JIncTopka: HEGOPMANHA 38 NANHEHTA

3anpuHea A 5 mg/S mg Tabnerkn
Zaprinel A 5 mg/5 mg tablets

3anprnrea A 5 mg/10 mg TabueTkn
Zaprinel A 5 mg/10 mg tablets

3anpanex A 10 mg/5 mg raGnerxn
Zaprinel A 10 mg/5 mg tablets

3anpunea A 10 mg/10 mg TaGrerxn
Zaprinel A 10 mg/10 mg tablets

NICPHHIONPUIOR To3HNAT/amnoumH (perindopril tosilate/amlodipine)

IlpoueTere BHAMATE/IHO MAIATA JHCTOBKA, MPEAH 4 39004 HETE J3 HPHEEMATE TOBA JIEKAPCTHO,

Thi KATO TH CHALPAA BAXHA 32 Bac mugopManus.

- 3anasere TasM MMcTOBKA. MOXKe fa ce HANOXH /12 S IPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH JOITRJIHHTEIHM BEIPOCH, nonMraliTe Bamms exap win dapManesT.

- Tora nexapcreo e npeamicano nuyHo Ha Bac. He ro npeorcrineaiite na apyru xopa. To Moxe
Jla MM HaBpeNlH, HE3ABHCHMO 4¢ NIPHAHAUKTE Ha TAXHOTO 3aboisgBaHe ¢ca CHIIMTE Kato BammuTe.

- AKO ony4HTe HAKAKBH HEXXENAHH peaKiuK, yeeaoMere Bamma nexap win ¢apmaueet. Tosa
BKJIIOYBA BCHYKH BE3MOKHH HEOITHCAHH B TA3H JIHCTOBKA HEXENIAHH peakidi. Bixre Touka 4.

W3NbAHUTENHA ATEHLNS NO JIEKAPCTBATA

KaxBo cChAbPkR TA3H IHCTOBKA

1.  Kakeo npeacraenisa 3anpHHen A ¥ 33 KAKBO Ce H3MON3 jlucmoia - Nplucwee 2

2. Kakso TpaGBa na 3HaeTe, Ipeay Aa npuemere 3aNPHHEN Nom Poz. Ne wi W /ﬁg_fﬁ; ‘X Y Loy
3. Kaxk jga npuemare 3anpeaen A ) L o YT
4.  BB3MOXHH HEKEIAHH PEAKIHH M“ ; Z%N, ~I57 65—-/ 5{ J’—-éﬁ__f&
5. Kak na cexpansBate 3anpuHen A i

6.  CenoppkaHue Ha ONAKOBKATA M JOMBIHATETHA HAGOPM Mrcrnirnenr, szstsrsrsefsene ‘1 20 ™
1.  Kaxso npeactabigpa 3anpuuen A M 3a KAKBO ¢e H3IN0/I3BA

3anpuHen A ¢ kOMGHHALA OT JIB€ AKTHEHH CHCTABKH - NCPUHOTIPHI W AMIIOJHITHH.

3anpusHen A 5 mg/5 mg TabneTku ChaBPKA 5 ME NEPHHACIPHIOBR TOIWIAT M 5 ME AMIONMIHH.
3anpunen A 5 mg/10 mg TabneTkn chABPkKA 5 Mg NEPHARONPUNOB TORHIAT B 10 Mg aMIIOAUITHH.
3anpunen A 10 mg/5 mg TabneTkn chabpxka 10 mg nepUHAOIIPHIOR TOZWIAT H 5 Mg AMNOAWITHH.
3anpuHen A 10 mg/10 mg Tabnerxu chabpka 10 mg nepHHACNPHIOB TO3HIAT K 10 Mg amIoAMITHH.

INepunaonpun e uaxuburop Ha ACE (aHFHOTEH3HH KOHBEPTHPAIIHS €H3HM). AMJIOJMIIHH € KAILHEB
aHTarOHMCT (KOHTO MPHHAUTICKH KM KIAC JIEKAPCTBA, HAPEUSHH JUXHAPOIHPHANHHA). 3aeHO Te
PA3MIHPABAT H OTIYCKAT KPEBOHOCHHTE ChIOBE, TAKA Ye KPEBTA J]a MPEMHHABA IIPE3 TAX MO-JIECHO H
TOBA 13 YJIECHH CBPLETO Ja MOAABP#Ka A00EP NPHTOK HA KPBB.

3anpuHen A ce NpeANKCEa 3a JieUeHHe Ha BUCOKO KPBBHO HaJsrane (XMIIEPTOHHA) H/HIH JISYCHHE Ha
cTabunHa HexemmuHa GonecT Ha cbpieto (3afomnaBane, NMPH KOETO KPHBOCHAO/IBAHETO Ha CHPLIETO €
HAMANCHO WK ONOKHPAHO).

TlauHeHTH, KOMTO BeYe MPHEMAT NIEPHHAOHPII M AMIOAMITHH B OTAENHH TabNeTKH,
Aa nony4asat ¢nHa Tabnerka 3anpHHeN A, KOATO CBABPXKA U BETe CHCTABKH.
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2.  Kaxpo TpuabBa A3 3HaeTe, OpeJH AR GpHEMeTe 3aOpHAET A

He npuemaiite 3ampaaen A

. aKo CTe ANepruvyHA KbM NEPHHIONPHI WIH HAKOMH Apyr KHXHOHTOp HA ACE, WwiH KEM
AMJIOAHITHH W/IH HAKOH JPYT KafueB AHTArOHHCT, WIH KBM HAKOA OT OCTaHANIHTE CHCTABKH Ha
TOBA JIEKapcTBO (M30poeHH B ToUKa 6);

