COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 09.12.2024 N2 27187

OBLIASI XAPAKTEPUCTHKA JEKAPCTBEIHORO TIPEAPATA= Y002)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITPEITAPATA
COJIHA30JI, 0,01%, xamiu Ha3albHbIC

COJIHA30II, 0,025%, xarum Ha3albHBIE

COJIHA30II, 0,05%, xarum Ha3albLHBIE

2. KAUECTBEHHBIHN U KOJIMYECTBEHHBII COCTAB
JleiicTByro111e€e BEIIECTBO: OKCUMETA30JIMHA TUAPOXIOPHUIL.

COJIHA30JI, 0.01%, katuiu Ha3aJILHbBIE

Kaxxasiit Mt mpenapata coaepxut 0,1 Mr okcuMeTa3zosInHa THIPOXJIOpUIA.

COJIHA30OJI, 0,025%, xamiy Ha3aJbHbIE

Kaxxasiit M mpenapata cogepxut 0,25 Mr oKCUMETa30JIuHa THAPOXIOPUAA.

COJIHA30JI, 0.05%, katuiu Ha3aJIbLHbBIE

Kaxxapiit Mt mpenapata cogepxut 0,5 M okCHMeTa30JIMHA THIPOXJIOPUIA.
BcenomoraTenbHble BellecTBa, HAIMYUE KOTOPBIX HAJI0 YUYUTHIBATh B COCTABE JIEKAPCTBEHHOIO
npenapara: OeH3aIKOHUS XJIopu (cM. pazaen 4.4.).
ITosHBIN epeueHb BCIIOMOTaTEIbHBIX BEIIECTB IPUBEAEH B paszaene 6.1.
3. JEKAPCTBEHHAS ®OPMA
Kamum Ha3anbHbIE.
ITpo3paunblii, GeClIBETHBIN MU CIIETKA KEITOBATO-KOPUYHEBATHIN PacTBOP.
4. KIMHUYECKHUE JAHHBIE
4.1. Iloka3zaHus1 K IPUMEHEHHUIO
— OcTpble pecriupaTopHble 3a00JIeBaHU C SBJICHUSIMU PUHHUTA (HACMOPKA);
— OCTPBIN AJUIEPTUYECKUM PUHHT;
— 00ocTpeHHre Ba30MOTOPHOI'O PUHUTA;
— JUI BOCCTAHOBJICHUS ApPEHa)ka IPU BOCHAJICHUM NMPHUIATOYHBIX MAa3yX IMOJIOCTH HOCA
(cuHycHTax), eBCTaXUHUTE, CPEIHEM OTUTE;
— J71s YCTPAHEHHUs OTeKa Mepes JUarHOCTUYECKUMU MaHUIYJIIUSAMYU B HOCOBBIX XO/aX.
4.2. Pesxum 103MpOBaHNs U c1IOCO0 MPUMEHEeHUs!

PexuMm no3upoBaHus

Bspocnvie

ITo 1-2 xamm 0,05 % pacTBOpa B KaXkablii HOCOBOM X011 2—3 pa3a B JCHb.
eTH

Jlemu cmapwe 6 nem

Pexxum mo3upoBanust 11 A€Tei OT 6 10 18 JeT He OTauYaeTcs OT peKuMa JO3UPOBAHUS IS
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B3POCIIBIX.

Jlemu om 1 200a 0o 6 1em

ITo 1-2 xammm 0,025 % pacTBOpa B KaXkabIid HOCOBOM X011 2—3 pa3a B JICHb.

Jlemu 0o 1 2ooa

Hetsm B Bo3pacte 10 4 Henenb — no 1 karmie 0,01 % pacTBopa B Kakblil HOCOBOUM X0 2—3
pa3a B JieHb; ¢ 5-i1 Henenu xu3HU U A0 1 roga — no 1-2 kamm 0,01 % pacTBopa B KaKIblii
HOCOBOM X0]1 2—3 pa3a B JICHb.

Jloka3ana >peKTUBHOCTD TaK)Ke CIEIYIOIIeH MPOLEAYyphl: B 3aBUCIMOCTH OT Bo3pacta 1-2
karu 0,01 % pacTBopa HaHOCAT Ha BaTy U IPOTHPAIOT HOCOBBIE XOJIBI.

[Ipenapat npumensiercss ot 3 1o 5 gHeil. B pekomeHnoBaHHOI 1103€ 0€3 KOHCYJIbTALlUU C
BpayoM MPUMEHATH Tpenapar He Oonee 7 mHeil. [loBTOpHBIA Kypc mpemapaTa BO3MOXKEH
TOJIBKO CITyCTSl HECKOJIBKO JTHEH, B Te4eHHE KOTOPBIX Mpernapar He IPUMEHSJICS.

