OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA
Adpwun 3xcTpo, 0,05 %, cripeit Ha3aIbHBIA.
2. KAYECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB
[elicTByrol1iee BELIECTBO: OKCUMETA30JIMHA TUAPOXJIOPHIL.
1 mu cripest cogepxuT 0,5 MI OKCHMETa30JIMHA THAPOXJIOPHIA.
[TonHbI IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBEICH B pa3jene 6.1.
BcmoMorartenbHble  BEIIECTBAa, HAIMYMe KOTOPHIX HEOOXOIMMO YYUTBHIBATH B COCTaBE
JIEKapCTBEHHOI'0 TIpenapara: OeH3alkoHusl xjopuia (B Bume pactBopa 17 %) 1,471 wr,
MOJIUIPOITMIICHIJIUKOIE 5 MT (cM. pasnen 4.4.).
3. JEKAPCTBEHHASA ®OPMA
Crpeii Ha3aIbHBIN.
benas nnu noutu Genast reneoOpaszHasi CyCIeH3Us ¢ XapaKTEPHBIM 3aIIaxoM.
4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusi K NpUMeHEeHHUI0
JlexapcTBeHHBIH npemnapatr AQpuH 3KCTPO MOKa3aH K NPUMEHEHUIO Y B3POCIIBIX U JIeTel cTapiie
12 ner.

e Octpble pecriupaTOpHbIE 3a00JIEBAHUS C SIBICHUSAMU PUHHUTA (HACMOPKA);

® OCTpBIA AIJIEPTUYECKUN PUHHT;

e 000CTpeHHE Ba30MOTOPHOTO PUHUTA,

® IS BOCCTAHOBJICHUS JpEHaka MPH BOCHAJICHUH MPHUAATOYHBIX Ma3yX IOJIOCTH HOCa

(cuHyCHTax), €BCTaXHHUTE, CPETHEM OTHUTE;

® IS YCTPAHEHHS OTEKa Mepe]l JUAarHOCTUUECKUMHI MaHUTTYJISIIIUSIMU B HOCOBBIX XOJaX.

4.2. Pe:xxuM 103UPOBAHUS H CIIOCO0 MPUMEHEHHS

PexuMm no3upoBaHus

Bspocnvie
[To 1 BOpBICKMBAHUIO B KaXK/IbIi1 HOCOBOM X0/ 1-2 pasa B JIeHb.
eTH
Jlemu cmapwe 12 nem
Pexxum 1o3upoBaHus aHaTOTUYEH TAKOBOMY Y B3POCIBIX.
[Tpemapat AdpuH SKCTPO MPOTUBOIOKA3aH JIJIsl MPUMEHEHUS Yy AeTei 10 12 ner.
[Ipenapar npumensiercst oT 3 10 5 nHel. B pexomMeHa0BaHHOM 103€ 0€3 KOHCYJIBTAIMH C BPAauoOM
NPUMEHSTh Mpenapatr He Oosiee 7 AHe. Eciau cuMOTOMBI yCHIMBAIOTCA WM YIyYIlIEHUE HE

HACTymaeT B TeUeHue 3 JHel, He0OXOIUMO TPOKOHCYITUPOBATHCS ¢ BpadyoM. [1oBTOpHEIN Kypc



npenapara BO3MOXKEH TOJIBKO CIIyCTs HECKOJIBKO JHEW, B TEYEHHE KOTOPBIX Ipernapar He
npumeHsuics. [Ipy yacTom U IMTENTbHOM IPUMEHEHUH NIpenapaTa OIIyIIEHUE «3aJI0)KEHHOCTH»
HOCA MOKET MOSIBUTHCS BHOBb WIM YXYAIINUTHCA. B 3TOM ciiyuae ciiefyer IpeKpaTuTh JeUeHue U
o0paTHuThcs K Bpady.

