COOTBETCTEBYET ZKCNEPTHOMY OTUETY
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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1003

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA
Adpun, 0,05 %, cipeit Ha3aIbHBIN.
2. KAYECTBEHHbIA U KOJIMYECTBEHHBIN COCTAB
JleiicTByro11€€ BEIIECTBO: OKCUMETA30JIMHA TUAPOXIOPU.
1 ma cripest coaepkuT 0,5 MI OKCUMETa30I1MHa THAPOXIIOPUAA.
[TonHbIi epedeHb BCIIOMOraTeNbHBIX BEIIECTB MIPUBECH B paszeine 6.1.
BcromorarenbHble  BEIIECTBA, HAJIMYUE KOTOPBIX HEOOXOJMMO YYHUTHIBATH B COCTaBe
JICKapCTBEHHOTO Mpenapara: OeH3aaKoHus XJiopu/ (B Buae pacteopa 17 %) 1,471 mr (cMm. pa3aen
4.4.).
3. JIEKAPCTBEHHAS ®OPMA
Crpeii Ha3aIbHBIN.
benas nnm noutn Genas reneoOpa3Has CyCIeH3Us C XapaKTEPHBIM IIUTPYCOBBIM 3aIIaXOM.
4. KJIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusi K NpUMeHEeHHUI0
JlexapcTBeHHBIN npenapat A(puH MoKka3aH K MPUMEHEHHIO Y B3POCIIBIX U JieTel crapiie 12 ner.

e Ocrtpble pecriupaTOpHble 3a00JI€BaHUS C SIBICHUSIMU PUHUTA (HACMOPKA);

® OCTpBIM AJIEPTUYECKUI PUHMT;

e 000CTpeHHE BA30MOTOPHOTO PUHUTA;

e I BOCCTAHOBJIGHHS [pEHa)ka NMPU BOCHAICHUU MPHUIATOYHBIX Ma3yX IOJIOCTH HOcCa

(cuHycuTax), eBCTAXUUTE, CPEAHEM OTHUTE;

e IS YCTPAHEHHUS OTeKa Mepej TUarHOCTHUYECKUMH MaHUTTYIIALUSAMU B HOCOBBIX XOJaX.

4.2.  Pexxum 103MpOBaHUS U CIOCO0 NPUMEHEHUS

PexxuM 103upoBaHus

Bspocnvie
ITo 1 BOpbhICKMBaHUIO B KaXK/I1bIii HOCOBOM X071 1-2 pa3a B JIeHb.
eTU
Jemu cmapwe 12 nem
PexxuMm no3upoBaHusl aHAIOTMYEH TAKOBOMY Y B3POCIIBIX.
[Tpemapat AdpuH TpOTUBOMOKA3aH JIJIs MPUMEHEHUS Yy AeTei 1o 12 ner.
[Tpemapat npumensiercst ot 3 A0 5 nHell. B pexkomMeH10BaHHON J103€ 6€3 KOHCYJIBTAIUU C BPauoM
MPUMEHATh Tpermapatr He Oonee 7 mHed. Ecam cMMOTOMBI YCHMIIMBAIOTCS WU YIIy4IICHHE HE
HACTyMaeT B TeUeHue 3 JHel, He0OXOIUMO TPOKOHCYIBLTUPOBATHCS ¢ BpauoM. [ToBTOpHBIN Kypc

npemnapara BO3MOXKCH TOJBKO CITYCTA HECKOJIBKO }IHeﬁ, B TCUYCHHUC KOTOPBIX Ipe€rapar HC
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HOCA MOXET IMOSIBUTHCS BHOBb WJIM YXYAIIUTHCA. B 3TOM citydae cieyer npekpaTuTh JeueHue U
o0paTuThcs K Bpady.

