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HHCTPYKIUA
MO MEJAITUHCKOMY IMIPUMEHEHMIO ITPEITAPATA
(1Jis1 HAITMEHTOB)
M MEDNA
TOPI'OBOE HA3BAHUE
®
ATUTEPTOZTAT COTJAACOBAHO
MUHUCTEPCTBOM 3JIPABOOXPAHEHHUS
MEXXIYHAPOIHOE HEIIATEHT OBAHHOE HA3BAHHE npmcasﬁiﬁfﬁ?ﬁ&ﬁﬁﬁiﬁaueam
1 P 6auxu Benapych
Asenactus (Azelastine) o AL :cnpy Sy awgy s
JIEKAPCTBEHHAA ®OPMA:

Kammu rnasssie, pactBop 0,05%

Onucanue:
BecIBeTHBI pacTBOD, PAKTHYECKH PO3PAUHbIA U IIPaKTHYCCKH HE COJIEPIKAIMHA YaCTHII.

COCTAB:

B 1 ¢raxore (6 M) CONEPKUTCS:

Jleticmaytoujee 6euyecmeo. a3eNacTHHA THAPOXJIOPU/ 3 MT.

Bcnomozamenvuvie éewjecmea; THUIPOMEIUIO3a, IHHATPHUS dneTar, OCH3aNKOHHS XJIOpHL,
COpBHTON, HATPHS THAPOKCH, BOAA JUIS MHBEKIINH.

OAPMAKOTEPAIIEBTHYECKAA I'PVIIIIA:
Cpencrsa, mpumeHsemble B odTambMosnornn. CpencTBa, NPUMEHSEMBIC IS yCTPaHCHUS
BOCIIATTMTENHHEOTO OTEKa (NEKOHTECTAHTH) H JPyTHe NPOTUBOANIEPTHIecKre cpeacTsa. IIpowme

IPOTHBOATUIEPTUYIECKHE CPECTBA.
Kox ATX: S01GX07

@APMAKOJIOTHYECKHE CBOHCTBA

AzenacTHH, Tpou3BOAHOE (ranma3svHOHA, SABIAETCS CHIBHBIM  NPOTHBOAICPTHICCKHAM
CPENCTBOM THTENBHOTO AEHCTBHS, H3GuparensHo Gnokupyer Hi-penentopsl. IIpn HaHECEHHH
Ha CHOM3HUCTYIO T[Jla3a [pPOSIBIAIOTCS  JOTOJHHUTEIIBHEIC IIPOTHBOBOCTIAIMTENLHBIA 1
MeMOpaHOCTaOWITH3RpYouUi 3O PEKTH asenacTuHa.

JlaHHBIE in Vivo (DOKIMHAYECKHUE NAHHBIC) U in Vilro TOKa3bIBAKOT, UTO a3CJIACTHH HHTHOUpYET
CHHTE3 HJIH BEICBOGOXKIEHHE XMMHUYECKIX MENUATOPOB paHHEH U MO3HEH (asbl alIepraIeCKuX
peakumif, Hampumep, JICHKOTPHEHa, TUCTaMHHa, (aKTopa aKTHBAlUH TpOMOOLIUTOB H
CEpOTOHHHA.

Ha uactosimwit MoMmeHT onerka DKI npu JONTrocpovHOd Tepanuy y NalueHTOB, IPHHAMAIOIINX
BBICOKHE JO3BI a3€JJaCTHHA NEPOPAIbHO, M0Ka3alia, YTO B XOJE MCCIIEOBAHNWHE MHOTOKDPATHBIX
7103 He HaGMoaaeTCs KIHHWIeCKH 3Haunmoro s¢dexra asenactuna Ha QT (QTc) unTepsalL.

He wHaGmiomaeTcss CBS3M a3elacTHHA ¢ BO3HMKHOBEHHEM JKCIYIOYKOBOM apUTMHM WM
JBYHAIIPABJICHHOM JKeJIyA04UKOBOH Taxukapauu y 3700 mauueHToB, KOTOPBIC Oy Al JICHCHHC
a3eIaCTHHOM NIEPOPATIBHO.

