JJUCTOBKA: HHPOPMAIINA 3A ITIOTPEBUTEJIS

NIVALIN 1 mg/mli solution for injection
HHUBAJIMH 1 mg/ml nrxxexunoHeH pasTeop
NIVALIN 2,5 mg/ml solution for injection
HHUBAJIHUH 2,5 mg/ml urmxexkuHoHeH pa3reop
NIVALIN 5 mg/ml solution for injection
HHUBAJIWH 5 mg/m! un>kekumoneH pastsop
NIVALIN 10 mg/ml solution for injection
HHWBAJIMH 10 mg/ml ni>keknMoHeH pasTBOp
rajlaHraMuHOB XHApoOpoMup (galantamine hydrobromide)

IIpoverere BHAMATE/IHO HAJIATA JACTOBKA NPEAH JA 3AN0YHETE JCUCHAE C TOBA JIEKAPCTEO.
- 3anasere Ta3u JIACTOBKA. MoOXKe J1a ce HAIOXKH J1a 1 MPoYeTeTe OTHORO.
- AKO MMaTe HAKaKBH JAOIThJIHMTEHH BBIPOCH, TIoNKTaliTe Batus nexap.
- Tosa nekapcTBo € npeanmcano nuyHo Ha Bac. He ro mpeorcrensaiite Ha apyru xopa. To
MOXKE [1a UM HaBPESIH, HE3aBHCHMO OT TOBA, Y€ TEXHUTE CUMITTOMH Ca ChLIWTe KaTo Baiure.
- AKO HAKOA OT HEXEJIaHWTE JIEKapCTBEHH PEaKLHM CTaHe CEPUO3HA WM 3abesIeKuTe APYrH,
HCONHCAHU B Ta3H JTUCTOBKA, MOJTA yBeaomere Baiuuvsa nekap.
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1. KAKBO IIPEACTABJIABA HUBAJ/IMH M 3A KAKBO CE H3IIOJI3BA

HuBanuu e sekapcTBeH MpPOMYKT, CBHABPXKALL aJKAAOMAA TaNaHTAMHH, KOWTO C€ H301Hpa OT
HaaA3CMHHUTE 4acTU Ha binaTHOTO KokMYe. ['anaHTaMHH NPHHALJIEXKH KbM Irpyna JeKapcTBa, HApeUYeHH
HHXMOMTOPY Ha €H3WMa aleTHIXONHHecTepasa. IIoBMIIABA HHBOTO HA BELUECTBOTO ALCTHIXONHH,
y4acTBallO B PEAABAHETO HAa HOPBHUTE UMITYJICH B LIEHTPATHATA M Nepud)epHa HEPBHA CUCTEMA.
Husanuu ce usnonsea 3a neveHne Ha 3a6onaBaHus Ha nepudepHUTE HEPBH, CBBP3aHH C ABHTATENHHU
HapywieHHA (NOMUPATHKYJIOHEBPHT, pPaaHKYJIOHEBPHT, HEBPWUT, MOJMHEBPHT, MOIMHEBPOTIATHH).
[Ipunara ce ¢bwo NMpH napanusa ciell YBPeXKAaHHA Ha rpbOHAYHHA MO3BK (Clel MOJMOMHEIIHT,
MueauT, rpeOHatHa MyckymHa atpodus). Husanue ce mpunara npu mapannsa ciief yaap, OeTcka
uepeOpanna napanusa. HMsnomssa ce mpu nedeHne Ha 3a00NABAHMA KATO MMACTEHHA TI'PABHC
(MyckynHa cnabocr), MycKyJiHa aAucTpodus.

