COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 23.05.2025 N 13125

OBIIASI XAPAKTEPHCTHKA JEKAPCTBEHHOPG TIPEIAPATA 7702

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

Hasusun Cencutus, 0,01 %, kaImin Ha3aIbHEIC.

2. KAYECTBEHHBIN 1 KOJIMYECTBEHHBIA COCTAB
JelicTBy1oliee BEMECTBO: OKCUMETA30JIUH.
Kaxnpiii M1 npenapara conepxut 0,1 Mr okcuMeTa3oJuHa ruApoXJIopuaa.

[TonHbI epeyeHb BCIOMOTaTeIbHBIX BEIIECTB IPUBENIECH B pa3aene 6.1.

3. JEKAPCTBEHHASA ®OPMA
Karum HasaipHEIE.

[Tpo3padHblii WM OYTH MPO3PAYHBIN PACTBOP OT MOYTH OECIIBETHOTO JI0 CJIa00-KEITOTO I[BETA.

4. KIMHUYECKUE JTAHHBIE

4.1. Iloxka3aHuA K NPUMEHEHHUIO

[Ipenapar HazuBun Cencutus, 0,01 %, xamim HazanpHbIE, TOKa3aH K NPUMEHEHUIO Yy JI€TEH B
Bo3pacte oT 0 10 1 roja npu CleayromuX COCTOSTHUSIX:

— OCTpBIE pecIUpaTOpHbIE 3a00JIEBAHUS C SIBICHUAMU PHHHUTA (HACMOPKA);

— OCTPBIN AJUIEPTUYECKUI PUHMT;

— 000CTpeHNE BA30MOTOPHOTO PUHUTA;

— 7. BOCCTAHOBJICHHWSI JpeHaka IMpU BOCHAJICHHWU MPHUAATOYHBIX IMa3yX TIOJOCTH HOca
(cuHyCHUTax), €eBCTaXUHUTE, CPETHEM OTHUTE;

— 711 yCTpaHEHMsI OTEKA Iepe]] IMarHOCTUYECKMMHU MAHUITYJISIIUSIMUA B HOCOBBIX XOJ1aX.

4.2. Pe:xuM 103UPOBAHNS U CIIOCO0 NMPUMEHEHUS

PesxuM 103upoBaHus

Hemu 6 6o3pacme 0o 1 2o0a

B so3pacme 0o 4 mederv — mo 1 xamne mpemapata HasuBun Cencutus, 0,01 %, kammum
Ha3aJIbHbBIE, B KAKBIF HOCOBOM X0/ 2-3 pa3a B JACHb.

B 6o3pacme ¢ 5-oii nedenu u 0o I 200a — no 1-2 kamnu npenapata Hazuun Cencutus, 0,01 %,

KaIlJIl Ha3aJIbHbIE, B K&K/l HOCOBOM X0/ 2-3 pa3a B JICHb.

Cooco0 nnpuMeHeHus

HHTpanasanbsHoO.
[lepen mnpumeHeHneM (IakoH cieayeT MepeBepHyTh. llpemapaTr ciexyer 3akalblBarth,

3alPOKHUHYB IOJIOBY peOeHKa.
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Jokazana 3¢ (EKTUBHOCTh TaKXe CleIyomgn npouf ';'13%1—] EQ'%EJ&Q{E@%C gf’ ':Jaﬂ‘ogt;.écm

1-2 xanmu npenapata HasuBun Cencutu, 0,01 %, kannu Ha3alibHblE, HAHOCAT Ha BaTry M
MPOTUPAIOT HOCOBBIE XOJbI.

[Ipenapat npumensiercs ot 3 10 5 nHEH.

B pexoMeH1oBaHHOM 03¢ 06€3 KOHCYJIBTAIMK C BpauyoOM MPUMEHSThH He Oosee 7 qHel moapsi.
[ToBTOpHBII Kypc mpemnapara BO3MOXKEH TOJIBKO CIYCTSI HECKOJBKO THEH, B Te€UEHUE KOTOPBIX
npenapar He IPUMEHSIICS.