OGJerdeHne CAMIITOMOB aLICPTHEECKOr0 KOHBIOHKTHBHTA JOJDKHO OTMedaTsest depes 15-30
MHHYT.

TITOKA3AHHUA K IIPHMEHEHHIO

- TpoQUITAKTHKA W JIEYCHHE CHMIITOMOB CE30HHOTO A/ICPrHYeCKOro KOHBIOHKTHBATA Y
B3POCJIBIX U ETEH 4 JIET ¥ CTapiie;
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- JieYeHME CHMIITOMOB HECE30HHOIO (KPYTJIOTOANYHOTO0) AJUIEPrHUECKOT0 KOHBIOHKTHBUTA
y B3pOCIBIX U AeTet 12 neT u crapiue.

IIPOTHBOIIOKA3AHHA
I'MIIepuyBCTBUTENLHOCTE B OTHOLICHMM AKTUBHOTO BEIIECTBA WM APYTMX KOMIIOHCHTOB

npenapara.

Cnocod npuMeHeHN s M 103bI

Ce30mHblll  QulepeuyecKuli KOHBIOHKMuUGUmM: TPH OTCYTCTBHM HHBIX DPEKOMCHIANMA Bpada
B3pOCIBIM M JETAM OT 4-X JIET 3aKansIBaTh 2 pasa B J€Hb (YTPOM H BeuepoM) 1o 1 kamie B
KaXIbIi r71a3. IIpy HeoGXOMMMOCTH 03y YBEIMYMBAIOT 10 4-X pa3 B [CHb [0 OJHOH Kamic B
KaXApI r7a3. B ciayuae mpenmonaraeMoro BO3JCHCTBHs ajljiepreHa Ipenapar INPHUMCHAIOT ¢
Npo(QHUITaKTHIECKOH LENBIO.

Hece3onnuvlil  (Kpy2no200uyHuviill) aniepeudeckui KOHBIOHKmuUeum: TPpH OTCYTCTBMH HHBIX
peKOMEHIaNuil Bpada B3pOCHBIM M JAETAM OT 12-TH JIET 3aKameBaTh 2 pasa B JeHb (YTPOM H
BeuepoM) o 1 karule B KaxIbid rias. IIpu HeOOXOXMMOCTH 03y YBEJIMYHMBAIOT 10 4-X pas B
IEHB 110 OJHOM KaIuie B KaXXAbIH 1i1as.

CornacHo 6e30macHOCTH H 3(P(EKTHBHOCTH, KOTOphIe OBUIM IPOAEMOHCTPUPOBAHBI B XOAE
KIMHHYECKUX HCCIIEHOBAHUAX ¢ MEPHOIOM 10 6 Helenb, JIMTENBHOCTh II0O0T0 Kypea JIeYeHUs
HE JO0JDKHA MPEBBIIIATh 6 HEAENb.

O61erdeHre CHMITOMOB AJIEPTHYECKOr0 KOHBIOHKTHBHTA JOJKHO Habmonatees uepes 15-30
MHHYT.

Eciu cHMOTOMBI YXYAIIAIOTCS WM NPOAOIDKAIOTCS Noibine 48 yacoB 6€3 yaydlIeHHs, ClIeayeT
o0paTuThCA K Bpady.

Ecu mpomyIeH oJMH MM HECKONBKO MPHEMOB 03 TNIa3HbIX Kalellb, TO UX CIeAyeT MPHMEHATh
cpasy, KaK TOJILKO 06 3TOM MalMeHT BeroMHuT. CIENYIOMLYIO 103y CIELYET IPUHATE B OObIMHOE
Bpema. [lamueHTsl HE [OJDKHBI I[IPUMEHSTH IOBOMHYIO 103y, YTOOEI KOMIICHCHPOBATh
nponymerHyo. [IpepblBaHHe WTH NpeKpalleHue TedeHus AJuteprotmioM® KamisME TTa3HEIMH,
BEPOSITHO, BBI30BET BO3BPAIICHHE CHMIITOMOB 3a00JI€BaHNA.