IIpy yacTOM M AJIUTENBHOM MCIIOJIB30BAHMM IIpenapaTa OUIYLICHHE «3aJ0XKEHHOCTH) HOca
MO’KET HOSIBUTHCSI BHOBb MJIM YXYAIINUTHCA. B 3TOM cilydae cieyer npeKkpaTuTh JeueHue.

Croco0 mpuMeHeHus

HNuTpanazansHo.
4.3. lIlpoTuBONOKA3aHNUS
— ['unepuyBCTBUTENHFHOCTh K OKCHMETA30JMHY WM K JOOOMY M3 BCIIOMOTaTelbHBIX
BELIECTB, [IEPEUNCIICHHBIX B pa3zene 6.1.,
— aTpoUUECKuil pUHHT,
— 3aKpBITOYTOJIbHAS TTIAyKOMa,
— XUpYpTUYECKHe BMENIATeIhCTBA Ha TBEPAOH MO3TOBOM 000I04Ke (B aHAMHE3e),
— COCTOSIHHE Tociie TpaHCC(hEeHOUJaTbHON THUIIO(MU3IKTOMUH,
— BOCIAaJICHHE KOXU U CIM3UCTON 000JI0UKHU 00JIacTH MpeABepus HOCa,
— paeTckui Bo3pact 10 1 roga - mis kanens 0,025 %,
— JeTCKui Bo3pacTt 10 6 yiet - ais kanenb 0,05 %.
4.4. OcoOble ykazaHusi U MepPbI NPETOCTOPOKHOCTH NPH NMPUMEHEHU U

C 0CTOPOKHOCTBIO

Y mMmanueHToB, NPUHUMAIONIUX WHTHOUTOPHl MOHOaMuHOKcuaa3el (MAQO) B TeueHue
MPEAMIECTBYIOMMX 2-X HENIeTb U B TE€UEHUE 2-X HENIETb T0CIe UX OTMEHBI, TPUIIMKINICCKIE
aHTHUJICTIPECCAHThI, a TaKXe JpYyrue TMpenaparbl, CIOCOOHBIE MOBBIIIATH apTEpUATIHLHOE
JaBJICHHE, WIH y MalUEeHTOB, MPUHUMAIOIINUX OPOMOKPUIITHH.

[Ipu NOBBIILIEHHOM BHYTPUTIIA3HOM JABJICHUU.

[Ipu TsKenbIX 3a00JIEBAaHUSAX CEPACYHO-COCYIUCTON CHUCTEMBI (XPOHHYECKOW CepedHOM

HEJOCTAaTOYHOCTH, apTepUalbHONW TUNEPTEH3UH, CTEHOKApAUM, TaxXUKapAUHU, AapUTMHH,
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BBIPKEHHOM aTEPOCKIIEpO3e).

[Tpu peoxpomorTome.

[Ipu Merabonuueckux HapylIeHUsX (HampuMmep, TUIEPTUpPEO3e, caxapHOM auadere,
noppupun).

[Ipn XpOHMYECKOW MOYEYHON HEJOCTATOYHOCTH.

[Ipu rumepruiazuu MpeaCcTaTEIBLHOM Keje3bl € KIMHUYECKUMU CHUMIOTOMaMH (3aliepikKKa
MOYH).

[Tpu GepeMEeHHOCTH U B IEPUOA TPYAHOTO BCKAPMIMBAHHUSL.

Oco0ble yKazaHus

N30erath nmonasnanus npenapara B riiasa.

Bo wu3bexanue pacnpocTpaHeHUs UHGEKIUH HEOOXOIUMO TMPUMEHSATh Ipernapar
WH/IUBUIYaJIbHO.

Crnenyer uzberarb JJIUTEIBHOTO IPUMEHEHHUS U TEPET03UPOBKH.

D¢ dekTBHOCTH COCYAOCYKMBAOIIMX MPENapaTOB MOXKET CHMXKATHCS (Taxu(HIAKCHs) TPU
JUINTEIbHOM MPUMEHEHUU WIH TNEepeNo3UpOBKE. DTO MOXKET MPUBECTH K MCIOJIb30BAHUIO
Oosiee BBICOKHMX J03 HJIM K 0Oojee 4acTOMY MCIIOJIb30BaHHMIO MpPENapaToB, YTO, B CBOIO
ouepeslb, MOXKET NPHUBECTH K IOCTOSIHHOMY IPHMEHEHHIO IpenaparoB. [Ipu BbIsBIEHUH
JUTUTEIBHOTO IIPUMEHEHHUS WIH IIPU3HAKOB NepEeI03UPOBKU IIPUMEHEHNE
COCYA0CY>KHUBAIOIIMX MPENapaToB clieyeT HeMeAJIECHHO PEKPaTUTh.

