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I'AJIAHTAMMH JIC 10 mgfml HH}KEKIIH{}IH.EH pa3TBop LUL
GALANTAMIN DS 10 mg/mI solution for injection Y yrargspsiinn: .

rajjaHTaMHHOB XHpobpomu/galantamine hydrobromide -

IIpouerere BHHMATEJIHO UfAJIAaTAa JIHCTOBKA, MpeIH /a 3amo4yHeTe Ja H3M0JI3BaTe TOBA

JIEKAPCTBO, ThH KATO TH Ch/AbPAKa BakHA 3a Bac undopmanus.

- 3anazere Ta3u JUCTOBKA. Moxke 1a ce HaJl0KH J1a s IPOYETETE OTHOBO.

- AKO MMaTe HSAKAKBH JOMBbJIHHUTEJIHH BBIIPOCH, nonurtaWte Bawmus nexkap, ¢apmaueBT Wiu
MEJIMLIMHCKA cecTpa.

- ToBa nekapcTBo € npeanucaHo au4Ho Ha Bac. He ro npeorcrbnBaiiTe Ha apyru xopa. To Moxke
12 UM HaBpeax, HE3aBUCUMO Y€ NMPHU3HALMTE Ha TAXHOTO 3a00/14BaHe ca chlluTe kaTo Baiwure.

- AKO TMOJIyYUTE HSKAKBH HEKEJAaHH peakluH, yBejaomere Bamwus nekap, dapmaleBT HIM
MEJMIIMHCKA cecTpa. ToBa BKJIIOYBA M BCHYKH Bb3MOJKHHM HEXKe€JlaHW peaKllMH, HEONMHCaHH B

Ta3u JUCTOBKA. BHKTe TOuKa 4.

KakBo ¢bAbp/kKa Ta3H JIHCTOBKA:

1. KakBo npejacrasisaBa | ananramul JIC ¥ 3a KakBO ce M310J13Ba
2. KakBo TpsabBa na 3Haere, npeau aa uwinoszpare ['ananramun J[C
. Kak na u3non3pare [ ananramun JIC

. Bb3MOKHHU He)KelaHHU peaklUu

. Kak na cexpanssare I 'ananramun JIC

. Ch1bprkaHHe Ha ONaKOBKaTa U AOMbJIHUTEIHA HHDOopMaLIUS

N h b W)

1. Kakso npeacrasiasBa I'ananramun /IC 1 3a KakBO ce H3M0J/13Ba

["anantamun JIC e nekapcTBeH IMpPOAYKT, KOWUTO CBHABP’KA AKTHBHOTO BELUECTBO TIajlaHTAMHH.
['anaHTaMUH TNpUHAUIEXKH KBM rpyna JIeKapcTBa, HapeyeHH aleTHJIXOJMHECTEPa3HH UHXUOHUTOPH.
Tol nosuiIaBa HUBOTO Ha ALIETHJIXOJIMHA, KOMTO y4acTBa B MPOBEKJAAHETO HA HEPBHUTE MUMITYJICH B
rnaBHUs MoO3bK W nepudepuute HepBH. [logoOpsBa cbCTOAHMETO Ha nauMeHTH ¢ OosiecT Ha
Anuxaiimep, KaTto 3a0aBs pa3BUTHETO H.

Ms3nons3ea ce 3a JjieyeHWe Ha cilabo 10 yMEpeHO u3pa3eHa [EMEHIMs OT TUrna Ha AJuxaimep,
3a00J15IBaHUA Ha NepHU(EPHUTE HEPBHU, CBBP3aHH C NPOrPeCUBHA MYCKYJIHA AUCTPOUSA, MOJTUOMHEIIHT,
JeTcka uepebOpasHa napajivsa, JABMraTesJIHM HapylleHUs (MOJIMpaJMKYJIOHEBPUT, PaJUKYJIOHEBPHT,
HEBPMT, MOJIMHEBPHUT, ITOJIMHEBPOIIATHH ), MUACTEHHUS IPaBHUC (CJ1a0OCT HA MYCKYJIUTE).