[Ipu wacToM wnaM OIUTENHPHOM TMPUMEHEHHMH IIpenapara ONIYIIEHHUE «3aJ0KEHHOCTH» HOcCa
MOJKET MOSBUTHCS BHOBb WJIM YXYAIIUTHCS. B 3TOM ciydae ciaeayer mpeKkpaTUuTh JICUCHHE.

1 xamns npenapatra HasuBun Cencutus, 0,01 %, kamim HaszanbHbIE, COAEPKUT 2,8 MKI
OKCHMETAa30JIMHA THAPOXIIOPUIA.

4.3. IIporuBonOKa3aHus

['unepuyBCTBUTEBHOCTh K OKCHUMETA30JIMHY WJIH K JIIOOOMY M3 BCIIOMOTATEIbHBIX BEIIECTB,
MEPEYUCICHHbIX B pasfene 6.1; aTpoduyeckuil pPUHUT; 3aKPHITOYTOJNbHAs TJayKOMa;
XUPYypTrUYeCcKre BMEIIATENIbCTBA HAa TBEPAONH MO3roBOW 000JI0YKe (B aHAMHE3E); COCTOSHHUE
nociie TpaHCCEHOUTATBHONH THUITOPU3IKTOMHUH; BOCHAJICHHE KOXH M CIH3UCTOH OOOJIOYKH
obJyacTu mpeaaBepust Hoca.

4.4. OcoOble yka3aHMsl M MepPbl PeJ0CTOPOKHOCTH NPH NPUMEHEHUH

Oco0bIe YKa3aHusA

[Ipenapar crieayeT NPUMEHSATh C OCTOPOKHOCTBIO B CIEAYIOMIUX CIyYasX:

y TMalWeHTOB, NPUHUMAIOIIUX HHTUOUTOpPHl MoHOoamuHOKcHiaazsl (MAO) B TeueHue
IPEIIIECTBYIOIUX 2-X HEAedb U B T€UEHHE 2-X HeNesb MOCJIE€ WX OTMEHbBI, TPULUKINYECKHUE
AHTHUJICTIPECCAHTHI, a TaKXe Jpyrue IMpernapaThl, CHOCOOHBIC TMOBBINIATE AapTEPHATBLHOE
JIaBJICHUE, WK Y TIAIIMEHTOB, IPUHUMAIOIIUX OPOMOKPHIITHH;

IPY TIOBBIIICHHOM BHYTPHUTJIA3HOM JaBIICHUH;

IpU  TSOKETBIX 3a00JICBAaHUSAX CEPACYHO-COCYIUCTON CHCTEMBl (XPOHHUYECKOW CepaeuHOM
HEJOCTAaTOYHOCTH, AapTEepPUAIbHON TUIEPTEH3UH, CTCHOKApAWM, TaxHKapIuu, apUTMUH,
BBIPAXKEHHOM aTE€POCKIIEPO3E);

npu (peoXxpoMOLUTOME;

Py METAO0OTUYCCKUX HAPYIICHUSAX (HapuMep, TUIIEPTUPEO3e, caxapHOM auadere, moppupun);
MPU XPOHUYECKON MOUYCYHON HEJTOCTATOYHOCTH;

IpY TUNIEPIUIA3HH MPEACTATEIBHOM KeNe3bl ¢ KITMHUYECKUMU CUMIITTOMaMHU (33aepKKa MOYH);
npu OEPEMEHHOCTH U B IEPUOJ IPYAHOIO BCKapMIIMBaHUs (CM. pas3zen. 4.6).

N36eraiiTe monagaHus mpemnapara B ri1asa.
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uHAuBHAyanbHO. Cenyer n3berarh JIMTEILHOTO MPUMEHEHUS U TIEPEI03UPOBKH.

