" JIncrorka: nadopMalHs 32 NANHEHTA

' TAJJAHTAMMHH JIC 5 mg/ml uH>keKIIHOHEH Pa3TBOP
GALANTAMIN DS 5 mg/ml solution for injection

raTaHTAMHHOB XBApoGpoMu/galantamine hydrobromide

[IpouereTe BHAMATEIHO WUSJIATA JHCTOBKA, OPEIH Aa 3alotHETE A H3N0/I3BATE TOBA

JIEKAPCTBO, Thil KaTO TH ChABbPXkA BaxkHa 3a Bac uadopmauus.

- 3amazere Ta3H JUCTOBKA. Moxe Z1a ce HAJIOXKH Jia g IIPO4ETCTE OTHOBO,

- AKo HMATe HSKAKBH NOITBIHMTENHM BHIIpocH, nomuralite Bamms nexap, dapmanest
HJIH MEIWITHHCKA CeCTpa.

- Toga JieKapcTBO € MpeAnucaHo JIMIHO Ha Bac. He ro npeorcrpnBaiTe Ha APYTH XOpa.
To MoXe 7Ta UM HaBpely, HE3aBHCHMO |¢ NPH3HAMHKTE HA TAXHOTO 3afbosigBane ca
CHIMUTE KaTo Bawmure. |

- AKO IMOJyIUTE HAKAKBH HEXEJIAHH PEaKIMH, yBEIOMETS Bamnus nekap, papMaleBT HIIH
MeIAIMHCKA cecTpa. ToBa BKIOYBA M BCHUKH BB3MOXHH HEKCIaHH PCakiliH,
HEOIMCAHH B Ta3H IHCTOBKA. BHXkTe ToUuKa 4.

Kakpo CbABPAA TA3H JIHCTOBKA |
1. Kaxso npeacrapmnsisa I'amanramud J[C ¥ 33 KakBO ce ¥
2. KakBo Tpsi0Ba Ja 3HaeTe, Npeay Aa H3MOJI3BATe I"anar
3. Kax na u3nomspare [ananramun JIC
4. BE3MOXHH HEXEIAHH peaKIUH

5. Kak na cexpanssare ["ananramun JIC
6. ChIbpKaHHE HAa ONMAKOBKATA H NOMBIHHTETHA KHHGOP
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1. Kaxso npeacrapassa l'axanramad 1C H 32 KaKBO ¢€ H3M0/I3BA

[anantamun JC € neKapcTBeH MPOAYKT, KOATO ChABPKA AKTHBHOTO BEIICCTBO ranaHTaMUH.
[ataHTAMMH NPHHAUIEKY KBbM IpyIia JIeKapCTsa, HapeHdCHH alleTHIIXONIUHECTEPa3sHI
upxuGrropH. Toil MoBHINaBa HHBOTO Ha allETHIXOIHMHA, KONTO y9acTBa B IPOBEKIAAHETO HA
HEPBHHUTE UMITYJICH B INIaBHHA MO3BK H nepudeprute Heped. Ilono0psaBa CbCTOAHHETO HA
[anKeHTH ¢ 6onect Ha Annxaiimep, KaTo 3a0aBs pa3BUTHETO H.

Manomsea ce 3a JieueHHe Ha ¢1abo 10 yMepeHO H3pa3eHa ICMEHIHA OT THIIA Ha Anmxaiimep,
3a60IIBaHAA Ha NepH(EpHUTE HEPBH, CBBP3aHN € MPOrpeCcHBHA MYCKYJIHA macTpodus,
IOJIMOMHEJTHT, AeTcKa HepedpaiHa napann3a, IBHraTe/IHd HapymCHHA
(1OJIMPAIHUKYIOHEBPHT, PAANKYIOHEBPUT, HEBPHT, IOJIMHCBPHT, NOTHHEBPONIATHH),
MHacTeHHA rpaBuc (cnabocT Ha MYCKYyTHTe). |