Cnoco0 rmpuMeHeHus

WHTpana3aibHO.
[Tepen KaxapIM UCTIOIH30BAHUEM HEOOXOMMO YHEPTHYHO BCTPSXHUBATH (PIIAKOH CIIpes.
[lepen mepBbIM NMPUMEHEHHWEM HA3AJIBHOTO CIpesi HEOOXOJUMO TPOBECTH €ro «KAITUOPOBKY»
MyTEM Ha)XaTus Ha TOJIOBKY PaCIbUIMTENS HECKOJIBKO pas.
4.3. TIIporuBomoKa3aHusi
® TUINEPUYYBCTBUTEIHLHOCTh K OKCHUMETA30JIMHY WIH K JI00OMY W3 BCIIOMOTAaTEIIbHBIX
BEIIIECTB, IEPEUHCICHHBIX B Mojipasee 6.1;
e arpoduueckuii (Cyxoi) puHUT;
® 3aKPBITOYTOJbHAS TJIAYKOMA;
® COCTOSIHHE TIOCIIE TPAaHCCHEHOUTATBHON THITO(U3IKTOMUM;
® XHPYpPruyecKHe BMEIIATEIILCTBA Ha TBEPAOH MO3rOBOi 000JI0UKe (B aHAMHE3E);
® BOCIMAJICHHUE KOXKH U CIU3UCTON 000JI0UKH 00JIaCTH MpeABEpHs HOCA.
4.4. Oco0Oble yka3aHusi 4 Mepbl MPeIOCTOPOKHOCTH NMPHU NPUMeHEHUH

C 0CTOPOKHOCTBIO

[lepen mpuMeHeHHeM MpenapaTa HEOOXOIUMO MPOKOHCYJIBTUPOBATHCS C BPAYOM B CIIEAYIOIINX
CIIyJasix:

[Ipu Hanuuuu y nanueHTa:

- IOBBIIEHHOTO BHYTPUIJIA3HOTO JABJIEHUS,

- XpOHUYECKOU CEpIEYHON HETOCTATOYHOCTH,

- OCTPBIX  CEPACYHO-COCYJIMCTHIX  3a00JIeBaHWN  WJIM  OCTPOH  JICBOXKETYIOYKOBOM
HEJOCTATOYHOCTH,

- apTepUaIbHOW TUNIEPTEH3UH,

- CTCHOKap/InH,

- ApUTMUH,

- XpOHUUYECKOW MOYEUHON HEJJOCTATOYHOCTH,

- Y MalMEeHTOB C THIMEPIUIa3uel NpencTaTeIbHON Kejle3bl C KIMHUYECKHUMHU CHUMIOTOMaMH
(3ameprkka Moun),

- BBIPQXKEHHOT'0 aTEPOCKIIEPO3a,

- TUTIEPTUPEO3a,

- caxapHoro quabera,



- (heoXpOMOIIUTOMBI,

- TaXHKap/IUH,

- nopupuu.

[Taniuentam B mepuoy akTaruu (Oonee moapoOHas nHopmalys onucana B paszzeine 4.6).
[Tantmentam Bo BpeMs OepeMeHHOCTH (Oosee moapoOHas nHpopMalus onvucana B pasjenie 4.6).
[TanmenTam, HaXOAAIMIMMCS HA TEpalMu MHTHOMTOpaMu MoHOoamuHOKcuaassl (MAO) (B T.u. B
TEUEHUE MPEAIISCTBYIOMUX 2 HEIedb W B TEUYEHHE 2 HEACNIb I0CI€ HX OTMEHBbI) U
TPULMKIMYECKUMU aHTUCNPECCaHTaMH, a TaKkKe JAPYTUMHU IpernapaTamy, MOBBIIIAIOIIUMU
apTepHalibHOE JIaBJICHHE.

N30eratp nomnasaxus B Iiasa.

