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1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

JAPOII3MBHUH, 0,01 %, kanau Ha3alabHbBIE.
JIPOIT3NBUH, 0,025 %, xamim Ha3albHbBIE.
JAPOII3MBHUH, 0,05 %, kamau Ha3alnbHBIE.

2. KAUECTBEHHBIN 1 KOJIUYECTBEHHbBIN COCTAB

HeﬁCTBYIOHICC BCIIECTBO: OKCUMETA30JIMH.

JIPOII3MBHMH, 0,01 %, kanau Ha3aabHbIE

Kaxnpiit M1 npenapara coaepkut 0,1 Mr okcumeTa3oinHa (B BUJIE THAPOXIJIOPUIA).

BemecTBa, Halmmune KOTOPBIX HAJA0 YYUTHIBATH B COCTABE JICKAPCTBCHHOTO TIperapara; OCH3aIKOHHS
xyopua (cM. pazaen 4.4).

JIPOIT3MBHH, 0,025 %, xamiu Ha3aJbHBIE

Kaxxapiit Mt npenapata coaepkut 0,25 Mr okcuMeTa3oivHa (B BUIE THAPOXIOPHIA).

BemecTBa, Hanmmure KOTOPBIX HA/I0 YYUTHIBATH B COCTABE JICKAPCTBECHHOTO TIperapara; OCH3aIKOHHUS
xyopua (cM. pazaen 4.4).

JIPOII3MBHH, 0.05 %, kaniu Ha3aJabHbIE

Kaxapiii M1 npenapata coaepkut 0,5 Mr okcuMeTa3oiauHa (B BUJIE TUIPOXIOPUIA).

BemectBa, Ham4ne KOTOPBIX HA/I0 YYUTHIBATh B COCTaBE JIGKAPCTBEHHOTO TIperapara: OCeH3aIKOHUS
xyiopun (cM. pazzaen 4.4).

ITonHbIit MEpCUCHb BCIIOMOT'aTCJIbHBIX BCIICCTB IPUBECACH B pa3JCiic 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kammm nazanbHbIE.

[Ipo3paunasi, GecriBeTHasI MM CJIETKA KENTOBATAasl KUAKOCTD.

4. KIMHUYECKHUE JAHHBIE
4.1. IToka3aHusl K NPUMEHEHHUIO
[Ipenapar APOII3BUBUH, 0,01 %, kaniu Ha3anpHbIE, IOKAa3aH K MPUMEHEHHIO Y JETEe B BO3pacTe

ot 0 1o 1 roxa.

[Ipenapar JPOII3MBUH, 0,025 %, kaniu Ha3anbHbIE, I0Ka3aH K IPUMEHEHHIO y IETEH B BO3pacTe
ot 1 roga o 6 ner.

[Ipenapar APOII3MBHMH, 0,05 %, xannau Ha3allbHbIE, TOKa3aH K MPUMEHEHHIO Y B3POCIBIX U JeTei
B BOo3pacre oT 6 1o 18 ser.

® OCTpBIE pecUpaTOpHbIe 3a00JIeBaHMsI C SIBJICHUSMHU PUHHUTA (HACMOPKA);

® OCTpBIN AJUIEPITUYECKUI PUHUT;
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® JIJIs1 BOCCTAHOBJICHUA APpCHAa)XKa ITPU BOCIAIICHUU IPUAATOYHBIX IIa3yX IMOJIOCTH HOCa (CI/IHYCI/ITaX),
CBCTAXUUTC, CPCAHEM OTUTC,

® ISl yCTpaHEeHHsI OTeKa Nepe]] IMarHoCTUYECKUMHI MaHUITYJISILUSIME B HOCOBBIX X0J1aX.
4.2. Pe:xuM 103MPOBAaHUSA U CIIOCO0 MPUMEHEeHM I

PexxuM o3upoBaHus

Bs3pocnvie

[To 1-2 xamu npenapara JPOII3VMBUH, 0,05 %, kaniu Ha3zanbHbIE, B KaXKIblii HOCOBOM X011 2-3
pasa B JICHb.

IIpoooaxcumenvhocms neveHus
[Ipenapar npumensercs oT 3 10 5 AHEH.
B pexomeHnioBaHHOM J103€ MpUMEHEHHE Mpenapara BO3MOKHO He Oosiee 7 qHEH nmoaps.

Ecnu cuMnTOMBI yCHIIMBAIOTCS, MM yIy4IICHHE HE HACTYNAaeT B T€YEeHHE 3-X JTHEH, HeoOXOIMMO
HePEeCMOTPETh Ha3HAYEHHOE JICYCHHE.