2. Kaxkso Tpa0Ba aa 3HaeTe, NpeH a H3N0A3BATE Tanapramun JC

He npnemaiite Tananramun JIC
- aKo CTe aJiepruyHd (CBPHXJIYBCTBHTENHH) KbM QKTHBHOTO BEIECTBO ijm
oCTAHANHTE CHCTABKH HA TOBA JIGKAPCTBO (M3GPOCHH B TOUKa 6); 75
. ako WMaTe HAKOoe OT clemHuTe 3a00idBaHHsi: TEXKKA OuOpeuHa U/ATH

HeZIOCTATHYHOCT; OPOHXHATHA acTMa; ChpAeuHO 3a00nsdBaHe, KOCETO |,

AEAUYMTEHO 3a0aBiHE HA ChPIACYHHS PHTHM HJH C HApYIICHHC Ha ChpACTHATA IPOBOIEMO
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(mpeACHpAHO-KaMepeH OM0K); CTEHOKapAMs; TEXKKA ChpPACHHA HegoCTATHEUHOCT (cnabocT Ha
CHPACYHHS MYCKYJT); CITHJICIICHA; XANEPKHHEINH (HEBOJIEBH JABHIKCHHS).

IIpenynpexaeHnd U NpeANa3HA MepKH
['oBopere ¢ Bamus ekap, Ipeax a H3MOI3BATe TananTamun 1C.

VBenoMeTe Bamus jexap, ako umMate 3a00/ABaHKs Kato:

- HapyIIeHUs Ha ChbPACYHHA PHTHM CBC 3a0aBAHe Ha NMyJIca WK aKo MpueMare JICKapeTsa,
KOWTO BOIST JIO HErOBOTO 3a0aBsHE;

- cupacuHo 3afonsaBaHe (KaTo Hamp. muckoMbOpT B TIBPAMTE, YECTO NMPHIMHABAH OT
dbusHyecKka axTHBHOCT, CBpAEYCH ylap, CbpAcTHA HeJOCTATRUHOCT, 3abaBeH MK
HepaBHOMEPEH CBHP/ICYEH PUTEM, YABDKCH QTc unrepran);

- s3BeHa O00JIeCT Ha CTOMAaxXa UK ABaHANCCCTONPBCTHHKA,

- xpoHH4YHH GenoapobHH 3a00NABaHHA CBHC CHA3hM HA OpoHXHTE;

- peTeHuus (3aApHXKKa) Ha YPHHA WM HACKOPO MpeKapaHa ornepalidsa Ha NpOCTaTaTa HIH
IMKOYHHUA MEXYD.

[Ipequ npoBeXXAaHe Ha XHMpYprudHa omnepanui c obla Hapko3za TpssOBa Aa YBEOOMHTC
JICKyBaII|A JeKap, Y€ MPOBEXIATE JICICHHE C ['anantamuH JIC.

[To Bpeme Ha yeueHHe ¢ ['aTaHTaMUH JIC ce npenopbuBa ynorpeda Ha nopeye TEHHOCTH.

lpu neuenme ¢ lamantamun JIC Moxe ja ce HaGmogaBa HAMalsdBaHEe HAa TErJOTO.
[IpenopsuBa c€ KOHTPOJHPAHE HA TErIOTO, ocobOeHO NpH NMANUECHTH ¢ JCMEHIHA,

Nipyrn JexapcTBa H I'aJaHTaAMHH AC
TpsabBa ja kaxere Ha Banmis nexap, ako NPHEMATE, HACKOPO CT€ MpHEMAJIH HIH € Bb3MOXHO
Na IIpUEMAaTe JpYTrH IeKapCTBa.

VBegoMeTe JIeKyBailus CH JieKap, ako IIPUEMATE.

- JexapcTBa 3a JieUeHWe Ha apUTMHH HIH BHCOKO KPBBHO HAIAIAHC (XHHHJMH, JTHIOKCHH,
HeTa-OOKEPH KAaTO aTEHOOJ, TPOMPaHONIOo, METOIPONIOIN);

- nekapcTsa, nosnaspamy QT'c HHTEpBAA;

- anTeOwoTHIH (r€HTAMHIIMH, AMHKaIIWH, EPHTPOMHIIHH);

-  LHMMETHIHH, | |

- JIeKapcTBa 3a JIedEHHEe Ha ICMPECHH KaTO NIapOKCETHH, ¢bnyoKCETHH,

- KeTOKOHa30J (IIPOTHBOrEOHYHO JICKApCTBO);

- pUTOHABHp (JIEKAPCTBO 3a JICUCHHE HA CIIH).

