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NIVALIN® 10 mg tablets ™
ralaHTAMMHOB Xuapobpomun (galantamine hydrobromide)

IIpo-le'rer ¢ BHHMATC/IHO I[9JIATA JHCTOBKA, Opecin Ia 3aN0aHETe Aa OpHCMATE TOBA JACKAPCTBO,
Thil KATO TH ChALPXKA BAXKHEA 3a Bac andopmanns.

- 3anazere Ta3H JHCTOBKA. MOXe Aa Ce HATIOXKH /12 & POYSTETE OTHOBO.

- AKO UMATE HAKAKBH JOITLIHHTEIIHA BBIIPOCH, nionuralite Bawis nexap.

- Tosa nexkapcTBo € PeANKcaHo eAMHCTBEHO U JTHUHO Ha Bac, He ro npeorcronBaiime Ha Ipyra
xopa. To MoXe 1a MM HaBpeaH, HE3ABHCHMO Y€ NPH3HALMTE Ha TAXHOTO 3a00/14BaHe ca ChIIHTE KATO
Barerre.,

- AKO [TOJyYHTE HAKAKBH HEXE/IaHH JIeKapCTBEHH peakuuH, yeeaoMere Bainus nekap. Tosa
BK/IIOYBA H BCHYKH BBIMOXKHM HEXEIAHH PEAKLIMH, HEOMHCAHH B Ta3d JIHCTOBKA.

KakBo cLabpka Ta3H JHCTOBKA

1. Kakgo npeacrasnssa HusanHH u 3a KAKBO ce H3ION3Ba

2. Kaxso Tpatpa na sHaere, npean aa npuemere Huranuu

3. Kak na npuemare Husanun

4.  BB3MOXHH HEXENAHH PEaKUHH

5.  Kaxk na cexpanspare Hupanun

6. CoanpxaHue Ha ONMAKOBKATA K AOIBIIHATENIHA HHpOPMALMS
1. Kaxso npeacrasnssa HuBaadH H 3a KAKBO Ce H3NON3BA

Hupanun e nexapcTpet NPOLYKT, KOHTO ChIBPKA AKTHBHOTO BEUIECTBO Ma/IAHTAMHH - AJIKAIOH],
H30IMPaH OT HAZI3eMHHTE YacTH Ha pacreHneTo biaTHo kokvde. ["ananraMuH NPHHAUIEKH KBM rpyTia
JIEKapCTBa, HapeUeHH aleTHAXONHHECTepa3zHid HHxuOuTopu. Toll noBHINaBa HUBOTO Ha
AlETWIX0/IHHA, KOATO Y4acTBa B MPOBEXKAAHETO HA HEPBHUTE HMITYJICH B [TTABHHA MO3BK H
nepudepHuTe HepeH. [TonoGpaBa ChCTOAHMETO HA nalMeHTH ¢ GonecT Ha Annxaimep, xato 3abass
HEHHOTO pa3BUTHE.

Hanonaea ce 3a Aeyenue Ha ¢iabo Io yMEpeHo W3paleHa NeMeHIMA OT THNa Ha Annxaiimep,
3abonsABanMa Ha NepHpepHATE HEPRH, CBBP3AHH C ABArAaTENHH HAPyLIEHHA (TONHPaJHKyIOHEBPHT,
PagHKYJIOHEBPHT, HEBPHT, NOJIMHEBPHT, NOJTHHEBPONATHH), MHACTCHHS rpaBHc (cnabocT Ha
MYCKY.IHTE), IPOTPECHBHA MYCKYIHA TMCTPOGMS, HOTHOMHENHT, IETCKA uepedpanHa napaimnsa.

2. Kaxso Tpnbba aa 35aeTe, npexn aa npuemere Hupaaan

He opremaiite Hapannn

- @KO CTS ANEPrmYHH KM AKTHBHOTO BEILECTBO HNHM KbM HAKOA OT OCTAHATTHTE CHCTABKH HAa TOBA
JekapcTBO (M30poeHHM B TOUKA 6).

