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HHCTPYKIMS
N0 MEARINHUHCKOMY NPpUMECHECHHUIO .]'leKapCTBeHHOFO CpeIICTBa
(vHGOopMaLius 115 MaLMEHTOB)

COTJIACOBAHO
Toprosoe nazpanue: Tepa®o JIAP. MMHHUCTEPCTBOM 37IPABOOXPAHEHHS! .

PECNYBJIMKH BEJIAPYCh i
Mpuxas MuHKCTEPCTBA 3APABOOXPAHEHUA

LBV N S

JlexapcTBeHHnas popma

Cnpeii 111 MECTHOTO NPUMEHEHHS. L)

Onucanue
Ilpo3pauHsblii GecliBETHBII pacTBOP.

CocraB

B 1 mu cnipes conpepkutcs:

Axmuenvle komnonenmopi: GEH30KCOHHUS XJIOPUA 2 Mr, IMJ0KaWHa ruapoxuopua 1,5 mr.
Bcnomoeamenvuvie eewecmea: >taHon 96% (06/06), MATHI MEpPEeYHOH MAacio, JIEBOMEHTOI,
IJIMUEPHH, XJIOPUCTOBOJOPOAHAS KUCIOTA, BOAA OUYMLIEHHAS.

dapmakoTepaneBTHYECKasi TPyNNa
CpenctBa 114 jeyeHus 3a00/ieBaHUid FOPTaHU U TJIOTKKH. AHTHCENTHYECKOE CPEICTBO.
Koa ATC: R02AA20.

®apMakoJIOTHYeCKHE CBOiicTBA

Dapmaxoounamuxa

BeH30KCOHMS XJIOpUA - COJIb  4ETBEPTHYHOro aMMOHMA. OH OKa3blBaE€T  BbIPAKEHHOE
aHTUOaKTepHalibHOE NEWCTBHE MPOTUB TIPAMIONIOKUTENBHBIX M, B  MEHbBIUEH CTENEHH,
rpaMOTpPULATENILHBIX MUKPOOPraHW3MOB. BeH30KCOHW# obnajaeT Takke MPOTHBOTpMOKOBOH M
MIPOTUBOBUPYCHOM aKTMBHOCTBIO M0 OTHOILIEHHIO K MEMOpaHHBIM BUpycaM (B T.4. BUpyCaM [pHIINa,
naparpunmna 4 repreca). BeH30KCOHHS XJIOpUJ - aHTHCENTHUECKOE€ KaTHOHHOE MOBEPXHOCTHO-
aKTHBHOE BEILIECTBO, 00/1aat011ee BLICOKOH MOBEPXHOCTHOM aKTUBHOCTBIO, KOTOpas o0ecre4uBaeT
CHJIbHYIO NPOHUKAIOULYIO CIOCOOHOCTb.

JIuI0KauH SBASETCA MECTHBIM aHeCTeTUKOM. OH M3MEHSET NMPOHULIAEMOCTh KJIETOUHOH MeMOpaHbl
115l UIOHOB HATpH$, YTO MPHUBOAMT K aHECTE3UH MyTeM ONOKMpPOBAaHUS MPOBOAMMOCTH HEPBHBIX
MMITYJIbCOB.

JlnpokavH cHuMaer 6oib, CBSI3aHHYIO C HMH(EKUHOHHbIMU 3a0OJIeBaHUSAMM TOpjia U POTOBOH
IOJIOCTH.

Dapmakokunemuka

BEH30KCOHMS XJIOpU/, MPAaKTHUYECKH HE BCachiBaeTcs. Y 4dejoBeka npubnausutenbHo 1% BBOOUMMON
A03b1 OOHapyXHMBaeTCsi B Mode, KOHLIEHTpauus BElIeCTBA B KpOBM He oOHapyxuBaerci. He
06Hapy»Ke€HO HAKOIUICHUE BELIECTBA B TKAHAX OpraHu3Ma.

Jlupnokaun abcopOupyercs npu NEpOpalbHOM MpUEME, UYepe3 CIM3UCTYI0 O0OJIOUKY PpOTOBOH
TNIOJIOCTH, YEPE3 NMOBPEKAECHUS B KOXKHOM MOKpoBe. MeTtaboausupyercs npyu nepBoM NpoxX0oxKIACHHU
4epe3 neyeHs. [Ipyu opanbHOM BBEAEHMHM €ro 6MOAOCTYNMHOCTh COCTaBiseT Npuban3uTenpHo 35%.
MeTaboauTel BHIBOAITCA BMECTE ¢ Mouoii, MeHee 10% BelllecTBa BLIBOAATCS B HEU3MEHHOM BHJE.

