OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHUME JIEKAPCTBEHHOI'O ITPEITAPATA
Ad¢pun ysnaxssommii, 0,05 %, cipelt Ha3aIbHBINH
2. KAYECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB

[elicTByrol1iee BELIECTBO: OKCUMETA30JIMHA TUAPOXJIOPHIL.

1 mut cipest coepkut 0,5 M OKCUMETA30JIMHA TUAPOXJIOPHUIA.

[TonHbI IepeyeHb BCIOMOTaTeIbHBIX BEUIECTB MPUBEICH B pa3jene 6.1.
BcmoMorartenbHble  BEIIECTBAa, HAIMYMe KOTOPHIX HEOOXOIMMO YYUTBHIBATH B COCTaBE
JIEKapCTBEHHOT0 IIpenapara: 6eH3aakoHus xjopul (B Buse pactsopa 17 %) 1,471 mr (cMm. pazaen
4.4.).

3. JEKAPCTBEHHASA ®OPMA
Crpeii Ha3aIbHBIN.
benas wim oyt Oeras reneoOpasHasi CyCICH3Us C XapaKTSPHBIM IUTPYCOBBIM 3aITaXOM.
4. KIMHNYECKUE JAHHBIE

4.1. Tloka3aHusi K NpUMeHEeHHUI0
JlexapcTBeHHBIHN Tipeniapat AQpUH YBIOKHSIOMWN TOKa3aH K MPUMEHEHHIO Y B3POCIBIX U JACTEH
crapiie 12 ner:

® OCTpbIE pecnupaTopHbIe 3a00IeBaHUs C IBICHUSIMHU PUHUTA (HACMOPKA);

® OCTpBIN AIJIEPTUYECKUM PUHMT;

e 000CTpEeHHE BA30MOTOPHOTO PUHUTA;

e JUIA BOCCTAHOBJICHHUS JpEHa)ka MPH BOCHAJICHUH TNPUJIATOYHBIX Ta3yX IMOJOCTH HOca

(cUHyCHUTaXx), €eBCTaXUHUTE, CPETHEM OTHUTE;
® Ui YCTPAHEHHS OTEKa Mepe]l JUAarHOCTUYECKUMHI MaHUTTYJISIIIUSIMU B HOCOBBIX XOJaX.
4.2.  Pe:xxuM 103UPOBAHUS H CTIOCO0 MPUMEHEHHS

PexuMm no3upoBaHus

Bspocnvie
ITo 1 BOphICKMBaHUIO B K&/l HOCOBOM X071 1-2 pa3a B JIeHb.
eTH
Jlemu cmapwe 12 1em
Pexxum 1o3upoBaHus aHaTOTUYEH TAKOBOMY Y B3POCIIBIX.
[Tpemapat AQpuH yBIOKHSIONUUI MTPOTUBOIIOKA3aH I IPUMEHEHHs y AeTelt 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 JHEH, HE0OX0IUMO TPOKOHCYIIBTUPOBATHCS ¢ BpauoM. [ToBTOpHBIN Kypc



npenapara BO3MOXKEH TOJIBKO CIIyCTS HECKOJIBKO JHEH, B TEYEHHE KOTOPBIX Mpernapar He
npumeHsuics. [Ipy yacTom U IMTENTbHOM IPUMEHEHUH NIpenapaTa OIIyIIEHUE «3aJI0)KEHHOCTH»
HOCA MOKET MOSIBUTHCS BHOBb WIM YXYAIINUTHCA. B 3TOM ciiyuae ciiefyer IpeKpaTuTh JeUeHue U
o0paTuThCs K Bpady.