D¢ heKTUBHOCTH COCYJOCYKMBAIOIINX MPENAapaTOB MOXET CHIDKAThea (Taxuduiakcus) mpu
JUINTEIbHOM MPUMEHEHUHU WU MEePEA03UPOBKE. ITO MOKET MPUBECTH K UCIIOJIB30BAHUIO OoJiee
BBICOKHX 103 WJIM K 00Jiee YaCTOMY HCIIOJIb30BAHUIO MPENapaToB, YTO, B CBOIO OYEPE/Ib, MOXKET
NpPUBECTH K TMIOCTOSHHOMY MpPHMEHEHHI0 TMpemapaToB. [Ipu BBIABIECHUH UIUTEIHHOTO
NPUMEHEHUST WU TPU3HAKOB IMEPEO3UPOBKU MPHUMEHEHHE COCYJIOCY>KHUBAIOUIMX IPErapaToB
CJIElyeT HEMEUIEHHO NPEKPATUTh.

He npeBbIath pekoMeH10BaHHbIE J03bI U JTUTEIBHOCTD IPUMEHEHHUS.

HeobxonumMo nponHpopMupoBaTh MalueHTa 0 TOM, 4TO B CiIy4ae OTCYyTCTBUS d(pdeKTa uiu npu
YTSDKETIEHUN CUMITTOMOB 3200JIeBaHHS HEOOXOIMMO OOpaTUTHCS K Bpauy.

[Ipu pmurensHOM mipuMeHeHun (Oojiee OJHOW HENENIM) TMpernapaT MOXKET BbI3BATh
TaxupuiIakcuio, 3PHeKT «PUKOIIETay U aTpOPHIO CIUZUCTON 000TOUKH IMOJOCTH HOCA.
MeaunuHckoe HaOIIOACHHE TTOKa3aHO HETOHOIIEHHBIM HOBOPOXKICHHBIM MJIM HOBOPOXJACHHBIM
C HEJJOCTAaTOYHBIM BECOM ISl UCKIIIOUEHHSI PHCKa MEPEJO3UPOBKH.

[TanpieHTaM ¢ XpOHUYECKHM PHHUTOM TIOKAa3aHO MEIUIIMHCKOE HAOIIOICHNE.

OrnrcaHbl peAKue Clyda pa3BUTHUS CUHApOMA 3aaHel oopatumoit sHiedanonatuu (C303) nnm
cUHIpoMa oOpaTuMmoil 1epeOpanbHON BazokoHcTpukuuu (COLIB) Ha ¢one Tepamuu
CUMIIATOMUMETHYECKUMHU TpernapaTaMu. CUMITOMBI BKIIOYAIH BHE3AIMHOE MOSBICHUE CHIIBHOMN
TOJIOBHOW OOJM, TOIIHOTHI, PBOTHI U HApyIICHHUH 3peHus. B OONBIIMHCTBE CilydyaeB COCTOSIHHUE
YIy4IIWIOCh WM  SIBJIEHME  pa3peliMiioch B  TEUEHHWE HECKOJIBKMX JIHEH  mocie
cooTBeTcTByMOIIEerO JieueHus. [Ipu passutum cumnromoB C300 wmmm COLIB, nepebpanbHOi
BAa30KOHCTPUKIIMM OKCHMETA30JIMH CJeIyeT HEMEUICHHO OTMEHUTh M O0OpaTUThCS 3a
MEIULUHCKON IIOMOIIBIO.

4.5. B3aumopeiicTBMe ¢ JPYrHMH JIeKAPCTBEHHBIMH MNpenapaTamMM M JApyrue BH/bI
B3aMMO/EHCTBUA

3amenisieT BcachlBAaHHME MECTHOAHECTE3UPYIOIMIUX JICKAPCTBEHHBIX CPENCTB, YIJIMHSAET WX
JIICUCTBUE.

Y  nanueHToB, MNPUHUMAIOIIMX WHIHOUTOpbl MoHoamuHOkcuaassl (MAO) B TeueHue
MPEIIIeCTBYIOIUX 2-X HEAedb M B T€UEHHE 2-X HeAeNb IOCIe MX OTMEHBI, TPULIMKINYECKUE
AHTHUJICTIPECCAHTHl WM JApPYyTHE MpenapaTsl, CIOCOOCTBYIOUINE MOBBIIMICHUIO apTepUaTbHOTO
JTaBJICHUS], BO3MO>KHO MOBBIIIEHUE apTEPHATIBLHOTO IaBJICHHUSI.

