JIncroBka: unopManus 3a NalHeHTa

IF'AJIAHTAMMH JIC 5 mg/ml nn:keKIiHOHEH pa3TBop
GALANTAMIN DS 5 mg/ml solution for injection

rajjaiTaMHHOB XHIpoOpomu1/galantamine hydrobromide

IlpoyeTeTe BHHMATEIHO HS/IATA JIMCTOBKA, MPEAH /1a 3aMo4HeTe Ja H3N0/13BaTe TOBA

JIEKAPCTBO, Thil KaTo THA ¢bAbpP:Ka BaxKHa 3a Bac undopmanmus.

- 3anasere Ta3u JHCcTOBKA. MojKe Jla ce HAJIOJKH J1a s IPOYETETE OTHOBO.

- AKO MMaTe HSKakBH JIOITBJIHHTEIHH BBIIPOCH, nonuraiite Bamms nexap, ¢gapmaueBt
WJIH MeJIMIIHHCKA cecTpa.

- ToBa jekapcTBO € mpeanucaHo JMuHoO Ha Bac. He ro mpeorcTenBaiiTe Ha Ipyrd Xopa.
To Moke na MM HaBpeaH, HE3aBHCHMO 4Ye MpHU3HAIUTE Ha TAXHOTO 3abosisfBaHe ca
ChIIKTE KaTo BammuTe.

- AKO TIOJTyYHTe HAKAaKBH HEXKETaHU peakiuy, yeegoMmere Bawus nekap, papManeBsT HiH
MEJMIMHCKA cecTpa. ToBa BKIIOYBA M BCHYKHM BB3MOJKHHM HEKEJIaHH PpEaKIMH,
HEOIMCaHH B Ta3M JIMCTOBKA. Buikre Touka 4.
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1. Kakso npeacraBasBa IN'anantamun /IC 1 3a KakBo ce H3110.13Ba

I'anantamun JIC e nekapcTBeH NPOJIYKT, KOHTO ChABP)KAa AKTHBHOTO BEIECTBO raJlaHTAMMH.
[anmanTaMHH IPUHAUIEKH KBM IpyIa JIEKapCcTBa, HApeYeHH alleTHIIXOJIMHECTepa3HH
uHXHOHTOpH. Toii MOBHIIIABa HUBOTO HA AlleTHIXOJIHHA, KOHTO y4acTBa B IPOBEK/IAHETO HA
HEPBHHUTE UMIIYJICH B IJIaBHUS MO3bK U nepudepuute Hepsu. [lonobpsBa cheTosIHUETO HA
nanueHTH ¢ 6osect Ha AnxaiiMep, Kato 3a0aBsi pa3BUTHETO H.

M3non3Ba ce 3a neyeHne Ha ¢1abo 70 yMEpPEeHO H3pa3eHa JIeMEHIIHs OT TUIa Ha AJjxaiimep,
3a0oJsiBaHus Ha nepudepHATE HEPBH, CBBP3aHU C IPOrpecHBHA MYCKYJIHA qucTpodus,
[OJHOMHMEJIHT, JIeTCKa 1iepedpaliHa napaiusa, JBUraTeIHi HapyleHUs
(MOMUpaMKyIOHEBPHT, PAHKYIOHEBPHT, HEBPUT, IIOJTMHEBPHUT, ITOTHHEBPOIIATHH),
MHACTeHHS TpaBHC (c1adoCT Ha MYCKYJIUTE).

2. Kakso TpabBa aa 3Haere, npean aa uznoiaspare Fananramun 1C
He npuemaiite I'anantamun JC

- @Ko CTe alleprH4HH (CBPBbXYYBCTBHTEIHH) KbM aKTHBHOTO BEIIECTBO HJIM KbM HSAKOS OT
OCTaHAJIMTE CHCTABKH HA TOBA JIEKAPCTBO (M30poeHH B TOUKa 6);




(npencepaHo-KaMepeH 6II0K); CTEHOKapAud; TeXKa ChpJeUHa HEeOOCTAThYHOCT (caabocT Ha
ChpJICYHHNSA MYCKYJ1); eMUIENCHS; XUIIEpKHHE3NH (HEBOJICBH ABHXEHHS).

