JIncroBka: nHpopManHs 32 NANHEHTA

2017 C1S]136/15 S Uy
3anpruea A 5 mg/5 mg Tabserkn —l
ngrinel AS mg;/5 mgg tablets /44 / S7H7 F74 S/ 73 % A

3anpunea A 5 mg/10 mg Tabaerkn l/{*/' '7%3‘?6" 9/2 1.10. 20
Zaprinel A 5 mg/10 mg tablets

3anpunen A 10 mg/5 mg Tabnerkn
Zaprinel A 10 mg/5 mg tablets

3anpunen A 10 mg/10 mg Tabnerkn
Zaprinel A 10 mg/10 mg tablets

nepyuHICNPUIOB To3unat/amnoaunul (perindopril tosilate/amlodipine)

IIpoyeTeTe BHUMATEIHO HAJNATA JJHCTOBKA, NPeIH Aa 3aN049HeTe Aa NpHeMaTe TOBA JeKAPCTBO,

Thil KATO TH CHABPKA BaxkHa 32 Bac nadopmanus.

- 3anazere Ta3u aucToBKa. MosKe 11a ce HANOXKH J1a s MPOYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH [IONBJIHATENIHH BRIPOCH, nonutaiite Bawus nexap wnu gapmanesT.

- ToBa nexkapcTBo € npeanucano TH4HO Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxke
Jla UM HaBpe/Ix, He3aBHCHMO ue NPH3HAIIMTE Ha TAXHOTO 3abonsBaHe ca chluMTe KaTo Bammre.

- AKO MONy4YHTe HAKAKBH HEKENIAaHH peakiiuH, yBeaoMere Bamus nexap wiu ¢apmauest. Tosa
BKJIOYBA BCHYKH BH3MOKHH HEOMHCAHH B Ta3M JINCTOBKA He)KellaHW peakuu. Buokre Touka 4.

KakBo cbabpka Ta3H JJHCTOBKA

Kakso npeacrasnssa 3anpunHen A U 3a Kakeo ce U3M0N3Ba
Kakso TpaOBa na 3Haere, npeau Ja npueMere 3anpuxen A
Kak na npuemare 3anpusen A

BB3MOXHH HeXKeIaHH peaKkLiu

Kak na cexpansearte 3anpuHen A

ChabpikaHHe Ha OMAKOBKATa W OMbJIHUTEIHA HHQOpMaLMs

S kAW =

1. Kaxkpo npeacrasisiBa 3anpane/ A H 3a KAKBO ce H3N0J3Ba

3anpuHen A e KOMOHHALMA OT 1B€ aKTHBHH CBHCTABKH - IEPUH/ONPHI H aMJIOJHITHH.

3anpunen A 5 mg/5 mg TabneTku cbabpika 5 mg NEPUHAONPHIIOB TO3WIAT H 5 Mg aMJIOMITHH.
3anpunen A 5 mg/10 mg Tabnerku chabpka 5 mg NepHHAONPHIOB TO3HIAT H 10 mg aMITOAMIIHH.
3anpunen A 10 mg/5 mg Tabnerku cbabpka 10 mg nepuHAONPHIOB TO3HIAT H 5 Mg aMJIOAMITHH.
3anpunen A 10 mg/10 mg tabnetku chabpka 10 mg nepuHAONpPUIOB TO3WIAT U 10 mg aMIOAMITHH.

[Tepunnonpun e uuxubuTop Ha ACE (aHrHOTEH3HH KOHBEPTHPALIKS €H3UM). AMJIOZIMIMH € KaJlMeB
aHTaroHHMCT (KOWTO NMPHHAUIEKH KbM KJ1ac JIeKapcTBa, HApeueHH AMXUAPONHUPUIMHK). 3aeIHO Te
pasiIMpABAT U OTIYCKAT KPbBOHOCHHTE Ch/IOBE, TaKa Y€ KPbBTa Jla IPEMHHABA Mpe3 TAX MO-JIECHO H
TOBA /1a YJIECHH CHPLETO J1a NOAAbPHa J00BP NPHTOK HA KPbB.

3anpuHen A ce npeanMcea 3a JIeYeHHe Ha BHCOKO KPBBHO HaslAraHe (XMMEPTOHHA) W/UIIK JIEYEHHE Ha
crabunHa ucxemuvHa Gonect Ha cbpleTo (3abonsBaHe, MPH KOETO KPbBOCHA0ABaHETO Ha CHPLETO €
HaMalleHO WK GJIOKHpaHo).

[TauMeHTH, KOMTO Beue NMpHeMaT NEPpHHAOCIIPKHI H aMJIOAMIIHH B OTAEITHH Taﬁ.TIG'I'KPl,
Ja nojry4yaBat €1Ha Tabnerka BHHPHHCII A, KoATO CbhAbpXa H ABETE CHCTABKH.
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2. Kakso Tpadea j1a 3naeTe, npean Aa npHemMeTe 3aNpHHET A

He npuemaiite 3anpunen A

. 4KO CTe alepPrUMHK KbM NEPUHIOTIPHA WM Hsikoil ApyT HHXHMOKTOp Ha ACE, WitH KbM
AMJIO/IMIIMH WK HAKOH APYT KaJLHER aHTArOHHCT, HIH KbM HAKOA OT OCTAHANIHTE ChCTABKH HA
TOBRA NeKapcTBO (M30poeHu B ToUKa 6);

. ako cre 6peMeHHa nosede oT 3 Mecena (a00pe € ¢hIlo Aa ce H30Area 3anpuHen A Ipu paHHa
DpeMeHHOCT — BHXKTE TO4Ka 2 BpeMeHHOCT U KbpMeHe);
. aKko CTe MMANM CHMITOMH KATO XPUMOBE, OTOK Ha JIHLETO KWK €3HKA, CHIIEH ChpOeX WK TEHbK