. ako ¢re GpeMeHHa noseye OT 3 Mecelia (nobpe e cpIO Aa ce H3bArBa 3amprHen A npH paHHa
6pemMeHsoOCT — BIDKTE TOYKA 2 BpeMeHHOCT H KbpMEHe);
. 4KO CTe HMAJTH CHMITTOMH KATO XPHIIOBE, OTOK HA JIMIIETO HITH €3MKa, CHIEH CHPOEK WM TEKBK

koxeH 0OpHB NpH NpeaxoaHo nevende ¢ nHXuGuTop Ha ACE miM ako Bue wim Hakol B
ceMeHCTBOTO BH € HMa TakHBa CHMITTOMH IIPH RPYTH OOCTOSTENCTBA (CHCTOSHNE, HAPEYEHO
AHTHOETIEM);

. 4KO HMaTe CTeCHCHHE Ha A0PTHATa ChPAEHHA Knana (20pTHA CTEHO03a) HIH KapAHOTCHEH oK
(CHCTOAHME, IPH KOETO CHPIETO He MOXKe Aa MOAaBa AOCTATHYHO KPbE KbM TSUIOTO);

AKO HMAaTe MHOTO HHCKO KPBBHO HAJAraHe (XHAIOTOHMA );

. aKO CTpajaTe OT Chp/ieYHa HeOCTATEYHOCT CNEM CHPACYUCH IPACTE,
ako HMaTe auaber unH HapyeHa 6p0peyuna GyHKIMA H ce NeKyBaTe ¢ NEKAPCTRO 32
MOHIXKABAHE HA KPLBHOTO HANATAHE, CHABLPKALIO AMNCKHPEH,

. aKo CTe NpHEMAIH WIH B MOMEHTA TIPHeMaTe CakyOHTpHIL/BalicapTaH, IEKAPCTBO, H3MOI3BAHO
34 JICYCHAC Ha BHJ| XPOHHYHA CHpJieYHa HEAOCTATBYHOCT IPH BE3PacTHH, Thii KaTo HMa
FOBHILEH PHCK OT anTHOeAeM (6:p30 obpasyBane Ha OTOK 104 KoXaTa B o0JacT KaTo Hanp.
I'BPJIOTO).

Tlpexynpexaenns H NPpeANa3HH MEPKH

I'osopere ¢ Bama nexap win gapMaieBT ipeau Aa IpHeMeTe JanpyHen A, aKO HAKOE OT OO-KOIy

H36POCHHTE CLCTOAHHA © BATMAHO 3a Bac:

. XHNepTpoduyHa KapaAHOMHOTaTHA (3a601ABaHe HA CHPACYHMA MYCKYJT) HJIH CTEHO3a Ha

610peuniaTa apTepns (cTecHABaHe HA APTEPHATA, KOATO CHaGAABa OE0peKa ¢ KPEB);

ChpAEYHA HEJOCTATHIHOCT;

MHOTI'0 BHCOKO KPBBHO HaJIATaHe (XHIICPTOHHYHA KpH3a);

HAXAKBH APYTH APOOIEMH ChC CHPUETO;

YepHOAPOoOHH npobnemMH;

6B0pevEHH NpofIeMH WIH aKO CTE HAa JHAJIH3A;

KONareHHo chA0BO 3abonapaHe (3abonABaHe HA CheTHHHTEIIHATA THKAH) KATO CHCTEMEH JTYTIYC

€PHTEMATO3YC HIIH CKIIEPOJIEPMA;

muaber;

. aKO CTe Ha JiieTa ¢ OrpaHHYaBaHe HA COMTA HIH H3MON3BATE 3AMECTHTENHN HA COMTA, KOUTO
ChABpPAKAT Kamkii (ioOpe GaTaHCHPAHO HHBO HA Kanwif B KPBBTa € OT CHLIICCTBEHO 3HAUEHHE).
aKO CTe B CTap4ecKa BB3pacT u fAo3ata Bu Tpabsa na 6pae nosuileHa;

) aKC MpHeMaTe HAKOEe OT ClIeAHHTEe JIEKapcTBA, M3MOM3BAHH 34 JIeYEHHE Ha BHCOKO KPBBHO
HaNATaHe;

- aHrHoTersHH II-penentopen 6nokep (ARB) (M3BeCTHH CHLIO KATO CAPTAHH — HATIPHMED
BajIcapTaH, TelIMHcapTas, upbecapraH), ocobeHo ako umarte GEGpeyHH npobileMH,
CBLP3aHH ¢ NHabera;

- ATHCKHPCH.

. AKo npseMaTe HAKOe OT CAEAHMTE JeKapCTRa, PHCKET OT AHTHOEAEM MOJKE Ja Ce TIOBRLIH:

- PaLIEKaJOTPUII - ICKAPCTBO, H3NOM3BAHO 3a JISUCHHE HA AHAPHA;

- JIEKAPCTBA, HAMOM3BAHM 34 Pe/IOTBPaTABaHE Ha OTXBBLP/IAHETO HAa OpTaHEH TPAHCILIAHTaT
H TIpH paK (HarTp. TEMCHPOIMMYC, CHPOIIMMYC, €BEPOITAMYC);

- BHIIIArIMIITHH - JICKAPCTBO, H3NION3BAHO 3a JleueHne Ha auaber.

Bamusar nekap mMoxe NepHoAM4HO Aa mpoBepsBa OnOpeunara Bu dyHKuma, xp
KOIIHYECTBOTO HA CTICKTPONHTHTE (Hanp. Kanuii) B KpeeTa Ba.

Buxre cpmo wadopmanHaTa o3arnasena “He npuemaiite 3anpunen A”.
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Tpabra na uHdpopMupare Balums gekap, aK0 MHCIIHTE, de cTe GpeMeHHa (WK e 6b3IMOJICHe Oa cme
6pemenna). 3anpHHEN A He ce IIpenophusa 3a ynorpeda npn panEa SpeMeHHOCT B He TpsaOBa Aa ce
NpHeMa ciel] 3-TH Mecel] Ha OpEMEHHOCT, Thii KaTo MOKe CepHO3HO Jia YBPEAH INI0A4, KO Ce
H3TI0/13Ba HA TO3H €Tan (BIOKTe TouKa 2 BpeMeHAOCT H KEpMEHeE).

