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JIncToBKka: nHpoOpMANASA 32 NANHEHTA

Hatpaxcam 1,5 mg / § mg Tabaerkn ¢ A3MeneHo ocBoboknaBane
Natrixam 1.5 mg / 5 mg modified-release tablets

uHaanaMua / amaoaMnuH (indapamide / amlodipine)

IIpouereTe BHHMATENHO LA/1ATA JHCTOBKA, IPEAH A4 3AN04HETe AR OPHEMATE TOBA JIEKAPCTBO,

Thii KATO TH CHAbPKA BakHa 33 Bac nndopmanud.

- 3anaseTe Ta3H JUCTOBKA. Moske na ce HAJIOKH J1a A NMPOYETETE OTHOBO.

- AKO MMaTe HAKAKBH JOITBJIHHTEIHH BBNPOCH, nonuratite Baius nekap win papmauesr.

- Tosa nexkapcTso € npeaAnHcaHo Ju4HO Ha Bac. He ro npeorcThnBaiite Ha Apyrd xopa. To Moxe
N2 UM HaBPeaH, He3aBUCHMO € MPH3HALMTE Ha TAXHOTO 3a00/19BaHe ca ChIIHTE KATO Bawmwre.

- AKO MOMyYHTEe HAKAKBM HEXEJIaHW NCKApPCTBEHN peakuuH, yseaoMere Baiwa nekap Win
¢apMauieBT. ToBa BKIIOYBA M BCHUKH Bh3MOXHH HeXeNaHH PeaKLiM, HEOMHCAHW B TasH
nucToBka. BokTe Touka 4. e s A
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Kakso ChALPAA TA3H JHCTOBKA: . / O / 3 \.‘J_f f /

1. Kaxeo npeactasnsasa HaTphHkcaM M 3a KakBO Ce M3NOT3BA e o
2. Kakso Tpafpa Aa 3Haete, Mpeay Aa NpUeMeTe Hamuxcau o § ¥ Y, 2}~ y 2 L -03- 7015
3. Kax na npueMare Hatprkcam | A S e
4. BB3MOXXHH HEXEJIAHW peaKUHH | o S N
3. Kak na csxpanaBate Hatpukcam h | B -
6. ChabpaHHe Ha ONaKOBKaTa H HOITKIHHTENHa HHGOpMaLHs

1. Kakspo npeacrasassa HaTpHkcaM ¥ 32 KAKBO Ce H3M0./13Ba

HaTpukcam ce npeAfIHCcBa KaTo 3aMECTHTEHO JIEYEHHE HA BUCOKO KPLBHO HaJAraHe (XHIEepTOHHS) NpH
NaLHEHTH, KOUTO Beue NPHEMAT HHAANAMHA W aMIIOUITHH B OTACJIHH TAONETKH B CHLIOTO KOJIHYECTBO.

HatpuxcaM e xoMOMHaLUg OT ABE aKTHBHH CHCTABKH - HHAANaMHI H aMJIOIHITHH,

MuaanaMua € AdypeTHK. JHypeTHLMTE MOBHILABAT KOJMHYECTBOTO Ha oOpasyBaHara oT O1LOpeuuTe
ypuHa. HiHnanamua obaue ce paannuaBa OT OCTAHAIMTE AHYPETHLM, Thil KaTO MPHYHHABA CAMO JIEKO
MOBHMIABAHE HA KOJIMUYECTBOTO Ha oOpasyBaHaTa ypHHA. AMIOJUINHH € KaILHEB AHTAarOHHCT (KOHTO
crnaja KbM KJlaca Ha JIEKApCTBaTa, HapeuyeHH IUXHAPONUPMAMHH) W IEHCTBA YPE3 OTHYCKAHE Ha
KPBBOHOCHHTE CBAOBE, 3a [1a NPEMHHABA NMO-IECHO KPbBTA Nnpe3 T#X. Besaka oT akTMBHHUTE ChCTABKH
MOHMXKABA KPBbBHOTO HaJIAraHe.

2. Kaxso TpubBa 1a 3uaeTe, npean Aa npremere HaTprkcam

He npuemaiite HaTpukcam

- 8KO CTe afeprd4yH¥ KbM HHAANAMHA WIH APYrH CyaQoHaMHIHW (KJIac JIEKapCTBEH NpPOAYKT 3a
NeYEeHUETO HA XHNEPTOHHNA), WIH KbM aMJIOAHINNH WIH KbM HAKOH IpYr KalllHEeB aHTaroHHCT (Kiac
NIEKapCTBEHH MPOAYKTH 3a JIEYEHHE Ha XMNEPTOHHA), HIIH KbM HAKOS OT OCTAHAIWTE ChCTABKH Ha
TOBa jekapcTso (M36poeHH B TouKa 6). T3 MOxke aa ce NPOosBH ChC CHPOEK, 3aUCpPBABAHE Ha KOXKaTa
WX 3aTPYIHEHO aHllaHe,

- aKO MMaTe MHOT0 HHCKO KPBbBHO HansraHe (XMIIOTOHMA ),

- @Ko MMaTe CTECHEHHE Ha aopTHAaTa CbpJACYHA Kiana (aopTHa CTEHO3a) WIH Kap[
(cBCTOAHHE, MPH KOETO CHPLIETO He MOXKE Ja CHabAABa OpraHH3Ma ¢ JOCTATBEYHO ;.,-/

- 8KO CTpajaTe OT ChpAeUHa HeJOCTAaThYHOCT CiIe HHPApKT Ha MHOKapAaa (Chpaey 7 :?