IIOFOYHOE JJEHCTBHUE

VadopManus o HexXeNlaTebHBIX PEaKIUsIX IIPEACTaBICHa B COOTBETCTBHH C CHCTEMHO-OPraHHOH
xraccupukanpeli w  4acTOTOM  BCTpeyaeMocTH. KaTeropuu 4acTOTHI  BCTPEYaCMOCTH
OTIPeEIISITACE TI0 CIEAYIONEH Knaccubukauuy: oueHs dacto (>1/10), wacto (>1/100, Ho <1/10),
revacto (=1/1 000, Ho <1/100), peaxo (=1/10 000, Ho <1/1 000), ouens peaxo (<1/10 000),
YacTOTa HEM3BECTHA (HAa OCHOBAHHY MMEIOLINXCS JAHHBIX OLEHUTH HEBO3MOXKHO).

HapymeHus co CTOpOHBI HMMYHHOM CHCTEMBI:

QOuenb pedko. alJICPTHUECKHUE PEaKUH (TaKue Kak, ChIb U 3y1).

Hapymenns co cTOpOHB! HEPBHON CUCTEMBI:

Heuacmo: TopbKuI BKYyC

HapyrieHus co CTOPOHBI OpraHa 3peHHus:

Yacmo: HE3HAUUTENBHOE TIPEXOASIICE pa3ApaxxeHHe a3,

Coo01meHne 0 HexeIaTeNbHbIX PEaKIUIX

Ecnu y Bac eosnuxaiom xaxkue-iubo HediceramenvHvle peaxkyul, NPOKOHCYLbMUpyumecsr ¢
8pauwom. J[aHHA peKOMeHOayus pacnpoCmpaHsemcs Ha Nobble 803MOJICHbIE HedicelameNbHble
Deakyuu, 6 moM 4YuUcle HA He NepevucieHHvle 6 Nucmke-6xnadviuie. Bvl maxoce moodiceme
Co00WUMb O HeXNCeNameNbHbIX PeAKYUAX 8 UHGOPMAYUOHHYIO 6A3Y OAHHBIX NO HEHCENAMeNbHbIM
peakyuam  (Oeticmeéuam) Ha JleKADCMEEHHble  Npenapamvl,  6KMOYAA  COObwjerus 0
Heaphexmusrnocmu nexapcmeennvix npenapamos. Coobwas 0 HeNCenamenbHblX PeaKyusx, bl
nomozaeme nonyyume b6onvuie ceéedenuti 0 beonacHocmu npenapama.

COTJIACOBAHO

MUBUCTEPCTBOM 3JPABOOXPAHEHUH
PECHVBJIMKH BEJIAPYCbH
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IIEPEJ/JO3HPOBKA
XapaKkTepHbIE pPEaKLHUH MOCIE MEPENO3HPOBKM HEU3BECTHBI, IPHM IJIa3HOM IIYTH BBCICHUS
pPEeaKiyH EPEIO3UPOBKU MATIOBEPOSITHEL.
OmbIT TpPUMEHEHHsT TOKCHYECKHX 03 a3ejlaCTWHAa THIPOXJIOpHIa y JIOJEH OTCYTCTBYET.
OCHOBBIBasACh Ha UCCIICOOBAHUSX Ha XMBOTHBIX, B Cllydae IEPEIO3MPOBKH HIIH HHTOKCHKALUK
CIIeNyeT OXHIATh HAPYILCHHH CO CTOPOHBI LEHTPATBHON HEPBHOM CHUCTEMBL. JleueHMe Takmx
HapyIeHUH JODKHO OBITh CHMITOMAaTHYECKUM. VI3BECTHOTO aHTHAOTA HE CYIIIECTBYET.