Tesd JiekapcTBa MOTAT fa 3aCHJIAT HEXENAHOTO NCHCTBHE Ha lanantaMue JIC wm ja
POMEHAT NeueORuA My e(eKT; -

-  Tanapramuy [JC Moxe Ja aHT2ZrOHH3Hpa neueOHud edeKT Ha TaKHMBa JIEKapCTBa KarTo
aTponHH, GeH30XEKCOHHH H JIpYTH ranrjo0ioKepu, TyOOKypapHuH.

BpeMeHHOCT, KbpMeHe H GepTAIHTET
AKO cTe GpeMEHHA WIIH KBDMHTE, CMATaTe, € MOXE Ja CIc OpeMeHHa WIHM IUIAHMPATE

GpeMEHHOCT, MochBeTBaliTe ce ¢ Bammusi jiekap Npejii ynoTpebara na Fananramus JIC.

BesomacHaTa My yrorpe6a npu GpeMeHHH He € JI0Ka3aHa, MOpaJH KOETO HE ¢C npenopbysa Aa
ce M3MON3Ba OT OpeMEHHM JKCHH ¥ 110 BPEME Ha KbPMCHC. JEEEREESEN
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[lpu neuenue ¢ lamanramus JIC, ocoOeHO B HAYANOTO, MOrar Jia C¢ MOABAT 3PUTCIHH
HApYIIEHUSA, CBHIHBOCT H CBETOBBPTEK. B Takupa ciydaH He mo¢dHpaiiTe H HE H3BBPUIBAHTE
NeHHOCTH, M3HCKBAIOY MOBMIICHO BHHMAHHE, I0KATO TE3X CHMIITOMH HE OT3BY4AT.

ITasaaraman AC cuabpika mo-Manko or | mmol Harpuit (23 mg) Ha MUWIHIHTED, T.€. MOXE
1l ce Kake, de MPAKTHYECKH He ChIbpKa HaTpHH.

3. Kaxk na H3moJji3BaTe Fananramun JC

Bpnaru wanompaitte [ananramus JJC TouHO KakTo B € Kasanl Bamumar aexkap. AKO HE CTE
CHT'YDHH B HeINO, onuraiite Bammus nexap.

[ananramue JIC ce npuiara OT KBTMGHIUpaH MEIMIMHCKA NEPCOHAN MOA JICKAapCKH
xonTpoi. Jlo3npoBKaTa H MPOXB/DKMTENHOCTTA Ha JICHCHHE CC ONPEACTAT OT Bamms nexap B
3aBACHMOCT OT BHAA H TEXECTTa Ha 3a00/sBAHETO.

Tanantamun JC MEDKEKIHMOHEH pa3TBOp C€ MpHIara IIOLKOXKHO, MHTPAMYCKYJTHO HIH
MHTPABEHO3HO.

AKO He € IPEAITHCAHO APYTO, €€ IPENOPHYBAT CIEAHATS 03K

Jleaenne Ha HEBPOJOrHIHH CHCTOAHHASA

Bp3pacTHH

Ofmaafigara HaYaMHA #03a € 2,5 mg. Jl03aTa MOCTENEeHHO ce MOBHINaBa /0 ONMTUMATHATA,
onmpenenena oT Bamms sexap. MaxcumanHarta €HOKpatHa JI03d 3a BB3pacTHH ¢ 10 mg

IOJKOXKHO, 8 MAKCHMAJTHATa JHEBHA 1032 € 20 mg, pa3fieNieHa Ha 2 MK 3 paBHH J03H.

- Hena -
[Tpunara ce DOAKOXHO B JO3H, ONPEACICHH OT JeKapd, cIopen Bb3pacTTa H TErNOTO HA
HETCTO. -

[Ipu anecTe3Ns, XHPYPIUA U OTPABAHUS
JlexapcTBOTO ce MpHjara BEHO3HO B 1032 OT 10-20 mg aHeBHO. 3a JIEUYCHME HA

CHIEOTIEPATHBHY Tape3y HA THHKMTE 4CpBa WIH IHKOYHUA MEXyD Tanauramun JC ce
npusiara 2-3 TETH THEBHO B J03H, ONPEJENCHN OT JIEKyBaIlid nexap.