ITokazanus K npuMeHeHHIO

Cumnromatuueckoe neueHue uHdekuuii nonoctd pra U riaoTku: Gonb B ropjie npH MpPOCTyae,
(GapuHTUT, JapUHTUT, CTOMATUT (B T.4. adTO3HbIA), 'MHIUBUT. B KauecTBe BCMOMOraTejibHOrO
CpEACTBA MPU TOH3UJUINTAX, B T.4 OCTPBIX (AHMMHA) U XPOHHUYECKHUX.
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IIpoTuBOnoOKa3zaHus

IToBblliEHHAs YYBCTBUTEIBHOCTb K JIMJOKAUHY W APYTMM aMUIHBIM aHECTE3MPYIOUIMM CpC/ICTBaM
MECTHOIO JAEHCTBUS, OEH30KCOHHS XJIOPUAY M JPYTMM YETBEPTHYHBIM COCAMHEHHAM aMMOHHI,
BCTIOMOTaTe/bHLIM KOMIIOHEHTaM Mpenapata. Jlerckuid Bo3pact 10 4 Jnier.

COTJACOBAHO
J{03b1 M cnoco0d npuMeHeHust HM(’TEP(‘TBOM 3npABooxPAHEHPIﬂ
Bapocabie u getu crapme 12 jer: 2-4 pacnbuieHus (npponnsusgistondka BEAMS GoT My Ha
3a[HIOK0 CTEHKY POTOBO# MOJOCTH B OOJIACTH MOpPaXKEHHs m“mﬁmmem lpbl,
KpaTHOCTb IPMMEHEHHS - 3-6 pa3 B CyTkH. MHTepBan Mexay hipumeHerhitm’

Jetu B Bo3pacre ot 4 10 12 JieT: 2-3 pacnbuUieHUs B POT UK Ha 3aIHIOI0 CTEHKY POTOBOM MOJOCTH
B 00J1aCTH MOPAKEHHS NPH MPOBEAEHUH KaXJOH MpoLeaypbl, KPaTHOCTb MPUMEHEHUs - 3-6 pas B
cyTku. UHTepBan Mex a1y NnpuMEHEHHEM HE MEHee 2-3 4acoB.

JINMUTENbHOCTD JIEUEHUS HE I0JDKHA NPEBbILLATH 5 AHEH.

Ecnu He Habnionaercs obneryeHus CUMOTOMOB 3a0o/eBaHMsl B TEUYEHHME 5 HHEH mocie Havana
npuema npenapara, WM CHMITOMBI COXpaHsitoTcs 6osiee 5 AHel, He0OX0AUMO 0OPATUTBLCS K Bpady.
Cnoco6 npumenerus

MecTHo. [lepxa BepTHKaTbHO GaJllIOHYMK, PaCHbUIAIOT B POTOBOMH MONIOCTH.

Ilepen nepBbiM NMpUMEHEHHEM HEOOXOIMMO HECKOJIBKO pa3 HaXkaTh pachbUIMTENb 1O MOABJICHUS
OHOpoAHO# cTpyH. [locne npuMeHeHus ciaelyeT NPOMbITh M BbICYIIUTh HaCaAKy-paclbUIMTENb.

He cnenyet npuMeHATh Cripeii B ciiyyae MOBPEXKACHUS HACAAKU-PaCTIbUIUTENS.

He Babixats cripeii. M36eraTh nonagaHus B rijasa.

Mepb! HpeAOCTOPOKHOCTH

Ecnu Gonb B ropie cONpoBOXIAEeTCS BBICOKOW TEMIMEpaTypoi, €cid BO3HMKAKOT TPYAHOCTH C
IJI0TaHUEM, CIeyeT OOpaTHUThCS K Bpauy.

[penapar He ciieayeT MPUHUMATL BO BPEeMsl €/ibl UM HEMOCPEICTBEHHO Mepen MPUMEHEHHEM €Jlbl
WM TMTbS: MECTHBIN aHecTe3upyroluii 3¢¢eKT MOXET MPUBECTH K BPEMEHHOMY OHEMEHMIO
MOJIOCTH PTA U ropJia U 3aTpyJHUTb INIOTaHHE.

[Ipenapar cieayer ¢ OCTOPOXXHOCTHIO HCMONb30BAaTh MAalMEHTaM C paHaMHM H TOBPEXICHUAMH
CITM3UCTOM MONIOCTU PTA U FIIOTKH.