CoBMecTHOE TIPUMEHEHHE C JAPYTHMH COCYJIOCYKHBAIONIMMHU JIEKAPCTBEHHBIMU CPEIICTBAMH

MOBBIIIAET PUCK PA3BUTHUS TOOOUHBIX AP(HEKTOB.
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4.6. PepTHIBLHOCTD, 0EPEMEHHOCTD M JIAKTALMSA

bepeMenHocTh

[Ipu npumeHeHnn B Tepuo] OEpPEeMEHHOCTH WM TPYJHOTO BCKAPMIIMBAHHUS HE CIEAyeT
IIPEBBIIIATE PEKOMEHAYEMYIO 103Yy. [IpenapaT MOKEeT IPUMEHATHCSA TOJIBKO B TEX CIIy4asixX, €CIIH
NOTEHIMAIbHAS [0JIb3a 711 MaTePU IPEBbIIIAET NOTEHIMAIBHBIN PUCK I MJI0Ja U peOeHKa.
CrnenyeT nposIBIATH OCTOPOXKHOCTH MPU HAJIMYMKM apTEPUAIBHON TMIIEPTEH3UM WIN NPU3HAKOB
CHUXCHUA IIAIICHTAPHOT'O KPOBOTOKA. Yactoe wuan AJIUTCIIBHOC TMPUMCHCHHUC IIpcliapaTra B
0O0JIBIINX A03aX MOXCT INPUBECTU K CHUIKCHHUIO IIJIALICHTAPHOT O KPOBOTOKA.

JlakTanus

I[Ipy npumMeHeHMH B TEpPUOA TPYJHOTO BCKapMIIMBaHUS HE CIEAyeT MpPEBbIMIATH
PCKOMCHIAOBAHHYIO 103Y. HpenapaT MOKCT MNPHUMCHATHBCA TOJIBKO B TCX ClIydadx, C€CJIU
NMOTCHIMAaJIbHAsA 110JIb3a JJIs1 MAaTCPpH IIPCBLIIIACT HOTCHHH&HBHLIﬁ PHUCK OJId peGeHKa.

4.7. BiausiHHe Ha CIIOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMH M PadoTaTh
¢ MeXaHNU3MaMHu

[locne nuTenbHOrO0 NPUMEHEHHS CPEJCTB OT HACMOPKA, COAECp KAINUX OKCUMETA30JIMH, B 103aX,
NPEBBIMAIONINX PEKOMEHyEeMbIe, HeITb3s UCKITI0YaTh 00IIee BIUSIHUE HA CEPIACIHO-COCYAUCTYIO
CUCTEMY M LEHTPAJbHYI0O HEpBHYIO cHcTeMy. BoaTux cioywasx ciegyeT coOaronarh
OCTOPOKHOCTh TpPH YIPABICHUM TPAHCHOPTHBIMM CPEACTBAMM U  3aHATHIX JAPYTUMH
HNOTEHIMAJIbHO ONACHBIMM BUAAMHU JIEATEIBHOCTH, TPEOYIOUMMH MOBBIIIEHHON KOHLEHTpaIUU
BHUMAaHUS U OBICTPOTHI ICHXOMOTOPHBIX PEaKIUii.

4.8. HexkenaTesbHbIEC peaKIUU

Pe3roMe HexxenaTeabHbIX PEAKIINI

[To yacToTe BO3HMKHOBEHHUSI MOOOYHBIC NEHCTBUS KIACCUDUIMPYIOTCS CICIYIONUM 00pa3oM:
oueHb vacto (> 1/10), wacro (> 1/100, Ho < 1/10), mewacro (> 1/1000, HO < 1/100), penko
(= 1/10 000, HO < 1/1000), 0OueHs peaKo, BKItOUAs OTAEIbHBIE coodmmenus (> 1/10 000), vacrtora
HEW3BeCTHA (HE MOXKET OBITH MOJCYNTaHA HA OCHOBAHWU MUMEIOIINXCS TAHHBIX ).