- ako uMare Texko OpbpeyHo 3abonsasaHe,

-  3aKO MMaTe TeXKO uepHoaApobHO 3abonsgBaHE WIM CTpPAZaTe OT CBCTONHMC

- 2KO MMaTe HHCKH HHBA Ha Ka/IMi B KPLBTA CH, \ G TS &/
: o
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HpeaynpexaeHns B NpeANna3HH MepKH
I"oBopete ¢ Bamma nekap wiu ¢apmalleBT, npeau aa npueMere Harpukcam.

Tpabra na undopmupate Bamus sekap, ako HMaTe HIIH CT€ HMAJIH HAKOH OT CJI€JHHTE CbCTOAHHA:

- [peKapaH Hackopo HHapKT Ha MUOKapaa,

- aKo MMAaTe CbhpAevHAa HEeJOCTAThYHOCT, HAKAKBH MPOONEMH C PHUTbMA Ha CHPLETO, HIIH KO HMATe
kopoHapHa onecT Ha chpLero (0osiecT Ha CHPLUETO, MPHYHHEHA OT BJIOLIEH KPbBOTOK B Ch/IOBETE
Ha ChPLETO),

- ako uMare npobnemu ¢ 66peunTe cHu,

- aKO yceluaTe HamaniBaHe Ha 3peHHeTO WiM Oonka B oudte. ToBa MoXe na ca CHMIITOMH Ha
3albpKaHe HA TEYHOCT B CHJOBUA CJIOH Ha OKOTO (XOpHOHAANEH H3/MMB) HIIH Ha MOBHILABAHE Ha
HANAMAHEeTO B OKOTO H € Bb3MOXKHO Ja Ce MOABAT B PAMKHTE Ha 4aCOBE J0 CCAMHLIH CJIeA MpUeMa
Ha Harpukcam. Ako He ce npeznpueMe JicHEHHE, TOBA MOXe a JoBele A0 MOCTOsSHHA 3aryba Ha
3peHHe. AKO MO-PaHO CTe WMAHM ANCPrus KbM TEHMUWIHH WIH CynQoHaMHA, MOXE Ia CTe
H3J10’KEHH HA FO-BHCOK PHMCK OT Pa3BHTHE HA TAKMBA HapyLlEHHA,

- 8KO WMAaTe MYCKYJIHM HapyLUCHHS, BKTIOUBALIH O0nKa B MYCKYJIMTE, YyBCTBHTEHOCT, cnaboct ww
KpaMnnm,

- TEXKO NOBHIIABAHE H& KPbBHOTO HajisAraHe (XMNEPTOHHYHA KpH3a),

- @Ko CTe B HanpeaHana BB3pacT H € Heobxoaumo go3ata By na 6bnae nosuiueHa,

- aKO B3eMaT¢ HAKAKBH APYIH JIEKapCTBa,

- 8KO UMaTe HeJOXPaHBAHE,

- aKo uMarte npobneMH ¢ YepHUA Apob,

- aKo Umarte auader,

- &KO cTpajare OT nojarpa,

- ako e HeoOXOoOWuMO J1a CH HanpPaBUTE M3CleaBaHe, 3a MpOBEpKa JalHu naparipeoranata Bu xuesa
(GYHKIIHOHUpa HOPMAJIHO,

- KO HMAaTe peakuuH Ha GOTOUYBCTBHTEIHOCT.

BamuaT nexap Moxe Ja BH Ha3zHauW M3ciaeaBaHUA HA KPbB 38 NMPOBEPKAa U OTKPUBAHE HA HUCKK HUBA

Ha HaTPHH WIH KAJIHH WIH BUCOKHA HHBA Ha KAJTLHHA.

AKO MHCJIHTE, Y€ HAKOA OT MOCOUYEHHTE CHTYAUHH c€ OTHACA 32 Baiusg ciyuaid, HAH aKo HMaTe HAKAKBH

BBIIPOCH WIH CbMHEHHR OTHOCHO npuema Ha Bamero aexapcteo, 6 Tpabsano na ce nocsBeTBate ¢

Baiuua nexap wiH ¢papMatieBT.

Cnoptucrure TpabBa aa 3HaAT, 4e HarpukcaM ¢bAbpKa aKTHBHO BELUECTBO (MHAANAMHI), KOETO MOXE
N4 NPEeAW3BHKA MO3HTHBUPAHE HA PEIYJITATHTE NPH JOMIHHIOB KOHTPO.

ena B IOHOIIH
HaTtpukcaMm He TpaOBa Aa ce aaBa Ha Aclla M FOHOLLH.

HApyra nexapcrsa B HaTprkcam
Hudopmupaiire Bamus nekap win gpapmaliesT, aKko PHEMATE, HACKOPO CTE NPHEMAalH WIH € Bb3MOXKHO

Ia NpHEeMETe APYTH JIEKapCeTRa.

