTOMBI yCUIMBAIOTCA WJIM YIydlIEHHE HE
HACTYMAaeT B T€YCHUE 3-X JHEH, HEOOXOMMO MPOKOHCYIBTUPOBATHCS C BPAUOM.

IToBTOpPHBIN Kypc mpemnapara BO3MOYKEH TOJBKO CIYCTsI HECKOJBKO JHEH, B TEYEHHE KOTOPBIX
npenapar He npumeHsuica. [Ipy yacTtoM M JIUTEIPHOM NMPUMEHEHUH IMIpernapara OLyLICHUE
«3aJI0’)KEHHOCTU» HOCAa MOJKET NOSIBUTHCS BHOBb WJIM YXYALIUTbCS. B 3TOM ciydae crnenyer
MIPEKPATUTH JICYEHHUE.
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Bspocnvie

COOTBETCTBYET ZKCNEPTHOMY OTUETY

[To 1 BOPBICKMBAHUIO B KK/ HOCOBOH X0/ 1-2 pas3a B CyTKH.
eTH

BbezomacHocth 1 3 pexkTuBHOCTD y Aeteit ot 0 10 12 neT Ha TaHHBI MOMEHT HE YCTaHOBIICHBI.
JlaHHbBIE OTCYTCTBYIOT.

Jlemu 6 6o3pacme om 12 0o 18 n1em
PesxuM 103MpOoBaHMs aHAIOTUYCH PEXKUMY TIO3UPOBAHHUS 1151 B3POCIIBIX.

Cnooco0 nnpuMeHeHus

NutpanazanbHo.

4.3. IIpoTBONOKA3aHUSA

- 'unep4yBCTBUTENBHOCTh K OKCHMETA30JIMHY WJIM JIIOOOMY M3 BCIOMOIaTeJIbHBIX BEIECTB,
IIEPEYUCIICHHBIX B pa3zene 6.1;

- aTpo(OUUECKUN PUHUT;

- 3aKpBITOYTOJIbHAS TTIAYKOMa,

- XUpYpru4ecKre BMEIaTeIbCTBA Ha TBEPIOM MO3TroBOM 000I0UKe (B aHAMHE3E);

- COCTOSIHHE TIOCJIE TPaHCC(HEHONTANBHON THITO(PU3IKTOMUHY;

- BOCTIaJICHHE KOKU M CIIM3UCTOM 000JI04KH 00JIaCTH MpeIABepHUs HOca.
4.4. OcoOble yka3aHMsl M1 Mepbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH

VY nanMeHToB, MOMyYarOIIMX TEpanuio MHIHOMTOpaMu MoHoaMmuHOkcuaazel (MAO) wu
TPULMKIMYECKUMU aHTHUJIENIPECCAHTaMHU, a TakXe JpYrMMH IpenapaTaMd, CIIOCOOHBIMU
NOBBILIATH APTEPUATBHOE AABIICHUE.

[Ipu NOBBIIIIEHHOM BHYTPHUTJIA3HOM JABJICHUH, OCOOCHHO MPHU Y3KOYTOIBHOM TIIayKOMeE.

[Tpu TsKENBIX 3a00J€BaHMUAX CEPAECYHO-COCYTUCTOM CHUCTEMBbl (XpPOHMUYECKOW cepieyHOn
HEJOCTaTOYHOCTH, CTEHOKapAUM, AapUTMUH, TaXUKApAMM, MOBBIIIEHHOM apTepHaIbHOM
JTaBJIEHUH, BEIPQXKEHHOM aTepPOCKIIEPO3e).

[Tpu peoxpomonurome.

[Tpu MeTaboMMYeCKNX HAPYIICHUSAX (HApUMeEp, TUIIEPTHPEO03e, CaxapHOM auadete, mophupun).
[Ipu runepriiazun MpeacTaTeIbHOM JKEIe3bl C KITMHUISCKUMU CUMITTOMaMH (3aJIepKKa MOYH ).
IIpy XpOHMYECKOW OYEYHON HEJOCTATOYHOCTH.

