HMHCTPYKIHUA
10 MEJIUIIMHCKOMY ITIPUMEHEHUIO IIPEITAPATA
(IJISI TAITUEHTOB)
AJUIEPTOJIUJI®
0,§ MI/MJI KaILIH TIA3HbIe, PACTBOP -~ =0 —

1 3/IPABOOXPAL
BEJIAPYCh

| a 1 5 .".,L\\.ﬂ:u*‘:]r !ui\HE:
TOPT'OBOE HA3BAHHE e P
AJUIEPTOJTAII® or <31l F\.&E;Z.ﬂlég,;_;;_;w;:_.ﬁé@

MEXIVHAPOIHOE HEIIATEHTOBAHHOE HA3BAHHUE
AsenactuH (Azelastine)

JIEKAPCTBEHHAA ®OPMA:
0,5 Mr/mJ1 Kamuia IJia3Hble, pacTBOP

Onucanue:
BeclBETHEIA pacTBOP, IPAKTHIECKH IIPO3PaYHbIi ¥ IPAKTHYCCKH HE coziepKanyi 4yacTull.

COCTAB:

B 1 ¢uakone (6 Mi1) COOepKUTCS:

Jleticmeyiowee 6eujecmso. a3enacTHHA TUIPOXIOPUL 3 MT.

Bcnomozamenvnvle 6eujecmeéa: TUIIPOMEIUIO3a, AWHATPHS d37€TaT, OEH3aIKOHHS XJIOPHJ,
COpOUTOJI, HATPUS THIPOKCH (wis Koppekiwmu pH), BoJa Ul HHBEKIIUH.

PAPMAKOTEPAIIEBTHYECKAA I'PVIIIIA:
CpenctBa, npumensemble B odramsmonorud. CpelacrBa, NPUMEHSAEMbIE U YCTPaHCHUSA
BOCHIAJIUTEIHHOTO OTeKa (JEKOHTeCTaHTHI) M Jpyrye IpoTHBOAUIeprayeckue cpeactaa. Ilpoune

IPOTUBOAJLICPTUYECKHE CPEICTBA.
Kon ATX: S01GX07

®APMAKOJIOT MYECKHE CBOHCTBA

A3enacTuH, NOpPOM3BOAHOE (Tala3WHOHA, SBIAETCS CHJBHBIM  IPOTHBOAJUICPTUYECKUM
CPEIICTBOM JUTMTENBHOTO JeicTBHs, n3buparensHo Gnokupyer Hi-penentopsl. [Ipu HaHeceHHH
HAa CIM3UCTYI0 TIJla3a [POSABISIOTCA  JIOIOJHUTENBHBIE  IPOTHBOBOCHIAIMTENBHBIA U
MeMOpaHocTabuIu3upyonmi 3 HeKTs a3enacTuHa.

Jlaunble in vivo (IOKIMHAYECKHE JAHHBIE) U in Vilro IOKa3bIBAIOT, YTO a3€]acTHH MHIHOUpYyeT
CHHTE3 HJIM BEICBOOOXICHHE XUMHUYECKUX MEMATOPOB paHHE! U MOo31HeH (a3sl allepruaeckux
peakiuii, HampuUMep, JIEHKOTpHEHa, TUCTAMUHA, (AaKTOpa aKTUBALMH TPOMOOLMTOB |
CEPOTOHMHA.

Ha HacTosmmii MoMeHT orenka DKI™ Ipu 0IrocpoYHOM Tepauy y NalUeHToB, IPHHAMAIOIINX
BBICOKHE J03bI a3ejacTHHa IepopajibHO, IOKa3ala, YTO B XOZAE HMCCIEIOBAHUNA MHOrOKPATHBIX
1103 He HaboqaeTcs KIMHMYecKy 3auumoro s dekra azenactiuna Ha QT (QTc) unrepna.