2 Kakso TpsiOBa 1a 3Haere, npeaun aa u3noiassare I'ananrtamun AC

He npuemaiite I'ananrtamun 1C

-  aKo CTe aJleprH4HHU (CBPbXUYBCTBUTEJIHH) KbM AKTHBHOTO BELIECTBO MJM KbM HSIKOS OT
OCTAHAJIMTE CHbCTABKHM Ha TOBA JIEKAPCTBO (M30pOeHH B TOUKA 6);

- AaKO MuMare HAKOE OT cieAHuTe 3a0o/sBaHUA: Texka ObOpeyHa W/MWIM - 4YepHOAPOOHA
HEJ0CTaThYHOCT; OpOHXHMajlHa acTMma; CbpAEYHO 3a00JsBaHE, KOETO € CBBP3aHO ChC 3HAYWUTEIIHO
3a0aBsHE Ha CBHPAECYHHA PUTBM WM C HapylUEHUWE Ha CbpjevyHaTa MPOBOAMMOCT (MpeachpaHoO-
KamepeH OJIOK), CTEHOKapAMusA; TeKKa ChbpJevYHa HENOCTAaTBhYHOCT (¢J1abOCT HAa CHPACYHHUSA MYCKYJ);
EMUJIETICUA; XUITIEPKHHE3UH (HEBOJIEBH JIBUKEHHUA ).

IpeaynpexaeHusi 4 npeana3zHd MepKH e
['oBopete ¢ Bawus nekap, npeau na usnonspare IN'ananramun J1C. s\ e
Y X N\ \
YBenomere Baiwuus nekap, ako umare 3a00/15BaHUA KaTo: /4 L/ Loid 3y * \
- HapyLIEHWs HA CbPJAEYHHUS PUTHM CbC 3a0aBsiHE HA MYJICA WK aKO NpUeMare HEPHPCTBEI KOMTO -4
BOAAT 10 HErOBOTO 3abaBsiHe; \ &\
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- ¢bpAeuHO 3abonsaBaHe (KaTo Hamp. AUCKOMGOPT B IbpAMTE, 4YeCTO NPHYHHABAH OT QH3HYECKA
aKTMBHOCT, ChpPAE€YEH YAap, ChbpAcYHA HEOOCTATHYHOCT, 3a0aBeH HIH HepaBHOMEpeH ChpiAeuen
PMTHM, yabDkeH QT ¢ uHTEpBaN);

- s3BeHa 6oJiecT Ha CTOMaxa WM JBaHaIeCeTONPbCTHUKA;

- XpOHW4H# OenopobHH 3a00NABaHUA CBC CNa3bM Ha OpoHXUTE;

- peTeHUHUA (3aapbaKKA) Ha YpHHA WM HACKOPO NpekapaHa onepaitis Ha npocTaraTta WM MHKOYHMA-
MEXYp.

[Ipenn npoBexgaHe Ha XHpypru4yHa omnepauMsa ¢ ofllla Hapko3a TpabBa na YBEAOMHTE JIEKYBAaLUUA
Jekap, ye nmposexaare feveHue ¢ ['ananramun JIC. | -

1o Bpeme Ha neuyenne ¢ ['anantamun JIC ce npenopbuBa ynotpeba Ha NoBeye TEUHOCTH,

Hpu neuenne ¢ I'ananramuH JC Moxe ga ce HabnrogaBa HamalsBaHe Ha TeryoTo. ﬂpenopbqaa ce
KOHTPOJIMPaHe Ha TerNoTo, 0cOOEeHO NMPH NaLUEeHTH ¢ AEMEHLIMA.

Hpyru nekaperia u I'anantamun JC
Tpabea na xaxere Ha Balumsa Jiekap, ako MpUEMATE, HACKOPO CTe MpPHEMAIH WIH € BB3MOXKHO Aa

MpUeMare Ipyry JIEKapcTBa.

YBenoMeTe eKyBalllMs CH JIEKap, ako NpHeMare:

- JleKapcTBa 3a JIEYEHHE Ha apHUTMHMH WM BMCOKO KPBbBHO HaifraHe (XWHHIHH, AWIoKCHUH, Oera-
OJIOKEPH KaTO aTeHOJ10, NPONPaHOJION, METOMPOIQN);

- NekapcTBa, noeauaABamu QTc UHTEpRAa;

- aHTHOMOTHLIM (F€HTAMMLIUH, AMUKAIIUH, EPUHTPOMULIYH);

- UMMETHIHH;

- JIeKapcTBa 34 JICYEHHE Ha JelPECHH KaTo NapoOKCEeTHH, DIYOKCETHH;

- KeTOKOHa30J (NMpOTHBOrbOMYHO JIEKapCTBO),

- putoHaBup (nexapcTBo 3a neueHue Ha CITHMH).