Hapywenus co cmopoHvl uMMyHHOU cucmembl

HeuacTo: peakiuy runepyyBCTBUTENBHOCTH (AHTHOHEBPOTUYECKHH OTEK, ChIIb, KOKHBIHN 3y ).
Icuxuueckue napywenus

Penxo: OeccoHHMIIA;

OUYEHb PENIKO: OECIIOKOHCTBO;

4acTOTa HEM3BECTHA: UyBCTBO TPEBOTH, Pa3IpaKUTENBHOCTh, HAPYILIEHUE CHA (Y AeTel).
Hapywenus co cmoponul nepgnoii cucmemul

Penxo: rosoBHas 00Jib;

OUYEHb PEJIKO: COHJIMBOCTD, TAJUTIOIIMHAIINY (OCOOCHHO Yy JETei);
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|
YacTOTa HEU3BECTHA: IMOAABJICHHOCTD, Cy10POIr, rOJOBO

Hapywenus co cmoponul cepoya

Heuacro: Taxukapaus;

PEAKO: OIIYIICHUE CEPAIICONCHHMS.

Hapywenus co cmoponul cocyoog

HeuacTo: moBbIlIeHUE apTePHATBLHOTO IaBJICHHUS.

Hapywenus co cmopoHbl 0bixamenbHOU CUcmembl, Opeanos epyOHOU KIemKU U Cpe0oCmeH sl
Yacro: omymeHue auckoMdopra CO CTOPOHBI CIM3UCTONM HOca (ONIyIIEHUE >OKSHUS WIN
CYXOCTb CIIM3UCTON 000JIOYKH MOJIOCTH HOCA), YNXAHUE;

HEYaCTO: YYBCTBO «3AJIOKEHHOCTH» HOca (peaKkTHUBHAsl THIIEPEMHsi), HOCOBOE KPOBOTECUCHUC,
OUYEHb PEJIKO: OCTAHOBKA AbIXaHUS (Y HOBOPOXKIECHHBIX M MJIA/ICHIICB).

Obwue napyweHus u peakyuu 6 mecme 66e0eHUs.

YacToTa HEM3BECTHA: YTOMJISIEMOCTh, Taxu(uiaakcus (BCIEACTBUE UIUTEIHLHOTO MPUMEHEHUS
WY TIEPEI03UPOBKH ), TOLTHOTA, HApYIICHUE 3peHus (IIPU TIONIAJaHUH B IJ1a3a).

JlnirenpbHOE WM HENpPEepBIBHOE HCIOIB30BAHUE COCYJOCYKHBAIOMIMX IPEMapaTOB MOMKET
MPHUBECTH K TaXUDUITAKCUH, aTPO(YHH CITU3UCTON 000JI0UYKH MOJIOCTH HOCA ¥ BO3BPATHOMY OTEKY
CIIM3UCTON 000JIOYKH MOJOCTH HOCA (MEIMKAMEHTO3HBIN PUHHUT).

COOGH.[CHI/IC 0 IMOA03pCBACMBIX HCKCIIATCIIbHBIX PCAKITNAX

BaxxHo cooOmarb 0 MOA03pEeBAEMbIX HEXKENATeIbHBIX PEaKUUsAX T[OCJIEe PEerucTpaluu
JIEKapCTBEHHOTO Tperapara C LeJblo 00eCIeYeHUs HeNPEPhIBHOIO MOHUTOPUHTAa COOTHOILICHHS
«T0JIb3a—PUCK» JIEKAPCTBEHHOTO Inpenapata. MeTuIMHCKUM paOOTHUKAM pPEKOMEHIYeTCs
coo0IaTh 0 JIIOOBIX MOJ03PEBAEMBIX HEXKENATENbHBIX PEAKIUSAX JIEKapCTBEHHOTO Ipemnapara
yepe3 HallMOHAIIbHBIE CUCTEMbI COOOIICHHS O HEKENATEeNbHBIX PEaKIUsIX roCydapCTB — YJICHOB

EBpa3uiickoro 3KOHOMHUYECKOTO COH03a.

