JIMCTOBKA



JIncropka: Hndopmanns 3a nanuenra

IIpecrapaym-Ko Smg / Smg Tabnerkn
IIpecrapuym-Ko 10mg / Smg Tabaerkn
IIpecrapaym-Ko Smg / 10mg Tabnerkn
Ilpecrapuym-Ko 10mg / 10mg Tabaerkn
NepHHAONPHII aprHHUH/amnoaunuH (perindopril arginine/amlodipine)

IIpoyereTe BHHMATEIHO NSJIATA JIMCTOBKA NpPEIH A 3aNM0YMHETe 2 NPHEMATE TOBA JIEKAPCTBO, Thil
KATO TH CHALPXKA BakHa 3a Bac aadopmanus.

- 3anasere Ta3u 1ucToBKAa. MOjke Na MMaTe Hy»/a Ja A NPOYETETe OTHOBO.

- AKO ¥MaTe HIKaKBH JIOITBJIHMTEIHH BBIIPOCH, NonHTaiTe Baua nekap, papMalleBT WM MeIHIIMHCKA
cecTpa.

- Tosa nexapcTBo € npeanucaHo JH4HO Ha Bac. He ro npeorcreneaiite Ha apyru xopa. To Moxe aa um
HaBpeaH, He3aBHCHMO, Ye TPH3HAIMTe Ha TAXHOTO 3abofBaHe ca chiuTe KaTo Bammre.

- AKO noTyuHTe HAKAKBH HEXENIaHH JIEKapCTBEHH peakLuH yBenoMere Bammsa nekap,papmanieBr win
MeMLIMHCKA cecTpa. ToBa BK/IIOYBA H BCHYKM Bb3MOXKHH HEXKEJIAHH PeaKLiH, HEONMCAHH B Ta3H
JHCTOBKa. Bipkre T.4.

KakBo cbIbpika Ta3H JHCTOBKA: o P /Lo vy _//J//\?//J///é

Kakgso npencrasnssa [Npecrapuym-Ko 1 3a kakBo ce u3nonzea R G//L,///h/ SGplim . 1%
Kakso Tpa6ga na 3Haete, npeau aa npuemere [Npecrapuym-Ko reseesel s rrasersnsisnasnanes
Kax na npuemare Ilpecrapuym-Ko 31 -10- 2019
BB3MOMKHH HEXeNaHH peaKLuH '

Kak na cexpansasare Ha [Ipectapuym-Ko
CoasprikaHue Ha ONAKOBKATa W AONBIHMTENHA HHGOpMalHs

bW~

1. Kakso npeacrasiasea IIpectapuym-Ko 1 32 kaKkBo ce H310/13Ba

ITpectapuym-Ko ce npeanucsa 3a eyeHHe Ha BHCOKO KPBBHO HanAraHe (XHNEPTOHMA) W/WIH JieYeHHE Ha
crabHIHa KopoHapHa Gonect (CbCTOSHHE, NMPH KOEeTO CHabAMBaHETO ¢ KPBB Ha CHPLETO € HAMAIEHO WK
6nokupaHo).

[MaumenTy, npueMaliy npeix ToBa NEPUHIONPHI H aM/IOJHITHH B OT/AENHH TableTKH, MOraT BMECTO TOBa J1a
noxy4ar eaHa Tabnerka Ipecrapuym-Ko, koaT0 chaAbpika H IBeTE CHCTABKH.

IMpecTapuym-Ko e koMGHHalLMA OT Be aKTHBHM BELIECTRA, MEPUHIOTPHI M AMJIOHITHH.

INepunaonpun e HHXHOUTOP Ha aHTHOTEH3HH-KOHBepTHpausa eH3uM (ACE uHxuburop). AMIoIMNOUH e
KaJILIHEB AaHTArOHKCT (KOHWTO MPHHAUIENKH KbM KJIac JIEKapCTBEHH CPEe/ICTBA, HAPEYEHH TUXHAPOTTHPHIMHH).
3aeiHO Te NPENW3BHKBAT paslIMPABAHE M OTITYCKaHEe Ha KPbBOHOCHHMTE ChJIOBE TaKa, Ye KpbBTa MPeMHUHAaBa
MO-JIECHO Mpe3 TAX M YJIECHABAT ChpLieTO Bu npu noptbpkaHeTo Ha JOGBP KPBBOTOK.

2.  Kakso Tps0Ba na 3naere, npeau 1a npaemere IIpecrapaym-Ko

He npuemaiite IlpecTapaym-Ko

- aKo UMaTe aJepruia KbM NepHHAonpuI Wik HAkoi apyr ACE mHxuO6HTOp, HIH KM aMJIOJHITHH HIIH KBM
APYTH KaJlILMeBH AHTarOHKCTH, HITH KBM HAKOf OT IPyTHTe ChCTABKM Ha TOBA JIEKapCTRO, (M30poeHH B
TOuKa 6),

- aKo cte OpemeHHa crieql TpeTHsa Mecell (ChIIO Taka e no-nobpe na uzbareare [Ipecrap
paHHaTa OpeMeHHOCT — BI)KTE YacTTa 3a OpeMeHHoCT),

- @Ko CTe MOJIy4aBaJIi CHMIITOMH KaTO CBHPKALLO IHIIAHe, [IOAyBaHe Ha JTHLETO WK
chpOek WK TeXKH KoxHH 0OpHBH npu npeauHo nevyeHue ¢ ACE unxuburop
Ha Bawero cemelicTBO € HMan TakMBa CHMITTOMH NPH APYTH obcTosTeNncTRa (
AHrHOHEBPOTHYEH OTOK),




- ako umare 3axapeH nquaber UM npobnemu ¢ OEOpeLTe U ce NIeKyBaTe ¢ JIeKapCTBO 3a NOHKWKaBaHe Ha
KPBBHOTO Ha/fAraHe, ChAbPIKallo aTHCKHPEH,

- aKO MMarTe CTeCHABaHe Ha a0pTHATA ChpJeYHa KIana (aopTHa CTeHO03a) WK KapJHOTeHEeH LIOK
(ceCcTOSHHE, B KOETO CHPIIETO HE MOKE J1a JOCTaBA JOCTaThYHO KPbB KbM TAJIOTO),

