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AKkyBep 8 mg/ 103a nepopaJjieH pa3TBop
Acuver 8 mg/ dose oral solution

Pa3nea 1.3.1
JINCTOBKA

Moayn 1- AATMAHMCTPATHBHH AAHHH H HHPOPMANHS 34 NpeANACBaHE —
Acuver 8 mg / Dose Oral Solution
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JIACTOBKA: HHOOPMALMA 3A IOTPEBUTENA = | ;.

PATA

AkyBep 8 mg/ 103a nepopalicH pa3TBOD |
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Acuver 8 mg / dose oral solution T T
Beraxuctunos muxuapoxnopux (Betahistine dihydrochloride)

IIpodeTeTe BHUMATE/IHO TAa3H JIHCTOBKA, NIPEIH A 3aMI0YHETE 1a IpHeMaTe
JIEKAPCTBOTO.

- 3amazete nMuCTOBKAaTa. MOXE J1a BH C€ HAJIOXKH Ja S HPOYETETE OTHOBO.

- Axo MaTe ApYrd BEIIPOCH, TIOMUTAATE BallUd JIeKap HIH QapMaleBT.

- Tosa nexapcTBO € mpemIIcaHo caMo Ha Bac, He ro AaBaiite Ha JIpyr. 1o Moxe Ja
HaBpeaH JOPH, aKO CUMITOMHTE ca KaTto Bamure.

- AKO HAKOM OT HEXXENTAHNTE JICKApCTBEHH PAKIIUH (CTPAaHHYHU e(EeKTH) ce IPOoIBAT
CEpPHO3HO MK aKo 3a0eneXuTe HEXEITaHH PEaKIui, KOUTO HE ¢a YyIIOMEHATH B Ta3H
JIMCTOBKA, YBEAOMETE JIeKaps WM dapMalieBTa.

OT Ta3zn IHCTOBKA W€ HAYYHTE:

KakBo npencrapissa AKyBep U 3a KakBO c€ ynorpeOsaBa

Kaxso TpsiOBa qa mMaTe npeaBu NPEIN 1a 3all0YHeTe Ja npueMare AKyBep
Kak ce npuema AXyBep

BB3MOXHH HEXKEIaHU JICKAPCTBEHH peaKIny

Kak ce cbxpaHiaBa AKYBED

HomenauTeHa HHpOpMAaLKs

SNk W

1. KAKBO IIPEJICTABJISIBA AKYBEP U 3A KAKBO CE H3I10J13BA

AKTHUBHOTO JIEKapCTBEHO BEINECTBO OETaXUCTHH NoA00pABa KPBEBOCHAOAIBAHETO HA
BHTPEIIHOTO YX0. AKYBEp € eHKaceH 3a JICUCHHUE Ha CBETOBBPTEK, MPSAU3BUKAH OT
HapylI€HHE Ha KPBBHUA TOK BbB BBTPEIIHOTO YXO.

AKyBep ce M3I10J13Ba 3a JICUCHHE Ha CUMIITOMH Ha 6o/iecTra Ha MeHHep BKIIOYBAIIIH:
® CBETOBBPTEX C TaJCHE U MOBpPLINAHE,
¢ 3BBLHTCHE B YIIHTE,

® YBPEICH CIVX.

2. TPEIU JA 3ATIQYHETE JA IPUEMATE AKYBEP

He npuemaiiTe AKyBep

- aKoO CTe aJlepruvHM (CBPBbXYYBCTBHTE/IHH) KBM OETaXHCTHH HIIH HAKOA OT
OCTaHA/INTE ChCTaBKM Ha AKYBep;

- 110 BpeMe Ha OpeMeHHOCT H KbhpMEHE;

Monayj 1- AIMAHHCTPATHBHE JaHHH H HHPOPMAIIHA 32 NpEeANMHCBAHE —
Acuver 8 mg / Dose Oral Solution
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- @Ko CTpajaTe OT OHpele/eH BUI pak Ha HaaA0bLOpeyHHTE KI€3H, HAPCUCH
(PEOXpPOMOLIUTOM.