- @KO HMATe HAKOE OT caeAHHTe 3abongapanns: Texka Onbpeuna Winy yepHoapodHa
HEJOCTATRYHOCT; OpOHXHANHA ACTMA; CHPAECYHO 3a00/MBaHE, KOETO € CBBP33HO ChC FHAYHTENTHO
3a0apsaHe Ha ChPACYHHA PUTHM WIH C HAPYLIEHHE HA CHPEMHATA MPOBOZAMOCT (TIPEACHPAHO-
KaMepeH 6J10K); CTEHOKapIHA; TEXKKA ChPAeUHA HEAOCTATHYHOCT (CNabocT Ha ChpACHHHSA MYCKYJI);
EMHeIICHS; XHIICPKUHE3HH (HEBONEBH JBIKCHHS).

Ipexynpexneuns B IpeIuasHE MepKH
¥YBepomere Bamus nekap, ako uMarte 3a6onapaHus Karo:
- cupaeuno sabonasane (kaTo Hanp. AHCKOMQOPT B rbpAKTE, YECTO MPHYAHABAH OT cb
AKTHBHOCT; CbPAEUEH YAApP; ChbpAEYHA HEJIOCTATHYHOCT; 3a0aBeH WIH HEPaBHOMEDE:




pHTEM; YaARkeH QTc HuTepran);
- a3BeHA DonecT Ha cTOMaxa HnM ABaHAAECETONPBCTHHKA;
- Xponuund 6enonpobHu 3a6onaBaHuA Che CIa3bM Ha OPOHXUTE;
- pereHuMA (3aPBHKKA) HA YPUHA MIH HAaCKOPO MPeKapaHa onepalyd Ha NMPOCTATATa WK NHKOYHHS
Mexyp.
[Ipeas nposexnaHe Ha XHPYPruvHa onepauus ¢ ofia Hapxo3a TpaOBa 1a yBEJOMHTE 1eKyBalltis
Jiekap, Y€ NpoBekAaTe neveHue ¢ Hunamun,
Mo speme Ha neuenue ¢ Hupanus ce npenopsysa ynotpeba Ha NOBEYE TEYHOCTH.
Ipn nevenne ¢ HuBanuu Moxe ia ce Habmoaasa HamanaBaxe Ha TernoTo. [Ipenopbusa ce
KOHTPOJIMPANE Ha TEIVIOTO, 0CODEHO NPH NALMEHTH C IEMEHLIAA,

Apyra aexapcrea 1 Hapanan

Hnudopmupaiite Bamnsa nexap, ako npdemare, HACKOPO CTe PHEMAIIH WM € BR3MOXKHO Ja IPHEMAaTe
ApYTH NeKapcTsa.

YBenoMeTe NeKyBalllHg CH NeKap, Ko MPHeMAaTe:

- JIeKapCTBa 34 NIEYCHHE HA APHTMMH WIH BUCOKO KPBBHO HANMraHe (XMHUIWH, IMrOKCHH, Dera-
Gnokepu KATO aTEHONON, MPOMPAHOON, METOTIPOION);

- nekapcrea, nosnuasani QTc uHTepBana;

- aHTHOMOTHUM {I€HTAMMIHH, AMHKALMH, ePUTPOMHIIKH);

- LHMCTHANH;

- MeKapCTBA 33 JICUCHHE Ha JEMPECHH KATO NAPOKCETHH, QIyOKCETHH;

- KeTOKCHa30J]1 (IpOTHBOrbOMYHO IEKApCTRO);

-  pHTOHAaBHp (IeKapcTBO 3a NieueHne na CITHH).

