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Betahistine dihydrochloride

HpouereTe BHHMATE/IHO UAJIATA JIHCTOBKR NPEIH Ja 3anouHeTe Ja APpHEeMATe TOBA JeKapCcTBO,
Th#l KATO TH ChABPXa BAXKHA 3a Bac nadopmanna.

« 3ama3ere Ta3W JUCTOBKA. MOXKe 1a ce HAJIOXKH Aa 5 MPOYETETE OTHOBO.

o AKO MMaTe HJIKAKBH JOMBJIHUTEIHH BBIIPOCH, MONUTaliTe Baiuns nekap wiu gapmMainest.

« ToBa nekapcTBO € NpEeANMUCAHO SAHHCTBEHO U IH4HO Ha Bac. He ro npeorcTonBaitte Ha apyrd
xopa. To Moxke Ja HM HaBpEIH, HE3ABUCHMO OT TOBA, Ye MPU3HALMTE HA TAXHOTO 3300/ ABaHE
ca ChIUMTE KaTo BaiuwTe.

+ AKO NONYYHTE HIKAKBH HEKEJIAHH JIEKAPCTBEHH peakUHH, yBeaoMeTe Bauius aexkap WiH
dhapmatiesr, ToBa BKIIOYBA ¥ BCHUKM RBH3IMOKHH HEXKEJIaHM peaklMM, HEOTIHCAHM B Ta3H
nicToBka. BkTe TOUuka 4.

B Ta3# JHCTOBKA

Kakeo npeactapifiBa EMniepuH 1 3a KakBO ¢€ U3M0/I3BA
Kaxso TpaCBa aa 3Haere, npeau ga npueMere EMnepus

Kak na npuemare EMnepun

BB3MOXKHH HEXKENIAHH PEaKLIUK

Kak na cexpanssaTe EMnepHu

ChbabpprkaHve Ha ONAKOBKATA U AOIMBJIHHTENHA WHpOpMAaLMA

Nk —

1. Kakso npeacraB/jinsa EMIepiH H 3a KAKBO ¢¢ H3N0J13BA

EMneprH e nekapcTBo, KOETO € H3NOI3BA 34 JIeYeHHe Ha CHMATOMHUTE Ha MEHHUEPOB CHHIPOM, KaTo:
. 3aMaiiBaHe W UyBCTBO Ha HEpa3NoJ0XKeHHUE (rajicHe Wi MOBPBIIAHE)

® IIy™M B YIIHUTS

° 3ary0a Ha CITyX.

2. Kakso Tpa6Ba 1a 3naeTe, npean Aa npuemere Emnepun

He npuemadite EMmnepna

®  aKO CTe aNepPrudHH KbM OETaXHCTHH HJIH KbM HAKOS OT OCTAHAIIUTE CHCTABKH HA TOBA JIEKAPCTBO
(M30poeHH B TOUKa 6)

® aKxo UMare GeoXpoMOUMTOM, PAALK TYMOp Ha HanGHOpeyHaTa Kesa

AKO HAKOE OT ropernocOUYECHHUTE CHCTOAHHS CE OTHAcA 3a Bac, He npuemalite TORa NieKapcTBO. AKO HE
CTe CHI'YpHH, nonuTaiite Baiuua nekap win gpapMalerT npeaH Aa npuemMere EMIIepHH.

IlpegynpexaeHds H NpEeANa3HH MEPKH

['osopere ¢ Bawuua nekap wnu gapmauerT, Npeau 1a npuemere EMnepus.
® aKO CTPAJaTe WIH B MHHAJIOTO CTE UMAJTH CTOMALUHA A3Ba (MENTTHYHA 513Ba)
®  aKO UMATE acTMa

® 3KO MMATe KOMPHBHA TPECKA, KOKEH OOPHB HIIM XpeMa Mopaid alepru,




OTUTAaKBAHHA MOraT da ¢ BJIOIIAT
® aKO UMAT¢ HHCKO KPBLBHO HAJIATAHC

AKO UMaTe YCTAHOBEHO HAKOE OT MO-TOpe MOCOUYEHHTE ChCTOAHHS, KOHCYNITUPaiTe ce ¢ Baunsg nekap
AasH Moxce a npraeMare Emnepun. Teau rpynu naudeHTs TpAOBa 1a ce HabmoaaeaT OT JieKap no
BPEME Ha JICYCHHETO.

ena n 1I0HOIIH
[I[premMsT Ha EMnNepHH HE ce NpenopbYBa NMpH AeLid | OHOLUM Ha BB3PacT 1101 18 roxuHn nopaau
JIMIICATA HA AOCTATHYHO JaHHHM 3a 0e30nacHOCTTa B ePMKACHOCTTA MY.