Koraro npyemare 3anpusen A, TpaGea fa HHpopMupaTe Bamms nekap WiH MEHIMHCKHA NEPCOHA,
aKo:

Bu npeacron obma aHecTesusa WHIH e ¢e TOIAraTe Ha TOISIMA ONEpamHs;

HACKOpO CT€ MMAJTH THAPHA HJIH MOBPHINAHE;

me ce nopnarare Ha LDL adepesa (oTcTpanssaHe Ha X0jlecTeposia OT KPBETa C anapar);

¢ Ce MOAIAraTe Ha JeCCHCHOWTH3HPAMO NeYeHHE 3a HAMAIABAHE HA eeKTHTE OT aneprus
KBM Y)KHIBAHE OT ITMEIH WM OCH.

HNena 1 wROIMEA
3anpuHen A He ce NpenopbyBa 3a yrnoTpeda IIpH AEa ¥ KOHOLIK.

JApyrn aexapersa ® 3anpruen A
Tpabea ga kaxere Ha Bammsa nekap win (apMmaieBT, ako pHEMaTe, HACKOPO CTE IPMEMATH KITH €
BB3MOKHO Ja TIPHEMETe APYTH JIeKapCTBa.

Tpadpa na n3barsare Janpuaen A npu ynorpeba Ha:

. JMTHIf (H3MO3BaH 32 JIEYECHHe HAa MAHUA HITH JIeTIpecHs );

. €CTPaMyCTHH (H3MON3BAH 34 leueHHe Ha PaK);

. XPAHHTENHH A00aBKH, ChAbKALA Kanuii (BKITIOUHTE/HO 3aMECTHTE/TH Ha COMITa ), Kaaui-
ChXpaHABAIH JHYPCTHLM H IPYTH JI€KapCTBa, KOMTO MOraT Na MOBHIIAT KOJNMYECTBOTO Ha
KaJMii B KPHETA (Hanp. TPHMETONPHM H KO-TPAMOKCa307 NPH HH(EKIMH, NPeAHIBUKAHH OT
DaxTepuy; IMKNOCTIOPHH, NEKAPCTBO, MOTHUCKAINO MMYHHATE CHCTEMA, KOETO CE M3MON3BA 3a
MPEAOTBPATABAHE Ha OTXBBPIIAHETO HA OPTaHEH TPAHCIVIAHTAT; H XENIApHH, J1eKapCTRO,
H3MOM3BaHO 3a Pa3spesKIaHe Ha KPBBTa 3a NPeoTBpaTABaHe Ha 00pa3ysaHeTO Ha TpOMOH).

Moxke f1a ce HanoXkH Baumudr nexap fa nmpoMeHH Ao3ata Bu W/iWIH na B3eMe APYTH MPEANasHA MEPKH:
Axo npremare aaTHoTen3uH [l-penerrropen Gokep (ARB) i anuckupeH (BIOKTE CHINO
HH(popMawmaTa o3zarnasena “He npuemaiite 3anpuuen A” u “TIpegynpexxnenus 1 npeanasHu
MEpKH™).

Jleuenmero cre 3anpuuen A MoXe Aa ce NORIMAE OT APYTH nekapersa. HempeMeHHO yBenoMeTe
Baums nexap, ako B3eMaTe HAKOE OT CIEIHHTE JIEKapCTRa, Thil KaTo MOXe Aa e HeobXxoaumo
CrenManHo HabmoaAcHue:

. JPYTH NeKapcTBa 38 BUCOKO KPBBHO HAIATAHE, BKTIOYHTETHO ZHYPETHITH (IEKapCTBa, KOHTO
MOBHINABAT KOJIMYECTROTO YPHHA, Nipon3BexaaHo ot 6x6penure);

. HeCTEPOHAHH NPOTHBORL3NAIMTEITHH JIeKapcTRa (Hanp. BOympobeH) 3a obnekuasane Ha 60/ka
HJTH BHCOKA /1033 aleTHWICATHIIOBA KHCEITHHA,

. JIEKAPCTBA 32 JieyeHHe Ha Nuabet (KaTo MHCYIHH);

JIeKapcTBa 3a JICYCHHE Ha NCHXHIHH 3a60/ABAHNA KATO AETIPECHS, TPEBOXKHOCT, IIH30(GpeHns U
Ap. (Hamp. TPHIMKIHYHN AHTHAECTIPECAHTH, AKTHIICHXOTHLH, MMHIIPAMHAH-TIONO0HH
aHTHACTIpeCAHTH, HEBPOJICTITHITH).

. HMYHOCYNPECOPH (NEKAPCTRA, KOHTO MOTHCKAT 3AlIATHATE MEXaHW3MH Ha OPraHu3IMa),
H3MO)3BAHH 34 JICUCHKE HA aBTOWMYHHH HAPYIICHHS IIH CJiel] TPAHCIUIAHTAWMs (Hanp.
IHKIOCTIOPHH);
aNoMypHHOI (3a JieueHHe Ha nojarpa);

ApOKaHHAMH] (38 JIeHeHHE Ha HAPYIICH ChPICYCH PHTEM);
Ba30JHIATATOPH, BKIIIOYHMTEHO HHTPATH (IPOXYKTH, KOHTO pasIIHp:
ChAOBE);

. edeipa, HOpaRPEHANHH WIH APSHANHR (JIEKAPCTBA, H3NON3BaHH
KPBBHO HANATAHE, HIOK MMM aCTMA);