Cnoco0 rmpuMeHeHus

WHTpana3aibHO.
[Tepen KaXabIM UCIIOIB30BAHUEM HEOOXOIMMO SHEPTUYHO BCTPSIXUBATH (PIIaKoH crpest.
[lepen mepBbIM NPUMEHEHUEM HA3aJILHOTO CIpesi HEOOXOAUMO MPOBECTU €ro «KaIUOPOBKY»
IIyTe€M Ha)KaTus Ha FOJOBKY PacHbUIMTENS HECKOJIBKO pas.
4.3. IIporuBomoka3aHus
® TUIEPYYBCTBUTEIHHOCTh K OKCHMETA30JMHY WJIM K JIOOOMY W3 BCIOMOTAaTEIbHBIX
BELIECTB, [IEPEUNCIICHHBIX B roapasene 6.1;
e artpoduyeckuii (Cyxoil) puHHT;
®  3aKPHITOYTOJbHAS TTIAYKOMa;
® COCTOSTHHE IOCcTIe TpaHCCHEHOUAATBLHON THO()U3IKTOMHH;
® XUpPyprUYecKue BMELIaTeIbCTBA Ha TBEPIOM MO3TrOBOH 000JI0UYKe (B aHAMHE3E);
e BOCHAJIEHHE KOXHM U CIU3UCTON 000104KH 00IacTH MpeAIBepUs Hoca.
4.4. QOco0ble ykazaHus U Mepbl MPeI0CTOPOKHOCTH NPU NPUMEHEHUH

C 0CTOPOKHOCTBIO

[lepen mpuMeHeHHeM Mpenapara HeOOXOAUMO MPOKOHCYJIHTHPOBATHCS C BPAUOM B CIIEAYIOIINX
CIIyJasix:

[Ipu Hanuuuu y nanueHTa:

- IOBBIIEHHOTO BHYTPUIJIA3HOTO JABJIEHUS,

- XpOHUYECKOU CEpIEYHON HETOCTATOYHOCTH,

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

- TSDKETIOM HEKOHTPOJIUPYEMOM apTepruaabHON TUIIEPTEH3UH,

- 3a00JIeBaHNsT KOPOHAPHBIX apTepuii (B T. 4. CTEHOKAPINH),

- ApUTMUH,

- XpOHUUYECKOW MOYEUHON HEJJOCTATOYHOCTH,

- TUTEePIUIa3uu TMPECTaTeIbHOM KeNe3bl C KITMHUYECKUMHU CUMIITOMAaMHU (3a/IepKKa MOYH),

- BBIPQXKEHHOTO aTepOCKIIEPO3a,

- TUIIEPTUPEO3A,

- caxapHoro nuabera,

- (heoxpoMOITUTOMEI,



- TaXMKap/IuHu,

- nopupuu.

[TaruenTam B epuo/ Jiaktanuu (6oee moapoOHas nHGopMaIus onrucana B pasuene 4.6).
[TartuenTam Bo BpeMst OepeMeHHOCTH (Oosee moapoOHas nHopMalus onucana B paszene 4.6).
[TaruenTam, HaxoIAUIMMCS Ha Tepanuu MHruOuTopamu MoHoammuHokcuaassl (MAO) (B T. 4u. B
TEUEHUE TMPEAIIESCTBYIOMUX 2 HENedb W B TEUYEHHE 2 HEACNIb I0CI€ HX OTMEHBbI) U
TPULIMKIMYECKUMH aHTUACTIPECCAaHTAMHU, a TaKKe JPYTMMHU INpenapaTamy, MOBBIMIAIOIIMMU
apTepHalibHOE J1aBlIieHUE U OPOMOKPHUIITUHOM.

W36eratp nmomnasanus B riasa.

Crnenyer nzberaTh AJIUTEIHHOTO MCIIOIB30BAHMS U MIEPEIO3UPOBKH Iperapara, B 0COOEHHOCTH Y
nerel. Ecaum cuMOTOMBI yCWIMBAIOTCS WIM YIYYIIEHHsS HE HAcTyHaeT B TeUeHHe 3 JHEH,
HEO0OXOIMMO MPOKOHCYJIBTUPOBATHCSA C BpadoM. llpu mpomomxutrensHoM mpuMmeHeHuu (Oonee
OIHOM Henenu) BO3MOXKHO BO30OHOBIIEHHE CHUMIITOMOB 3aJlOKeHHOCTH Hoca. [lpu
HEOOXOIMMOCTH TPOIOIDKEHUS JICUESHHS CBBIIIE 7 JHEH HEOOXO0IMMa KOHCYJIBTAIUS C BPAYOM.
Bo n3bexxanue pacpocTpaneHust ”HPEKINH HEOOX0MMO TPUMEHSTh IpenapaT HHANBUIYaIbHO.
[Ipemapat coaepXuUT OEH3aJIKOHHS XJIOPUJ, KOTOPbIH MOXXET BBI3BIBATH pa3paKeHUE U
HE)KEeJaTeNIbHbIE PEaKIIUU CO CTOPOHBI KOXKH.