Tean nexapcTBa MOraT J1a 3aCH/IAT HEXENAHOTO AcicTre Ha Husanuu unu 1a npoMeHAT neuebuud My
edekT;

- Hupanuu Moxe jJa aHTaroHW3Hpa NedeOHuA edekT Ha TaKHBa JIEKAPCTBA KATO ATPOIIHH,
GeH30XeKCOHHH H APYTH raHTTHOGIOKepH, TyGOKypaphH.

BpeMenHocT, KnpMeRe B PepTHIRTET

Hocwaersaiite ce ¢ Bamua exap npeau ynotpebara Ha Husanu.

Besonacuara My ynorpefa npu GpeMenHH He € foKazana, NOPATH KOESTO He Ce Mpernophysa Ja ce
H3NON3BA OT GPEMEHHM KEHU ¥ 10 BPEME HA KbpPMEHe.

Ilodnrpane n paGoTa ¢ MamuHA

TIpu neyenue ¢ Hupamus, 0cobeHO B HAYAIOTO, MOTAT A4 C€ NOABAT 3PHTENHA HapYHIeHHA, ChHIHBOCT
¥ CBeTORBpTEXK. B Takusa cmyuyan He modupaiiTe U He H3BHPLIBANTE NEHHOCTH, H3HCKBALIH
NOBHINCHO BHUMAHHE, IOKATO TE3H CUMIITOMH HE OT3IBY4AT.

HEBAREH CHABPKA CAEZRATE NOMOHIRN BEMECTBA:

- Minenryno auitecTe. Topa nexkapcTEO € NOAXOAAINO 32 XOpa ¢ UBOANAKHA (FIIyTeHOBA
eHTeponarus). [lauuenTs ¢ aneprus KbM MueHuna (paxiMy4Ha oT UbOTHAKHA) He TpaOBa Na BieMat
TO3HM NPOAYKT.

- Jlaxroza. Ako Bamuar nexap Bu e kazan, ye HMaTe HEOHOCHMOCT KbM HAKOY 3aXapH,
NOCBRETBAHTE Ce € HEro, NpeJu 1a B3eMeTe TOXH MPOAYKT.

3. Kax aa npremaTte Hasaann

Bunarn npuemaiite HuBanuH TouHo kaxro By e kazan Bamusar nekap. Ako He cre CHTYPHH B HEIIO,
oomnTaifTe Batuud sekap.

HuBannn TabneTky ce npHeMa nmpes ycrara 1o speMe Ha xpaxene. [1o Bpeme Ha ieHeHHETO €

HeoOXOmMMO Aa MpHeMaTe NOBEYE TEYHOCTH. s

Jlo3HpoBKaTa H NPOIRDKHTETHOCTTA Ha JICYEHHETO CE ONpPE/IENIAT OT JIEKyBaIIHs JI€
S

TabneTkara Moxe fa Gbje pasaeneHa HA ABE PABHH JI03M.



AKO cT¢ npREJIH NoBede 0T Heobxoaumara go3a Hupanina

Morart Aa ce noABAT rajexe, NOBPbLIAHE, KOPEMHH KOITHKOOOPAIHH CIIa3MH, JHAPHS, IOHIKABAHE HA
KPBBHOTO HAATAHE, 3a0aBAHE Ha CHPAEUHHS PUTHM, 3ATPYAHEHO AMIIaHe, OOWTHO CAIOHOOTAENAHE,
CBJI3OTEYCHHE, & B [TO-TEXKKH CIIyHMaH — rbpuoBe M koma. [IpH nossa Ha TAKHBA CHMITOMH C€ 06BbpHETE
He3a0aBHO KbM JIEKYBAIMS JIEKAP HIIH 3pABHO 3aBEICHHE.

AKo cTe nponycnanu 12 npaeMere Hupannn
He B3emaiite ABoiiHa n03a, 3a 1a KOMIIEHCHPATE NPOMYCHATATA A034.

AKO HMaTe HAKAKBH JOMBIHHTENHH BBIPOCH, CBbP3aHM ¢ ynioTpebaTa Ha TOBa 1€KapCTBO, NONHUTARTE
Bawmus nexap unu dapmanesr.