KOYKeH OOPHB 1PH NpeaxoaHo AcueHue ¢ HHxuGuTop Ha ACE W ako Bre win Hakol B
ceMelcTBOTO B e MMAN TakHBa CUMIITOMH npyu ApyYru 00CTOATENCTBA (C’bCTOEHHe, HapCUYCHO

AHTHOEIIEM );

. 4K0O MMaTe CTECHEHHE Ha A0PTHATA ChPAEYHA Kiana (A0pTHA CTEHO3a) MW KapIHOreHeH 0K
(CBCTOAHME, TIPH KOETO CHPLIETO HE MOXE J1a N0JaRa AOCTATBYHO KPbB KBbM THNOTO);

. AKO MMaTe MHOIO HHCKO KPbRHO HandraHe (XMIIOTOHHA),
AKO CTPajate oT CLPACYHA HEAOCTATLUHOCT clie] ChpAeUeH NPHCTBIT,

. aKko uMare AHabeT unu HapyweHa OL0peuHa GyHKUHA U Ce NEKYBATE C JICKapCTRO 3a
NOHMKABAHE HA KPLBHOTO HANATAHE, ChABPKALLO ANTHCKHPEH,

. 4KO CTE NPUEMANIH HIH B MOMEHTA NpHeMaTe cakyOUTPHIL/BATICAPTAH, IEKAPCTBO, H3MORIBAHO

33 JIEUEHHE HA BH/I XPOHWYHA CHPACYHA HEAOCTATBUHOCT NPH BL3PACTHH, ThH KATO HMa
NOBHLICH PHCK OT aHrHoeaeM (Obp3o obpasyBaHe Ha OTOK oA KOAKATA B 00/1aCT KaTO HATP.
IBPIOTO).

IMpeaynpexaeHHs U OpeINa3HH MEPKH
l'oopere ¢ Baung nekap unu dapMauesT npeay Aa npuemere 3anpuHen A, ako HAKOE OT MO-10i1y
U30pOCHHUTE CHCTOAHUA € BaMAHO 3a Bac:
. XUNepTpodHUHa KapauoMuonaThi (3a0oNsBaHe Ka ChPACUHUS MYCKYJ1) Wik CTEHO3a HA
OnOpeuHara apTepua (CTeCHABaHE Ha apTepuATa, KOATO cHabuaBa ObOpeKa ¢ KpbB),
. CbpACUHA HEAOCTATBYHOCT;
. MHOTO BHCOKO KPBBHO HanAraHe (XWIEPTOHHYHA KPH3a),
. HAKAKBH IpYrH npobieMH Che ChLPLETO;
HepHOOPOOHHU npob/ieMH;
OBOpeIHH NPOdIEMH WK AKO CTE HA JHANH3A;
KOIATEHHO ChI0BO 3abonasane (3a60naBane HA Che/IHHHTENHATA THKAH) KATO CHCTEMEH NYNYC
CPUTEMATO3YC HITH CKIIEPOAEPMa;

. nnabet;

. aKo CTE Ha JMeTa ¢ OrpaHH4aBaHe Ha COJITa WIH U2IOM3BATC 3aMECTHTEIIH Ha CONTA, KOMTO
ChABPAAT Kanuii (106pe 6anaHcHpaHO HUBO Ha KAIUH B KPHBTA € OT ChUIECTBEHO 3HAYEHHE).

. aKO CTe B CTapyecKa BB3pacT U no3ara Bu Tpabsa na 6ba¢ noBUUICHE,

. dKO MPpHCMAETe HAKOC OT CICAHHATE NeKApCTBa, H3NOM3BAHH 3a JCUCHHC Ha BHCOKO KPBBHO
HajfTaHe:

- anruotenzuH ll-peuenropen 6nokep {ARB) (M3BeCTHH CBLUO KaTO CapTaHH — HANMPHMED
BaJICapTaH, TeJIMHcapTaH, upbecapran), ocobeHo ako uMate GbGpeuHn npobiiemu,
CBLP3aHH ¢ auabera;

- ATTHCKHUPEH.

. Ako npHemare HAKO€ OT CJIEJIHUTE JIEKapCTBa, PUCKBLT OT AHFHOEIEM MOXKE /J1a ce TIOBHILH!

- PaLEKAIOTPHI - JIEKAPCTRO, H3MOM3BAHO 32 JIEYEHHE HA JHAPUS,
JIeKapcTha, H3MOM3BAHM 33 NPeA0TBPATABAHE HA OTXBBPIAHETO HA OpraHeH TPAHCIUIAHTAT
M TIpH pak (Hanp. TEMCHPOTHMYC, CHPOITUMYC, EBEPOSTHMYC);

- BHUJIIALJTHITTHH - IEKAPCTBO, H3MOA3BAHO 32 J1eUeHHe Ha AxaderT.

Baumsar nekap Moxe nepuogndHo aa nposepasa ObOpeyHata Bu diynxums, kpneH
KOJIHYECTBOTO Ha EMEeKTPOJIMTHTE (Hanp. KajaHi) B KpbBTa BH.
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Tpabea na undopmupate Bauua nekap, ako MHUCIUTE, Y€ cTe GPEMEHHA (U1 € 8b3MOXCHG Od cme
fipemenna). 3anpunen A e ce npenopbuBa 3a ynotpeSa npy paHHa 6peMeHHOCT U He TpaOBa aa ce
npueMa ciief 3-TH Mecel Ha OPEeMEHHOCT, Thil KaTo MOMKE CEPHO3HO A3 YBpeAH ILN044a, ako ce
M3II0J13Ba Ha TO3H eTan (BIDKTe ToUKa 2 BpeMeHHOCT M KbpMeEHE).

Korato npuemate 3anpunen A, Tpabsa na undopmupare Bauins nekap Win MEIHLIHHCKHA NEPCOHAl,
aKo:

Bu npeacrou obLa aHecTezna WK LW ce NOLIAIATS Ha TONIAMAa ONepauHs,

HACKOPO ¢T€ MMANH AHApHd WIH NOBPLLIAHE;

we ce noanarare Ha LDL adepesa (oTcTpaHsBaHe Ha XONECTEPONa OT KPbBTa ¢ anapar),

le ce MOAJIaraTe Ha AECEHCHONIU3HPAIIO NeUeHKe 3a HAMaABaHE HA eEKTHTE OT anepris
KBM YIKHJIBAHE OT MHENH WIH OCH.