Croco0 rIpuMeHeHus

NutpanazanbHo.
[Tepen KaxapIM UCIIONB30BaHUEM HEOOXOIMMO PHEPTUYHO BCTPSAXMBATH (iakoH crpes. Ilepen
NEepBbIM NPUMEHEHHEM Ha3aJbHOTO CIpes HEOOXOJMMO IMPOBECTH €ro «KAIMOPOBKY» IyTeM
Ha)KaTHsl Ha TOJIOBKY PaclbUINTENs HECKOJIBKO Pas.
4.3. TlporuBomoxka3zaHus

® THIEPUYYBCTBUTEIBHOCTh K OKCHUMETA30JIMHY HIM K JIO0OMY H3 BCIHOMOTAaTEIbHBIX

BELIECTB, [IEPEUNCIICHHBIX B ITojipa3feie 6.1;

e aTtpoduueckuii (Cyxol) pUHHT;

®  3aKpBITOYTOJIbHAS TTIAYKOMA,

® COCTOSIHME TOCJI€ TPaHCCHEHONIANbHOM rMIOpU3IKTOMUMY;

® XHMpYpruyeckue BMEIlaTelIbCTBa Ha TBEPAOH MO3roBoil 000sI0uKe (B aHaMHE3e);

e BOCIMAJCHUE KOKU U CIM3UCTON 000JI0YKH 00JIaCTH MIPpEABEPHs HOCA.
4.4. QOco0ble ykazaHus U Mepbl MPeI0CTOPOKHOCTH MPU NPUMeHEeHUH

C 0CTOPOKHOCTBIO

[lepen mpuMeHeHnEeM Mpernapara HeoOX0IUMO MPOKOHCYIBTUPOBATHCS C BPAUOM B CIIETYIOIINX
CIIyJasix:

[Ipn HanMuny y nanueHTa:

- IOBBIIEHHOTO BHYTPUIJIA3HOTO JABJIEHUS,

- XpPOHUYECKOU CEpICYHON HENOCTATOYHOCTH,

- OCTPBIX  CEPACYHO-COCYIUCTHIX  3a00J€BAaHMM  WJIM  OCTPOM  JIEBOXKEITYJOUKOBOU
HEJ0CTaTOYHOCTH,

- TSDKEJION HEKOHTPOJIMPYEMOU apTepuanbHON TMIIEPTEH3UH,

- 3a00JI€BaHMs] KOPOHAPHBIX apTEpPHil (B TOM YHCIIE CTCHOKAP/IHIH),

- ApUTMUH,

- XpOHMYECKON IMOYEYHON HEJOCTATOYHOCTH,

- TUIIEPIIa3UH MPEICTATENbHOM JKeNe3bl ¢ KITMHUYECKMMU CUMIITOMaMU (3a/1ep>KKa MOYH),

- BBIPAKEHHOT'O aTe€pPOCKIIEPO3a,

- TUTIEpTUPEO3a,

- caxapHoro nuabera,

- (heoxpomoOITUTOMBEI,

- TaXUKapauu,
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- mophupuu.

[MTarenTtam B epuon taktaiuu (6osee moapoOHas nH(opMalys onrcaHa B pasjeie 4.6).
[TaruenTam Bo Bpemst OepeMeHHOCTH (OoJiee moapodHas nadopmanus onrcana B pazzaene 4.6).
[TaruenTam, HaXOAIIMMCA Ha Tepaluyd UHrHOuTOpamMu MoHoamuHOKcuaaszbl (MAO) (B T.4. B
TEYCHHE TMPEALISCTBYIOINIMX 2 HeAedb W B TeUeHHE 2 HEeNeNb IOCiIe HX OTMEHb) U
TPULMKIMYECKUMH aHTUACTIPECCAHTAMH, a TaKKe JPYTUMH TpenapaTaMy, MOBBIIAIONIMMU
apTepuanbHOE JaBJIeHUE U OPOMOKPUIITHHOM.

W30eratp momnananus mpernapara B riasa.