45. B3aumojeiicTBHe ¢ APYrMMHU JIeKAPCTBEHHBIMH TMpenapaTtaMd M Jpyrue BHIbI
B3aMMOJEHCTBUA

CoBMecTHOE NPUMEHEHUE C JIPYTMMHU COCYAOCY>KHBAIOIIMMHU JIEKaPCTBEHHBIMH CPEICTBAMU
MOBBIIIAET PHUCK pa3BUTUS TO00YHBIX 3ddekToB. [Ipu OAHOBpEMEHHOM NPUMEHEHUU
TPULMKIMYECKUX aHTHICTPECCAHTOB, MANpPOTHUINHA, HWHTHOUTOPOB MOHOAMHHOOKCHIA3bI
(Bxirovast mepuof 14 nHel mocne uX OTMEHbI) — MOBBIIIEHNE apTEPUAIBHOTO J1aBJICHUS.
[Tpemapat 3ame/IsieT BcaChblBaHHE MECTHOAHECTE3UPYIOIINX MPENapaToB, YIUITHHIET UX IeHCTBHUE.
4.6. @epTUIBLHOCTb, 0ePeMEHHOCTDb M JAKTALMA

bepeMeHHOCTB

[Tpu npumeHeHnH B neproj; OEpeMEHHOCTH HE CJIelyeT MPEBBIIATh PEKOMEHAYEMYIO 103y .
[TpemapaT MOXET MPUMEHSATHCS TOJIBKO B TEX CIydasX, €M MOTEHI[HAIbHAS MOJIb3a JIJIS MaTepu
MPEBBIIIACT MOTCHIIMATBHBINA PUCK IS TUIOAA UK peOCHKA.

JlakTanus

[Tpu npuMeHEeHNN B TIEPHOJ] TPYAHOTO BCKAPMIIMBAHUS HE CIIEYET MPEBBIIIATH PEKOMEHTyEMYTO
no3y. [Ipemapar MOXeT MPUMEHSATHCS TONBKO B TEX CIy4asX, €CJIM MOTCHIMAIbHAS TONb3a IS

MaTepH MPEBBIIIACT MOTCHIUANBHBIA PUCK IS TUI0JIA HITH peOeHKa.



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

A¢pHuH YBIOKHSIOMMNA HE OKa3bIBaeT BIHMSHUHE HA CHOCOOHOCTH YMPABIISATH TPAHCHOPTHBIMU
cpelacTBaMu M 0€30MaCHOCTh JOPOXKHOTO IBUKEHHS, U pabOTy C MEXaHU3MaMHU.

[Tocne nuTenbHOrO NPUMEHEHUS CPEACTB OT HACMOPKA, COJAEPKAINX OKCUMETA30JIUH, B 103aX,
NPEBBIMIAIOIINX PEKOMEH/IyeMbIe, HEIb3sl UCKII0UaTh 00Iee BIMSHUE HA CEPACYHO-COCYAUCTYIO
CUCTEMY U LIEHTPAJIbHYIO HEPBHYIO cucTeMy. B aTux ciyuasx cienyer coOa01aTh OCTOPOKHOCTD
IIpU YIIPABJIECHUN TPAHCIOPTHBIMHU CPEJICTBAMU U 3aHATHUAX JAPYTHMMH IMOTEHUHUAIBHO ONACHBIMU
BUJAMH JESITENbHOCTH, TPEOYIOUIMMH MOBBIIICHHON KOHIEHTPAallMd BHUMAHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEAKIUH.

4.8. HexenateJabHble peaKIuH

Pe3roMe HekellaTeabHBIX PEAKIINUI

MHorue U3 NepevncICHHBIX HEXKEIATEIbHBIX PEaKIMi HOCSIT YETKUH JJ0303aBUCUMBIN XapaKTep
¥ BapbUPYIOT OT MAIMEHTAa K TMAaHMeHTy. YacToTa HEXeIaTelNbHBIX JIEKAPCTBCHHBIX PEAKIUN
KIIACCU(UITUPOBaHA B COOTBETCTBUM C PCKOMEHIAIUSAMH BceMHupHOW  OpraHu3anuu
3IpaBoOXpaHeHus: oueHb 4yacto (>1/10), wacto (ot >1/100 mo <1/10), mewacto (ot >1/1000 mo
<1/100), peaxo (ot >1/10000 mo <1/1000), ouensr penko (<1/10000); yacToTa HEU3BECTHA
(4acTOTy BOSHHUKHOBEHHSI HEBO3MOKHO ONPEACIUTh HA OCHOBAHHH UMEIONITUXCS JTAHHBIX ).
Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL:

Heuacro: orexk KBunke, 3y.