. 6aknodeH WM JaHTponeH (MHy3us), KATO H ABaTa CE M3NOI3BAT 3
CKOBaHOCT NpH 3a00/IABaHMA KATO MHOYKECTBEHA CKIICpPO3a; AaHTPO
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JieyeHHe Ha MAJTMTHEHA XMIIEPTEPMHs NIPH aHeCTe3HA (CHMITTOMHTE BKTIOUBAT MHOTO BUCOKA
TEMAEPaTYpa H MyCKYJIHA CKOBAHOCT);

. pH(AMITHIMH, EPUTPOMHITHH, KIAPHTPOMHLMH (AHTHOHOTHLM),;
. AHTHENMICNTHYHH JeKapcTBa Karo KapGaMaserH, ¢peHoGapOuras, deHHTOHH, GOCHEHHTOHH,

NPHMHIOH;
] HTPaKOHA30JI, KETOKOHA30 (I€KAPCTRA, M3NON3BAHH 34 JieweHHe Ha rE0MYHE MHQEeKIHN),
. anda-0IokepH, H3NMOJ3BaHH 34 JIEYEHHE HA YTOJAEMeHa MPOCTaTa, KATO Npa203HH, andyso3uH,

JOKCA303HH, TAMCYJIO3HH, TEpa303HH;

. amMu(OCTHH (H3MOI3BAH 34 NpeaNa3BaHe WM HAMATISBAHE HA HEXENAHHTE JICKAPCTBEHH
PEaKUHH, PHYHHABAHH OT APYI'H JICKApCTBA HIH JIBUENeY¢HHE NIPH JICHEHHE Ha paK);

. KOPTHKOCTEpOHAH (M3MOJI3BaHH 33 JIeUeHHe HA PasIMiHH CBCTOSHHA, B TOBA YHCIIO TEXKKA
aCcTMA H PeBMAaTOHJICH APTPHT);

. 31aTHH COITH, 0cOOEHO IIPH HHTPABECHOZHO NIPHIIOKeHHe (M3NO/I3BAHH 32 JICYCHHE Ha CHMITTOMH
Ha PEBMATOH/IEH APTPHT);

. PHTOHABHD, HHAHHABHD, HEI(pHHABHP (TaKa HAPEHeHUTE MPOTEAa3HH HHXUOHTOPH, H3MOI3BAHH
3a neueHue a HIV);
CHMBACTATHH (M3IIOJI3BAH 33 MOHIKABAHE HA XONECTEpOIa);
JIEKAPCTBA, KOHTO HAH-YECTO ¢ H3MO/I3BAT 33 JICYeHHe Ha JHAPHA (PALICKAAOTPH) HIH 32 [ ¢
H3berHe OTXBBPIIAHE HA TPAHCIUIAHTUPAHH OPTaHE (CHPOJIHMYC, BEPONHMYC, TEMCHPOTHMYC H
ApYTH JeKapcTBa, MPHRAMNEKALIE KbM KIIAc JIEKAPCTBEHH NPOAYKTH, HapeueHH mTOR
uHXxuGHTOpH). Bk Touka , JIpeMynpexaeHns H MpeANasKH Mepxu

. TaKpOJIHMyc (M3MO3BaH 33 KOHTPOJI HA HMYHHHS OTTOBOP Ha TANOTO BH, nozponssaiiki My aa
npHeMe TPaHCIVIAHTHPAHHA OpTaH).

3anprHen A ¢ XpaHa H HADATKHA

Cox or rpeinépyT u rpelindpyT He Tpa6Ba Aa ce KOHCYMHPAT OT X0pa, KOHTO NpHeMart 3anpHHen A.
Tosa ce nanara nopanu ¢akra, 3¢ To¥ MOXe 2 JOBEeAE 1O NOBMIIABAHE HA KPHBHUTE HUBA HA
SKTUBHATA CHCTABKA AMJIOJIMITKH, KOSTO MOKE JIa MPEIM3BHKA HEMPOrHO3HPYEMO TIOBHIIABAHE Ha
AHTHXHIICPTCH3HBHHA S(EKT Ha JaPHHEN A 3a NOHIDKaBaHe Ha KPEBHOTO HAATAHE,

BpemennocT B KbpMeHe
Axo cre 6peMeHHa WM KbPMHTE, CMATATE, ue MOXe Ja ¢cte GpeMeHHA WIH IUIaHHpaTe OpeMeHHOCT,
noceeeTRaiiTe ce ¢ Baliua Nexap wiu dapManesT npeny Aa NpHEMETE TOBA JIEKAPCTEO.

Bpemennocm

Tpatea sa mudopmupare Bamus nekap, ako MHCAHTe, 9e CTe (111 € 6bIMONCHO 0a cme) GpeMensa.
O6uxnoeero Bammar nexap e Bu nockeeTea Aa cnipeTe npueMa Ha 3anpuHen A npefn oa
3abpemeneeTe WiIH BeHara ciefl Kato pasGepere, ye cre GpemeHHA H me Bi nockBeTRa Aa npHeMaTe
APYTH NEKAPCTBA BMECTO 3anpuHen A. 3anpyHen A He ce OpenopbyBa 3a ynorpeba npy paHHa
OpemeHHOCT H He TpabBa fa ce npueMa ciie]] 3-TH Mecell Ha GPEMEHHOCT, Thil KATO MOXe CEPHOBHO A2
YBpPEIH 04, ako Ce H3NO0/3Ba CIeH TPETHA Mecell Ha bpeMeHHOCTTA.

Kuvpmene

HJokasaHo e, ye aMITO/IMITHH NIpeMHUHABA B KbpMaTa B MaJikd konudectsa. HubopMupaiite Bamusa
NieKap, aKO KbPMHTE WIH BE3HAMEPABATE JIa 2allOYHETE Aa KhPMHTE. 3anpHHen A He ce Npenophusa
npy KbpMavKH i Bamuar nexap moxe na mbepe 3a Bac apyro exapcTBo, aKO HCKaTe 1a KbpMHTE,
ocobeno ako 6ebero B € HOBOPOAEHO WIIH € POICHO APEXkAEBPEMEHHO.