Crnenyet n3zberath JJIUTEIBHOTO UCIIOJIB30BAHUS U NIEPEIO3UPOBKH Mpernapara, B 0COOEHHOCTH
y nereil. Ecau cUMNTOMBI yCUJIMBAIOTCS WM YJIyYIIEHUS HE HACTyNaeT B T€UEHHE 3 JHEH,
HE00XO0UMO MPOKOHCYJIBTUPOBAThCA ¢ BpauoM. [Ipu nponoskuTenbHOM npuMeHeHuu (Oosee
OJIHOI Henenu) BO3MOXKHO BO300OHOBIIEHHE CHMIITOMOB 3aJIOKEHHOCTH Hoca. [lpu
HEOOXO0IUMMOCTH MPOOKEHNUS JIeUEHUs CBBIIIE 7 JHEW HeoOX0IMMa KOHCYIbTAIUS C BPAauOM.
Bo wu3bexanuwe pacrnpocTpaHeHHS ~HHQPEKIUHM  HEOOXOJMMO NPUMEHSTH  Ipernapar
WHIMBUIYJTBHO.

[Ipemapat conxepXuT OCH3AIKOHUS XJIOPHJA, KOTOPBIA MOXET BBI3BIBATH pa3ApaKeHHEe U
HE)KelaTeJIbHbIE PEaKLUU CO CTOPOHBI KOXKH.

45. B3aumojeiicTBHe ¢ JPYIrMMH JIeKAPCTBEHHBIMH IIpenapaTaMu W Jpyrue BHUABI
B3aMMO/ el CTBHA

CoBMecTHOE TpPUMEHEHHE C APYTHMHU COCYAOCY>KHMBAIOIIMMHU JIEKAPCTBEHHBIMU CPEICTBAMHU
MOBBIIIAET PUCK PA3BUTHS MOOOYHBIX 3PPEKTOB.

[lpy OMHOBpPEMEHHOM TMPUMEHEHHH TPHUIMKIMYECKUX aHTHIEIPECCAHTOB, MAalpOTHINHA,
MHTMOMTOPOB MOHOAMUHOKCH/1a3bl (BKJItOUas nepuop 14 aHeil nocie ux OTMEHbI) — MOBBIIIEHNE
apTepUaIbHOTO JIaBJIECHUS.

[Tpenapat 3ameIg€T BCachlBaHHE MECTHOAHECTE3UPYIOIINX MTPETapaToB.

4.6. DepTUILHOCTb, 0ePEeMEHHOCTb M JIAKTALMSA

bepeMeHHOCTB

[Tpu npuMeHeHnH B Ieproj OEPEMEHHOCTH HE CIIelyeT MPEBbIATh PEKOMEHAYEMYIO J03Y.
[TpemapaT MOXET MPUMEHSATHCS TOJIBKO B TEX CIy4asiX, €CJIM MOTeHIHAIbHAS TOb3a IS MaTepH
MpEeBBIIIAET MOTEHIIMATBHBIA PUCK AJIS TUI0AA UIIH peOeHKa.

JlakTanus

[Tpu npuMeHeHNHU B IEpHOJ] TPYAHOTO BCKAPMIIMBAHUS HE CIIEIYET MPEBbIIATh PEKOMEHIYEMYIO
no3y. IIpemapatr MOXKeT MPUMEHATHCS TOJBKO B TEX CIIydasiX, €CIU MOTEHLUANbHAs MOJib3a JUIs

MaTepy MPeBbIIIaeT MOTCHIMAIBHBIA PUCK JIJIS TUI0/1a WM peOeHKa.
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47. BausiHMe HA CMOCOOHOCTH YNPAaBJIST Tpaﬂcﬁgg'f;ﬂm: '%EQEE'ME 'n ﬁ'a'%%h c

MeXaHU3MaMH

A¢puH HEe OKa3bIBaeT BIMSHUE HA CIIOCOOHOCTh YINPABIATH TPAHCIIOPTHBIMH CPEICTBAMH,
0€30I1aCHOCTb JOPOXKHOI'O IBUKEHUS U pabOTy C MEXaHU3MaMH.