- aKO HMAaTe MHOrO HHCKO KPBbBHO HaJjiraHe (XMIIOTOHHSA),

- aKo CTpajaTe OT ChpA€4Ha HeJI0CTATBHHOCT ciell HHpapKT,

- @Ko CTe Ha AMaNKM3a WIH HAKaKbB APYT BHA QHATpaLMs Ha KPBBTa. B 3aBHCHMOCT OT anapara, KOiTO ce
usnomnsea, [Ipecrapuym-Ko moxe 1a e Henoaxoasu 3a Bac,

- ako umare npobnemu ¢ 6s0penymTe, npu KouTo cHabasBaHeTo Ha BaiuuTe Ob0peLM ¢ KPBB € HaMalleHO
(creHo3a Ha 6bOpeynara aprepus),

- aKo MpOBEX/aTe Je4eHHe ChC CaKyOHTpWI/BaNicapTaH, ISKAPCTBO, H3MOI3BAHO 3a JIeYeHHE Ha ChpleyYHa
HenocraTbuHoCT. (Bx.“TIpenynpexxaenus v npeanasHu Mepku™ M ,,JIpyru nexapcrea u [Ipectapuym-
Ko*).

IlpexynpexaeHns H npeANa3sHA MePKH

Axo Bue umare HAKOE OT CJICTHUTE CHCTOAHMA, MOJIA chobLieTe Topa Ha Bawms nekap, hapmauest win

MeIHIIMHCKA cecTpa npeau Aa npuemerte [Ipecrapuym-Ko:

- xuneptpodH4Ha KapauomMHonaTHa (3abonsBaHe Ha CHpPJAEYHHA MYCKYJT) HIIH CTeHO3a Ha 6s0peuna
apTepus (cTeCHEHHe Ha apTepuATa, KOATO cHabnsBa 6L0peka ¢ KpEB),

- ChpAeYHA HEeNOCTATBYHOCT,

- CEepHO3HO NMOBHIIABaHe Ha KPHBHOTO HaJIATaHe (XHIEPTOHWYHH KPH3H),

- BCAKAKBH JPYTH ChpAEYHH NpobliemMH,

- YepHOAPOOHH npoblieMH,

- 6b6peunn npobieMH WK aKO CTE Ha AWATH3A,

- MMare HeoOHYaifHO NOBHIIEHH HHBA HA XOPMOH B KPBBTa, HAPEUYEH a/IIOCTePOH (ITbPBHYECH
aIJOCTEPOHH3BM),

- ChAOBa KoJareHo3a (6onecT Ha CheTHHHTENTHATA THKAH), KATO HATIPUMEP CHCTEMEH JTYITyC €PHTEMATO3YC
HJIH CKJIEpOJiepMHus,

-  nwaber,

- aKO CTe Ha JIMeTa ¢ OrpaHH4YeHO ChABPXKAHKE HAa N'OTBApCKA COM WK M3MON3BATe 3aMECTHUTENTH Ha
roTBAapCKaTa cojl, KOMTO ChAbpXKaT Kaluii (1o6pe 6GanaHcHpaHOTO HHBO Ha KaIHi B KPBBTa MMa BOKHO
3HAYEHHE),

- aKo CTe B HanmpeJHaJla Bb3pacT ¥ Ao3ara Bu Tpabea na 6bae yrennueHa,

AKO npHemare HAKOE OT CJIEJIHHTE JIeKapCTBa, H3MOI3BaHH 32 JIEYeHHe Ha BUCOKO KPBBHO HaJIsATaHe:

o aHrnoreHsus Il penentopen Gnokep™ (ARB) (u3BecTHH OmIe KaTO capTaHH — HATPUMEpP
BaJICapTaH, TeAMHcapTaH, upbecapran) ocobeHo, ako umare 6s0peunH npobnemu, CBEp3aHH
¢ nuaber.

O  aJIHCKHpEH.

Bawusar nexap Moxe nepHoAMYHO Aa nposepssa 6pOpeuHara Bu QyHKL#sA, KPHBHOTO HalATaHe H

KOJIMYECTBOTO HA eJIEKTPONHTHTE (Harp. Kanuii) B kpbeTa Bu.

Buxre cbino uHdopmauusTa ozarnaeeHa ,,He npuemaiite [Ipectapuym-Ko®.

- PHCKBT OT aHTHOEJIEM € MOBHILEH, aKO MpHEeMaTe HAKOe OT CAEQHHTE JIeKapCTBa:

- pauekasoTpHi (M3MONI3BaH 3a JieYeHHe Ha JHapus)

- CHPOJIMMYC, €BEPOIHMYC, TEMCHPOJIHMYC U APYTH JIEKapCTBa, PHHAUIEKANIH KbM KJIac
JIeKapCTBEHH NpoAyKTH, HapeueHH mTOR HHXHOUTOPY (M3N0N3BaHH, 3a [a Ce NMPeNOTBPaTH
OTXBBLPJIIHETO Ha TPAHCIUIAHTHPAHH OpPraHu),

- cakyOuTpHn (HanM4eH KaTo pUKcHpaHa 1030Ba KOMOMHALIMSA ¢ BaJicapTaH), M3MO3BaH 3a
NPOABL/DKUTEITHO JIEYEHHE Ha Chp/IeYHa HEI0CTATHYHOCT.

- aKo CTe C YepPHOKOXK MPOM3XO]l, Thil KaTO PHCKBT 3a aHrHoesieM npu Bac Moske na e no-roism u ToBa

JIEKapCTBO MOXKE JIa € MO-Mako e()eKTHBHO 3a MOHWKABaHE Ha KPEBHOTO Bu HansArawe, omog]xm'o npH

NauMeHTH, KOHTO He ca YePHOKOKH.