He wnaGmiomaercss CBS3M a3elaCTHHA C BO3HUKHOBEHHMEM IKEIIYJ(OYKOBOH apUTMHHM WA
JIByHAIIpaBJICHHOH )K€y J0YKoBO# Taxukapauu y 3700 manuesToB, KOTOPHIE MOTyYay JICYCHHE
a3eJIaCTHHOM I1€pOPaJIbHO.

O6erdyeHne CUMIITOMOB AJUIEPTHYECKOr0 KOHBIOHKTUBHMTA JO/DKHO OTMedaThes depes 15-30

MHUHYT.

IIOKA3AHHA K IIPUMEHEHHIO
- IpoQUIIAKTHKA M JICYEHHE CHMITOMOB CE30HHOIO aIEPrHYEeCKOr0 KOHBIOHKTHBHUTA Y

B3POCJIBIX U JIeTeH 4 JIET ¥ cTapiie;
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- JleyeHMe CUMIITOMOB HECE30HHOTO (KpYrJIOroIMYHOr0) alieprudeckoro KOHBIOHKTHBHTA
y B3pOCIIBIX M JeTe# 12 et u cTapiue.

IIPOTHBOIIOKA3AHHA
['HIIepuyBCTBATENLHOCT B OTHOIIEHMM AKTHBHOTO BEIIECTBA HJIM JPYrMX KOMIIOHCHTOB

npenapara.

Cnoco® npuMeHeHus M 103bl

Ce30HHbIl  ANIepeUdecKuli KOHbIOHKMUSUmM: TIPH OTCYTCTBMM MHBIX DPEKOMCHJAIMH Bpada
B3pOCIBIM ¥ JIETSIM OT 4-X JIeT 3aKanblBaTh 2 pasa B ICHE (YTPOM M BedyepoM) 1o | karuie B
Kakeii Tias. IIpu HeOGXOMMMOCTH 103y YBEIHYHBAIOT JIO 4-X pa3 B JIEHb IO OJHOW Karlle B
KKIBIA I71a3. B cilydae IpeinonaraeéMoro BO3JEHCTBHs ajulepreHa IpenapaT MPUMEHSIOT C
PO UITAKTHYECKOH LIENBIO.

Hece3onnuvitli  (Kpyeno200uyHbvill) aniepeuveckul KOHBIOHKmMusum: TIpU OTCYTCTBHH HHBIX
peKOMeHIaluii Bpaya B3pOCIBIM M IETSAM OT 12-TH JIET 3aKanbIBaTh 2 pa3a B JeHb (YTpOM HU
BeuepoM) 1o 1 karure B Kaxaeii ria3. IIpu HEOOXOMMMOCTH /103y YBEIMYUBAIOT N0 4-x pa3z B
JIEHb I10 OJJHOM Karljie B KaKIbIi rJ1as.

CoryacHo 6e30macHOCTH U 3(p(EKTHBHOCTH, KOTOpBIE OBUIM IMPOJAEMOHCTPHPOBAHBEI B XOI€
KIIMHAYECKHX MCCIIE0BAHUAX C IEPHOIOM 0 6 HeJeb, JIUTEILHOCTE JHOO0ro Kypea IeYeHHs
He J0JDKHA IIPEeBBIIaTh 6 HElENb.

O6eryense CUMIITOMOB A/UIEPTHYECKOro KOHBIOHKTHBUTA TOJDKHO Habmoxarkes depes 15-30
MHHYT.