He tpabsa na npuemare Hatpukcam:
- ¢ JuTHH (M3MoN3Ba ce 3a IeueHHe Ha ICHXHYHH HApYLUEHHUS, KaTO MAaHUA, MAHHAKAITHO-IENPECHBHA

Oonect U peLMABBHpAlIa AETIPECHA ) TIOPAZIH PHCK OT NOBHINIABAHE HA HHBATA HA JINTHA B KPBBTA,
- ¢ paHTponeH (MHGY3HS 3a TEXKKH aHOMA/IMY Ha TeJeCHATa TEMMNEpaTypa).

HenpemenHo undopmupaiTe Bating nekap, axo B3¢MaTe HAKOU OT CICAHHUTE NEKapCTBa, ThH KaTo TOBA

MOXxe OH H3HCKBA CNIELHAJIHH IPHKH: :

- APYTH JeKapCcTBa 3a JICYeHHe Ha BHCOKO KPBBHO HANIATaHE,

- NIEKapCTBa, H3MOJ3BAHHU 34 JIEYEHHE HA NpOONEMH C PUTBbMa Ha CHPLETO
XHAPOXHUHKAWH, IH30NMHUpPaMK, aMHOJapOH, COTanon, ubytunua, nod

- NICKAPCTBA 33 JIeYEHHE HAa MCHXHYHH HApPYHICHHA KaTo JACNpPECHs, Tpe
(Hanp. TPHUMKIHYHH AHTHOEIPECAHTH, AHTHIICMXOTHYHH JICKapCTBa,

aMHCYIINIPpHUA, CYJITTHPpHA, CYNTONPUHI, THAIIPHI, XaT0NCpruaOa, ApOINCpHAO
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- Genpuaun (M3NOA3Ba ¢ 3a JIeYEHHE HA AHIHHA MEKTOPHUC (CTEHOKAPAMA) - CHLCTOAHHUE, KOETO
fIpeAM3BHKBA I'pbHa bonka,

- uMcanupua, AMpeMaHiT (H3N0I3BaHU 32 JICHEHHUE Ha CTOMALLIHO-4YPEBHH NPOOIEMH),

- BuHKaMuH 1V (M3Mon3Ba ce 3a JeYyeHWe Ha CHUMITTOMATHYHM KOTHHTHBHH HapyLIeHHA TpH
NaLMEHTH B HAMpPEAHANa Bb3PacT, BIIIOUMTENHO 3aryba Ha naMer),

- xanogaHTpuH (AHTHNAPA3UTHO JIEKAPCTBO, M3MOJA3BAHO 32 ACUEHHME Ha OMNpeNesieHH BHAOBE
MaiapHi),

- neHraMuauH (M3N03BaHO 3a JieUeHHEe Ha ONPEAc/ICHH BUAOBE THEBMOHHSR ),

- AHTUXUCTAMHHH, W3MOA3BAHHW 33 JieueHHe HA anNCprMuHM peakiliH, KaTo CeHHa Xxpema (Hanp.
MH30JIaCTHH, 8CTEMU30I, TEpPEHATHH),

- HECTEpOHAHH MPOTHBOBBL3MANIMTEIHH CpeACTBa 34 obnexuyasaHe Ha Gonka (Hanp. uOynpogeH)
HIH BUCOKH JO3H aLETWICATHLIWIOBA KHCEIMHA,

- HHXHOMTOPH Ha aHrHoTeH3uH KoHBepTHpawys eH3MM (ACE-uHxuOHTOpH) (M3Mon3BaHH 3a
NnedYeHre Ha BHCOKO KPBBHO HANAraHe M ChbpA¢4Ha HEAOCTAThYHOCT),

- [IepOPATHN KOPTHKOCTEPOHIH, H3MON3BaHH 3a JICYCHHE Ha Pa3IHYHU ChCTOAHHA, BKIIOYHTEIHO
TeXKKa aCTMa U PEBMATOUEH APTPHT,

- IUrHTATHCOBH NpenapartH (3a eueHrue Ha NpodaeMH ChC ChPLIETO),

- CTHMYJHpPALUH JaKCATHBHH CPENCTRa,

- SaxnodeH (3a JieYeHHEe Ha MYCKYJIHA CKOBAaHOCT, HACTBMBAllla MPH HAKOH 3a00ONABaHHA, KaToO
HanpuMep MHOKECTBEHATA CKIIEpO3a), |

- KaNHA-CHXpaHABALIM JUYPETHLIM (AMHUNOPUIL, CTHPOHOJIAKTOH, TPHAMTEPEH ),

- mMeT(hOpMIH (3a eyeHHe Ha aHaber),

- HON-CHOBbPXKAIIH KOHTPACTHH BELECTRA (M3MMOJI3BAHH NPH H3CJICABAHHA C PEHTTCHOBH JTbYH),

- KalMeBH TaONeTKH WK APYrH KalLHEeBH N00ABKH,

- HMYHOCYNPECOpPH (JI€KapcTBa, M3MOM3BAHM Ja KOHTPOJMPAT MMYHHHA OTroBop Ha Bamus
OpPraHH3bM) 3a JICYCHHE Ha ABTOMMYHHH 3a00ns9BaHHA HIH Ce/ TPAHCILIAHTALIHOHHA XHPYPrHs
(Hanp. UMKIOCIIOPHH, TAKPOJIIUMYC),