IToBTOpHBIN KypC IpemnapaTa BO3MOXEH TOJBKO CIIYCTS HECKOJBKO [IHEH, B TEUEHHE KOTOPBIX
rpenapar He IIPUMEHSUICS.

HpI/I JaCTOM U IJIMTCIIBHOM IPHUMCHCHUU IIPCIlapaTa OLIYHICHUC «3AJIOKCHHOCTH» HOCA MOKCT
MOABUTHCA BHOBb WM YXYAIIHUTBHCA. B stom ClIy4dac CICAyeCT NPCKPATHUTD JICUHCHUC.

eTH
Jlemu 6 6o3pacme om 6 0o 18 nem

Pexum A03UPOBAHUS AJIA ,I[eTeﬁ B BO3pacCTe OT 6 a0 18 net He oTIMYaETCH OT pPEKHUMa JO3UPOBAHHA
AJI1 B3pOCIIbIX.

Lemu 6 6ospacme om I 200a do 6 nem

[To 1-2 xarum mpemapara JIPOII3MBUH, 0,025 %, karum Ha3ambHbIE, B KaXKIIbIH HOCOBOM XOJI
2-3 pa3a B I€Hb.

Jlemu 6 sospacme om () 0o 1 2ooa

B so3pacme 0o 4 nedenv — no 1 kamne npemnapata JAPOII3MBUH, 0,01 %, xannu Ha3albHBIE, B
Ka)KJIbIi HOCOBOM X011 2-3 pa3a B JCHb.

B so3pacme ¢ 5-oii nedeau u 0o 1 2oda — no 1-2 xarum npenapara JIPOII3MBUH, 0,01 %, kammu
Ha3aJIbHBIC, B KAXK/IBI HOCOBOM X0/ 2-3 pa3a B JCHb.

IIpenapar APOII3MBHH, 0,025 %, xamim Ha3anbHbIE HE CIIEAyeT Ha3HA4aTh JETSAM B BO3pAcTe OT
0 no 1 roma B CBA3M C HEBO3MOXKHOCTBbIO OOECIEUUTh peXUM Jo3upoBaHud. Ilpemapar
JIPOIT3NUBUH, 0,05 %, xannu Ha3allbHbIE, HE CIIEIyET Ha3HayaTh AETAM B Bo3pacte oT 0 10 6 et B
CBSI3M C HEBO3MOKHOCTBIO O0ECIIEUNTh PEKUM JO3UPOBAHUS.

Cnoco0 nmpuMeHeHus

WNHTpanazanbpHoO.

JlokazaHa 3(pPeKTUBHOCTD TaKXKe U CIEAYIOIIEeH MPOIEAYPhl: B 3aBUCUMOCTH OT Bo3pacTta 1-2 Kariu
npenapara JJPOII3MBUH, 0,01 %, xannm Ha3zambHbIE, HAHOCST Ha BaTy M MPOTHUPAIOT HOCOBBIE
XO/JIbI.
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4.3. [IpoTuBONOKA3aAHUSA

® TUIMEPUYYBCTBUTEIBHOCTh K OKCUMETA30JIMHY W/WJIH K JII0OOMY M3 BCIOMOTaTeIbHBIX BEIECTB,
MEepPEUYUCIICHHBIX B pazzene 6.1;

® aTpOoPUYECKHIl PUHMUT;

® 3aKpBITOYTOJIbHAS TJIAYKOMA;

® XHUPYpPruuecKre BMEMIATEeILCTBA HA TBEPAOH MO3TOBOM 0000UKe (B aHAMHE3E);
® COCTOSTHHE TOCTIe TPaHCCHEHOUAATBLHON THIO()U3IKTOMHM;

® BOCIMAJICHUE KOXKHU U CIM3UCTON 000J0YKM 00IacTH MPEeAIBEpHs HOCA.
4.4. Oco0ble yka3aHusi 1 Mepbl MPEI0CTOPOKHOCTH MPHU MPUMEHEeHHUH

IIpemapat ciueayeT Ha3HAYaTh C OCTOPOKHOCTBIO B CICAVIOIMX CAYYasIX:

¢ Yy TAIMEeHTOB, MPUHUMAIOIIMX HMHTUOUTOPHl MOHOamMHuHOKcuaazsl (MAQO) B TeueHue
MPEIUIECTBYIOMUX 2-X HEAENb U B TEUEHHUE 2-X HEeAeNb MOCle MX OTMEHBI, TPUIMKINYECKUe
AHTHUJICTIPECCAHTHI, a TAKXKE JIPYTUe Mpenaparsl, MOBBIIAIOIINE apTepUaibHOE JAaBICHUE, UITU Y
MAIMEHTOB, IPUHUMAIOIIUX OPOMOKPUIITHH;