[Ipu 6epeMEeHHOCTH U B TIEPHO]I TPYAHOTO BCKapMIIUBAHUS.

W306eraiiTe momagaHus mpenapara B riasa.

Bo u36exanue pacnpoctpaHeHuss HHPEKIMH He0OX0MMO TIPUMEHSTh Mpenapar HHIUBUTYATbHO.

O} PeKTUBHOCTh COCYAOCYKUBAIOIIUX TMPENapaToB MOXKET CHIDKAThCS (TaXu(UIaKCcHus) MpU
JUIUTETbHOM MPUMEHEHUHU WK Mepeo3UpOBKE. ITO MOKET MPUBECTU K MCIOIb30BaHUIO Oolee
BBICOKHUX /103 MJIM K 00Jiee YacTOMY MCIOJIb30BAHUIO MPENapaToB, YTO, B CBOIO OYEpelb, MOKET
MIPUBECTHU K MIOCTOSHHOMY IIPUMEHEHHIO MpenapaToB. [Ipy BeIABIEHUHN IIUTEILHOTO TPUMEHEHUS
WIM TPU3HAKOB [EPENO3UPOBKM IPUMEHEHHE COCYAOCYKMBAIOIIMX IIPENapaToB CIEoyeT
HEMEIJIEHHO MPEKPaTUTb.

He MNPECBLIIATE PCKOMCHAOBAHHLIC NO3bI U JJIUTCIIBHOCTh IPUMCHCHUA.
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B cinydae orcyrcTBUs ddekTa win Nnpu yTHKCICHUH ': %}J&\%; Ekﬁgﬂgkzﬂf;[;'r EEO‘%SX'(')IIL'HMO

00paTUTHCS K Bpauy.

[lpn uTensHOM mnpuMeHeHnH (Oonee OIHOM HEOENnM) TMpernapaT MOXET BBI3BIBAThH
Taxu(uIakcuio, 3PPEeKT «PUKOIIETay 1 aTpOPHUI0 CITU3UCTON 0O0TOUKH MOJIOCTH HOCA.

HaI_II/IeHTaM C XpOHUYECKHUM PUHHUTOM IIOKa3aHO MCIUIIMHCKOC Ha6J'II-OI[€HI/Ie.

Omnwucanbl peiKue ciydan pa3BUTHS CHHIpOMa 3aaHel oOpatumoii sHedanonatun (C303) wm
cuHapoMa oOpatumoit 1epeOpanbHoi  BazokoHcTpuknuu (COLIB) nHa (¢one Tepanuu
CHUMITATOMUMETHYECKUMH TpenapataMu. CUMITOMBI BKJIIOYAJIM BHE3AIMHOE MOSBICHUE CUILHON
TOJIOBHOW 0OJIM, TOLIHOTHI, pBOTHl U HapylIeHUI 3peHus. B GONBIIMHCTBE ClydyaeB COCTOSHUE
YIY4IIWIOCH WIN SIBJIEHUE Pa3pelINIOoCh B TEUEHUE HECKOJIBKUX JHEH MOCIIE COOTBETCTBYIOLIETO
nedyenus. [Ipu pazButum cumnromoB C300 wmm COLIB, nepeOpanbHOM Ba30KOHCTPHUKIIUU
npernapar cie1yeT HeMeUIEHHO OTMEHUTD Mperapar U 0OpaTUTHCS 32 METUIIMHCKON ITOMOIIBIO.

BcnomorarenbHbIe BEIECTBA

[Ipenapat cogepKuT 4,5 MI' IPONMUIJICHTJIMKOJS B K&KJI0H J103€.

[Tpenapat cogepxut 0,45 Mr OEH3UIOBOTO CIUPTA B KAXKIOM 103€. beH3UIOBBIA CIUPT MOXKET
BBI3BIBATH AJUICPTUUCCKUE PEAKIIMH U JIETKOE MECTHOE pa3/ipaKeHue.