IIpeaynpexneHna U npeAnasHA MepKH
I'oBopere ¢ Baumms nexap, npean Aa n3nonspare Fananramuan JC.

¥YsenoMerte Bamns nekap, ako uMarte 3a0014BaHKS KaTo:

- HapylUIeHHs Ha ChPAEYHHS PHTHM ChC 3abaBsgHe Ha NyJica HJIH aKO [IpHeMaTe JIEKapCTRa,
KOHTO BOJAT JI0 HETrOBOTO 3a0apsHe;

- cBpAcyHO 3abonsBaHe (KaTo Hamp. AMCKOMGOPT B I'BPAHTE, YECTO MNPHYMHABAH OT
¢du3HUecka aKTHBHOCT, CBpReYeH YyAap, ChpAedyHa HEAOCTATHYHOCT, 3abaBeH HIH
HepaBHOMEpeH CHPACYEH PUTHM, YABDKeH QTc HHTepBan),

- sA3BeHa bonecT Ha CTOMaxa MM ABAHAECETONPHCTHHKA;

- XpOHHYHH OenoapobHu 3ab0NIBaHHA ChC CIA3BM HA OPOHXHTE;

- peTeHIMA (3aApBbKKa) Ha ypHHA MM HAacKopo MpeKapaHa omepalHs Ha HpOCTaTaTa WM
[TUKOYHHS MEXYP.

[Ipean npoBexnaHe Ha XHpYprHYHa omepanus ¢ oOla Hapko3a TpsaGBa Oa yBELOMHTE
NeKyBallHs JIeKap, 9e mpoBexare gedeHue ¢ [ananramun J{C.

Ilo Bpeme Ha negenue ¢ I'anantamus JIC ce npenoptuBa ynotpeba Ha MoBeye TEUHOCTH.

IIpn neuyenme ¢ lamantamue JIC Moxe ma ce HabmozaBa HamansBaHe Ha TEMJIOTO.
[Ipenoprusa ce KOHTponHpaHe Ha TETNIOTO, 0COOEHO PH MAITHEHTH C AEMEHIHS.

JApyrn aexaperea u Fananramun JC
Tpabpa na xaxere Ha Bammus nekap, ako mpHemMaTe, HACKOPO CTE MPHEMATH HIIH € Bh3MOXHO

Iia IpHeMaTe OPYTH JeKapCTBa.

YBeoMeTe NeKyBalus CH JeKap, ako IpHeMaTe:

- JIeKapcTBa 3a JICMEHHE Ha apUTMHH WJIH BHCOKO KPHBHO HajAraHe (XMHHIHH, QMTOKCHH,
Bera-GnokepH KaTo aTeHONOJ, IPOIIPAHOA0JI, METONPOJION);

- JNlekapcTsa, nosauasamy QTc uHTepBana;

-  aHTHOMOTHIH (FeHTAMHMLHH, aMHKAI[HH, EPHTPOMMUIIHH);

- IHMETHIHH;

- JISKapCTBa 3a JIEYeHHE Ha JAENPEecHH KaTo AapOKCeTHH, (PIyoKCeTHH;

-  KETOKOHa30J] (IpOTHBOIEOHYHO NEeKapCTRO);

- puMTOHaBHp (1ekapcTBo 3a nedenue Ha CITHH).

Te3n nexapcTBa MoraT na 3acHIAT HeXenaHoTo AelicTBHe Ha [amamtamun JIC wmm na
NPOMEHSAT Je4eOHHA MYy ediekT;

- Tananramun JIC mMoxe na aHTaroHmsmpa nedeOHHs edeKT Ha TaKHBa JEKapcTBA KaTo
aTpPON¥MH, HeH30XEeKCOHMHA H APYTH raHrTHOGIOKEPH, TYGOKYpapHH.

BpemeHHocT, KbpMene H hepTHINTET
Axo cTe OpeMeHHAa HJIM KBPMHTE, CMATaTe, 4e Moxke Ja cTe GpemeHHa HIM IUIAHHpaTe
6pemenHocT, ochBeTRaliTe ce ¢ Bawma nekap npean ynorpebara Ha Fanaatamun JIC.

