JJMCTOBKA: HHOOPMALUA 3A ITAITMEHTA

TAJAHTAMMH JIC 10 mg/ml] unkeknaonen pasTeop
GALANTAMIN DS 10 mg/ml solution for injection
ranaHTamuHoB xuapo6pomu/galantamine hydrobromide

TpoueTeTe BHUMATENHO USAJATA JIHCTOBKA, NPEAH Ja 3amovHeTe Ja H3NMOA3BaTe TOBA

/71eKapcTBO, Thil KATO TH ChAbLPKA Bakua 3a Bac nndopmanun.

. 3anazeTe Ta3H JUCTOBKA. MoJke na Ce HAIOXKH Ja A MPOYETeTE OTHOBO.

- AKO uMaTe HAKAKBM NOILJIHWTENHY BbMpOCH, NoNHTaiTe Bawma nekap, QapmauesT HiId
MeIHLHHCKA CecTpa.

- ToBa nexapcTBO € NpeanucaHo avuHO Ha Bac. He ro npeotcrensaite Ha Apyru xopa. To moxe
[1a HM HABPE/IH, HE3ABMCHMO Y€ NPU3HALIMTE Ha TAXHOTO 3aGonsBaHe ca ChiuuTe xaTo Baumie.

- AKO MOMY4YHTE HAKAKBH HEXeJaHH peaklud, yseaomere Bawuus nekap, QapmauesT WIH
meauuuicka cectpa. ToBa BrIOYBA M BCHYKH BB3MOXKHH HEXKENaHH PEAKLHH, HEOMHCAHH B
Ta3d NMCTOBKA, Bukre Touka 4.

W3NLAHNTENHA ATEHLINR 10 NEXAPCTBATA

Kakpo cuabpika TA3H JIHCTOBKA! TRC o - [uncwens 2

1. Kakso npeacrasnasa ["anantamun JIC H 3a KakBo ce M3no/BBa /f£¢ ol /p/af <

2. Kakso Tpﬂ6Ba [la 3HaeTe, IpeaH Aa M3Moa3sare MananTam ) B T o .o O
3. Kak aa wznonseare Nananramun JAC Paspeisetue '

4. Bu3MOXKHY HEXeNaHu peakLmH
5. Kak na cvxpanssare [anantamun JIC

6. ChAbpIKAHNE HA ONAKOBKATA H NOMb/IHUTEHA nudmpmauy&m OO AT puun

1. Kakgpo npeacrasaasa Manantamun JIC H 32 KAKBO Ce H3M0JI3BA

Tanawramud JIC € JekapcTseH NPOAYKT, KOHTO ChbObpXka AKTHBHOTO BELIECTBO TalaHTaMHH.
TanaHTAMMH NPHHALNEXHY KbM Ipyna JeKapcTBa, HApe4eHH aleTHIXONMHECTEpa3Hu HHXuOUTOpH.
Toii NnoBHLIABA HHBOTO HA ALETHIXOIHHA, KOHTO y4acTBa B MPOBEKIAHETO HA HEPBHHTE HMIYNICH B
rNaBHWA MO3bK W nepudepHuTe Hepeu. [lomobpsasa cbeTosHWETO Ha MauvenTH ¢ Gonmect Ha
AnuxaiiMep, kato 3a0aBs Pa3BHTHETO H.

WManonssa ce 3a nevende na cnao 100 ymepeHo u3paseHa NEMEHIMA OT Tdna Ha AJuxaliMep,
3a60onABaHMA HA MEpUGEPHHTE HEPBU, CBLP3AHY C NMPOTPECHBHA MYCKY/IHA AUCTPOQUA, MOTHOMHUEIHT,
neTcka lepebpafiHa napanysa, ABWTaTENHW HapyLIeHHs (NOJUPadHKYJOHEBPHUT, PANHMKYIOHEBPHT,
HEBPHT, IONMHEBPHT, NOJUHEBPONATHH ), MHACTEHHA rPaByc (CNabocT Ha MyCKYHTE).