¢ JIpY NOBBINICHHOM BHYTPUIJIA3HOM OABJICHUH,

® TIpU TSHKENBIX GopMax cepAedHO-COCYTUCTHIX 3a00IeBaHUH (HaIpUMep, XPOHUYECKOM cepIeuHOM
HEJIOCTATOYHOCTH, apTePUATbHON TUIEPTEH3UHU, CTCHOKApJIUH, BBIPAXKEHHOM aTEepPOCKIIEPO3eE,
TaxuKapIuu, apUTMUH);

e 1pu HEoXpOMOLIUTOME;

® IIpU HApyUICHUSX 0OMEHa BeniecTB (HalpuMep, THIIEPTUPEO3e, CaxapHOM AnadeTe, TopPupum);
® [IpH TUNEPIUIA3UU TPEACTATEIHLHON )KETe3bl;

® IIpU XPOHUYECKOMN MOYEYHOU HETOCTATOUYHOCTH;

® B IepHoj OEPEMEHHOCTH U IPYAHOTO BCKapMIIMBAHUSI.

Crenyer u30erarh JUIMTEIILHOTO IPUMEHEHUS U TTEPEI03UPOBKY MIpenapara, B OCOOEHHOCTH Y JIeTeH.

O} PexkTUBHOCTD COCYJOCYKMBAIOIIUX INPENapaToB MOXKET CHIKATbea (Taxuduiakcus) mpu
JUITTEIbHOM TNPUMEHEHUHM WIH Iepelo3UpOBKE. DTO MOXKET MPUBECTH K IMPUMEHEHHI0 Oolee
BBICOKMX 703 WJIM K 0ojiee 4acTOMYy INMPHMEHEHHIO IPEraparoB, YTO, B CBOIO OYepe/Ib, MOXKET
IIPUBECTH K MOCTOSHHOMY NMPUMEHEHHIO MpenapatoB. [Ipu BBIABICHUN AJTUTEIBHOIO MPUMEHEHHUS
WIA TIPU3HAKOB TEPEJO3MPOBKH TPUMEHEHHE COCYJOCYKMBAIOIIMX TNPENapaToB CJeIyeT
HEMEJIEHHO MPEKPaTHTh.

[TatimenTaM ¢ XpOHUYECKUM PUHUTOM MMOKAa3aHO MEIUIIMHCKOE HAOIIOICHHE.

W36eraiiTe monananus npemnapara B rias3a. Bo n30exanue pacnpocTpaHeHus HH(EKIUU HE00X0IUMMO
MPUMEHSTH NpenapaT MHAUBHUIYAIbHO.

[Ipenapat He cieqyeT NPUMEHATh HEMPEPhIBHO HA MPOTSHKEHUHU Oosee 7 maHel. [lmTensHOE MM
Yype3MepHOe IMPUMEHEHHE Ipenaparta MOKET BbI3BaTh Taxu@uiakcuio (MpHUBBIKaHHE), IPPeKT
«PUKOLIETa» U aTPOPHIO CIU3UCTON 000JIOUKH TOJIOCTH HOCA.

Onucanbl peakue ciiydau pa3BUTUSL CHHApoMa 3aaHeill oOparumoil sHuedanonatuu (C302) wm
cuHApoma oOpatumoil 1epeOpanpHON  BaszokoHcTpukimu (COLIB) ©Ha ¢Qone Tepanuu
CHUMITATOMAMETHYECKUMHE TpernapataMi. CHMIITOMBI BKIIOYAlH BHE3AITHOE MOSBICHHE CHIIbHOW
TOJIOBHOW OO0JIM, TOUIHOTHI, PBOTHl M HapylIeHUH 3peHus. B OOJBIIMHCTBE CIIyyaeB COCTOSIHHE
VIIyYIIAJIOCH WJIH SIBIIEHHE Pa3pelIiiioch B TEUSHHE HECKOJIBKHUX JHEH MOCIe COOTBETCTBYIOIIETO
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OKCHUMCECTA30JIMH CJICAYCT HEMCAJICHHO OTMCHUTL U 06paTI/ITbCH 3a MGILPII.IPIHCKOﬁ IIOMOIIBIO.