Hdeua n 0HOWIH
3anpuHen A He ce NpenopbuBa 3a ynorpeba NpH Ae1a M KOHOLIH.

Jdpyru JexapcTBa B 3anpuHen A
Tpabea na kaskete Ha Bawus nexap win ¢apMaLeBT. akO NPHEMATe, HACKOPO CTe NPHUEMaJH UilH ©

BBL3IMOXKHO 13 MPHEMETE OPYTH JIEKApCTBA.

Tpabea na w3barsate 3anpunen A npu ynorpeba Ha:

. JIMTHH (M3MOJI3BAH 34 NeYeHHe HA MAHHA HIIW JeTIpecHs );
. €CTPaMYCTHH (M3MOJI3BAH 32 JICHEHHE Ha Pak);
. XPaHHTENHH A00aBKH, ChABPKALLK KaTHH (BKIFOUHTEIHO 3AMECTHTENH HA CONITA), KaNWH-

CbXpaHaBally AMYpPETHLH H QPYTrH NE€KApCTBa, KOMTO MOTaT Aa NOBHIIAT KOJTHHYECTBOTO Ha
KAJIHi B KPBRTA (HAITp. TPHMETONPHM M KO-TPHMOKCA30. MPH HHGEKLHH, NPEAM3BUKAHH OT
6aKTepHH; LUHUKIOCTIOPHH, NEKAPCTBO, MOTHCKALNO HMYHHATA CHCTEMA, KOCTO C¢ M3NOM3Ra 3a
NpeaoTBPATABAHE HA OTXBBP/ISHETO HAa OPraHeH TPAHCIIAHTAT; H XCeIApHH, NeKapcTBO,
H3NOJI3BAHO 3a pa3pekKNaHe Ha KPLBTA 3a NPeA0TBPATABAHC Ha 06pa3yBaHe'ro Ha TpOMﬁPI).

Moske ga ce Hanoy BawwsT nexap aa npomMenud no3ata Bu w/nnu aa s3eme Apyry Npeanasii MEpKU:
Axko npuemare aHruotenszun [l-pelentopen Gnokep (ARB) mnn aucknpen (BHxcre ChU40
urdopMaumsTa ozarnasera “He npuemaiite 3anpunen A” w “llpenynpesxacHua H fpeanasHu
MepKH'™).

JleueHHeTO Cbe 3aNMpHHEN A MOXE J1a Ce TTOBIHMAE OT APYrH NexkapcTsa. Henpemenno yseiomere
Bauuus siekap, ako B3eMare HAKOE OT C/IeHHUTE JIEKapCeTBa, ThH KaTo MOXKE Aa € HeoDOXOAHMO
cNelHaTHO HabmoAeHHe:

. APYrH JA€KapCTBa 32 BHCOKO KPLBHO HANATAHE, BKAIOYHTENHO JUYPETHLH (JIeKapcTBa, KOUTO
TIOBUIIABAT KOIIMYECTBOTO YPHHA, IPOU3BEKAAHO 0T Orbpeunte);
. HECTEPOHIHH NPOTHBOBL3NANMTEIIHM NleKapcTea (Hanp. ubynpoden) 3a obnexuarane Ha 6onka

KM BHCOKA 1033 aUeTWICATMLHIOBA KUCE/IHHE,
JIEKAPCTBA 34 JIe4eHHe Ha aualeT (KaTo HHCYJIHH),

. JIeKapcTBa 38 JIEYEHHE HA NCHXHUHM 3a00NABaHUA KAaTO JeNpecs, TPEBOKHOCT, N30 PEHHA H
Ap. (Hanp. TPHLUMKNHYHH AHTHAENPECAHTH, AHTHIICUXOTHIIH, HMHUNPAMUH-TIOA00HH
AHTHACTIPECAHTH, HEBPOJIENTHIIN ).

. HMYHOCYPECOPH (IEKAPCTBA, KOWTO MOTHCKAT 3ALUMTHUTE MEXaHHW3MH Ha OPraHH3Ma),
M3II0/13BAHH 33 NIeYeHHE HAa ABTOMMYHHH HAPYLICHMS MITH el TPaHCILIaHTauMs (Hamp.
MUKIOCTIOPHH);

. ANnoNypHHON (3a NeYeHKe Ha Noaarpa);

. npoKauHaMMA (3a edeHHe Ha HAPYLIEH ChpedeH PUTEM);

. Ba30JIMJIATATOPH, BKIKOYHTETHO HUTPATH (NPOJAYKTH, KOHTO Pa3LIHPABAT KPhE: -
CBAOBE); S LTI

. edhe/IpHH, HOpaApPEHANKH WK aIpeHaJIMH (JICKAPCTRA, H3NMON3BAHU 3a Jiey /ua’ HICKQ oy, N
KPBBHO HANATAHE, IIOK WM acTMa); o~ r,"-'-".-"':. e ‘?‘ \

. Haxsoden uan aanTponeH (MHAY3MA), KaTO M ABATA CE U3MON3BAT 3a & l-EEe{ Ha Mycxymia
CKOBAHOCT TIpH 3a00ABaHAA KaTO MHOKECTBEHA CKIEPO3a; JAHTPONEH © /
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JIeYeHHE HA MaJIUTHEeHa XMMEePTEPMHUS [IPH AHECTE3HA (CMMNTOMHUTE BKIKYBAT MHOIO BUCOKA
TEMMEPATYPA H MYCKYJIHA CKOBAHOCT);

. prthaMNULIAH, epUTPOMHLIMH, KTAPHTPOMHLNH {(@HTHOHOTHLIK);