- CHPONIHMYC, TEMCHPONHMYC, €BEPpOJIMMYC M JpPYrH JIEKapcTBa, NPHHALICKAINM KbM KIlac
NexapcTBEHH NpoayKTH, HepeueHH mTOR MHXHOMTOPH (N1€KapCcTBa, M3MOJI3BAHM Na NMPOMEHAT
HauMHa Ha paboTa Ha UMYHHATa CHCTEMA),

- TeTpakocakTHA (3a neueHue Ha Oonect Ha Kpon),

- NPOTHBOIbOUYHH NleKapcTBa (Hanp. KETOKOHA30J1, HHTpaKoHa30i, aMboreprunH B noa popmara
Ha HHXXEKLHA),

- PUTOHABHP, HHAMHABHP, HendUHABHP (T.Hap. MPOoTea3HH HHXUOHTOPH, H3NO3BAHH 32 JICUCHHE
Ha H1V),

- aHTHOMOTHLIM, M3MON3BaHH 3a JledeHHe Ha OakTepranHH HHpeKUHH (Hanp. pUPaMITHLIHH,
CpUTPOMHUMH noa  ¢opMata HA  MHKEKIMS, KIapHTPOMMLMH,  CrMapQJIOKCaLMH,
MOKCH(JIOKCALIMH),

- Hypericum perforatum (XBLIT KaHTapHOR),

- BEpanaMuil, AWITHA3EM (JIEKapCTBa 3a ChpLE),

- CHMMBACTATHH (JICKAPCTBO 3a NOHKWKABAHE HA XOIECTEpona),

- anonypHHON (3a NeYEHHUE Ha rnojarpa),

- METa0H (M31103BaH 33 JJeYeHUE Ha 3aBHCHMOCTH).

Harpakcam ¢ XpaHA B HANHTKH
Xopara, kouto npHemaTt Hatprkcam He Tpa6Bsa na KOHCYMHpAT COK OT rpeiindpyT u rpeiingpyth. Tosa
Ce HaJlara, 3aloTo rpedndpyThT U COKBT OT rperndpyT MOXKeE Ja Z0BEAAT A0 NMOBHILABaHe Ha KpbLBHHTE
HUBA Ha aKTHBHATA ChCTABKA aMJIOAAMITMH, 8 TOBA OT CBOA CTpaHa MOXE [a NPHYHHH HETPEOCKa3lyeMo
YBEJIHYEHHE Ha e(eKTa Ha MOHHKABAHE HA KPLBHOTO HanArane Ha Harpuxcam.

bpeMeHHOCT H KbpMeHe

AKO cTe OpeMeHHa HIH KbPMHTE, CMATATE, Y€ MOXe Na cTe OpeMEHHa WIH
nocbeeTBaiTe ce ¢ Bawng nexkap unu gapMmanesT npeau ynorpedara Ha ToBa
ToBa JIEeKapCTBO HE Ce Mpenopb4Ba Mo BpeMe Ha GpeMeHHocT. KoraTo ce nnaHup
OpeMeHHOCT, BE3MOXKHO HaH-Obp30 TpaOBa aa 3anouyHe npeMHHaBaHeTo By Ha aj




HartpikcaM He ce npenopbyBa, ako kepMuTe. HezabaBno yeeaoMere Ballinkg nekap, aKo KbpMHTE HITH
Bh3HAMEpABATE N1a KbPMHTE.

Illojpupane n pabora ¢ MAMBHE
HaTtpukcam Moxe aa 3acerte cnocobnocrta By 3a wodupane u pabora ¢ MaliiHH. Ako TabneTkHTe By

KapaT Na ce YyBCTBATe 3Jie, 3aMasHH WIH YMOPEHH Wi ako BH npuuvHaBaT rnasodonme, He moqmpame
U He pabotere ¢ MalIMHHU M He3abaBHO ce cBbpkeTe ¢ Bawma nekap. B To3u ciyyaf Tpabsa na ce
Bb3bpXKaTE OT Io(HpaHe W OT APYrH AeHHOCTH, KOHTO W3HCKBAT OAUTETHOCT.

HaTtpaxkcaM cbIBPXKa JAKTO3a. AKO CT€ YBEIOMEHH OT Balliia siekap, e nMate HEMOHOCHMOCT KBbM
HAKOM 3aXapH, CBBPHKETE C€ C HEro NMpeaH Aa NPHEMETE TO3H JIEKAPCTBEH MPOAYKT.

HaTpHKCaM chAbPXKA HATPRI
Hatpukcam cpabpka o 1 mmol HatpHii (23 mg) 3a enna TabneTka, KOETO MO CHILECTBO O3HAYaBa, Ye

He ChAbPXKa HATPHA.

3. Kak aa npuemare HaTpukcam

BuHaru npuemalite ToBa NeKapcTBO TOYHO KakTo Bu e xazan Bamuar nekap. AKO HE CT€ CHTYPHH B
Helno, nonuralite Balnug nexap wiy ¢papMaLeBT.