[Ipenapar coxepxut 0,0068 Mr OeH3aIKOHUS XJIOPHAA B KKIOH 103e. BeH3aaKoHUs XJIOpH
MOJKET BBI3BIBATH Pa3paKEHUE WM OTEK B HOCY, OCOOCHHO TP JUIUTEIIHHOM MPUMCHEHUH.

4.5. BzaumojeiicTBe ¢ [JPYTHMH JIeKAPCTBEHHbIMHM MpenapataMd M JApyrue BH/bI
B3auMOAelCTBUA

HpI/I OOTHOBPEMCHHOM IIPUMCHCHHUU C I/IHFI/I6I/ITOpaMI/I MOHOAMHMHOKCH Ja3bl (B TCUCHUC
NpeaAMCCTBYIOMUX 2 HEACIb U B TCUYCHHC 2 HEACIb ITIOCJIC HX OTMGHBI), TPUIHUKIINICCKUMU
AHTUACTIPECCAaHTaAaMU nin APpYyruMu InpenaparamMu, CHOC06CTBYI-OH_II/IMI/I ITOBBIIICHHUIO
ApTCPpHUATIBHOI0 OaBJICHUA, MOXKET Ha6J'II-OJIaTI>C$[ IMOBBIIICHUEC AaPTCPUATIBHOIO JIaBJICHUS.
HpenapaT 3aMCIJISICT BCACBIBAHUEC MCCTHOAHCCTC3UPYIOIIHUX MPCTIapaToOB, YIJINHACT UX ,HCP’ICTBHC.

CoBMecTHOE Ha3HAYCHHE IPYTUX COCYIOCYKMBAIOUIMX IMPETapaToB MOBBIMIAET PUCK PA3BUTHUS
00OYHBIX 3((EKTOB.

4.6. DepTUIBLHOCTD, 0EPEMEHHOCTH U JIAKTAIUS

bepemeHHOCTD

[Ipy mpumeHeHHH B mepuoj OEPEMEHHOCTH HE CJIEAyeT MPEBHIIIATh PEKOMEHIYEMYIO 103Y.
[TpenapaT MOXET MIPUMEHATHCS TOJIBKO B TEX CIydasX, €CJIM MOTEHIMAIbHAS 0JIb3a U1 MaTepU
MpEeBBIIIAET MOTEHIIMATBHBIA PUCK AJIS TUI0AA UIIH peOeHKa.

CJ'IC,Z[yeT MMPOSABJIATE OCTOPOKHOCTH MPU HAJIMYHHU apTepHaHLHOﬁ THIICPTCH3UH WJIU IIPU3HAKOB
CHMXXCHUA INIACHTAPHOTO KPOBOTOKA. Yacroe wiau JJIUTCIIBHOC TMPUMCHCHHUEC IIp€riapara B
OOJIBIIINX A03aX MOKCT NPHUBCCTU K CHUIKCHUIO TNIACHTAPHOI'0 KPOBOTOKA.

JlakTarms

HpI/I MNPUMCHCHHUH B IICPUOJ T'PYAHOI'0 BCKAPMIIMBAHUA HC CIICAYCT NPCBBIIIAThL PCKOMCHAYCMYIO
03Yy. HpenapaT MOXKET MPUMCHATBECA TOJIBKO B TCX ClIydasaX, €CJIM IMOTCHIUAIbHAA MOJb3a IJIA
MaTCpu MPCBLIIACT HOTGHI_[I/IaJILHLII\/'I PUCK IJIA pC6CHKa.