. AHTHENWNENTHYHH JIeKapCcTBa KaTto kapbamasenut, heHoGapbuTan, GeHHTOHH, (pocdeHHTOHH,
NPUMHIIOH;

. MTPAKOHA30J1, KETOKOHA30J1 (1eKapCTRa, M3MNON3BAHM 3a JIEYEHHE HA THOMYHN HAQEKIMK);

. antpa-Gi10Kepyn, H3NON3BAHM 32 JIEYEHHE HA YTOIEMEHA NPOCTAaTa, KaTo Mpaso3uH, andy3osmu,
TIOKCA303HH, TAMCY/I03HH, TePa3034H;

) aMHGbOCTHH (H3INON3BaH 32 MPEINa3BaHe WIH HAMAIABAHE HA HEKEIAHMTE NEKapCTBEHH
peakuHH, MPHUMHABAHK OT JAPYTH JIEKAPCTRA WM TbUETIEHEHHE MPH JICUCHHE Ha PaK);

. KOPTHKOCTEPOMIN (M3MON3BAHH 32 NeYEHHE Ha PA3/IHYHM CbCTOSHMA, B TOBA UHMCIIO TEHKA
acTMa H PeBMATOMIEH apTPHT);

. 31IaTHH COJIH, OCOOEHO TIPH MHTPABEHO3HO NPUIOKEHHE (M3M0I3BaHH 32 IeYeHHE HA CHMIITOMH
Ha PEBMATOUJIEH apTPHT);

. PHTOHABMD, MHANHABMD, HebMHABHD (TaKa HAPEHEHNTE TIPOTEA3HH HHXHOHTOPH, M3TION3BAHH
3a nevyeHre Ha HIV);

. CHMBACTATHH (M3MON3BAH 33 MOHHXKABAHE HA XONECTEPONA);

. JIeKapCTBa, KOUTO Hal-ueCcTO Ce H3MON3BAT 3a JeHeHHe Ha AHapus (PaLeKaSoTPHIT) MK 3a 1a ce

H30erne OTXBbpIAHE HA TPAHCIUIAHTUPAHH OPraHH (CHPOJIHMYC, EBEPOTUMYC, TEMCHPOTTHMYC H
APYTH JeKapcTBa, MPMHAIEXKALUN KbM KJ1AC JICKAPCTBEHH NpoayKTH, Hapeyesn mTOR
UHXHOHTOPH). Bk Touka ,[IpeaynpesxxaeHus ¥ npennasHi MepKH™

. TAKPONUMYC (M3M0/I3BAH 34 KOHTPOJI HA HMYHHHS OTTOBOP Ha TU10TO BH, No3posBadky My na
HPHEME TPAHCNIAHTHPAHKA OpraH).

3anpunen A ¢ XpaHa H HATIATKH

Cok oT rpefindpyT K rpeiingpyT He Tpabea na ce KOHCYMHUPAT OT XOpa, KOMTO TIpHeMat 3anpuHen A.
Tosa ce nanara nopaau gaxra, e Toi MoKe Ja AOBEAE 10 NOBHINABAHE HA KPBBHUTE HUBA Ha
AKTHBHATA CBCTABKA AMJOAUIIHH, KOETO MOKe 14 IIPEAH3BHKA HENMPOrHO3HPYEMO IOBHIIABAHE Ha
AHTHXHMEpPTEHINBHHSA eekT Ha 3anpuHen A 34 OHHKABAHE HA KPbBHOTO HalAT4HE.

BpeMeHHOCT H KEpMeHe
Ako cre OpeMeHHa MK KbPMHTE, CMATaTE, Ye MOXKe Ja cre OpeMeHHa WK [UlaHHpaTe OpeMEHHOCT,
nocbBeTBalTe <& ¢ Baluus nexap unw gapmalieBT npedy 14 NpHEMETE TOBA ICKAPCTRO.

Epemennocm

Tpadea na uHdopmupare Baiuva nekap, ako MUCIIHTE, 4€ CTEC (Wit € 6bIMONCHO Oa cme) OpeMeHHa.
ObuxHoBeHo Bamust nekap we Bu noceBersa Aa cnpete npieMa Ha 3anpuHen A npeau na
sabpeMeHeeTe WIH BejiHATE el KaTo pa3bepere, ue cTe OpeMeHHa H Le BH NOCLBETBA 1a MPHEMATE
JpPYTH NexapcTBa BMecTo 3anpunen A. 3anpuuen A He ce npenopbusa 3a ynorpeba npH paHia
OpemMeHHOCT H He Tpa0Ba na ce npHema ciien 3-TH meced Ha DpeMEHHOCT, ThH KaTo MOXKe CepHO3HO Ja
YBpeAM MII0AA, aKO Ce U3MOI3BA CJle]l TPETHA Mecel, Ha OpeMeHRHOCTTa.

Kwpmene

Jokasano e, 4e aMIOIMNKH NIPeMHHABa B KbpMaTa B MaJiki kouiuecTsa. Hudopmupaiite Bamua
JieKap, aKO KbPMHTE MM BL3HAMEPABATE /14 3AfI0YHETE 1a KbpMHTE. 3alprHEN A He ce npenopbusa
NnpH KbpMa4ky ¥ Bawmnat nekap moske na uzdepe 3a Bac Apyro nekapcTBo, aKO UCKaTe 1a KbPMHTE,
ocobeHo ako 6ebeTo Bu e HOBOPOAEHO WIIK € POACHO MPEKAEBEPEMEHHO.

Mojgupane u padoTa ¢ MAMIHHA
3anprHen A Moske na nosamse Ha Bawata cnocoGHOCT 32 wodupane Wi paboTta ¢ MalIHHK. AKO
tabnaetkute By npuunnssat ragene, 3amaiieade, c1aboct win yMOpa MM NONyyaparte rinasobonue, He

e ——

wodHpaiite U He paboTere ¢ MalIMHK, 4 He3a0aBHO ce 0daneTe Ha Bawma nekap.