Poccniickas @enepanus

denepanbHas ciyx0a 1o Haa30py B cdhepe 31paBoOOXpaHEHUS
Anpec: 109012, r. Mocksa, CrnaBsiHCKast miiomanip, 1. 4, ctp. 1
Tenedon: +7 800 550 99 03

OnekTpoHHas nouta: pharm@roszdravnadzor.gov.ru

Caiit B nHGOPMAIIMOHHO-TEIICKOMMYHUKAIIMOHHOH ceTH «MHTepHeT»:

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

Pecry6nuka Kazaxcran
PI'TI Ha [IXB «HanuoHaibHBIA LEHTP IKCIEPTU3BI JEKAPCTBEHHBIX CPEICTB W MEIULHHCKUX

u3nenuit» Komurtera MemunmuHCKOro #  (apMaleBTUYECKOro KOHTpoJjisi MuHHCTepCTBa
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3npaBooxpanenus Pecnyonuku Kazaxcran

Anpec: 010000, r. Actana, paiion baiikonslp, yn. A. Umanosa, 13 (BL «Hypcaynet 2»)
Tenedon: +7 7172 235 135

OnekrponHas nouta: farm@dari.kz, pdic@dari.kz

Caiit B "HGOPMAIIMOHHO-TEIIEKOMMYHHUKAaIIMOHHOM ceTn « MHTepHe™: https://www.ndda.kz/

4.9. Ilepeno3upoBka

O PeKTUBHOCTh COCYIOCYKMBAIOIIUX IPENApaTOB MOXKET CHUXKAThCs (Taxuuiakcus) mpu
JUINTEIbHOM INPUMEHEHUHU WU NEePEO3HUpPOBKE. ITO MOKET MPUBECTU K HCIOIb30BaHUIO Ooliee
BBICOKHX 103 WJIM K 00Jiee 4aCTOMY MCIIOJIb30BAHMIO MPENapaToB, YTO, B CBOIO O4Yepeib, MOKET
NPUBECTH K TOCTOSHHOMY NPUMEHEHUIO0 mpenapaToB. [Ipu BBISBICHUM JJIMTEIBHOTO
NPUMEHEHHUs] WM MPU3HAKOB MEPEIO03UPOBKU MPUMEHEHHE COCYAOCYKUBAIOIIUX MpPEnapaToB
CJIelyeT HEMEUIEHHO NPEKPaTUTh.

Knunuueckne  mnpu3HakM  WHTOKCHUKALMKM — NPOM3BOJHBIMU — MMHUZA30jla  MOTYT  OBITh
HeCTeIM(PUUECKUMH M HEUYETKUMH, IMOCKOJBKY (a3pl TUMEPAKTUBHOCTH CMEHSIOTCA (a3zaMu
YTHETCHUS LEHTPAIBHONM HEPBHOM CUCTEMBI, CEPACUYHO-COCYIUCTOMN U IBIXATEIBHON CUCTEM.
CuMnTOMBI

TpeBora, 6eCIOKOKHCTBO, raUTIOLIMHALIMY, CYJOPOTH, TIOBBIIICHUE WM MOHUKEHHE TEMIIEPATypbl
Tena, TCUXUYECKUE PACCTPONCTBA, yrHeTeHUE (YHKIMA EHTPaJbHOW HEPBHON CHCTEMBI,
BSUIOCTh, COHJIMBOCTb, BO3MOXKHO pa3BUTHUE KOMBI, CYXEHHE WM PpACUIMPEHHE 3pPAYKOB,
JIUXOpajKa, TMOTIMBOCTh, OJEIHOCTh, IIMAHO3, OIIyIIeHHWE cepAlneOueHus, Opaaukapaus,
apUTMHUS, OCTAaHOBKA CEP/La, MOBBIIICHUE apTEPUATILHOTO JaBJIECHUS, CHUKEHUE apTeprUaIbHOro
JIaBJICHUs, TOIIHOTA, PBOTA, OTEK JIETKUX, JbIXaTEIbHbIE PACCTPONCTBA, OCTAHOBKA JIBIXAHMSI.