4, BhiMoxkHR HeXeTAHE PEAKIHA

KaxTo BCHUKH JieKapcTBa, TOBA IEKAPCTBO MOXKE 14 TIPCTH3BUKA HEME/IAHH PEAKLMH, BEIPEKH Y€ He
BCEKH I'H NOTy4apa. '
HabmonaparuTe HexkenaHH JIeKapCTBEHH peaKLMH OOUKHOBEHO Ce NPOABABAT B HAATIOTO HA
NeMSHUETO WK [PH MOBHINABAHE HA 103aTA M OT3BYYABaT B X0ja Ha ieveHneTo. [lopauraHeTo 1
MOBPBINAHETO NPEMHHABAT B IPOABILKEHHE HA HAKOIKO JHH OT HA4a0TO HA JICYCHHETO.

YBeaoMere He3abaBHO JIEKYBaLMA CH JIeKap, ako NMOYYBCTBATE HAPYLIEHHE HA ChPACYHUA PHTHM,
BonkH B cepeuHATa 00NACT, 326HO ChC CHpLUEOHEHe, WIH B CITy4aii HA MPHTIATBLIA.

HexenauuTe JiekapcTBEHH PEaKlHK Ce KIACHHLIMPAT MO YeCToTa KaTo:

Mnuozo wecmu (3acarar noeeue ot 1 Ha 10 nauMeHTH): rajeHe, NOBPHIIAHE.

Yecmu (3acarar nmo-manko ot 1 Ha 10 nagueHTH): MOHMKEH aNETHT Z10 OTKA3 OT XPaHEHE,
XaTIOUMHRLAH, ACTIPECH, 3aMaiBaHe, raBobonue, TpenepeHe, M'bpI0Be, CHHITHBOCT, IETaprys
(3aTopMoO3eHoCT), 3a0aBAHE HA CHPACUHUI PHTHM, TOBHIIABAHE HA KPHBHOTO HAATAHE, CTOMAIIHH
Oonkn, nHapus, AHCIENCHS, CTOMAILIHO-YPEBEH JUCKOM(OPT, YCHAIEHO IOTOOTACIARE, MyCKY/THHA
cnasMu, crabocT, yMopa, 061110 Hepa3noNoXeHue, 3aryba Ha TENecHO Tersio, NajaHus.

Heyecmu (3acsrar no-manko ot 1 Ha 100 naumenTH): o0e3poaHABaNE, 3PUTENHH M CITyXOBH
XamouWHalUHH, napecre3us (Gonexu, mapeHe, MpaBy4kaHe), MPOMAHA Ha BKYCa, TOBULIEHA AHEBHA
CBHHIMBOCT H NATOJIONHYHO NMOBHILIABAHE HA MPOTLDKHTEBOCTTA Ha CHHA, 3aMBITICHO 3pEHHE, LI[yM B
YIIHMTE, PHTHMHH H MPOBOJHH HAPYIISHHA HA CHPLETO (BKIIOYNTENHO chpAcucH 0ok I crenen),
NOHKKEHO KPBBHO HAJIATAHE, TOTUIM BBJIHE, rajleHe, MyCKYJIHa Cl1abocT, OBHIIEHH CTOHHOCTH Ha
YEPHOAPOGHHTE EH3IHMHU.

Peoxu (3acarar mo-mManko ot 1 Ha 1 000 nauneHTH): XEOATHTH.

C neuzgecmua vecmoma (OT HATMYIHUTE JaKHH He MOXe A2 Obe HanpaeeHa OLICHKA): 3aCHIBAHE HA
YpEEHATA HCPHCTANITHKA.

AKO NOTy4HTe HAKAKBH HEXEIIAHW ICKAPCTBEHM PeaKiHH, YBeJomeTe Baumua nekap. Tosa Bkmousa
BCHYKH BB3MOJKHH, HEOITHCAHH B TA3H JIMCTOBKA HEXENAHH PeaKiUi.