2, Kakgso Tpa6Ba aa 3naere, npeau Ja n3noassate Faganramun JAC

He npuemaiite I'ananramun 1C

- AKO CTe aNepruvHH (CBPBLXUYYBCTBMTENHH) KbM AKTHBHOTO BELUECTBO HIH KbM HAKOA OT
OCTAaHATMTE CHCTABKH HA TOBA JieKapcTBo (M36pOeHH B Touka 6);

- ako WmarTe HAKOe OT chaedHWTe 3abonaBauvs: Texka ObOpeuna w/unu  uepHompoOHa
HEJOCTATHYHOCT; GpOoHXMAHA acTMa, Chp/CUHO 3abofifBaHe, KOETO € CBBP3AHO CbhC 3HAYHTETHO
3a6aBsHe HA CbPAEYHHUA PUTBM WIM C HapylUeHHe HA CbpAEYHATa NPOBOAHMOCT (MPEACHPAHO-
kamepeH GJIOK); CTEHOKApAMA; TEXKa CbpAEYHA HEIOCTATLYHOCT (cnaboCT Ha ChpAEHHHS MYCKYyN);
ENUAENCHA; XHNEPKHHE3HH (HEBONEBH IBHIKCHHA).

IpeaynpexaeHns U Npeana3sHH MEPKH
loBopere ¢ Bawina nexap, npeau aa w3nonssare Manasramun IC.

Veenomere Bawua aekap, ako MMate 3aboABaHHA KaTo:
- HapylEHHWs HA CbPAEYHHA PUTBHM ChC 3a0aBSHE Ha My/ca HIH aKO NPHEMAaTe i
BOAAT 10 HEroBOTO 3a0aBAHe;




- cbpaevHo 3aGonABaHe (KAaroc Hanp. OUCKOM(OPT B TbPAMTE, YECTO NPHYMHABAH OT (H3HUECKA
aKTHBHOCT, CBPJEUEH YOap, CbpIeHHA HENOCTATBLYHOCT, 3a0aBEH WIM HEpaBHOMEPEH CBpIAeuYeH
pHTBEM, yabnkeH QTc uHrepsan);

- a3BeHa 6onecT Ha CTOMAaxa WK ABAHAAECETOTPECTHUKAE;

- XpoHu4HH 6enoapobHu 3a60AABaHKHA CBC CNA3bLM Ha OPOHXHUTE;

- pereHUMd (3aApbXKKa) HA YPHHA MIIH HACKOPO MPEKapaHa Onepalua Ha MPOCTaTaTa WK IIHKOYHHS
Mexyp.

Ilpean nposexaane na XWpypruuHa onepauus ¢ obiua Hapkosa TpaGBa 1a YBEAOMMTE JeKyBalUHA
nekap, ve npoeexaare nevenne ¢ lanantamun [AC.

ITo Bpeme Ha nevyenne ¢ Nananramun JIC ce npenopbuBa ynorpe6a Ha noBeye TEYHOCTH.

IIpu neuenne ¢ I'ananramun JIC Moxke Aa ce Habmoaapa HamaniBaHe Ha Ternoro. IIpenopbusa ce
KOHTPOJIHPaHe Ha TEerNIOTO, 0cOOEHO NpH NMALKUEHTH C JIEMEHLIKA,

JApyra aexapersa u F'ananramun JC
Tpabea na kaxere Ha Bawnis nekap, ako npuemare, HaCKOpPO CTE€ MPHEMAJIM WM € BL3IMOXHO A
TpHEMATE APYTH JEKapCTBa.

YBegoMmeTe NeKyBalMA CH JIeKap, aKO npuemare:

- JIEKapCcTBa 3a JIEYEHHE HAa apUTMHM WIH BHCOKO KPLEHO HanfraHe (XMHHIWH, JHIOKCHH, Gera-
6nokep# KaTo aTeHOI0/1, NPONPAHONON, METOPOSION),

- nekapctsa, nosauasawy QTc uHTepBana;

- aHTHOHOTHUM (TeHTAMHLIHH, AMHKALKH, €PHTPOMHLIHH);

- UMMETHOHH;

- JIEKapCTBa 3a JICUEHHE HA IENPECHM KATO TMAPOKCETHH, (PAYOKCETHH;

- KeTOKOHa30J ([IpOTHBOIBEGHYHO IeKapeTBo);

- pHTOHaBMD (NlekapcTBO 3a neuenue Ha CITHH).