Anruoesem

AHrroesieM (TeXKa alepruyHa peakiums ¢ NnoJyBaHe Ha JIHLETO, YCTHHUTE, €3UKa W
Jia 3aTpy/JHH MPErTbLIAHETO WIH AMIIAHETO) € ChOOLIEH NPH NALMEHTH, JIEKYBaHH ,
BisrounTesiHo ¢ [Ipectapuym-Ko. ToBa Moxke 1a ce CiTy4dH Mo BCAKO BPEME Ha Jieye e‘;'o



TaKHBa CUMITTOMH, TpsAGBa a cnpere seueHuero ¢ [Ipectapuym-Ko u HezabaBHO na nocetute nekap. Buxkre
CBILO T.4.

Tpabra na kaxxere Ha Bammsa nekap, ako MucnATe, Ye cTe OpeMeHHa Wik GuxTe MoriM Ja 3abpemeHeere.
ITpecrapuym-Ko He ce npenopbysa npe3 paHHaTa GpeMEeHHOCT M He TPAOBa Ja ce npueMa ako cte GpemMeHHa
CJie[ TPETHs Mecell, Thi KaTo MOKe /1a IPHYHHH CepHO3HH Bpeld Ha Bamero 6ebe, ako ce u3non3ea npes
TO3H NEepHOJL (BHXKTE YacTTa 3a GpeMeHHOCT).

Koraro npuemare IIpecrapuym-Ko , Bue Tpsabra crmo na nHpopmupare Bams nexap Win MeJHUHHCKHS

nepcoHa:

- axo Bu npeacrou ofima aHecTe3sus W/WIH roisMa onepawus,

- aKo HamocJiebK cre HoneayBany OT JHAPHA WIH NOBPBIUIAHE,

- axo Tpabea na 6baere nomioxen(a) Ha LDL adepesa (orcTpansBaHe Ha Xonectepon ot Bamara kpse ¢
MalIHHa),

- axo Bu npescTon nevyeHue 3a HaMalABaHe YyBCTBUTENHOCTTa Bu kbM edexTuTe Ha aneprus ot
YKHNIBaHE OT IM4ejla WiH ocCa.

Jeua 1 wHOIHA

ITpecrapuym-Ko He ce npenopbuBa 3a ynorpeba npu Aena 1 IOHOLIH.

JApyra nexapcrsa u [pecrapaym-Ko

Hudopmupaiite Bammus nexap win ¢papmanesT, ako NpHeMaTe, HACKOPO CTe MPHEMAIH WIH MOXe Ja
npHeMaTe KakBUTO M Aa 6H0 Apyry ekapcTsa.

Bue TpsabBa na u3barsare npuem Ha [Ipectapuym-Ko 3aeaHo c:

- nuTwii (ynotpe6sBa ce 3a ieyeHHe Ha MaHUs WIH JIeNPecHi),

- ecTpaMyCTHH (M3MON3Ba ce NpH JiedeHHe Ha pakK),

- KanuH-ChXpaHABALIH JIEKapcTBa (TPHAMTEPEH, aMWJIOPH/L), KATTHEBH J0OABKH WIH ChAbPIKALA KaJIHi
3aMECTUTEIIH Ha NOTBApCKaTa COJ, APYTH JIeKapCTBa, KOWTO MOTAT Jja MOBHIIAT KAIKA B TAIOTO (TaKMBa
KaTo XeNnapHH M KO-TPUMOKCA30J1, TIO3HAT Ollle KATO TPHMETONpPHM/CyiaMeToKcason),

- KanuH-ChXpaHABAlllH JIEKAPCTBA, H3MOJI3BAHH 3a JIeYeHHE Ha Chp/IeYHa HEIOCTATHYHOCT: eIUIEPEHOH |
CIMPOHONIAKTOH B 1034 OT 12,5 mg 1o 50 mg Ha neH.

Jleuennerto c [Ipectapuym-Ko Moxe na 6bae NOBIMAHO OT ApYTH JiekapcTBa. Moske fia ce Hanoxu Bammsar
nekap ja npomeHH Balata n103upoBKa WHIH a2 B3eMe ApYTH npeanasHu Mepku. HenpemenHo yseaomere
Baiuus nexap ako npueMare HAKOE OT CIEAHHTE JIEKAPCTBa, Thi KaTo MOXeE J1a € HeOOXOAMMO CTIeLIHATTHO
BHHMaHHE:

-  JpyTH J€KapcTBa 3a BUCOKO KPBBHO HaNAraHe, BKIIOYMTETHO aHrHoTeH3uH Il penentopHu Gnokepu
(ARB), anuckupeH (BixTe chbillo HHPOpManHaTa o3arnaeeHa ,,He npuemaiite Ipectapuym-Ko* u
»lIpefynpexIeHHs ¥ Npeana3sHi MepKH NpH ynorpeba®) wiu AMypeTHLH (JieKapcTBa, KOHTO
yBeNTH4aBaT KOJIHYECTBOTO YPHHA MPOH3BE/IEHO oT OB6penuTe),

- JIeKapcTBa, KOMTO Hali-4ecTO ce M3MOA3BaT 3a JIeYeHHe Ha AuMapHs (PaLleKaTOTPHIT) HITH 3a 1a ce u30erHe
OTXBBP/ISHETO HA TPAHCIJIAHTHPAHH OPraHH (CHPONIUMYC, €BEPOSIMMYC, TEMCHPOJIMMYC H APYTH
JIeKapcTBa, MPHHAIEXKAIM KbM KJ1ac JIEKapCTBEHH NPONyKTH, HapeueHH mTOR unxuburopw).
Bk.Touka ,,JIpenynpesxaeHuns U npeana3Hi MepKH npH ynorpeba®,

- cakybuTpui/BancapraH (M3MOJI3BaHH 32 MPOAB/DKHTEINHO JIEYEHHE Ha ChpeYHa HEIOCTATHYHOCT).
Bax.Touka ,,He npuemaiire Ipecrapuym-Ko* u ,Jlpenynpexaenus u npeanasHu MepKH npu ynorpeba“.