Crnenyer nzberaTh AJIUTEIHHOTO MCIIONB30BAHMS U MIEPEIO3UPOBKH Iperapara, B 0COOEHHOCTH Y
neteil. Ecnum cUMOTOMBI yCHIIMBAIOTCS WM YIYYIIEHHsS HE HACTyHmaeT B TeueHHe 3 JHEH,
HEO0OXO0MMO MPOKOHCYJIBTUPOBATHCSA C BpadyoM. [lpu mpopomkuTenbHOM HpuMeHeHuu (Oolee
OJIHOM Henenu) BO3MOXKHO BO30OHOBJIEHHE CHUMIITOMOB 3ajJlOK€HHOcTH Hoca. llpu
HEOOXOIMMOCTH TPOIOIDKEHUS JICUSHHS CBBIIIE 7 JHEH HE0OX0IuMa KOHCYJIBTAIUS C BPAUOM.
Bo u3bexanue pacrnpocrpaneHuss THPEKIUU HEOOX0IMMO IPUMEHSATH MpenapaT UHIUBUIYaJIbHO.
[Ipemapat coaepXuUT OEH3aJIKOHHS XJIOPUJ, KOTOPBIH MOXKET BBI3BIBATH pa3paKeHUE U
He)KeJlaTeJIbHbIE PEeaKlUy CO CTOPOHBI KOXKU. [10TMIPONUIEHIIMKOIb MOXKET pa3aApakaTh KOXKY.
4.5. B3aumoaeiicTBHe ¢ JAPYrMMH JIEKAPCTBEHHBIMH TMpenapaTaMu M JAPyrue BH/bI
B3aMMO/EHCTBUA

CoBMecTHOE TPUMEHEHHE C APYTMMH COCYAOCYKUBAIOIIUMHU JIEKAPCTBEHHBIMH CPEICTBAMU
MOBBIIAET PHUCK pa3BUTUS MN000YHBIX APdekroB. [Ipu OAHOBpEMEHHOM NPHUMEHEHUU
TPULIMKIMYECKUX AHTUACTPECCAHTOB, MAIPOTHJIMHA, WHTHOMUTOPOB MOHOAMHUHOKCH/IA3bI
(BKiTrOYast mepuo 14 nHel mocie uX OTMEHBI) — MOBBIIIEHNE apTEPUATLHOTO JIaBICHHUS.
[Tpemapat 3aMe/IsieT BCaChblBaHUE MECTHOAHECTE3UPYIOIIHNX MPENapaToB, YUITHHIET UX IeHCTBHUE.
4.6. @epTWIBLHOCTH, 0€PEMEHHOCTH U JIAKTAIUS

bepeMeHHOCTB

[Tpu npuMeHeHnH B IepHO OEPEMEHHOCTH HE CJIelyeT MPEeBhIIaTh PEKOMEHAYEMYIO 103Y.
[TpemapaT MOXET MPUMEHSATHCS TOJIBKO B TEX CIy4asX, €CIIHM MOTEHIMAIbHAS TOJb3a ISl MaTepH
MpEeBBIIIAET MOTEHIIMATBHBIA PUCK AJIS TUI0AA UIIH peOeHKa.

JlakTanus

[Tpu nmpuMEeHEeHHUH B MIEPHO]] TPYIHOTO BCKAPMIIMBAHUS HE CIIEIYET MPEBBIIIATh PEKOMEHIYEMYIO
no3y. [Ipemapar MOXeT MPUMEHATHCS TOJNBKO B TE€X CIydyasiX, €CIIH MOTCHIMAIbHAS TObh3a JJIs

MaTepu MPEeBbIIIAeT MOTCHIMAIBHBIA PUCK IS TUI0/1a WK peOeHKa.



4.7. BJausiHHMe HA CMOCOOHOCTH YNPABJSTH TPAHCHOPTHBIMHU CPeACTBAMHU U PadoTaTh ¢
MeXaHNu3MaMu

A(pHH SKCTPO HE OKa3bIBACT BIMSHUE HA CIOCOOHOCTH YIIPABISATH TPAHCIIOPTHBIMHU CPEICTBAMH
1 06€30MacHOCTh JOPOKHOTO JIBIKEHUS, U paboTy ¢ MEXaHU3MaMH.