3anpHHea A CBABPIKAE NAKTO3A
Axo BauuaT nekap Bu e kazan, 4e uMaTe HETIOHOCHMOCT KbM HAKOH 3axapw,
Ipefn Aa NpPHEMATe TO3H JIEKAPCTEEH TPOILYKT,
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3anpuHea A cbALpKa HATpHIE
ToBa nekapcTso chabpika no-Maiuko or 1 mmol narpuit (23 mg) Ha TabneTxa, T.¢. MOXKE 1a Ce Kaxe,
4¢ NPAKTHHECKU HE ChLPXKA HATPHI.

3 Kak na npuemare 3anpunen A

BuHary npuemaiite TOBa JIeKapcTBO TOYHO KakTo By ¢ kasan Bawinar nekap. AKo HE CT¢ CHIYPHH B
Helo, nonuTaitte Batimsg nekap win papmariesr.

IperntTHeTe TabneTkaTa uAna ¢ 4alwa Boaa, 3a NPeANneyYUTAHE N0 €AHO H ChIllo BPpEME BCCKH ACH,
CYTPHH [IpeaM XpaHeHe. Bawusar iekap we onpeieny Haii-nogxoasimara 3a Bac n1o3a. O6xkHOBEHO ce
npHeMa No enHa TabiueTka JHERHO.

3anpuuen A OOMKHOBEHO CE TIPE/INNCBA HA NALMEHTH, KOUTC BEUE NPHEMAT NEPUHAONPHI H
aMJIOAMIIHH B OTAENHH TabNeTKu.

AKO CTe NpHEeJIH noBede 0T HeoOX0IAMATa 2034 3aNpHHea A

AKO Mo HEBHUMaHHe TIpHEMETE MpekaneHo MHOro tabnerky, obajgere ce He3abaBHO B CMEWHOTO
OTAeNeHue Ha Hak-O6au3kata BonHuua unn Ha Bawwus siexap. Haii-BepoaTHUAT edexTt npu
npego3HpaHe € HHCKO KPbBHO Ha/lAraHe, KOETO MOoke fa B npuunnu 3aMaiiBaHe UM Aa U3rybute
CBb3HAHHE. AKO TOBA CE CIYMH, JICTHANIOTO MOTMKEHHE ¢ BAHCHATH KpaKa MOKe 1a MOMOTHE.

AKO cTe PONYCHAJH A3 npHeMeTe 3anpuHea A

BaxxHO ¢ na npuemate BauieTo nekapcTBO BCEKH JIEH, ThH KATO pelOBHOTO JIEYEHHE AeHCTBa No-
nobpe. Axo obaue 3a0paBuTe 1a NpHeMeTe 103a 3anpuHen A, B3eMeTe CIeJBallaTa 1034 B
oBuuaiinoTo BpeMe. He Biemaiite 7BoiHa /1034, 3@ 1a KOMNEHCHPATE NPOIYCHATATA A034.

AKO cTe CIIpesiH pHeMa Ha 3anpHHen A

Toit karo sieyeHueTo cbe 3anpunen A 0GMKHOBEHO € MPOXBIKUTENHO, TPAOBA 14 €& KOHCYNTHpATE ©
Bainust nekap npesu jia cnipeTe Ja npueMare TabneTkuTe.

AKO HMaTe HAKaKBH AOITLIHUTENHH BBIIPOCH, CBBP3aHH ¢ yNoTpebara Ha TOBa JIEKAPCTBO, IONIHTAHTE
Bawus aekap diau papmaueer.

4, Bu3MoxknH HeXeJaHH peaKlHH

KakTo BCHYKH NCKApCTBa, TOBA JIEKAPCTBO MOKE /14 MPEAH3IBHKA HECKENAHH PEAKIIMM, BLIIPEKA HE HE
BCEKH M MTOJIY4aBa.

AKO MONMYYHTE HAKOE OT CIICTHHTE ONJlaKBaHUA, CNpETE He3zabaBHO NnpHeMa Ha TOBaA JEKapcTBO H
Beanara ce obanete Ha Bams JicKap:

YecTH Hexenanu peakiMu (Morat aa zacerHat a0 | Ha 10 myun):
. CHJIHO 3aMaiiBaHe WK 3aryda Ha Ch3HaHKWe MOoPaJy HUCKO KPBBHO HalAraHe.

HeuecTu HexeTaHH peakiud (MoraT fa 3acerHart o 1 Ha 100 aywn):

L] BHE3AITHH XPHIICBE, fonka B FbPAHTE, 3aAYX HITH 3aTPYAHEHO OKLUIAHE.
. OTOK Ha KNENa4vHTE, NHLETC WK yCTaTa.
. OTOK Ha YCTHHTE, €3HKa HIIH I'bPJIOTO, KOWTO BOAM 10 CHIIHO 3aTPpYAHEHO AHIIAHE.

DR

]
MHoro peaky Hexenasu peakuuu (morar aa 3acerHat 1o 1 Ha 10 000 nywn): @" i ’70 s
. cnabocT B PBLCTS WIH KpakaTta, HiH HpOGﬂeMH ¢ roBopa, KOeTO MOXKE fa guﬁigzﬁan’aa

‘-\. i 'y

BL3MOMKEH UHCYNT (yaap).
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. TEWKH KOXKHH PEaKLMH, BKITIOUHTENHO CHICH KOXEH OOPHB, YPTHKH, 3a4€¢PBIBAHE HAa KOXKATa MO
LAJOTO TANO, CHICH ChpOekK, MeXypH, oDeneaHe H OTOK Ha KOWATa, Bb3MaICHHE Ha JIMraBHLIMTS
(cunapoM Ha CTHREHC-/DPKOHCHH) MW APYrH aneprHyHU PeaKkiny;

. HeoOnuaitHo 6bp3a WM HepaBHOMEpHA CLPACHHA JeHHOCT, BONKa B rbpNTE (CTEHOKAPAHs)
WIH CbpACUEH [IPHCTDIL;

. Bh3NANCHHE HA IAHKPEaca, KOETO MOXE 1a TIPUYMHM ciiina Gonka B kopema H rspba,
CHMNPOBOAEHA ¢ 0010 HEPazNONOKEHHE.