[Tocne pMTENBHOrO MPUMEHEHHUS CPENCTB OT HACMOPKA, COACPKAIIUX OKCUMETA30JIMH, B 033X,
IPEBBILIAIOIINX PEKOMEHyEMbIE, HEIb3sl UCKII0UaTh O0Ilee BIUAHUE HA CEPIEUHO-COCYAUCTYIO
CHCTEMY U LIEHTPAJIbHYIO HEPBHYIO CUCTEMY. B 3Tnx ciyuasx ciemyer co0ar01aTh OCTOPOKHOCTD
IIPU yIPaBJIECHUM TPAHCIIOPTHBIMU CPEACTBAMM U 3aHATUAX IPYTMMH IOTCHIMAIBHO OMACHBIMU
BUJAMU JESITEIbHOCTH, TPEOYIOIMMH IMOBBIIIEHHON KOHLEHTPAlMM BHUMAaHUS U OBICTPOTHI
IICUXOMOTOPHBIX PEAKLUH.

4.8. HexenateJbHble peaKI UK

Pe3roMe HexkenaTebHBIX PeaKIUn

MHor#e U3 NepevncICHHBIX HEXKEIATEIbHBIX PEAKIM HOCIT YETKUH J0303aBUCHMBIN XapakTep
¥ BapbUPYIOT OT MAIMEHTAa K TMAaHMeHTy. YacToTa HEXeIaTelNbHBIX JIEKAPCTBCHHBIX PEAKIUN
KIIACCU(UITUPOBaHA B COOTBETCTBUM C PCKOMEHIAIUSAMH BceMHupHOW  OpraHu3anuu
3IpaBooXpaHeHus: odeHb yacto (>1/10), gacto (ot >1/100 mo <1/10), mewacro (ot >1/1000 mo
<1/100), peaxo (ot >1/10000 mo <1/1000), ouenp penko (<1/10000); yacTroTra HEW3BECTHA
(4acTOTy BOSHHUKHOBEHHSI HEBO3MOKHO OIPEACIUTh HA OCHOBAHUH UMEIONINXCS JTAHHBIX ).
Hapywenus co cmopoHbl UMMYHHOU CUCTEMbL.:

Heuacto: orex KBuHke, 3y/1.

Tcuxuueckue nHapyuenusi:

Penko: TpeBora, pa3npaxuTebHOCTh, HapyleHue cHa (y nereit), 0eccoHHuIIa.

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

Hapywenus co cmopoHbl HepeHOU cucmembl:

Penxo: ronoBHas 00I1b, TOJIOBOKPYKEHHUE.

Hapywenus co cmoponvl opeana 3penus:

Penxo: Hapymenue 3penus (Ipu MomnajaHuy B Ta3a).

Hapywenus co cmoponul cepoya:

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

Penko: mocne Toro, kak npoiet 3¢(HeKT OT MpUMeHEHUs MpernapaTa, Y9yBCTBO «3aJI0)KEHHOCTI
Hoca (peakTUBHAsI TUIIEPEMUS).

Hewacro: »OKeHHWe WM CYXOCTh CIM3HCTBIX OO0OJOYEK ITOJIOCTH HOCA, YMXaHWE, HOCOBOE
4
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KPOBOTCUCHHE.

YacToTa HEM3BECTHA: CYXOCTh CIU3UCTHIX 000JOYEK MOJIOCTH PTa U ropia, yBeIU4YeHHEe 00beMa
CEeKpeTa, BBIICISIOIIEroCs U3 HOCa, IK3aHTEMA.

JKenyoouno-kuuieynvle Hapyulenus:

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 nrobwvie uz ykazannulx 6 uncmpykyuu nobouHvix a¢hgpexmos ycyeyonaomes unu Bol 3amemunu
J00ble Opyeue nobounvle ¢hghekmol, He YKA3AHHbIE 8 UHCMPYKYUU, CO0OWume 06 3mom epauy.

COOGH.[CHI/ISI 0 TOAO03PEBACMBIX HCKCIIATCIIbHBIX PCAKIINAX

BaxHo coo0marb 0 M0J03pEBacMbIX HEKEJIATENbHBIX pPEaKIHUSIX I10CIe PEerucTpanuu
JIEKapCTBEHHOTO IperapaTa ¢ Leliblo 00eCeyeHNsl HeNPepbIBHOIO MOHUTOPUHIA COOTHOILICHUS
«10Nb3a — PHUCK» JIEKApCTBEHHOTO Ipenapara. MeaMIMHCKUM pabOTHUKaM PEKOMEHAYETCs
coo0Imarh O JIOOBIX IO03PEBAEMBIX HEXKEIATEJIbHBIX PEAKIMSIX JICKAPCTBEHHOTO IIperapara
yepe3 HallMOHAJIbHbIE CUCTEMbl COOOILIEHHS O HEXKeNlaTeIbHbIX PeakIHsIX roCcyqapcTB — YICHOB
EBpa3suiickoro 3KOHOMUYECKOIO COI03a.