B aHectesnonoruaTa U XMpypruara Hupanun ce u3nonsea 3a NpoTUBOAEHCTBHE HA €hEKTa HA HAKOH
JeKapCTBa, HApPEHYEHH HEACMONAPH3NPAUY HEPBHO-MYCKYAHHM ONOKepH M 3a JieUeHue Ha
CIIeAOTICPAaTHBHH IIAPE3H Ha TEHKUTE YepPBa U MUKOYHHA MEXYD. |

Husanua ce npuiara npu ¢Qu3koTepanus 3a JieYeHHE HA YBPEKIAHHA Ha nepupepHaTa.- ~HEPBHA
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- @KO CTe aICPrHiHH (CBPbXYYBCTBHTEIHH) KBM AKTHBHOTO BEIIECTBO raTaHTaMHH;

- 8KO HMaTe OpOHXHATHA acTMa (3aTPyAHEHO OULLIAHE);

- AKO uMarte 3a0aBeH ChpPEYEH PHTBM WIH HApyIIEeHa CbpACYHA NMPOBOAHUMOCT (TIPEACHPIAHO-
KaMepeH 610K);

- 8KO UMare HexeMHuvHa 00J1eCT Ha ChpLETO (HAPYWICHO KPEBOCHAOASRAHE HA CbPACYHUSA MYCKY1)
WJIH OCTpa CbpAICHHAa HEAOCTATHYHOCT (HapylLIeHa ChPACUHA PYHKLHMS);

- aKO MUMAarTe eNUIIEenCUs;

- NpH HeoOHvaiHa JBUTaTETHA CBPbXAKTUBHOCT;

- TpH ocTpa Onbpeuna win yepHOAPOOHA HeJOCTATHYHOCT.,

O0bpreTe ciennanno BHAMaHHe npr ynorpebara ua Hasaiun

" 8KO HMaTe CHHAPOM Ha OOJIHMS CHHYCOB Bb3€eJ1 (HapyLICHHE B 00pa3yBaHETO Ha €JIEKTPUYECKHTE
UMITYJICH B CBPLETO) HITH APYIH HApYILEHHUs HA ChpJeYHAaTA NPOBOAUMOCT;

- KO H3ION3BATE IPYTH JIEKAPCTBA, 3a0aBALIM ChPACYHHS PHTBM (IMrOKCHH, beta-6nokepu);

- aKo ca Bu ycTaHOBeHM BUCOKH WIHM HHCKH CTOMHOCTY Ha KATHS B KPBBTa;

- @Ko CTpajare ot Oonect Ha IlapkuHCOH (Tpemepene, ckoBaHOCT, MacKOBHJHO JIHLE, 3a0aBeHM
ABWOKCHHA W BIaYCHE HAa KPAaKaTa, 3aTPyIHEHA NOX0AKa);

" @KO CTpajate OT OCTpH MM XPOHHYHH 3abonsBanusa Ha Genua apob (XpoHuuHa 0GCTPYKTHBHA
6enoapobua Gonecr);

- @Ko uMare Jieka OnOpeyHa HeAOCTATHYHOCT MM 3aTPYAHCHO YpUHHpaHe, ako Hackopo Bu e

HalpasCHa Oricpaliid Ha MPOCTATATa WM HA NHKOYHHS MEXYP, KaKTO W NPH onepauyu nog obiga
yIoHKa.

IIpy snauuTensa sary6a Ha Termno no BPEME Ha aeueHHeTo ¢ Husanuu e HeoGXoaMM KOHTpon Ha
TEJIECHOTO Tero.

Ynorpe6a Ha 1pyru JexapcTBa

YBepomere Bawus nexap, ako IPUEMATE WM  HAacKOpO CTe€ NPHEMANH JAPYTH JIEKapcTea,
BIJIIOYMTE/IHO TaKHBA, OTIYCKAaHH 0€3 perienta, KATO JIEKApCTRA 34 JICYSHHE Ha ApPUTMHH WIH BHCOKOQ
KPBBHO HalAraHe (XHHHIHMH, TMTOKCHH, GeTa-610KepH Kato aTCHOJIOIN, MPONPAHOIO0N); aHTHOHOTHLIU
(TeHTaMHLMH, aMHKAaUMH, EPHTPOMHLUH); ICKapCTBa 32 JICUCHHE Ha jenpecus (NAPOKCETHH,
(piryokceTHH); KeTOKOHA30M (3a JieYeH e Ha M'bGHYHH HH(EKLUHH); pUTOHABMD (32 JIEYEHHE Ha CIIMH).