. MOKBITABAHE HA KOMKATA MITH OMHTE (KBATEHHLIA), KOETO MOXKE J1a € NPU3HAK 34 XETaTHT.

C HeM3BeCTHA UeCTOTA (OT HATIMYHHTE AaHHH He MojKe J1a Obe HanpaBeHa OLEHKa).

. TEHKKHM KOKHH PEaKI[MH, BKIFOUHTETHO CHNEH KoXeH OOpiB, YPTHKApHS, 3a4ePBABAHE HA
KOaTa Ha LANOTO TANO, CHIeH ChpOex, MEXYPH, TIOWEHEe Y NOJYBAHE HA KOXKATA, Bh3NaJICHUE
HA TUraBMUUTE (CHHAPOM Ha CTHBBHC-JDKOHCHH, TOKCHYHA €MTHIEPMAIHA HEKPOJIH3a) WIH
APYTH aICPruuHM peakLidy.

Crle/IHHTE YeeTH HekeNIANH PeaKNHH ca Cho0LaBasu. AKO HAKkoe OT TaX By npuunnu npobiemMu
WM aKO TE€ IPOAB/IKAT MOBEYE OT €IHA CeIMHULA, TPIORA 1a ce KOHCYJATHPaTe ¢ Bamnga exap.

) YecTH HeKenaHH NeKapcTBeHH peakiMy (Morat fa 3acerar ao 1 Ha 10 gyun): rmaeobonue,
jaMaliBaHe, CHHIHBOCT (0COOEHO B HAYANIOTO HA JIEYEHHETO), CBETOBBPTEK, HITPBLIBAHE H
MITIMYKH B KpaiHHUMTE, HAPYILCHO 3peHHE (BKITFOUHTENHO TBOHHO BHAIAHE), 3BBH B YLUHTE
(yeelllaHe 3a 1yM B YILIKTE), IAAMHTALMH (1a yeelnaTe OMeHeTO Ha ChPLIETO CH), 3a4YePBIBAHE,
NpHUMansaBaHe OT HUCKOTO KPBBHO HAJIAraHe, KAalUIMLA, 3a]yX, FaJeHe, TOBPBLLAHE, KOPEMHA
60MKa, NPOMEHEH BKYC, KHCEIWHHM MK 3aTPyHEHO XPAaHOCMUIIAHE, IHapHi, 3aneK, aneprHiHi
PEAKLMHK (KaTO KOXKHH 0OpHBH, Chpbex), MyCKYJIHH KPaMITH, yMopa, c1abocT, nofysaHe Ha
riiezeHnTe (OTOK).

. HeuecTH HexxenaHK peakilvu (Morat aa 3acersat Ao 1 na 100 gyumM): mpoMeHIMBO HACTPOEHHE,
TPEBOKHOCT, NENPECHS, CHHIHBOCT, HAPYLICHHS Ha CHHA, TpenepeHe, 3aryba Ha ycellaHe 3a
0oNKa, pUHHT (3aImyIIBaHe HA HOCA WITH XpeMa), IPOMEHCHH H3XOKaHHA, KOCcomal, YepBeHH
IUIAKH BBPXY KOXKaTa, [IPOMAHA HA LBETa Ha KoxkaTa, foska B rbpba, MYCKY/IHH HIIH CTABHH
GonkH, GOJIKK B I'bPJIMTE, HAPYLICHO YPHHUPaHE, TIOBHIIEHA HeOOXOIHMOCT OT YPHHUpaHe npes
HOILTA, TTOBHILIEH Opoii YpHHHpaHK, 6onKa, 00110 Hepa3no/okKeHHe, CyXoTa B ycTara,
npobiaeMH ¢ ObOpeluTe, IMIOTEHTHOCT, NOBMLLIEHO M3MIOTABAHE, HENIPHATHO YCCIIAHE HITH
YrOJIEMABAHE HA MBPANTE NIPH MBKE, NOBHINEHO HIIH HAMANEHO TETNO, H3JTMUIBK Ha
€03MHOPMITH (BHA OGN KPBEHH KJIETKH), HHTEH3UBEH CHPOEK MM TEXKKH KOXHH OOpHBH,
obpalyBaHe Ha YHacThIUM C MEXYPH MO KOXKATa, TPECKA, MaJaHe, NPUNaabUM, YCKOPEH CbpASUeH
PUTBM, BACKYJIMT (BB3NAJICHHE HA KPBBOHOCHHTE CHIOBE), PEaKLMs HA GOTOUYBCTBHTENHOCT
{NOBMLLIEHA YYBCTBHTENHOCT Ha KOMATA KbM CTBHLIETC), HEPA3MONOKEHUE, MPOMAHA B
nabopaTOPHUTE NapaMeTpH: BUCOKH HHBA Ha KAIHMH B KPhBTA, 00paTHMH NPH CUpaHe Ha
TIEYEHHETO, HUCKO HUBO HA HATPHIA, XMNOIIHKEMHS (MHOIO HUCKO HHBO Ha KpbBHATa 3axap)
NpH NALHEHTH ¢ AHabeT, MOBHLIEHA ypes B KPbBTA H [OBHILEH KPEATHHHH B KPBETA.

. Peaku HekeaaHH peakudu (MoraT aa sacersat Ao 1 Ha 1 000 aywn): 06bpKaHOCT, BAOLIABAHE
Ha NCOPHAZUC, NPOMAHA B NaBOPATOPHHTE NAPAMETPH: IIOBULIEHO HHBO HA YepHOAPOOHUTE
€H3UMH, BUCOKO HHBO Ha cepyMHHA OWIHPYOUH.