Poccuiickas Penepanusa

109012, r. Mocksa, CnaBsiHCKas IIOMAAb, 1. 4, cTp. 1
DdenepanbHas ciryx0a 1o Haa3opy B cdepe 3apaBooxpanenus (PocaapaBramzop)
Tenedon ropsueii iuauu: 8 800 550 99 03

DnexkTponHas moyra: pharm@roszdravnadzor.gov.ru

https://roszdravnadzor.gov.ru/

PCCHV6J'II/IK8. Kazaxcran

010000, r. Actana, paiion baiikonslp, yi. A. UmanoBa, 13 (BL] «Hypcayner 2»)
«HaunoHanbHbI LEHTP SKCHEPTU3bl JIEKAPCTBEHHBIX CPEACTB W MEAMIMHCKUX U3JCIUN»
Komurera menuuuHckoro u ¢apmaneBTHUECKOTO KOHTpoJsi MuHHcTepcTBa 3ApaBOOXpAHEHUS
Pecny6nuku Kazaxcran

Tenedon: +7 7172 235 135

DnexkTponHas moyra: farm@dari.kz

https://www.ndda.kz

Pecny6nuka Bemapycs

220037, r. MuHnck, ToBapuieckuii miep., 2a
PVII «lleHTp 3KCIIEpTU3 1 UCIIBITAHUH B 3IPaBOOXPAHEHUN»

Tenedon: + 375 17 242 00 29


mailto:pharm@roszdravnadzor.gov.ru
https://roszdravnadzor.gov.ru/
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DnexkTpoHHas moyra: repl@rceth.by (NOCNEOOBATENEHOCTE 0003)

https://www.rceth.by

Keuipreizckas Pecnybianka

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

OnexrponHas nmoyta: dlsmi@pharm.kg

http://pharm.kg

PecniyOnuka ApMmeHus

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

«HayuHblli TIEHTp SKCIEPTU3bI JIEKAPCTB U MEIUIIMHCKUX TEXHOJIOTMH HMM. akajeMuka O.
["a6puensna» AO3T

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

DnekTpoHHas moyra: Vigilance@pharm.am

http://pharm.am

4.9. TIlepeno3upoBka
CumMnToMbl
Pacmiupenue win cyxeHue 3padka, TOIIHOTA, PBOTA, I[MAHO3, MOBHIIICHUE TEMIIEpaTyphl Tea,
CHa3Mbl, TaXWKapaus, apUTMUS, MOBBILICHUE apTepUATbHOIO HABJICHHUS, OJBIIIKA, OCTAaHOBKA
cepAla, TAUTIOLMHALIMKM, TCUXUYECKHUE pPACCTPOICTBA, CYIOpPOTH, OTEK JIETKUX, YTHETEHUE
[EHTPAIbHOM HEPBHOW CHUCTEMBI (COHJIMBOCTH, CHIDKEHHE TEMIIEpaTypbl Teia, Opaaukapaus,
CHIDKEHHUE apTepUaIbHOTO JaBJICHUS, OCTAHOBKA JBIXaHUS U KOMA).
Jleyenue
CumMnTomMaTH4ecKoe; MpU TKEIOW Mepeo3UPOBKE — MHTEHCUBHAS Tepalvs; NpU CIydyalHOM
npueMe BHYTPh — IPOMBIBAHHME >KEIYAKA, aKTUBUPOBAHHBIN yroib. MOTyT HCIOJIB30BATHCA
HECEJICKTUBHBIE aTPEHOOJIOKATOPHI, Hampumep, (HEHTOJIaMUH, YTOOBI CHHU3UTH MOBBIIMICHHOE
apTepuabHOE JaBJICHUE.