JlekapCTBEHHOE CPEACTBO CONEPIKUT HEOObLINE KONMYECTBa 3TaHoa, MeHee yeM 100 Mr Ha o3y
(3a onHo pacnbiienne BBoAUTCs 140 mukponutpos + 25% npenapara, cogepxamux 13,132 mr =
25% sTaHona).

Hpnmenenne npenaparta npu 6epeMeHHOCTH H BO BpeMsl KOPMJIeHHS TPyAbIO.
KoHTponupyeMbix uccienoBaHuii ¢ yyacTueM OEpeMEHHbBIX JKEHLIUH HE NPOBOAMIOCH, B CBA3M C
yeM He pexoMeHnyercs npumeHaTbh Tepadmio JIAP npu GepeMeHHOCTH, OCOOEHHO B MEpBBIN
TPUMECTP.

[IpenapaT He peKOMEHIY€eTCsl MPUMEHSTh B NEPUO] KOPMIIEHHUS TPYIbIO.

INo6ounbie 3P PeKTbI

Co cTopoHbI HMMYHHOH CHCTEMBI:

Ouendb pedko: TUNEPHYBCTBUTENBHOCTD (BKJIIOYAs OTEK JIMLA, OTEK Iy, OTeK A3bIKa U OTEK ropia).
Co cTopoHb! AbIXaTeNbHONH CHCTEMBI

Ouenv peoxo: OaplIIKA.

Co cTopoHbI NHIIEBAPHTEIbLHONH CHCTEMBI

Yacmo: HENPHUATHBIE OLLYLIEHHUS BO PTY.

Co cTopOoHDbI KOXKH M MOAKOKHBIX TKAHeH

OueHnsb pedko: Chillb, 3y 1.

Bo Bpems npuMeHeHus mnpenapara cpokoM Gonee 2 Heaenb MOXeT Habmroaatbes obparumas
KOpPHYHEBasi OKpackKa si3bika Wi 3y00B.

B ciyyae nosiBneHus nepeyrcieHHbIX TOOOYHbIX peakiiMi KU peakuuid, He yIOMSHYThIX B IaHHOM
NIUCTKE-BKNAblIILEe, HEOOXOAUMO OOpAaTUTLCA K Bpavy.
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Ilepeno3npoBKa

B ces3u ¢ cooepoicanuem 6eH30KCOHUA XA0pUOaA.:

CnyuaiiHblii npuem 6onbmux 103 Tepa®io JIAP, Kak M ApYTMX aMMUa4HbIX COSAUHCHUH, MOXKET
MPUBECTH K MOSABJIEHUIO TOIIHOTHI MAM pBOTHL. JleueHne cumnromarnyeckoe. Ilpu oTpasieHuH
CIEAyeT BHUIMTH MOJIOKA HIIM ChECTh SMUHBIH O€noK, B3OMTHIA_B_B Heratb

ynotpeOaeHHs aKoros. COTJIACOBAHO s

HE
B ceés3u ¢ cooepacanuem ruooxauna xnopuoa: MHHW}?:;;?;%% ;?Ps[;?l(fgi:
Ilepeno3upoBka u3-3a NpuemMa BHYTPb MAJOBEPOSTHA, MOCKQIBKY MRUIINOCH Obl EB%&%‘JJ&@ 1bLLOE

ke i

KOJIMYECTBO pacTBOpa mnpemapata. HecMoTps Ha HHU3kyl0 OHOAOCTYMHOCTEL JMAOKAaHHE MpH
NepopanibHOM BBEIEHHM, MPH MPOrJATHIBAHWM B GOJBLIAX KOJNMYECTBAX OH MOXET TPHBECTH K
CHJIbHOMY oTpaBiieHHt0. [TocTymanu Takxe coobiueHus o Bozaeictausax Ha LIHC, takue kak cymoporu
U CMepThb Yy fAeTell U B3pOCHBIX MOCHE NpHeMa BA3KMX pPacTBOPOB JIMJOKAaWHA, a Takxke IMocie
nionockaHusi ropaa 4% pacTBopoM JuAoKanHa. JleueHre oTpaBleHHs JIMAOKaHHOM CHMIITOMATHYECKOoe
¥ 3aKJloyaeTcsl B KOHTposie PyHKUMH CEPACYHO-COCYAUCTON U AbIXaTeNbHON CHCTEM, & TAKXKE CyIOpOr.

[NauneHTam, KOTOpble CilyyaliHO MM HaMepeHHO NPOrJIOTHIIM Npenapar B 60NbLIMX KONMYECTBAX,
CleyeT HEMEAIEHHO 00paTUThCs K Bpauy Uil MEAMLMHCKOro o06ciie0BaHusl.