4.7. BiusiHde Ha CNOCOOHOCTH YNPABJSTH TPAHCINOPTHBIMU CpPeICTBAMH M padoTaTrh ¢
MeXaHNU3MaMu
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[Tocne nIUTEeNbHOrO MPUMEHEHUS CPEJCTB OT HACMOPKA, @meM' oi%éilaéo{prh; B 7l03aX,

IPEBBIIAIOIINX PEKOMEHyEMbIE, HEIIb3sl UCKIIOUaTh O0LLIEE BIUSHUE HA CEPACYHO-COCYAUCTYIO
CHCTEMY M LEHTPAJIbHYIO HEPBHYIO cUCTEMY. B 3Tux cityuasx cieayer co0no1aTb OCTOPOKHOCTh
IIPU YIIPABJIECHUU TPAHCIIOPTHBIMHU CPEICTBAMU U 3aHATUAX APYTMMH ITOTEHLUHAIBLHO ONACHBIMU
BUJAMHU JESITEIbHOCTH, TPEOYIOUIMMH IOBBILIEHHOM KOHLEHTpPAlM¥ BHUMAaHHUS M OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUH.

4.8. HexxesaTesIbHbIE peaKIIUU

PesroMe HexxenaTeabHbBIX PeaKIi

YacTtota moOOYHBIX PPEKTOB OMpPEesiack B COOTBETCTBUU ¢ Kiaccudukanueii BeemupHoii
opraam3anuu 31apaBooxpanenus (BO3), pacnpenensiercs: odenp gacto (> 1/10), gacto (ot >
1/100, vo < 1/10), HewacTo (ot > 1/1000, HO < 1/100), peako (ot > 1/10000, Ho < 1/1000), oueHb
penko (ot < 1/10000), gactora Hem3BecTHa (MO MMEIOUIMMCS JaHHBIM YCTaHOBHUTH YacTOTY
BO3HUKHOBEHUS HE TIPEJICTABIISICTCS] BO3MOKHBIM).

HexenarennHubie ABJICHUS, OITMCAHHBIC B KIMHUYCCKUX HMCCICIOBAHUAX, BCTPCHAINCH HEYACTO U
ObLIU MOJIYYCHBI TPpHU NPUMCHCHUU OKCUMETA30JINHA Y HEOOJIBIIIOr0 KOJIMYECTBA IIaInMCHTOB.

Hwxe npencraBiieHbl HeXenaTeIbHbIE SBJICHUS, O KOTOPBIX COOOIIANIOCH HA OCHOBE OOIIMPHOTO
MOCTMAapKETUHTOBOTO OMNbITa MPUMEHEHHS B TEpPaNeBTUUYECKUX/PEKOMEHJIOBAHHBIX J103aX U
KOTOpBIE ITPU3HAHBI UMEIOLIMMH OTHOLLIEHHUE K Ipenapary.

HOCKOHLKy OOIBIIMHCTBO HEXKEIATENbHBIX 3(1)(1)CKTOB BBIABJICHO B IMOCMAPKCTUHIOBBIX
CIIOHTaHHBIX COO6HI€HI/I$IX, X 9aCToTa HCHU3BCCTHA.

HapymeHuﬂ CO CNOpPOHbI MMMyHHOIZ cucmemausl

Peakuuu runepyyBCTBUTENBHOCTH (AHTHOHEBPOTHUECKUN OTEK, dK3aHTEMA, KOXKHBIN 3y11).
Ilcuxuueckue HApyueHusl

becconnuiia, 6ecriokoiCTBO, YyBCTBO TPEBOTH, PA3IPAKUTEIBHOCTh, HApYIIEHUE CHA (Y ACTeH).
Hapywenus co cmoponvl nepsHoti cucmembl

CoHIMBOCTB, MOAABIEHHOCTD, TOJIOBHAs 00Jb, FAJUTIOLMHALMU (OCOOEHHO y JeTeil), cyaoporu
(0coOeHHO y JieTeit), FOJIOBOKPYKEHUE.

Hapywenus co cmopoHul cepoya

Omrymienne cepaieOneH s, TaXUKapIusl.