Tcuxuueckue nHapyuenus:

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

Ouenb penko: OECIOKOMCTBO, YCTAJIOCTh, COHJIMBOCTh, CENATUBHBIM A((EKT, raumonuHaumn
(oco0OeHHO y JieTeit), CyI0pOTH.

Hapywenus co cmoponul nepeHoU cucmembl:

Penko: rosioBHas 60116, TOJIOBOKPYKCHHE.

Hapywenus co cmoponvl opeana 3penus:

Penko: HapymieHnue 3peHus (IIpy MONaaHNH B TJa3a).

Hapywenus co cmoponul cepoya:

Penko: moBEIIEHHE apTepUATEHOTO JIaBJICHUS, ONTYIICHUE CePAIICONCHUS, TaXHKAP U
Hapywenus co cmopoHbl 0bixamenibHOU CUCEMbL, OP2AHO8 2PYOHOU KILeMKU U CPEOOCIEeHUs:
OdeHb peIKo: OCTAaHOBKA JIbIXaHus (y AeTei).

Penko: mocrne Toro, kak npoinet 3¢(HeKT OT MpUMEHEHUs MpenapaTa, I9yBCTBO «3I0KEHHOCTI
HOcCa (peaKTHBHAs THIIEPEMHUSI ).

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



KPOBOTEYEHHE.

YacToTa HEM3BECTHA: CYXOCTh CIIM3UCTBIX 000JI0YEK MOJOCTH PTa U ropia, yBelndeHue oobema
CEeKpeTa, BBIICISIOIIEroCs U3 HOCa, IK3aHTEMA.

Kenyoouno-kuuieunvie HapyueHus:

Penxo: Tomrgora.

JlirenpHOE HEMPEPHIBHOE UCIIOIB30BAHNE COCYIOCYKUBAIOIIUX MTPETIApaTOB MOKET MPUBECTH K
Taxu(pUIakcuu, aTpoGuu CIM3UCTONH 000JIOYKHU MOJTOCTH HOCA M BO3BPATHOMY OTEKY CIIM3UCTOU
000JI0YKH TOJIOCTH HOCA (MEAMKAMEHTO3HBIM PUHUT).

Ecnu nobvle uz ykazamnvix 6 uHcmpykyuu nooounwvix s¢hghexmos ycyeyonsomces uiu Bol
3amemunu obvle Opyaue nobounvie 3¢hpexmol, He YKA3AHHbIE 8 UHCMPYKYUU, coodwume oo
9MOoM 8pauy.

COO6H.I€HI/IH O ITOAO3PECBACMBIX HCKCIATCIbHBIX PCAKIIUAX

BaxHo coo0marb 0 M0J03pEeBAacMbIX HEXENATENbHBIX peakUUsaX I[Ocie perucTpanuu
JIEKapCTBEHHOTO Ipernapara C LeJIbl0 00ecredeHrs HEPEPhIBHOIO MOHUTOPUHIA COOTHOILIEHUS
«10Jb3a — PHUCK» JIEKApCTBEHHOTO Ipenapara. MeaMIHMHCKUM pabOTHHKaM PEKOMEHAYETCs
coo0are 0 JIOOBIX IOJ03PEBAEMbIX HEXKEJATENbHBIX PEeakLHsIX JIEKapCTBEHHOIO Ipernapara
yepe3 HallMOHAJIbHbIE CHCTEMBbl COOOLICHUS O HEXeNaTelbHbIX PEAKIMAX rOCyAapcTB — WICHOB
EBpazuiickoro 5kKOHOMHUYECKOTO COI03a.