O6bpHeTe cIenna/IHO BHEMAaHHe NIPH ynoTpedara na AKyBep

- aK0 B MOMEHTA CTPAJATe WK MPEIy CTE CTpataly OT CTOMANIHA A3Ba;

- axo cTpajaTe oT OpoHxHaJHA acTMa (OeroapoOHa H0IECT, NPHAPYKEHA CHC 3ayX).

- aKo cTpajaTe OT KONPHBHA Tpecka (YPTUKapus), KoxkeH o0pHB (€K3aHTEMa) MIIH

CeHHa XpeMa;

- aK0 UMAaTe MHOr0 HHCKO KPLBHO HAJIATAHE,

- aKo ce JEeKYBATE ¢ ANTHAJIEPTHIHH JeKapcTBa (AHTHXHCTAMHMHHN) €THOBPEMEHHO C
nmpreMa Ha AKyBep (BHX cbilo Taka i “TIpHeM Ha npyrd JiekapcTBa”).

Jena B onomu 0o 18 rogunu

AxyBep He ce MpemophuBa 3a Jcna M IoHOmHM /1o 18 roxqnHu mopaiy JIHICAa Ha OIHUT B
IPHIOKEHAECTO MY B TE3H BBE3PacTOBH I'PYTIH.

Axo AxyBep mepopalieH pa3TBOp CIIy4aHHO C€ BAHIIA, 3 HE MOT'BJIHE, MOXKE [1a CE MOy M
XPHIITAIMA Kaumuna (OpoHXocna3bM) HIIH MOHMXXaBaHe HA KPBBHOTO HAJIATAHE.

[Ipuemane Ha APYTrH JICKApCTBa

[IpueMaHeTO Ha aHTHAJIEPTHYHY JIEKapCTBa KaTo aHTUXMCTaMUHH (crieruasnHo H;.
AHTATOHMCTH) €THOBPEMEHHO ¢ AKYBep MOXe J1a HaMald eeKTUBHOCTTA Ha JBETE
TeKapcTRA.

AKO B3UMAaTeE WIH CKOPO CTe B3UMAJIX APYTH JCKAapCTBa, BKIIOYMTEIHO U TAKHBA, KOUTO
ca Ge3 ekapcKo MpeNucanue, Mol HHpopMmupalite Baimia nexap wim papManesT.

IIpnem Ha AKyBEp ¢ XpaHa H HANINTKH

[IpenopbuBa ce AKyBep Ja ce IpHEMa 110 BpeMe Ha XpaHeHe IJIH CJIC]l XpaHeHe, 33 a ce
n30erne croMamer JUCKOMPOPT.

bpeMeHHOCT H KbpMeEHe
He npueMaiite AKyBep, ako cTe OpeMeHHA UM KbPMHTE.
HsaMa TOCTATBYHO OIHT ¢ yHOoTpebara Ha GeTaXHCTUHOB AUXHAPOXJIOPH] NP OpEMEHHHU

WY KBPMEIIH JKCHH.

O6bpHETE ce KbM Baumud nexap HIH QapMareBT 3a ChBET IIPETH [ 3al0YHETE A
pHeMaTe KaKBOTO U 11a € JIEKapCTBO.

Hlodupane u padoTa ¢ MAIIHHH

Monaya 1- AiMuRHHCTPATHBHHA JAHHHA ¥ nrdopManad 3a NpeANHcBaHe —
Acuver 8 mg / Dose Oral Solution
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Enun ot Bp3MOXHHTE ePeKTH Ha AKYBEp € CBHIIMBOCT; JIEKAPCTBOTO CBABPXKA H MAJIKO
KoIIecTBO eTanon (ankoxon). [IpueManeTo Ha AKyBep MOxe Aa 3a0aBH pedIeKCHTE BH
U Taka 13 BJIOHIM cIIocOoOHOCTTA BH 3a modupane ¥ pabota ¢ MaIlMHU.