EC/Ii CHMIITOMBI YXY/IIAOTCS MIM IPOJOJDKAIOTCS JONbIIe 48 4acoB 6e3 yiydIICHHS, CIIelyeT
oOpaTUThCS K Bpady. ‘

Ecitu IIpoIyIIeH OJUH WX HECKOJIBKO NPHEMOB JI03 [TIa3HBIX Kalejb, TO HX CIIEIYCT IPUMCHSTH
cpasy, KaK TOJIBKO 00 9TOM NalueHT BCHOMHUIL. CIIeyIOIIyIo 03y CIIEYET IPUHATE B 00BIyHOE
Bpemsi. IlanueHTsl HE JIOJDKHBI IPUMEHSATH [JBOMHYIO 103y, yTO0OBl KOMIIEHCHPOBATh
npornymesHyro. [IpepriBaHuie UK IPEKPALICHAC JICYCHUS Amnnepromanom® KarsMu Iia3HbIMH,
BEpOATHO, BBI30BET BO3BPAILCHAE CUMIITOMOB 3200/ I€BaHHUS.

[IOFOYHOE JIEUCTBHE

VudopManys 0 HeXelaTeIbHbIX PEaKI|AX MPE/ICTABICHA B COOTBETCTBHH C CHCTEMHO-OPraHHOH
KIaccH(pUKalUed ¥  YacTOTOM BCTpedyaeMOCTH. Kareropuum 9acTOTBI — BCTPEYaeMOCTH
OIIpe/IeIIUTACE TI0 CIIeyIoNIel KiaccuduKamnuy: o4ensb yacto (=1/10), sacro (>1/100, vo <1/10),
megacro (>1/1 000, Ho <1/100), penxo (=1/10 000, o <1/1 000), ouenp penko (<1/10 000),
YacTOTa Heu3BecTHA (Ha OCHOBAHMM UMEIOLIMXCS JaHHEIX OIEHUTH HEBO3MOXKHO).

HapyIiueHus co CTOPOHBI UMMYHHOM CHCTEMBL:

Ouenb pedko: aliepruYecKUe PeakiiH (Takue KaK, ChIIlb U.3yJ).

HapyIueHus co CTOPOHBI HEPBHOH CHCTEMBL.

Heuacmo: TOpbKHH BKYC -

HaQYIIICHI/ISI CO CTOPOHEBI OpraHa 3pEHHA.

Yacmo: He3HAYUTEIBHOE IIPEX0AAIICe pasIpaKCHUC Ias.
COO6ECHHC 0 HEeXeNaTCIbHBIX PEAKIIUAX

BaxHo coobmaTh O IIOJ03PEBAEMBIX HEXENATENbHBIX PEaKLHsIX II0CIe PEruCTpanuu
JIEKapCTBEHHOTO IpeliapaTa ¢ IeNbIo 06ecedeHys HeMPEePhIBHOIO MOHUTOPHHTA COOTHOIICHHUS
«I10J1b3a — PUCK) JICKAPCTBEHHOT'O Iperapara.

MeMIMECKAM ~ pabOTHUKAM — pPEKOMEHIyeTcs coobmarh O  JHOOBIX — IOH03PEBACMBIX
HEXEJIATENIFHBIX PEaKIMAX JIEKApCTBEHHOro Ipenapara 4Yepe3 HallMOHAIBHBIE CHCTEMBI
COODIIEHNs O HEXeNaTeIbHBIX PeaKiisX rocylapcTB-4IeHOB EBpazuiickoro 3KOHOMHYECKOTO
coro3a:

Pecry6nuka benapyce
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VII «L{eHTp SKCIEPTH3 U UCIILITAHHH B 3PABOOXPAHCHANY
Anpec: 220037, r. MuHCK, 1I€p. ToBapuiecKui, 2a
Teneon: +375 (17) 242-00-29

®daxc: +375 (17) 242-00-29

DnexTporHas noura: repl@rceth.by
Caiit: https//www.rceth.by

IIEPEJ[O3HPOBKA

XapakTepHble pEaKUdH IOCIe IEePeIO3MPOBKM HEM3BECTHBI, NMPH TJASHOM IyTH BBEIACHHA
peakIiu nepejo3UPOBKH MATOBEPOSTHBL.