JApyrua nekapersa 1 Emnepus

Hudopmupalite Bawuua nekap win GapmMalieBT, aKO MPUEMATE, HACKOPO CTE IPHEMANTH HIH €
BBE3MOXKHO [ NIPHEMATE APYId JIEKapCTBa, BKIIOUHTETHO JIEKAPCTBA, KOUTO C€ OTIMYCKaT 6€3
NIEKapCKO MpeArntcaHue.

Mo cneuuanyo, nugopmupaiite Bawms nexap umu ¢apMaLIeBT, aKO H3MON3BATE HAKOE OT CleJHHUTE

neKapcTBa:

* JlekapcTBa oT rpynara Ha HHXHOMTOpUTE HA MOHOaMUHOOKcHAa3ata (MAOIs uHxubnTopn) —
JieKapcTBa, H3MOJI3BAHH 32 ICUCHHE Ha Aerpecda H Gonectra Ha [lapkHUHCOH M € BB3MOMKHO /14
nosULIaBaT edexra Ha EMnepuH.

- AHTHXHCTAMHHY - JIEKAPCTBA, KOWTO C& U3NMON3BAT CIELHAIHO 34 JICYEHUE HA ANEPrHYHM
CHCTOAHMA KATO CeHHA XpeMa U Ha O0onecT Ha IbTYBAHETO. Te MOraT Ha Teopus Aa MOHMMKAT
edexra Ha EMiiepun, a 1 EMnepun Moxke Aa NOHMAKY €(EKTa Ha aHTHXHCTAMUHHTE.

AKO HAKOE OT rOpHHUTE ¢e OoTHacs 3a Bac (MJIM HE CTE CUTYPHH), roBopete ¢ Baiug aekap wiu
dapmMaLeBT npeau ynotpedbara Ha EMnepuH.

bpeMeHHOCT H KbpMeHe
AKo cre OpeMeHHa MW KbPMHATE, CMATATE, Ye MOXe fa CTe OpeMeHHa WK IUTaHHpaTe OpeMEHHOCT,

MochBETBalTe ce ¢ Bawmna aekap v apmalerT npead ynorpedara Ha TOBA JIEKAPCTRO.

He ¢ yctanoBeno aanu EMnepHH 3acAra HEpOACHOTO AETE.

° Cnipere ynorpebara Ha EMnepud 1 kaxeTe Ha Bawma nexap, ako ¢Te OpeMEHHa WIN CMATATE,
4e MOXKe Ja cTe OpeMeHHa.
o He usnonssaiire EMnepuH, ako ¢te OpeMeHHA, OCBEH T10 YkazaHue Ha Bawns siekap.

He e u3BecTHo nany EMneprH npeMHHaBa B KbpMara.
. He u3snonzeaitte EMnepuH, ako KbpMHTE, OCBEH 10 YKa3aHue Ha Bawus nekap.

IHognpade H padoTa ¢ MALIHHH

MeHHEepPOBHAT CHHIPOM H HETOBUTE CUMITTOMH MOTAT /1a NOBITHSAT OTPULATENHO CIIOCOOHOCTTA 32
wodupaHe u padoTa ¢ MalIMHKU. AKO CTPaJaTe OT TO3H CHHAPOM WIIH OT HEFOBUTE CHMIITOMH, TpaOBa
Aa U30AreaTe AeHHOCTH, KOUTO H3HCKBAT MOBHILIEHO BHUMAHHE, KATO HATIPHMEP UIO(HpaHe uny
pa6oTa ¢ MalHHKA. AKO HE CT¢ CUT'YPHH Aann EMnepuH Hma oTpuuareneH eext BbpXy
criocoOnocTTa Br 3a modupane, obcwaere ToBa ¢ Bawuns nekap.

EMIIepuH CLALPXKA JAKTO34.
Axo Bawua nexap Bu € kasai, 4e HMaTe HE[IOHOCHMOCT KbM HAKOH 3aXapH, KOHCYNTH
peay a 3aM04HeTe NPUICKEHHETO Ha TO3H JICKapPCTBEH MPOAYKT.




3. Kak na npuemare EMnepun

Bunaru npueMaiite ToBa JEKApCTBO TOYHO KAKTO B e ka3an Bawwmar nexap unu ¢papMaleBT. AKo He
CTe CHTYpPHH B HELLO, nonuraiTe Bauius nekap WK GapMauesT.