5.  Kak pa cexpanssare HuBannn

Tosa nekapcTBO He M3MCKBA CNICLMANHHA YCAOBHA HA ChXPAHEHHE,

Jla ce cexpaHsaBa Ha MACTO, HEIOCTHITHO 34 LA,

OTroBapA Ha nocleaHng A€H OT MOCOYEeHHA Mecell.

He uM3xBhLpiisifTe iekapcTBaTa B KAHANM3AMATA WIH B KOHTSHHEpa 34 JOMALIHH OTIL
INonuTakre Bamua dapmanesT KaK Aa H3XBBPAATE IEKAPCTBATA, KOMTO BEYE HE M3
MEpKH Iie CIIOMOrHAT 3a OHa3IBaHe Ha OKOJIHATA cpea.



6. CranpxaEne HA ONAKORKATA B JONBIHATEIHA HH{popmanas

Kaxso cbhaAbpxa Hupaauu

Tabnerku S mg

- AKTHBHOTO BEILIECTBO € MANAHTAMHHOB XHAPOOpOMHI 5 mg.

- JlpyruTe cheTaBK# ca: 1aKTO3a MOHOXHPAT, MIIEHHYHO HULIECTE, MATHE3HER CTeapar,
LIeTy/I03a, MEKPOKPHCTANTHA; KAllHEB XuaporeHdocdaT IHXHAPAT; TAIK.

Tabnerxn 10 mg

- AKTHMEHATa CHCTABKA € rafaHTaMHHOB XHApoOpoMuz 10 mg.

- JApyruTe ChCTaBKH ca: JJaKT03a MOHOXH/IPAT; NMINEHWYHO HULIECTE, MATHE3HEB CTeapar;
Le/TyN03a, MUKPOKPHCTANHA; TAJIK.

Kak m3rneaaa Hesaann H KAaKBO CHILPHKA ONAKORKATA

Kpbrna, nnocka tabnetka ¢ dacera M AenureiHa YepTa OT eAHATA CTpaHa, NOYTH 6Ana Ha LBAT.
Tabnerkara moxe ma Gbae pasieneHa Ha ABE PABHH JO3H.

TabneTkn 5 mg

10 Tabnerxu B 6nuctep ot PVC/amymMuuuero donuo; no 1 Gimcrep B kaproHeHa KyTHS, 3a€/HO C
JIMCTOBKA.

20 Tabnetkn B 6nuctep or PVC/anyMuusrero ¢osmuo; o 1 win 3 6aucrepa B KAPTOHEHa KyTHs,
3a€IHO ¢ IHCTOBKA.

Tabnerku 10 mg

10 rabnetru B Gnucrep or PVC/anymunnero donno; mo 1 wix 2 Gnverepa B KAPTOHSHA KYTHS,
3aeHO ¢ JIMCTOBKA.

IlpETexaTeN HR pa3pelIeHHETO 3A YNoTpeda B DPOH3BOAHTE
CODAPMA A
yJ1. Knuencko wmoce 16, 1220 Codpun, Buirapus

HaTa Ha Doc/ieaHO Dpepasriexane Ha JHCTOBKATA: (pespyapu 2021 r.

IMocouenara no-gory HHGOPMaIHA € NpeAHasHAYEHA CAMO 33 MeIHLIMHCKH CTIC[HATTHCTH:

03HPOBKA K HAYHH HA NPWICKEHHE
JI03HpOBKATA H NPONB/DKHTENHOCTTA Ha NIEYSHKE C FAMAHTAMHH 3aBHCAT OT TEKECTTA Ha CHMITTOMHTE
M MHIMBHIYa/lHaTa YYBCTBMTENHOCT HA MALMEHTA KBM JICHEHUETO.