Poccuiickas Denepanusg

109012, r. MockBa, CnaBsiHCKasl miiomanip, 1. 4, ctp. 1
®denepanbHas ciyx0a 1Mo Haa30py B cdepe 3apaBooxpanenus (Poc3apaBuanzop)
Tenedon ropsueii muanu: 8 800 550 99 03

DnexTponHas nmoyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.qgov.ru/

P CCHV6J’II/IKa Kazaxcrad

010000, r. Acrana, paiion baiikonsip, yi. A. UmanoBa, 13 (BL] «Hypcaymer 2»)

«HanuoHa bHBIA IEHTP SKCHEPTU3bI JIEKAPCTBEHHBIX CPEACTB W MEAMIMHCKUX HW3ICIIHID)
Komurera MeAMIIMHCKOTO M (hapMaleBTHYECKOTO KOHTpOJIi MUHHCTEpCTBA 3ApaBOOXpAaHEHUS
Pecniy6nuku Kazaxcran

Tenedon: +7 7172 235 135

DnexTponHas moyra: farm@dari.kz

https://www.ndda.kz

Pecny6nuka Bemnapyces

220037, r. Munck, ToBapurieckuii miep., 2a

PVII «lleHTp sKCIEpTU3 U UCIIBITAHUI B 3PAaBOOXPAHEHUN)
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Tenedon: + 37517 242 00 29

DnekTponHas noyrta: rcpl@rceth.by
http://www.rceth.by

Keipreisckas PecriyOuimka

720044, r. buikek, yiu. 3-s Jlunus, 25

JlemapraMeHT JI€KapCTBEHHBIX CPEACTB M MEIUUMHCKUX M3Jenuil npu  MuHHCTEpCTBE
3npaBooxpanenus Keiproizckoi PecriyOnuku.

Tenedon: +996 312 21 92 78

Dnexrponnas moyra: dismi@pharm.kg

http://pharm.kg

PecnyOnnka ApMeHus

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

«HayuHplli TEHTp O3KCIEPTH3bl JIGKAPCTB M MEAMIMHCKUX TEXHOJIOTHUH HM. aKaJeMHuKa
9. lNabpuensna»y AO3T

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

DnektpoHHas modra: Vigilance@pharm.am

http://pharm.am

4.9. Ilepeno3mpoBka
CumMnToMbI
Pacmmpenue nnm cyeHue 3paudka, TOIIHOTA, PBOTA, LIMaHO3, MOBBIIIEHUE TEMIIEPATYphl TENA,
CHasMbl, TaXWKap/AWs, apUTMUs, MOBBIIIEHUE APTEPHAIBHOIO JIABJIECHHUS, OJBIIIKA, OCTAaHOBKA
cepaua, TaJUTIOIUHAIMKN, ICUXWYECKHUE pacCTpOMCTBa, CYyJOpOTHM, OTEK JIETKUX, YIHETEHHE
LEHTPaJIbHOW HEPBHOM CHCTEMBI (COHJIMBOCTb, CHI)KEHHE TeMIepaTyphl Tesa, Opaaukapaus,
CHIDKEHHE apTepHaIbHOIO JIaBJICHUS, OCTAHOBKA JIBIXaHUS U KOMa).
Jleuenue
CumnromaTrueckoe; Mpu TSHKENON Mepeao3UpoBKEe — WHTEHCUBHAS Tepamus; IpU ClydaiiHOM
IpUeMe BHYTPb — IMPOMBIBAHUE >KENyJ/lKa, aKTUBUPOBAHHBIM yrojb. MOryT HCHOJB30BaThCS
HECEJIeKTUBHBIE aJPEeHOOJIOKATOPHI, HampuMmep, (EeHTONaMHH, YTOOBl CHHM3HUTH IOBBIIIEHHOE
apTepHaJIbHOE JIaBJICHUE.

5. ®APMAKOJIOTUMYECKHUE CBOMCTBA
5.1. dapmakoamHaMHyecKHe CBOHcTBa
dapmakoTepaneBTHUECKas TpyIa: npernaparsl i JeueHus 3a00JeBaHui HOCa; IEKOHT€CTaHThI
U JIpyTrHe IpenapaThl A5 MECTHOTO PUMEHEHUS; CUMITATOMUMETHKH.