Tean nexkapcTsa MoraT Aa 3acCHAAT HexeNaHOTO Heitcteue Ha ["anawramud JC WM Ja npoMmeHsT
Jeuebnus My edexr;

- Tanantamun JIC moxe ma antaroHusupa neueOHus eQeKT Ha TaKHBa JIeKAPCTBA KATO aTPOIMH,
BeH30XEKCOHHIT M APYTH raHraHoGnokepH, TyGOKypapuH.

Bpemennoct, KbpMene B pepTHIANTET
Axo cTe GpeMeHHa WIH KbPMMTE, CMSTATE, Y€ MOXKE A4 CTe GpeMeHHa HiH IUTaHUpaTe BpeMeHHOCT,
MochBETBANTE Ce ¢ Baluua nexkap npeau ynotpebara Ha [anantamun JIC.

besonacHata My ynorpe6a npu GpemenHH He € JoKa3aHa, MOpagy KOETO HE CE MPEnopbuBa ja ce
M3M0/13Ba OT 6PEeMEHHH EHH H 0 BPpeMEe Ha KbPMEHE.

Iodupane n pabora c MAIIHAH

[Ipu neyenne ¢ Fananramun JIC, ocobeHo B HAYANOTO, MOTAT Aa C€ MOABAT 3PUTENHH HAPYLICHWS,
CBHIIHBOCT ¥ CBETOBBPTEXK. B Takuea cinydau He wodHpaiite ¥ He wu3BLPIBaiTE [CHHOCTH,
M3HCKBALLW NOBHLIEHO BHHMAHHE, AOKATO TE3H CUMIITOMH HE OT3BY4AT.

Faaantamuu JC cuabpxka no-manko or | mmol natpuit (23 mg) Ha MUTWITHTED, T.e. MOXE Ja ce
KaKe, Ye MPaKTHYECKH He ChAbPKA HATPHIL.

3. Kaxk aa n3noazparte 'ananramun JC

Bunary usnonssaiite anantamun JIC TouHo kakTo Bu e kazan Bawunart nexap. Axo He CTe CHIYDHH B
HEWo, NonuTaiTe Bawus nekap.

lanantamud JIC ce npunara or kBanupHUMpPaH MeAHLIMHCKM [EpPCOHAN MOA JeK
Hosuposkarta ¥ NPOABLKHTENHOCTTA HA JleYeHHe ce onpenensTt ot Bawws nexap
BHJIA H TEXKECTTA Ha 3a60n9BaHeTO.



lNanantamun JIC HiKeKUMOHEH pasTBOp ce IPHNAra NOAKOXKHO, HHTPAMYCKYJTHO WIH MHTPABEHO3HO.
AKO HE € Npe/INHCAHO JPYTO, € IPENOPBYBAT CIIEHHTE KO3H:

JledeHHe HA HEBPOJOTHYHH CLCTOSHHSA

Bi3pacThu

OGnuaiiHata HavanHa ao3a e 2,5 mg. Jlo3aTa NOCTENEeHHO ce NOBMLIABA A0 ONTHMANHATA, onpejencHa
ot Bawmsa nexap. MakcHManHaTa eaHOKpaTHa Jo3a 3a BB3pacTHH e 10 mg noakoxHo, a
MaKkcHMManHaTta JHeBHa no3a ¢ 20 mg, pazaeneHa Ha 2 WK 3 paBHH 103H.

Heua

Hpunara CC MOOKOXHO B 103H, OMNPEACICHH OT JIEKapd, Cnope/] BL3pacTra H TEroTo Ha AETETO.