-  HeCTepOHAHH NMPOTHBOBB3NANMTENHH cpeacTBa (Hanp. ubynpodeH) 3a obnekuasaHe Ha Gonkara wiu
BHCOKH JO3H aCllHpHH,

- JNleKapcTBa 3a JeyeHue Ha auaber (KaTo Hanp. HHCYJIHH),

- JNIeKapcTBa 3a JIeYeHHe Ha NCHXHMYHH HapylIeHHA, KaTo Hamp. AeTpecHs, TPEeBOXKHO
T.H. (Hanp. TPHUHMKIMYHHE aHTHIENPECAHTH, aHTHIICHXOTHLIM, HMHIIPAMHHOBH 8
HEBPOJIENTHLIH),

- MMYHOCYNPECOpPH (JIeKapcTBa, KOWTO HAMA/IABAT 3allIHTHUTE MEXaHH3MH Ha Opry
JieYeHHE Ha aBTOMMYHHH 3a00/19BaHHA WM Clie]l TPAHCTUIAHTAllMOHHA XUPYPrus

TaKpOJIMMYC),




- TpumeTonpum 1 Ko-TpuMokcason (3a iedeHHe Ha MHEKLHH)

- ajomypHHOJ] (3a JieYeHHe Ha rnojarpa),

- TpOKaWHaMHJ (3a Je4YEeHHE Ha HEPUTMHYHA ChpACYHa AEHHOCT),

- Ba3’0JWIATATOPH BKIIOYHUTEIHO HUTPATH (MPOAYKTH, KOMTO pasLMpABAT KPbBOHOCHHTE CHIOBE),

- edenpuH, HOpaaPEHATHH WIH aJIpEHAJHH (JIeKapcTBa, H3MOJI3BaHH 33 JIeYeHHe Ha HUCKO KPBBHO
HaJIAraHe, oK WIH acTMa),

- Gaknoden iy naHTponeH (MHQY3H) U ABETE U3NOI3BAHH 3a JIEYEHHEe Ha MYCKY/IHO BTBBPAABAHE NPH
GonecTu, KaTo MYJITHIJIEHA CKJIEPO3a, JAHTPOJIEH CE M3MOJI3BA W 3a JIEYEHHE Ha 3JI0KaYeCTBeHa
XHMepTepMHs 1O BpeMe Ha aHecTe3Hs (CHMITOMM, BKTIOYBAIlM MHOTO BUCOKA TeJleCHa TeMrnepaTypa
MYCKYJIHO BTBLP/IsIBaHe),

- HAKOM aHTHOMOTHLIM, KaTO HanpuMep pUGAMITULIMH, EPUTPOMMLIMH, KIAPHTPOMHLIMH (38 HHPeKLus,
npUYHHEHa oT 6aKTepus),

- Hypericum perforatum (BT KaHTapuOH, GWIKa, M3MON3BaHAa 32 JIEUSHHE Ha Jenpecus),

- CHMBAaCTaTHH (JIeKapcTBO 3a MOHW)KaBaHEe Ha XoJecTepona),

- AHTHeNWJIENTHYHH CPEACTBa, KaTO Hanp. kapbamaszenuH, ¢penoGapOuran, pennTonH, GocdeHHTOHH,
MPUMM/IOH,

- WTPaKOHa30Jl, KETOKOHA30 (JIeKapCTBa, H3MOM3BAHH 3a JieYeHHe Ha rbOMYHH HHPEeKLHH),

- anda-6nokepy, H3MOI3BAHH 32 JIEYEHHE Ha yBe/IHYESHA NPOCTaTa, KaTo Hamp. Npa3o3uH, andy303uH,
JIOKCa3031H, TAMCYJIO3HH, TEPa303HH,

- amMu}pOCTHH (M3MON3Ba Ce 3a NPelOTBPATABAHE HIH HAMAIABAHE HA HEXeJaHHTEe e(EeKTH, NIPHYHHEHH OT
APYTH JIEKapCcTBa WIH JIbYeIeYeHHe, KOUTO Ce MpWarar 3a JeYeHHe Ha pak),

- KOPTHKOCTEPOHWIH (M3MON3BAT Ce 3a JIeYeHHe Ha Pa3yIHYHH ChCTOAHHSA, BITIOUHTEIHO TeXKA acTMa H
PeBMaTOH/IEH apTPHT),

- 3J1aTHH COJIH, 0COOEHO NPH MHTPABEHO3HO NMPHIOKEHHE (M3MOJI3BaHHU 3a JIEUEHHEe Ha NMPOABHUTE Ha
PEBMaTOMAHHA apTPHT),

- PUTOHABHP, HHAMHABHUD, HeIQUHABHD (T.HAP. NMPOTEa3HH HHXMOHTOPH, H3NOJI3BAHH TNPH JICYSCHHETO Ha
XHUB).

Ipecrapaym-Ko ¢ XpaHH H HANHTKH
ITpecrapuym-Ko Tpabsa na ce npuema npeau XpaHeHe.

Xopa, npuemaiu [Ipecrapuym-Ko , He TpsabBa 1a koHCyMHpaT cok ot rpeindpyT win rpeindpyT.
[IpruynHaTa 3a TOBa €, Ye Te3W MPOAYKTH MOXeE /1a IOBE/IAT JI0 NOBHIIABAHE HA HHBATA HA aKTHBHATa

ChCTaBKa aMJIOJIMITHH B KPBBTA, KOETO MOXeE J1a MPEeM3BHKA HENPEABHAMMO MOBHILIABAHE HA
aHTHXuneprensuHua edexr Ha [Ipectapuym-Ko.

BpemenHnoCT, KbpMeHe H PepPTHIATET

Axo cTe GpeMeHHa WM KbPMHTE, CMATaTe, 4e MoXe Jia cTe OpeMeHHa, WM IUlaHHpaTe GpeMeHHoCT,
noceeeTBaiite ce ¢ Bammsa nexap win papmanest, npeay ynorpedara Ha TOBa JIEKapcTBO.