Koxg ATX: ROIAAOS
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MexauusM aeiictsusl, papmakognaamMudeckue 3P erTel

Anbda-aIpeHOCTUMYIUpPYIOIIee  CPEACTBO Ui  MecTHoro  mnpuMeHeHus.  Oka3bIBaer
cocynocyxuBatomiee aeicTBue. OKCHMETA30JIMH BBI3BIBAET CYXEHHME COCYIOB CIM3UCTOU
000JI0YKH HOCA, MPUAATOYHBIX [A3yX U €BCTaXUEBOM TPYObl, YTO MPUBOIUT K YMEHBIICHUIO UX
OT€Ka M YIY4YLIEHUIO HOCOBOTO JbIXaHWSI TMpPU aJUIEPTUYECKOM W/UIU UHQEKIHOHHO-
BOCIAJIUTEILHOM PUHUTE (HACMOPKE).

YcrpaneHnue oTeka CIM3UCTON 000JI0UKH MOJIOCTH HOCA CITIOCOOCTBYET BOCCTAHOBJICHHUIO a3paliy
MPUIATOYHBIX Ma3yX HOCA, IOJIOCTU CPEAHETO yXa, UTO MPeoTBpallaeT pa3BuTHe OaKTepHalbHbIX
OCJIO)KHEHUH (raliMopuTa, CHHYCHUTa, CPETHETO OTUTA).

[Ipu MecTHOM MHTpaHa3aJILHOM IPUMEHEHUHN B TEPANIEBTUYCCKUX KOHLICHTPAIIUAX HE pa3ApakaeT
Y HE BBI3BIBAET TUIIEPEMHUIO CIU3UCTON 0O0JIOUKH [TOJIOCTH HOCA.

[To naHHBIM KIMHUYECKUX UCCIIEOBAHUM Y TAIIMEHTOB C OCTPHIM BUPYCHBIM PUHUTOM B BO3pPacTe
12-70 nmer moka3aHo, 4TO IPUMEHEHUE Ha3anbHOro crupes okcumeraszonuHa 0,05 % cokpamaer
MeMaHy NPOJIOJIKUTEIbHOCTH HacMOpKa ¢ 6 110 4 nHel.

3a cuer HAJIMYMUS B COCTaBE JIEKAPCTBEHHOTO Mperapara BCIOMOTaTeIbHBIX BELIECTB (LIEII0I03bI
MUKPOKPHUCTAJUIMYECKOM M KapMeJU1o3bl HaTpus U nmoBuAoHa-K29-32), AdpuH yBIakHSIOMUN
Moclie BBEJCHHS B HOCOBBIE XOJbI CTAHOBUTCS Oojee BSI3KUM U YAEPKUBACTCS Ha CIU3UCTOMN
o0osiouke Hoca Oonee 3((HEeKTUBHO, YeM OOBIYHBIN BOJHBIM PacTBOp, MOATOMY HE BBITEKAeT U3
HOCa U HE CTEKaeT B ropJio.

JlaHHBIN TeKapCTBEHHBIN Mpenapar COIEPKUT YBIAKHSIONIME BelIecTBa (TIHULEPOa U MaKpOroi-
1450), ciocobcTByOIIME YASP>KAHUIO BIIArH, YTO MTOMOTAaeT 00E€CIeYUTh YBIAKHEHUE CYXOU WU
pa3paxeHHOM CITU3UCTON 000JI0YKH HOCA.

[To maHHBIM KIMHUYECKUX HUCCIEAOBAHHUMN JNEHCTBUE JIGKAPCTBEHHOTO Mperapara HaYMHAETCs B
Te4eHue | MUHYTBI U poJIoJKaeTcsa 10 12 Jyacos.

5.2. @®@apmMakoKHHeTHYeCKHe CBOHCTBA

AOcopO1us U pactipeieieHrue

HpI/I IMPUMCHCHHUHN B BUAC HA3AJIBHOTO CIPESA OKCUMCTA30JIMH IHPAKTUYCCKHU HE OIPCACIIACTCA B
IJj1asMme KpOBH.