HEH AHECTEINH, XHDYPIHA H OTPABAHHA

JlekapcTeoTo ce npuaara BeHo3Ho B no3za oT 10-20 mg aHeBHO. 3a neveHve HA CNEAONEPATHBHH
Nape3sd Ha THHKWTE 4YepBa WM NMHKOYHWA Mexyp lananramun JC ce npuhara 2-3 nbTH AHEBHO B
N03H, ONPEAENIEHH OT JIEKYBALLHWA NeKap.

Heua

Hpu.nara C€ HHTPABEHO3HO B J103H, ONpeAe/IeHH OT IEKap, CNopen BRb3pacTTa H TEMI0TO Ha AETeTO.

Pu3noTepanua
Ipu ¢usnorepanua 'anantamun JIC ce npunara upes Honodopesa B no3a oT 2,5 a0 5 mg (npH

eNIeKTpHYUecKH TOK oT 1 ao 2 mA) 3a 10 MuHYTH 33 nepuon 10-15 anu,

Ako lanantamun JIC ce npa10kH B N0-ro/ifMa 1033 0T JONYCTHMATA

Twit kaTo OpoAYKTBT Ce mpunara OT KBANH(HUHPAH MEAMUMHCKM NEPCOHAN, NpENO3MpaHe Ha
JIEKapCTBOTO € Mallk0o BEpOATHO. Bobhpeku ToBa, ako cMATate, 4Ye ao03ata € Ouna BHCOKa,
KOHCYITHpalTe ce ¢ Bawna nexap.

AKO UMaTe IpyrH BBIIPOCH 3a ynoTpebaTa Ha TO3M NPOAYKT, nonuraiite Bawwus aekap.

4. BbiMokHH HexeTaHR PeAKLIHH

KakTo BCHYKH JICKApCTBa, TOBA ACKAPCTBO MOXKE 1A NMpeH3BHKA HEeXenaHH p€akLiH, BLEOPEKH Y€ He
BCECKH I'M NOJYYaRa.

HabmonapaHure HexenaHd JNCKApCTEEHH peaKuuHu 00OMKHOBEHO Ce NpoABABaT B HaYal0TO Ha
JICHCHUCTO WM TIpH MOBHILIABAHE HA N03aTa W OT3BY4YaBAT B XOHAa HA NEYEHHETO. [TosauraveTo u
NOBPBLLIAHETO [IPEMHUHABAT B NPOABIAEHHE HA HAKOIKO AHH OT HAYANOTO HA JIeHEeHHETO.

YBenomere He3abaBHO neKyBalMs CH JieKap, ako [OYYBCTBAaTE HAPYLIEHHE HA ChLPACYHHS PHTHM,
Gonky B cbpaeuHaTa 06nacT, 3aeAHO ¢be ChpueGHeHe WM B CTyuail Ha NpPUNAagbLY.

HexenauuTe nekapcTpeHu peakunu ce K1acuGHUMPAT MO YECTOTA KATO:

Mnozo vecmu (3acarar noseye ot 1 Ha 10 nauweHTH): raneHe, NOBPbLIAHE.
Yecmu (3acarar mo-manko oT 1 Ha 10 maLMeHTH): NOHWKEH AMETHT N0 OTKA3 OT XpaHeHe,
XAMIOUHHALMH, Nenpecus, 3amaiiBaHe, rnasobonue, TpenepeHe, rbpuoBe, CLHAMBOCT, JIETAPrHs
(3aTopmozeHocT), 3a0aBsHe Ha ChPAEYHHA PHTBM, MOBMINABAHE HA KPBLBHOTO HanAraHe, CTOMALUHM
Gonku, AMapHs, AMCTIENCHSA, CTOMAILHO-YPEBEH AMCKOMQOPT, YCHIEHO MOTOOTACHAHE, MYCKYIHH
cnasmi, cnabocT, ymopa, o610 HepasnonokeHHe, 3ary6a Ha TeNECHO TErNo, NAAaHHS.
Hevecmu (3acsarar no-manko or | Ha 100 naumeHTH): oGe3BoAHsBaHe, 3pHTEN
XaTIOUHHALMH, napecTe3sun (Golexu, napeHe, MpaByuKaHe), NPOMSHA Ha BKYyca,
CBHNUBOCT W NATOMOrHYHO TOBHIIABAHE HA NPOABHKUTEAHOCTTA HA CbHA, 3aMbII
YWHTE, PUTBMHH U TIPOBOAHH HAPYWIEHHA HA CHPUETO (BRIIOUHTEAHO Chpleue




MIOHHKEHO KPBBHO HanAraHe, TOIUIM BLJIHH, FaAcHE, MYCKYJIHA cnaboCT, NOBHILIEHH CTOWHOCTH Ha
uepHOIpoOHHTE eH3UMH.