B3AMMOJEHUCTBHE C JPYI'MMH JIEKAPCTBEHHBIMU CPEJCTBAMH H JIPYTHE
BHIIbI B3AHMOIEHCTBHA

He MPOBOAXIIOCE COOTBCTCTBYIOIINX HCCJICI[OBaHPIﬁ C AJ‘IHepFOIIHJIOM KaluIIMH T'JIa3HBIMU.
HpOBOHHJ‘IHCB HUCCJICOOBAHUS B OTHOINICHUU H3YYUCHUS B3aI/IMOI[eI7ICTBI/II71 BBICOKHX NICPOPAIbHBIX
H03 a3e€jlaCTHHa, OJHAKO OHH HE IIPUMCHMMBI B OTHOLICHUHN Annepronnna® Kaleclib TIJIa3HbIX,
IMIOCKOJIBKY CHCTEMHBIC YPOBHH I10CJIE NIPHUMCHCHHS KallC/Ib TJIa3HBIX HAXOOATCA B JHAIIa3OHE

IHKOTPaMM.

®

MEPEI ITPEJJOCTOPO)KHOCTH

JlaHHBI} TIpenapaT He MpeAHAa3HAYCH IS JICUCHUS TJIa3HBIX HWHQEKITHIA,

Amnnepromun® xammi rnasHsie copepxut 0,00375 mr 6eH3aJIKOHPISI XJIOpH/a B KaXIOH KaIuie,
4o 3kBUBaNICHTHO 0,00375 Mr/0,03 M.

Benzankoruii xymopun Moxer aGcopOHUPOBATBCS MATKMMH KOHTAKTHBIMH JIMH3AMH M MOXET
H3MEHATE LIBET KOHTAKTHBIX JIMH3. [lepen mpUMeHeHHEM KOHTAKTHBIE JTMH3bI HEOOX0IUMO CHATD
U OZICTh CHOBA KaK MHHHUMYM 4epe3 15 MUHYT 1ociie MpUMEHEHHS.

BeH3ankoHMH XJIOPHA MOXET TAaKXKE BBI3BIBATH Pa3fpaXCHHE riias, 0OCOOEHHO NP CHHAPOME
«CyXOro TIJla3za» MM IpH 3ab0JIeBaHMSAX POTOBHIBI (MIPO3payuHBIN CJIOW Ha TMepeqHeldl 4acTH
rnasa). Ecam BOSHHMKIO aHOManbHOE OLIYLICHHE B IJasy, JOKEHHE WA 00ib IOCIe
HCIIOJIb30BaHUE JAHHOTO JIEKAPCTBEHHOTO CPENICTBA, CNENYeT OOPAaTUTHCS K Bpady.

B/IHAHHUE HA CIIOCOBHOCTH VIIPABJIATH TPAHCIIOPTHBIMH CPEJCTBAMH H
PABOTATH C MEXAHHU3MAMH

ITocne mpumenenus Aseproguna® Kamenb TI7a3sHEIX MOXKET BO3HHKHYTh  JIETKOE
KPaTKOBPEMEHHOE pa3z[paxcHHe, Oosiee 3HAYHTENBHOE BJIHAHHE HA 3PEHHE MAaJIOBEPOSTHO.
Onnako ecnu HabmonaeTcst MmoGoe NpEeXonsilee BIUsAHUE HA 3PEHUE, MTAHEHTY PEKOMEHIYETCS
IONOXIaTh, IIOKA 3TH SBJECHUS HE MCUYE3HYT, NEpel TeM, KakK YIpaBsSTh MallHHaMH H
MEXaHH3MaMH.

QEPTHIIBHOCTH, BEPEMEHHOCTb H JIAKTALIHA

DepmunvHocmy

Bnusiave Ha GEPTUIBHOCTE ¥ YeI0BEKA HE H3Y4allocCh,

Bbepemennocmy

Henocrarouno madopMamuu B OTHOLICHHH (€30MaCHOCTH NMPUMEHEHHs a3€71acTHHA BO BPEMS
OepeMEeHHOCTH y JXEHIMMH. [IpUMeHeHHe BBICOKHX 103 a3ejIacTHHA MEepOpalbHO MOKA3aJIo, UTo y
XHMBOTHBIX, HCITOJIb3YEMBIX B 3KCIIEPUMEHTAIBHBIX HCCIIEIOBAHUSX, BO3HUKAIOT HEXENaTeIbHBIE
3 deKTH (CMePTH TLTOMA, 3aMEUIEHHE POCTA M CKEJIETHAs ManbdopMantus). [IpuMeHeHne B BHIE
3aKanbIBaHUS B IJ1a3a (MECTHO) INPHUBEIET K MHHHMAIBHOMY CHCTEMHOMY BO3JEHCTBHIO
(AmamnasoH nr). OXHAKO CIENYET MPOABIATH OCTOPOKHOCTD IIPH HCTIONB30BAHUE AJLIEPromuia®
Karejb IIa3HBIX BO BpeMs OEpEMEHHOCTH.