VY gereii mepeno3upoBKa MOXKET ObITh MPUYMHON Pa3BUTHS TaKHUX CHUMIITOMOB CO CTOPOHBI
[EHTPaIbHOW HEPBHON CHCTEMBI, KaK BO30YyKIEHHUE, CyIOpOTH, KOMa, OpaauKapans, OCTAHOBKA
IBIXaHUS, @ TakKXKe IMIOBBIIICHUE apTEePUATIBLHOTO JJABJICHHUS C TMOCIEAYIONIMM BO3MOXHBIM
CHIKEHUEM apTEPHUAIBHOTO JABJICHUS.

Jleuenue

[IpombiBaHue xemyaKa, MpUeM aKTUBUPOBAHHOTO yriid (IpH CIydailHOM MOMAaJlaHuM Mpenapara
BHYTPb); CAMITOMAaTHYECKOE.

[Ipu TsKEN10M IEpe03upOBKE MOKa3aHA UHTEHCUBHAS TEPAMMS B yCIOBUAX CTAllMOHAPA.

HpI/IMeHeHI/IC COCYHNOCYIKUBAKOIIHNX CPCACTB IIPOTUBOIIOKA3aHO.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA
5.1. ®apmakoauHaMHuYecKHe CBOHCTBA

CDapMaKOTepaHeBTI/I"ICCKaH rpymaa: nmpenapaTbl JJIA JICUCHMUA 3a00JIeBaHUI HOCa,
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JEKOHTeCTaHThI U IPYTUE Mpenapatsl sl MECTHOTO npnhwge%ﬁg%ﬁhﬁgl%ﬂhﬂgfggf 0002)

Kox ATX: RO1AAOS.

dapmakoauHamuyeckue d3PPeKTol

Hasusun CeHcuTuB (OKCMMETA30JIMH) OKa3bIBAET COCYAOCYyKUBarolee nenctaue. [Ipu mectHoM
HaHECEHUM Ha BOCMAJEHHYIO CIM3UCTYI0 00O0JIOUKY MOJOCTH HOCA YMEHBLIAET €€ OTEYHOCTh U
BBIJICJIEHUS U3 HOca. BoccTaHaBIMBaeT HOCOBOE JbIXaHUE.

VYcTpaHeHne OTeKa CIM3UCTOM OO0OJOYKM TOJOCTH HOCA CIIOCOOCTBYET BOCCTAHOBIJICHHUIO
a’palliy MPUAATOYHBIX Ia3yX IOJOCTU HOCA, IMOJIOCTH CPEJHEro yXa, YTO YyMEHbIIAeT
BEPOSITHOCTh BO3HUKHOBEHMs OaKTEpUAIbHBIX OCIOXKHEHHUH (railMopuTa, CHHYCHUTa, CPEIHEro
OTHTA).

[Ipy MecTHOM HHTpaHa3aJIbHOM NPUMEHEHHH B TEpPANEBTUYECKMX KOHLEHTPALUAX He
pa3apakaeT M HE BBI3BIBACT TUIIEPEMUIO CIIM3UCTON 000JIOUYKH MOJIOCTH HOCA.

Kinnanueckas 7¢dekTUBHOCTE U 0€301aCHOCTD

OkcuMeTa30NMH HayuMHAaeT JeHCTBOBaTh OBICTpO, B TeudeHue 15 muH. [IpogomxurensHOCTDH
nevictBust Ha3zuBua Cencutus 10 12 4.

5.2. dapmakoKNHeTHYECKHE CBOHCTBA

AOGcopOuus

[Ipn mpuMeHEeHHH COTJIaCHO PEKOMEHIAIMsIM 3HaYuMOE€ BCachlBaHHE (PapMaKoJUHAMHYECKH
3¢ (HEeKTUBHBIX 103 OKCUMETA30JIMHA CUUTACTCS] HEYaCThIM, HO HE MOXET OBITh UCKITIOUYEHO.

B uccnenoBaHusx ¢ ygacTueM 4eloBeKa YpoBeHb abcopOmmu coctaBui 3,5 %.

DnauMUHALMSA

[Tepuon moyBBIBEICHHUSI OKCUMETA30JIMHA TIPU €r0 MHTPAaHA3JIbHOM BBEJACHUH COCTABIISIET 35 U.