. MHOro peky Hexenann peakuuu (Morat a 3acernat n1o 1 Ha 10 000 aywn): cbpaeuHoCLA0BH
HapyIeHHs (CTEHOKAPAHA U MOIbYEH Yaap), €03MHOMHNHA NHEBMOHHUA (PAABK BHA
HHEBMOHHH), MHOKECTBCHa €pHTEMA (KO}KCH OﬁpHB, KOHTO 4ecTo 3aro4ysa ¢ YCPBEHH NETHA MO
JIMUETO, PbLETE WM Kpakara), YYBCTBHTETHOCT KbM CBET/IHHA, HAPYLIEHHA HA KPLBTA,

KoXaTa (JKbNTeH!1a), NoAyBaHe Ha Kopema (racTpHT), YBpEXKaaHe Ha HepBH % r@é% .
npenu3ByKa cnadocT, MpaByYKaHe WK U3TPBIIBAHE, MOBHILEH TOHYC Ha MY ﬁwfe

ﬂpOMEHH B Kp’bBHHTe CTOHHOCTH KATO Hanplmep HHUCEK 6p0|‘l Ha 6eJ1I'ITe H
KIETKH, NO-HUCHK XeMOTrN00KH, No-HHCHLK Opoit Ha TpOMOOLIMTHTE.
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. C Heu3BeCcTHA YeCTOTA (OT HAJTMYHKUTE NIAHHHA He MOKe Aa ObJ¢ HANpaBeHa OLEHKA): MPOMAHA B
uBeTa, H3TPhIBAHE M HOIKA B NPBCTHTE Ha PbLIETe WK KpakaTa ((penomen Ha Peiino).

. Crneanmre HEmxeNaHy PEaklMKi ¢a BUIH CBIIO HaOMOAaBaHH NPH NAlMEHTH, TIPHEMANH
3anpHHen A: HapylleHus ¢ KOMOHHALMS OT PUTHIHOCT, TPEMOP H/HWIHM HaPYLLECHH JBHIKEHHS,
NOTPENBaKe, CKOBAHA 1034 HA TANOTO, MACKOBHIHO NTHLle, 3a0aBeHH JBHXCHHA M NMPOB1aYeHa,
HEYCTOHUMBA MOXOAKA.

CrofAaBaHe HA HEXKEJAHM PEAKIHH

AKO NOny“1Te HAKAKBH HEXEIAHM JIEKAPCTBEHH PEAKLIHK, YBeoMeTe Baluus siekap uiaK dpapmanesr.
ToBa BKNIOUBA BCHUKM BB3MOXHH HEOTIMCAHM B TA3H JIMCTOBKA HEXENAHU PeakUHy, MoskeTe ¢b11o Na
CHOOLHTE HEXEeNaHH peakliii AUPEKTHO dpe3 M3NbiaHUTeHE areHIlkd N0 IeKapeTeara, yir. , Jlamsau
Ipyes Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebeaiit: www.bda.bg. Karo cvobinasate
HeKeNaHH PeaKLIMH, MOXKETE a JajeTe CBOF MPHHOC 32 MONY4aBaHEe Ha NToBeYe HHGOPMALIHA OTHOCHO
Ge30nacHoCTTa Ha TOBA JIEKAPCTBO.

5. Kak na cexpansgare 3anpanen A
Ja ce cbxpansaBa Ha MACTO, HEJTIOCTRIHO 34 Jiela.

He H3nom3RaiiTe TOBA IEKapCTBO CIIE 1aTaTa HA M3THYAHE HA CPOKa Ha FOAHOCT, OTOENA3AH BbPXY
KapTOHEHAaTa OIMakoBKa U OyTHIKaTa chea [ oneH no:*. CpoKbT HA FOAHOCT OTIOBAPA HA TIOC/ICIH WA
[eH OT MOCOYEHHA Mecell.

ToBa nexkapcTBO He M3HCKRA CMEIMANIHH TEMNEPATYPHH YCIOBHA HA ChXPAHEHHE.
CobxpaHaBaiiTe onakoBKaTa IUTETHO 3aTBOPEHA, 3a Ja C€ NIPEANA3H OT CBETJIMHA U Bllara.

He naxpbpnaiiTe nexapersarta B KaHANM3aLMATA WIH B KOHTEHHEDPA 34 JIOMAIIHA OTN&ABLH,
Monuraiite Bamna dapMaLesT Kak 1a HIXBbPIATE JIEKAPCTBATA, KOMTO Beve He W3nomnssare. Tesu
MEPKH L€ CIIOMOTHAT 3a ONa3BaHe HAa OKOJIHATA cpena.

6. ChAbKAHHE HA ONIAKOBKATA H A0NLAHATEIHA HAGOpMANHS

KakBo cbabpika 3anpuden A
- AKTHBHHMTE BEILECTBA €A NEPUHAONPHIIOB TOIUIAT H AMIIOUITHH,
3anpunen A 5 mg/s mg mabnemxu:
Beska Tabnerka cbabpxka 5 mg NepHHIONPUIOR TO3NNAT, EKBUBANEHTHH Ha 3.4 mg
nepuHIonpul 1 6,935 mg amnoaununos Ge3HIaT, eKBUBAJIEHTHH Ha 5 Mg aMAOHITKH.
Sanpuner A 5 mg/10 mg mapremru:
Beaka taGnerka cuiibpka § mg nepua0npHAOR TO3MNAT, €KBHBAIEHTHH Ha 3.4 mg
nepubgonpun ¥ 13,87 mg aMmnaoaunuHOBR Ge3unar, eKBUBAICHTHH Ha 10 mg amMI0AMITHH.
3anpuner A 10 mg/5 mg mabaemnu:
Bcesaxa Tabnerka chabpxka 10 mg nepuHAONIPUIOB TO3MIAT, CKBUBAIEHTHH Ha 6,8 mg
nepunaonpun 1 6,935 mg amnogunnnor 6¢3UNAT, EKBMBANEHTHH HA 5 ME aMJOMIHH.
Janpunen A 10 mg/10 mg mabaemxu:
Beska tabnerka cbaspixka 10 mg nepUHAONIPHIOB TO3MAAT, CKBHBANEHTHH Ha 6,8 mg
nepudgonpun M 13,87 mg aMnoaHIMHOB Ge31aT, eKBUBANCHTHH Ha 10 mg amnoaunus.
- OcrananuTe CbCTaBKH ca HaTpHee XHaporenkapooHat (E500), nornaon K30 (E1201), nakroza