B3anmoaeiicTBHS ¢ IPYrUMH JIeKAPCTBEHHBIMH CPeICTBAMH

HccnenoBaHus B3aMMOJEHCTBUS HE MpPOBOAMIMCH. He oxuAaeTcs HUKAKoOro B3aMMOJEHCTBUS C
OEH30KCOHHUS XJIOPUIOM M3-3a OUEHb MAJIOro OOILEro BCachiBaHHUsI.

OddexkTHBHOCTL OGEH30KCOHHUSI XJIOpHJAa CHMKAeTCs MNpH OJHOBPEMEHHOM MpHEME AaHHOHO-
aKTUBHBIX areHTOB, Hampumep, 3yOHOH MacTbl. AJIKOroJib HOBBIIAET abcopOLMIO GEH30KCOHHS
xJiopuza (creayer uberatb pueMa CMPTHBIX HAITMTKOB BO BpeMs IPOBEJICHUS TEPATHH).
Teopervuecky JMAOKAHH MOXET B3aUMOJEHCTBOBATbh C APYTHMMH JIEKAPCTBEHHBIMU CPEACTBAMM,
NPUMEHSIEMBIMU OJJHOBPEMEHHO, Hamnpumep, ¢ JPyrdMH aHTHUapUTMHYECKUMM npenapatamu. He
clieyeT OXM[aTh JIEKAPCTBEHHOTO B3aUMOJEHUCTBUA, MOCKOJbKY JIMJOKAaUH BBOAMTCA B OUYEHb
MaJiblX KOJTM4YeCTBax.

Biiusinue Ha cn0COGHOCTE K BOJKACHHIO ABTOMOOHJIEM H YIIPABJICHHIO MEeXaHH3MaMH
Hccnenosanus He NpOBOAMIIUCS.

YnakoBka

INlo 30 Mn npenapara Bo (akoHe W3 TMOJUATUIEHA BBICOKOH IUIOTHOCTH C PpacHbUISAIOLIMM
YCTPOHCTBOM H 3aLUMTHBIM KOJNMAYKOM M3 MOJIM3TUIICHA HU3KOW MIOTHOCTH. DJIAKOH B KOMILJIEKTE
C HacaJKOH-pacnblIMTENEM U3 MOJIMNPONUICHA H C MHCTPYKUMEH MO MPUMEHEHHIO TOMELLAIOT B
NnayKy U3 KapToHa.

YenoBus xpaneHus

XpaHuTsb pu Temneparype He Bbillie 30 °C, B HEAOCTYNHOM AJs AeTeil MecTe.

Cpoxk rognocrn

3 roaa. [Ipenapat He cnenyeT UCMONB30BATh MOC/IE UCTEYEHHS CPOKA FOAHOCTH.

YcaoBus otnycka u3 antek

BE3 PELIEIITA.

Jlep:kaTesib peruCTPAllHOHHOIO YAOCTOBEPEHHS:
['CK Konceromep Xenckep C.A., leeituapus / GSK Consumer Healthcare S.A., Switzerland.
Pto ne Jletpas, 1260 Huown, seiinapus / Route de I'Etraz, 1260 Nyon, Switzerland.

IIpon3BoanTenn:

Honnen ®apmaueytuuu C.P.J1., Utanus / Doppel Pharmaceutici S.R.L., Italy.

Bua Maptupu [lemte ®oiibe 1, 29016, Kopremanmkope (I[Tbsuenua), Uranus / Via Martiri Delle
Foibe 1, 29016 Cortemaggiore (PC), Italy.
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IIpH BO3HHKHOBEHMM HEXENATENBHBIX SIBJCHH PH MPUEME Nperapara, noxanyHcra, coobuTe 06
3TOM IO SMEKTPOHHOM noute: 0ax70065@gsk.com (ans AzepGaiimxana, ['pys3un, V36ekucrana,
Tamkukucrana, Typkmenucrana) U EAEU.PV4customers@gsk.com (mis ApMeHHH, benapycu,
Keipreiscrana u Monromuu). Coo0mieHust 0 kano0ax Ha KayecTBO NMpenapar. TCA 1O

anektponHoit noute UA-CIS.LOC-PQC@gsk.com. COTJACOBAHO

MUHUCTEPCTBOM 3/IPABOOXPAHEHUS
5 BIMKHW BEJIAPYChH
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ToproBbie Mapku NpUHAIEKAT UM UCTIOJB3YIOTCS MO JI

%CHSI/I
©2017 rpynna komnanuit GSK uiay ux JHUEH3Hap.
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