BaxxHa HHGOpMALHA 32 HAKOH 0T ChCTABKHTE Ha AKYBep
AKyBep ChABPKA MaJIKH KOJIMYECTBA eTaHo (aNKoXoI), no-mManko or 100 mg B exna
103a.

3. KAK JIA IPHEMATE AKYBEP?

Bunary npHeMaiiTe AKyBep TOUHO KAKTO BH € Ka3ai JIeKapaT. AKO HE CTe CUI'YPHU B
HEIo, KOHCYJITHPANTE Cce ¢ JIeKaps WIH ¢apManenTa.

CraHpapTHATA J03MPOBKA 32 BB3PAaCcTHH €

3 mbTH AHEBHO 110 1 — 2 BIpbCKBaHud B 1 vama Boga (Haii-mankxo 100 MumiInTpa).
ToBa ce paBHABA HAa 3 MBTH JHEBHO 1O § -16 mg OeTaXHCTHHOB AUXHAPOXIOpHI. ExHo
BIPLCKBaHE C¢ paBHsABA Ha 0,8 MIIHIIHTPA pa3sTBOP.

Hauun Ha NpHITOKEHHE

- AKyBep € 3a IpHIJIOKEeHHE npe3 ycTara!

- Ilpemu nwxpearta ynorpeda oTcTpaHeTe BHHTOBATA Kalmavka U s 3aMEHETE C
NPHUIOKEHATa MEPUTEIHA ITOMITHYKA.,

- Tlpenu ma IpueMeTe IEKAPCTBOTO pa3TBapsiiTe AKyBep B Yala Boja (Haii-Manko 100
MHJTHJIHITPA).

- HsmuBaitTe neKapcTBOTO IO BPEME Ha MIIH CJIET XPaHCHE.

BpeMeTpaene Ha JJe9€HHETO
3a ocHIypsBaHe Ha YOBJIETBOPHUTENEH e(eKT JiedueHHETO TpAOBa 1a NPOABIDKH HAKOJIKO
Mecena.

Jlena v roHOIIH X0 18-rogummiHa Bb3pacr
AKyBep He ce IMpenopsYBa 3a ela | IOHOWH A0 18-roguinHa Bb3pacT, Thi KaTO HAMA
OITHT B Ta3H BB3pacToBa Ipyna.

AKO0 cTe IpHe/IH MoBede OT HeoOXxoAHMaTa 1032 AKYBEp

MOJKeE Jia HaCTHIIAT CJIEAHUTE CHMIITOMH Ha IIpeo3upane: Napodone, 3a4e¢pBIBaHE HA
JMHIIETO, 3aMasHOCT (CBETOBBPTEK), YCKOPEH IIyJc (ChpLieOHeHe, TaXMKapaus), Najane Ha
KPBBHOTO HaJlAraHe (XMIIOTOHHA), CIIa3bM Ha JIMXaTeTHUTE MBTHAINA ¢ HEAOCTUT Ha
BE3IYX (6pOHXOCHA3bM), 3a0bpXKaHe Ha TETHOCTH B TEKAHHUTE (OTOLH).
Crnezx npyeM Ha MHOT'O TOJIEMH JIO3H MOJXE Jia HACTHIISIT KOHBYJICHH.

AKo TIOZO3HpaTe NPEI03HPaHe, 00bpHeTE ce He3a0aBHO KbM Jiexapa!

Moxya 1- ATMHHHCTPATHBHH JaHAH H HHpOpManud 3a NpeJnucBane — / ity #“\‘
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AKo 3abpaBHTE 12 IpHEMeTE J03a AKyBep
He B3emaiitTe aBoifHa M03a, 3a Ja KOMIEHCHpaTe 3a0paBeHaTa v I[pHEMETE ClleBalnaTa
11033, KOraTo | JOMUIC BPEMETO.