[IpenoppunTenHaTa 4034 € eAHa TadieTka BeIHbXK QHEBHO, 38 MPEANOYHTAHE CYTPHH.
TaOJieTkaTa TpaGBa Aa ce NperibTHE C Boaa LisaTa, 6e3 na ce CILBKBA.

AKO cTe mpHean noseye oT HeobxoarmaTa 1032 HaTpakcam

[IpHeMBT Ha TBBLpPAE MHOTO TabJeTKkH MOXKE Ja MPUYHHM CajlaHe Ha KPbBHOTO BH Hangrane, nopu ao
OMAacHO HUCKH CTOHHOCTH. BB3MOXKHO € J1a ce YyBCTBATE 3aMasHH, CbHIIMBH, C OJICKHAJIA [JlaBa, MOXE
Aa TpUNagHeTe WIHM Aa nodyecreBate cnaboct. Moxe pa uMare rageHe, NOBpBILAHE, KpaMiiy,
OOBPKAHOCT M MPOMAHA B KOJIHYECTBOTO Ha ypHHaTta, oOpadyeana B Oubpeuure. Ako cnajaHeTo Ha
KPBBHOTO HaNAraHe € CHITHO MIPOSBEHO, MOXKe /1a HACTBHAM M IWOK. BB3MOXHO € 1a NoYyBCTBAaTe KOXKaTa

CH CTYleHa M JICTIKaBa, KaTO MOXe Ja 3aryOuTe n Ch3HaHME.

[ToBHIIEHO KOMWYECTBO TEYHOCT MOXe Aa ¢e¢ Harpyna B Oenure apodose (OenoapobeH oTok),
NMPHYHHABAMKH 3ayX, KOHTO MOXe Na ce pa3Bue Ao 24-48 yaca cnen npuema.

Axo cTe npuenH TBbpiae MHOro Tabnetku HatpukcaM, He3abaBHO NOTHPCETE MEAHLIMHCKA MOMOLIL.

AKO cTe NpONYcHAJIN 1a npHeMeTe HaTpaKkcam
He ce TpepoxeTe. AKO cTe MNPOITyCHAIH Aa NprHeMeTe TabIeTKa, NporycHeTe H3LLUIO Ta3k Ao3a. Biemere

caeqsallara cH ao3a B obuuaiinng yac. He p3emaiite ABoMHA A034a, 3a A8 KOMIICHCUPATE NMpONycHaTaTa
no3a.

AKo cTe cupenn npaema 52 Hatpukcam
Toil KATO NeYEeHHETO HA BUCOKOTO KPbBHO HalsraHe OOMKHOBEHO NPOABRDKABA LA XKHBOT, TpAOBa aa
ro obcpanre ¢ Bawmig nekap npeau aa cnpere Aa NMPHEMATE TO3H JIEKAPCTBEH MPOAYKT.

AKO MMaTe HAKAKBH AONMBJIHHTE/IHH BBIIPOCH, CBBP3aHH C ynm'peﬁaTa Ha TOBA JICKAPCTBO, MONHTATE
Bawmus nekap WiH papMaLeBT.

4. BL3MOXKHE HekeIaHD peaKknHH

KakTo BCHUKHM JleKapcTBa, TOBA JEKAPCTBO MOXeE Ja MPEIH3BHKA HEXETAHH pey
BCCKM 'Y 110/TYYaBa.

Crnpere na npyeMare TO3W JIEKapCTBEH NPOAYKT H nocerere HesabasHo Bamws
HAKOA OT CJIEAHUTE HEXXEJIAHH peaKLIMH|, KOUTO MOTaT Aa ObAaT CepHO3HH:
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MoAyBaHe Ha KJEMauMTe, JULETO HIH YCTHMTE (MHOro pajiko, Moxe Aa 3acerde no 1 Ha 10 000
4YOBEKa);

NOJAyBaHE Ha €3MKa U I'bPJIOTO, KOETO MOKE A3 MPHUKMHH CHITHO 3aTPYAHEHO AULIAHE (MHOTO PAAKO,
mMoxe aa 3acerHe go 1 Ha 10 000 yoseka),

TEXKKH KOKHH PEakLiMH, BKNKOUYBAIIH HHTEH3UBEH KOXeH 00pHB, KONIPHBHA TPECKa, 3a4e¢pBIBaHE HA
KOXAaTa Ha LAIOTO TAJIO, CHIeH chpbek, oOpa3zyBaHe Ha MexypH, obesiBaHe H NOyBaHe Ha KoXarTa,
Bb3NA/ICHHE Ha JIMTaBMYHHMTE MeMOpaHHu (CHHIpPOM Ha Stevens Johnson, TokcH4Ha enuaepMaiHa
HEKPOJN3a) MAM APYTH aleprudHH peakilHH (MHOro psiako, Moxe aa 3acerHat ao 1 Ha 10000
YOBEKa), -