bpemennoct u kbpMene
IlocweetBaiite ce ¢ Bamusa nexap NIPE/IM 1a W3MONI3BATE KAKBOTO U Aa € JAeKapcTBO. Yrhorpebara Ha

HuBalMH 1O Bpeme Ha OPEMEHHOCT M KbPMEHE HE Ce MpenoprvyBa NoOpaid JIMNCAa HA JAHHHU 34
06€30MacHOCT MPH Te3M KATEropHH MALMEHTH.

Hlo¢gupane u pabora ¢ Mawmunn
HuBaiis MOXe Ja NpeIn3BUKa 3PUTETHH CMYLICHMUS, CBETOBBPTENK W CBHIIMBOCT, KOETO Jd CE OTpasu
Ha crocoOHOCTTa 32 Wodupane u paboTa ¢ MalHHHK.

3. KAK JJA CE IPAJIAT A HUBAJIMH

Husanun ce mnpunara ot KBATU(QUUHMPAH MEAHUMHCKA NEPCOHAT  TIOX JICKapCKH KOHTPOJL.
Jlo3upoBKaTa M MPOABIKHTENTHOCTTa HA JIEYESHHE Ce onpeaensaT or Bamug nekap B 3aBucumocT or
BH/A U TEXKECTTA Ha 3a00JI9BaHETO. T
HuBanmuH UHXEXLIMOHEH PA3TBOp C€ npurara rMogKONKHO, UHTPaAMYCKYJIHO HITH HHTpaBeyﬁﬁg enidds #,
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IIpunara ce nonkoXxHo B A03M, ONpeneneHH OT JICKap4 CNopea BB3pacTTa H TErJIOTO Ha JAeTETO.



Ilpn AHECTE3HA, XHDYPIHS H OTPABSAHHAS

JlekapcTBOTO Ce mpruara BeHO3HO B 4033 OT 10-20 mg auesHo. 3a fcuenue Ha CIeaoNnepaTHBHU
1APE3H Ha TBEHKUTE 4Y€pBA WIH MHKOYHUS Mexyp Hupanuu ce npunara 2-3 nbTH JHEBHO B MO3H,
OMPCACNEHH OT JIEKYBAaIUUA JIeKap.

Hena

l'[ppmara CC HHTPABE€HO3HO B AO3H, OMPEOCTIEHH OT JICKapA cnopen Bb3pacCTTa U TeIVIOTO HA AETETO.

Ousnorepanus

[Ipy ¢usnorepanua Husamnu ce puiara 4pes HoHodopesa B m03a oT 2.5 no 5 mg (npwu
CHICKTPUIECKH TOK OT | 10 2 mA) 3a 10 MunyTH 3a mepuog 10 - 15 quu.

Axo HuBaJIHH Ce IPHIOKY B NO-TO.IIMA A032 OT JONYCTHMATA

T®if kato mponykTHT ce mpunara or KBATHPULIUPAH MEAULHHCKH NepcoHal, mnpeno3upaHe Ha
ICKapCTBOTO € MalKO BEpOATHO. Bbnpeku ToBa, axo CMATaTe, 4e no03aTta ¢ Ouna BHCOKa,
KOHCynTHpanTe ce ¢ Bawusa nexap.

AKO HMaTe IPYru BBIPOCH 3a ynotpedara Ha TO3M NPOAYKT, HOMUTaiTe Bammms JeKap.

4. Bb3AMOXKHU HEXEJIAHH PEAKIINH

KaxTto BcHukH lekapcTBa, HUBATHH MOe Ad IIPEIN3BHKA HEXEJIAHH PEAKLMH, BBITPEKH Y€ HE BCEKH
I'4 MOJTyYyaBa.