[TaneHTaM ¢ XpOHUYECKUM PUHUTOM IOKa3aHO MEAULIMHCKOE HAOII0IeHHE.

Onucanbl pelKkue Ciydau pa3BUTHs CHHApoMa 3aaHel oOpatumoii sHuedanonatun (C302)
WIA CUHIpoMa oOpaTuMoil nepeOpanbHOil BazokoHcTpukimu (COLIB) Ha ¢one Tepamuu
CUMIIATOMHUMETHYECKUMH TpernapaTtamMu. CHUMOTOMBI BKJIIOYAJIM BHE3AalHOE IOSBJICHHE
CHJIBHOW TOJIOBHOM 0O0JIM, TOLIHOTHI, PBOTHI U HapylIeHUH 3peHus. B GoibIIMHCTBE CilyyaeB
COCTOSIHUE YIYYIIMJIOCHh WM SBJICHUE Pa3pelIMJIOCh B TEUEHHE HECKOJIBKUX IHEH Iocie
cooTBeTcTBYIOIIero nedenus. [Ipu pazsurun cumntomoB C300 wmm COLIB, nepebpansHOii
Ba30KOHCTPUKIIMM OKCHMETA30JIMH CJeAyeT HEMEIJIeHHO OTMEHHUTh U OoOpaTuTbcsi 3a
MEIUIUHCKON TTOMOLIBIO.

BcnoMoraTenbHEIE BEIISCTBA

[Ipenapar comep>XUT OCH3aTKOHUS XJIOPHA, KOTOPHIM MOMKET BBI3BIBATH pa3/pakeHUE U
OTEYHOCTb CIIM3UCTON 000JIOUKH HOCA.

eTu
MenunuHckoe — HAONIOJIGHWE  TOKa3aHO  HEIOHOUICHHBIM  HOBOPOXKICHHBIM  WJIH

HOBOPOXACHHBIM C HCAOCTATOYHBIM BECOM JIJIs1 UCKIIIOYCHHA PUCKA IICPECAO3UPOBKHU.
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IKCTMEPTHOMY OTYETY

B3aMMO/EHCTBUA

[Ipu 01HOBpEMEHHOM NMPUMEHEHUH ¢ MHTHOMTOpaMH MOHOAMUHOKCHAA3bl (BKIHOYAs MEPHO
B TEUCHHE MNPEIIECTBYIOUIMX 2-X Helelb W B TE€UEHHE 2-X Helelb IOocie HUX OTMEHBI),
TPULIMKIMYECKUMH aHTHUJCTIPECCAHTAMHM WM JPYTUMH IIpernapaTtaMu, CIOCOOCTBYIOIIMMU
MOBBILICHUIO apTEPUATBHOIO JIaBJICHUS, MOXKET HAOIIOAATHCSA MOBBIIMIEHHE apTEepPHUaIbHOTO
naeneHud. Ilpemapar 3amemyisser BCAacbIBAHME MECTHOAHECTE3MPYIOIIMX —IPENapaTos,
YAJIUHAET UX ACUCTBHE.

CoBMeCTHOE Ha3Ha4Y€HHE JPYIMX COCYAOCY)KMBAIOIIMX IIPENaparoB IOBBIIAET PHUCK
pa3BUTHs MOOOYHBIX F((HEKTOB.

4.6. DepTUIBLHOCTH, 0€PEMEHHOCTDH U JIAKTALMS

bepemeHHOCTD

[Tpu mpuMeHeHHH B mepHoa OEpeMEHHOCTH HE CJIEAYyeT MPEeBbIIATh PEKOMEHIYEMYIO J103Y.
IIpenapar MOXeT IPUMEHATHCS TOJIBKO B TOM CIIydae, €CJIM OXKHUAaemas I0Jib3a Il MaTepu
MpEBBILIAET MOTEHIIMAIBHBIA PUCK IS TUI0/1a U peOeHKa.

Cnenyer mNposBIATE OCTOPOXHOCTb NIPH HAJIMYUU aApTEPUAIBHOW THMIIEPTEH3UU WIN
IIPU3HAKOB CHIDKEHHS IUIALIEHTAPHOIO KpoBOTOKa. YacToe wiM JUIMTEIbHOE NPUMEHEHHE
npemnapara B 0OJIBIIMX J03aX MOKET MPUBECTU K CHIDKEHHUIO IIJIallEeHTapHOTO0 KPOBOTOKA.
Jlakranms

IIpy mnpuMeHeHWM B MEpHOJ] TPYJHOTO BCKAPDMIIMBAHMS HE CIEAyeT IPEBBILIATH
pekoMeHayemyro no3y. IlpemapaT MOXKET IPUMEHATBCS TOJBKO B TOM Clly4ae, €CiH
O’Ku1aeMasi 1oJib3a U1l MaTepH MPEBHIIACT MOTSHIIUATBHBINA PUCK AT peOeHKa.