Besonacuara My ynorpe6a npu 6pemMeHRY He € JoKa3aHa, IIOPaJH KOETO He Ce Tpenopbisa 1a
ce H3[T0N3Ba OT OpeMEeHHH XeHH U 10 BpeMe Ha KBEpPMeHe.

IMlodupane u paboTa ¢ MAMHHH



[Ipu neuenwme ¢ amanramun JIC, ocobeHo B HayamoTo, MOTar [a C€ MOABAT 3pHTENHH
HapylleHHs, CHHIIMBOCT H CBETOBBPTEX. B TakuBa ciTy4ad He modupaiite 0 He U3BLPIUBAiiTe
IEMHOCTH, M3HCKBAILM NOBHINEHO BHHMaHKe, TOKATO Te3H CHMIITOMHU HE OT3BYYAT.

Tanantaman JC ebabpxka no-Manko oT 1 mmol vatpuit (23 mg) Ha MATHIIATED, T.€. MOXKE
Jia ce Kaxe, ue IIpakTHYeCKH He ChAbpKa HaTpHi.

3. Kak ga m3nomssate Matantamun 1C

Buuaru m3nonspaiite I'anantamud JC touno kakto B e kasan Bammmsar nexap. Ako He cTe
CHTYPHH B HEIO, MonHTatite Bamua nexap.

Tanautamun JIC ce npumara oT kBadMbHUHpaH MEIMIMHCKH [OEPCOHAT MO JEKapCKH
KoHTpo. JIO3MpOBKaTa M MPOABIDKATEHOCTTA Ha JISHCHHE Ce OTpe/leaT oT Baiua nexap B
3aBHCHMOCT OT BHJa H TEXeCTTa Ha 3a00/IABaHeTo.

Cananramud JIC HMHXEKUHOHEH pasTBOP <€ MpHIara TMOJKOXHO, HHTPaMYyCKYJIHO HIH
HHTPaBEHO3HO.

AKO He € IpenMCcano APyro, ¢e NpenophuBaT CIeAHATE JO3H:

Jledenue HA HEBPOJOrHYHH CECTOAHHA

Br3pacTHH
ObuyaiinaTa HavaiHa go3a € 2,5 mg. [lo3ara MocTeneHHO ce MOBHINABa AC ONTHMAIHATA,

onpefeneHa ot Bamms nexap. MakcHManHata eAHOKpaTHa 1033 3a BB3pacTHH € 10 mg
MONKOXKHO, 4 MAKCHMAITHATA JHEBHA Jo3a e 20 mg, pa3jeneHa Ha 2 MM 3 paBHH JI03H.

Jeua

Ilpunara ce MOAKOXHO B [O3M, ONpPEJENEHH OT JEKaps, CHopel BL3pacTTa H TEFNOTO Ha
JETETO,

IIpu anecTe3nsl, XMPYPIHA H OTPABSHHSA
JlekapcTBOTO ce mpHiaara BeHo3HO B mo3a or 10-20 mg nueBHo. 3a nedyeHue Ha

CIEAONEPATHBHY Mape3d Ha THHKATE 4YepBa WM muKoyHus mexyp Ianaatammn JIC ce
mpunara 2-3 mbTH ZHEBHO B JI03H, ONPEACICHH OT JIEKyBalllys JIEKap.

leua

ITpunara ¢e MHTPABEHO3HO B JO3H, ONPEACICHH OT JICKap, CMopel Bh3pacTTa H TErJIOTO Ha
IeTeTo.

OH3HOTEpANTHA
[Ipn $usuorepanus Tananramun JIC ce npunara ypes ioHodopesa B Jo3a oT 2,5 10 5 mg

(opu enekTpuyeckH ToK oT 1 10 2 mA) 3a 10 MuHyTH 3a nepuod 10-15 nuu.