[Tocne nuTenbHOrO NPUMEHEHUS CPEACTB OT HACMOPKA, COJAEPKAINX OKCUMETA30JIUH, B 103aX,
NPEBBIMIAIOIINX PEKOMEH/IyeMbIe, HEIb3s1 UCKII0UaTh 00Iee BIMSHUE HAa CEPIACUYHO-COCYAUCTYIO
CHCTEMY U LIEHTPAIbHYIO HEPBHYIO CUCTEMY. B 3TuX citydasix ciemyeT co0Io1aTh OCTOPOKHOCTh
IIpU YIIPABJIECHUN TPAHCIOPTHBIMHU CPEJICTBAMU U 3aHATHUAX JAPYTHMMH IMOTEHUHUAIBHO ONACHBIMU
BUJAMH JESITENbHOCTHU, TPEOYIONIMMH MOBBIIICHHON KOHIEHTPAllMd BHHUMaHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8. HexenateJabHble peaKIuH

Pe3roMe HexkenaTebHBIX PeaKIUn

MHorue U3 NepevnCcICHHBIX HEXKETATEIbHBIX PEAKIMid HOCIT YETKUH JJ0303aBUCHUMBIN XapakTep
¥ BapbUPYIOT OT MAIMEHTAa K TMAaHMeHTy. YacToTa HEXeIaTelNbHBIX JIEKAPCTBCHHBIX PEAKIUN
KIIACCU(UITUPOBaHA B COOTBETCTBUM C PCKOMEHIAIUSAMH BceMHupHOW  OpraHu3anuu
3IpaBoOXpaHeHus: o4deHb yacto (>1/10), wacto (ot >1/100 mo <1/10), meuacto (ot >1/1000 no
<1/100), peako (ot >1/10000 mo <1/1000), ouensr penko (<1/10000); yacToTa HEU3BECTHA
(4acTOTy BOSHHUKHOBEHHSI HEBO3MOKHO ONPEACIUTh HA OCHOBAHHH UMEIONITUXCS JTAHHBIX ).
Hapywenus co cmopoHbl UMMYHHOU CUCTHEMbL:

Heuacro: orex KBunke, 3yx.

Tcuxuueckue nHapyuenus:

Penko: TpeBora, pa3npaxuTeIbHOCTh, HapyleHue cHa (y ferei), 0eccoHHuIIa.

Ouenb penko: OECIOKOMCTBO, YCTAJIOCTh, COHJIMBOCTh, CENATUBHBIM A((EKT, raumonuHaumn
(ocobOeHHO y eTeit), CyI0pOrH.

Hapywenus co cmoponul nepeHoU cucmembl:

Penko: rosioBHas 6016, TOJOBOKPYKEHHUE.

Hapywenus co cmoponvl opeana 3penus:

Penxo: Hapyuienue 3peHus (pu MOMaJ aHuM B IJ1a3a).

Hapywenus co cmoponul cepoya:

Penko: moBEIIEHHE apTepUATEHOTO JIaBJICHUS, OIIYIIICHHE CePAIICONCHIS, TaXHKapP U
Hapywenus co cmopoHbl 0bixamenbHOU CUCmembl, Opeanos epYOHOU KIemKU U CPeOOCMeHUs.:
OdeHb peIKo: OCTAaHOBKA JIbIXaHus (y AeTei).

Penko: mocrne Toro, kak npoinet 3¢(HeKT OT MpUMEHEHUs MpenapaTa, I9yBCTBO «3I0KEHHOCTI
HOca (peaKTUBHAs THUIIEPEMHS).

Hewacro: »OKeHHWE WM CYXOCTh CIM3HCTBIX OO0OJOYEK ITOJIOCTH HOCA, YMXaHHWE, HOCOBOE
4



KpOBOTEUYEHHE.

YacToTa HEM3BECTHA: CYXOCTh CIU3UCTBIX 000JOYEK MOJIOCTH PTa U ropia, YBeIUYeHUE 00beMa
CEeKpeTa, BBIICISIOIIEroCs U3 HOCa, IK3aHTEMA.