MHOKapaeH HHPapKT, (MHOTO paako, Moxke na 3acerde 1o 1 Ha 10 000 yopeka),

HepaBHOMEPEH ChpAeYECH PUTEM (HeuecTH, MOXe JAa 3acerHe 10 | Ha 100 yopeka).
)KMBOTO3aCTpalllaBalll HepaBHOMepeH pUTHM (torsades de pointes) (C HEH3BECTHA YECTOTA),
BB3NAICH NaHKpeac, KOWTO Moxe Ja MPHUYWHH CWIHM KOpeMHH 6onkH M bonku B repba, karo
e[IHOBPEMEHHO € TOBA CE€ YYBCTBATE MHOrO 3¢ (MHOTO paako, Moke ga zacerde ao 1 na 10 000
4yoBexa),

MYCKYJIHa ¢1aboCT, KpaMITH, YyBCTBHTEIHOCT WiH 00/Kka H 0CODEHO aKO €IHOBPEMEHHO € TOBA C€
YyyBCTBATE 3/1€ WIH HMAaTe BUCOKa TEMIEPATypa, TOBA MOXKE Na Ce nmxcu Ha aHOpMaJleH MYCKYJIeH
pasnaj (C HEW3BECTHA YECTOTa).

B H#3XO0A410 peA MO YECTOTA, APYTUTe HeXeNaHH peakliii MoraT n1a BKIIOYBarT:

MHoOro 4ecTH: MOXe Z1a 3acerdar nopeue ot |1 Ha 10 xywH

OTOK (3aBPKAHE HA TEUHOCTH)

YecTn: Moxe na 3acerHar ao | va 10 aymm

raapodonue, 3aMaiiBaHe, CBHIIHBOCT {(OCOOEHO B HAYAIOTO HA JIEUEHHETO),

3PATENIHH HAPYLUEHHSR, NBORHO BHXKIAHE,

nannuTauny (Ja yceinare, de cbpuero Bu 6ue), 3auepssBane,

HEeNOCTHI Ha BB3AYX,

KOpeMHH OOJIKH, rafieHe, NpoMsaHa B HABMKA 3a U3XO0XIaHeE M0 rojiaMa Hy»/aa, AHapHs, 3anek, o110
XpaHOCMUJIaHe, |
NOJyBaHE Ha rNE3EHUTE, yMOpa, c1abocT, MyCKYJIHH CNa3MH,

HHCKO HHBO Ha KaJHii B KPLBTa, KOETO MOJKE 8 NPUYHHK MYCKY/IHa cnabocr,

KOXHH 0DpHBH.

HeuecTH: MoXke na 3acerHar Ao 1 Ha 100 gyww

- YroneMABaHC Ha N'bPIHTE IIPH MDBAKC,

MPOMEHJIHBO HACTPOEHHE, TPEBOXKHOCT, AENPECHI, JKeJIaHHE 32 ChH,
TpEnepeHe,

HapylleHUs Ha BKYyCa,

H3TpBLNBaHe WIH OOLKALIO YCEUIAHe B KpaiHULIMTE, 3aryba Ha 4yBCTBO 3a OoNKa,

IIYM B YLIHTE,

HHCKO KPBbBHO HaIfAraHe,

HHCKH HHBa& Ha HaTpHii B KPBbBTa, KOETO MOXe A3 J0Befle [0 0GE3BONHABAHE M MOHIDKABAHE HA
KPBBHOTO HaNATaHE,

npHnazaHe (NpUMaisBaHe),

KHXaHe / CeKpeLs OT HOCa, NPHYMHEHH OT Bb3NAJICHHE HA HOCHATA NMIraBHLa (PHHHT),

KalUidlia,

CYXOTa B YCTaTa, [OBPBIUAHE (NMPHJIOLLIABAHE),

KOCOMaj, MOBHIIEHO NMOTEHE, ChpOeX Mo KOXaTa, YEPBEHHK METHA MO KOXKAaTa, NPOME
KOXaTa, KOTIPUBHA TPeckKa,

HapylIEHUA Ha YPHHUPAHETO, NOBHUIEHO eaHHE 32 YPHHHPAHE Npe3 HOM,

Ha YpHHHpaHE, / K3
HMIOTEHTHOCT (HECMOCODHOCT Aa ¢€ MOCTUIHE WIH NOAABPXKA CHEKIRLSE

HEH UBAT Ha

60nKkH, 00110 YYBCTBO HA HEPA3MONOKEHHE
OONKH B CTABHTE WIH MYCKY/IHTE, 60nKa B rep0a,

YBCJIHYCHHUE KN HAMAJIABAHC HA TCITI0TO.
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Peaku: moxe aa 3acerdar a0 1 Ha 1 000 gywwu
- CBhCTOAHHE Ha OOBLPKAHOCT,

- YyBCTBO Ha 3aMasHOCT,

- HHMCKO ChALPXKAHHE Ha XJIOpHJ B KPbBTa,

- HMCKO CbIBP)KaHHe Ha MarHe3uH B KPBHBTA.