IIpexpaTaBaHe HA IPHEeMA Ha AKYyBep
He cnmmpaiite neuennero cu ¢ Axysep 0e3 na ce gonurare 10 Jiekaps!

AKO BMaTe OIlle BBIIPOCH 3a yroTpebaTa Ha TOBa JIEKApCTBO, HONKUTANTE JIeKaps U
dapMaIeBTa CH.

4. BB3IMOXHH HEXEJIAHH PEAKIITUH

KakTo BCHYKH JIEKapcTBa, H AKYBEP MOXKE Ja IpeAU3BHKa HeXXeIaH| PeaKkIiH, MaKap |e
TE€ HE € NMPOABABAT IIPU BCEKHTIO.

MHoro 9ectn:  rioseue oT 1 Ha 10 nmamueHTH

YecTn; 1 1o 10 Ha 100 nmanueHTH

HegecTH: 1 no 10 Ha 1 000 naMeHTH

Penku: 1 o 10 va 10 000 maoueHTH

Muoro penku: 1o Manko ot 1 Ha 10 000 nmaumeHTH

HenseecTHU: YecToTaTa He MoXKe Aa ObJe oneHeHa Bb3 OCHOBA Ha HAMMYHHTE JaHHH

g{ll{.ﬂﬂﬂalﬂi HEXKCIAHH JICKADCTBCHH DCAKIIHH,

HapymeHust Ha HEPBHATA CHCTEMA.
Penxy: CBHIMBOCT, yCEIIIaHe 34 HANPEeXKEHUE B I71aBaTa, riasobomnme.

CopievyHH HAPYINEHHS
Penxu: cppreduene, cTArale B rbpauTe.

CroMaImmHOYPEBHY HADYIIEHHS:
Penaxu: raaeHe, mOBIWUraHe, KUCEIMHH, CTOMAIIEH AUCKOMPOpPT U 00JIKa, ra3ose,

auapus, IIOBpHILAHE.

B moBeyeTo cIydad CTOMAIIHUAT JUCKOM(POPT MOXE J1a ce H30erHe Karo npueMate
AKyBep 110 BpeMe Ha XpaHeHe WIH clell XpaHeHe WK C HaMaJIiBaHe Ha J03arTa.

PeakiHu HA KOXKaTa HJIM NOAKOKHATA ThKaH:
MHoro peaxu: oOpuB, ChpOexX, KONPHBHA TPecKa (YPTHKapH).

Moaya 1- ATMHHEHECTPATHBHH JaHHH H HE(pOpManHs 32 NIPpeANHCBAHE —
Acuver 8 mg / Dose Oral Solution
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OO0y HApYLUCHHS
Penku: ycemane 3a TOILTHHA.

AKO HAKOH HEKeJIAHH PEAKIINH CTAHAT CEPHO3HH HJIH aK0 3a0e/Ie;KATe HeXKeJIaHH
peaknHH, KONTO He ¢a ONMHCAHH B TA3H JTHCTOBKA, NHGOPMHpAaliTE JeKapd HIH
dapmMaleBTa CH.

5. KAK CE CBXPAHSBA AKYBEP?
Jla ce cbxpaHsBa Ha HEQOCTHITHH 3a Jela MeCTa.

He ynotpebspaiiTe AKyBep cjieJ] H3THYaHE Ha CpoKa Ha FOJHOCT, OTOeNIA3aH Ha
KapToHeHaTa KyTds. Cpok Ha rOJHOCT 03Ha4YaBa MOCIEIHAS JCH Ha CHOTBETHHS MECELI.

CrpxpaHsaBaiiTe JIEKapCTBOTO B OpPHUTHHAIHATA OIIAKOBKA, 3a Jia I'0 NPEANasuTe OT
CBETJIHHA.
Jla He ce ChXpaHABa B XJIAJIWITHHK HIH 3aMpa3dBa.