Ilodupane B paéoTa c MAmMHNK
3anpuren A Moxe jia ToBMAe Ha BamaTa cnoco6HocT 3a modupane uam pabota ¢ M
TabneTkuTe Bu NpHuHHABAT rajieHe, 3aMaiipane, Ca6OCT WK yMOPA MITH TTONYY
modgupaiiTe 1 He paboTeTe ¢ MaiIMHY, a HezabaBHO ce 06agere Ha Bamma exap

3anpanes A chaBpAA JAKTO32
Axo Bautuar nexap Bu e xkazan, qe HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, C.

npeaH Na PHEMaTe TO3H JIEKAPCTBSH IMPOAYKT.
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3anpuHeN A chAbLPEA BATPHIH
ToBa nekapcTBO CBABPKA NMO-MaNKo ot 1 mmol narpuii (23 mg) Ha Tabnerka, T.e. MOXe Na ce Kaxe,
Ye TIpaKTHIeCKH He CBIBPIKA HATPHIA

3.  Kak aa npuemarte 3anpanen A

Bunarn npreMaiite ToBa JIeKapcTBo TouHO KakTo BH e xazan Bammst nexap. AKo He CT¢ CHTYPHH B
Hemo, nonuTaiite Bamns nexap wne gpapmauesr.

IlpermeTHeTE TAbNETKATA LANA C Yama BOAA, 34 NPEANOYHUTAHE M0 €QHO H CHINO BPEME BCEKHM JEH,
CYTpHH NpeaH XpaHeHe. Bammar nekap we onpenem: Haii-noaxonsmara 3a Bac no3a. O6HKHOBEHO ce
NpHeMa 1o efHa TabneTka JHEBHO,

3anpunen A 0GHKHOBEHO ce NPEAIINCBA HA NALHEHTH, KOMTO Be4¢ MPHEMAT NEPHHACTIPHI H
AMJIOJTHIIHH B OT/EITHH TaOlleTKH.

AKo cTe IpHeH NoBeve 0T HeobxoqaMAaTa 033 3anpunen A

AKo no HeBHIMaHHe NpHeMeTe NPeKaAeHo MHOro TabneTku, 0bajeTe ce He3a0aBHO B CIICIIHOTO
OTZAecNeHHE Ha HaH-Omuzkata 6omavua win Ha Baunia nekap. Hali-peposTHaAT edext npH
Apeno3HpaHe € HACKO KPBBHO HallaraHe, KoeTo Moxke a Bu mprumuy 3aMaiiBane WIH Jla H3rybHTe
Ch3HAHHE. AKO TOBa €& CIIy4H, JIETHANOTO MONMKEHHE ¢ BAUIHATH KPaKa MOe A2 OMOTHE.

AKO CTe IpOTIyCHAIH Aa NpHeMeTe 3anpamea A

Baxxro e na npuemarte Bammero nekapeTBo BoeKu A€H, Thil KATO PeAOBHOTO eyeHHe AekicTBa no-
zobpe. Ako obaue 3abpasure na npHeMeTe 103a 3anpHHEN A, B3eMeTe CIICABANIATA JO3A B
obuuaiinoro BpeMe. He B3emaiiTe neoiina f03a, 3 12 KOMNEHCHPATE NPOITYCHATATA 1034,

Axo cTe cnpenn npaemMa Ha 3anpunen A
Teit kaTo neyeHHeTO che 3anpHHen A 0GHKHOBEHO € MPOABIDKHTENHO, TPAOBa Aa ce KOHCYIITHpATe ¢
Baimnna nexap npeau na cnipete fa npeeMate TaGlieTKHTE.

AKO MMaTe HAKAKBH JONBITHHTEIHHA BHIPOCH, CBEP3aHM ¢ YHOTpebaTa Ha TOBA IEKapCTBO, MOMMUTANTE
Bammns siexap wiA QapManiesT.

4. BBpIMOKHH HEKeJIAHH PEAKIHH

Kaxro BCHYKH NCKAPCTEBA, TOBA nelcapcrno MOXKE fa NMPESAH3IBHXA HCXKCIAHH peaKHMH, BBIIPCKHA ¢ HE
BCEKH I'M OJTy4apa.

AKO NOJTy4HTe HAKOE OT CJIEIHUTE OMNaKBaHui, Cripere He3a6aBHO MpHeMa Ha TOBA JIEKAPCTBO H
BeJHATa ce ofaneTe Ha Baumis nexap:

HecTH HexkenaHu peakuuy (MoraT ia 3acerHat ao 1 Ha 10 qymu):
. CHITHO 3aMaHBaHe WIH 3ary0a Ha Ch3HAHHe [OpaAd HHCKC KPBHBHO HAIATaHE.

Heuectn Hexkenanu peaxuus (Morar aa 3acersar o 1 va 100 gyum):

. BHE3AITHH XpPHIIOBE, 60/1Ka B rbpAMTE, 330yX WIH 3aTPYAHEHO AHIIAHE.

. OTOK Ha KINCHavyuTe, THUCTO HITH YCTaTa.