MHoro peaxu: moxe ja 3acerHat a0 1 Ha 10 000 qywu

-  MPOMEHHM B KPbBHHTE KJCTKH, Kato Hampumep TpomOouuToneHus (Hamaner Opoli Ha
TpoMOOLIMTHTE, KOECTO IpPHYHHABA NEcCHO oOpasyBaHe Ha CHMHHHM H KPBBOTEUEHHE OT HOCA),
neBkorieHHa (HaManaBaHe Ha Opos Ha OeNMTEe KPBBHH KJIETKM, KOETO MOXE Jia MPHYHHH
HeoOACHMMO TMOBHILIaBAHE HAa TemmepaTypara, GONKH B IbpROTO HAM APYrH IPHUNONOACOHH
CHMIMTOMH — 8KO NOJyYMTE TaKaBa peaKkuus, CBbpKeTe ce ¢ Bamua nekap) v aHeMua (HamansaBaHe
Ha 6pos Ha YePBEHUTE KPBBHH KIIETKH), |

- BHCOKA KpbBHA 3axap (XHNEepriimkeMus),

- BHMCOKM HMBA Ha KAJUMH B KPHBTA,

- HapylleHHe Ha HEPBHTE, KOSTO MOXKe Ja MPHYHHH c1abocT, OoLKallo yeellaHe HITH H3TPBIIBaHE,

- MOKYBAHE Ha BEHUMTE,

- MOAYBAHE Ha KOpeMa (racTpHT),

- aHOpMaTHA uYepHOoApoOHa QyHKLMA, BB3MAJICHHE Ha YepHHS Apo0b (XenaTHT), MOXKbATABAHE HA
KOXAaTa (KBJITEHHLA), MOBHIIEHH YepHOAPOOHH €H3UMH, KOETO MOXE 21a MOB/THAC BbPXY HAKOH
MEAHLIMHCKH H3ICJIeABaHHA; B CTy4ail Ha yepHOAPOOHA HEAOCTATHYHOCT, CHLUIECTBYBA BEPOATHOCT
na NoJay4yuTe YepHoapobHa eHuedanonaTHs (3abongaBaHe Ha MO3BKa, IPHUHHEHO OT DojlecTTa Ha
YyepHKUA aApob),

-  OBOpeuno 3abonssaxe,

- MOBMlIEHA HANPErHATOCT HA MYCKYJIHTE,

- Bb3MA€HHE HA KPbBOHOCHHTE CHAOBE, YECTO C KOXKEH OOpHB,

- YYBCTBHTEIIHOCT KbM CBET/IHHA,

C HeuspecTHA 4ecTOTa (YecToTaTa He MOXe Aa Obae onpeaencHa OT HaNHYHMTE JaHHH):
- BB3MOXKHO € 4 HACTRIIAT W3MEHEHHA B 1aCopaTOopHUATE NokazaTeNn M Moxxe Ou Baumar nekap

e Tpabea na By Hanpasu H3cnenBaHUA Ha KPbB, 3a Ja NpOoBepH cbeTogHHeTO BH. Morar aa ce nosear

CNEJHATE MPOMEHH B 1a00PAaTOPHUTE NMOKA3ATENH:

. MOBHILIIEHA MHKOYHA KHCEJIHHA - BEILECTBO, KOSTO MOXE Ja NMPHYMHH K/H 1a BIOLIHK foaarpa
(bone3HeHH eaHA UK MOBeYe CTaBH, OCOOCHO Ha XOAWIOTO),
. MOBHIIICHH HHBA Ha rNIOKO3a B KPbBTa NPH MaUMKEHTH ¢ auader,

- HapyuueHds Ha EKI 3anucH,

- KBbCOIJIEACTBO {MHOIHA),

- 3aMBrICHO BHXKIAHE,

- HaMaJIfABaHE Ha 3peHHETO WM G0NKa B OUMTE NOpPaAM NOBHLICHO OYHO HauAraHe (BH3IMOXKHH
NPHU3HALIY Ha 3aJbPXKAHE HA TEYHOCT B ChAOBHA COH Ha 0KOTO (XOpHOHAANIEH H3JIHB) HIIH Ha OCTpa
3aKPHTOBIBJIHA IT1AYKOMa),

- TpenepeHe, CKOBaHOCT, CKOBRHOCT Ha NMUETO, 6aBHH JBWDKEHHs, HebanlaHCHpaHa H MPOBJIAYEHH

NMMoXoAKa.

AKO CTpanare OT CHCTEMEH JIYITyC epHTeMaToAec (BHA KONAreHHO 3abonsABaHe), BE3MOXKHO € TO J1a ce
BIIOIIH.

CrobmaBaHe HA HEKEIAHH JIEKAPCTBEHH PeaKUHHA
AKO MONyuHTe HAKAKBH HEXENaHH JIEKAPCTBCHH PEaKliMy, yBeaoMeTe Baiund ne
Tosa BKIOUBA BCHMKH Bb3MOXHH, HEOMHNCAHH B TA3H JINCTOBKA HEXENAHH peay

choOLIMTE 38 HEXENAHH peaKLMK AUPEKTHO (Ha MOCOYEHHUR NO-A0Y anpec).

Oe3onacHoOCTTA Ha TORA JICKAPCTRO.
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boiarapsas

U3meHUTEIHA areHIs 10 ieKapceTeaTa yi. ,.JlamsaH I'pyep” Ne 8
1303 Codusn

Ten.: +35 928903417

yeGcalit: www.bda.bg

5. Kak aa cexpanssate HaTpakcam
Jla ce chXpaHaBa Ha MACTO, HEAOCTBITHO 32 JELa.

He u3nonspaiiTe TOBa NEKapCTBO CIEN CPOKA HA TOAHOCT, 0TOENA3aH BHPXY KapTOHEHATa OIAKOBKa H
Ha 6iucTepa uny 6ytunkara. CpoKbT Ha FOAIHOCT OTTOBApA HA MOC/IEAHUA AEH OT NOCOYEHNA MeCeLll.