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

HepI/IO,H IMOJIYBBIBCACHUA OKCHMETA30JIMHA IIpU €ro HHTPAHA3aJIbHOM BBCIACHHUHU COCTaBJIACT
35 gacoB. 2,1 % okcuMmeTa30JIMHA BBIBOAUTCS TTOYKaMU U 0KoJio 1,1 % depe3 KUIeUHHUK.
6. ®APMAIIEBTUUYECKHE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHbIX BelIECTB
[{emtroi03a MUKpOKpUCTAJUTHYECKAs U KapMeruto3a HaTpus (aBuriesr RC-591)

Hatpus ruapodocdar



Hatpust qurunpodocdara MoHOTHAPAT
JuHatpus saeraTa JUTHApaT
Maxkporo:n-1450
[MoBumou-K29-32
ben3uinoBslil cnupt
Apomaruzarop JTUMOHHBII
benzankonus xnopuaa pactsop 17 %
[Nunepon
Bozaa ouniennas
6.2. HecoBMecTHMOCTH
He npumennmo.
6.3. Cpox rogHocTH (CPOK XpaHeHUs1)
2 roza.
6.4. Ocobble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
Xpanure npenapar npu temreparype He Bbie 25 °C.
6.5 Xapakrep u coaepkaHue NePBUYHOM YIAKOBKH
[To 15 mi cripest B TEpMETUYHO 3aKPBITHI HEMPO3pauHblil (JIAaKOH U3 MOIHATUIICHA BBICOKOM
IUIOTHOCTH BMECTUMOCTBhIO 20 MJI C JO3UPYIOIIMM YCTPOWCTBOM MEJIKOTO PACIBUICHUS W
3alIUTHBIM KOJIAYKOM, OOTSHYTHIM TEPMOYCAIOYHON IUIEHKOW JJIsi KOHTPOJS TIEPBOTO
BCKphITHsL. [10 1 1akoHy B KapTOHHYIO MMAYKy BMECTE C JTMCTKOM-BKJIA IBIIIEM.
6.6 OcoOble Mepbl TMPEAOCTOPOKHOCTH MNPH YHMYTOXKEHHH HMCIHOJIb30BAHHOIO
JIeKAPpCTBEHHOr0 TpenapaTra MJM  OTXOJA0B, MOJYYEeHHBIX TOCJie TPUMEHeHHUSs
JIEKApCTBEHHOI0 Npenapara u Apyrue MaHUMYJISINUH € MIPenapaTomM
Het ocoObIx TpeOoBaHMI K YTHUIH3AIIH.
7. JAEPKATEJIb PETUCTPAIIMOHHOTI'O YAOCTOBEPEHUS
[IBennapus
baiiep Konceromep Kap Al Ilerep Mepuan Iltpacce 84, 4052 basenb
Tenedon: +41 58 272 7272
®axkc: +41 58 272 7273

DnexkTpoHHas moyra: reception.basel@bayer.com

7.1  IlpeacraBuTesb JepKaTe/Isi PEriCTPALMOHHOIO Y10CTOBEPEHUsA

[Iperen3un HOTDC6I/ITCJICI71 HalnpasJIATH 110 aApECy

Ha meppumopuu Poccuiickoii @edepayuu u Pecnyoauxu Apmenusi:
AO «BAVEP»
107113, r. Mockaga, yi. 3-1 Peidunckas, a. 18, ctp. 2, Poccust


mailto:reception.basel@bayer.com

Tenedon: +7 495 231 12 00
Ha meppumopuu Pecnybonauxu Kazaxcman u Kvipewvizckoii Pecnyonuku:
TOO «baiiep KA3»
050057, r. Anmatsl, yi. Tumupsizesa, 42, naBuinboH 15, oduc 301, Kazaxcran
Tenedon: +7 727 258 80 40
Ha meppumopuu Pecnyonuxu benapycs:
220089, r. MuHnck, np. JI3epxkunckoro 57, nomemienue 54, benapycn
Tenedon: +375 17 239 54 20
8. HOMEP PETHCTPAIHMOHHOI'O YIOCTOBEPEHUSA

JITT-Ne(000798-(PT"-RU)

9. JATA IEPBUYHOM PETUCTPAIIMMA (ITOATBEPKJIEHUS PETUCTPALINH,

HEPEPETUCTPALINN)
Jara nepoii peructpanuu: 18.05.2022
10. JATA IIEPECMOTPA TEKCTA

12.09.2023
OO0mass xapakTepuCTHKa JIEKapCTBEHHOTo Impemnapata AQpHUH YBIXHSIOUMI JOCTyNHAa Ha
uH(GOPMAIIMOHHOM TmopTane EBpa3suiickoro H»KOHOMHYECKOTO cO03a B HH(DOpPMAIMOHHO-

KOMMYHUKaIMOHHO# cetn « HTepHEe™ https://eec.eaeunion.org.