. OTOK Ha YCTHHTE, €3HKA WIIH I'bPIOTO, KOHTO BOAHM IO CHITHO 3aTPYHHEHO

MHOro peJiKM HeXeNaHH peakiuH (Morar aa 3acerHar 1o 1 va 10 000 xymm):
. cnabocT B phLIETe WIH KPAakaTa, Wid OpoGieMH ¢ NOBOPa, KOSTO MOXKe I
BB3MOKEH MHCYNT (vaap).
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. TEKH KOKHH PEaKiiy, BKTIOUHTEHO CHIEH KOKeH 00pHB, YPTHKH, 3a4€PBABAHE HA KOXKATa N0
LAOTC TAIO, CHICH Chpbek, MEXYpH, ofe/iBaHe M OTOK Ha KOKATA, Bh3MANCHHE HA JIMTABHIMTE
(curapoM Ha CTHUBBHC-JKOHCHH) HIIH APYTH aNICprHYIHH PEaKkiliy;

. HeoOH4aiiHo 6Bp3a WK HepaBHOMEPHA ChpACYHA AeHHOCT, 60NKa B rbpauTe (CTeHOKAp/IH)
HJIH CBpIeYeH TIPHCTEIT;

. BB3NANICHHE HA TIAHKPeaca, KOETO MOJKE Ja IPHYHHKE cHiHa Gonka B kopema u repfa,
CEOPOBOJIEHA ¢ 00O HepasnoNnoKeHHeE.

. TIOXBITABAHE HA KOXKATA WIH O4MTe (KBITEHHIA), KOETO MOXKeE JIa € IPH3HAK 33 XCNaTHT.

C HeH3BECTHA YeCTOTa {OT HAMTMYHHTE JAHHH He MOXE J1a Ob/le HanpaBeHa OLIEHKa):

] TEIKKH KOXKHH PEaKI[HM, BKIIOMHTEIIHO CHIIEH KOJKEH OOpHMB, YPTHKApHA, 3aYepBIBIHE Ha
KOXAaTa Ha LANOTO TANO, CHIEH CHPOeK, MEXYPH, JI0IIeHe ¥ HoJyBaHe Ha KOXKaTa, BERNaJICHHE
HA JTHATaBHLETE (CHHApPOM Ha CTHBBHC-/[KOHCHH, TOKCHYHA SMAIEPMATHA HEKPOTH3a) HiIH
JOpYTH AIEPru4HH PEaKLAH.

CreH1Te YecTH HeXeJAHE PeAKNHE ¢a cho01aBann. Ako HIKOE OT TAX BA npaunHu npobneMy
HJTH 2KX0 Te NPOXLJIKAT HOBEYE 0T ¢AHA CeIMENA, TPAOBA Aa ce KoHCyaTHpaTe ¢ Bamns Jekap.

. YecTH HEKENAHN IEKAPCTBEHH PeakuMu (Morar aa 2acerdar Ao 1 Ha 10 aymn): rnasobonne,
3amaiisane, CEBHIHBOCT (0c0oDEHO B HAYATIOTO Ha JIEUEHHeTO), CBETOBBPTEK, H3TPBIIBAHE H
HIIWYKH B KpaiHHIHTe, HAPYICHO 3peHne (BKIIOYHTENHO ABOHHO BIDKAHE), 3BBH B YIIHTE
(ycemaHe 3a IyM B YIIMTE), HAMNHTAIMM (12 yoeemarte SHEHETO Ha CHPUETO CH), 3aUepBABAHE,
OPHMAIBAHE OT HECKOTO KPBBHO HAJIATAHE, KALLUTHLA, 3a1YX, FAICHE, MOBPBLIAHE, KOPEMHa
60/1Ka, TpoMEHEH BKYC, KHCETHHHA WIH 3aTPYAHEHO XpaHOCMHIIaHe, THAPHS, 3aIeK, AJIEPTHIHH
peaxiH (KaTo KoxKHH 0OpHEH, cBPOEK), MCKY/THH KpaMIIH, yMOpa, cnabocT, ogyBaHe Ha
rie3eHuTe (0TOK).

. HedecTts Hexkenann peaxigam (Morat aa 3acersar o | Ha 100 qyiun): npoMemInBo HACTPOSHHE,
TPeBOKHOCT, JIENPSCHA, CHHIHBOCT, HapyllleHHsA Ha ChHA, TpenepeHe, 3aryba Ha ycemaHe 3a
GoJka, pHHHT (3anymBaHe Ha HOCA WIH XpeMa), MPOMEHeHH H3X0XKAAHHA, KOCONaJl, YePBEHH
IUTAKH BBPXY KOXKaTa, NPOMAHA HA LIBETA HA KOXKaTa, 60Nka B rbpba, MyCKYJIHH MM CTABHH
6onku, 601KH B IEPAMTE, HAPYIEHO YPHHHUpPaHe, MOBHIICHA HEOOX0AUMOCT OT YPHHHpPAaHE [1pe3
HOLITA, IOBKIICH Opoii ypuaHpanna, 6onka, o6Imo Hepa3nonokKeHHe, CyX0oTa B yCTara,
npoGnems ¢ 6E0penwTe, MMNOTEHTHOCT, IOBHINEHO H3MKOTABAHE, HENPHATHO YCeIaHe KK
YTOJIEMABAHE Ha I'bPIMTE [IPH MBKE, IOBHIICHO N HAMANEHO TEITI0, HITHIDBK Ha
eosuHOD WK (BH Genu KPEBHH KIETKH), HHTEH3HBEH CHPOe WIIH TEXKH KOXHH 0OPHBH,
obpasyBane Ha y4acThbllM ¢ MeXYPH 10 KOKATa, TPECKa, MARaHe, IPANIATBLH, YCKOPEH ChpAcUeH
PHTBM, BacCKYJHT (BE3NaJIeHHe HA KPEBOHOCHHTE CHAOBE), Peakiiid Ha (JOTOMYBCTBHTEHOCT
(TIOBHINIEHA YYBCTBHTETHOCT HA KOXKATA KBM CIFHLETO), HEPA3MOJI0KEeHHE, TPOMAHA B
nabopaTopHUTE MapaMeTpH: BUCOKH HHBA Ha KA B KPEBTA, 00paTMMH TIPH CIIMpaHe Ha
JIeYeHHETO, HHCKO HHBO HA HATPHH, XHIIOITHKEMHS (MHOTO HHCKO HHUBO Ha KpbBHATa 3aXap)
TNIPH NALMEHTH ¢ AHA0ET, MOBMUICHA Yped B KPHETA M MOBHIIEH KPEATHHHH B KPBBTA.