Jeua

[Ipunara c¢ HHTPAaBEHO3HO B 03, ONpEIeIEHN OT JIEKap, cropes, BB3pacTra u TEroTo Ha
IETETO. |

POu3uoTepanHs |
Ilpu ¢usuoTepanus [ aTaHTaMUH JIC ce mpunara upe3 Honopopesa B 1032 OT 2,5 10 5 mg

(IIpH eJIEXTPHYECKH TOK OT 1 110 2 mA) 3a 10 MunyTH 32 nepuox 10-15 quu.

Axo Fauapravas JIC ce Npu/iokH B NO-rojaMa 1034 OT JOIMYCTHMATA
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4. Bb3MOXKHH HeXeJIaHH peaKuHH

KakTo BcHHMKHM JIeKapcTBa, TOBa JICKAPCTBO MOXKE Ha INpeAH3BHKA HEeXCJIaHH peaKlvH,
BBIIPEKH Y€ He BCEKH T NOJy4aBa.

Ha6monaBaHHTE HEXENaHH JEKAPCTBEHH peakiiH OOHKHOBEHO CE€ NPOABABAT B HAYAIOTO HA
JedeHMeT0 WIM NpH MOBHIIaBAaHE Ha J03aTa ¥ OT3BYYaBaT B XO/ia Ha JICUCHHCTO.
[ToBaMraHeTo H MOBPBHIIAHETO IIPEMHHABAT B MPOAB/DKEHHE HAa HAKOIKO JHH OT Ha4al0TO Ha
JICUEHHETO.

Veenomere He3abaBHO JIEKyBalMA CH JIEKap, ako MOYYBCTBATE HAPYINCHHC Ha CHPACHHHA
pUTHM, OOJIKM B ChpAEUHATa 00J1acT, 3a€MHO CBhC chpIicOHeHe WK B CIyYal Ha IIPUMATBIIH.

HesxenauuTe JIEKapCTBEHH PEaKIHH ce KIIaCHQHIMPAT IO YeCTOTa KaTo:

Mnozo yecmu (3acarar nopede ot | Ha 10 maHeHTH): rajacHe, MOBPHIIAHE.

Yecmu (3acaraT mo-Manko oT 1 Ha 10 maumeHTH): MOHMXKCH aNETHT A0 OTKa3 OT XpaHCHE,
XaMOUMHAIMN, JeIpecHs, 3aMaiiBaHe, IaBo0onMe, TpemepeHe, TbPYOBE, CHHIMBOCT,
neTaprust (3aTopMo3eHocT), 3abaBsHe Ha CHPACYHHA DUTHM, MNOBHINABAHE HA KPBBHOTO
Hajsrage, CTOMAaHY OONKH, Tuapys, JHCHENCHS, CTOMAITHO-YPEBEH nuckoM@opT, YCUIEHO
OTOOT/ACISAHe, MYCKYJIHH CllasMH, cnaGocT, yMopa, 00Imo HEpasnoJIoXeHHe, 3aryba Ha
TeJECHO TENNO, MaJaHHus.

Heyecmu (3acarat nmo-Manko oT 1 Ha 100 nauMeHTH): 06e3BOIHABAHE, 3PATEIIHA H CITyXOBH
XADOIMHALMH, NapecTe3uH (6omexH, napeHe, Mpasydkase), NpOMAHA HA BKyCa, NOBHIICHA
JHEBHA CHHJIMBOCT M MATOJIOTMYHO [IOBHIIABAHE HA NIPOABDKHTCIHOCTTA HA ChHA, 3aMBIJICHO
apeHde, IIyM B YDUMTE, PHTBMHH M TPOBOJHH HapyINeHHs Ha CBHPLETO (BKJTHOMHTENHO
chpaedeH 0ok I cTemed), MOHMXEHO KPBBHO HAJAraHe, TOIMM BBIHM, FaJCHT, MYCKYJIHA
c1ab0oCT, MOBHIIEHH CTOMHOCTH Ha YEPHOAPOOHUTE CHIHMH,

Pedxu (3acsrar no-manko ot 1 Ha 1 000 nanueHTH): XCNATHTH.