HuBanun moxe aa zabaeu wim HapylllM CBbpACHHHA PUTBM (ChplebHene), na [IPOBOKHpa OONKH B
CbpAeHHaTa 00J1acT, rajeHe, MOBPHIIAHE, AHapHs, KbpKOpPEHE Ha uepBata, 601ku B kopema. [Tonskora
MOJKe N1a C¢ HabnroaBa MOBHINABAHE WIIH MOHMKABAHE Ha KPBBHOTO HaNATaHe. [pyrv cuMmroMy ca:
CBHBAHC Ha 3€HULIATA, TOBHILEHO HU3MOTIBAHE M CIIOHOOTACNIIHE, TMOBHILEHA HOCHA, C/Ib3HA H
OpoHxuatHa CCKpCLIHA, CBHIHBOCT, MYCKYAHM KpaMiu (CXBalaHui), 3aMasHOCT, ri1aBodonue,
Y4ECTEHO H/MITK 3aTpyHeHo aumane. ONUCaHy ca U ClTyHau Ha 3aryba Ha aneTut | rerno. Ilpu Hikou
MALMEHTH MOX€ 1a BB3HMKHAT AJEPrUYHH PEAKUHH, BKTIOYHTETHO CbpOeXK, KOXHH OBGpuBw,
YPTHKapui. B eavnwunu ciyuau ca ma6monasauu OCTPH pPEAaKLUUH Ha CBPBXYYBCTBUTE/IHOCT ChHC
3ary0ba Ha Ch3HaHuE.

AKO HAKOA OT HEXeTaHHTE JICKAPCTBEHH pCaKilUH CTAHE CEepHO3HA WM 3abelexuTe apyru,
HCOIMHCAH! B Ta3H JTUCTOBKA, MOs yBegoMeTe Bamms JeKap.

3. KAK TA ChXPAHSIBATE HUBAJIMH

Jla ce cuxpaHsBa B opHrHHaTHaTa OTIAKOBKa, 3a Ja Ce MpeanasH oT cBeTaHHA. Ja ce ChXpaHsABa Noj
25°C. Jla He ce 3aMpa3sea.

Jla ce crxpaHaBa Ha MACTO, HETOCTDHITHO 34 aeua.

Jla He ce M3noNn3Ba caeq U3THYAHE CPOKa Ha IORHOCT, yKa3aH BbPXY onakoBkaTa. CPOKBT H4 FOTHOCT
C€ OTHACA 3a NOCACOHHUA ICH OT MOCOYEHUS MECeLL.

6. TOTBJIHUTEJTHA HHO®OPMAITHS

Kakso coabpixa HuBaaun
- AKTHBHOTO BELIECTBO € IAJIANTAMHHOB XuapobpoMua 1 mg, 2,5 mg, 5 mg wan 10 mge 1 ml
HHXKCKIMOHEH Pas3TBOp.

- ipyrute chcTaBkH ca HaTpUes XJIOpH]I, BOAA 33 HHDKEKLIUM.
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Kax s3rnexxna Hapannn u kakpo CBAbPKA ONNAKOBKATA )4 e, NI
HuBaIHH HHXEKLHOHEH pa3TBop ¢ mpo3pauna, buctpa, 6e3uperna no 6nenoxbATa TEUHOTT/ % L T
AMIy/IH OT 6€3UBETHO CTHKIIO ¢ BMecTUMocT 1 mi; 10 ammynd B Oimuctep ot PVC d}f@ﬂj{q; Lm0 02
OJHCTEpa B KAPTOHEHA KYTHA, 3a€IHO C JIMCTOBKA. \ _'j:"'_ S
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/laTa Ha nocieaHo op0GpEeHHe HA IHCTOBKATA: ®erpyapn, 2009.