4.7. BausiHue Ha CIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CpeaCTBAaMHM M padorarh €
MeXaHU3MaMH

Ilocne MIMTENBHOrO MPUMEHEHHUS CPEACTB OT HACMOpKA, COAEpXKAIIMX OKCUMETA30JIUH, B
J103aX, MPEBBIMAIIIUX PEKOMEHIYEMbIE, HENb3sl UCKI0YaTh OOIlee BIMSHHE Ha CeplIeYHO-
COCYJIMCTYIO CUCTEMY M LIEHTPaJIbHYI0 HEPBHYIO CUCTEMy. B 3TuX ciydasx pexkomeHayercs
co00/1aTh  OCTOPOKHOCTh TPH  YINPABICHUU TPAHCHOPTHBIMH CPEACTBAMU M 3aHATHIX
JPYTUMHU TIOTEHLUHUAIBHO OMACHBIMU BHUJAMHU JIEATEIBHOCTH, TPEOYIOUIMMH MOBBIIIEHHON
KOHIICHTPALlMH BHUMAHUS U OBICTPOTHI ICUXOMOTOPHBIX PEaKIINH.

4.8. HexkeraTesbHbIE peaKIUuu

Pe3roMe HekenaTeIbHbBIX PeaKIun

[To yacToTe BOBHUKHOBEHUS TOOOYHBIE ICHCTBYSI KIIACCU(PHUIIUPYIOTCS CIEAYIOMIMM 00pa3oM:
oueHb yacto (>1/10), wacto (>1/100, HO <1/10), HEwacto (>1/1 000, HO <1/100), penko (>1/10

000, mo <1/1 000), ouenp peako (<1/10 000), ywactoTa HEW3BeCTHa (Ha OCHOBAaHUU
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UMCIOINXCA JaHHBIX OICHUTDH HCBOSMO)KHO).

Hapywenus co cmoponvl uMMmynHOU cucmembl

Hewacto: peaknuu TUNEpYyBCTBUTEIHLHOCTH (QHTHOHEBPOTHYECKUH OTEK, ChINb, KOXKHBIN
3yn).

lcuxuueckue napyweHnus

Penxo: Oecconnuna.

OueHb peKo: 6eCoKONHCTBO.

YacToTa HeM3BECTHA: YYBCTBO TPEBOTH, Pa3ApaxKUTEIbHOCTD, HApYIIeHUE CHA (Y JeTe).
Hapywenus co cmoponul HepeHoll cucmemul

Penxo: ronoBHast 60J1b.

OdeHb pellKo: COHIMBOCTh, TAJUTFOIIMHAIINN (0COOEHHO Y JETEH).

YacToTa HeM3BECTHA: MTOIaBIIEHHOCTh, CYIOPOTH, TOJIOBOKPYKEHHE.

Hapywenus co cmopoHul cepoya

Heuacro: Taxukapaus.

Penko: omrymenus cepaneOneHus.

Hapywenus co cmoponwl cocyoos

HewacTto: moBbIlIeHNHE apTepHATLHOTO IaBICHUS.

Hapywenus co cmoponul OvixamenbHOU cucmemsl, Op2aHos epyOHOL KIemKU U CPpeooCmeHUsl
Yacro: omymeHue IuckoMpopra co CTOPOHBI CIM3UCTOM HOca (OLIYIICHHUE KKEHUS WU
CYXOCTbh CIM3UCTON 000JIOUKH MOJOCTH HOCA), YUXAHHUE.

HewacTo: 4yBCTBO «3a705KEHHOCTH» HOCA (PEaKTUBHAS THIIEPEMHUS ), HOCOBOE KPOBOTECUCHHUE.
OueHb peIko: OCTaHOBKA JbIXaHUs (Y HOBOPOXKIACHHBIX U MIIAJICHIICB).

Obwue HapyweHus U peakyuu 8 mecme 66e0eHUs

YactoTa HEM3BECTHA: YTOMIISIEMOCTD, TaXU(pUIaKCHsl (BCIEACTBUE JUTUTEIHHOTO MPUMEHEHUS
WM TIePEeI03UPOBKH ), TOITHOTA, HApYIICHUE 3peHHs (TIPH MONaIaHNH B TJ1a3a).

Tlobounvie s¢hghexmolt, 00ycr061eHHbIE CUCMEMHBIM OelicmueM npenapama
["0JIOBOKpY’KEHHE, YYyBCTBO TPEBOTH, pa3IpaXHTEIbHOCTh, HapymieHHe cHa (y [eTei),
TOIIIHOTA, SK3aHTEeMa, HapyllleHue 3peHus (IIpH MOoNaJaHuu B T1aza).