BcnomMorarenpHBIE BEISCTBA

IIpenapat APOII3MBUH conepxut O€H3aIKOHUS XJIOpUJ, KOTOPBIA MOXKET BbI3BAaTh pa3/ipakeHUE
U OTEK B HOCY, 0OCOOEHHO MpH JIUTEIbHOM IPUMEHEHHH.

€T’
Ilpenapam JIPOII3UBHH, 0,01 %, kanau nazanbHsie

Crnenyer yaenuTh 0co00€ BHUMaHUE KaXI0H Mpoleaype MPUMEHEHUS Mperapara U He JI0IMyCKaTh
HPEBBILIECHUS JO3bI.

MGI[I/II_[I/IHCKOC Ha6JIIOI[€HI/Ie IMMOKAa3aHO HCAOHOUICHHBIM HOBOPOXIACHHBIM WJIM HOBOPOXICHHBIM C
HEAOCTAaTOYHBIM BECOM JIA UCKIIHOUCHUA pHUCKa IIEPECAO3UPOBKU.

4.5. B3aumojaeiictBue ¢ JPyrUMH JIEKAPDCTBEHHBIMH TMpenapaTaMu ¥ Jpyrue BH/bI
B3aMMOJAEHCTBUSA

OnHOBpEeMEHHOE TPUMEHEHHE TPenapaToB OKCUMETA30IiMHA B (hopMe Ha3aIbHBIX Kalelb ¢ IPYTHMA
npenapatamMi, CHOCOOCTBYIOLIMMM IOBBILICHUIO apTEpUalbHOIO JaBjieHUs (Hampumep, ¢
uHruouropamu MAO WM ¢ TPUIMKINYECKUMH AHTHJIETPECCAHTAMH), MOMKET MPHUBECTH K
MOBBIIICHUIO aPTEPUAIIBHOIO JABJICHUS 3a CUET BIUSAHUA HA CEPACUYHO-COCYUCTYIO CUCTEMY.

CoBMeCTHOE TPHMEHEHHE C JPYTUMH COCYJOCYKHBAIOIIUMHU JICKAPCTBEHHBIMH CPEICTBAMU
MOBBIIIAECT PUCK PA3BUTHUS TOOOYHBIX A (PEKTOB.

OkcuMeTa30IMH  3aMEIUISIET BCAChIBAHME MECTHOAHECTE3UPYIOIIMX JICKAPCTBEHHBIX CPEJICTB,
YAJTUHSET UX JeUCTBHUE.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTDb U JAKTALMS

bepemeHHOCTD

[Ipenapar JAPOIIBVUBMH B mnepuox OepeMEHHOCTH MOXKET MPUMEHSTHCS TOJIBKO TOCHE
KOHCYJIbTallMM C BpadyoOM U TOJBKO B TEX CiIydYasX, €CJIM IMOTCHIMAJIbHAs IOJb3a Ul MaTepH
MpPEBBILIAET MOTEHIIMAIBHBIA PUCK AJIS TUIOAA.

He crnenyer npeBsimaTh peKOMEHAYEMYIO 103y .

CnenyeT MNpoSIBIATH OCTOPOXKHOCTh INMpPH HAJIMYMU apTEPUAIbHOM TMHEPTEH3UHM WM IMPU3HAKOB
CHIDKEHMSI TUTALlEHTapHOT 0 KpOBOTOKA. YacToe niM ATUTeabHOe IPUMEHEHHEe IpenapaTa B O0JIbIINX
J103aX MOJKET IPUBECTU K CHWKECHHIO TUIALICHTAPHOI'O KPOBOTOKA.

JlakTanus

[Ipenapat IPOII3VIBUH B nepuon rpy1HOr0 BCKapMIMBAHUS MOXET MPUMEHSTHCS TOJIBKO MOCHE
KOHCYJIbTalldM C BpayoM M TOJBKO B T€X CiIy4asxX, €CIIM IOTEHLHANbHas I0Jb3a I MaTepu
MpPEBBILIAET MOTEHIIMAIBHBIN PUCK AJI peOeHKa.

He cnenyer npeBbIath peKOMEHIyEMYIO 103y .