Bpemennoct

Tpabea na kaxere Ha Baumsa nexap, ako MUc/IHTe, Yye cTe GpemerHa (lWiM OuxTe MOTIH 1a 3abpeMeHeere).
O6ukHoBeHO Bammar nexap e Bx noceeeTsa na cnpere npuema Ha [Ipectapuym-Ko npean na
3abpeMeHeeTe WK BeqHara, oM pazbepere, ue cre OpeMeHHa, H e Bu nockBeTBa 1a B3eMare Ipyro
nekapctso BMecto Ilpectapuym-Ko. [Ipectapuym-Ko He ce npenopbupa npu paHHa GpeMeHHOCT U He
TpAGBa 1a ce B3eMa ClIell TPETHA Mecell OT OPEeMEHHOCTTa, Thil KATO MOJKe Ja MPUYHHHM CEPHO3HA Bpe/ia Ha
Bamerto 6ebe, ako ce H3MoN3Ba cle TpeTHs Mecel] OT OpeMeHHOCTTa.

Knpmene

YcTaHOBEHO €, Ye aMJIOUITHH NPEMHHABa B KbpPMaTa B MaJIKH KolHuecTBa. Kaxkere Ha
KbPMHTE WIIH MUCJIHTE Ja 3arno4yHeTe Aa kbpmute. [Ipectapuym-Ko He ce npenopsusa
KBpMAT W Bammmar nexap Tpabsa na uzbepe apyro neuenue 3a Bac, ako xenaere na
korarto 6e6ero Bu e HOBOPOICHO HWIH € OHJIO NPEKIAEBPEMEHHO POJICHO.



Ilo¢gupane n paGora ¢ MAIIHHH

ITpecrapuym-Ko moxe 1a nosnuse Bamara cniocobnoct na modupare win aa paboture ¢ MamiHu. AKO
Tabnerkure By npean3BHKBAT rajieHe, 3aMasHOCT WIH YMOpa WM NPUYHHABAT riaBobosue, He modupaiite
U He paboTeTe ¢ MallIHHHU M ce CBBpAkeTe ¢ Bawua nekap He3abaBHO.

Ipecrapaym-Ko cbabpika J1IaKT03a MOHOXHAPAT.
Axo Bamusar nexap Bu e xazan, ye HMaTe HETIOHOCHMOCT KbM HAKOH 3aXapH, CBbpikeTe ce ¢ Bauus nekap
NpeaH 1a B3eMaTe TO3H JIEKapCTBEH MPOAYKT.

3. Kaxk aa npuemate Ilpecrapaym-Ko

BuHaru npuemaiite ToBa JieKapcTBO TOYHO KakTo Bu e kazan Bawmsar nexap win ¢papmauest. Ako He cTe
CHT'YPHH B Helllo, monuTaiiTe Bawus nekap win dapMauesT.

IMornemaiite Bamure TabneTky ¢ yama Boja, 3a NPeANOYHTAHE 1O €IHO H CHLIO BpeMe BCEKH JIeH, CYyTpPHH,
npeau xpaHeHe. Bammar nekap e peily, Kos € ToyHara 103a 3a Bac. O6u4aiinara nosa e eqHa tabnerka
JHEBHO.

IlpecTapuym-Ko 0oOMKHOBEHO ce MpeAnucBa Ha MALUMEHTH B3eMAally Bede NePHUHIONDII U aMJIOAKIIHH B
OTIENHH TabNeTKH.

Ynorpeba npu aeua H WHOIIH
VYnorpebara npu Aeua U IOHOLIM He ce MpenopbyBa.

AKo cTe npHe.sH noseve oT HeoOxoaumaTa no3a Ipecrapuym-Ko

AKoO npHeMeTe NpeKaseHo MHOTO TablieTkH, CBbpiKeTe ce ¢ Hai-0IM3K0TO 3aBejeHHe 3a O1bp3a nomowl Win
cbobuiere HezabaBHO Ha Bawus nexap. Hali-BepoaTHHAT edekT B ciiyyaii Ha Npeo3UpaHe € HUCKO KPbBHO
HansraHe, KOeTo Moke Jia Bu Hakapa a nodyBcTBaTe BUEHE Ha CBAT WM Ja pUnaaHeTe. AKO TOBa Ce
CJTYyYH, MOKE /12 [IOMOI'HE 3a€MaHEeTO Ha XOPH3OHTATHO MOJIOKEHHE C MOBAMIHATH JAOHH KPaiHHIIH.

Axo cTe nponycnaan aa npuemete Ilpectapaym-Ko

BaxxHo e n1a npueMare BaiueTo nekapcTBo BceKH JieH, Thif KaTO peIOBHOTO JieYeHHe HMa Mo-106po
neficteue. Bee nak, ako 3a6pasure na npuemere enna ao3a [pecrapuym-Ko, npuemere cneapamara 1o3a no
obuyaiiHoTo Bpeme. He B3emaiite nBoiiHa 103a, 3a 1a KOMIIEHCHpaTe MpOIMyCHATaTa 103a.

Ako cte cnpean npuema Ha Ilpecrapaym-Ko

Twit kato neuennero ¢ INpecrapuym-Ko e obukHOBeHO n10kHBOTHO, BHe Tpabsa na obcbaure ¢ Bamus
JieKap npeaM Ja crpete npueMa Ha Bamwre TaGneTky.

AKO MMaTe HAKaKBH JOITBIHUTENIHH BBIPOCH, CBbP3aHH ¢ YoTpebaTa Ha TOBa JIEKApCTBO, MOJIS NOMUTAHTE
Bawus nekap, papmanesT Wi MeHLIMHCKA CECTpa.

4. Bb3MOXKHH HeKeJAHH PeaAKIHH

KakTo BCHYKH JIeKapCTBa, TOBA JIEKAPCTBO MOJKE /1a MPEAW3BHKA HEXEJIAHH PeakLMy BEIPEKH, Ue HE BCEKH
TH NOJTy4aBa.