[lpenopbuMTenHara Jo3a €.

3a evzpacmuu
EnHa tabnerka Ba MbTH JIHEBHO,

BalumaT nekap we Kopurupa jo3ata cnopej orroeopa Bu Ha nedenuero.

Mooke 1a MHHAT JB€ CEIMHIM AOKATO 3allOYHE A HACTHIBA MOAOOpeHHE, 8 MAKCUMATTHUAT e(EKT Ce
[0CTIra MOHAKOra eBa caell HAKONKO MeceLa.

Kak 1a npuemare
Haii-n06pe e TabnerkuTe Aa ce IpUeMar ¢ XpaHa.

Axo cTe NpHeIH IOBeve 0T HeobxoaHMaTa Ao3a EMnepun

AKO ¢Te npHenH NnoBeye OT MPEeAnHCcaHaTa 103a, KOHCYNTHpaHTe ce ¢ Bawms nekap.

CHMINTOMHTE Ha NpeIo3HpaHe ¢ OETAXMCTHH Ca rajcHe, OOJIKa B KOpeMa U CBHJIMBOCT, & IIPH IPHEM
Ha MO-BHCOKH JO3H - TIPUNATBLM, OeToaApOOHN WIH CHPACUHH YCIOHCHEHHA.

AKO cTe NpomycHAJH A2 npHeMeTe EMnepan
H3zuakaiiTe o BpeMeETO 3a ceaBaliaTa Ao3a. He B3emaiite aBoidHa no3a, 3a Aa KOMICHCHpATe
nponycHarara Tadnerka.

AKO MMaTe HAKAKBH JOITBJIHWTENIHHA BBIIPOCH, CBBbp3aHH ¢ ynoTpedaTa Ha TOBA JICKAPCTBO, NONMHUTANTE
Bainus nekap wid GhapMaLeBT.

4. BL3MOHH HEXKE/IAHH PEARIIHH

KakTo BCHUKH IEKapCTBa, TOBA JICKAPCTBO MOKE 14 IPUUYMHH HEKEJIAHH PEaKLUHH, BLIPEKH Y€ HE
BCEKH ' [OJTY4aBa.
Morart Ja BE3HHKHAT CNEIHHTE HEWENAHH PEaKLIUM:

AJIEPprEYHH PEAKIHH
AKO MMaTe allepruyHa peakums, crpeTe npHeMa Ha EMNEpUH H Ce CBBPXKETE ¢ NEKAp HITH OTHAETE
BejHara B DonmuuuHO 3aBeacHue. Ilpu3HauuTe MoraTt aa BKTIOYBAT:
® HCPBECH OﬁpHB MO KOXKATA WIH BB3MN4AJICHA C'Bpﬁf[l.[l,a KKa
OTOK Ha JIMLIETO, YCTHHTE, £3MKa UITH LLIKUATA
cnajaHe Ha KPLBHOTO HANATAHE
3ary0a Ha Cb3HaHWe

TPYAHO AULIAHE.
AKo 3a0e/1eKHTe HAKOH OT FrOpHHTE NPH3IHALH, cipeTe npueMa HA EMoepnH u He3adasHO ce
CBLPIKETe ¢ IeKap HJIH OTHAETE B OoHHDA.

JAPYrH HeXKeJIAHU PEAKIHE BKJIIOYMBAT:

Yecmu (Morart ga 3acerHaT Ao | Ha 10 gyurum):




¢ rnaBodonHe,
®  Hepa3noioxKeHHe (rajaeHe),
» [po0OneMH ¢ XpaHOCMHIAHETO {JJUCHENCHA).

C neuseecmna vecmoma (OT HUTMUHHTE JaHHH He MOxKe 13 O'bAC HAMpaBeHa OLISHKa):
. Jleku cTOMAIIIHO-YPEBHH OIUIAKBaHUA, HANp. raaeHe (TIOBPbLLAHE), 0D0J1Ka B CTOMAIIHO-
YPEeBHHA TPAKT, HAMPEXKEHHE B KopeMa H noaysane. [IppemaneTo Ha EMniepuH © XpaHa
MOM€E 13 TIOMOTHE 3a HAMAJIABAHE HAa CTOMAIIHHTE MPO0IEMH.