Kenyoouno-kuuieunvie HapyueHus:

Penxo: Tomrgora.

JlnrenpHOE HEMPEPHIBHOE UCITOJIB30BAHUE COCYIOCYKUBAIOIIUX MTPEapaTOB MOKET MPUBECTHU K
Taxu(pUIakcuu, aTpoGuu CIM3UCTONH 000JIOYKHU MOJTOCTH HOCA M BO3BPATHOMY OTEKY CIIM3UCTOU
000JI0YKH TOJIOCTH HOCA (MEAMKAMEHTO3HBIM PUHUT).

Ecnu nrobwvie uz ykazannulx 6 uHcmpykyuu nobouHuIx d¢hghexmos ycyeyonsaromes unu Bol 3amemunu
J0bbie Opyaue noboyHbvle Ihdexmul, He YKA3aHnHble 8 UHCIMPYKYULU, CO0OWUme 00 SMom 8payy.

COO6HIGHI/I$I 0 TOAO03PEBACMBIX HEKCIIATCIIbHBIX PCAKIINAX

BaxHo coo0marb 0 M0103peBacMbIX HEKENATEeNbHBIX pEeaKUUsaX I0cCie perucTpanuu
JIEKapCTBEHHOTO Iperapara ¢ Leliblo 00eCreyeHNs HeNpPepbIBHOIO MOHUTOPUHIA COOTHOILICHUS
«10Nb3a — PHUCK» JIEKApCTBEHHOTO Ipenapara. MeaMIMHCKUM pabOTHUKaM PEKOMEHAYETCs
coo0Imare O JIOOBIX IO03PEBAEMBIX HEXKETATENBHBIX PEaKIUSIX JEKapCTBEHHOTO Iperapara
yepe3 HallMOHAJIbHbIE CUCTEMbl COOOLIEHUS O HEXeNaTelbHbIX PEAKIMAX FOCyAapcTB — YICHOB
EBpasuiickoro 5kOHOMHUYECKOTO COI03a.

Poccuiickas Denepanusa

109012, r. Mocksa, CnaBsiHCKasI IOk, 1. 4, cTp. 1
denepanbHas ciryx0a 1Mo Haa3opy B cdepe 3apaBooxpanenus (Poc3apaBHamazop)
Tenedon ropsueii iuauu: 8 800 550 99 03

DnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

PCCHV6HI/IK3 Kazaxcran

010000, r. Actana, paiion baiikonsip, yi. A. Umanosa, 13 (BL] «Hypcayner 2»)
«HaunoHanbHbI LEHTP SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB W MEAMIMHCKUX U3JCIUN»
Komutera MeaunuHckoro u ¢apmaneBTHYecKoro KOHTpoisi MuHuctepcTBa 31paBOOXpaHEHUs
Pecny6iinku Kazaxcran

Tenedon: +7 7172 235 135

DnextponHas moyra: farm@dari.kz

https://www.ndda.kz

Pecny6nuka Bemapycs

220037, r. Munck, ToBapuieckuii miep., 2a
PVII «lleHTp sKCIEPTU3 U UCOIBITAHUI B 3PAaBOOXPAHEHU)

Tenedon: + 375 17 242 00 29


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
mailto:farm@dari.kz
https://www.ndda.kz/

DnexkTponHas moura: repl@rceth.by
https://www.rceth.by

Keipreisckas PecriyOivka

720044, r. bumkexk, yiu. 3-s Jluaus, 25

JlenapTaMeHT JEKAPCTBEHHBIX CPEACTB M MEOUUMHCKUX M3Jenuil npu MuHHCTEpCTBE
3npaBooxpanenus Keipreizckoil Pecriyonuku

Tenedon: +996 312 21 92 78

Dnexrponnas moyra: dismi@pharm.kg

http://pharm.kg

PecnyOnnka ApMeHus

0051, r. Epesan, np. Komuraca, 49/5

«HayuHplii TEHTp O3KCIEPTH3bl JICKAPCTB M MEAMIMHCKUAX TEXHOJIOTHH WM. aKaJeMHKa
3. I'abpuensnan AO3T