4.7. BiusiHue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeACTBAMHM M padoTath ¢
MeXaHMU3MaMH

[Tocne nIMTENBHOrO MPUMEHEHUS CPEACTB OT HACMOPKA, COJEp KAIIUX OKCUMETA30JMH, B J103aX,
MPEBBIMIAIOIINX PEKOMEHyeMbIe, HEeNb3sl UCKII0UaTh OOIIee BIUSHUE HAa CEePACYHO-COCYIUCTYIO
CUCTEMY M UEHTPAIbHYID HEPBHYI CHCTeMy. B 3THX ciy4dasx CIOCOOHOCTh YNpaBIAThH
TPAHCIIOPTHBIM CPEJICTBOM WM 00OPYIOBAaHHEM MOYKET CHUKATHCS.
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4.8. HexkennaTeibHbIe peakuum

Pe3romMe HexenaTenbHbIX PEAKIINI

YacToTa He)xeNnaTeIbHBIX PEaKIfii MPUBECHA B BUJIC CIICAYIONICH Tpaialliu:

oueHb yacTo (> 1/10);

gacto (> 1/100, Ho < 1/10);

HeyacTo (> 1/1000, Ho < 1/100);

penko (= 1/10000, o < 1/1000);

oueHsb peako (< 1/10000);

94acTOTa HEM3BECTHA (HA OCHOBAHWHU MMEIOLIUXCS TAHHBIX OIICHUTh HEBO3MOIKHO).
Hapywenus co cmopoHbl uMMyHHOU cucmembl

Heuacmo: peakuiuy runepayBCTBUTEILHOCTH (AHTHOHEBPOTHYECKUH OTEK, ChINb, KOXKHBIN 3y1).
Icuxuueckue nHapyuenus

Peoko: 0eccoHHUIIA;

Ouenwb pedxo: OECIIOKONCTRO;

Yacmoma Heuzsecmua: 1yBCTBO TPEBOTH, Pa3paXKMTEIbHOCTD, HapyIIieHHEe CHA (Y JAeTei).
Hapywenus co cmoponul HepsHOU cucmembl

Peoko: romoBHas 007b;

Ouenb pedko: COHIMBOCTb, TAJUTIONMHAIINN (0OCOOEHHO Yy AeTei);

Yacmoma Heuszsecmua: MOJABICHHOCTD, CYI0POTH, TOJIOBOKPYKCHHUE.

Hapywenus co cmoponul cepoya

Heuacmo: Taxukapaus;

Peoko: omymienue cepameOuenus.

Hapywenus co cmoponul cocy0os

Heuacmo: OBBITIIEHHE apTEPUAITBHOTO JTABJICHUS.

Hapyuwenus co cmopoHbl ObixamenbHo cucmemsl, 0peanos 2pyOHOU KIemKU U CPeOOCHeHUs

Yacmo: omynieHue TUCKOMQPOpPTa CO CTOPOHBI CIAM3UCTON HOCA (OUIYIIEHUE HOKSHHS WA CyXOCTh
CIIU3UCTON 00OJIOUKH MOJIOCTH HOCA), YNXAHUE;

Heuacmo: 9yBCTBO «3aJI0)KEHHOCTH» HOCA (PEaKTUBHAS TUIIEPEMHS ), HOCOBOE KPOBOTEUCHHUE;
Ouenwb pedxo: OCTaHOBKA JbIXaHUs (Y HOBOPOXKICHHBIX U MIIAJICHIICB).
Obwue Hapywenus u peakyuu 6 mecme 68e0eHUs.

Yacmoma neuzgecmHa: yTOMIIIEMOCTh, TaXU(UIakcus (BCIEACTBUE JUIUTEIBHOTO NPUMEHEHUS U
WM TIEPEI03UPOBKH ), TOIIHOTA, HapylLIeHHEe 3peHus (Ipy NOMaJaHuH B rias3a).

Ilobounvie aghghexmol, 0O6ycro61eHHbIE CUCMEMHBIM OelicmUueM npenapama

['onoBOKpyskeHue, YyBCTBO TPEBOTH, pa3dpa)KUTEIbHOCTb, HapylleHHe cHa (y JeTeil), TOIIHOTa,
9K3aHTEMa, HapylIeHHe 3peHus (Ipu MONaaHuM B I71a3a).