OnbIT TNpUMEHEHHs TOKCHYECKMX JO03 a3ellacTHHAa THIpOXJIOpHzaa y JIOJIEH OTCYTCTBYET.
OCHOBBIBAsCh HA MCCJICIOBAHUSIX HA JKMBOTHBIX, B CIydae I€PEJIO3HMPOBKM MIIM MHTOKCHUKAIIMH
CIIELyeT OXMJATh HAPYIIEHHH CO CTOPOHBI IEHTPAILHOA HEPBHOM CHCTEMBI. Jleuenue TaKux
HapyIIEHUH I0JDKHO OBITH CHMITOMATHIeCKUM. VI3BECTHOTO aHTH/I0TA HE CYIIECTBYET.

B3AHMOIEHCTBHUE C JPYIHMH JIEKAPCTBEHHBIMH CPEJCTBAMH H JPVIHE
BUJTHI B3AUMOJEHCTBHA

He I'IpOBOlIHJ'IOCL COOTBETCTBYIOIIUX I/ICCJ'ICI[OBaHI/Iﬁ C AJIJICpI‘OL[I/IJ'IOM® KaruisiMy TJIa3HBIMH.
HpOBOI[I/IHHCB HCCJIEJOBAaHHAI B OTHOLICHUM U3YUCHUS BBaI/IMO,uCﬁCTBHﬁ BBICOKHUX nepopanLHLD(
JI03 aszejlacTuHa, OJHAaKO OHH HE HpHMeHHMBI B OTHOIICHHUHU Anneprozmna® Kareib IJIa3HbIX,
IIOCKOJIBKY CHUCTEMHBIE YPOBHH II10CJIC HpI/IMeHeHI/IH Karejnpb JIa3HbIX HaxolUdaTcs B JHalla30HE

IIHKOTPaMM.

MEPKI IIPEJJOCTOPO)KHOCTH

JlaHHBIA Tpenapar He peIHasHavYeH [l JICYCHUs IIa3HbIX MHQEKIIHA.

AJIJICpl“OIlI/IJI® Karu raasasie copepxxut 0,00375 Mr GeH3aikoHHs XJIOpuJia B KaXJIOM KaIuie,
gro 3xBuBaIeHTHO 0,00375 Mr/0,03 M.

BeH3ankoHMH XJIOpHI MOXeT abcopOMpoBaThCs MATKUMHM KOHTAKTHBIMH JIMH3aMH M MOXCET
M3MEHSTH [BET KOHTAKTHBIX JIMH3. Ilepe/ IpuMeHeHHeM KOHTaKTHEIE JIMH3BI HEOOXOMMMO CHATh
M OJIETh CHOBA KAK MUHUMYM 4epe3 15 MUHYT ITOC/I€ IPUMEHCHHUS.

BeH3aIKOHMH XJIOPUJI MOXET TAKXKe BHI3BIBATh PasJpaXKeHHE IJ1a3, OCOOCHHO IpPH CHHIPOME
«CYXOTO TMa3a» WX TpU 3a60JNEBAaHUSX POTOBHIBI (IIPO3PAYHBIA CIOH Ha IEPEIHEH 4YacTH
rasa). EciM BO3HHKJIO aHOMaJIbHOE OINyIIEHWE B TIJlady, MOKCHHE MM 6oyp  1IOCIIE
JICIIOJIF30BaHHE JJAHHOTO JIEKAPCTBEHHOI'O CPEICTBA, CIEAYET OOpaTUTECA K Bpady.

BJIMAHHUE HA CIIOCOBHOCTbH VIIPABJIATH TPAHCIIOPTHBIMH CPE/JCTBAMH U
PABOTATbH C MEXAHHU3MAMH .