JlnmurenpbHOE WM HETPEPHIBHOE HCIIONH30BAHUE COCYIOCYKHBAIOIINX IMPEMapaTOB MOXKET
IPUBECTH K TaXU(PWIAKCUH, aTPOPUU CIU3UCTON 000JIOUYKM IOJOCTH HOCA U BO3BPaTHOMY

OTEKY CIIM3UCTON 000JIOUKH MOJIOCTH HOCA (MEIUKaMEHTO3HBIA PUHHUT).

COO6H_I€HI/I€ 0 IMOJ03PCBACMBIX HCKCIATCIbHBIX PCAKIIUAX

Baxuo COO6H_IaTB 0 TIO0AO3PCBACMBIX HECKCIATCIBHBIX PCAKIHUAX TIIOCJIC PCTUCTpALlUA

npemnapara € HCJIbIO oOecreucHus HCIIPCPBIBHOTO MOHHUTOpPHWHI'a COOTHOIICHUSA «IIO0JIb3a —
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PHUCK» JIEKapCTBEHHOTO IpenapaTta. MenuunHCcKuM pa6dg{lﬁkamkgﬁewgéﬁ"éogaﬂa{”fb

JTOOBIX T10/I03PEBAEMBIX HEXKEJATEIbHBIX PpEaKIUsIX JICKapCTBEHHOTO IIperapara yepes
HallMOHAIBHBIE CHCTEMBI COOOIIEHUS O HEXENATEeIbHBIX PEAKIUAX TOCYJAapCTB — WICHOB

EBpaSHﬁCKOFO O9KOHOMMHYCCKOT'O COKO3a.

Poccuiickas ®@enepanus

denepanpHas cayk0a Mo Ha3opy B cdhepe 3ApaBOOXPAHCHHUS.

Anpec: 109012, r. Mocksa, CnaBsiHcKast miiomiais, a. 4, ctp. 1.
Tenedon: +7 800 550 99 03

DnekrpoHHas outa: pharm@roszdravnadzor.gov.ru

CaiiT B M”HpOpPMAIIMOHHO-TEJIEKOMMYHHUKAIIMOHHON ceTu «IHTepHeT»:

https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

O} PeKTUBHOCTH COCYAOCYKUBAIOIIUX MPENAapaTOB MOXKET CHUXKAThCs (Taxuuiakcus) mpu
JUINTEJIbHOM IPUMEHEHUU WIH NEPEJO3UPOBKE. DTO MOXKET NMPUBECTH K HCIIOJIB30BAHHIO
Oosiee BBICOKHMX J03 HJIM K 0Oojiee 4acTOMY MCIIOJBb30BaHHMIO MpENapaToB, YTO, B CBOIO
ouepesib, MOXKET NPUBECTH K IMOCTOSIHHOMY HIPHMEHEHHIO npenaparoB. [Ipu BbIsBIEHUU
JUTUTEIBHOTO MIPUMEHEHHUS WIH MIPU3HAKOB nepe103UPOBKH IpUMEHEHHE
COCYAOCYKMBAIOIINX MPENApaToB CIEAYET HEMEIJIEHHO IPEKPATUTD.

KnuHuyeckre TpU3HAKM MHTOKCHKALIMM  MPOM3BOJHBIMU  HMMHKJA30ja MOTYT  OBITh
HecTenu(pUIECKUMU U HEUETKUMH, MOCKOJIBKY (pa3bl THIIEPAKTHBHOCTH CMEHSIOTCS (a3zamMu
YIHETEHUS LIEHTPAJIIBHON HEPBHOM CUCTEMBI, CEPACUYHO-COCYAUCTON U IBIXaTEIbHON CUCTEM.
CuMnromsl

TpeBora, OeCOKOWCTBO, TaJUTIOIMHAIMK, CYAOPOTH, TOBBIIIEHHE WJIM [OHWKCHHUE
TEMIIepaTyphl Teja, ICUXUIECKHE PACCTPOICTBA, BAIOCTh, yTHETCHNE (DYHKIUN EHTPATbHON
HEPBHOM CHCTEMBl, COHJIMBOCTh, BO3MOXXKHO DPa3BUTHUE KOMBI, CYXXEHHE WM pacIIUpeHHe
3paykoB, JIMXOPaJKa, MOTJIUBOCTb, OJEAHOCTh, I[MAHO3, OUIYIIEHUE CcepAleOreHus,
Opanukapausi, apuTMHs, OCTaHOBKAa CEpJla, IOBBIINICHHE AapTepHaIbHOTO JIaBJICHUS,
CHI)KEHHE apTEepHaJIbHOTO JABJICHUS, TOIIHOTA, PBOTA, JAbIXaTEJIbHBIE PAaCCTPONCTBA, OTEK
JIETKUX, OCTAaHOBKA JIBIXaHUS.