AKO NOJNTyYHTE HAKOS OT CJIEAHHTE HEXKENAHH PEAKLIMH, CIIPETe NPHEMa Ha JIEKaAPCTBeHHs IPOAYKT BeJHAra
H choOeTe Ha Bamms nexap ne3abaBno: {

-  BHE3aIHO XpurnTeHe, 00/Ka B rEPAMTE, HEAOCTHT HA BB3YyX WIH 3aTPYIHEHO JHILAHE,
- MOAyBaHe HA KJIEMAYMTe, JIMLETO WM YCTHHTE,
- NOJyBaHe HA €3WKA M I'bPJIOTO, KOETO 3HAYMTENIHO 3aTpYAHABA JUILAHETO, /




- TEXKH KOXHH peaKiliH, BKIIOYBaLlK CHJIEH KOxkeH OOpHB, KONIPUBHA TPeCKa, 3a4epBABAHE HA KOXKaTa Mo
LAJIOTO TAJO, CHJIEH ChpOek, M3NpHILBaHE, TIOIIEHE H NO/lyBaHe Ha KOXaTa, Bh3NaJeHHe Ha IMraBuIuTe
(cunapom Ha Stevens Johnson, TOKCHYHA eNUAEPMATHA HEKPOJIH3a) WIH APYTH alepruyHu peaKkiiy

- TeXKO 3aMaiiBaHe WIH MpHIOLLIaBaHe,

- ChbpleYeH NPHCTHI, HeoOHyakHO Obp3a WK abHOpMaiHa chbpae4Ha AeiHocT, Wiu Gonka B repauTe,

- BB3MaJICEHHE Ha MaHKpeaca, KOETO MOXeE Ja IPHYHHH TeKKH KopeMHH Oonku B 60JIKH B rupba,
NPUIAPYXKEHH C YYBCTBO 332 HEPa3MoJIOKeHHe.

CrobluaBaHy ca clie/JHUTE 9eCTH HexKeJJaHH PeakuHH. AKO HIKOH OT TAX Bu npuunHsBar npobnemu win
NpoABL/UKABAT MOBeYe OT eHa ceIMHNA, TpA0Ba Na ce cBbpkeTe ¢ Bamuns aexap.

MHoro yecTH HexenaHu peakuMu (MoraT Ja 3acerHat rnosede ot | Ha 10 yoBeka): 0TOK
(3agnLpiKaHe Ha TEYHOCTH)

YecTu HexxenaHH peakiuu (Morat aa 3acersar Aol Ha 10 yoBeka): rnaso6Gonue, BUEHE Ha CBAT,
CBHIIMBOCT (0COOEHO B HAYAIOTO Ha JIEYEHHETO), CBETOBBPTEXK, CKOBaBaHEe WIH YyBCTBO 3a
M3TPBIBaHE HAa KpalHULIMTE, 3pUTETHH CMYILEHHA (BKITIOYBALIM NBOHHO BIK/IaHe), LIYM B YILIHTE,
cbpuebueHe (ycellaHe Ha yJapuTe Ha CBPLIETO), 3aUepBABaHe, JIEKO 3aJMTaHe NOpaH HHCKO
KPBBHO HansAraHe, KallIMLA, HEOCTHT Ha Bb3JyX, rajieHe (ycellaHe 3a NOB/AMraHe), NOBphILaHe,
Gonku B KOpeMa, HapyIlleHHe Ha BKyca, JMCMENCHA HIH 3aTPYAHeHO XpaHOCMHIaHe, POMsHA B
HaBHKa Ha fedexalysa, QHapus, 3aneK, alepriyHH peaklHH (KaTo Hanp. KOKHH 00puBH, ChpOex),
MYCKYJIHH KPaMITH, JIECHa yMopa, cabocT, nolyBaHe Ha Triie3eHHTe (nepHdepeH oToK).

Jpyru cpobnapaHH HesKeJlaHH PeakiMH ca BKIIOYEHH B CIIMCHKA NO-A01y. AKO HAKOA OT TAX CTaHe
CepHO3Ha WIH 3a0enexuTe ApYryd, HEOTHCAHH B Ta3W JIMCTOBKA HEXKeJIaHH PeakiLHH, MOJIA yBenomere Baus
nekap WM dapmavert

HeuecTu Hexxenanu peakuys (Morart Aa 3acerHat 1o 1 Ha 100 yoBeka): 6bp3u npoMeHH B
HACTPOEHHETO, TPEBOXKHOCT, AenpecHs, 6e3chbHHe, HapyIIeHHA Ha ChHS, TPenepeHe, NpUMaisBaHe,
3ary6a Ha YyBCTBHTEJIHOCTTa KbM 00JIKa, HEpaBHOMEpEH ITyJIC, PUHHT (3alyIleH HOC MIIH XpeMa),
KOCOMaJ, YepBEHH NeTHA No KoxkaTa, obe31BeTaBaHe Ha KoxkaTa, 6onku B repba, aprpanrus
(6onku B craBute), MuanTHs (60NKH B MyCKYNIHTE), rpbaHa 60NKa, HApYIIEHHA B YPHHHPAHETO,
M0-49eCTO YpHHHpaHe Npe3 HOILITa, yBeJIMueHa YecTOTa Ha YpHHHpaHeTo, 60JIKa, 4yBCTBO Ha
HepasnoioKeHHe, 6poHxXocna3bM (MPHTHCKAHE B IbPAMTE, CBHPKAILO AULIAHEe H HEIOCTHT HA
BB3/yX), CYXOTa B YCTaTa, aHTHOHEBPOTHYEH OTOK (CHMITTOMM, KaTO CBHPKALLO JHIIAHE,
NOJyBaHe Ha JIMLIETO WM e3HKa), 00J1acTH Ha M3NpHLIBaHe No Koxata, 6s0peunn npobnemu,
HMIIOTEHTHOCT, TIOBHINIEHO MOTeHE, H3THIIBK Ha €03MHOGWIH (TUN GeNli KPBBHH KIIETKH),
auckoM(OpT WK yBelHYEHHE Ha MbpJMTe NPH MEKETe, HaJiaBaHe WK 3aryba Ha Tero,
TaXHKapTHA, BACKYJIUT (Bb3NaJieHHe Ha KPbBOHOCHUTE CHAOBE), peakLuy Ha
(orocerHcHOMIM3aLIMA (MOBHIIEHA YyBCTBHTEIHOCT HAa KOXKAaTa KbM CIIBHLIE), BUCOKA
TeMnepaTypa, najaHe, NpoMsHa B 1abopaTOpPHHUTE MOKA3aTe/IM: BHCOKO HHBO Ha KaJlHii B KPBBTa,
o0paTHMO NMpH criMpaHe, HHCKO HHBO HA HATPHIA, XHNOTTMKeMHsA, (MHOTO HHCKH HHBA Ha
KpBBHATA 3aXap) NpH NalMeHTH ¢ quaber, yBelH4YeHa KpbBHA ypes M YBeJIHYeH KpeaTHHUH B
KPbBTA .