HJ’IHTCJ’IBHOG HJIM HEMIPEPBIBHOC IMPUMCHCHHUE COCYAOCYKHUBAIOIIUX MPEIMApaTOB MOXKET MPUBECTU K
taxuduiaakcuu, aTpouu CIU3UCTON OOOJOYKHM IMOJIOCTH HOCAa M BO3BPAaTHOMY OTEKY CIHM3HCTOM
000JI0UKH MOJIOCTH HOCA (MEIUKAMEHTO3HBIM PUHUT).
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COO6HI€HI/I€ O ITOAO03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0marh O TOJ03pEBAacMBIX HEXKENATENbHBIX PEAKUUAX IOCIE€  PErucTpaluu
JIEKapCTBEHHOI'0 IIpernapara ¢ LeJbl0 00eCHeueHUs] HENpPEepbIBHOIO MOHMTOPUHIA COOTHOLIEHHUS
«I0JIb3a — PHUCK» JIEKAPCTBEHHOrO Tpemnapara. MeAWIUWHCKUM pPaOOTHUKAM pPEKOMEHIYeTCs
coo01IATh O JHOOBIX M10103PEBAEMBIX HEKEJIATEIIbHBIX PEAKIMAX JEKApCTBEHHOrO IpenapaTa yepes
HAllMOHAJIbHBIE CHUCTEMBbl COOOILIEHUS O HEXKEIATENbHbIX pEeakUusX TOCYJapcTB — UJIEHOB
EBpa3uiickoro 5KOHOMHUYECKOT0 COH3a.

Poccuiickas @enepanus

@enepanbHas cityx0a 1o Haa30py B cdepe 31paBOOXpaHeHuUs
Anpec: 109012, r. Mocksa, CiiaBsiHCKast IUI0IIaib, 1. 4, cTp. 1
Tenedon: +7 (800) 550-99-03

DnektpoHHas noura: pharm@roszdravnadzor.gov.ru uinu npr(@roszdravnadzor.gov.ru

Caiit B HH(pOPMAITMOHHO-TEIEKOMMYHHUKAITMOHHOM ceTu «HTEepHeT:
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3upoBka

D¢ (HeKTUBHOCTh COCYJOCYKMBAIOMIMX TPETapaToB MOXKET CHIKATheA (Taxuuiakcus) mpu
JUIUTEIbHOM TNPUMEHEHUHM WIH Iepelo3UpOBKE. DTO MOXKET MPUBECTH K IMPUMEHEHHI0 Oosee
BBICOKMX J03 WIM K OoJjiee 4yacTOMy NPHUMEHEHHUIO IpernaparoB, YTO, B CBOK OYEpPEb, MOXKET
IIPUBECTH K MOCTOSHHOMY IPUMEHEHHIO MpenaparoB. [Ipu BBIABICHUN AJUTEIBHOIO NPUMEHEHHUS
WIM TPU3HAKOB MEPEIO3UPOBKM IPUMEHEHUE COCYJOCYKMBAIOIIMX IpPEnapaToB ClEIyeT
HEMEJIEHHO MTPEKPaTHUTh.

KinuHnyeckue  mpu3HAKM — MHTOKCHKAIMM  MPOM3BOAHBIMHM  MMHUJAA30ja  MOTYT  OBITh
Hecneun(pUYeCKUMU U HEYETKMMHM, IOCKOJIbKY (ha3bl TMIIEPAKTUBHOCTH CMEHSIOTCS (pasamu
YIHETCHHUS LEHTPAJIBHOM HEPBHOM CHCTEMBI, CEPIACYHO-COCYIHUCTOM M JBIXaTEIIBHOW CHUCTEM.
CumMnromsl

[Tocne 3HAYUTENBHOW TEPENO3UPOBKA WM CIYyYallHOM TMpPHUEME BHYTPb MOTYT IOSBUTHCA
CIEAYIOLIME CUMIITOMBI: CY)KEHHE 3pAadyKOB, TOLIHOTA, PBOTA, LIUAHO3, IOBBILICHUE TEMIIEPATYPBHI,
TaxXUKapaus, apUTMHUS, KOJUJIAIIC, YTHETEHHUE CEPJICHHON IEATEIIbHOCTH, apTepraibHas TUNEPTEH3HS,
OTEeK JIETKUX, JbIXaTejabHble paccTpoiicTBa. Kpome TOro, MOryT NOSBIATHCS ICUXUYECKHE
paccTpoOrCTBa, a TaKKe yrHeTeHHne (PYHKIUI IIEHTPAIbHOW HEPBHON CUCTEMBI, COITPOBOK/IAOIIEECS
COHJIMBOCTBIO, TOHWXKEHHEM TEMIIEpaTypbl Tena, Opaaukapaued, apTepHalbHOW THUMOTEH3HEH,
OCTaHOBKOM JBIXaHUS U BO3MOXHBIM Pa3BUTHEM KOMBI.

CTH

VY nereil mepeao3upoBKa MOXKET ObITh NPUYMHOW pa3BUTHUS TAKMX CHUMIITOMOB CO CTOpPOHBI
LIEHTPaJIbHOW HEPBHOHM CHCTEMBI, Kak BO30YXKAEHHUE, CYAOpOru, Koma, Opaaukapius, OCTaHOBKa
JBIXaHHs, @ TAK)KE TIOBBIIICHUE apTEPUATILHOTO JIABJICHHUS C ITOCIEAYOIIHUM BO3MOXHBIM CHUKEHUEM
apTEepUAIBLHOIO JaBJICHUS.