Te3u nexapcTBa MOrar Ja 3acHisT HexxenaHoto aeicteue Ha [anantamud JC wim ga nmpoMeHsar

NneqebHua My edexT;
- Tananramud [[C moxe ga aHraroHusupa jgedyeOHMA edeKkT Ha TakuBa JieKapcTBa KaTo aTpPOIHH,

OeH30XEeKCOHUI M APYTH raurnvobinokepu, TyOOKypapHH.

bpeMeHHOCT, KbpMEeHe H PepTHIIHTET
AKO cTe OpeMeHHa WM KbpMHUTE, CMATATe, He MOXKE Aa c¢Te OpeMeHHa MM naaHupate OpeMeHHOCT,

nocbBeTBaiiTe ce ¢ Bamus nekap npean ynorpebara Ha ["ananramun JIC.

bezonacHara My ynotpeba npu OpeMEeHHM HE € I0KaszaHa, NmopaJd KOETO HE CE NPENophuBa Aa Ce
M3M0J13Ba OT OpeMEHHHU KEHH H 110 BpeMe Ha KbPMEHE.

Illo¢upane u padora c MAIIBHA
[Ipn neuyenne ¢ I'anantamud [C, ocobeHo B Ha4asnoTo, MOraT fia ce MOABST 3PUTEIHH HapylleHH,

CHHJIMBOCT M CBETOBBLPTEXK. B TakuBa ciaydyad He wodupaiiTe U He H3BBpLIBalTe AEHHOCTH,
M3UCKBALIH MOBUILIEHO BHUMAHHKE, JOKATO TE3W CUMIITOMH HE OT3RYHaT.

F'anaaramun JAC cpabpika no-manko ot 1 mmol Hatpuii (23 mg) Ha MHJIHAMTED, T.€. MOXE Ja Ce
KAKE, Y€ MPAKTHUHECKH HE ChBP)KA HATPUR.

3. Kax a1a mznomspare N'anantamun 1C

BHHam uznonspaite ['ananramMun JC TouHO kKakTo BM € Ka3zan Bawiust nekap. AKO He CTe CUT'YpHH B
HELO, nomuTaiiTe Bawua nekap.
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INanantamuH JIC HHXKEKLUMOHEH pa3TBOpP C€ NMpuiara noakoKHO, MHHTPaMYCKYJTHO AW HHTPAaBEHO3HO.

AKO He e npeAnucaHo Apyro, ce Npenopb-UBAT CIAEIHUTE J03H:

JleyeHHE HA HEBPOJAOIHYHH CHLCTOSHHA

Bp3pacTiu
OoOuyaiiHaTa HavaiHa 1o3a € 2,5 mg. Jo3ara no¢TeneHHo ¢e NOBHUINABa A0 ONTHMAHATA, ONpeae/iena

or Bawma nexap. MakcumanHata e€JHOKpaTHa J03a 3a BB3pacTHH € 10 mg noakoxHo, a
MaKCHMaJlHaTa JHeBHa J03a ¢ 20 mg, pa3aencHa Ha 2 UK 3 paBHYU JO3H. , |

Heua

l’lpmara C€ NMNOJAKOXHO B A03H, ONPCACIICHH OT J€KAPA, CIIOPEA Bb3paCTrd H TErN0TO Ha ACTCTO.

HEH AHECTE3INH., XHDYDIHA H OTPDABHHHA

JlekapcTBOTO ce npHnara BeHo3Ho B no3a Ot 10-20 mg aneBHO. 3a nevyeHUe HA CleAONEepaTHBHU
flape3d Ha TBHKMTE uepBa Wi NUKOYHUA Mexyp l'anantamun JIC ce npunara 2-3 nmbTH JHEBHO B

AJO3H, CITIPECACACHH OT JICKYBALLHUA JICKAP.

Heua

anﬂﬂT& C€ HHTPABCHO3HO B J103H, ONIPCACIICHH OT JICKAP, CIIOpC] Bb3pacTtd U TCIJIOTO HA JCTCTO.