Hapywenus co cmopoHbl cocy0os

[ToBsIlIIeHHNE apTEPUATHHOTO JABJICHUS.

Hapywenus co cmopoHbl 0bixamenbHOU CUCeEMbL, OP2AHO8 2PYOHOU KILeMKU U CPEOOCIEeHUs.:

Omymenne auckoMpopra co CTOPOHBI CIM3UCTOM HOca (OLIyIIEHHE XOKEHUS CIM3MCTOU
000JI0YKH MOJOCTH HOCA); CYXOCTh CIM3HMCTON 000J0YKM MOJIOCTH HOCA; YMXaHue (0COOEHHO y
YyBCTBHUTEJIBHBIX MAI[MEHTOB); MOCIE TOr0, Kak MpoiaeT 3p¢eKT OoT MpUMEHEeHHUs Ipernapara
PuHocTOom DKCTpa ¢ MEHTOJIIOM W 3BKAIUITOM, YYBCTBO «3aJI0OKEHHOCTH» HOca (peakTHBHAs
TUIIEPEMHUs); OCTAHOBKA JbIXaHUS (Y HOBOPOXKIEHHBIX U MIIAJICHIIEB); HOCOBBIE KPOBOTECUCHHUS.

Obwue napywenus u peakyuu  Mecme 8e0eHus
YTomMiaseMocTh, TOUTHOTA, HapYILIEHUE 3peHus (IpU MONaJaHUH B TJ1a3a).

JlnTensHOEC WM HEMPEPHIBHOE HCIOJIB30BAHUE COCYIOCY)KHUBAIOUIMX MPENapaToB MOXKET
NPUBECTH K Taxu(uiaakcuu (KpaTKOBPEMEHHOMY MOHMKEHUIO YYBCTBUTEIBLHOCTH K IIpenapary),
aTpoduu CIM3UCTON 0OOJIOUKH TTOJIOCTH HOCA U BO3BPATHOMY OTEKY CIM3UCTOM 00OJIOUKH
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MOJIOCTH HOCA (MEIMKAMEHTO3HBIN PUHHT).

COOTBETCTBYET ZKCNEPTHOMY OTUETY

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIBbHBIX PCAKIINAX

BaxHo coo0marb O 10J03pEBAEMBIX HEXKENaTelIbHbIX pPEAKLUUAX I0CIE pPEerucTpanuu
JICKApCTBEHHOTO Iperapara ¢ [eNibl0 00eCTIeYeHNs] HEPEPhIBHOIO MOHUTOPUHTAa COOTHOIICHHS
«I10JIb3a — PHUCK» JIEKAPCTBEHHOI'O Ipenapara. MeauUUMHCKUM pPa0OTHUKaM PEKOMEH]yeTCs
coo0ImaTh O JIIOOBIX MOJO3PEBAEMBIX HEXKEIATENBHBIX PEaKIHAX JIEKapCTBEHHOIO IpernapaTa
yepe3 HallMOHAJIbHBIE CUCTEMbI COOOIIEHUS O HEXENATeNbHbIX PEAKLUAX FOCYJapCTB — YWICHOB
EBpa3uiickoro 3K0HOMHYECKOTr0 COI03a.

Poccuiickas @enepanus

@DenepanbHas ciry:x0a 1o Haa30py B cdepe 3ApaBOOXpaHEHHUS
Anpec: 109012, r. MockBa, CnaBsiHcKas miomazis, a. 4, ctp. 1.
Temedon: +7 800 550 99 03