Penxu HexxeslaHM peakumy (MoraT ga 3acerHat 1o 1 Ha Ha 1000 yoBeka): oObpKaHOCT, BlOIIABaHe
Ha MCOPHA3MKC, POMAHA B 1a6OpaTOPHUTE NOKA3aTe/TH: MOBHIICHH YEPHOAPOOHH €H3UMHM, BHCOKH
HHMBa Ha CepyMHHs OUITHPYOHH.

MHoro peaxu HexenaHu peakiuuu (Morat Aa 3acerHar Ao 1 Ha 10 000 goeka): cbpie4HOCHAOBH
HapyweHus (rpbpaHa 60/Ka, cbplieueH HHQApKT H HHCYIIT), €03MHO(WIHA THEBMOHUA (PAABK BU
NHEBMOHM# ), MOJyBaHe Ha KJICayuTe, IMLIETO HIH YCTHUTE, NMOJAYBaHE HAa €3MKa H I'bpJIOTO,
KOETO MpeU3BHKBa 3aTPYJHEHO JHIIAHE, TeAKH KOXKHH PeaKiMH BKIIOYBALIH CHIEH KOXKEH
obpuEB, KONPUBHA TpecKa, 3auepBABaHe Ha KOXaTa MO LAIOTO TAIO, CHIEH ChpOex, H3npHILBaHe,
TOLIEHe H NOAYBaHe Ha KO)KaTa, Bh3MajieHHe Ha MeMOpaHHTe Ha JIMraBULIMTe (CHHAPOM Ha
Stevens Johnson), MynTudopmeH epureM (KoxeH 0OpHB, KOHTO 4€CTO 3aMOYBA C YEPBEHH
ChpOAIIM NETHA IO JIHIIETO, PbLETE WIH JOJIHHTE KPAHHHLIN), YyBCTBHTETHOCT B
NPOMEHH B KPbBHHTE NMapaMeTpH, KaTo HamaneH Opoit Ha GesuTe 1 YepBeHHTE

%

naHKpeaca, KOETO MOJKe Jja IPeIM3BHKA TEKKH KopeMHH Gomnku 1 6ok B
YYBCTBO Ha TEXKKO HepasnoJiokeHHe, octpa 6bOpedHa HeloCTaThYHOCT, af
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(kBATEHHNA), NOBULIIABAHE HA YEPHOAPOOHHTE EH3MMHU, KOETO MOXKE J1a Ce OTPa3H Ha HAKOH
naGopaTopHH M3CNeIBaHN, NOlyBaHe Ha KopeMa (racTpuT), HEepBHH HapylIEHHs, KOWTO MOTaT a
Npeau3BHKAT YYBCTBO Ha c1abocT, M3TPBNBaHE HIIH BKOYAHEHOCT, MOBHIIEH MYCKYJIEH TOHYC,
MOyBaHe Ha BEHIIMTE, BUCOKA 3aXap B KPbBTA (XHNEPriMKEMHS).

e C HeussecTHa 4ecToTa (OT HAJIMYHMTE NAaHHM He MOXKe Na ObJe HanpaBeHa OLIEHKA 3a YECTOTATa):
TpenepeHe, CKOBAHOCT, CKOBAHOCT Ha JIMLETO, 3a0aBeHM JBIKEHHMA M MpoOBIaveHa, HeGanaHcupaHa
NOXO/IKa, MPOMsAHA B L[BETA, W3TphIBaHe W GOJKa B NPBLCTHTE HAa phlieTe WIK Kpakata (peHoMeH Ha
Peiino).

KonuenTpupana ypuHa (TbMHa Ha LIBAT), 4yBCTBO 32 HEpa3NoN0KeHHe, MYCKYJIHH KPaMITH, ChbCTOSAHHE Ha
00BbPKaHOCT M NpHNAaJiaHe, KOeTO MOXe Jia ce AB/DKH Ha HeMPaBHIHA CEKPeLlis Ha AHTUIMYPETHYEH XOPMOH
(ADH) morat 1a ce noseat npu ynorpe6ara Ha ACE uHXu6uTOpH. AKO NMOMYYHTE HAKOM OT TE3H CHMITTOMH,
ce cBbpxkeTe ¢ Bamus nexap Bb3MOXKHO Hali-CKOpO.

CrofmaBaHe HA HeXKeJIAHH PeAKIHH

AKO NoJlyYHTe HAKAKBH HEXEJIAHH JIEKAPCTBEHH PeakiMi, KOHCY/ITHpaiiTe ce ¢ Bammus nekap wim
¢dapmanent. ToBa BKII0YBA BCHYKH Bb3MOXKHH HEONHCAHH B TA3H JIMCTOBKA, HEXeNaHH peakuun. Moxere
CBIIO /12 CHOOIIHUTE HEXKENAHH PeaKLIMH JHPEKTHO (Ha NOCOYEHHs NMO-A0MY ajpec):

H3nbanaTeIHA arceHIHA MO JieKapcTBaTa
yi. ,,Jlamsan I'pyes* Ne8

1303 Codus

Ten:+359 28903417

yebcaiit: www.bda.bg

Karo chobiaBare HexenaHu peakiiy, MOXKeTe Ja JajieTe CBOs MPHHOC 3a MoJTy4YaBaHe Ha NoBeye
uH(popMaLKa OTHOCHO 6€30MacHOCTTa Ha TOBa JIEKapCTBO.