Tenedon ropsueii muaun: +374 10 20 05 05, +374 96 22 05 05

DnexkTpoHHas moyra: Vigilance@pharm.am

http://pharm.am

4.9. Ilepeno3mpoBka
CuMnTOMBI
Pacumpenne unm cykeHue 3padka, TOUIHOTA, PBOTA, [IMAHO3, MOBBIIIEHUE TEMIIEPATypPhI Tela,
CIa3Mbl, TaXMKapAus, apUTMHUs, MOBBIIICHHE APTEPUAIBHOTO [ABJICHMS, OMABIIIKA, OCTAHOBKA
cepiua, TaUTIOLUHALMKN, IICUXWYECKHUE pacCTPOMCTBA, CYJOpPOTH, OTEK JIETKUX, YIHETEHHE
LEHTPaJIbHOW HEPBHOM CHCTEMBI (COHJIMBOCTb, CHI)KEHHE TeMIepaTyphl Tena, Opaaukapaus,
CHU)KEHHE apTepUAIbHOTO JIaBJIEHUS, OCTAHOBKA JIBIXaHUS U KOMa).
Jleyenue
CumnTomMaTH4ecKoe; MpU TSKEJION Mepeo3UpPOBKE — MHTEHCUBHAS Tepalus; NpU CIydyalHOM
IpUeMe BHYTPb — IMPOMBIBAHUE >KENyJ/lKa, aKTUBUPOBAHHBIM yrojb. MOryT HCHOJB30BaThCS
HECEJICKTUBHBIC aTpPeHOOJIOKATOPHI, Hampumep, (HEHTOJIaMUH, YTOOBI CHHU3UTH MOBBIIMICHHOE
apTepuagbHOE JaBJICHUE.

5. ®APMAKOJIOTMYECKHUE CBOMCTBA
5.1. dapmakoamHaMHyecKHe CBOHcTBa
dapMakoTepaneBTUYECKas Tpymmna: npenaparsl JUisl iIeueHus 3a00JIeBaHUN HOCa; IEKOHT€CTaHThI

" Apyruc npenaparsl AJid MECTHOT'O MTPUMCHCHUA; CUMITATOMUMCTUKHU.

Koxg ATX: ROIAAOS
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MexauusM aeiictsusl, papmakognHamMudeckue 3O HEKTsI

[Ipenapar AQpuH 3KCTpO MpencTaBiasieT coOol anbda-aIpeHOCTUMYIHPYIONIEe CPEACTBO IS
MecTHOro npumeHeHus. Oka3pIBaeT cocyaocykuparouee aeiicrBue. OKCUMETA30IMH BbI3bIBAET
CYXKEHHE COCY/IOB CIM3UCTBIX 000J0YEeK HOCa, MPUAATOYHBIX Ma3yX U €BCTaXHEeBOW TPYyObI, UTO
MPUBOAUT K YMEHBIICHUIO UX OTEKA U YIYUILIEHUIO HOCOBOTO JIbIXaHUS ITPH aJNIEPTUYECKOM H/HIN
WH(EKIIMOHHO-BOCTIAIUTEIILHOM PHHUTE (HACMOPKE).

YcrpaHeHue oTeka CIIM3UCTONH 000JI0YKH MOJIOCTH HOCA CIIOCOOCTBYET BOCCTAHOBJICHUIO adpalliy
MPUIATOYHBIX Ma3yX HOCA, IOJIOCTU CPEAHETO yXa, UTO MPeoTBpallaeT pa3BuTHe OaKTepHalbHbIX
OCJIO)KHEHUH (raliMopuTa, CHHYCHUTa, CPETHEr0 OTUTA).

[Tpu MecTHOM MHTpaHa3aJIbHOM IPUMEHEHHUH B TEPAIIEBTUYECKUX KOHIIEHTPALUAX HE pa3ipakaeT
¥ HE BBI3BIBACT THIIEPEMHIO CITM3UCTON 00OJIOUKH MOJIOCTH HOCA.