CrobmasaHe Ha HeXKe1aHH peaAKIHH

AKO TIOJIYUMTE HAKAKBH HEXKETAHW JNEKAPCTBEHH peakLnH, yseaoMete Baluus iekap v apManesT
MM MEIMLHHCKA cecTpa. TORa BKIIOYBA BCUYKH BB3MOXKHH HEONMUCAHH B Ta3H JINCTOBKA HEXKENIAHH
peakupH. Moxere chLIO 42 ¢hOOLUHTE HEXENNAHH PeaKLHH JHPEKTHO Upe3 HallHOHAIHATA CHCTEMA 3a
choOluaBane, B U3meiHUTEHA areHL A Mo jiekapceTeara yo. ,Jlamsn [pyes” Ne 8, 1303 Cogua, Teu.:
+35 928903417, yebcaiit: www.bda.bg. Kato chobiasate HexenaHu peakliiH, MOXKETE 1 AaZieTe
CBOA MPHHOC 34 IMOJIYYaBaHe Ha MOBEUE HHGOPMALIMS OTHOCHO De30MacHOCTTa Ha TOBA JICKAPCTBO.

S. Kak ga coxpanaBare EMnepun

ITa ce cpxpanaa noa 25 °C. Ja ce cbXpaHdBa B OPHIHHAJIHATA ONTAKOBKA, 33 Ja C€ Npeanasy oT
BJIAra.

,[[El Ce ChXpaHsiBa Ha MACTO, HEAOCTBHITHO 3a Aeua.

He uznonssaifre ToBa JekapeTBO Cliel ¢poka Ha rogHocT (T'omeH A0), oTOENA3aH BBPXY KAPTOHEHATA
OnakoBka. CpoKbT Ha FOAHOCT CE€ OTHACA A0 MOCEAHMSA ASH OT NIOCOYSHHU MeCell,

He H3XBBpAHTE ICKAPCTBAaTa B KAHAIM3ALMATA WM B KOHTEHHepa 3a JTOMALIHH OTHaJdbIIH.
[Nonuraiite Balmms ¢apmManerT Kak na M3XbPIIATE JISKapCTBaTa, KOHTO BeUE HE U3TON3BaTE. Tezu
MEPKH 1€ CAOMOTHAT 3a Orna3BaHe Ha OKOJIHATa cpeaa.

6. CrabpiKaHHe HA ONAKOBKATA H AOI'BJIHHTEIHA HHpOpMANHAS

Kakso cuabpxa EMnepun
AKTHBRHOTO BellecTBO e OeTaxHCTHHOB JUXHIPOXJIOPHU.
Bcsika Tabnetka EMnepuH ceappika 24 mg 6 TaAXMCTHHOB IMXHPOXIIOPHA.

Ipyrure ¢heTaBKH ¢a noBuaoH K90, MUKpOKpHCTATHA Lieny103a, 1aKTO3a MOHOXHMAPAT, CHIMLIMCB
IHOKCHII, KONOWZEeH Oe3r0/IeH, KPOCMIOBHAOH M CTEAPMHOBA KMCEIHHA.

Kak m3rnexaa EMnepaH H KAKBO CbALPIKA OHAKOBKATA

Bana win nouru 0sana, Kpwria, ABOHHO-H3MBKHATA TabneTKa, ¢ JeMTe/IHa 4epTa OT €4HaTa CTpaHa.
Tabnerkara Mmoxe aa Obje pa3geneHa Ha paBHH JIO3H.

[Tpeanara ce B KAPTOHEHH KyTHH, Chabpskainy 20, 30, 40, 50, 60 unu 100 TabneTKH, ONAKOBAHH B
donucTeps.

He BcuuxH onakoBku Morar aa ObaaT NyCHATH Ha nasapa.

IlpuTexkare/1 HA pazpelieHAETO 32 YIOTpeda H MPOH3IBOAHTET




[TpuTexatel Ha paspelIeHHeTo 3a ynotpeba
Egis Pharmaceuticals PLC

1106 Budapest, Keresztari Gt 30-38.
YHrapus

[IpouzroanTENH

Egis Pharmaceuticals PLC
1165 Budapest, Bokényfoldi ut 118-120.
YHrapus

To3n JexapcTBeH NPOAYKT € pa3pellleH 3a ynorpeda B ALpKaBATE WICeHKH Ha EBponeickoTo
HKOHOMHYECKO NPOCTPAHCTRO ChC CJIETHHUTE HMEHA!

Huaepnaxaus: Betabere 24 mg tabletten
bparapus: Emnepun 24 mg tabnerku
Emperin 24 mg tablets
Yurapus: Emperin 24 mg tabletta
PyMbHuUs: Emperin 24 mg comprimate
CnoBakus: Emperin 24 mg tablety

JaTa HA NOC/IEAHO Npepa3riexkAaHe HA JIHCTOBKATA
Cenremspu, 2019 1.