5.  Coxpanenue Ha IIpectapuym-Ko
CoxpaHsBaiiTe TOBa JISKAPCTBO HA MACTO, HEJIOCTHITHO 3a JieLa.

He u3nonspaiite ToBa 1€KapcTBO Cliel CPOKA Ha rOAHOCT 0TOENA3aH BbPXY KAPTOHEHATa ONAaKOBKA
KoHTeliHepa. CpOKBT Ha NOJHOCT OTrOBaps Ha MOC/EAHHA IeH OT MOCOYEHHUS Mecell.

CrxpansBaiiTe onakoBKaTa ILTBTHO 3aTBOPEHa, 3a Jia ce npeanasH ot eiara. Jla ce cbxpaHssa B
OpHIrMHAIHaTa ONaKoBKa. TO3H eKapcTBeH NPOAYKT He W3HCKBA CrIELMaTHH TeMIIEPaTyPHH YC/IOBHS Ha
CbXpaHCHHE.

He u3xpbpngiiTe nexapceTeara B KaHAIHW3aLMATa HIH B KOHTeHHepa 3a JoMaluny otnagbuy. [lonuraiire
Bamus ¢apmanesT Kak 1a 1a H3XBBPIMTE JIEKapCTBaTa, KOWTO Beye He M3no3Bare. Te3n MepKH wie
CMOMOTHAT 3a Ona3BaHe Ha OKOJIHATa cpefa.

6. CopabpiaHHe HA ONAKOBKATA H A0NbLJIHATE/IHA HHPOPMALHA

Kakgo cbabspxka Ilpectapaym-Ko

- AKTHBHHTE BEIECTBA Ca NEPHHAOTIPHII APrHHHH H aMJIOIHIIHH.
Ipecrapuym-Ko 5 mg / 5 mg : enna tabnerka cbabpka 5 mg nepuHAONPHI aprHHHH H
aMJIO/TUITHH. 4
Ipecrapuym-Ko 10 mg / 5 mg : enna tabnerka cpabpxa 10 mg nepunaonpun ap
aMJIO/THITHH.
Ipecrapuym-Ko 5 mg / 10 mg : eqna tabneTka chabpka 5 mg nepHHIONPHI ap
aMJIO/IATIHH. \




ITpecrapuym-Ko 10 mg / 10 mg : ensa Tabnerka ceabpxka 10 mg nepunmonpwn apruquH 1 10 mg
aMJIO/IHITHH.

- JpyruTe cheTaBKH B TabneTkara ca: 1aKkT0o3a MOHOXMApAT, Marsesues creapar (E470B),
MHKpOKpHCTanHa uenyinosa (E460), cunmumer auoken, konounes 6e3sogex (E551).

Kaxk n3raexna Ipecrapuym-Ko u kakBo cbabpika onakoBkaTa

ITpecrapuym-Ko 5mg / 5mg Tabnerku ca Genwn Tabnerku ¢ yasipkeHa popma, ¢ AbDKAHA 8,5 mm u ¢
wMpyHa 4,5 mm, rpaBupaHu ¢ 5/5 oT eqHaTa CTpaHa H *5° OT Apyrara cTpaHa.

IIpecrapuym-Ko 10mg / Smg Tabnerku ca Genu Tabnerku ¢ TpubreiaHa gopma, ¢ pasmepu 9,5 mm x 8,8 mm
x 8,8 mm, rpaBupanu ¢ 10/5 or equara ctpaHa u ¥5™ oT apyrara cTpaHa.

IMpecrapuym-Ko 5mg / 10mg Tabnerku ca 6enu Tabnerku ¢ kBaapatHa popma, ¢ Ab/pkuHA 8§ mm H ¢
unprHa 8 mm, rpaeupanu ¢ 5/10 ot enHara cTpasa u %5 oT Apyrara cTpaHa.

ITpecrapuym-Ko 10mg / 10mg ca Gesn kpbriiu Tabnetky, ¢ Auametsp 8,5 mm, rpasupanum ¢ 10/10 ot eanara
cTpaHa M %5 oT Apyrarta cTpaHa.

TabGnerkure ce nmpearar B KyTuu ot 5, 7, 10, 14, 20, 28, 30, 50, 56, 60, 84, 90, 100, 120 unu 500 Tabnerku.
He Bcuvku BuaoBe onakoBku Morat fa 6baar mycHaTH B mpoaaxoa.

IIpHTekaTes HA pa3pelIeHHETO 32 YHOTPeOa H NPOH3BOAHTE

IpuTexkaTen HA pa3pemeHHeTo 3a ynoTpeba

Les Laboratoires Servier
50, rue Carnot

92284 Suresnes cedex
®paHumus

IlpousBoauTen

Les Laboratoires Servier Industrie
905 route de Saran
45520 Gidy

Dpanuus
H

Servier (Ireland) Industries Ltd
Gorey Road

Arklow - Co. Wicklow
Wpnanaus

H

Anpharm Przedsiebiorstwo Farmaceutyczne S.A.
Ul. Annopol 6B

03-236 Warsaw

ITomua

Mecmen npedcmasumen na npumesicamena Ha paspeuienuemo 3a ynompeba:
CEPBME MEJTHKAJI EOOJ]

Ten: 921 57 00
Codms




To3m ekapcTBeH NPOAYKT € pa3pemieH 3a ynorpeba B AbpKABHTe-4ICHKH HA eBponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO NOA CJIeAHHTE THProBCKH HMEHa:

Benrus
Brnrapus
Kunsp
PemyGnuka Yexus
Janus
EcTronus
dunnanaus
dpanums
I'epums
Hpnanaus
HUranus
JlaTBHA
JluTBa
Jrokcembypr
Manra
Xonanaus
Iomma
INopryranus
PymbHUA
CnoBakus
CnoBenus

COVERAM
ITpecrapuym-Ko
COVERAM
PRESTANCE
COVERSICAL
COVERAM
COVERAM
COVERAM
COVERAM
ACERYCAL
COVERLAM
PRESTERAM
PRESTERAM
COVERAM
COVERAM
COVERAM arg
Co-Prestarium
COVERAM
PRESTANCE
PRESTANCE
PRESTANCE

JaTa Ha NOCJIeAHO MpepasriiexkaaHe Ha JIHCTOBKATA:
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