VY nereil mepeno3MpoBKa MOXKET ObITh MPUYMHON PAa3BUTHUSA TAKMX CUMITOMOB CO CTOPOHBI
LEHTPaJIbHOW HEpPBHOW CHCTEMBI, Kak BO30yXJeHHE, CYIOpOor", Koma, Opaaukapiaus,
OCTAaHOBKA JIbIXaHUS, a TaKXe IOBBIIIEHUE apTepUAIbHOIO JaBJICHHUS C IOCIEIYIOIMINM

BO3MOXHBIM CHMKCHUEM apTCPUAIbHOI'O JaBJICHHA.


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

[IpoMbIBaHME JK€lMyJKa, NIpPUEM aKTUBUPOBAHHOIO YIris (MpU CIydyallHOM IONAJaHUU
npenapara BHYTPb); CHMIITOMaTHYECKast Teparusl.

[Tpu TsKENOM epeo3upOBKEe MOKa3aHa HHTEHCUBHASI Teparusl B YCIOBUAX CTallMOHApa.
[IpuMeHeHre coCcy10CYKUBAIOLIUX CPEJCTB MPOTUBOIOKA3aHO.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoguHAMUYECKHE CBOIICTBA

dapMakoTepaneBTUYecKasi TpyIa: mpenaparbl Ais  JiedeHus 3a0ojieBaHUN  HOCA;
JIEKOHT'E€CTaHThI U IPYTUe penapathl AJi1 MECTHOTO IPUMEHEHHUS; CUMIaTOMUMETHKHU.

Kox ATX: RO1AAO0S5

dapmakonmaaMmueckie dhGOEKTHI

OxcuMeTa30JIMH OKa3bIBaeT CoCyJocykuBaromiee aeiictsue. [Ipy MecTHOM HaHeCEeHHHM Ha
BOCTAJICHHYIO CIIM3UCTYIO 000JOYKY TMOJOCTH HOCA YMEHBIIIAET €€ OTEUYHOCTh U BBIJCICHUS
U3 HOCA.

BoccranaBnuBaeT HOCOBOE JIBIXaHUE.

YcTpaHeHue oTeKa CIU3UCTOW OOOJIOUKHM MOJIOCTH HOCAa CIIOCOOCTBYET BOCCTAHOBJICHUIO
a’pallMy MPUJATOYHBIX Ma3yX IMOJOCTU HOCA, MOJOCTH CPEIHEro yxa, YTO MPeJOTBpaIlaeT
pa3BUTHE OAKTEPHAIBHBIX OCIOKHEHHM (raiMOpHTa, CHHYCUTA, CPETHETO OTUTA).

[Ipy MecTHOM WHTpaHa3aJLHOM TPUMEHEHHHM B TEPANEBTHUYCCKUX KOHIICHTPAIUAX HE
pa3apa)kaeT U HE BHI3BIBAET TMIIEPEMUIO CIIM3UCTON 00OJIOUKH MOJIOCTH HOCA.

[IpemapaT HauMHAeT JAEWCTBOBaTH OBICTPO (B  TEUEHHWE  HECKONBKUX  MHUHYT).
[IponomKkUTeNbHOCTD ACHCTBUS MIpenaparta 10 12 4acos.

Pe3ynbrarhl ABOMHOTO CIIEMOTro TUIAae00-KOHTPOIUPYEMOTO HCCIEIOBAHUS Y TAIMEHTOB B
Bozpacte 12-70 neT c OCTpbIM BHPYCHBIM PHHHUTOM TIOKa3ajaH, 4YTO TPUMEHEHHE
OKCHUMETa30JInHa, Karu HazanbHble 0,05 % cokpaimiaer meawaHy HOpOJOJIKUTEIBLHOCTH
HacMopka ¢ 6 10 4 aHeil.

5.2. ®apMakOKHHeTHYECKHE CBOIICTBA

AOcopbuus

[Tpu mpuMEHEeHUH COTJIACHO PEeKOMEHIAIMSIM 3HAYMMOE BCachiBaHHE (papMaKkOIMHAMHYECKU
3¢ (HEKTUBHBIX /103 OKCHMETA30IMHA CYUTACTCS HEYACThIM, HO HE MOXKET OBITh UCKITFOUYCHO.

B nccnenoBanusx ¢ yuactueM 4esioBeka ypoBeHb aOcopOIuu coctaBui 3,5 %.

DIUMUHaNUS

[Tepron moNyBBIBEICHUS OKCHMETA30JMHA TIPH €r0 MHTPaHa3aJIbHOM BBEACHHU COCTABIISET

35 4. 2,1 % oxcuMeTa3oJMHA BRIBOAUTCS ¢ MOUYOM B 0K0J10 1,1 % — ¢ KajgoMm.
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6. DPAPMAIIEBTUYECKUE CBOMCTBA (MOCHELOBATENBHOCTL 0003)

6.1. Ilepeuenb BcnoMoraTe/ibHbIX BelllECTB

JIMMOHHO KMCIOTBI MOHOTHAPAT,

Hatpus mutpar,

I'manepon 85 %,

benzankonus ximopuaa pactsop 50 %,

Bopga ounmenHasl.