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

" Apyruc npenaparsl AJid MECTHOTI'O IMTPUMCEHCHUA; CUMITATOMUMCTUKH.

Kox ATX: RO1IAA05
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o 100 =
MexaHu3M JieiicTBHs, hapMaKoIHHAMHYSCKHIE S(bd)eKTLI’-n JCNEOCBA

[Tpenapar Adpun npezacrasisier coboil anb(a-aApeHOCTUMYIUPYIOIIEE CPEACTBO I MECTHOTO
npuMeHeHus. OKa3bIBaeT COCYI0CY>KUBAIOIIee JICUCTBHE.

OxcuMeTa30IMH BBI3bIBACT CY>KEHUE COCYIOB CIIM3UCTBIX 000J04YEK HOCA, MPUAATOYHBIX Ma3yX U
€BCTaxHeBOM TPYyOBbl, YTO MPUBOAUT K YMEHBUICHUIO UX OTEKAa U YITYYIIEHUIO HOCOBOTO JIbIXaHUs
IPU AJJIEPIrHYECKOM /WM HHPEKIIMOHHO-BOCTIAIUTEILHOM PUHHUTE (HACMOPKE).

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

[Tpu MECTHOM MHTpaHa3aJIbHOM IPUMEHEHUH B TEPAIEBTUYECKUX KOHIIEHTPALUAX HE pa3ipakaeT
U HE BBI3BIBAECT TMIIEPEMHUIO CIM3UCTOM OOOJIOYKM MOJOCTH Hoca. [lo JaHHBIM KIMHUYECKHX
WCCJICJIOBAHUN Y TAIIIEHTOB C OCTPHIM BUPYCHBIM PUHUTOM B Bo3pacTe 12-70 et mokazaHo, 4TO
NpUMEHEHHe HazajabHOro cmopes okcumerazonuHa 0,05 %  cokpamjaer  Meauany
IPOAOJIKUTEIIBHOCTH HACMOpKa ¢ 6 110 4 THEN.

3a cuer HAJIMYUS B COCTABE JIEKAPCTBEHHOTO Iperapara BCIOMOTaTeNIbHBIX BELIECTB (LIEUII0I03bI
MUKPOKPHUCTAJUIMYECKOM M KapMmeInio3bl HaTpus (aBunen RC-591) u noBuaona-K29-32), Appun
CIpeii Ha3aJlbHBIH, TOCIIe BBEICHUS B HOCOBBIE XObl CTAHOBUTCA 00JIee BI3KUM U YICPKUBACTCS
Ha CJIIM3HUCTON 000s10uKe HOca Ooiee F3PEeKTUBHO, YeM OOBIUYHBINA BOAHBIA paCTBOP, IIOATOMY HE
BBITEKAET U3 HOCA U HE CTEKAeT B ropJo.

[To maHHBIM KIMHUYECKUX UCCIIEAOBAaHUN NEHCTBUE JIEKAPCTBEHHOTO Mpernapara HauuHAeTCs B
TedeHue | MUHYTHI U PoJIoJKaeTcs 10 12 Jyacos.

5.2. ®apmakoKHHeTHYeCKHe CBOHCTBA

AOcop0Oius U pactipeiesieHue

HpI/I IMPUMCHCHUHN B BUAC HA3AJIBHOTO CIPEA OKCUMCTA30JIMH MPAKTUYCCKHU HE OIIPCACIIACTCS B
IJ1a3sMe€ KpOBH.

EI/IOTDaHCd)ODMaIII/ISI U 3JIMMUHAIIUA

[Tepuon mosryBBIBEZICHUSI OKCUMETA30IMHA TIPH €r0 MHTpaHa3aJIbHOM BBEJIEHUU COCTaBIseT 35 u.
2,1 % okcuMeTa3onrHa BEIBOAUTCS ¢ MOUYOi 1 okojio 1,1 % c kajmom.
6. ®APMAIIEBTHYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTeJIbHBIX BEIIECTB
Junatpus saerara Iuruapat
Hatpus runpodocdar
Hatpus nuruapodocdara monoruapar
[ToBumon-K29-32