120 ml; Jla ce ynmotpebu o 2 Mecena cliell IbPBOTO OTBAPSHE Ha ONTAaKOBKATa.
60 ml: JTa ce ymmoTpeOun 10 1 Mecel cnen nbpBOTO OTBApAHE HA ONAKOBKaTa.

JlexapcTBaTa HE TPAOBA Aa Ce HIXBBPILT B KAHAIN3AMATA K OOKITYKa. ITonmuTayre

hapMalLIEBT KaK Jia H3XBBPJIUTE HEOTPEOHOTO KOMHYECTBO. 1'e31 MEPKH nioMarar 32
olla3BaHe Ha OKOJIHATA Cpefa.

6. TOIIBJITHUTEJHA HHO®OPMAH U

KakBH ca ¢bCTABKHATE HA AKyBep?

AXTHUBHOTO JIEKapCTBEHO BEHICCTBO € OETAXHCTHHOB ANXHAPOXIOPUT

1 BnpuckBane (= 0,8 ml) cpabpxa 8 mg OCTaXUCTHHOB AUXHIPOXIIOPHI.
OCTaHAIATE IOMOIIHM BEINECTBA Ca 3aXapHH HaTpuii, IHiepo, erasHon (96 06. %),
parpues 6ensoar (E 211), conua kucenuna (3,5 % w/w) kato OydepeH areHT u
peducTeHa BOJA.

Kak m3riexaa AKyBep H KaKBO ChbpKa ONaKoBKaTa?

AxKyBep € pa3TBOP 3a IIPHIOXKEHHE MIPE3 yCTaTa.

KOHTEHHED:

Moaya 1- AAMHERCTPATHBHH JaHHH H RHpOpMANHd 32 NPeANACBAHE —
Acuver 8 mg / Dose Oral Solution
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Kexmmbapena crpiieHa OyTunka (YCTOHUMBO Ha KHCEIIHHY CTHKIO, THI IIT) ¢he
3alllUTEHa OT Aella BHHTOBA Kala4dka ¥ IPUIIOKEHa MEPUTEIHA ITOMIINYKA.

Pa3Mep Ha OITaKOBKATA:
60 ml u 120 ml.

[IpuTexaTes Ha pa3pemeHHeTO 32 ynoTpebda B nNpoN3BoIHATET

[IpuTeKaTea Ha pa3spelICHUETO 3a yrioTpeba IIpou3BoauTENn

CYATHUS Exquirere PharmaforschungsGmbH  Laboratorio Farmacologico Milanese
S.r.l.

Rudolfsplatz 2/1/8 Via Monterosso 273
A-1010 Vienna [-21042 Caronno Pertusella
ABCTpuA | WUranus

Tel.: 0043 (0)1 246 46 0
Fax: 0043 (0) 1 246 46 666
Email: office@cyathus.eu

To3m JeKapcTBEH NPOAYKT € paspeieH 3a ynorpeda B CJieIHATE TbPKaBH YWIEHKH
Ha EBponeiickoT0 HKOHOMHAYECKO IIPOCTPAHCTBO IO/ CJI€JHHTE HMEHA:

ABCTpHS: Betahistin ,,Cyathus® 8 mg / Pumpstoll Lésung zum Einnehmen
bearapus: AKyBep 8 mg/ 103a mepopalicH pa3TBOP

Yexus: Betahistin 8§ mg, davkovany peroraini roztok

I'epmanua:  Acuver 8mg / Pumpstofl Lésung zum Einnehmen

YHrapus: Acuver 8 mg / belsOleges oldat pumpés adagoloval

ITomma: Acuver 8mg roztwor doustny

PyMBHUA: Acuver 8 mg Solutie oralé

CrnoBakmsa:  Acuver 8mg/peroralny roztok

MocaeqraTa penaknds HA TA3H JUCTOBKA e yrBbpAeHa Ha {MM/TTTT}.

Monaya 1- AAMHHHCTPATHBHH JAHHH H FHQOPMALEA 32 OPESANHCBAHE —
Acuver 8 mg / Dose Oral Solution