Axo N'anantamun JC ce NpuIoKHA B I0-T0JIAMA 1033 OT A0NYCTHMATA
Tsit KaTO NPOXYKTHT ce MpHiIara oT KBATHQHIHPAH MEAHIHNHCKH MEPCOHAN, MPeAo3HpaHe Ha

KOHCYJITHpaiiTe ce ¢ Bamus nexap.
AKo HMaTe ApYTH BBIPOCH 32 yoTpeGaTa Ha TO3H NPOYKT, nonuTaiTe Bamus exa;




4. Bb3MOXHH HeKeJJAHH PeaKuHH

KakTo BCcHUKH JIEKapcTBa, TOBa JICKAPCTBO MOXKC Ja IIpCAH3BHKA HCXKECIAHH PCaKIHH,
BBIIPEKH Y€ HC BCCKH I'H IIOJIy4asa.

Habmogaganurte HeXenaHH eKapCTBEHH peaKlIMH OOMKHOBEHO Ce NMpOoSBABAT B HAYAIOTO HA
JEYEHHETO MJIH MNpH I[OBHINABAHEe Ha J03aTa H OT3BYYaBaT B XOXa Ha JIEYEHHETO.
IToBauranero H NOBPBIIAHETO MPEMHUHABAT B IPOABDKEHHE HA HAKOJIKO JHH OT HAa4Yal0TO Ha
JIEYEHHETO.

YBenoMere He3abaBHO JIEKYBalllMs CH JIeKap, ako MOYYBCTBAaTe HapyIUIEHHE Ha CHpPAEYHHS
PHTEM, GONKH B ChpAeYHaTa 00/1acT, 3a€/IHO ChC ChpLeONEHe HIIH B clydail Ha IPHIAbLH.

Hexenanure nekapcTBeHM peaklHH ce KIACH(PHIpAT MO JeCTOTa KaTo:

MHrozo vecmu (3acarat noseve ot 1 Ha 10 nauueHTH): raacHe, NOBPBINAHE,

Yecmu (3acarar no-Manko oT 1 Ha 10 namueHTH): HOHMXKEH ameTUT A0 OTKA3 OT XpaHEeHe,
XaTIOUMHAIIMY, JeNpecHs, 3amaiipaHe, rnaBobonue, TpemepeHe, I'bPYOBE, CHHIHBOCT,
netaprus (3aTopMo3eHoCT), 3abaBsgHe Ha CBpJEeYHHS PHTHM, IOBHINaBaHE Ha KPBBHOTO
HaJIAraHe, CTOMAIIHH OOJIKH, AHapHd, JUCIENCHS, CTOMAIIHO-4YpeBeH JUCKOMGOpPT, YCHIeHo
MOTOOTAENsAHE, MYCKYJNHH cha3MH, claBocT, ymMopa, o0IMo HepasmnonoxeHue, 3aryba Ha
TENECHO TErN0, NafaHHs.

Hevecmu (3acsarar mo-Manko ot 1 Ha 100 mamueHTH): 00€3BOAHABAHE, 3PHTEIHH H CIIYXOBH
XamMOHUHAIIKH, KOIIMapH, napecTe3dd (6oIexu, mapeHe, MpaByd4KaHe), IpOMSHA Ha BKyca,
MOBHLICHA JHEBHA CBHJIMBOCT M [MATOJOTHYHO [TOBHINABAHE HA NPOJBIDKUTENIHOCTTE HA CHHA,
3aMBIJIEHO 3peHHE, LIYM B YIOUTE, PHTBMHH M NPOBOJHH HApyIIeHHS Ha CBHPLETO
(BKIIIOMHTENHO chpJeyeH 6ok | cTeneH), MOBMKEHO KPBBHO HANATAHE, TOILTH BBJIHH, TaJICHE,
MYCKYJIHA c1ab0ocT, MOBHIIEHH CTOHHOCTH Ha YepHOAPOOHHTE €H3HMH.

Peoxu (zacaraT mo-Mainko ot 1 Ha 1 000 naiueHTH): XEMATUTH.

C Heuzgecmna wecmoma (0T HUIMYHHTE JaHHH He MoOXe Ja ObJe HampaBeHa OLEHKA):
3acHJIBaHEe HA UYpeBHATA [IEPHCTAJITHKA.