6.2. HecoBmecTuMOCTH

He nmpumenumo.

6.3. Cpok roaHocTH (CPOK XpaHeHHs)

3 roxa.

6.4. OcoOble MepbI NPETOCTOPOKHOCTH NIPH XPAHEHUH

XpaHuTb Ipu TeMIiepatype He Boiie 25 °C.

6.5. Xapakrep u coaep:kaHue NepBUYHOI YIIAKOBKH

ITo 10 mm, 15 mu, 20 ma u 25 mu mpenapaTta BO (UIakOHBI WM (PIaKOHBI-KareIbHHUIIbI
KOPUYHEBOTO CTEKJa, YKYIOPEHHbIE KOJMauKaM{ U3 IMOJIM3TUIIEHA BBICOKOTO JIaBJICHUS C
JO3UPYIOUIEN IUIETKOM W3 TOJIMATUIEHA BBICOKOTO  JABICHMSI WM  KpPBIIIKaMHU
HAaBUHYMBAEMBIMU C KOHTPOJIEM INEPBOTO BCKPBITHUS U3 MOJIMATUICHA HU3KOIO JIABJICHUS CO
CTEKJISTHHOW MUMETKOM.

ITo 10 mum, 15 ma, 20 M u 25 M mpenapata Bo (piiakoHbl WM (PIIAKOHBI-KATIEITbHUIIBI
MOJIMMEPHBIE M3 MOJMITHIIEHA BBICOKOTO WJIM HU3KOTO JaBJICHHS, YKYNOpEHHbIE MpOoOKaMu-
KaleJabHUIIAMKM  TTOJIMMEPHBIMU M3 TOJIMIIPONUJIEHA W  KpPBIIIKAMU HAaBHMHYMBAEMBIMU
MOJIMMEPHBIMU U3 CMECH TMOJMATUIICHA BBICOKOIO M HU3KOTO JABJICHUS, WU YKYHNOpPEHHbIE
MpoOKaMu-KanelbHUIIAMUA TIOJMMEPHBIMA W3 TOJUIPONWICHA WU TMOJUATHIEHA HU3KOTO
JABJICHUA M KpBIIIKAMU HABUHYMBAEMBIMH TOJIMMEPHBIMU W3 MOJIUIPONWICHA WIH
MOJMATWIIEHA  HU3KOTO  JIABJICHUS, WJIM  YKYHNOpPEHHblE  NpoOKaMHU-KamneIbHUIIaAMU
MOJIMMEPHBIMU U3 TIOJIMATUIIEHA BBICOKOTO JaBJIEHUS W KPBIIIKAMU HaBHUHYHMBAEMBIMU
MOJIMMEPHBIMU U3 MOJIUITUICHA HU3KOTO JaBJICHUS.

ITo 10 mu, 15 mu, 20 M u 25 M Bo (1akOHBI MOJIMMEPHBIE M3 MOJMATUIICHTepedTanaTa,
YKYIOpPEHHbIE KpBIIIKAMA HAaBUHYMBAEMBIMM C KOHTPOJEM IIEPBOIO BCKPBITHS U3
MTOJIN3THIIEHA HU3KOTO JAABJIEHUS CO CTEKJISIHHOW MUTIETKOM.

I[To 10 mm, 15 mu Bo ¢IakoHBI-KaNeNbHUIBI TOJMMMEPHBbIE W3 TOJHUATUIIEHA BBICOKOTO
JTaBJICHUS], TEPMETHYHO 3aKPHIThIE TOJIMMEPHBIMH MPOOKaMHU-KareIbHULIAMHU U3 MOJUITUIICHA
HU3KOIO JIaBJICHUS U KpbIIIKaMH HaBUHYMBAEMbBIMU U3 MOJIUAITUIIEHA HU3KOTO JABJICHUS, WIN

BO (bJ'IaKOHI)I IMMOJIMMEPHBIC U3 MOJIMOTHIICHA BBICOKOI'O AABJICHUA, YKYIIOPCHHBIC Hp06KaMI/I-
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KpBIIIKAaM{ HABUHYMBAEMBIMH C KOHTPOJIEM IEPBOrO BCKPBITHS W3 MOJUAITUIIEHA HU3KOIO
JTaBJICHMSL.