2,1 % okcumeTa3oarMHa BEIBOAUTCS ¢ Mool 1 okono 1,1 % — ¢ xanom.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA
6.1. IlepeyeHb BcIOMOraTe/ibHbIX BelIECTB
JIMMOHHOM KHCIIOTBI MOHOTHIPAT

Harpus uurpat auruapat

I'mutepoan (85 %)

Bona ouniennas

6.2. HecoBmecTUMOCTD

He npumenumo.

6.3. Cpok roxHocTH (CPOK XpaHEHHS)

HeBckpoeITHIN (haakoH

3 roxa.
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ITocie mepBOro BCKPLITHS

[Tocne mepBoro BCKphITHS (PriakoHA MCTOIB30BaTh Mpenapar B TeueHue 12 mecsies.

6.4. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH XPAHEHUH

XpaHuTh 1pu TeMiepatype He Bbiie 25 °C.

VYcnoBus XpaHeHHs TOCIIE TEPBOTO BCKPBITHA (PIlakoHA JIEKApCTBEHHOTO Ipernapara CM. B
paznene 6.3.

6.5. Xapakrep M coaepkaHue NePBUYHON YIIAKOBKH

[lo 5wmn mpemapara BO (akoH W3 TOJNHMATHIIEHA BBICOKOH IUIOTHOCTH C JO3UPYIOLINM
YCTPOMCTBOM M C 3aIIUTHOM KPBIIIKON U3 MOJUATHIICHA BEICOKOW IJIOTHOCTH.

ITo 1 ¢pnakoHy BMecTe ¢ TMCTKOM-BKJIAJIBIIIEM B MTAUKy KapTOHHYIO.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH MPH YHUYTOKEHUHM HCHOJIb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara MJIH OTXO0JA0B, TMOJYYEeHHBIX TOcjde NPHMEHEHUus
JIEKAPCTBEHHOTI'0 NMPenapara, u Apyrue MaHUIYJISIIUM ¢ PenapaTomM

Hert ocobbix TpeboBanuii.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

I'epmanus

Iu sup [xu Xenc xepmanu ['M6X / P&G Health Germany GmbH

3ynbubaxep Llrpacce 40, 65824 IlIBansbax am Taynyc, ['epmanus / Sulzbacher Strasse 40,
65824 Schwalbach am Taunus, Germany

7.1. IlpeactaBuTenb [aep:KaTeasi PerMcTPANMOHHOIO Y/AOCTOBEPeHHS] HA TePPHTOPHH
Coro3a

IIpeTen3zumn HOTD66I/ITCHGI\/’I HampaBJIATE I10 aApPCCy:

Poccuiickas @enepanys

00O «/lp. Penau’c JlTaboparopucy

115035, Poccuiickas @eneparus, r. MockBa, OBUMHHHKOBCKas Hao., 1. 20, cTp. 1
Tenedon: +7 (495) 795-39-39

OnexTponHas noura: adverse@drreddys.com

Pecny6nuka Kazaxcran

TOO «/Ip Penmuc JTaboparopuc Kazaxcrany»

050040, Pecniy6nuka Kazaxcran, r. Anmatsl, ya. Tumupszesa 28B, opuc 905
Tenedon: +7 (727) 313 25 10, +7 701 757 19 56

OnekrpoHHas moyta: pharmacovigilance kz@drreddys.com
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8. HOMEP PETMICTPAIIMOHHOTO YJOCTOBEPEH - A TEITEHOCTE 0002)

9. IATA NMEPBUYHOM PETMCTPAIIMUA (IIOATBEPXKJEHUSI PETHCTPAILIMN,
INEPEPETUCTPALIN)

JlaTa nmepBoii peructpanuu:
10. JATA IEPECMOTPA TEKCTA
OO0mas xapakTepuCTHKa JIeKapCcTBeHHOro mpenapara HasuBuH CeHCUTHB [HOCTymHa Ha

UHPOPMALIMOHHOM TopTane EBpa3uilckoro 3KOHOMHYECKOTO COK03a B HH()OPMALUOHHO-

KOMMYHHUKAIIMOHHOM ceTu MHTepHeT: https://eec.eacunion.org/.
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