Peoxu (zacarar no-manko ot 1 va | 000 nauMeHTH): XenaTHTy.

C neuzgecmna wecmoma (OT HAIMYHHTE JAHHH HE MOXe Aa GbJe HarmpaBeHa OLEHKA): 3aCH/IBaHe Ha
YpeBHATa NEPUCTANITHKA.

CrobiaBane HAa HeXKeTAHH peakuuH

AKO NoNy4YHTE HAKAKBH HEXENaHH JICKapCTBEHHW peakurH, yBeaoMere Bawus nexap unn  ¢apmanesT
H/H MEIHLUHMHCKa cecTpa. Topa BKJIFOUBA BCHYKH BB3MOXKHH HEONMHCAHH B Ta3H NMCTOBKA HEXKEMaHW
peakuMu. MoxeTe ChLIO 2 ChoOLIMTE HeKENaHHU PeaKLHH AUPEKTHO Upes:

M3nbanuTenHa areHUMs Mo JeKkapcTBaTa

ya. Jaman Ipyep” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebeaiit: www.bda.bg

Karo cbofwiarate HexenaHH peakLud, MOXeTe [a Jal€Te CBOS [PHHOC 3a MOAYYABRHE HA NOBEYE
HH(OPMaLIMA OTHOCHO GE30TIACHOCTTA Ha TOBA JIEKAPCTBO.

5. Kak ga cexpanasare F'ananramuu AC

Ha ce cbxpanaBa B OpHrHHanHara onakoeka. [la ce cbxpanssa nog 25°C.

Ha ce chxpaHasa Ha MACTO, HEOOCTBITHO 3a Aeua.

Ha He ce u3nonsea cnen H3THYAHE CPOKA HA FOAHOCT, YKa3aH BbpXY onakoBkata. CpoOKbT Ha FOAHOCT
Ce OTHACA 3a MOC/EAHHA JICH OT NOCOYEHHSA Mecell.

He u3xebpngiiTe nexkapcTBaTa B KAaHANM3aLUMATA WIH B KOHTEHHEpA 3a JOMAILHHM OTNAbLM.
lNonutafite Bawmma dapMaueBT kak na M3XBBLPAATE NEKApCTBaTa, KOMTO Bede He Mironseate. Tesw
MEPKH LIE CTIOMOTHAT 32 ONa3BaHe Ha OKOJIHATA Cpeja.

6. Chabpxanne HA ONAKOBKATA H AONBJIHHTEIHA HHpOPMALHS

Kakso cwabpxa amanramun JC
- AKTHBHOTO BELIIECTBO € ralaHTaMHHOB XHApoGpomus 10 mg.
- Jpyrure CLCTaBKM ca: HATPHEB XJIOPHA, BOJa 32 HHXKEKUWH.

Kax w3rnexna Magaaramun JC # kxakso chabpika 00aKOBKATA

lManantamun JIC umxekupoHeH pasTeop ¢ GUCTLP, GesupeTen 1o GenoxuaT pasTeop.

l"anantamun JIC MHXEKUHMOHEH pa3TBOp € MOCTaBeH B aMIyJH OT Ge3LBETHO HEYTPamHO CTBKAO, THN I, ¢
BMecTUMOCT 1 ml. 10 6pos amnynu ce nocTasar B Snucrep or PVC donuo. Beeku 6nuctep (10 amnynu),
TIPHAPYKEH ¢ THCTOBKA 34 NNALIMUEHTA CE NOCTABS B KAPTOHEHA KYTHA.

TIpuTexkaren Ha paspeleHHEeTO 3a YNOTpeba
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