Jleuenue
[Ipu Tsxen0N epeao3upoOBKE MOKa3aHa MHTEHCUBHAS T€pamusl B yCIOBUIX CTallMOHApa.

[Ipu nepeno3upoBKe, CBSI3aHHOM € PUEMOM IIperapaTa BHyTpb, Ha3HA4aeTCsl IPOMBIBAHHE JKEITyIKa,
AKTUBUPOBAHHBIN yIOJIb.

ITpuMeHeHHe cocy10Cy)KUBAIOLINX CPEACTB IPOTHUBOIOKA3aHO.


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
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5. PAPMAKOJIOTMUYECKHUE CBOMCTBA (MOCHELOBATENBHOCTEL 0002)

MY OTUYETY
E

5.1. ®apmakoanHaMHu4ecKHe CBOCTBA

dapmakoTepaneBTHUECKas IpyMna: npenaparsl A JeueHus 3a001eBaHuil HOCa; JEKOHI'€CTaHThI U
Jpyrue Ipenaparsl i MECTHOTO IIPUMEHEHHUs; CHMIIATOMUMETHKH.
Kog ATX: ROIAAOS

dapmakonmHamuyeckue 3O EKThI

OKCHUMETa30JIMH  OKa3bIBaeT COCYIOCYIKHNBAIOIICC HCﬁCTBHC. HpI/I MECTHOM HAHCCECHHUHU Ha
BOCITAJICHHYIO CIIM3HUCTYIO O6OJIO‘IKy IMOJIOCTH HOCAa YMCHBIIACT €€ OTCYHOCTh U BBIACIICHUA U3 HOCA.

BoccranaBnuBaeT HOCOBOE JbIXaHUCE.

YcTpaHeHne oTeka CIM3HCTOM 00OJIOYKH MOJIOCTH HOCA CIOCOOCTBYET BOCCTAHOBIICHHIO adpalyuu
NPUIATOYHBIX Ma3yX IIOJIOCTH HOCA, TOJOCTH CPEIHEro yXa, 4YTO TMPEAOTBpalIaeT pPa3BUTHE
OakTepuaNbHBIX OCIOXKHEHHI (TaiMOpPHUTA, CHHYCUTA, CPETHETO OTHUTA).

HpI/I MCCTHOM HMHTpPaHa3aJIbHOM IIPUMCHCHHU B TCPAIICBTHUYCCKUX KOHUCHTPAUAX HC pasapakacT U
HC BBI3BIBACT THIICPEMUTIO CIIM3KUCTON 000JIOUKH ITOJIOCTH HOCA.

[Ipenapat HauMHAET IEHCTBOBAThH OBICTPO (B TEUCHUE HECKOJIBKHX MHUHYT).
[IponomkuTeNnbHOCT JEHCTBUS MpernapaTa 10 12 gacos.

Kimmanueckas 3dbdekTUBHOCTE U 0€30I1aCHOCTE

Pe3ynbrarsl IBOWHOTO CIEMOTO M1a1e00-KOHTPOIUPYEMOTO UCCIICIOBAHUS Y TTAI[UEHTOB C OCTPHIM
BUPYCHBIM PUHUTOM B Bo3pacte 12-70 neT mokaszaid, 4To NMPUMEHEHHE MpernapaTa B JO3UPOBKE
0,05 % cokpamaeT MeauMaHy MPOAODKUTEIILHOCTH HAcMOpka ¢ 6 10 4 aHel; OKCHUMETa30JIMH
HaYMHAET JCNCTBOBATh C 25-1 CEKyH/BbL.

5.2. apmakoknHeTHYECKHE CBOIICTBA

AOGcopbims

HpI/I MNPUMEHCHUN COTJIaCHO PEKOMEHAAUWAM 3HAYUMOC BCACBIBAHUC (bapMaKOI[I/IHaMI/I‘-IeCKI/I
3(1)(beKTHBHBIX J03 OKCHUMECTAa30JIMHa OOBIUHO HE MMPOUCXOAUT, HO HEC MOKET OBITh UCKITFOUYCHO.

B nccnenoBanusx ¢ yuactueM 4esioBeka ypoBeHb abcopOiuu coctaBui 3,5 %.
DJIMMUHALMS
[Tepwon moTyBBIBEACHHS] OKCHMETA30JIMHA TP €0 WHTPAHA3IbHOM BBEJACHUH COCTABIISET 35 .