@uinorepanug
Ilpu ¢usnorepanusa I'ananramun C ce npunara udpes HoHodopeza B ao3a OoT 2,5 no 5 mg (npu

€JIeKTpUYeCKH TOK OT | 10 2 mA) 3a 10 munHyTH 3a nnepuon 10-15 gxu.

Axo IN'anaaTaman J1C ce npajioks B mo-roisma 203a 0T J0NYCTHMATA
Toi xato OPOAYKTHET C¢€ Npuiara OT KBaANTMPULMPAH MEOHWUMHCKH MepCcoHal, Mpefo3HpaHe Ha
JIEKApCTBOTO € MalKo BEPOATHO. Bwnpexku ToBa, ako cmdATare, 4e no3ara ¢ Oulla BHCOKA,

KOHCYNTHpa#Te ce ¢ Bawusa nekap.
AKO HMaTe JpyrH BBIIPOCH 3a ynoTpebara Ha TO3H NPORYKT, monuTaTe Bamus nekap.

4. BB3MOXHE HEXeJAHH peaAKIHH

KakTto BCHYKH JICKAPCTBA, TOBA JIEKAPCTBC MOXKE A4 MNPCAH3IBHKa HCXKEIIAHKH PCAKLIHK, BBRIIPCKH H€ HE
BCCKH I'M ITOJIy4YaBa.

HabnaronaBaHHTE HEKENaHM JCKApCTBCHH PCAaKLIMH OOMKHOBEHO cCé€ MNMpoABABAT B HA4YaJIOTO HaA
JICYCHHUCTO HIAH NIPH TIOBHILIABAHC Ha A03aTa H OT3BYYaBaT B X004 HA JCUCHHUETO. ITornuraveTro H
NOBPBIIAHETO NMNPEMHAHABAT B MNMPOAB/LKCHHAC HA HAKOJIKO 1HH OT HAY&JIOTO Ha JICHCHHCTO.

YBenomere He3abaBHO JeKyBallMa CH Jiekap, ako MOYYBCTBATE HAPYLIEHHE HA CbPIAECYHHA PHUTHM,
Oonku B ChpAeyHaTa 00acT, 3aeHO ChC ChpLedHeHe WM B CNTyHal Ha NpUNagbLM.

HexenaHuTe NeKapCTBEHH peaKUMU ce KacH(HIMpaT MO Y€CTOTa KaTo:

Mrnoeo yvecmu (3acarat noseue ot 1 Ha 10 nauneHTH): rageHe, NOBPHLUAHE.
Yecmu (3acarat no-manko ot 1 Ha 10 nalMeHTH). TNOHIDKEH alMeTHT A0 OTKa3 OT XPaHEHE,
XalloUMHaLMKY, OeNpecHsa, 3amaiiBaHe, IltaBobonue, TpenepeHe, IbpyOBE, CHLHJIMBOCT, JETapryg
(3aTopmo3eHoCT), 3abagsHe Ha CbpAEYHHMSA PHMTHM, NOBHUIIABAHE HA KPBBHOTO HansraHe, CTOMAllHH
Oonky, nuapHda, AUCIENCHS, CTOMAIIHO-UPEBEH AHUCKOMQOPT, YCWIEHO MNOTOOTAENAHE, MYCKYJIHH
cnasmu, ciadboct, ymopa, 00110 Hepa3noamKeHye, 3aryba Ha TENeCcHO TErno, NagaHuA, . =i —T7

Hevecmu (3acarar no-manko ot 1 Ha 100 naimeHTH): 00€3BOAHABAHE, 3pH '
XaMOUHHAUMK, napecTe3ud (boaexxu, napeHe, MpaByuKaHe), NpOMsAHA Ha BKYC
CBLHIMBOCT M MATOJOTHYHO MOBHILIABAHE HA MPOJAB/DKATETHOCTTA HA ChHS, 3aMb
YILIWTE, PUTbMHH W TIPOBOJHM HApYLUEHHA Ha CHpPLETO (BKJIIOUHMTENHC ChLpA

3PEHIRE, iy M\B;
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MOHWKEHO KPBLBHO HAJAraHe, TOIM BBJIHH, rajJieHe, MYCKYJIHa ¢1abocT, NOBHILEHU ¢TOHHOCTH Ha

4YEePHOAPOOHHUTE EH3UMH,
Peoxu (3acarar no-Manko ot 1 Ha 1 000 nanyeHTH): XenaTuTy, . .
C neuszgecmua wvecmoma (OT HANMYHUTE JaHHM He MOXe Ja ObJe HampaBeHa OLIEHKA): 3aCUNIBaHe Ha

YpEBHATA NEPHCTANITHKA.