[locne mpumeHeHHs Asuiepropgwia® Kamedb TIJa3sHBIX MOXKET —BO3HMKHYTh  JIETKOE
KpaTKOBPEMEHHOE pa3JpaxKeHHe, Ooyiee 3HAYMTEIHLHOE BIMSHUEC HA 3PEHHE MaJOBEPOSTHO.
OzHAaKo eciy HaGJoAAeTCs JII060e MPEXOAAINEE BIMIHUE Ha 3PCHUC, ALMCHTY PEKOMEH/YCTCs
IOJOXK/ATh, T0Ka STH SBJICHHS HE HCYE3HYT, IEpel TeM, Kak yNpaBiaTh MalldHAMH |
MEXaHU3MaMH.

@EPTHJIBHOCTb, FEPEMEHHOCTH U JIAKTALTUA

DepmunbHoOCMb

Biusuue Ha GEpTHIBHOCTD Y YEIOBEKA HE H3y4alloCh.

Fepemennocmu

Henocratouno mHGOpMAanu¥ B OTHOLICHHH O€30NACHOCTH IPHMEHEHHS a3ejlaCTHHa BO BPEMA
GepeMeHHOCTH y XeHIIMH. IIpuMEeHeHHe BRICOKHX 103 a3ellacTHHA NEpOPAILHO I10Ka3aJIo, 9T0 y
JKMBOTHBIX, HCIIOJIb3yEMBIX B OKCIIEPUMEHTAIBHBIX MCCIIEIOBAHUSIX, BOSHUKAIOT HEXENATCIHHBIC
3¢ deKxThI (CMEpTH II0J1a, 3aMEIJIEHHE POCTa ¥ CKEJICTHAs manspopmanus). [Ipumenenne B Bune
3aKanblBAHMS B [Jia3a (MECTHO) IpUBENET K MUHAMAIBHOMY CHCTEMHOMY BO3JICHCTBHIO
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(muama3soH 1r). Om{axo CIIe/lyeT POSIBIAT OCTOPOXKHOCTS IPH HCIIONB30BAHIH Annepro;mna

KaIleJlb TJIA3HBIX BO BpeMs O€pEMEHHOCTH. -

Ilepuod naxmayuu
AselacTHH B HEGOJNBIIMX KOJMYECTBAX NPOHMKaeT B TpyaHoe wmoioko. IlosTomy me

PEKOMEHAYETCA IPUMEHATDH AJIHCpF O}II/IH® KaIlJI¥ IJIa3HBIC B IIEPHAO JIAKTAIIMH.

VIIAKOBKA

Karmu riasusle, pactop 0,5 mMr/mir.

[To 6 Mi pacTBOpa BO (hJIaKOHE U3 IIOJYIPO3PAYHOTO IOIMITHUIEHA BHICOKOM IUIOTHOCTH C
KaleIbHUIIEH W3 IIOJIMITUJIEHA HHU3KOM IUIOTHOCTH C OENBIM KOJNAa4KOM H3 IIOJIMITHIIEHA
BEICOKOM ITOTHOCTH.

1 ¢akoH BMecTe ¢ MHCTPYKIIMEH 110 IIPUMEHEHUIO IIOMEIAIOT B KAPTOHHYIO IAYKY.

YCJIOBHA XPAHEHHA
ITpu Temneparype He Boie 25 °C.
XpaHUTh B HEAOCTYITHOM JUIS IETEH MECTE.

CPOKI'OHHOCTH

3 rona.

[Tocne BckpbITHS (1aKkoHA IIperapar CjeyeT UCIIOIb30BaTh B TeYEHUE 4-X HEJIEIb.
He ucnonp3oBare mocie cpoka roJJHOCTH, YKa3aHHOTO Ha yIIaKOBKE.

YCJIOBHUA OTIIYCKA
Be3 pernenra.

HHOOPMAILIHUA O ITPOU3BOJHUTEJIE (3AAIBUTEJIE)
MEJTA ®apma 'M6X u Ko KI'

Bennmrpacce 1

61352 Bax XomOypr, ['epmanus

[Ipoussenexo:

Ty6umoxc ®apma C.m.A.
Bua Kocrapuka 20/22, 00071 ITomenua/Pum, Utanus
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