C newsesecmna wecmoma (OT HATMYHHTE NaHHK HEe MOXe na ObJe HanpaseHa OIICHKA):
3aCH/IBaHE HAa YpeBHaTa MCPHCTAITHKA.

Cro0maBaHe HA HEXKEJAHH peakKiUH
AKO TIONY4YMTe HSKAKBH HEXEIAHH JICKAPCTBCHH DCAKIUH, yBEIOMETC Bamnua nexkap und

bapMaleBT WIH MeIMIHMHCKA cecTpa. ToBa BKIOYBA BCHUKHM Bb3MOXKHH HEOMHCAHH B TasH
THCTOBKA HEXENAHH PeaKIMH. MoxeTe ChIIO Ja ChOOUIMTE HEXeNAaHW PEaKiHK THPEKTHO
ype3 HAMOHAIHATA CHCTEMA 3a CHOOINABaHE, B |
HsneIHATEIHA arcHIHA 110 ICKapCTBAaTa

yi. ,,Jlamsaa ['pyes” Ne 8,

1303 Cotus,

Benrapus

Ten.: +359 2 8903417,

yeOcaiiT: www.bda.bg.

Kato chobluapBate HeXENaHH PEakIMH, MOXKETe Ja AafeTe CBOA NPHHOC 32 TOTydaBaHC Ha
noseye HH(GOpMALMA OTHOCHO 6€30IaCHOCTTa Ha TOBA JIEKapCTBO. |

5. Kaxk na coxpanssarte I'anaaramun AC
Jla ce chXpaHABa B OPHIHHANIHATA OnakoBKa. Jla ce ChxpaHsiBa noJ 25°C.
Jla ce cpXpaHABa HA MACTO, HEIOCTHITHO 32 Jema. '




Jla He ce W3MOJI3Ba CIIEN H3THYAHE CPOKA Ha FOQHOCT, yKasaH BBPXY omakoBkara. CpoKbT Ha
FOJHOCT C€ OTHACK 38 MOCNEAHMS IEH OT MOCOUCHH S MECCL.

He w3xBBpiiliTe JeKapcTBaTa B KaHanu3alusra Wid B KoHTeliHepa 3a JOMAUIHH OTNAXBIIH.
Tlonmraiite Bamus dapmauesT Kak 1a HIXBBPIATE fieKapcTBaTa, KOMTO Be4e HE H3NON3BATE.
Tesu MepKH IIe CIOMOTHAT 3a Ona3BaHe Ha OKOJIHATa Cpe/ia.

0. CoabpaaHde HA ONAKOBKATA H JOIb/IHHTEIHA HHpopMALHA

Kakso chabpxa Fanaaramun IC
. AKTHBHOTO BEIIECTBO € FAJaHTAMHHOB XHAPOOPOMHJ 5 mg.
- Jipyrute ChCTAaBKM Ca: HATPHEB XJIOPHA, BOJA 34 HHYKCKITHH.

Kax warnexna Fananramun JIC A KAKBO ChIhPXka ONAKOBKATA

Tanasramus JJC HHXEKUHOHEH PasTBOP € OHCTED, Ge3BETeH A0 OIeI0 KBJIT Pa3TBOP B aMILyNH OT
Ge3BETHO HEYTPATHO CTHKIO ( THII I, ¢ BMECTHMOCT 1 ml).

10 6pos aMITy.iH ca IOCTABECHH B OIMCTEp OT PVC-ponuo.

Beexn 6aucrep (10 ammyim), npaApyXKeH C THCTOBKA 32 IALMEHTA ¢ [I0OCTABA B KAPTOHCHA KYTHAL.

[MpHuTexaTes Ha pa3pemeHHETO 34 ynoTpeba
TAHCOH-BI' OO/

yiL. ,,Oren [Tancuit* Ne 26

2400 rp. Pagomup

brarapus

tei.: 024519300

email: office@danhson.com

IIpon3soaHTEN
BETIIPOM AZ}
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JlaTa HA MOCJETHO MPEPa3TJIeKIAHE HA JIUCTOBKATA
asryct 2025 .