Cro0aBane Ha HEKEJIAHH PeaKNHH

AKO nony4HTe HAKAKBH HE)XXENAHH JIeKAPCTBEHH peaklMH, yBeoMeTe Bauiug nekap uau ¢apmanest
HJIM MEAMIMHCKA cecTpa. ToBa BKIIOYBA BCHUKM BB3MOXXHH HEONMCAHHM B Ta3H JIMCTOBKA HEXEJIaHH :
peakuuy. MoxeTe ChLIO Aa ChOOLUTE HeXeNaHH PEeaKLIMK JUPEKTHO upes:

M3mbIHUATENIHA areHIUA 110 JIeKapcTBaTa

yia. ,,JamaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

Kato cpofinaBaTte HeXXENaHW peakiMW, MOXKETe Aa AaZieTe CBOS IPHHOC 3a NOJIyvYaBaHe Ha TOBEYE
MH(pOopMaLMa OTHOCHO 6e30MacHOCTTa HAa TOBA NIEKApCTRO.

5. Kak aa coxpanasare l'anasramuu J{C

JIla ce cbxpaHsABa B OPMIMHANIHATA ONAKOBKA, 3a [a Ce npeanasn oT cBeTiuHA. [la ce ¢bXpaHABa NOJ
25°C. da He ce 3ampa3zspal

Ila ce chxpaHgBa Ha MACTO, HEAOCTHITHO 3a Jela.

Ha He ce W3nNOA3Ba C/IE] U3THYAHE CPOKAa HA MONHOCT, YKa3aH BbpXY onakoBkaTa. CpOKLT Ha rOgHOCT
C€ OTHacH 34 NOCCOHUA I€H OT NMOCOUYEHUS Mecell.

He wu3xBupagiTe nekapcTBara B KaHanu3auuaTa WIH B KOHTEHHepa 3a JOMALUHHM OTHAgbLM.
[TonurafiTe Bamus ¢apMaleBT Kak Ja U3XBBPJIATE JEKApPCTBATa, KOUTO Beue HE M3MOJ3BaTe. Te3u
MEPKH L€ CMTOMOrHAT 3a ONa3BaHe Ha OKOJHaTa cpena.

6. Chabpxkande HA ONAKOBKATA H ONBJHHTETHA HHpOpMAaIHSA

Kakso cuabpxa I'asantamun AC
- AKTHBHOTO BELLIECTBO € ralaHTaMMHOB Xxuapobpomun 10 mg.
- Hpyrute cbCTaBKH Ca: HATPHEB XJIOPHI, BOOA 33 HHOKEKIIHH.

Kak usrnexaa ['anantamun JC H KakBO ChALPKAa ONAKOBKATA

FananramuH JIC UHXKEKIIMOHEH pa3TBOp € OucThp, Oe3uBeTeH 10 HienoXBAT pa3TBOP.

[NanantaMuH JJC MHXKEKLIMOHEH pa3TBOp € MNOCTaBEH B aMMYJIM OT 0e3LBETHO HEYTPaNHO CTBKIO, THN 1, ¢
pMecTUMocT | ml. 10 6pos amnynu ce nocrasar B dnucrep ot PVC donuo. Beeku 6nucrep (10 amnynu),
[PHAPYAKEH ¢ TNCTOBKA 34 MNalUeHTa CE NOCTABA B KAPTOHEHA KYTHA.

[IpuTexkaTe,1 HA pa3pelIeHHETO 32 YHOTPeda
JAHCOH-BI" OO/}

yi. ,,Otel] Iancui™ Ne 26

2400 rp. Panomup

buarapus

Ten.: 024519300

e-mail: office@danhson.bg

Hpouzsoaure
BETIIPOM AN

yn. ,,Oten [Taucuit® Ne 26
2400 rp. Pagomup
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brarapus
Ten.: 024519300,
e-mail: office(@vpharma.bg

JHara Ha noclieqHO Npepa3riexiaaHe HA JHCTOBKATA
deBpyapu 2025 r.
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