. PeaxH HexenaHu peakuys (Morar aa 3acersar go 1 Ha 1 000 qymmH): o6BpKaHOCT, BIOIIABAHE
Ha MCOPHA3HC, MIPOMAHA B JIaGopaTOpPHHTE MapaMeTpH: NOBHILEHO HHBO Ha YepHOApobHHTE
€H3HMH, BHCOKO HHBO HA CCpyMHHA OHAHpYOHH.

. MHOro pe/IkH HexeNaHH peakuH (Morar Na 3acersar ao 1 Ha 10 000 xymu): ¢bpAeYHOCHAO0BH
HapylIeHHs (CTeHOKapaHA H MO3bYEH yAap), eo3MHODWIHA NHEBMOHUA (PAIBK BHI,
MHEBMOHHA), MHOXKeCTBEeHA epHTeMa (KOoxeH 00pUB, KOHTO YeCTo 3a104Ba ¢ 4epBe

KOXaTa (KBJITEHHLA), IOAYBaHE Ha KOpeMa {TacTpHT), YBpEKAaHe Ha HEPR
NpeAn3BAKA CaboCT, MpaByvKaHe WIH H3TPBIBAHE, NOBHIICH TOHYC HA
HA BEHIMTE, OBUMUICHA 3aXap B KPHBTA (XHUTIEPrIHKeMHs ), ocTpa OLOpeyH
IPOMEHH B KPBBHUTE CTOHHOCTH KaTO HANpHMeEp HUCHK Gpoil Ha Genure
KJIETKH, TI0-HHCHK XEMOTJIO0OHH, MO-HUCEHK Opoii Ha TpoMOOILMTHTE.
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. C HeH3BecTHA YeCTOTa (OT HAIHYHATE JAHHH He MOxke J1a Ob/le HanpaBeHa OLCHKA): IPOMAHA B
L[BETA, H3TpBIBaHe M 6ONKA B NPBCTHTE HA PHIETE WIH KpakaTa (GeHoMeH Ha Pefixo).

. CrienpTe HexeNlaHM peakiMK ca Ouin chIo HAGMIOAABAHH NPH MALMEHTH, NPHEMAITH
3anpHHen A: HapyIIeHHA ¢ KOMOHHALHA OT PHTHAHOCT, TPEMOP H/MJIH HAPYIUICHH JBHKCHHSL,
MOTPENBaHe, CKOBaHA 11033 Ha TATIOTO, MACKOBHAHO JIHLIE, 3a0aBEHH ABIDKCHHA H NPOBIaYyeHa,
HeycTOHUMBA TTOXO/KA.

Cho0maBane Ha HeXKeJIAHHA PEAKDHE

AKO NOJIYIHTE HAKAKBH HeXeNaHH JICKAPCTBEHH peakHH, yeeaomere Bamna nexap win dapmanepT.
Tora BKIIOYBa BCHYKH BB3MOKHH HEONHCAHH B Ta3H MCTORKA HEKENaHH peakivi. Moxere cpimo fa
cbO0LIHTE HEXCENAHN peaKlui JHPEKTHO Ypes HamwnHuTensa areHijdd N0 ICKapcTBara, yi. ,,JJaMan
I'pyes* Ne 8, 1303 Codnn, Ten.: +359 2 8903417, yebGcaiir: www.bda.bg. Karo crobmarare
HEKeJJaHH PeaKiiH, MOXKETe Ja JafieTe CBOA TIPHHOC 34 MOTydapaHe Ha foBede HHGOPMALIHI OTHOCHO
He30MacHOCTTa Ha TOBa IEKApCTBO.

5. Kaxk jaa cexpanspare 3anpuaesa A
Ja ce crXpaHiaBa HA MACTO, HEAOCTRITHO 3a KEL(a.

He m3nonsealiTe ToBa nekapcTBO Clie JaTaTa Ha H3THY4HE HAa CPOKa HA TOJHOCT, OTOEA3aH BhPXY
KapTOHEHATA ONAKOBKA H OyTuikaTa ciiel ,.I'oneH ao:*. CpoksT Ha ro/THOCT OTTOBAPS Ha MOCICAHMS
JIEH OT TIOCOYCHHA MeceL.

ToBa nexkapcTBO He M3HCKBA CMNCLMATHE TEMIIEPATYPHH YCIIOBHA Ha CHXPAHEHME.
CbxpansaBaiiTe OITAKOBKATA ILUTETHO 3aTBOPEHa, 34 1A Ce NpeIIa3H OT CBCTAMHA M Blara.

He usxespndiiTe JexkapcTpara B KAHAIH3AlHATA WIH B KOHTeHHepa 3a IOMalIHH OTIIAXBLM.
[Tonuraiite Bamua dapmanerT kak 1a H3XBLPIATE NEKAPCTBATa, KOMTO Bede He H3non3sare. Tesn
MEpKH LI CIIOMOTHAT 3a OIIa3BaHe Ha OKOJIHATA Cpea.