DJeKTpoHHas moYTa: pharm@roszdravnadzor.gov.ru, NPr@roszdravnadzor.gov.ru

Caiit B nHGOPMaIIMOHHO-TEIEKOMMYHUKAIIMOHHOM ceTu «HTepHeT»:

https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

O eKTUBHOCTH COCYAOCYKMBAIOIINUX MPENApPaTOB MOXKET CHIDKAThCS (Taxu(HIakcus) Tpu
JUINTEJIbHOM IPUMEHEHUHU WJIM NEepe03UPOBKE. DTO MOXKET MPUBECTU K MCIIOJIB30BaHUIO OoJjee
BBICOKHX 703 WIH K 00JIee 4acTOMY HCIOJIb30BaHMIO MPENapaToB, YTO, B CBOIO OYEPEab, MOKET
IPUBECTH K MTOCTOSSHHOMY ITPUMEHEHHIO ITpenapartoB. [Ipy BEIABIECHUH IIUTENBHOTO IPUMEHEHUS
WIA TPU3HAKOB TEPEO3UPOBKA MPHUMEHEHHE COCYIOCY)KHBAIOUIMX MPENapaToB CIEAyeT
HEMEJUIEHHO NIPEKPaTUTh.

Knunnueckne  Npu3HAaKM  WHTOKCUKAllMM — NPOM3BOAHBIMM  MMHJa30Ja MOTYT  OBITh
Hecreuu(pUYecCKUMU ¥ HEYETKHMMM, MOCKOJIBKY (ha3bl THINEPAKTUBHOCTH CMEHSAIOTCS (hazaMu
YTHETEHMS LIEHTPAJIIBHON HEPBHOM CUCTEMBI, CEPAEUYHO-COCYAUCTOMN U IBIXaTEIbHON CUCTEM.

CHUMOTOMBI

TpeBora, 6eCIOKOKHCTBO, raJUIIOLIMHALINHN, CYJJOPOTH, MOBBILICHUE UM TOHWKEHUE TEMIIepaTyphbl
Tesa, IMCUXWYECKHE PpacCTPONCTBa, yrHeTeHHe (YHKIMHA LEHTPaJbHON HEPBHOH CHCTEMBI,
BSAJIOCTh, COHJIUBOCTh, BO3MOXXHO pa3BUTHE KOMBI, CYKEHHUE WM pACIIMPEHHUE 3PAvKOB,
JMXO0paJiKa, MOTINBOCTh, 0JI€THOCTh, IIMaHO3, OLIYIIEHUE cepALleOreHus, OpauKapans, apuTMus,
OCTaHOBKa Cep/illa, TOBBIIIEHHE apTEPUAIBHOIO JaBJICHNUs, CHIDKEHNE apTepHalIbHOTO AaBIICHUS,
TOILIHOTA, PBOTA, OTEK JIETKHUX, AbIXATEIbHBIE PACCTPONCTBA, OCTAHOBKA JBIXAHHUS.

VY nerell mepeno3upoBKa MOXKET OBITh MPUYMHOM Pa3BUTHS TAKHMX CHMITOMOB CO CTOpPOHBI
[EHTPaJIbHOW HEPBHOM CHCTEMBI, Kak: BO30YXA€HUE, CYI0pOru, KomMa, OpaguKap/Ius, OCTAaHOBKa
JIBIXaHMS, A TAaK)KE IIOBBIIICHUE APTEPUAIBHOIO JABJICHHUS C IMOCIEAYIOIHUM BO3MOKHBIM
CHIKEHUEM apTEPUAIIBHOTO JaBJICHUS.

Jleuenue

[TpombIBaHME KeTy/Ka, TPUEM aKTMBUPOBAHHOTO YIS (IIPU CIy4ailHOM IMOMNaJaHuu Ipernapara
BHYTPb); CUMITOMaTHYECKOE.

[Ipu TspKENnoN mnepeno3upoBKE IMOKAa3aHA HMHTEHCUBHAs Tepanmusi B YCIOBUAX CTallMOHAapa.
[IprMeHeHre cocy10CYKUBAIOIIUX CPEACTB MPOTUBOIIOKA3AHO.