»3/5% OT eaHaTa CTpaHa ¥ T1aJKH OT ,upyraTa CTpaHa
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3anpunen A 5 mg/10 mg tabnetku ca Geid, KBagpaTHH, IBOHHOMIITBKHANH TabeTKH, ¢ TPaBHpaH

Haanuc ,,5/10 oT enHaTa cTpaHa M rMajKy OT ApyraTta CTpaHa.

3anpuuen A 10 mg/5 mg tabnertku ca Henu, KPLIIHK, ABOHHOH3NbLKHATH TabNeTKH, C rpaBUpPaH

nazanuc ,,10/5% ot exnara crpala W raakK OT Apyrarta cTpaHa.

3anpunen A 10 mg/10 mg Tabnetku ca GenH, KPbriK, ABOHHOH3IILKHAIH TAONETKH, C rpaBHpaH

Haamnuc ,,10/10“ oT enHara cTpaHa W raaKy OT Apyrara cTpana.

3anpuHen A 5 mg/5 mg TabieTku B OyTHIIKa e npemlara B onakoekH ot 10, 30, 50, 60, 90, 90 (3x30),

100 u 120 (2x60) TabneTrn.

3anpunen A 5 mg/10 mg, 10 mg/5 mg u 10 mg/10 mg Tabnerky B OYTHIIKA Ce MpeaaraT B ONIAKOBKY

ot 30, 50, 60, 90, 90 (3x30), 100 u 120 (2x60) TabneTkH.
He BCcHUKM BHAOBE ONMAaKoBKH MOrat jJa ObaaT ImyCHATH Ha nasapa.

Ipurexaren Ha pa3pelieHUeTo 33 ynorpebda
TevaB.V.

Swensweg 5, 2031 GA Haarlem

Huaepnanous

IIponsgoauTenn:

TEV A Pharmaceutical Works Private Limited Company
Pallagi ut 13

4042 Debrecen

YHrapus

Teva Operations Poland Sp. z.0.0
ul. Mogilska 80

31-546 Krakow

[Momua

TEVA PHARMA S.L.U.

C/C, n. 4, Poligono Industrial Malpica
50016 Zaragoza

Hcnanns

TEVA UK Ltd

Brampton Road, Hampden Park
Eastbourne, East Sussex

BN22 9AG

O0BeAHHEHO KpaJICTEO

Teva Pharma B.V.
Swensweg 5

2031 GA Haarlem
Hunepnangus

Teva Czech Industries s.r.o.
Ostravska 29, c.p. 305
74770 Opava-Komarov
Yewka penybnuka

To3d MekapcTBeH NPOAYKT € pa3peliieH 32 ynoTpeda B AbpKaBHTe “ieHKH Ha E

CIICAHHTE HMEHA:

benrus Peramteva 5 mg/5 mg tabletten
Peramteva 5 mg/10 mg tabletten ( T 2 !
Peramteva 10 mg/5 mg tabletten \ el EE )
Peramteva 10 mg/10 mg tabletten / 8“ /:{’,‘
Raayd
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Bwnrapus

Yewka permybnuka

Ectonns
Hpnanaua

Hranusa
JlaTeHA

Huaepnanaws

Honma
MopTyranusa
Cnosenus

XbpBarus

3anpunen A 5 mg/5 mg Tabnerku

3anpunen A 5 mg/10 mg Tabnerxu

3anpunen A 10 mg/5 mg Tabnerkn

3anpunen A 10 mg/10 mg Tabnetku

Perindopril tosilate/amlodipin Teva 5 mg/5 mg tablety
Perindopril tosilate/amlodipin Teva 5 mg/10 mg tablety
Perindopril tosilate/amlodipin Teva 10 mg/5 mg tablety
Perindopril tosilate/amlodipin Teva 10 mg/10 mg tablety
Perindopril/Amlodipine Teva

Perindopril tosilate/Amlodipine Teva 5 mg/5 mg Tablets
Perindopril tosilate/ Amlodipine Teva 5 mg/10 mg Tablets
Perindopril tosilate/Amlodipine Teva 10 mg/5 mg Tablets
Perindopril tosilate/Amlodipine Teva 10 mg/10 mg Tablet
PERINDOPRIL E AMLODIPINA TEVA
Perindopril/Amlodipine Teva 5 mg/5 mg tabletes
Perindopril/Amlodipine Teva 5 mg/10 mg tabletes
Perindopril/Amlodipine Teva 10 mg/5 mg tabletes
Perindopril/Amlodipine Teva 10 mg/10 mg tabletes
Perindopril tosilaat/Amlodipine Teva 5 mg/5 mg, tabletten
Perindopril tosilaat/Amlodipine Teva 5 mg/10 mg, tabletten
Perindopril tosilaat/Amlodipine Teva 10 mg/5 mg, tabletten
Perindopril tosilaat/Amlodipine Teva 10 mg/10 mg, tabletten
Vilpin Combi

Perindopril + Amlodipina ratiopharm

Perodilam 5 mg/5 mg tablete

Perodilam 5 mg/10 mg tablete

Perodilam 10 mg/5 mg tablete

Perodilam 10 mg/10 mg tablete

Articel-Am 5 mg/5 mg tablete

Articel-Am 5 mg/10 mg tablete

Articel-Am 10 mg/5 mg tablete

Articel-Am 10 mg/10 mg tablete

JlaTa Ha NOC/IeAHO NPePA3TICKIAHE HA INCTOBKATA
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