6. CoabpxaHAe HA ONAKOBKATA H AOULJAAATEIHA BAQOPMATHS

Kakpo ceabpxa 3anpanea A

- AKTHBHHTE BEIIECTBa ¢4 NEPHHJONPHIIOE TO3WIAT H AMJIOJHITHH.
3anpunen A 5 mg/5 mg mabnemxu:
Beska Tabnerxa chaspika 5 mg NepHHACIPUIOE TO3WIAT, €KBHBATICHTHH Ha 3,4 mg
MEPHHIONPIN H 6,935 mg aMmoaAUITMHOB Ge3HIIaT, EKBHBAAGHTHH HA 5 Mg aMIONHIHH.
3anpunen A 5 mg/10 mg mabremxu:
Beska tabnerka chaspxa 5 mg NepHHACTIPUIOB TO3HMAT, €KBHBAICHTHH Ha 3,4 mg
nepusaonpun v 13,87 mg amnoaunuHoB Ge3wnat, ekeuBaiieHTHA Ha 10 mg aMnoAHuH.
3anpunen A 10 mg/5 mg mabnemru:
Besxa Tabnetka cpabpxka 10 mg nepHHAONPHIOB TO3UIAT, €KBHBAICHTHH Ha 6,8 mg
[EPHHAONIPHI H 6,935 mg aMNoAHNMHOE Ge3NNaT, eKBHBAJICHTHH HA 5 Mg AMIIO/MIHH.
3anpunen A 10 mg/10 mg mabnemxu:
Bceaka Tabnerka caappika 10 mg nepHHAOIPHIOB TO3HAAT, EKBHBANICHTHH Ha 6,8 mg
nepurzonpan U 13,87 mg amnogunuHoB Gesunar, ekpuBanedTd Ha 10 mg amno

- OcraHanuTe CheTaBKH Ca HATPHeB XHaporenkapGonar (E500), mosunon K30 (EpA0siiicla ,
MOHOXH/IPaT, LIapEBHYHO HHIIECTe, MHKPOKpHCTANHA nerynosa (E460), natp @’
TJHKONAT (THn A), MarHe3ues creapat (E572) u kammer xuaporeHocdart (

Kaxk marnexaa 3anpunen A B chALPEAHAE HA ONAKOBKATA ,
3anpunen A 5 mg/5 mg TabnerkH ca 6enH, opanEH, JBOHHOMIMTEKHATH TA0NETKH, C I

»2/5 OT eHATA CTpaHa M [IAKH OT IpyraTa cTpaHa.

7
NL/H/2842/001-004/1A/031



3anpunen A 5 mg/10 mg Tabnetku ca GelTH, KBAAPATHH, ABOHHOM3ITEKHAIN TabNeTkH, ¢ rpaBHpaH
Hamumce ,,5/10¢ oT epHaTa cTpaHa M CIaJKH OT APYTATa CTPAHA.

3anpuHen A 10 mg/5 mg TabneTkH ca 6enu, KPEITH, ABONHOH3IMLKHATH TalNETKH, C TpaBUpPaH
Haqmuc ,,10/5% ot efjHAaTa cTpaHa M MJIANKH OT ApYyTraTa CTpaHa.

3anpuHen A 10 mg/10 mg Tabnetku ca 6em, Kpbrau, ABOHHOU3MBKHANM Ta0NEeTKH, C TPaBHPaH
HaIIHC ,,10/10“ ot eanaTa cTpaHa M INAJKH OT PYTaTa CTPaHa.

3anpunen A 5 mg/5 mg rabrerxu B 6yTHIKA ce npeiara B onakosku ot 10, 30, 50, 60, 90, 90 (3x30),
100 = 120 (2x60) TabneTkH,

3anpunen A 5 mg/10 mg, 10 mg/5 mg u 10 mg/10 mg TabneTky B OYTHIKA ce NpearaT B ONaKOBKH
ot 30, 50, 60, 90, 90 (3x30), 100 u 120 (2x60) Tabnerks.

He BCHYKH BHOBE ONaKOBKH Morar Aa GbAAT [yCHATH Ha rasapa.

IIpuTexare, Ha pa3penieHHeTo 3a ynorpe6ta
TevaB.V.

Swensweg 5, 2031 GA Haarlem
Hugepnanaua

Ipon3BoanTenn:

TEVA Pharmaceutical Works Private Limited Company
Pallagi ut 13

4042 Debrecen

YHrapus

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

31-546 Krakow

Ttomma

TEVA PHARMA SL.U.

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

Hcnanug

Teva Pharma B.V.
Swensweg 5
2031 GA Haarlem

Hunepnanana

Teva Czech Industries s.r.0.
Ostravska 29, c.p. 305
74770 Opava-Komarov
Yeumka penybauka

To3m nexapcTBen NPOYKT € pa3pemen 3a ynoTpeba B aupaxasHaTe wnenkH 5a EHII mog

CeAHATEe HMEHA:

benrns Peramteva 5 mg/5 mg tabletten
Peramteva 5 mg/10 mg tabletten
Peramteva 10 mg/5 mg tabletten
Peramteva 10 mg/10 mg tabletten

Brirapus 3anpuHen A 5 mg/5 mg TabneTku

3anpunen A 5 mg/10 mg Tabnerxu

3anpuHen A 10 mg/5 mg Tabnerku

Janpunen A 10 mg/10 mg Tabnerxu A
Yemka pernyOimka Perindopril tosilate/amlodipin Teva 5 mg/5 mg tablety 34

Perindopril tosilate/amlodipin Teva 5 mg/10 mg tablety
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Perindopril tosilate/amlodipin Teva 10 mg/5 mg tablety
Perindopril tosilate/amlodipin Teva 10 mg/10 mg tablety
Ecronus Perindopril/Amlodipine Teva
Hpnangna 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
Hranua PERINDOPRIL E AMLODIPINA TEVA
JlaTenn Perindopril/Amlodipine Teva 5 mg/5 mg tabletes
Perindopril/Amlodipine Teva 5 mg/10 mg tabletes
Perindopril/Amiodipine Teva 13 mg/5 mg tabletes
Perindopril/Amlodipine Teva 10 mg/10 mg tabletes
Hunepnanaus 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
Monma Vilpin Combi
Iopryranua Perindopril + Amlodipina ratiopharm
Cnosenus Perodilam 5 mg/5 mg tablete
Perodilam 5 mg/10 mg tablete
Perodilam 13 mg/5 mg tablete
Perodilam 10 mg/10 mg tablete
Xepraths 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

Jdara Ha mocneaHO Opepasriexnane Ha aacroskata 04/2021
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