benszankonus xnopua (B Buae pactsopa 17 %)
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Makporos-1450 (MOCNEOOBATENEHOCTE 0003)

ben3unosslil ciupt
[emtr0s103a MUKPOKpUCTAJUTHYECKAsE U KapMeruio3a HaTpus (aBuiienn RC-591)
ApoMaTtu3aTtop JTUMOHHBIN
Bozaa ounmennas.
6.2. HecoBmMecTHMOCTH
Henpumenumo.
6.3. Cpox rogHocTu (CpoK XpaHeHHus )
2 rona.
6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH XPAHEHUH
Xpanure npenapar npu temrepaTrype He Bbiiie 25 °C.
6.5 Xapakrep u coaepkaHue NePBUYHOM YNIAKOBKH
[To 15 mu cripest B TepMETUYHO 3aKPBITHI HEMPO3pauHblil (JIAaKOH U3 MOIUATUIICHA BBICOKOM
IUIOTHOCTH BMECTUMOCTBbIO 20 MJI C JO3MPYIOIIMM YCTPOHCTBOM MEJKOIO pPACHbUICHUS U
3alIUTHBIM KOJIAYKOM, OOTSHYTHIM TEPMOYCAaJOYHON IUIEHKOM JJsi KOHTPOJSI TIEPBOTO
BCKphITHsL. [10 1 d1akoHy B KapTOHHYIO MaYKy BMECTE C JTMCTKOM-BKJIA IBIIIEM.
6.6 OcoOble Mepbl MNPEIOCTOPOKHOCTH TP YHUYTOKEHHH HCIOJIb30BAHHOIO
JIEKAPCTBEHHOI0 Ipenapara MJIM OTXO0J0B, IMOJYYeHHBIX IOCJe TNpPUMEHEHHUs
JIEKApPCTBEHHOI'0 Npenapara v Apyrue MaHUILyJIsIUM C IPenapaToM
Het ocoObix TpeOoBaHMI K YTUIIH3AIUH.
7. JEPXATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
[IIBelimapus
baiiep Koncsromep Kap AT, Ilerep Mepuan IiTtpacce 84, 4052 bazens
Tenedon: +41 58 272 7272
®axkc: +41 58 272 7273

DnexkTpoHHas moyra: reception.basel@bayer.com

7.1  IlpeacraBuTeNb AepKaTe/Isl PEriCTPALMOHHOIO YI0CTOBEPEHUA

[IpereH3un HOTDe6I/ITeJ'IeI71 HalnpasJIATH 110 aApECy

Ha meppumopuu Poccutickoii @edepayuu u Pecnyonuxku Apmenus:
AO «BAWEP»

107113, r. Mockaa, yi. 3-s1 PeiOunckas, 1. 18, ctp. 2, Poccus
Tenedon: +7 495 231 12 00

Ha meppumopuu Pecnyonruxu Kasaxcman u Kvipewvizckoil Pecnyonuxu:
TOO «baiiep KA3»

050057, r. Anmartsr, yi. Tumupsizesa, 42, naBunboH 15, oduc 301, Kazaxcran
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Tenedon: +7 727 258 80 40 (NOCNEOCBATENEHOCTE 0003)

Ha meppumopuu Pecnybonuxu benapycs:
220089, r. MuHnck, np. JI3epxkunckoro 57, nomeuienue 54, benapych
Tenedon: +375 17 239 54 20
8. HOMEP PETHCTPAIHMOHHOI'O YAOCTOBEPEHUSA

9. JATA IEPBUYHOM PETUCTPAIIUM (ITIOATBEPXKJIEHUA PETUCTPAIINH,
HEPEPETUCTPALINN)
Jlara nepBoii peructpaiuu:

10. JATA HEPECMOTPA TEKCTA

OO0mas xapakTepUCTHKa JIEKapCTBEHHOTo mpemnapara AQpuH AoCTynHAa HAa WH(GOPMAIMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOTO COI03a B MH(POPMAIIMOHHO-KOMMYHHUKAIIMOHHONW CEeTH

«Uutepuer» https://eec.eaeunion.org.