Ja ce cexpanara noa 30°C.

He u3xBbpJadTe JEKAPCTBATA B KAHAJIH3ALMATA WIH B KOHTElHepa 3a AoMallHK oTniaabiu. [lonuradire
Bamna (apMaLIeBT Kak Ja M3XBBPIATE JIEKApCTBATA, KOMTO Be4e HE H3NoJ3Bare. Te3n MEpKH Lie
CMOMOTHAT 3a OMa3BaHE HA OKOJTHATA Cpefa. '

6. CrAbpAanHe HA ONAKOBKATS H AONLJHHTE/NHA HHQOPMANEA

KaxkBo ¢cpappxa HaTpukcam

¢ /AKTHBHHMTE BellECTBa Ca MHAANaMUA M aMmoagunuH. Besaka Tabnerka cbabpaka 1,5 mg HHAanaMuz,
(indapamide) u 6,935 mg amnoaunuH 6ezunat (amlodipine besilate), cboTBeTCTBALM HAa 5 mg
amioaunuH (amlodipine).

- JpyruTe CHCTaBKH Ca.

- Cepuesmnsa Ha Tabnerkara 3a HarpukcaM 1,5mg / Smg: nakroza MOHOXHAPAT, XMIIPOMENO3a
(E464), marnesues creapatr (E572), nosugoH (E1201), cunuumMeB AMOKCHA, KONOWAEH
Ge3BodeH, KanuueB xHaporeHdocdaT IauMxmMapar, Leayro3a, MHKpokpHcTanHa (E460),

“Kpockapmenosa Hatpuii (E468), uapeBHYHO HHLIECTE, NPEXKENTaTHHH3HPAHO.

- duamupawio nokputHe Ha Tabnerxara Hartpukcam 1,5mg/Smg: rimuepon (E422),

xunpomenosa (E464), makporon 6000, marHesues creapar (E572), TuraHos guokena (E171),

Kaxk m3raexaa HaTpaxcaM H KAKBO ChALPKA ONAKOBKATA
Harpukcam 1,5 mg / 5 mg, Tabnerxku ca 6enu, KpLIiH, GUIMHpaHH, ¢ M3MEHEHO OCBOOOKIABAHE
TableTKH ¢ AMaMeTsp 9 mm, OT eHaTa CTpaHa, Ha KOUTO € rPaBHpaH CUMBOJIBT 5™,

Tabnetkure ce npeaarar B Gnucrepu no 15, 30, 60, 90, 98 Tabnerku u 6yTinku ot 100 u 500 TabneTkw.
He BCHYKH BHAOBE ONMAKOBKH MoraT aa On/aT MycHaTH B npoaaxoa.

IIpuTexaTes Ha baapemennem 38 ynorpeba H NPOH3IBOAHTE.]
IIpuTexkaTE] HA pa3pemieHneTo 32 ynorpedba

Les Laboratoires Servier
50, rue Carnot
92284 Suresnes cedex— OpaHLus

IIpon3BOAHTE/IN:

Les Laboratoires Servier Industrie
905 route de Saran

45520 Gidy - @paHLHs

H



Servier (Ireland) Industries Ltd (S11)
Moneylands, Gorey Road
Arklow — Co. Wicklow — Upnanans

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
03-236 Warszawa
ul. Annopol 6b — Ilonma

H

' Laboratorios Servier S.L.
Avenida de los Madronos, 33
28043 Madnd — Ucnauns

H

Egis Pharmaceuticals PLC
H-1165 Budapest,
Bokényfoldi at 118-120,
YHrapus

H

Egis Pharmaceuticals PLC
H- 9900 Kérmend
Matyas kiraly u. 65,
Yurapus

To3n AekapcTBER NPOAYKT € padpenien B AbpxaBuTe-9aeakn na EUII noa ciaeannre aMena:

bnarapus NATRIXAM®, TabneTku ¢ u3MeHeHO 0cBODOXK1aBaHe
XbpBaTHA NATRIXAM® tablete s prilagodenim oslobadanjem
EcTronus NATRIXAM®

PpaHLyA NATRIXAM®, comprimé a libération modifiée
["'epmanns NATRIXAM®, Tabletten mit verdnderter Wirkstofffreisetzung
JlaTBu4 TERTENSAM®, ilgstosas darbibas tabletes

JIlutea NATRIXAM®, modifikuoto atpalaidavimo tabletés
Jiokcembypr NADREXAM®, comprimé a libération modifiée
Manta NATRIXAM®, modified-release tablets
Hupepnanans NATRIXAM®, tabletten met gereguleerde afgifte
[Tona TERTENS-AM® |
PyMbHHS NATRIXAM® comprimate cu eliberare modificata
Cnosakus NATRIXAM®, tablety s riadenym uvoltiovanim
CnopeHus NADEXAM® tablete s prirejenim spro3¢anjem

JiaTa HA HOCJIEARO NpepasriekKraHe HA JACTOBKATA:
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