5. PAPMAKOJIOTMYECKUE CBOHCTBA
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5.1. @apmakoanHaMUYecKHe CBOCTBA

COOTBETCTBYET ZKCNEPTHOMY OTUETY

dapMakoTeparneBTUYECKas TPYIINA; MPenapaTsl I JIeUeHUs 3a00JIeBaHU HOCA; ICKOHTeCTaHThI
U IpyrUe npenaparsl Il MECTHOTO MPUMEHEHUS; CUMIATOMUMETHKU.

Kox ATX: RO1AAQ05

MexaHusM aeiictsusl, hapmMakoguaamMuyeckue 3P PeKTel

OxkcuMeTa30IMH OKa3bIBAaeT COCYyJOCY)KMBatoliee zeiicrBue. IIpy MecTHOM HaHECEHMM Ha
BOCMAJICHHYIO CIIM3HCTYIO0 000JIOUKY IMOJIOCTH HOCA YMEHBIIAET €€ OTEYHOCTh U BBIICICHUS U3
Hoca. BoccTanaBinBaeT HOCOBOE JIbIXaHUE.

YCTpaHeHI/IC OTEKa CIMU3UCTOHN 000J0UYKH MOJIOCTH HOCA CHOCO6CTByeT BOCCTAHOBJICHHIO aspalin
MNPpUAATOYHBIX IMa3yX IIO0JIOCTU HOCA, MNOJOCTH CPCAHCIO yxXa, 4TO YMCHBIIACT BCPOATHOCTH
BO3HHMKHOBCHUA 6aKTepI/IaJ'II>HHX OCJIOJKHECHUH (FaﬁMOpHTa, CHUHYCUTA, CPECAHCTO OTI/ITa).

HpI/I MCCTHOM MHTpaHa3aJIbHOM ITPUMCHCHHHU B TCPAINICBTUYCCKUX KOHLICHTPALUAX HE pasapaxxkacT
H HC BBI3bIBACT T'HIICPCMUIO CIN3UCTOI 000JIOUKH MOJIOCTH HOCA.

OkcuMeTa3onMH HayuMHaeT JeicTBoBaTh ¢ 25 cekyHIbl. [IpoJo/KUTENbHOCTh JEHCTBUS
npenapara 10 12 gacos.

PesynbraTel IBOMHOTO ClENoro Iuanedo-KOHTPOIUPYEMOTO HCCICIOBAHHUS y MAIlEHTOB C
OCTPBIM BUPYCHBIM PUHUTOM B Bo3pacte 12-70 jet mokaszajiv, 4To IPUMEHEHHUE OKCUMETA30JIMHA
0,05% coxparraer MenuaHy MpoOIOJKUTETLHOCTH HAaCMOpKa ¢ 6 10 4 THEe.

5.2. ®apMaKoKHHeTHYECKHE CBOHCTBA
HpI/I MNPUMCHCHUHN COIJTAaCHO PEKOMCHOAUWAM, 3HAYMMOC BCACbIBAHHC q)apMaKO)II/IHaMI/I‘-IeCKI/I
3¢ (HEeKTUBHBIX 103 OKCHMETA30JIMHa OOBIYHO HE MPOUCXOIUT, HO HE MOXKET OBITh MCKITFOUYEHO.

B uccrnenoBanusx ¢ yuactueM 4eloBeKa ypoBeHb adcopOuuu coctaBui 3,5 %.

[Tepuon momyBbIBEACHHS] OKCHMETA30JIMHA TP €T'0 WHTPaHa3aJIbHOM BBEICHUU COCTaBIsET 35 4.
2,1 % oxcuMeTa3oMHA BEIBOJUTCS TTOYKaMH U 0koJio 1,1 % depe3 KHuIeyHuK.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTebHbIX BelIeCTB

neBoMeHnTon (L-menTton),

SBKAJIMITA JINCTHEB MACJIO (MaCJIO HBKAJIUIITOBOE),
JTUHATPUS dIeTara JUTUIpaT,

HaTpus ruapodocdara JoAeKaruapar,

Hartpus Auruapodocdara TUTHIPaT,
TIPOTTHJICHTITUKOJIb,

OEH3UJIOBBIN CIIUPT,

OCH3aITKOHUS XJIOPHU/I,

BOJIA OUUIIIEHHAS.
6.2. HecoBMecTHMOCTH

He npumennmo.
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6.3. Cpok roaHocTH (CpOK XpaHeHHs)

2 roza.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH MPU XPAHEHUH
XpaHuTb 1pu TeMieparype He Boie 25 °C.