Hupanun Tabietkun ce npuema NepopaHo No BpeMe Ha XpaHeHe. [1o Bpeme Ha IEUECHHRTO €
HeoOXO0ZHMO 1a ce OCHIYPH MIPHEM Ha JOCTATHYHO KOJIMYECTBO TEYHOCTH.

Bu3pacmnu

O6Huaiinara f03a e 10-40 mg, pasnenena ua 2-4 npuema.

Bonecm na Ampxaiimep

Ipenopruranara HayaIHa £03a € N0 5 mg 2 TETH JAHEBHO, 32 MPESANOYHTAHE ChC CYTPEINHOTO X
BeuepHO XpaneHe. ClIeN NPOBeKAAHE Ha 4-CeIMMYEH KYPC Ha JICUCHHE, JO3aTa MOXKE []a CE YBEIHYH
J0O JJOCTHraHe Ha moaaLpkawma fo3a ot 20 mg AxeBHO, pazaenena Ha 2 npuema (o 10 mg 2 meTH
IueBHO). Jlo3ara ce yBeHYABA B 3aBHCHMOCT OT KITHHHYHATA KAPTHHA H HHAMBHIYATHATa PEAKLHA Ha
TaLHMEHTA.

lleduampuuna nonyrayun

IIpenopruBaHaTa qHEBHA A03a NPH ACuA €:

- 0T 6 no 8 ronunn — 5-10 mg AHeBHO;

- ot 9 no 11 ropunu - 5-15 mg nuesHo;

- oT 12 1o 15 roauuu — 5-25 mg aHeBHO. _

Hayuenmu ¢ napyviuena yeproopobua gynxyus LT T
Ilpy naumenTH ¢ yMepeHO yBpesieHa YyepHOApoOHa dyHKima (crenenu 7-9 no Chj
BB3MOXKHO TUTA3MEHHTE KOHLIEHTPAMH Ha ralaHTAMHH [1a ¢ TIOBHILAT, TIOpalyj
peayuupaHe Ha AHeBHaTa o3a Ao 15 mg.




Ynotpebara Ha ranaHTaMHH NIPH NALMEHTH ¢ TeXKa yepHoApobHa Henoctatbutoct (Child-Plough
>9) € NpOTHBONOKA3AHA.

Hayuenmu ¢ napyuena 6vopeyna gyuxyun

l'ananTamun H HeroBuTe MeTaboNHTH ce exckperupar upes Gs0perpre. [IpH naUHEHTH ¢ yMEpeHa
On0peuna HellOCTaTHYHOCT J03aTa He TPpRGEA Na HaneMiuasa 15 mg aresHo. [Ipu naumerTH © TEXKA
6B0peura HEOCTAaTHUHOCT (KPEATHHHHOB KMPBHC oA 10 ml/muu) ynorpebara Ha Hupaiim e
TNIPOTHBOMOKA3AHA,

IpoAL/DKKHTENTHOCT Ha JICYEHHETO

[lponbrauTenHoCTTa Ha Ne4eOHHA Kype BApHpa B IHPOKH IPAHMLIA — OT HAKOIKO CEAMHLM A0
HSKOJIKO NO/IHHE H 3aBHCH OT 3a00/19BaHeTO H HHAHBHAYATHATa [IOHOCHMOCT Ha naHenTa. Ipx
NOSABA HA HEXEJIAHH JICKAPCTBCHH PCaKUMH € HeoOXOMHMO [103aTa Ja ¢6 HAMAJTH MM JIa ce CTIpe
NeyeHUeTO 3a 2-3 IHH, clie]] KOETo JA NPOIBIDKH ¢ (0-HHCKH J03KH. AKO NCUCHHETO ce PeKhCHE 32
NO-ABJITO BpeMe, NOBTOPHOTO NMpHiIoKkeHHe Ha HuBanyuH TpaOBa Aa 3anovHe ¢ HAH-HACKATA 1033 H
NIOCTENEHHO Ja C€ AOCTHIHE /10 ONTHMAJIHATA TIOATBPKAIla J033.