2,1 % okcmMmeTa3oJrHaA BRIBOAUTCS OYKaMU B 0K0JI0 1,1 % KHUIIeYHUKOM.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcnOMoOraTe/ibHbIX BelIECTB

benzankonus xnopuy

JluHaTpus 3eTarta JUruapar

Hatpus nurunpodocdara nuruapar

Harpus ruapodocdata nogexkaruapar

Hatpus ruapoxcuna 0,1M pactBop (amns koppekunu pH)

Bona ounmennas
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6.2. HecoBMecTHUMOCTD

He npumenumo.

6.3. Cpok rogHocTH (CPOK XpaHEeHU)

2 roxa.

6.4. OcoOble MepbI NMPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3aUIUIIIEHHOM OT CBETa MECTE IpH Temneparype He Bbiie 25 °C.
6.5. XapakTep u coaepkaHue YIAaKOBKH

Ilo 5 mn BO q)HaKOHBI MMOJIMMEPHBIC U3 IMOJIMSTUIICHA BBICOKOI'O HAaBJICHHA, TCPMCTUYHO 3aKPBITHIC

poOKaMu-KareIbHUIIAMU U KPBIIIKaMy HaBUHYHMBarommmucs (i1 qo3uposku 0,01 %).

ITo 5, 10 unu 15 mu1 Bo (priakoHBI MOTUMEPHBIE U3 MTOJMATUIIEHA BRICOKOTO JABJICHUS, T€PMETUIHO
3aKpbIThIE MPOOKaMH-KaNelbHUIIAMU U KPBIIIKaMU HaBUHUYMBarOIMMucs (711 1o3upoBok 0,025 % u

0,05 %).

ITo 10 mi BO (akOHBI TEMHOTO CTEKJa TPEThEro TUAPOJIUTUYECKOrO Kjacca B KOMIUIEKTE CO

CTEKJISTHHOW MUIETKON U KPBIIKOW HaBuHYMBaromencs (ams no3uposok 0,01 %, 0,025 % u 0,05 %).

Ha ¢makoH HakiaenBalOT ATHKETKYy W3 OyMaru mNHCYed WM STUKETOYHOH, Wi Oymaru

CaMOKJIESLIEHCS UMIIOPTHOU, pa3pelIeHHOW K IPUMEHEHMUIO.

Ka)KI[BII‘/’I (I)J'IaKOH BMECTC C JINCTKOM-BKJIAAbIIIEM IMOMCHIAIOT B I[IAYKY U3 KapTOHA.

6.6. OcoOble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3AIUH MCNOJIB30BAHHOIO JeKAPCTBEHHOI 0
npenapara WM OTXOI0B, MOJYYEeHHBIX MOCJe MPUMEHEHHs JIEKAPCTBEHHOro Npenapara, u
Apyrue MAaHUMYJISAIUHU € TPenapaTom

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSA

Poccus
000 «YJIbTPA3UBHWH»

125367, r. MockBsa, BH.Tep.r. Mynununanssslii okpyr ITokposckoe-Crpemneso, [lonecckuii np-1,
n. 16, crp. 1, moment. 9/1/3

Ten.: 8 800 707 07 65

E-mail: market@vipsmed.ru
7.1. llpencraBuTtenb aepKaTesisi perucTPAMOHHOTO YA0CTOBEPEeHH

[IpeTen3uu moTpeduTENel HAPABIISTH 1O AAPECy:

Poccusa
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000 Y TETPASIBHUL (NOCNELOBATENEHOCTb 0002)

125367, r. MockBa, BH.Tep.r. Mynununansseiii okpyr IToxkposckoe-Crpemneso, [lonecckuii np-1,
n. 16, crp. 1, moment. 9/1/3

Ten.: 8 800 707 07 65

E-mail: market@vipsmed.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPUA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

HeKapCTBeHHBIﬁ npenapat OTHOCUTCA K KaTCropuu OTIIyCKa 0e3 peucirTa.

Obmas xapakrepucTrka jekapcrsennoro npenapara JJPOIIBVUBUH noctynHa B equHOM peecTpe
3apErUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB EBpa3uiicKOro 3KOHOMHYECKOTO COK3a M Ha
oduIHMaTEHOM caire YIOJIHOMOYEHHOT O oprasa (aKxcepTHOM OpraHHU3aIlIH)
https://lk.regmed.ru/Register/EAEU_SmPC.