6.5. XapakTep u coaep:kaHue YIAKOBKH

I[To 10 mut umm 15 mut Bo priakOHBI M3 TEMHOTO CTEKIJIA HITH BO (DJIaKOHBI MTOJIMMEPHBIE (OTMITUIICH
BBICOKOM IJIOTHOCTH).

@dakoHb! 3aBalbLIOBBIBAIOT JO3UPYIOLUIMMHM HAacOCaMH B KOMIUIEKTE C paclbUIUTENIEM U
3alIUTHBIM KOJITAYKOM.

Ha ¢nakoH Haki1enBalOT CAMOKJIESALIYIOCS ITUKETKY.

Kaxnprii (aakoH BMecTe C paclbUIMTeNIeM B KOMIUIEKTE C 3allUTHBIM KOJIAYKOM U
JIMCTKOM-BKJIAJIbIILIEM TIOMEUIAIOT B MaUKy U3 KapTOHA.

6.6. OcoOble  Mepbl  MPEAOCTOPOKHOCTH  NPHM  YTHJIM3AUMM  HCHOJIb30BAHHOIO
JEKAPCTBEHHOr0  Ipenapara MWJIH  OTX0JA0B, MOJYYEHHbIX I0CJie NPUMEHeHHUs
JIEKapPCTBEHHOI'0 Npenapara, ¥ Apyrue MaHuIyJIsiU ¢ NpenapaTom

Her oco0bIx TpeOoBaHUH.

7. JEPKATEJIb PETUCTPAIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanns
Axunonepsoe o6mectso "Otucudapm” (AO "Otucudapm")

123112, r. Mocksa, BH.Tep.r. MyHULUNanbHbIA OKpyr IlpecHeHckuli, ya. Tecrosckas, a. 10,
noment. 1/16

ten: +7 (800) 775-98-19
daxc: +7 (495) 221-18-02
ajipec AJIeKTpoHHOM ouTkl: info@otcpharm.ru

7.1. IlpeacraBuTeb AepKaTeJIsl perHCTPALMOHHOIO YI0CTOBEPEHHUS

[IpereH3un norpedUTENed HAOPABIATE 110 aIPeCy:

Poccniickas Penepanvs
Axmmoneproe obmectBo "Otucudapm” (AO "Otucudapm™)

123112, r. MockBa, BH.Tep.r. MyHULUNaNbHbIA OKpyr IlpecHenckuii, yn. Tecrosckas, a. 10,
nomer. 1/16

Ter: +7 (800) 775-98-19
taxc: +7 (495) 221-18-02

ajipec AeKTpoHHOM mouTkl: info@otcpharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

7
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9. KATETOPHS OTITYCKA JEKAPCTBEHHOI'O HPETIAPAT A =/ 1EHOCTE 0003)

JlekapCTBEHHBIH MpenapaT OTHOCUTCS K KaTerOpUU OTITyCKa 0e3 pelernTa.

OO01mast XapaKTepHCTHKA JICKAPCTBEHHOTO Mpernaparta Purocron DKcTpa ¢ MEHTOJIOM U
9BKAJMIITOM JOCTYITHA B €IMHOM PEECTPE 3apErMCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEIICTB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a M Ha O(HIHAIBHOM CaliTe YIIOJIHOMOYEHHOTO OpraHa
(oxcmieptHoii opranusaiun) (https://Ik.regmed.ru/Register/EAEU_SmPC).