CrobmaBaHe Ha HeXKeJIAHH PeAKINH

AKO NOJydHTe HSKAKBH HEXEJIaHH JEeKAPCTBCHH PEakLHH, yBeooMmeTe Bamns nekap wix
¢dapManeBT MM MeJUIIHHCKA cecTpa. 10Ba BKIIOYBA BCHYKH BB3IMOXHH HEOIHCAHH B Ta3H
JIHCTOBKA HEXENlaHH peakiuuH. MoxeTe CBHINO Aa CHOOIIATE HEXENAHH peaKUHH IHPEKTHO
ype3 HAITHOHAJIHATA CHCTEMa 3a ¢hollNarane, B

H3nbHATENHA areHI|s o IEKapcTBara

ya. ,,Jlamsau ['pyes” Ne 8,

1303 Codnus,

brarapus

Ten.;: +359 2 8903417,

yebcaiiT: www.bda.bg.

Kato crofliapare HexenaHH PCaknmi, MOXKETC a JaJcTe CBOA IIPHHOC 3a II0JYyYaBaHC Ha
IIOBEYC HH(bOpMaI.[If[ﬂ OTHOCHO 6e30I1acHOCTTa Ha TOBa JIEKapCTBO.

5. Kak pa cexpansasate I'ananramuua J1C
Jla ce cbXpaHfBa B OpMIHHAIHATA oNakoBka. Ja ce cbxpanssa noa 25°C.
Ja ce cpxpaHABa Ha MACTO, HEJOCTBIIHO 3a JAcLa.




J.Ia HE ¢ H3MO3BA CIICA H3THYAHE CpOKAa Ha INOJHOCT, YKAa3aH BHPXY OINAKOBKATA. CpOK'I:T Ha
rOJHOCT ¢€ OTHACA 34 ITOCIEMHHA J€H OT IIOCOYCHHA MCCCII.

He m3xphpngiiTe NexkapcTBaTa B KaHATH3aNUATa HIM B KOHTEHHEPA 3a JOMAIIHU OTNAIBLH.
INonuratite Bammmsa ¢gapMaliieBT Kak ia H3XBBPIIATE JIEKapcTBaTa, KOHTO Bede HE H3IOJI3BaTe.
Te3u MepKH 1e CIIOMOTHAT 3a Oa3BaHe Ha OKOJIHATa cpefa.

6. CrabpxkaHie HA ONAKOBKATA H JONBJIHATE/IHA HHGOpMaLHa

Kakso enabpxa lananramun JIC
- AKTHBHOTO BEIIECTBO € FaJIRHTAMHHOB XUAPOOpoMH 5 mg.
- Jlpyrure ChCTABKHU Ca: HATPHUEB XJIOPHA, BOJIA 33 MHIKECKIHH.

Kaxk m3rnexaga I'anantamun [IC 1 KakBO chbABPKa ONAKOBKATA

lananramus JJC HHXeKIHOHEH pa3TBOp € OMCTHp, Oe3LBeTeH A0 O1e10 XKBIAT pa3TBOP B aMILyTH OT
Oe3nBeTHO HeyTpaHO CThKIIO ( THI I, ¢ BMecTiMocT 1 ml).

10 6pos ammynu ca nocraBeHH B 6muctep oT PVC-domuo.

Bceexu 6muctep (10 amnynu), npUApysKeH ¢ THCTOBKA 3a MAIlHEHTa Ce MOCTAaBA B KApTOHEHA KYTHA.

IlpuTexaTen Ha pa3pelIeHHETO 3a ynoTpeba
JAHCOH-BI" 00

ya. ,,Oten [Naucuii Ne 26

2400 rp. Panomup

Brnrapus

Ten.: 024519300

email: office@danhson.com

IIpousBoauTen
BETIIPOM A

yi. ,,Oren [Taucwuii Ne 26
2400 rp. Pamomup
brarapus

ten.: 024519300

email: office(@danhson.com

Jara Ha mociegHO NMpepa3riexiane HA JHCTOBKATA
mait 2026 r.