[To naHHBIM KIMHUYECKUX UCCIIEOBAHUM Y TAIIMEHTOB C OCTPHIM BUPYCHBIM PUHUTOM B BO3pPacTe
12-70 nmer moka3aHo, 4TO IPUMEHEHUE Ha3albHOro crupest okcumeraszonuHa 0,05 % cokpaiaer
MeMaHy NPOJIOJIKUTEIbHOCTH HacMOpKa ¢ 6 110 4 nHel.

3a cuer HAJIMYUS B COCTABE JIEKAPCTBEHHOTO Iperapara BCIOMOTaTeNIbHBIX BELIECTB (LIEUII0I03bI
MUKPOKPHUCTAITMYECKOM M KapMeJUIO3bl HaTpus W moBuaoHa-K29-32), AdpuH sKCTpo, crpei
Ha3aJIbHBIN, MOC/Ie BBEJACHUS B HOCOBBIE XOJbl CTAHOBHUTCS Oojiee BSI3KUM U YIEpKMBAETCs Ha
CIM3UCTON o0oJyouke Hoca Gosnee 3(ekTUBHO, YeM OOBIYHBIN BOJHBIM PACTBOp, MO3TOMY HE
BBITEKAET U3 HOCA U HE CTEKAeT B ropJIo.

Ha ocHoOBaHMM OMyOJIMKOBAHHBIX KJIMHUYECKUX HCCIIEAOBAaHUM WHTpaHa3aJlbHOE BBEACHUE
apoMaTHYECKOW KOMITO3ULIMY, aHAJIOTHYHOM COCTaBY JIEKAPCTBEHHOT'O NpEIapara, CoAaepKaleMy
JIEBOMEHTOJ (M3BECTHBIM TAaK)Ke IOJ Ha3BaHMEM MEHTOJ), LIMHEON (TaKKe W3BECTHBIN IOJ
HA3BaHWEM HBKAJMNT) U KaM@opy, BbI3bIBAET BPEMEHHOE OUIYLICHHE OXJIAXIEHUS CIU3UCTON
000JI0YKH HOCA, B Pe3YJIbTaTe B3aMMOJICHCTBUS C XOJIOAOBBIMU PELENTOPAMH TPOHHUYHOTO HEPBA
Ha NMOBEPXHOCTH CIIM3UCTON OOOJIOUKH.

[To maHHBIM KJIMHUYECKUX HCCIIEOBAHUMN JIEHCTBUE JIEKApCTBEHHOTO Mpernapara HaulHAeTcs B
Te4eHUe | MUHYTBI M poIoJKaeTces 10 12 yacos.

5.2. @d@apmMaKoKHHeTHYeCKHe CBOHCTBA

AOcopO1us U pacipeelicHue

[Ipu mpumMeHeHnUr B BUJE HA3QJIBHOTO CIPes OKCUMETA30JIMH MPAKTHYECKH HE OMpenemsieTcs B
1a3Me KpOBH.

BI/IOTDaHCd)ODMaI_[I/ISI U 3JIMMUHAIINA

Ilepron moayBBIBEAECHUSI OKCHMETA30JIMHA MPU €T0 MHTPAaHA3aJbHOM BBEIEHUU COCTAaBISIET 35

4acoB. 2,1 % oxcuMeTa30JMHA BRIBOIUTCS MTOYKaMu U okoJio 1,1 % depe3 KuleyHukK.



6. ®APMAILIEBTUYECKUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/bHbIX BellleCTB
[emtr0s103a MUKPOKpUCTAJUTHYECKAs U KapMesuto3a Hatpus (aBuien RC-591)
Hatpus ruapodocdar
Hatpus murunpodocdara moHoruapar
Jlunatpus saerara AUruapaT
Maxkporo:n-1450
[MoBumon-K29-32
ben3uinoBslil cnupt
[uneon
Kamdopa
JleBomenTOIN
bensankonus xnopuaa pactsop 17 %
[TonmunponuiIeHrIMKOIb
Bona ounienHas
6.2. HecoBmecTHMOCTH
He npumenumo.
6.3. Cpox rogHocTH (CPOK XpaHeHHUsl)
2 rojaa.
6.4. Oco0ble Mepbl NPEOCTOPOKHOCTH NPH XPAHEHUH
Xpanute npenapar npu temmneparype He Bbiiie 25 °C.
6.5 XapakTep u coaep:KaHHue MEPBUYHOI YTAKOBKH
ITo 15 mut cripest B TepMETUYHO 3aKPbITHI HENMpPO3pauHbIi (PJIAKOH U3 MOJUATHIIEHA BBICOKOMN
IUIOTHOCTH BMECTHUMOCTBIO 20 MJI C JO3HMPYIOIIMM YCTPOHWCTBOM MEJKOIO DPACHBUICHUS U
3alIUTHBIM KOJIAYKOM, OOTSHYTHIM TEPMOYCaJOYHOM IUIEHKOM s KOHTPOJS TEepPBOTO
BCKphITHsL. [10 1 1akoHy B KapTOHHYIO MAYKy BMECTE C JIMCTKOM-BKJIA IBIIIEM.
6.6 OcoOble Mepbl MNPETOCTOPOKHOCTH TIPM YHHYTOKEHHH WCHOJb30BAHHOIO
JICKApPCTBEHHOI0 Ipenapara MJIH  OTXO0J0B, IMOJYYEHHBIX IOCJe NPHUMEHEHHUS
JICKapPCTBEHHOI'0 NPenapara u Apyrue MaHUILyJISIUM C IPenapaToM
Het ocoObix TpeOoBaHMi K yTUIH3AINH.

7. JAEPKATEJIb PETUCTPAIIMOHHOT'O YAOCTOBEPEHUSA
[IIBelinapus
baiiep Konceromep Kap AT, Ilerep Mepuan ltpacce 84, 4052 bazens
Tenedon: +41 58 272 7272
®axc: +41 58 272 7273



DnexkTpoHHas moyra: reception.basel@bayer.com

7.1  IlpeacraBuTe/b AepsKaTe/isi PeTrHCTPAMOHHOIO YI0CTOBEPEeHus!

[Iperen3un norpeduUTeNeil HANPABIATh 110 AAPECY

Ha meppumopuu Poccutickou ®@edepayuu u Pecnyoaruxu Apmenus:
AO «BAUEP»
107113 r. Mocksa, yi. 3-1 Peibunckas, 1. 18, ctp. 2, Poccus
Tenedon: +7 495 231 12 00
Ha meppumopuu Pecnyoauxu Kazaxcman u Kvipewvizckoti Pecnyonuxu:
TOO «baiiep KA3»
050057, r. Anmartsl, yi. Tumupsizesa, 42, naBuinboH 15, odpuc 301, Kazaxcran
Temedon: +7 727 258 80 40
Ha meppumopuu Pecnyoauxu Benapycy:
220089, r. MuHck, np. JI3epxxunckoro 57, nomeuenue 54, benapych
Tenedon: +375 17 239 54 20
8. HOMEP PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(000833)-(PT'-RU)

9. JATA IEPBUYHOM PETUCTPAIIUM (ITOATBEPXKJIEHUSA PETUCTPAIIUH,

MNEPEPETUCTPALINN)
Jara niepBoii peructpamnun: 25.05.2022
10. JATA ITEPECMOTPA TEKCTA

20.10.2023
OOmiass XapakTepuCTHKa JIEKapCTBEHHOro Ipemnapata AQpuUH 3KCTpO JOCTyIlHA Ha
nHpopManMoHHOM TopTasie EBpa3uiickoro SKOHOMHUYECKOTO COr03a B HWH(OpPMAIMOHHO-

KOMMYHHKaIIMOHHOH cetn «HTepHe™ https://eec.eaeunion.org.
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