Ilepuoo naxmayuu

AsenacTMH B HEOONBINMX KOJHMYECTBaX TMpPOHHMKaeT B TIpyxHoe Moidoko. I[lostomy He
PEKOMEHAYETCS IPUMEHATD AJUIEPTONANI® KAIUTH IJIa3HBIE B TIEPHOJ IAKTAIIWH.

COTJJACOBAHO
MUHUCTEPCTBOM 3[IPABOOXPAHEHUS
PECITYBJIMKHU BEJIAPYCh
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VIIAKOBKA

Karmum rnasuete, pactsop 0,05 %.

ITo 6 mi pacTBOpa BO (hylaKOHE M3 MOJIYIIPO3PAYHOTO TOJHITHICHA BHICOKOM ILIOTHOCTH C
KalleIbHUIICH W3 IOJM3THIICHA HU3KOM INIOTHOCTH C OEIBIM KOJIMAYKOM M3 IOJIMITHIICHA
BBICOKOM MJIOTHOCTH.

1 dakon BMecTe ¢ HHCTpYKUHEH 10 IPUMEHEHHUIO IOMEINAIOT B KAPTOHHYIO MAUKYy.

YCIIOBUA XPAHEHHUA
ITpu TeMnepartype He Bhime 25 °C.
XPpaHUTh B HEAOCTYIIHOM JUISL A€Te MecTe.

CPOKT'OQHOCTH

3 rona.

ITocne BCKphiTHS (h1akoHa Ipenapar caefyeT HCHIOMb30BaTh B TEUCHHE 4-X HEIElb.
He ucnons30BaTh mocie cpoka rOAHOCTH, YKA3aHHOTO Ha YIIAKOBKE.

YCJIOBHA OTITYCKA
be3 peuernra.

HHOOPMAILTHA O ITPOH3BOIHTEJIE (3AABUTEIJIE)
MEJIA ®apma I'm6X u Ko KT

bennmrpacce 1

61352 ban Xombypr, I'epmanus

IIpousBeneno:
Ty6umoxc ®@apma C.m.A.
Bna Kocrapuka 20/22, 00071 ITomeuna/Pum, Uramus

Ecnu Bam cmanu useecmuut Kaxue-1ubo nescenamenbHbie peaKyuy, C6S3aHHbIE C NPUMEHEHUEM
NpOOYKMA KOMNAHUY, 6 M. 4. NPUMEHEHUEM 60 8peMs BepeMEHHOCIIU UMY KOPMLEHUS 2pyObio,
1ub0  03HUKWLUE 6 pe3ylbmame MEOUWUHCKUX OWUOOK, HeNnpasulbHo20 NPUMEHEHUs,
310ynompebnenus, nepedo3UpoBKY, NPUMEHEHUS He N0 NOKA3AHUAM ULU 6CIeOCMEue GIUSHUS,
CBA3GHHO20 C NPOpEeCCUOHANLHOU U HeNpPOPeCCUOHANLHOT OeamenbHOCMbIO, N0O03Pe8aeMol
nepedauetl UHPEKYUOHHO20 azeHma ulu omcymcmeuem ShexmusHocmu, a maKice
accoyuupyemvie ¢ Oeghekmom Kauecmea, HeobX0OUMO coobwumes 06 Smom Uy,
OmBemCmeeHHOMY 3a PAPMAKOHAO3OP, NO SAeKMPOHHOMY adpecy info.safety@meda-cis.com.

COI'JIACOBAHO

MUHUCTEPCTBOM 3IPABOOXPAHEHUH

‘ T ! PECTIVBIIMKY BEJAPYChH
1 IIpuxas Munucrepersa 3ApaBooXpalieHusa
Pecny6anxu Benapycs
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