ITo 10, 15, 20, 25 mu Bo ¢j1akOHBI MMOJTUMEPHBIC U3 MOJTUATHIICHTepedTaIaTa, YKYIOpeHHbIC
KareJbHUIIAMU TOJIMMEPHBIMU U3 TOJUAITHICHA BBICOKOTO JIABJIEHUS M TOJIUMEPHBIMU
KOJIMaYKaM{ HaBUHYMBAEMbIMHU U3 NOJUATUIIEHA HU3KOTO J1aBJICHUSI.

Kaxnapiii ¢rmakoH wnM (QuiakoH-KameldbHHUILy BMECTE€ C MHCTPYKIHMEHW 10 MPUMEHEHUIO
MOMEIIAIOT B MayKy U3 KapTOHA KOPOOOUHOTO JAJisi MOTPEOUTENHCKOM Taphl WM U3 KapTOHA
XpOM-3p3all.

Ha xaxnerii ¢iakoH, ¢rakoH-KareabHHUIy HAKJIECHUBAIOT 3TUKETKY M3 Oymard mHucyYed Wiu
ATUKETOYHOM.

6.6. OcoOble Mepbl NPeIOCTOPOKHOCTH TNPU YHUUYTOKEHUM WCNOJIH30BAHHOIO
JICKAPCTBEHHOI0 Ipenapara MWJIH OTXOA0B, IOJYYEeHHbIX IOC]Ae NPHUMEHEHHS
JIEKApPCTBEHHOI'0 Npenapara ujiM padoTsl ¢ HUM

Oco0sbie TpeOoBaHMS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPALHMOHHOI'O YAOCTOBEPEHUA

Poccuiickas ®eneparus

000 «Xenen P/1»

249717, Kamy»xckas 0611., Kozenbckwii paiios, c. @ponosckoe, yi. [IpaBocnasnast, 1. 70.
Tenedon: (499) 647-55-77.

9. noura: genel.rd@mail.ru

7.1. IlpencraBuTeNb 1epKATEIs] PETHCTPALMOHHOIO YI0CTOBEPEHUsI

[Iperen3un norpeduTeIel HAOPABIATh 10 aAPECY:

Poccwuiickas ®@enepanus

AO «Camapameanpom»

123112, r. MockBa, BH.Tep.I. MyHUIIUNIANbHBIN Ookpyr [IpecHenckuii, Hao. [IpecHeHckas, .
12, momem. 16H/38.

Ten./akc: (846) 373-81-07, (846) 373-81-08.

Di1. moura: razvitie@samaramedprom.com

8. HOMEP PETHCTPALIMOHHOI'O YAOCTOBEPEHUA

JITT-Ne(008067)-(PT-RU)

9. JIATA IEPBUYHOM PETMCTPAIIMA (ITOJATBEPKJIEHUS PETUCTPALINY,
MHNEPEPETUCTPALINN)

JlaTa nmepBoil perucTpanuu:

11 nexabps 2024 r.


mailto:razvitie@samaramedprom.com
mailto:genel.rd@mail.ru
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10. TATA IEPECMOTPA TEKCTA

OO6mas  xapakrtepuctuka JiekapctBeHHoro mpemnapara COJIHA3OJI  nmoctymHa Ha
nH(GOPMaIlMOHHOM TMopTaie EBpa3uiickoro 3KOHOMHYECKOrO c03a B HH(POPMAIMOHHO-

KOMMYHHUKaIIMOHHOM ceTu «lHTepHeT» https://eec.eacunion.org

10


https://eec.eaeunion.org/

	ОБЩАЯ ХАРАКТЕРИСТИКА ЛЕКАРСТВЕННОГО ПРЕПАРАТА
	2. КАЧЕСТВЕННЫЙ И КОЛИЧЕСТВЕННЫЙ СОСТАВ
	3. ЛЕКАРСТВЕННАЯ ФОРМА
	4. КЛИНИЧЕСКИЕ ДАННЫЕ
	4.1. Показания к применению
	4.2. Режим дозирования и способ применения
	4.3. Противопоказания
	4.4. Особые указания и меры предосторожности при применении
	4.5. Взаимодействие с другими лекарственными препаратами и другие виды взаимодействия
	4.6. Фертильность, беременность и лактация
	4.7. Влияние на способность управлять транспортными средствами и работать с механизмами
	4.8. Нежелательные реакции
	4.9. Передозировка
	5. ФАРМАКОЛОГИЧЕСКИЕ СВОЙСТВА
	5.1. Фармакодинамические свойства
	6. ФАРМАЦЕВТИЧЕСКИЕ СВОЙСТВА
	6.1. Перечень вспомогательных веществ
	6.2. Несовместимость
	6.3. Срок годности (срок хранения)
	6.4. Особые меры предосторожности при хранении
	6.5. Характер и содержание первичной упаковки
	8. НОМЕР РЕГИСТРАЦИОННОГО УДОСТОВЕРЕНИЯ

